L

JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmiaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTHL BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody

27.11.2023 Ne 58325/23/10

I'TIOKOPAK®
{HaHMeHYRAHHA MiKapehkoro 3acofy 3riTHo 3 peccTpaniiHHM IOCBIAICHHAM)
Ta0JeTKH, BKPHTI ILTiBKOB0I0 000J10HK010, o 1000 Mr; mo 15 TadaeTok y daicTepi; no 4
fuicTepH y KapToHHIH KopoOmi
(topMa BHITyCKY, IOIYBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)

Howmep peectpaniiinoro nocgimacrns UA/3994/01/03 cipok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3aco6y Ne £212099 KimnkicTh EBe3eHOTO JiKapchkoro zacoby 13524

BHpoGHEK Mepk, CJI, Icianiga

(HaliMeHyRaHHA BHpOSHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKEHHA)

Brezeno B Yxpainy ToBapHCcTBO 3 06Mexkenolo BinmoBinaasaicTio "ACIHO YKPAIHA",
inenr. xox: 42274733
(HaliMeHyBaHHA Ta ko[ 2a €JTPIIOY lopamuIHo] ocoliH abo Mpi3EHmIe, iM'A, Mo GaTkKoRi $izmamol
ocobH - mianpHemnd, 1i Miclie TPOXKHBAHNHA Ta peccTpanifinui HoMep oONiKORO] KAPTKH IIIATHHEA
IOJATKIE aff0 cepia Ta HOMED HacIoOpTa)

I potokoen Bizyannaoroe xoaTpoo eix 23.11.2023 Na 3739/6.

3a PE3VIIRTATAMH JCPEARHOTO KOHR] K

AOTPHMAHHAM BHMOT 3aK0HOARNCIHA o 365 i McocTi NiKapchKHEX 3aco0iB.

Biranit FBOHJAPEHKC

(iniviam Ta npizeKLe)




Name of the Product; /

MEROK

Certificate of Analysis / CepmudikaTt AHanisay
GLUCOPHAGE®, flim-coated tablets 1000 mg N260 (16x4) In bilsters /

Hazea MNpoaykry: FMIOKQO®ANE, TabGnerin, BrpuTi NniskoBato o6anoHkow, no 1000 Mr NeG0 (15x4) y
Gmc'repax
Packaging Batch Number: / E212099 Batch size (In packs): / 13 524
Homep Cepii Ha yhakoBLj:, Poamip Cepil (B ynaxoBkax):
Expiry Date: f Tepmid npugarHocti:  30.11.2025 Manufactuting Date: ! lata 12.12.2022
BpobHUL[TRa:

Tests ltems/ Requirements / Result /
[MoKaaHUKN AKOCTI Bumorn MKR Peaynerar
Appearance [ White, oval, biconvex, film-coated tablet, with a Complles /
Onuc score line on both sides and *1000” engraved on Bignosigae

one side / TabneTim opanbHOT hopMH 3 AROONYKNOK

nopepxHeto, binoro konbopy, BKPUTI NNIBKOBOIO

060NIOHKOI0, 3 PUCKOIO 3 ABOX GOKiB Ta rPaBiloBAHHAM

: «1000® Ha opHIl cTopoH]

Identification: / lnermudikaLia IR-spectrophotometry / |M-cnektpocdoTomeTpina Positive /
Metformin Hydrochloride / MoauTUBHUA
MeTtdopminy MNapoxnopug IR .spectrum should be similar to reference :

spectrum / 1Y-cnekTp nornMHaHHA BunpoSosypatoro

apaika RoBMHeH BiANoRiaaTH IY-cnexTpy cTakaapTHoOro

apaska
Average mass / 1018 — 1124 mg / tablet / 1075 mg | tablet/
CepseaHA Maca - 1018 — 1124 wr / Tabn. wr f Tabn.
Mass uniformity / According with Eur. Ph. / Complles /
QOaHOpiAHICTE MacK MoBuHHI BignoBigaTh BUMoram €Bp. DapM. Bignosinae

Assay ! KinbricHe BU3Ha4YSHHs
Metformin Hydrochlorlde /

MeTdopminy Tigpoxnopug 850 -1050 mg / tablet (£ %) / 1002 mg / tablet!
. 950 -1050 mr/ Tabn. (£ 5%) wr/ Tabn.
Dissolution / Poaunueuun Not less than 75% {Q) at 45 min J. Complies at §1/
He MeHWe 75% (Q) vepes 45 xB Bianosigae Ha S1
Non—rouﬂne laestas1 1 He pytunni Tecm !
Related substances’ f
BnanayeHHA AOMILLOK HPLC I BEEX . '
Cyanoguanidine / Not motre than 0.02% / Not performed
LliaHoryaniguH He Ginklue 0,02% He BuzHauanoce
Each other Impurity / Not more than 0.10% / Not performed
Byab-AKa iHWa Aomiluka He Ginbwe 0,10% ‘ He puaHavanock
Total of Impuritfes ! Not more than 0.50% ///. Not performed -

Cyma JOMILIOK

He Ginewe 0,50%

Dissolution Profile {%)? / Mpodink

pO3uUnHeHHA (%)?
6 min { 5 xBUnNKUH
10 min / 10 xpunux
16 min / 15 xe#nuH

25 min f 25 xBunuH

He eMaHaYanoch

Not less than 38 % / He meHwe 38 %

Not less than 60 % / He MeHWwe 80 %

~

Not performed
He eyvaHauanock
Nof performed
He eM3HaManock
Not performed
He eusHavanoch
Not performed
He enMaHavanock

Subdivision of tabletss /
Tect Ha poagineHHA TaGnaTor®

According with Eur. Ph. {
MoBuHHi Bignosigat sBuMoram €sp. Gapm

Not performed
He eManavanocks

.-

Merck, S.L. — Espaiia
Poligono Memck o/n

08100 Mollet del Vellda (Barcelona)
Tel: +34.93.565.55.00

Fax. +34.93.544.00.00

ey meck.n

Sociadad Unipersonal. Inxcrita en el
Regietra Mercantil de Madrid, hoja =.*
M-438818, falio n ° 151, tomo n° 24356,
archivo libeo n® O, seccitn 8,

inscripeion 2.

N.IF. B&3010195

Maria ds Molina, 40

28006 Madrid




MRRCK

Certificate of Analysis / CepTudikar AHanisay
Name of the Product: / GLUCOPHAGE®, flim-coated tablets 1000 mg Ne60 (16x4) in blisters /

Haara Mpoaykry: MIOKO®AN®, Tabnatku, sxpurl nniskoeoto o6onoHkolo, mo 1000 mr Ne8O (15x4) ¥
GnicTepax

Packaging Bateh Number: / E212099 Batch slize {In packs): / 13 524
Homep Cepil Ha ynaxoBLy: Poamip Cepll (B ynakobkax):
Expiry Date: / TepMIH npuaaTHocTi:  30.11.2026 Manufacturing Date: / [lara . 12.12.2022

: BUpoGHULTES:
Tests items/ Requirements / Result/
MNokaaHykK AKOCTI Bumorm MIKA ) Peaynwrar
Microblologlcal quality? {
MikpoBionorivyka wuctota ' : .
Total aeroblc microbial count Not more than 10° CFlig / Not performed
(TAMC) / BaranbHa KinbKicTb He 6inbwe 102 KYO /1 . He pu3Havanock
aepobHnx MikpoopraHiamie (TAMC)
Total combined yeast / mould Not mere than 102 CFU/g { _ Not performed
{TYMC) / 3arantHa KinexicTs He Ginbwe 102 KYO /1 : ‘| He Buanauanock
ApBKAKEBMX Ta MniceHesux rpusia
(TYMC) 7
E. Coll / Absencelnig/ Not perforined

Escherichia coli BigcyTHidie 1r j He uaHavanoch

1 The test Is perlon'ned on the request and at least once a year. / BunpoGopyBaHnA NPOBORATL 32 JAMMTOM He MeHLLe 1 pazy Ha
pik
2 Gomplete dissolution profile is performed in case of modification of the manufactunng process | BunpoGopybaHHA NpoBoaATE

¥ pasi nponoanuji, Gyab-AKUX lcTOTHIX 3MiH ¥ BUPOGHIOMY npoLiec
3  The testis performed once a month / Bunpoﬁoayaanm npoeoaAT: 1 pas Ha MicAlk.

Released Date: / [lata punycky: 30.03.2023 Signature: / Mignue Stamp: f MNeuatka

Quality Assurance / 3aGesneqgHHs AKocTi
Qualifled Person f YnosHoRakeHa ocoba

L Ripodas / 1. Pinogac P. Duque /. fyd Y. Garcia/ l. Mapcia A. Andreu / A AHppey A. Cuadrado Ucar / A.

Kyanpase Yrap
In the avant of any discrepancies or doubt betwasi; ‘ L): i Je versions, the English language
version shall prevail. / ¥ pasi Gyab-skux posSbrHocTes cxu-uam MiX Bepcma ificbKoio Ta yKpaTHCHKOH MOBEMH
nepeBaxHy CWTY Mae Bepcla aHrmifcLXoI MOBOKD
Merdk, 8.1 - Espafia ' Sociedad Unipersonsl. loacrita en £1
Poligono Merck afn . Registro Mercantil de Madrid, hoja n.°
08100 Mollet dl Vallés {Barcelans) . M-438818, folio a° 161, toma n* 24396,
‘Tel.: +34.93.565.55.00 3 arolivo 1ibro 1.° O, seccidn B,
Fax. +34.93.544.00.00 meeripoida 2.
www.merckey W.LF. Ba8a70195

Murfa ds Molisa, 4

28008 Madrid



- MRRUK

Batch Release Certificate / Cepmudikar BunyweHoi Cepil
Certificate of GMP Compliance / Ceprudikar BignosigHocTi GMP

Name of the Produect: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 {15x4) in blisters /
Hasea MNpoxywry: FNIDKOMAM®, TabneTy, BkpUTi nniekoow obonoxkote, no 1000 wmr Ne60 (15x4) y
Griictepax

Materlal Code: f Batch Number Bulk: /

Homep Marepiany: 3950040043 Homep Cepil in bullc E200034250

Batch Number Finlshed |

Product: / Batch size {In packs): /

Homep Cepil roTororo Eat20%8 Poamip Cepii (B ynakoakax): 13524

npogykry- .

Manufacturing Date: / fara eupoGHuLTBa: 12.12.2022

Expiry Date: / Tepmin npupatHocTi: 30.11.2025

Importing Country: f Kpaina imnoprep: Ukralne/ YkpalHa

Strength ! Potency: / One tablet.contalns 1000 mg of metformin hydrochloride which

: corresponds to 780 mg of metformin / :

Cuna pit / AximsHicTh: OpHa Tabnetka MicTUTb 1000 Mr meTdhopMiHY riapoxnopuay, sikui
eignosigae 780 mr MeThopMiHY

Dosage Form: !/ Flim-coated tablets 1000 mg/

Jlikapcbka Popma: s TaGneTiu, BKpWTI NNieKoeoko oBonoxkoio, no 1000 Mr

Package Size and Type:/ 15 tablets in bilster; 4 bllsters in carton box /

Poawmip Ta TMN nakyBaHHA: 15 TaGneTok y GnicTepi; 4 GnicTepy ¥ kapToHHIA kopoOLy

Marketing Authorization Number: /
Homep Peectpayiitioro NoceiaqeHHn: UARSILID103

Name, Address and License Number of Merck, SL, Spain

Manufacturer, which Is Responsible for Poligon Merck, 08100 Mollet del Valles, (Barcelona), Spain

Batch Release:/ No. 0308/

Haaga, Afipeca i Homep MileHsil BupoGHuka, Mepk, CI1, lcnaHla

KOTpWid BUEIYCKAE cepito B obir MpomaoHa Mepk, 08100 Monner gent Bannec (Gapcenona), lcnanls
: ' Na 0308

Country of Origin: / KpalHa-BapoBHUK, Spaln / lcnaxla

Certification Statement: / 3asBa npo cepTudikaliio:
1 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 Authorlty 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 analysls records were reviewed and found to be In compllance with GMP. /

Lium nigTeepanyle, Wo BULiE3adHayeHa HGOPMaUiA € ACCTOBIPHOIO i TOMHOIO. HaHa cepin BupoGneHa, BKNIOYAKYMW
yNaKoBKY/MapKyBaHHA Ta KOHTPORb SKOCT, Ha BUILEIaIHaqeHiid ginbHuu | B noBHii pignoelgHocTi 3 BUMoramu GMP
noxanbHUx KoHTponiowounx OpraHie, a Takex 3i cneupdikauismn peecrpaljiiHoro kpaiHB-iMnopTepa abo [ocbe
pocnigpxysaHoro nikapcokoro 2acofy. MpoTokony BUPOGHMUTBA, ynakosku Ta apehi iy

pignopigHicTe GMP. -

AOCHE

Qualified Person Signature: /  Teresa Belmonte Carrascgs
Nignuc ynoeHosaxeHol ocobu: Tepeaa benbmonTe Kappagko

facenlon. ;

P

Released Date: / flata unycky: - 30.03.2023

“I

i BN
et g s ,‘ LA}

In the event of any discrepancies or doubt between English and Ukralnian language ve gighd] che' ,\glésh language version shall
prevail. / ¥ pasl Syge-max poaibkHocTeld abo cymmisip MiX BepelAMN aHINIACHXOI0 Ta YKPAIHCEKOR MOEAMU NepeBaXHy CUNTY Mae Bepcin
HMMINCEEDD MOBOID. :

Merck, S.L. — Espafla ' Sodiedsd Uniparsosel. Bm:iln.m o

" Poligono Merck &/n Regictro Mercantil do Madrid, hoju n?*

0AL0G Mallet del Vallés (Barcelons) . M-438818, folio 0.7 161, temo n.* 243986,

Tel: +34.93.565.55.00 wrchive liteo a° 0, seccidn 8,

Fix. +34.03.544.00.00 inearipeidn 2.

Faw.merckes : N.LF. BO8070195

: Maria de Molinn, 40



JEPKABHA CJIYXKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitauunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPT1IOY 37078774

BUCHOBOK
npo siKicTh BBe3eHOro B YKpaiHy JikapchKoro 3acody

24.12.2024 Ne 66847/24/10

I'TIOKODAK®

(naitMeHyBaHHA NIKAPCLKOTO 3206y 3TiAHO 3 PEECTPALiHAM MOCBIUEHHSM)
TabJIeTKH, BKPUTI N1iBKOBOI0 0060J10HKO10, 10 1000 Mr mo 15 tabnerok y GJicTepi; no 4
GJiicTepu Y KapTOHHIH KopoOui

(hopma BumycKy, A03yBaHHS, BUA [TAKYBAHHS NiKapebKoro 3acody)

Homep peecrpauiitnoro nocsiguenss UA/3994/01/03 crpok aii peectpauifinoro nocsinuenns 01.01.2099

Cepis nikapebkoro 3acoby Ne E215861 Kinbkicts BBE3EHOTO Nikapchkoro sacody 13839
Bupo6uuk Mepk, CJI, lcnanis
(nafimenysannis BUpoGHKKa NiKapCLKOTo 3ac00y, Kpaita NoXoLKEHH)
Breseno B Yipaiuy TosapucrBo 3 o6Mesxenolo Bignosigansuictio ""ACIHO YKPATHA",
inent. on: 42274733

(natimenynauus Ta koa 3a CIIPIIOY 1opuansnot ocobu abo npizsuuie, im's, no 6atbkosi dizutmol
ocolH - nianpremus, i Micue NpoKUBAHNS Ta peecTpauiitunit nomep 06:1iKk0BOT KapTKK MaTHHKA
nojarkis abo cepis Ta HoMep macrioprTa)

Mpotoko Bisyansuoro koutpomio sin 24.12.2024 Ne 4002/5.

3a pesynbraTaMM  AEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, WO Jiikapcbkuil 3aciG  Bseseno B YkpaiHy 3

AOTPUMAHHSM B1MOT 3aKOHOAABCTBA LLOAO 3abe3neueHHs AKOCTI ikapChbKUX 3ac0biB.
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Certificate of Analysis / Ceptucixar AHanizay

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /

Hazea [poaykTy: FMIOKOGAXK®, TabneTku, BKpuTi NNiBkoBoIo oBonoHkoto, no 1000 mr NeGO (15x4) y
Bnictepax
Packaging Batch Number: / E215861 Batch size (in packs): / 13 839
Homep Cepii Ha ynakostii: Poanip Cepii (8 ynakoskax):
Expiry Date: / Tepmin npupatHocTi:  31.01.2028 Manufacturing Date: / [lata 03.02.2024
BupoBHuuTBa;
Tests ltems/ Requirements / Result/
MoKa3HWKK SIKOCTI Bumorn MKA Pesynbrar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies /
Onue score line on both sides and “1000” engraved on Bignosigae
one side / Tabnetku oBansHO! GOPMU 3 ABOONYKIOK
nosepxHelo, Ginoro KoMLopy, BKPWTI NNIBKOBOIO
0BONOHKOI, 3 PUCKOIO 3 ABOX DOKIB Ta rpasitoBaHHAM
«1000» Ha 0AHIA CTOPOHI
Identification: / lnenTudpikauis IR-spectrophotometry / I4-cnektpodoTomeTpia Positive /
Metformin Hydrochloride / Flo3uTUBHWA

MeTdopmidy Tigpoxnopua

IR spectrum should be similar to reference
spectrum / {4-cnexTp nornuHadHa sunpobosysaHoro
3paska NoBUHEH Bianosigat™ I4-cnekTpy cTaHaapTHOro
3paska

Average mass /

1018 ~ 1124 mg / tablet /

1072 mg / tablet/

CepeaHs maca 1018 — 1124 mr / Tabn. Mmr/ Tabn.
Mass uniformity / According with Eur. Ph./ Complies /
QpaHopigHiCTL Mack [MosuHHi BignosigaTv sumoram €ap. Papm, Binnosinae

Assay | KinbkicHe BU3HAYEHHA
Metformin Hydrochloride /
MeTtdopminy Mapoxnopua

950 -1050 mg / tablet (+ 5%) /
950 -1050 mr/ Tabn. (+ 5%)

1005 mg / tablet/
Mr/ Tabn.

Dissolution { Po3unHeHH:

Not less than 75% (Q) at 45 min /
He meHwe 75% (Q) vepes 45 xs

Complies at 81/
Bignosinae Ha S1

Non-routine tests'/ He pyTuHsi Tectn |

Related substances®/
BuaHaueHHR AOMILLIOK
Cyanoguanidine /
LiiaHoryaHigvH

Each other impurity /
Byab-sika iHwa Aomilka

Total of impurities /
Cyma AoMitlok

HPLC / BEPX

Not more than 0.02% /
He Binbiie 0,02%

Not more than 0.10% /
He Binbwe 0,10%

Not more than 0.50% /
He binswe 0,50%

Not performed/
He su3Kauanoch

Not performed/
He BU3Ha4anocL

Not performed/
He susHauanoch

Dissolution Profile (%)? / Mpodins

po3uUHeRHs (%)?
5 min /5 xsunu
10 min/ 10 x8unuH
15 min [ 15 xeunuu

25 min / 25 xBunwuH

Not less than 5 % / He menwe 5 %
Not less than 24 % / He meHwe 24 %
Not less than 38 %/ He meHwe 38 %

Not less than 80 % / He meHue 60 %

Not performed/
He BuaHavarnocs
Not performed/
He suaHavanoch
Not performed/
He BuaHauanocs
Not performed/
He sn3Havanoce

Subdivision of tablets®/
TecT Ha poagineqHs TabneTok®

According with Eur. Ph. [
MosuHHi signosinaT BumMoram Sap. Papm

Not performed
He snsHavyanocs

Merek, 8.1, ~ Espaiia
Poligona Merck sin
08100 Muollet del Vallés (Burcelona)

WL a1 £a €6 An

Sociedad Unipersonal. Insenia en ¢l
Registro Mercantil de Madnd, bojan®
M-438R 18, folio n.? 161, tamo n.® 24395,
archivo libro 1.7 0, seccion 8,




Certificate of Analysis / CepTudikar AHanisay

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /

Hassa MpogykTy: [IHOKODANK®, TabneTky, BKPUTI nniskosow obonoHkoo, no 1000 mr NeBO (15x4) y
Bnictepax )

Packaging Batch Number: / E215861 Batch size (in packs): / 13 839

Homep Cepil Ha ynakosui: Posamip Cepii (B ynakoskax):

Expiry Date: | Tepmin npugarrocti:  31.01.2028 Manufacturing Date: / [lata 03.02.2024

supoBHulTea:

Tests ltems/ Requirements / Result/

MokasHuku SKOCTI Bumorn MKHA Peaynbrat

Microbiological quality* /

MikpoGionoriuna uncroTa

Total aerobic microbial count Not more than 103 CFUIg / Not performed

(TAMC) / 3aranbHa KineKicTb He 6inbwe 103 KYO / r He BuaHavanocs

aepoBHux mikpooprariamis (TAMC)

Total combined yeast / mouid Not more than 10?2 CFUlg / Not performed

(TYMC) / 3aranbHa KinbKicTs He Binbwe 102KYO / r He Bu3Havanocs

ApixaxeBux Ta nnicenesnx rpnbis

(TYMC)

E. Coli/ Absenceintg/ Not performed

Escherichia coli BigcyTtHins 1r He BM3Ha4Yanoch

The test is performed on the request and at least once a year. / BunpofosysakHsi NDOBOAATL 32 3aNMTOM He MeHLe 1 pagy Ha
pix

Complete dissolution profile is performed in case of modification of the manufacturing process / BunpobosyBsarts NpoBoaAsTL
y pasi nponoauuii, Gy/Ab-3KMX ICTOTHUX 3MIH y BUPOBHIHOMY NpoLeci

The test is performed once a month / Bunpo6osysarus nposoAaTs 1 pas Ha MiCsiLlb.

Released Date: / [laTa Bunycky: 19.07.2024 Signature: /Nignuc
Quality Assurance / 3afe3neyenHs sKoCTi .
Qualified Person / YrosHosaxeHa ocoba e /f’ .
k/

Lo BRI
L. Ripodas / I, Pinonac ~ P.Duque /1. iy Y. Garciall. lapcia  A. Andreu/A. Armpey@v?’cqggréﬁo l\)\ga’r//,A' Kyaapago Ykap
y g A
I ap\pyﬁff/‘/
Q™
/‘//

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / ¥ pasi Gyab-sikux posGikHocTen abo cymHisis MiX BEPCIAMY aHIMIACEKOIO Ta YKPAITHCBKOIO MOBamMu
Nepesax)Hy Cuty Mae BepCia aHrmifcbKolo MOBOK

Merck, 8.1, - Espaiia Sociedad Unipersonal Tnscrita on el
Paligono Merck s/n Registra Mercantil de Madrid, hoja n.®
08100 Mollet del Vallés (Barcetonn) M-A38818, falio 0% 161, womo n.° 24396,
Tel. +34.93.565.55 00 archive libro n." 0, secvion 8.

Fax #3493 .41 0000 inscripcion 2



Batch Release Certificate / Ceptudpikat Bunyweroi Cepii
Certificate of GMP Compliance / CeptudikaT signosigHocti GMP

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /
Haasa MNpoayxTy: MTHOKODAXK®, Tabnetku, BkpuTi NNiBkosor oBonoxkow, no 1000 mr Ne6O (15x4) y
Bnictepax

Material Code: / Batch Number Bulk: /

Homep Matepiany: HEI0840042 Homep Cepii in bulk: RAldnazae

Batch Number Finished

Product: / Batch size (in packs): /

Homep Cepii rotoBoro Eelsten Poawmip Cepil (B ynakoskax). 13 839

MPOAYKTY:

Manufacturing Date: / Jata BupoBHuiTea: 03.02.2024

Expiry Date: / Tepmis npupatHocTi: 31.01.2028

Importing Country: / Kpaina imnoprep: Ukraine/ Yxpaina

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride which
corresponds to 780 mg of metformin /

Cuna pii / AKTUBHICTS! OpHa Tabnetka micTutb 1000 Mr MeTOpMIHY rigpoxnopuay, sSkui
gignosigae 780 Mr MeTqOpMiHY

Dosage Form: / Film-coated tablets 1000 mg/

Nikapcbka Popma: , TabrieTky, BrkpuTi nniskosoto 0bonoxkoto, no 1000 mr

Package Size and Type: / 15 tablets in blister; 4 blisters in carton box /

Po3amip Ta TMN nakyeaHHs: 186 TabneTok y BnicTepi; 4 6nictepy y kapTOHHIA kopobuli

garketmg Authqtlzatlon Number. / . UA/3994/01/03

omep Peectpauiitioro Moceigyerns:

Name, Address and License Number of Merck, SL, Spain

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

Batch Release: / No. 0308/

Hasea, Agpeca i Homep fivensii BupoBruuka, Mepk, CI1, lenanls

KOTpWI BUMyCKae cepiio 8 obir; MNpomsona Mepk, 08100 Monnet pens Bannec (Bapcenonra), Icnauln
Ne 0308

Country of Origin: / KpaiHa-Bupobruk: Spain / Icnanls

Certification Statement: / 3assa npo cepTudikaLito:

| 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. /

Lvm nigTBepgkyto, WO BUwesasHaveHa iHdopmallia e foCTOBIPHOK | TouHOW, [aHa cepis BUpOBneHa, BRAUAUM
ynakosky/MapKyBaHHA Ta KOHTPOMb SKOCTI, Ha BUWEe3asHayeHilt AinsHuui i 8 nosHii BignosigHocTi 3 sumoramu GMP
nokansHux KoHTtponiow4ynx Opradis, a Takox 3i cneumdikallismy peecTpaLiitioro [oCbe KpajHu- iMﬂOpTepa abo focse

gocmm«yaaHoro nikapeskoro 3acofy. Npotokonu BUPoBHULTBA, YNakoBKK Ta ananisy Gynu ﬂeperﬂﬂHyTl 1 8CTaHOBMNEHA
gignosigHicte GMP.

Lucia Ripodas Valencia/
Tocis Pinogac Banewcis

Released Date: / [lata Bunycky: 19.07.2024

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y pasi 6yab-sacux poabixHocteit abo cymHiBis MK BepciaMy aurmincbioI0 Ta yKpaiHCbKOo MOBaMU NEPEBaNMHY CUNY Mae Bepcist
AHMNINCLKOIO MOBOIO.

Merek, S - Esp:\fm Sociedad Uoipessonal, Tnseate en el
Poligono Metck ¢/n Registro Mercantil de Madrid, kojan®
08100 Molet del Vallés (Barcetona) M-438818, folio n.® 161, tamo n® 24396,
Tl +34.93.565.55.00 archivo libra 1t 0, seccidn 8,



PARREG K

Batch Release Certificate / Ceptudhikar Bunyweno? Cepif
Certificate of GMP Com Pliance / Ceprudikar BignosigHocti GMP

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /
Ha3ea Mpogyiry: FMICKOPAN®, TabReTky, skpuTi NNIBKOROK OBOMOHKO, 110 1000 mr Nego (1 Sxdyy
Bnicrepax

Material Code: / Batch Number Buik: /

Howep Marepiany: SRR00H0A3 Homep Cepi in bulk: E200042731

Batch Number Finished (

Product: / Batch size (in packs): /

Homep Cepii roTosoro E215860 Posmip Cepit (s ynakoskax}: 13841

ApoAyKTY:

Manufacturing Date: / Dava supobuuyrea: 03.02,2024

Expiry Date; / Tepmin npupaTHocTi: 31.01.2028

Importing Country: / Kpafta imnoprep: Ukraine/ Yxpatua

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride which
corresponds to 780 mg of metformin /

Cwuna gii / AkruaHicry: Opta Tabnerka micTurs 1000 mr MeTdopminy rinpoxnopuay, skwit
slanosinae 780 mr MEeThopMity

Dosage Form: / Film-coated tablets 1000 mg/

Nikapcbia bopma; Tabnetky, BRPWTI ANfakoBolo oBortoHko, no 1000 Mr

Package Size and Type:/ 15 tablets in blister; 4 blisters In carton box /

Posmip ta Tun NakysaHHs; 15 Tabnetok y Snictept; 4 Bricrepu v kapTokin KopobLi

Marketing Authorization Number: /
Homep Peectpayiinoro Nocainuenns: UAI3934101/03

Name, Address and License Number of Merck, SL, Spain

Manufacturer, which Is Responsible for Poligon Merck, 08100 Moliet del Valles, (Barcelona), Spain

Batch Release; / No. 0308/

Haasa, Agpeca i Homep Riuenaly BupoGHuka, Mepx, CA, icnanlg

KOTpuii Brnyckae cepilo 8 obir: Npomsona Mepx, 08100 Mosiner Aenb Bannec (EapcenOHa). lenanln
Ne 0308

Country of Orlgin: } Kpaiia-srpoGumk: Spaln / lcnauls

Certification Statement; / 3asga Npo cepradikatio;
I hereby certify that the above infoermation is authent|c and accurate. This batch of product has been manufactured,
Ineluding packaging / labeling and quality controf at the above mentioned site (s) in ful compliance with the GMp

Accnigkysarorg nikapeekoro 3acaby. MpoTokonn BHpoGHULTEa, yRakosky Ta aHanisy 6ynu NEPernAnyTi | BcTanoanens
BiANoBIAHICTS GIP.

Maria Angeles Andreu Lleal/ ;

Mapin Axrenec AHgpea flnean

Released Date: ! fara BUNYCKY: 16.07.2024

In the evont of any discrepancios or doubt bebwean English and Ukrainian language versions, the English language version shall

prevail. /'Y paai Gygs-nrux poatikHocTed ago CYMHiBlB Mk Bepclsmm 2HrNiickKow Ta YKpaiHCLYol MoBaMy Nepesaxuy cuny mae sepcls
AHNITCLKOK MOBOKD.

Merek, S.L. - Espafia Sociedad Unipersonal Taseriia en of

Poligonn Merck 5 Registro Mercansi] de Madrid, Iojan®
05100 Mgllet det Vallés (Barcelona) M-18818, falio n.* 161, tamo 216,

Tel - +34.93 505 55.00 archivo libra i * 0, seccidn 8,

Fax +3493 3410000 imcupvioén %195

wnw gech o3 N.IF. 1030

) Marda de Malina, 40
28006 Madrl

r.ou

LO8LE
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PARROK

Certlificate of Analysis / Ceptuchikar AHanlzay

Name of the Produet: 7
Hasna Mpogysry:

GLUCOPHAGE®,
ITOKODANK®, Tabn

film-coated tablets 1000 mg Nago (16x4) in blisters /
BTKH, BKPUTI NNiBXoB0I0 060N0HKO, Mo 1000 Mr NoGo (15x4) y

GnicTepax
Packaging Batch Number: / E215860 Batch size {In packs): / 13 841
Homep Cepil Ha yriakosL}: Paamip Cepii (s YRakoBKax):
Expiry Date: f Tepmin npupatHooti:  31.01.2028 Manufacturing Date: / lata 03.02,2024
BUpoGHMUTEa:

Tests ltems/ Requirements Resuit/
ITokasHwkM skocTi Bymory MKS . Pesynbrar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies /
Cnuc score line on both sides and “10pg~ engraved on Bianosigae

one side | TabneTku osansHol opmy 3 LBOONYKNAO0

roaepxHeto, Ginoro konkopy, BXpUTI NRisKoBOIo

-] oGorioHKol, 3 plickole 3 AEOX Bokis Ta TpaBitoBaHHAM

«1000» Ha oaHii cropoHi
Identification; / lneHTHeikaLin IR-spectrophotometry IY-cnekrpathoTomeTpin Positive /
Metformin Hydrochloride / MNosurueHnit

Mevehopminy TMapoxnopun

IR spectrum should be similar to reference -
spectrum / I4-cnekrp normuHanys BunpobosyeaHoro

3pazxa rnoskHex sigdosinam M-crexypy CTaHaapTHoro

apazka
Average mass / 1018~ 1124 mg/ tablet / 1068 mg { tahlet/
CepenHsa maca 1018 — 1124 mr / rabn, Mr/ tabn,
Mass uniformity / According with Eur, Fh, / - Complies /
QaHoplouicTs Macu Noemkyl sinnosinaTy aumoram €sp. Bapm, Bianosigae -
Assay [ KinbicHe BUsHavenHe : .
Metformin Hydrochloride /
MeTchopminy Finpoxnopng 850 -1050 my / tablet (= 5%) 1 1010 mg / tablet/
) 950 ~1050 mr / vabn. (& 5%) Mr/ yabn,
Dissolution 7 PosunHenns Not less than 75% {Q) at 45 min/ Complies at S17/
He medlue 75% (Q) Hepes 45 xs Bignosinge Ha S1
Non-routine tests"7 He pytunii Tecn 1
Related substancest/
BuaHavexis nomitok HPLC/ BEPX
Cyanoguanidine / Not more than 0.02% / Not performed/
UiaHoryaninuw He Ginbuie 0,02% He BuaHauanoce

Each other impurity /
Byab-axa inwa gomituxa

Total of impurities /
Cyma nomiwok

Not more than 0.10% /
He GinbLie 0,10%

Not more than 0.50% /
He Glnette 0,50%

Not performed/
He Buanavanocs

Not performed/
He exanavaniocs

Dissolution Profile (%)?/ Mpoding
PO3YMHEHHA (%)

S min/ 5 xsunuy

Not less than 5 % / He mMenwe 5 % Not performeds
T He suanavanoce
10 min / 10 xaunun Not less than 24 % / He meHwe 24 % Not performad/
z He suanauanocs
15 min / 15 xeunuy Not less than 38 % / He mexue 38 % Not performed/
He BuaHavanoce
25 min / 25 xsunun Not less than 60 % / He meswwe 60 % Not performed!
He BUaHayanock

Subdivision of tablets 7 According with Eur. Ph, / Not performed

Tect Ha poaginentn TaBnato@

ToBunH! BigRoainamm sumoram €ep. bapm

He suaHavanocs

Merelr, S.L.— Espaiia
Pollgano Merck s/a

G3100 Mollet det Valies {Barcelana)
Tel; 34.93.565.55.00

Fare, +14.93.504,00.60
yavmerck,es

Sociedad Unipersoral, Inscrita en o
Registro Mereansil de Madrid, hojan”
7435818, fallo n.* 161, fomo n* 24356,
archive libro n® 0, seecidn 8,

inscripeion 2,

NALE, Bogo70195

Maria ds Moliny, 40

28006 Modrid




PARRC K

Certificate of Analysis / Ceprudirar AHanizay
Name of the Product: / GLUCOPHAGE®), film-coated tablets 1000 mg Ne60 (15x4) In bllsters /

Hassa Npoaykry: [TIIOKODAN®, Tabnetky, BKPUTT MNiBKOBOK 050110HKEI0, No 1000 M- NeB0 (15x4) y
Gricrepax ;

Packaging Batch Number; E215860 Batch size (in packs): / 13 841

Homep Cepii Ha ynaxosLf; Poamip Cepii (s ynakoekax);

Expiry Date: / Tepmiy npuAaTHoeTi:  31.01.2028 Manufacturing Date: f fara 03.02.2024

BupoBHMLTRA:

Tests Itemns/ Requirements? Result/

NokasHuku akocti Buimori MKS Pesynktar

Microblological quality/

MikpoBionoriya uuetora !

Total aerobic microbial count Not more than 103 CFuig / Not performed

{TAMC) { 3aransha KinuxicTs He Ginbue 103 KYO /¢ He susHauyanock

aspobHux Mikpoopraniamia {TAMC)

Total combined yeast / mould Not more than 102 CFUIg | - Not performed

{TYMC) / 8aranbHa Kinbkicts He Binstwe 102 Kv0 /1 He susnavanoce

APPKAKEBIX TA NNiceHeBUK ronGis

(TYMC)

E.Colif Absencein1g/ Not performed

Escherichia coli Bigcywine 1 r He BuaHauanocs

Gomplete dissolution profile Is performed in case of modification of the manufacturing process { Bunpo6osysauns nposoasiTs
¥ past nponoauyll, Gyab-arux ICTOTHAX 3MiH v BupobHiYoMy npoLact
The test Is performed once a month / Bunpo6osysanms NposogsaTe 1 pas Ha MicaAyw,

Released Date: / flata BUNYCKy: 16.07.2024
Quality Assurance/ 3abearneventn akocri

Signature: / Nignuc Stamp: / Nevarka

Qualified Person / YnosHoBaweHa acoba

Maria Angbles Andreu P. Duque /1. fiyki Y. Garcla fl.Tapein A Andreu/A. Atpapey A, Cuadrado Ucar/f A, Kyanpano Yrap
Lleal / Mapis Asirenac
Ahnpea Nnean

I. Belmonts Carrascosa/ T. Bentmonre Kappacioca Laura Suarez Penarrybla / Ilaypa Cyapec [enappy6isa

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall pravail, /¥ pasl ByAe-niMx poabisHocTel abo CyMHiBlE Mix BepclaMy aHmilick koo Ta YRpaHCLKOIO MOBaMM
NEPEBAKNY CUNY Mae BepCis aHMifichkoo MOBOIO

Mercelg, 8L, - Espaiin

Paligona Merck s/

08100 Mollet de) Valles {Barcelona)
Tel.. +34.93.563.55.00

Fax. £3..93.544.00.00

savmerch os

Sociedad Unipessanal. Inscrita en e
Registro Mercantil ds Madri, Fojan®
M-438318, folio n.* 161, 1omo n® 24396,
archive libro n.® 8, seceidn 5,

inseripcién 7.

N.LF. B03g7019s

Maria de Molinn, 40

28006 Aladrid




AEPHKABHA CJIIYIKBA 3 TIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npos. CeiTinyrol Haxii, 3, m.Kuis, 02099, Ten/(haxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Ko €APTIOV 37078774

BUCHOBOK
Mpo AKICTH BBE3EHOro B YKpainy JIKaApCEKOro 3acoly

18.11.2024 Ne 58883/24/10

CITIOKOMAK®

(waitmentynanns tixapeskoro 3acoBy 3rixno 3 pecerpauiiianm TOCBIAMCHIINN)
TA0NeTKH, BRPHUTI ITIBKOBOIO o6os10uK0I0, 10 1000 Mr 116 15 TabaeTox y Guaricrepi; no 4
Gaicrepn y kapToHHiii opoGui

(thopma sunycxy, fozysanms, sup MaKyBaHHs JikapchKoro sacoby)
Howmep pecerpauiiinoro nocsinvenns UA/3994/01/03 CTpoK Aif peecrpaniiinoro nocsimuenns 01.01.2099
Cepis nikapckoro saco6y Me B215860 Kinbkicts Bse3eHoro nikapeskoro sacoby 1384 ]

BupoSuuk Mepx, CJI, lenanis

(uaifenysaims supoGumka Aixaperxoro 3acoBy, kpaiia TIOXOJEBKENHS)

Bseseno n Yipainy TOBAPHCTBO 3 0OMEKEH 010 Bignosinanmictio ""ACIHO YKPATHA",
imenr. wop: 42274733

(naitvmenypanns Ta ko 32 CJIPLIOY topuamiar ocofu abo npissuwme, iv's, no Garbxopi (izpuror
ocobu - ninapuenis, i Micne HPOKHBALNA T4 pecerpaitiiinmii Homep o6nikonol KaPTKH nRaTHHKA
nonarkis abo cepin Ta noep nacnopra)

1Iporoxosn sisyassimore ronrposmo sin 13.11.2024 e 3518/6.

3a pesynsTaramu ACPIABHOTO  KOHTPOMIO BCTAHOBJIEGHO, IO nikapeekri  3aci6  moeseno Vkpainy s
AOTPUMAHHSAM BuMor 3akonoxancTea wono 3abesneuenns akocTi ikapchkux 3aco6is.

e Ty R
f:/ ':‘—*“".-l ¢ .-hr."’d \\‘
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B o, HaMagSina CIVIROH -5, \L‘ Onwra CPBOMEHKO
L s o T AR e —:'-:-'r'-- U EE A e L T = S E R ome
(uduu_-ﬁna DCP, g)ﬂpﬁq{yﬁp :'ftn‘:_r'nloﬂ KoHTpoma) (nianue) (vuruanin 1 npessime )
l -:__". gLy I-""\c




NEPXXABHA CJYXBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH V KHIBCHKII OBJACTI
TIPOB. CaiTaHOl Hapii, 3, m.Kuis, 02099, Texr/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
po sAKicTH BBE3eHOro B YKpaiHy JiKapchKoro 3acody

18.11.2024 Ne 58882/24/10

TIIOKOPAXK®

(uaiiMeHyBaHHs JiKapcbKOro 3acoGy 3rifiHo 3 peecTpauiinum TIOCBIAYEHHAM)
Ta6aeTKn, BKPUTI IIBKOBOI0 060,10HK010, 10 1000 Mr 1o 15 TabneTox y 0Jiicrepi; mo 4
Gaicrepu y KapTOHHIi kopoOui

(popma BHUTIYCKY, HO3YBaHHs, B/ [aKyBaHH: JiKapCeKOro 3aco6y)
Howmep peecrpauiiisoro nocsinuenns UA/3994/01/03 crpox aii peccrpauiiisoro nocsixdeH s 01.01.2099
Cepis nixapcrkoro 3aco6y Ne 215859 KinsKicTh BBe3eHOr0 Jikapckkoro 3acoby 13717

Bupo6uuk Mepk, CJ1, Icnanis

(HalMeHyBaBHs BUPOOHUKa JIKAapCHKOTo 3aco6y, KpaiHa MOX0KeHHS)

Baeseno B Ykpainy ToBapucTBo 3 06MeKEHOI0 BiAMOBIIAILHICTIO "ACIHO YKPATHA",
imenr. xox: 42274733

(naitMeHyBanHsa Ta kog 3a €JIPTIOY ropuaudroi ocobu abo mpissue, iM'st, 1o 6aTbKOBI hizHuHOT
0co6H - ianpreM, T Miclle TPOXUBAHHS Ta peeCTpaliiiituit Homep 06NiKOBOT KapTKM TIATHHK
TOfIaTKiB 260 cepis Ta HOMep Nacrnopra)

TIpoTokon Bisyansnoro xontpoaio six 13.11.2024 Ne 3518/5.

3a pesynbTaTaMHM  JEPXKaBHOTO KOHTPONXO  BCTAHOBICHO, IO nikapcekuii  3aci0 BBeseHo B YKpainy 3

JAOTPUMAHHSNAM BuMor 3aKOHOIABCTBA IIOA0 3a6e3neYeH s AKOCTI JiKapChKUX 3ac00iB.

T e § . )
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PARRUK

Certificate of Analysis / Ceprudpikat AHanisay

Name of the Product: /

GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /

Hasga [pogykry: FIHOKOOAXK®, TabneTku, skpuTi fniBkoBo oboroHkor, no 1000 mr Ne60 (15x4) y
BnicTepax
Packaging Batch Number: / E215859 Batch size (in packs): / 13 717
Homep Cepii Ha ynakosuy. Poawip Cepii (B ynakoskax):
Expiry Date: / Tepmin npuparHocti:  31.01.2028 Manufacturing Date: / [lara 03.02.2024
BupobHULTBA:
Tests ltems/ Requirements / Resuit /
[TokagHWKW sSIKOCTI Bumoru MKH Pesynbrar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies /
Onuc score line on both sides and “1000” engraved on Bignosinae
one side / TabneTky osanbHOT hopMi 3 ABOONYKIOK
roBepxHeto, BiNoro KoNLOPY, BKPUTI NNIBKOBOKS
OBOFOHKO, 3 PUCKOK 3 ABOX BOKIB Ta rpasiiosaHHaM
«1000» Ha ofHi% CTOPOHI
Identification: / lneHTudikauin IR-spectrophotometry / I4-crekrpadoTomeTpin Positive /
Metformin Hydrochloride / MosnTnsHWiA

MeTtdhopminy Figpoxnopua

IR spectrum should be similar to reference
spectrum / [4-CnexTp nornuHarHa BUnpoBosyBaHoro
apaska nosuHeH Bignosinat 4-cnexTpy cTaHaapTHOro
apaska

Average mass /

1018 - 1124 mg / tablet /

1070 mg / tablet/

CepegHs maca 1018 — 1124 mr / Tabn. mr [ Tabn.
Mass uniformity / According with Eur. Ph./ Complies /
QaHopigHICTL Macu NosuHAI BiKNosiAaTY BMMOram €8p. Papm. Bignosinae
‘| Assay / KinbkicHe BU3HaueHHKs
Metformin Hydrochloride / _
MeTtdcopminy Fppoxnopud 950 -1050 mg / tablet (X 5%) / 1005 mg / tablet/
950 -1050 mr/ taén. (+ 5%) mr / Tabr.

Dissolution / PosunHerHs

Not less than 75% (Q) at 45 min /
He menrwe 75% (Q) vyepes 45 x8

Complies at 81/
Bianosigae Ha S1

Non-routine tests! / He pyTuHni Tect

nl

Related substances?/
BU3HaUYEHHS HOMILLIOK
Cyanoguanidine
LliaHoryaniguH

Each other impurity /
Byab-sika iHta AomMitka

Total of impurities /
Cyma [OoMitLoK

HPLC / BEPX

Not more than 0.02% /
He Ginbwe 0,02%

Not more than 0.10% /
He Binbiue 0,10%

Not more than 0.50% /
He 6Ginsiie 0,50%

Not performed/
He suaHadanocs

Not performed/
He BuaHauanoce

Not performed/
He BuaHa4anoch

Dissolution Profile (%)? / Mpodins
po3uuHeHHs (%)

5 min /5 XBunuH

Not less than 5 % / He meHwe 5 %

Not performed/
‘He suaHauanocs

10 min / 10 x8unuH Not less than 24 % / He meHwe 24 % Not performed/
He suaravanock

16 min/ 15 xBunuix Not less than 38 % / He meHwe 38 % Not performed/
: He BrsHavanocs

25 min / 25 xsurvH Not less than 60 % / He menwe 60 % Not performed/
He suzHavanoch

Subdivision of tablets®/ According with Eur. Ph./ Not performed

TecT Ha po3gineHHs Tabrnietox®

MosurHHi BignoBiaaTh BUMOram Sep. Ddapm

He suanavanochk

Merek, S.L. — Espaiia
Poligona Merck s/n

08100 Motlet det Yallés {Baceclona)
Tel.: + 563.55.00

Sociedad Unipersonal. tuscrita en e
Registro Metcantil de Madrid, hoja n.”
M-438818, folio n¥ 161, tumo n° 24396,
archivo libro 0.2 0, seccion 8,

inscripeion 2.

N.LF. B0OB070198

Maria de Molina, 40

28006 Madrid




Certificate of Analysis / CepTudikat AHanisay
Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /

Hassa Mpoaykry: IIOKODAXK®, Tabnetku, BKpuTi Nriskoso 060NoHKOW, No 1000 Mr Ne60 (15x4) y
Bnicrepax

Packaging Batch Number: / E215859 Batch size (in packs): / 13717

Homep Cepii Ha ynaxkosuy: Poamip Cepii (B ynakosxax):

Expiry Date: / Tepmin npugartHocti:  31.01.2028 Manufacturing Date: / lata 03.02.2024

BUPOBHULTBA:

Tests ltems/ Requirements / Result/

[ToKa3HUKM SKOCTI Bumorn MKH Pesynbrar

Microbiological quality?/

Mikpo6ionoriuna uucToTa !

Total aerobic microbial count Not more than 10° CFU/g/ Not performed

(TAMC) f BaranbHa KinbKicTb He Ginbwe 102 KYO /1 He suanavanocs

aepobHux mikpooprariamis (TAMC)

Total combined yeast / mould Not more than 10% CFUI/g / Not performed

(TYMC) / 3aranbHa kinbKictb He Ginblue 102 KYO /1 He BusHavanocs

APPKAXEBUX Ta nniceHesnx rpubis

(TYMC) C

E. Coli/ Absenceintg/ Not performed

Escherichia coli BigcytHiie 1 r He BusHavanocs

The test is performed on the request and at least once a year. / BunpoBosysaHHs NPOBOAATL 3@ 3anuTOM He MeHiue 1 pasy Ha
piKk )

Complete dissolution profile is performed in case of modification of the manufacturing process / Bunpo6osysarHst npoBoasTs
Y paai nporioaudif, Byab-nKux icTOTHUX 3MiH y BUpoBHUYOMY npouec

The test is performed once a month / BunpobosysatHsa nposoaaTs 1 pas Ha Micaus.

Released Date: / [lava sunycky: 17.07.2024 . . Signature: / Miannc Stamp: / Nevatka

Quality Assurance / 3afesneueHns akocTi /75/?

Qualified Person / YriosHoBaxeHa ocoba

i

L. Ripodas / J1. Pinogac  P.Duque /M. Qyki Y. Garciall. Mapcin A, Andreu/ A Aunpey A. Cuadrado QMQaLLArMﬁbWW

i~

. Belmonte Carrascosa/ T. ben-morte Kappackoca  Laura Suarez Penarrubia / layp @@ﬁmpﬁéw
3 de Moling,
o Merck, Moliet delV

. paduid
Do, S0t art ®

Adoinists poligon

s

alles (Bame\ona)

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / Y pasi 6yge-sikux posBixHocTelt abo cymHisia Mix BepciamMu aHrMIMCHKOO Ta YKPATHCBKOK MOBamu
nepesaxuy cuny mae Bepeis aHrnifcsLKoo MOBOIO

Merek, S.1. ~ Espafia Sociedad Unipersonal. Inserita en el
Poligono Merck sin Registro Mercanti! de Madrid, hoja n.°
08100 Mollet del Vallds (Barcalonay M-438818, {olio n® 16!, tamo n,° 24396,
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PeARIRCIK

Batch Release Certificate / Ceptudikar BunyiweHoi Cepii
Certificate of GMP Compliance / CeptudikaTt signosigrocti GMP

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /
Haasa Npoayxry: IMIOKODAXK®, TabrieTky, skpuTi NNiskoBo 0BonoHkowo, no 1000 mr NeBO (15x4) y
BricTepax

Material Code: / Batch Number Bulk: /

Homep Marepiany: 39506840043 Homep Cepii in bulk: E2000R2IEG

Batch Number Finished

Product: / Batch size {In packs): /

Howep Cepil roTosoro 215669 Poamip Cepil (B ynakoskax). L

npoaykry: ;

Manufacturing Date: / [lata supoBHuursa; 03.02.2024

Expiry Date: / Tepmid npunaTHocTi: 31.01.2028

Importing Country: / Kpaisa imnoprep: Ukraine/ Ykpaina

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride which
corresponds to 780 mg of metformin/ ) ,

Cwuna it / AKTUBHICTb, OpHa Tatnetka MicTuts 1000 Mr meTdhopmity rinpoxnopuay, sakui
sipnosinae 780 mr Methopminy

Dosage Form: / Film-coated tablets 1000 mg/

lNikapcuka dopma; TabneTtku, BkpuTi Nnisrosoro obonoHkoto, no 1000 mr

Package Size and Type: / 15 tablets in blister; 4 blisters in carton box/

Po3mip Ta TUn nakyBaHHs: 15 TabneTok y Gnicrepi; 4 Gnictepy Y kapToHHIA KOpoGLl

Marketing Authorization Number: /

Homep Peectpauinnoro MoceigqeHHs: UA/3994/01/03

Name, Address and License Number of Merck, SL, Spain

Manufacturer, which is Responsible for Poligon Merck, 08100 Mollet dei Valles, (Barcelona), Spain

Batch Release: / No. 0308/

Hassa, Anpeca i Homep fliuensii BupoBruka, Mepk, CJ1, lcnania

KOTpUi sunyckae cepito B obir: Mpomsora Mepk, 08100 Monnet aenes Bannec (bapcenona), lcnaxls
Ne 0308

Country of Origin: / KpaiHa-snpobHuk. Spain/ lcnaxla

Certification Statement: / 3assa npo ceprudikayito:

| 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. /

Lium ninTeepmxyio, WO Bulie3asHayeHa iHdopMauis & A0CTOBIpHO i TodHot. [laHa cepisn BupobneHa, BKMoHauM
YNAaKoBKY/MapKyBaHHs Ta KORTPONb SIKOCTI, Ha BULLE3asHaueHin AinbHuu | B floBHIY BiAnosiaHocTi 3 sumcramu GMP
nokanbHux KouTponiotodux OpraHis, a Takox 3i creuudikauismi peectpauifitoro pocke kpaiHu-imnoprepa ato [locee
LOCHIZKYBAHOrO NiKapcbKOro 3acoBy. MpoTOKOMN BUPOBHWLITEA, YNakoBK\ Ta ananisy 6y nepernaHyTi i BCTaHoBNeHa
ginnosigHicTe GMP.

e I W
Qualified Person Signature: / Lucia Ripodas Valencia/ e ‘ )’/
N

Mianuc yrnogHoBaxeHoT ocobu: Thocis Pinopac Banencis

Released Date: / [laTa Bunycky: 17.07.2024

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version sha]l
prevail. / Y pasi Byas-akux po3bbrHocTel aBo CyMHIBIB MX BEPCIRMM aHMIACHKOI0 Ta YKPETHCBKOIO MOBEMM NEPEBAXHY CiNy Mae Bepcia
aHrMINCLKOK MOBOID.
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