AEPKABHA CJIYIKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMMU Y KUIBCBHKIN OBJACTI

npog. Ceitnuunoi Hagit, 3, m.Kuis, 02099, ten/dpakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BN CHOBOK
Npo AKICTL BBE3eHOro B Y KpaiHy JiKapchbKoro 3acody

27.01.2025 Ne 1311/25/1011

I'IIOKODAXK®

(naitmenyBaHHs NikapcbKoro 3aco0y 3TiHO 3 peecTpalifiiM NOCBIAuEHHAM)
TabJeTKH, BKPUTI MJiBKOBOI0 060/10HK010, 10 500 Mr no 15 Tabiaerok y Gaicrepi; no 4
OJlicTepH y KapTOHHIl Kopo6iti

(tpopma Bumnyciky, no3yBanHs, BHA MAKyBaHs iKapcbKOro 3acoby)
Howmep peectpauiitnoro noceinuenns UA/3994/01/01 crpox nii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcokoro 3acoby Ne E216110 Kinbxkicts BBE3eHoro nikapcskoro sacoby 22225

BupobHni Mepxk, CJI, Icnatis

(HakimenyBaHis BUpoOHUKA JTiKapChKoro 3acofy, kpaila NoXOKEHHS)

Beeseno B Yipainy ToBapucrso 3 oGMesxkeH010 BianosinaabuicTio "ACIHO YKPATHA",
inent. xox: 42274733

(naiimenyBarus Ta koA 3a €APTIOY 1opuanuHoi 0co6H a6o npispuile, iM's, 110 6aTbkoBI (hiznuHOT
ocobu - nianpuemud, 1i MicLle MPOKUBAHHA Ta peecTpaliituni Homep 06iKkoROT KapTKU NiaTHUKA
noparkis abo cepis Ta HoMep racrnopTa)

Mporoxoun BisyansHoro kourposo six 17.01.2025 Ne 0082/1.

3a pesynbTaramM JEPHKABHOTO KOHTPOJIO BCTAHOBNGHO, WO JiKapChbkuil 3aci6 BBeseo B Yipainy 3

[lOTpl/lMaHHﬂM BMMOT 3aKOHO/ABCTBA WOAO 3a0e3neueHHs AKOCTi Jikapcbkux 3acobiB.

Onera €PLOMEHKO

KOHTPOO) (mizrac) {ixiniany Ta npizsyuie)

a?ﬁy Hepbiaiion
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JEP)KABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitanunoi Haaii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOr0 B YKpaiHy JlikapcbKoro 3acody

24.12.2024 No 66846/24/10

I'TIOKODAK®

(HaiiMeHyBaHus TiKkapebkoro 3acoby 3rifHo 3 peecTpauiHHMM HOCBIANCHTHSM)
TabJeTKH, BKPHTI NJ1iBKOBOI0 060J10HK010, 10 500 Mr no 15 TaGserok y Guicrepi; no 4
GaicTepu y KapTOHHi#H KopoOui;

((popma BuIyCKy, J03YBAHHS, BUIL HAKYBARHS JliKapehKoro 3acoby)

Homep peectpauiiitoro nocsiguenns UA/3994/01/01 crpok aif peecrpauiiinoro nocsiauenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne £216110 KinbkicTb BBe3eHOro nikapebioro 3acoby 4800
Bupobuuk Mepk, CJ1, Icnauis
(naitmenyBaung BUpoOHHUKa JiKapehioro 3aco0y, kpaitia noXoKEH )
Baeseno B Ykpainy Tosapuctso 3 o6mexenoto Bianosinansuicrio "ACIHO YKPAIHA",
inent. on: 42274733

(naiimenysanns ta ko 32 €IAPTIOY 10puautnoi ocobu aGo npissuiue, im's, no Gatbkosi (izuuol
0¢o6H - Tinpuemus, i Micle NpoXKMBaHHS Ta peecTpalliiiuuii Homep 06nikoBoT KapTKU MATHHKA
nojarkis abo cepis Ta HOMep nacrnopra)

Iporokon Bisyaabroro kontpoio sin 19.12.2024 Ne 4002/4.

3a  pe3ynbTaTaMM  JIEPKABHOIO  KOHTPOSKO ~BCTAHOBMEHO, 1O Jfikapcbiuii 3aci® BseseHo B Ykpainy 3

AOTPHUMAHHSAM BUMOT 3aKOHOABCTBA LLOAO 3a0e3neteHHs AKOCTI NiKapCbKHX 3aco0iB.

Onera €PLOMEHKO

KOHTPOJIO) (minnue) {lriiamt ra npizsyuie)
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PARRG K

Certificate of Analysis / CeptudikaTt AHanisy

Name of the Product: /
Haasa MpoayxkTy:

GLUCOPHAGE®, film-coated tablets 500 mg Ne60 (15x4) in blisters /
FMIOKOGAX®, TabneTku, BKpuTi NNIBKOBOI 0GONOHKOHD, 110 500 M NeB0 (15x4) v

BricTepax
Packaging Batch Number: / E216110 Batch size (in packs): / 27 025
Homep Cepil Ha yriakosL: Poamip Cepit (B ynakoskax):
Expiry Date: / Tepmin npupatHocti:  31.01.2029 Manufacturing Date: / [lata 12,02.2024
BupobHuLTEA;
Tests Items/ Requirements / Result/
[NokasHuku sikocTi Bumorn MKA Peaynerar
Appearance / White, circular, convex, film-coated tablets / Complies/
Onuc TabneTku Kpyrnoi hopmu 3 ABOONYKIOIO NOBEPXHEID, Binnosigae
Ginoro konbopy, BKpUTi NNiBKoBOIO 0GONOHKO
Identification: / [neHTudikauis IR-spectrophotometry / |Y-criekrpodoTomeTpis Positive /
Metformin Hydrochloride / IR spectrum should be similar to reference MosnTtuBHUA
Mervdopminy Mapoxnopugy spectrum / [Y-cnexTp nornyHaxHs BynpoBosyBaHoro
' 3paska nosuHeH BignosinaTh I4-crnekTpy crtaraapTHoro
_ 3paska
Average mass / 502.6 — 555.5 mg / tablet/ 529.7 mg / tablet/
CepepHs maca 502,6 —~ 555,5 mr / Tabn. mr/ tabn.
Mass uniformity / According with Eur. Ph. / Complies /
OpHopigHicTe Macy INosuHHI BignoBiAaTH BUMoram €sp. dapm. Bignosinae
Assay / KinbkicHe BuaHaueHHs
Metformin Hydrochloride / 475.0~525.0 mg / tablet (+ 5%) / 498.5 mg / tablet/
Metdopminy linpoxnopuay 475,0-525,0 mr/ Tabn. (+ 5%) Mr/ Tabn.

Dissolution / PosyuHeHHs

Not less than 75% (Q) at 45 min /
He meHwwe 75% (Q) yepes 45 xB

Complies in S1/
Bignosinae Ha S1

Non-routine tests' / He pytutHi Tectu '

Related substances?/
BuaHaueHHs1 gowmitlok?
Cyanoguanidine /
LliaHoryaHiauHy -

Each other impurity /
Byab-sixa iHla fomitika
Total of impurities /
Cyma gomitiiok

HPLC / BEPX

Not more than 0.02% /
He 6inbtue 0,02%
Not more than 0.10% /
He Ginblue 0,10%
Not more than 0.50% /
He 6inblue 0,50%

Not performed/
He BusHavanock
Not performed/
He Bu3Havanock
Not performed/
He BU3Ha4Yanocs .

Dissolution Profile (%)? / Mpodhink
PO3UUHEHHS (%6)?

5 min/ 5 xsunux
10 min / 10 xsunuH
15 min / 15 xBUNuH

25 min/ 25 xsunux

Not less than 9 % / He meHwle 9 %
Not less than 24 % / He meHwe 24 %
Not less than 37 % / He meHwe 37 %

Not less than 57 % / He meHLue 57 %

Not performed/
He BM3Havanocs
Not performed/
He Bu3Havanock
Not performed/
He Bu3Havanock
Not performed/
He BusHavanoch

Microblological quality®/
MikpoGionoriyna yucrota !

Total aerobic microbial count

Not more than 10% CFU/g /

Not performed/

(TAMC) / BaranbHa KinbkicTb He Ginbwe 10° KYO /¢ He BusHavanoch
aepobHux Mikpoopraismia (TAMC)
Total combined yeast/ mould Not more than 102 CFU/g / Not performed/

{TYMC) | 3aranbHa KinbKicTb
nniceHesux Ta ApINIKOBUX rpubis
(TYMC)

He Ginblue 102 KYO / ¢

He BuaHavanoch

E. Coli/
Escherichia coli

Absenceintg/
BigeyTHing 1 r

Not performed/
He BM3Hauanoch

Merck, S.L, — Espaiia
Pollgono Merck s/n

08100 Mollet del Vallés (Barcelona)
Tel.: +34.93.565.55.00

Sociedad Unipersonal, Inscrita en el
Registro Mereantil de Madrid, hoja n.®
M-438818, folic n.° 161, tomo n.° 24396,
ST tioa

-0




Certificate of Analysis / CepTucikat AHanisy
Name of the Product: / GLUCOPHAGER®, film-coated tablets 500 mg Ne60 (15x4) in blisters /

Hasga Npoaykry: FIIFOKOGAN®, TabneTkn, BKPUTI NNiBKOBOK 060M0HKO0, No 500 Mr NeBO (15x4) y
Bnicrepax
Packaging Batch Number: / E216110 Batch size (in packs): / 27 025
Homep Cepii Ha ynakosuy: Posmip Cepil (B ynakoskax):
Expiry Date: / Tepmin npuaarroceti:  31.01.2029 Manufacturing Date: / [Jata 12.02.2024
supoBHULITBA:

The test is performed on the request and at least once a year. / BunpoBosysanHa NPOBOAATHL 3@ 3arvTOM HE MeHwe 1 pasy Ha
piK

Complete dissolution profile is performed in case of modification of the manufacturing process / BunpofogysarHs NpoBoARTL
y pasi Nponoaunuii, Byab-aKuX iCTOTHUX 3miH Y BUPOBHU4OMY Npoueci

RRE A r Sae sk

Released Date: / [lata Bunycky: 26.08.2024 Sighature: Mtk G, S dtamp: / Nevarxa !
Hom. Soc. Marta de Mofina, 40 - Madrid ‘{

Adininist.: Poligono Marck, Moliet del Valiés (Barcdonaﬂ

e A

Quality Assurance / 3aBeaneueHHs aKoCTi

o A AR i SN

Qualified Person / YnosHosaxeHa ocoba

i
Diana Baena Murilio / P. Duque / . fdyxi Y. Garcia /. ["apcia A. Antireu [ A. Anppey A. Cuadrado Ucar/ A,
QiaHa Baexa Mypinko Kyaapano Yxap

T, Belmonte Carrascosa !/ T. Bensmonte Kappackoca L. Suarez Penarrubia/ .Cyapec Nenappybin

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version
shall prevail. / Y pa3i Byas-sikux poaikHocTew 260 CymMHIBiB MK BEPCIRMN AHIMIACHKOI Ta YKPATHCEKOK MOBAMI NEPeBaXHy Cuny
Mae BEpCiA aHrnincLKO MOBOIO

Merck, S.L. = Espaiia Sociedad Unipersanal. Tnserita en el
Poligono Merek s Reyistro Mercaniil de Madrid. hojan®
NR1060 Mattot di

1 Valiés (Barcelona) M-438818, folio n? 161, tome n.” 24396,

A W O



PARRCUK

Batch Release Certificate / Ceptudikat BunyuieHoi Cepii
Certificate of GMP Compliance / CepTudikar signosigHocti GMP

Name of the Product: /
Ha3ssa lMNpogykry:

GLUCOPHAGE®, film-coated tablets 500 mg Ne60 (15x4) in blisters /
FMHOKOPAXK®, TabneTku, BkpuTi nniskosoto 060rioHKolo, 1o 500 mr Ne60 (15x4) y

BnicTepax
Material Code:/ Batch Number Bulk: /
Homep Matepiany: 395080004 Homep Cepii in bulk: £200042964
Batch Number Finished Batch size (in packs): /
Product; / E216110 P : 27 025

Howmep Cepif Ha ynakosu: Poawmip Cepii (B ynakoskax):

Manufacturing Date: / [ata BupobruuTea:

Expiry Date: / TepMiH npugaTHocTi:
Importing Country: / Kpaixa Imnoprep:
Strength / Potency: /

Cwvna fil / AKTUBHICTb:

Dosage Form:/

Nikapckka dopma;

Package Size and Type:/

Poamip Ta posmip ynakosku:

Marketing Authorization Number: /
Homep Peectpauiintoro MoceiguexHs:
Name, Address and License Number of
Manufacturer, which is Responsible for
Batch Release: /

Hassa, Agpeca ta Homep fliuexsii
BupoBruka, koTpuit Bunyckae cepito B obir:

Country of Origin: / Kpa‘n'Ha;smpo6Hv1K:

12.02.2024

31.01.2029

Ukraine / Yepaina

One tablet contains 500 mg of metformin hydrochloride which
corresponds to 380 mg of metformin/

OpaHa TabneTka micTute 500 Mr meThopMiHy rigpoxnopvay, sKui
signosinae 390 mr meTdopminy

Film-coated tablets 500 mg/

TabneTku, BKPUTI NBKOBOK 0B60MN0KHKOW, 1o 500 mr

16 tablets in blister; 4 blisters in carton box/

15 tabnetok y 6nicrepi; 4 Gnictepu y KapToHHil kopobui

UA/3994/01/01

Merck, SL, Spain

Poligon Merck, 08100 Mollet del Valles, (Barcelona), Spain

No. 0308/

Mepk, Cil, Icnanla

[pomaona Mepk, 08100 MonneT aenb Bannec (bapcenoHa), lcnaHis
No. 0308

Spain / lcnanla

Certification Statement: / 3assa npo ceprudikaLlin:

I 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 nigTeepmixyo, WO BullesasHadeHa iHdopmauis € JoCTOBIPHOIO | TodHow, [aHa cepis BupobneHa, BKMOYaoun
yNakosky/MapKyBaHHA Ta KOHTPOMb SKOCTI, Ha BUUle3asHadverin AinbHuui i 8 NosHI signosigHocTi 3 sumoramu GMP
nokanshux KoHTportolouvx Opranis, a Taxkox ai cneuyudikaliaMu peectpauittoro Aocee kpainu-imnoprepa abo [Jocbe
ACCAIAXYBAHOro nikapckkoro 3acoby. Mporokonu BupoBHWLITBa, ynakoBky Ta aHanisy Bynw nepernaxyTi i BcTaHosnea
signosigHicte GMP,

Diana Baena Murillo /
[iana baexa Mypinbo

26.08.2024

Qualified Person Signature: /
MNignue ynosHosameHoi ocodu:

Released Date: / [lata sunycky:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. [ Y pasi 6yab-skinx po3bikHocTel abo CymHIBIB MK BEPCISMU aHIMIACLKOK T3 YKPATHCHKOIO MOBaMIA NepeBaxHy CuUny mae sepcia
AHTNIACHKOI0 MOBOIO.

Merck, S.1.. - Espaia
Poligana Merck sin

08100 Motiet del Vallés (Barcelona)
Tel - +34.93.965.55.00

Saciedad Unipersonal, tnscriti en ¢l
Registro Mercantit de Madrid, hogan®
M-438318, folio n° 161, tomo n ° 24396,
archive fibro n.” 0, seccion §,






JIEPJKABHA CJIVKBA 3 JJIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCBHKII OBJIACTI

nipos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOV 37078774

BHCHOBOK
Tpo AKICTb BBE3€HOro B YKpaiHy Jikapcbioro 3acody
12.11.2024 Ne 57454/24/1011
I'TIOKOPAXK®

(HalfMeHyBaHHs JIIKapchbKOTo 3aco0y 3TiIHO 3 peecTpaLiiHiM MOCBIJYEHHAM)
TabJIeTKH, BKPUTI NUIIBKOBOIO 06010HK010, 10 500 Mr 1o 15 Tabaerox y Gaicrepi; mo 4
éaicrepu y kapToHHii kopoOui

(popMa BETyCKY, JO3yBaHHS, BUI TAKYBAHHS JIKapCEKOTO 3aC00Y)
Homep peecrpauiitnoro nocsizuernns UA/3994/01/01 crpox aii peectpauifiHoro mocsixdeH s 01.01.2099
Cepin nikapcrkoro 3acoby Ne E215245 Kinbkicts BBe3eHOr0 Jikapeskoro 3acoby 16800

Bupobuuk Mepk, CJ1, Icnanisa
(HaiiMeHyBaHHs BUPOGHHKa TiKapChKOro 3aco6y, Kpaia ToXOMKeHHS)

Baesero B Yipainy TosapucTBo 3 06Mexenol0 Bixnosinaapuictio "ACIHO VKPAIHA",
imenrt. xox: 42274733

(HaiiMenyBanHs Ta kox 3a €JIPTIOY ropuamuroi ocobu abo rpissuie, iM'A, 110 6aTbKOBi BizHyHOI
0coby - miAmpueMIs, ii Miclie MPOXKUBAHHS Ta peecTpalifHui HOMep 001iKOBOT KapTKH TIaTHHKA
nogarkis abo cepis Ta HOMep HacnopTa)

IIpotokoa Bisyaasnoro konrpomo six 01.11.2024 Ne 3424/7.

3a pesynbTaTaMH JIEPKABHOTO KOHTPOJNIO BCTAaHOBJEHO, IO JHKApChKHi 3aci6 BBe3eHO B YKpaiHy 3

HOTPUMAHHAM BuMOr 3aKOHOJIABCTBA OO 3a0e3MeUCHHs AKOCTI JIIKAPCHKUX 3acobiB.

/é ( @;’7/ Bikrop CTE®KIBCHKMIA

f"‘éék SEEEIARRCY (infiiany Ta npispuuie)
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TEPYKABHA CJIVIKBA 3 JIKAPCHbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIiBCHKII OBJIACTI

nipos. Ceitimanoi Hanii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €E[PTIOV 37078774

BUCHOBOK
o AKICTH BBE3eHOro B YKpainy Jikapcbioro 3acody

02.08.2024 Ne 37729/24/10

TJIIOKOPAXK®

(HaliMeHyBaHHS JIKAPCHKOTO 3ac06Y 3TiHO 3 peecTpaliiftHAM TIOCBITYEHHAM)
Ta6eTKH, BKPUTIi IIIBKOBOIO 060.10HK0I0, 0 500 Mr, no 15 Tabaerok y Ouicrepi; mo 4
Gaicrepn y KapTOHHIiH KopoOui

(popma BUTyCKY, KO3YBAHHs, BUA NaKyBaHHS JIKapChKOro 3acoby)
Howmep peecrpauiitsoro mocsimuenns UA/3994/01/01 ctpox mif peecTpaniiHoro mocsiuers 01.01.2099
Cepis nikapcrkoro 3acoby Ne E215245 KinbKicTh BBE3eHOTO TiKapeskoro 3acoby 5217

Bupo6uuk Mepk, CJI, IcniaHis

(saliMenyBaHHA BUpOGHHKa JTikapchkoro 3acoly, KpaiHa FIOXOJDKEHHS)

BaeseHo B Ykpainy ToBapHcTBO 3 06MEXEHOI0 BiINOBIAILHICTIO "ACIHO YKPAIHA",
inenr. xon: 42274733

(HaiiMenyBarHs Ta kofi 3a €JIPTIOY roprauuroi ocobu abo npissuuie, iM's, 110 6aThKOBi (izHyHOl
0co6H - miAmpHeMI, Tl Micle TPOXMBAHHSA Ta peecTpallifHui HoMep 06MiKOBOT KApTKH IIAaTHHXA
TO/aTKiB 260 cepis Ta HOMEp HacropTa)

TIporokoa BisyansHoro kontpomo Bix 29.07.2024 Ne 2192/7.

3a pesyNbTaTaMM JIEPKABHOrO KOHTPONIO BCTAHOBJNEHO, IUO JIKapCHKUH 3aci6 BBezeHo B YkKpaiHy 3

JOTPHUMAHHSAM BuMor 3aKOHOIABCTRA IIOJI0 3a0e3iIeYCHHS SKOCT] IKApChKUX 3aC00iB.

e
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MRRCK

Certificate of Analysis / Ceptuchikat AHanisy

Name of the Product: /

.GLUCOPHAGE®), film-coated tablets 500 mg Ne60 (15x4) in blisters /

Haasa Mpoay«xry: rIIIOKODAXK®, TabneTku, BKpUT NiBKoBOK 060M0HKO, No 500 mr Ne60 (15x4) y
Gnictepax
Packaging Batch Number: / E215245 Batch size (in packs): / 26 817
Homep Cepif Ha ynakosui: Poamip Cepii (B ynakoskax):
Expiry Date: / Tepmin npupatrocti:  30.11.2028 Manufacturing Date: / lata 14.12.2023
BMpoBHULTBA:
Tests ltems/ Requirements / Result/
[TOKa3HUKM SKOCTI Bumoru MKA PesyneTar
Appearance / White, circular, convex, film-coated tablets / Complies /
Onuc TabneTky kpyrrol hopMu 3 ABOONYKIOH NOBEPXHEIO, Bignoeigae
6inoro Konbopy, BKPWTI MNiBkoBO0 0GOMOHKOI
Identification: / IneHTucixauis IR-spectrophotometry / [4-criekrpocdhoTomeTpis Positive /
Metformin Hydrochloride / IR spectrum should be similar to reference MoanuTuBHWiA

MeTdopmity Iigpoxnopuay

spectrum / I4-cnexTp norfivHaKHsA BunpoboByBaHoro
3paaka NoBMHeH BianosiaaTy I4-cnekTpy cTanpapTHoro
3paska

Average mass /
CepepnHs maca

502.6 ~ 555.5 mg / tablet/
502,6 — 555,5 mr/ Tabn.

528.5 mg / tablet/
mr / Tabn.

Mass uniformity / According with Eur. Ph./ Complles /

QpHopigHICTL Macy MosuHHI BignosigaTy sumoram €8p. Papm. Bignosigae

Assay / KinbkicHe BUSHaUYeHHs

Metformin Hydrochloride / 475.0-525.0 mg / tablet (x 5%) / 499.7 mg | tablet/

MeTdopminy Figpoxnopuay 475,0-525,0 mr / Tabn. (+ 5%) mr / Tabn.

Dissolution / PosunHerHs Not less than 75% (Q) at 45 min/ Complies in S1/
He meHiue 75% (Q) vepes 45 xB Bignosigae Ha S1

Non-routine tests? / He pyTuHHi Tectn

Related substances?/

BusHaueHHs pomiluok! HPLC / BEPX

Cyanoguanidine / Not more than 0.02% / Not performed/

Liianoryaniguxy He Ginsiwe 0,02% He Bu3Ha4yanoch

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

Byab-sika ita goMillka He 6inblue 0,10% He BuaHauanock

Total of impurities / Not more than 0.50% / . Not performed/

CymMa JoMILIoK He 6inslwe 0,50% He BuaHavanock

Dissolution Profile (%)? / MNpodins
poaunHerHst (%)?

5 min/ 5 xunu
10 min / 10 xBUnuH
15 min / 15 xsunuH

25 min / 25 xsurvH

Not less than 9 % / He meHwe 9 %
Not less than 24 % / He meHwe 24 %
Not less than 37 % / He meHwe 37 %

Not less than 57 % / He menwe 57 %

Not performed/
He BusHavanocek
Not performed/
He eusHavanochk
Not performed/
He BuaHavanoce
Not performed/
He BusHadanock

"Microblologicat quality? /
Mikpo6ionoriuxa yucroTa *

Total aerobic microbial count
(TAMC) / 3aransHa KinbKicTb
aepobrux mikpoopraHismis (TAMC)

Not more than 10° CFU/g/
He Binbie 103 KYO /1

Not performed/
He suaHauanocy

Total combined yeast / mould
(TYMC) / 3aranbHa KinbKicTb
nrniceHesyx Ta ApbhiKoBUX rpubis
(TYMC) .

Not more than 102 CFUIg /
He Ginblue 102KYO /T

Not performed/
He BuaHadanocs

E.Coli/
Escherichia coli

Absencein1g/
BigcytHins 1r

Not performed/
He BuaHayanocb

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

08100 Mollet de! Vallés (Barcelona)
Tel.: 34.93.565.55.00

Fax. +34,93.544.00.00
www.merck.es

Sociedad Unipersonal, Inscrita en el
Registro Mercantil de Madrid, hoja n.®

M-438818, folio n.° 161, tomo n.° 24396,

archivo libro n.° 0, seccién 8,
inscripeidn 2.

N.LF. B08070195

Maria do Molina, 4

28006 Madrid




PARRCK

Certificate of Analysis / CepTudikaTt AHanisy
Name of the Product: / GLUCOPHAGE®, film-coated tablets 500 mg Ne60 (15x4) in blisters /

Haaga lMponyxry: FOKOGAN®, Tabnetku, BkpuTi nniBkosow oBonoHkoo, no 500 mr Ne60 (15x4) y
Bnicrepax
Packaging Batch Number: / E215245 Batch size (in packs): / 26 817
Homep Cepil Ha ynaxkosui: Poamip Cepll (B ynakoskax).
Expiry Date: / Tepmin npugaTHocti:  30.41.2028 Manufacturing Date: / [lata 14.12.2023
BupobHULTBA:

1 The test is performed on the request and at least once a year. / BunpoBosysants NPOBOASTL 33 3anNUTOM He MeHwe 1 pasy Ha
pix

2 Compiete dissolution profile is performed in case of modification of the manufacturing process / Buripo60osysaHHs NpOBOARTL
y pasi MponoauLii, BYHb-SkuX ICTOTHUX 3MiH y BUpOBHIOMY npoueci

Released Date: / [lata Bunycky: 15.05.2024 Signature: / Mignue Stamp: / Nevatka
Quality Assurance / 3a6esnedenHs sikocTi R 4{
s S ¥ rAN
Qualified Person / YrosHosaxera 0c06a T
L. Ripodas / f1. Pinopac P. Duque / 1. Qyki Y. Garcia ! |. Mapcis A. Andreu/ A. Axppey A. Cuadrado Ucar MA.
Kyanpancyf(ap
T. Belmonte Carrascosa/ T. BerbMonTe Kappackoca L. Suarez Penarrubia / J1.Cyapec NexappyGist

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

shall prevail. / ¥ pasi 6yab-sikux poabixHocTel abo cymHisis MiX BEPCIAMY @HFNIRCHKOIO Ta YKPEIHCLKOI MOBaMU NEpEBaXHY cuny
Mae BEPCIs aHININCHLKOI MOBOK

Merck, 8.L. - Espaiia

Sociednd Unipersonal. foscrita en of
Poligono Merck s/n

Registro Mercantil de Madrid, hojan.®

08100 Mollet del Vallés {Barcelona) . M-438818, folio n° 161, 1omo n.° 2439€,
Tel.: +34.93,565.85.00 archivo libro n® 0, seccion 8,
Fax. +34.93.544.00.00 inseripeion 2,

www,merck.ey . N.LF. B0g070195
Maria de Molina. 40
28006 Madrid



Batch Release Certificate / Ceptudikar BunyweHol Cepil
Certificate of GMP Compliance / Ceptuchikar BignosiaHocti GMP

Name of the Product: /

GLUCOPHAGE®, film-coated tablets 500 mg Ne80 (15x4) in blisters /

Haasa [Mpogykry: FIHOKODOAXK®, Tabnerky, akpuTi niiekosoto oBornowkoio, ro 500 mr Ne60 (15x4) y
Gnicrepax

Material Code: / Batch Number Bulk: /

Homep Marepiany: 3950900044 Homep Cepil in bulk: £200041630

Batch Nmeber Finished Batch size (in packs): /

Product: / E215245 Poatip Cepii (8 ynakoskax): 26 817

Homep Cepii Ha ynakosui: poEpliE Y ‘

Manufacturing Date: / [lata supoSumnursa; 14.12.2023

Expiry Date: / Tepmis npugartHocTi: 30.11.2028

importing Country: / Kpaixa imnoprep:
Strength / Potency: /

Cuna it/ AKTUBHICTS!

Dosage Form: /

likapcoka hopma:

Package Size and Type: /

POo3Mip Ta po3Mip ynakosku:

Marketing Authorization Number: /
Homep Peecrpauiiroro FlocsidyenHa;
Name, Address and License Number of
Manufacturer, which is Responsible for
Batch Release: /

Hasea, Agpeca ta Homep NideHaii

Ukraine / Ykpaina

One tablet contains 500 mg of metformin hydrochloride which
corresponds to 390 myg of metformin/

QOpHa tabneTka micTuTs 500 Mr MeTgopMiHy riapoxnopuay, Akui
signosigae 390 mr meTOopPMiHY ' S
Film-coated tablets 500 mg/

Tabneriu, BKPUT ANIBKOBOIO 0B0r1oHKOW, 10 500 Mr

15 tablets in blister; 4 blisters in carton box /

15 TabneTok y Gnictepi; 4 6nictepy y kapToHHii kopobu
UA/39894/01/01

Merck, SL, Spain

Poligon Merck, 08100 Motlet def Valles, (Barcelona), Spain |

No. 0308/
Mepk, CH, lcnanis

BupoBHuka, koTpuit arnyckae cepito 8 o6ir. . Mpomaoxa Mepk, 08100 MorineT gere Bansec (BapcenoHxa), lcnaxia
No. 0308

Country of Origin: / Kpalta-supofuuk: Spain / lcnadls

Certification Statement:/ 3asiea npo ceptudikauito:

| 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 ninTRepmyio, WO Bujesastavera indopmalis € AOCTOBIPHOW | TOMHOMN. Hana cepin BUpoOneHa, BKIHOHAHK

yNaKkoBKy/MapKyBaHHs Ta KOHTPOMb SKOGTI, H& BULIE3A3HAYEH N AinbHULl § B nosHiit signosigHocTi 3 Bumoramu GMP

nokaneHux KoHtporolounx Oprawis, a takox 3i cneuudixauiismu peecTpauiihoro nocke Kkpainu-imnoptepa ado [ocke -

focnigxysaHoro nikapcskoro 3acofy. MpoTokonu BUPOBHWLTBE, YNakoski Ta aHanizy Gyrm nepernsaHyTi | BCTaHosnena

signosigHicTs GMP, T e

e P
i
Qualified Person Signature: / Lucia Ripodas Valencia / " { ""é&\ o
Mignue ynosrosaxeHoT ocobu: NMiocist Pinogac Banewcis W—
Released Date: ! [laTa sunycky: 15.05.2024

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
provail. / Y paai Byas-sikux po3biiHocTel abo cymuisin Mix BEPCIAMY aHINIRCHKOI0 Ta YKPATHCLKOK MOBAMM NEDEBAXHY CUIY MAE BERCIR
AHIMIRCLKOIO MOS0,

Sociedad Unipersonal. Tiserity en ¢l
Repistro Mereantil do Madrid, hojan.?
M-435818, folio n 161, tomo 1. 2430¢,
archive libro 0.0 0, seccidn 8,
inseripeion 2

LLF, BORBTOIOS
Maria de Molina, A0
28006 Madrid

Merek, S.L. ~ Espaia
Poligonn Merck ¢
08100 Moliet 11éa (Barcelovis)
el #3493 565 3500
ax. +34,93 344 00 00
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