MRRT

Batch Release Certificate / CepTudpixar Bunywienoi Cepit
Certificate of GMP Compliance / Ceprudikar signosigHocti GMP

Name of the Product: / GLUCOPHAGER®), flim-coated tablets 1000 mg N260 {15x4) in blisters /
rasga [pogykry: TTHOKO®AM®, TabneTku, BRpRT NAiBKOBOK 0BOMOHKoK, N0 1000 Mr NeSO (15x4) v
Gnicrepax

Material Code: / Batch Number Bulk: /

Homep Marepiany: ) 3950640043 Homep Cepil In bulk: F2000:12083

Batch Number Finished

Product: / Batch slze (In packs): _

Homep Cepii reTosore E210745 Poamip Cepii (B ynakoskax): 13042

NPOAYKTY:

Manufacturing Date: / [aTa supoGHniTea: 18.07.2022

Expiry Date: / TepMin npuaatHocT: 30.06.2026 ]

importing Country: / Kpaika imnopTep: UKraine/ Ykpaina ‘

Strength / Potency; / One tablet contains 1000 myg of metformin hydrochloride whieh
corresponds to 780 mg of metformin / g

Cuna Ail f AKTUBHICT: Onwa Tabrerka mictute 100C M MeTd opminy rinpoxnopkly, SKMia
BiAnosiaae 780 mr meTdhopMiny ! N

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

fikapekka ®opma: Tabnetkn, BKpUTI NniekoBok oSoNoHKo, no 1000 mr B

Package Size and Type: / 16 tablets in blister; 4 blisters In carton box f

Poamip Ta TMN NakyBaHHA: 15 TabneTok y GnicTepi; 4 BnicTep Y kKAPTOHKINA kopobLj

Marketing Authorlzation Number: /
Homep Peecrpaljiiioro MoceigueHns: HAIZ934/01/03

Name, Address and License Number of Merck, SL, Spaln
Manufacturer, which Is Responsible for Potigon Merck, 08100 Mollet del Valles, (Barcelona), Spaln

Batch Release: / No. 0308 /

Haaza, Agpeca i Homep Jlitenaii BupoSuuka, Mepk, CJ1, Icnanls

KOTPWA BUNYCKaE cepilo B obir, MNpomaona Mepxk, 08100 Menner gens Bannec (BapcencHa), icnanls
Ne 6308

Country of Origin: / KpaiHa-BupoBrug. - Spain { Icnadla

Certitlcation Statement: / 3aspa npo cepTudpikaujio:
| hereby certify that the above Information Is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and guality control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the speclfications in the Marketing Authorization of the
importing country or product specification flle for Investigational Mediclnal Products. The batch processing,
packaging and analysls records were reviewed and found to be in compliance with GMP, / e E
Likm nigTsepmkyio, Wo BUllesashadeHa iHGOPMAUiA & AOCTORIPHOK | TOMHOMW. Hana cepia Bupobneda, BRMOYZIOMN
YNaxoBKy/MapkyBasHa Ta KOHTPOflb SIKOCTI, Ha BUW|e3asHaueHik AinkHuyl | B NOBHIA signosigHocTi 3 BUMoramy GMP
nokanbHix KouTpontolounx Oprawie, a Takox 3i cneywdirauismy peecTpaliitHoro Jocke kpafru-iMnoprepa abo, Jlocee
AOCTifKYBAHOrO Mikapckkoro 3acoBy. MpoTokony BUPOGHULTREA, YIIAKoBKY Ta aHaniay bysikn nepernsaHyTi i.BeTaHCE SHa
BianoBigHicTe GMP. i

Qualified Person Signature: / Alexia Cuadrado Ucar/ W
Miannuc ynosHoeaxeHol 0cobu: Anexkcis Kyaapasio Ykap

MERCK, S.L.

Dom. So¢.. Maria de Molina, 40 - Madrid
Feifns: thadmahakiznoinde Velrsitioratmil)

Released Date: / [laTa sunycxy: 23.09.2022

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

prevall. / ¥ pasi Gyap-akux posBixkocTed abo cymiinia Mk sepciaMy anmifice oo Ta yipal
AHrNiACHKCH MOBOKD.

Merck, 8.1.. — Espaiia
Poligona Merck s

08100 Mollat det Vallés (Barcelona)
Tel.: +34.93565.55.00

Fax. +34 93544 00,00

e merck.es

ey 385 0ciedad Unipersonal, Inscrita & el
*1IRegistro Mercantil de Madrié, fiojy .

M-438818, folio ¥ 161, tomn K\ £5396,

archive libro n. 3, seccidn 8, -

inscripeion 2. g

W.1LF. BOBOTO195

Maria de Molins, 40

28008 Madnd
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PARRC K

Certificate of Analysis / Ceprudikar Ananiaay

Name of the Product: /
Hassa [Mpoaykry:

GLUCOPHAGE®), film-coated tablets 1000 mg Nego {16x4) in blisters /
TNIOKODAN®, TabneTki, BKpuTi Nniskosolo aSononkolo, no 1000 ur Neso (15x4) y

GnicTepax
Packaging Batch Number: / E210745 Batch size (in packs): / 13 042
Howmep Cepii Ha ynakosL: Poamip Cepif (B ynaxoskax):
Expiry Date: / Tepmid npuidatdocT:  30.08.2026 Manufacturing Date: / lata 18.07.2022
BUpOGHMUTBA: ‘
Tests ltems/ Requirements / Resuit/
ToxasHugy axocti Bumorn MKA PeaynbTar
Appearance / White, oval, biconvex, film-coated tablet, with a Complles /
Onwng score line on both sides and “1000” engraved on Bignopinae
one side / Tabnetkh opanbHol opmu 3 fROONYVKAGK
noesepxHelo, HiNoro KoNLOPY, BKPUT NMIBKOBOIO o3
oBonokkolo, 3 pUckote 3 ABOX GOKIB Ta rpasiioBaHHAM T
«1000» Ha ofixift CTOPOH " ‘
Identification: / |zenmudikavis IR-spectrophotometry / |Y-crexTpodioTomeTpis Positive /
Metformin Hydrochloride / MoauTvsHUA
Metdopminy Mapoxnopug IR spectrum should be simiar to reference
spectrum / IY-cnekTp normuHaHks BunpoBoeyBakors
3paska nosuHe Bignoeifaty [Y-cnekTpy cTanaapTHoro
Ipadka
Average mass / 1018 - 1124 mg / tablet/ 1066 myg / tablet!
Cepesiir maca 1018 — 1124 mr/ Tabn, wr { Tagn.
| Mass uniformity / According with Eur. Ph. / Complies /
OAHopifHIicTE Macy MoBrHHI BignCBINGTY BUMOraM €ap. dapm. Bignoginae

Assay / KinbkicHe BUaHadeHHs
Metformin Hydrochlorlde f
Mevdopminy Migpoxnopug

950 -1050 mg / tablet (£ 5%} /
950 -1050 Mr/ Tabn. (+ 5%)

992 myg / tablet/
Mr/ Tabn. :

Dissolution / PcayMueHHs

Not less than 76% (Q) at 46 min /
He Merlwe 75% {Q) yepea 45 xa

Complies at 81+

Non-routine tests' / He pyrvnui Tectn |

Binnoginae ra 81

Related substances'/
BusHavetna gomiliok
Cyancguanidine /
LliaHoryanigud )
Each other impurity /
Byab-Aka iHwa qomilka
Total of Impurities /
Cyma nomitiok

HPLC / BEPX

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

Not performes:
He Buarnavanoch
Not periormex
He BU3aHauanock
Not performed
He suanavancck

Dissolution Profile (%) f Mpodins
PO3Y4KHERHn {%)?

6 min /5 xpunnH
46 min /10 xaunuH
16 min/ 15 xaunwH

25 min {25 xeunun

Not less than 6 % / He meRwe 5 %
Not less than 24 % / He MeHwse 24 %
Not less than 38 % / He Mekrtwe 38 %

Not less than 80 % / He menwe 60 %

Not performed -
He svanayanocs
Not performed
He Buanavanock
Not performed
He Buatavanock
Not performed
He BusHauanock

Subdivision of tablets? /
TecT Ha poaginenus Tabnerok®

According with Eur. Ph. /
loBuHHI Bianosigatk aumoram Cep. Gapm

Not performed
He BuaHayanock

Merck, S.L. — Espafin

Sociedad Unipersonal. Inserita en ol
Registro Meremntil de Madrid, hojan.*
M-438818, folio n® 161, toma n.? 24396,
archivo kbro n.? 0, eeccitm 8,
inscripeion 2.

" N.LF. BO8OTOL95
Marla de Moling, 4¢
28006 Madrid

Poligome Merck s/in

08100 Mollet de] Vallés (Barcelona)
Tel.: +34.93.565.55.00

Fax. +34,93.544.00.00
PRwmerckes




MERRCUK
Certificate of Analysis / Ceptucikar AHanisay '

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Neg0 (16x4) in blisters /

Haasa MpoaykTy: MTIOKO®AN®, Tabnetku, BKpUTI NMiBKoBOI OBOMOHKOIS, o 1000 M- NeBG (15x4)y -
bnicrepax 3 5

Packaging Batch Number: / E210745 Batch size (in packs): / 13 042

HoMep Cepil Ha ynakosuji: Poamip Cepil (B ynakoskax):

Expiry Date: / Tepmin npugatHocT:  30.08.2026 Manufacturing Date: / lata 18.07.20:22

BupobHMYTEA:
Tests Items/ ' Requirements / Resuit /
TTokaaHuxy AKocTi Bumorv MKH PesynbTar

Microblological guality! /
MikpoGionariyna ynctora 1

Total aerobic microbial count Not more than 10° CFU/g / , ) Not performed
{TAMC) / 3arankHa KnbKicTb He Ginbwe 103 KYO /1 He Buanayanocy
aepobHux mikpoopraHismis (TAMC)

Total combined yeast / mould Not more than 10° GFU/g / Not performed
(TYMC) / 3aranbHa xinbkicts He Binbwe 102 KYG/r : He BuaHavanoce
APPKIKEBIX Ta NniceHepux rpubie :
(TYMC)

E. Coli/ Absencein1.g/ Not performed
Escherichia coli BigcytHine 1 r He Bu3Havanocs

pik G .
2 Complete dissolution profile is performed in case of modification of the manufactiring process { Bunpo6obysaking NpososTi
¥ pasi nponozuul, By AL-AKiX iCTOTHWX aMin Y BrpoSHW4OMY fipoueci
3 The test is performed once a month / BunpoGoByBaHHA NPOBOAATL 1 pas Ha MicALk.,

The test is performed on the request and at Jeast once a year. / BunpoBoByBaHH: 1IpoBOgATL 32 3aMMTOM He MeHwe 1 pady Ha

Released Date: / lata sunycky: 23.09.2022 Signature; / Mignue Stamyp. / MNeverxa
Quality Assurance / 3aGeanedyeHHn SKocTi

Qualifled Person { YnosnosaxeHa ocoba

L. Ripodas / 1. Pinonac P. Duque / IN. Ayki Y. Garcia / | Fapcia A. Andreu ! A Anppey A, Cuadrado Ucar/ A
Kyanpano Ykap
T. T. Belmonte Carrascosa/ T, BenbmonTe Kappackoca :

S

"MERCK, S.L.
v surm. socs Marla de Moiina, 40 - Madrid

} st Poligono Merck, Mollet del Valies {Barcelona)

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / ¥ pasi Syge-aux posGikHocTeii abo CYMHIBIB MX BEPCIAMM HITHICHKOI0 T YKPATHEHKOI0 MOBAMA
NepepaxHy CUrty Mac Bepcla aHMIACRKO0 MOBOID

Merck, 5.L. ~ Espaiia
Pollgonce Merck s/n

08100 Molkel del Vallds (Barcelans)
Tek - +34.93 565.55.00

S ociedid Unipersonal. Inecrita en el
Registro Mercantil de Madoid, bojan®
IM-438818, folio n.° 161, toma n.° 24396,

wrchive libro n.° 0, secsion 8,
Fax +34.93 544.00.00 insaipcén Z.

N.LF. BGB0OTOLSS
Mariz de Molina, 40
28006 Magdrid




JEPXUIKCITYKBA VEKPATHIA
AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPC 5110 3A
HAPKOTHUKAMM Y KHIBCBKINA OBJIACTL,

fipocriexT Banepis Jlobarosebkoro, 51, m. Kuis, 03110, Ten/darc: {044) 303 -0
E-mail: dis.ko@dls.gov.ua, Kog €/IPIIOY 37078774 =

BHCHOBOK
Hpo AKICTH BBE3CHOro B YKpaiHy JiKapesKoro 3aco0y

22.63.2023 Ne 9371/23/10

IF'MOKODAKR
{nalivenysains AikapchKore 3acoly srizno 3 peecrpaummm nacmmemmm}
TabJeTKH, BKPHTI ILTEBROBOIO 06010HK010, o 1000 mr; 1o 15 raGaerox y Gaictepi; mo 4
GaicTepn y kapronniii kopodni
{hopaa sunycky, nozysarys, Bun AaKyBaHHg NiKaposkore sacofy)

Howiep peectpaniitnoro nocsinverms UA/3994/01/03 crpox Al peectpaniiinoro nocsimwenss §01.01.2099
Cepin nikapeskoro zacoby Ne 2107745 KinskicTs BBesenoro nikapeskoro sacoty 130472

Bupobrimx Mepk, CJ1, lenanis

{HalMEHYBRHNT BEPEOHIKE TKAPCHKOTE 3acofy, kpaiia noxomenna)

Breseno o Vipainy TosaprcTso 3 o6mexenoio pignorigaismicrio "ACIHO YKPATHA",
inenr. won: 42274733
(Hasmeﬂy}saﬁm Ta.x01 3a EAPTIOY 1opuzerano] otobn 2Go npisume, iM%, 110 Garsxosl Qizgune]

0co0H - nignpuemis, if Micie uposwIBANES Ta peectpaitifiumii noMep 06nikoROT KapTEY TRATHWKA
nonaTxiB a60 cepit 1a BOMED TacopTa)

MIpoToK0a BizyAasHoro xourpoiio six 22.03.2023 N 0636/12.

33 DE3YNBTATAMM  AEDKABHOTO KOHTPOMIO  BCTAHORNEHO, 10O HIKAPCHEMH  3acid  Emezemo ®  Yepafuy 3
HJOTPHMAHHSM BaMOT 34KOHONABCTRA W00 33683 e eHHT HKOOT JTHAPCEKHX 3008618,

Epmia HAK&’V{AP

{nianuc) {istiniaom 1a SpIIRHIE)




AEPIKABHA CJIYIKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHN Y KHIBCBKIH OBJIACTI

npocnekT Banepia JlobagoBcekoro, 51, M. Kimig, 03110, Ten/gakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koa €/IPIIOV 37078774

BHACHOBOK
Npo AKICTHL BBE3€HOT0 B YKpaiHy JiKAPCHKOT0 3aC00y
07.06.2023 Ne 25492/23/1011
I'TIOKOPAK®

{HalMeHYBAHHA NiKAPCEKOrO 2acody 3TiHO 3 peecTpalliifim NoCRi TIeHENM )
TabneTKH, BKpHTI ILTiBKOBOIO 000J10HK010, 0 1000 Mr; mo 15 Tabaerox y OaicTepi; mo 4
Onicrepn y xapTonmiii xopoomi

{topMa BEIIYCKY, I03VRAHHA, BAA NIAKYBAHAA NiKapCRKOTO 3ac0o0y)
Howmep peectpaniitnoro nocsimzerss UA/3994/01/03 crpok aii peectpaniiinoro mocsimaerms ¢41.01.2099
Cepia nmxapcrkoro zacoby Ne 211553 KinbkicTs BBe3eHOTO Mikapcekoro 3acoby 10584

BupobHuk Mepk, CJI, Icnanis

(HaiiMeHyBaHHA BHpOOHAKA NiRAPCHKOro 3acoDy, EpaiAa NoXOKeHHNA)

BaezeHo B YipaiHy TosapucTBO 3 00Mexenol0 BixnoBinaannicTio "ACIHO YKPAIHA",
iment. xon: 42274733

{HaiiMenyBaHHA Ta Kof 3a €/IPIIOY opamraHei oco0n aGo OpizeHme, iM%, 0o OaThKOR] Gi3rTHOL
ocoDH - MIpReMId, ii Miclle POXHBAHAA Ta peecTpalliiiii HoMep ofIikOROI EAPTEH IUIATHHEA
OOIaTKIB 260 cepifd Ta HOMEp TACHOpTa)

IIporoxon Bisyannaore xorrpoxo sig 05.06.2023 N 1683/9.

33 pe3yIBTATAMH JACPKAaBHOIO KOHTPONIO ECTAHOBICHO, INO JIKAPCHKHA 3aci0 BBeseHO B VYKpaigy 3

JOTPHMAHHAM BUMOT 33K0HOJABCTBA IOA0 3a0e30edeHHA AKOCTI MKAPChKUX 3aC00iB.

Kommspoga JL.B.

{nianuc) {npizenue Ta iniuianm)




MRIRCK

Batch Release Certificate / Ceprudikat BunyweHnoi Cepii
Certificate of GMP Compliance / Ceptudbikar signoeigHocti GMP

Name of the Product: / GLUCOPHAGER®, film-coated tablets 1000 mg NeS0 (16x4) In blisters /
Hasea Mpoayxry: MMIOKOPAXND, TabneTku, BKpUTI Nniexosok oGonoHkoko, Ne 1000 mr Ne60 {15x4d) y
GnicTepax

Material Cocdle: / Batch Number Bulk: /

Homep Marepiamy: 9950640042 Homep Cepil in bulk E200023782

Batch Number Finlshad _ _

Product: / . Batch size (In packs):

Hemep Cepil rotosoro E211883 Posmip CepiT (B ynakobpkax): 13:589

NPOAYKTY:

Manufacturing Date: / [lata supoGuuytea: 11.11.2022

Expiry Date: / TepMin npugaTHoceTi: 31.10.2025

Importing Country: / Kpaina imnoprep: Ukralne/ YkpatHa

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

Cuna ail / AxTuBHiCcTD: OaHa Tabnetxa micTHTs 1000 M MeTdhopmity rigpexnopuay, AKuil
Biarnoeigae 780 Mr MeTdopMiny

Dosage Form; / Flim-coated tablets 1000 mgy/

Jlikapcora ®opma; Tabnertsn, BKPMTI NNiBXoBOIO oBonoHKo, No 1000 Mr

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

Posmip Ta TMN nakyBaHHA: 15 Tabnetok y Gnictepi; 4 GnicTepu y KapTOHHIM KOpOGLI

Marketing Authorlzation Number: / 3994/
Homep Peectpauiidoro Moceiguenns: A 01103

Nameo, Address and License Number of Merck, SL, Spaln

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

Batch Release: / No. 0308/

Hazana, Aapeca i Homep Niuenail BupoGuuka, Mepk, CI, lenakln

KOTpME BURycKkae cepito B 06ir: lNpomaota Mepk, 08100 Monrer gene Bannec (Eapcenona), Icnanls
- Ne D308 .

Country of Origin: / KpalHa-snpofHuK; Spain / [cnauln

Certification Statement: / 3aspa npo ceprudikanyio:
| hereby certity that the above information Is authentlc and accurate. This batch of product has been manufactured,
Including packaging / labellng and quallty control at the above mentioned site (s) In full compllance with the GMP
requiremesnts of the local Regulatory Authority and with the specifications in the Marketing Authorlzation 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 compliance with GMP. /

Uum ninTeepzmyio, Wo BullesasHaveHa iHOPMaLiA e ACCTOBIPHOI | TouHol, HaHa cepin BYPOBNESHZ, BETIMAKINA
YNaKoBKy/MapKyRaHHsi Ta KOHTPOMb MKOCTI, Ha BHlye3asHaueHi# AiNbHUL | B NOBHIA BiGNOBIGHOCTI 3 BuMoramu GMP
nokanbHux KoHTponioioumx Oprakie, a Takox 3 cneuudikaliaMu peecTpaLjiHoro Aocke KpatHu-iMNopTepa abo Hocbhe
AocrifkysaHoro nikapeskoro sacoby. MpoTokonu upobHULTEA, ynakoeky Ta ananisy Bynin nepemsHyTi | BeTaHoRNEHa
BignosigHicTe GMP.

Qualified Person Signature: / Maria Angeles Andreu Lleal /
Migmic ynoeHoBaxeHo! ocobn: Mapin AHgpkenec AHapey Jinean

Released Date: / [lata eunycuy: 26.0

In the event of ariy discrepancies or doubt between
prevail. / ¥ pasl SyAb-sikux po3BDkHOCTE#H 260 CyMHiBIL)]
BHINIACLKOIG MOBOHD.

FErsions, the English language verslon shall
PalHERKDI0 MOBAMA NepesaXHy CWTy Mac Bepcin

Merck, 8.L. — Espaia Botiedad Unipersonal. Insesita wn el
Poligone Merck sfn Peginstro Marcantil de Madrid, Boje n.®
CE100 Mollet del Vallés (Hereslona) M-438818, folio 0." 161, tomo n.° 24395,
Td.: +34.93.565.55.00 mrchivo libra 0. 0, peccion 8,
Fix. +34.97.544.00.00 inscripeidn 2.

. N.1F. BORDT0195
ww.meches . Marfa ds Malina, 40

28006 Madrid



Name of the Product: /

MRRCK

Certificate of Analysis / Cépmcpixa'r AHanisay
GLUCOPHAGE®, flim-coated tablets 1000 mg N80 (156x4) In blisters /

Haara MpogykTy: FMIOKODAXND, TabineTky, BKpUT nniskosoio abonoHxolo, no 1000 mr Ne60 (15x4) v
GnicTepax
Packaging Batch Number: / E211563 Batch size {In packs): / 13 559
Homep Cepil va ynakoBuyj; Poamip Cepil {B ynakobkax):
Expiry Date: / Tepmin npupgatHocti: ~ 31.10.2026 Manufacturing Date: [ llaTa 11.11.2022
BUpoBHKLTRA: .
Tests Items/ Requirements / Result/
TloKasH WKW AKOCTI Bumoru MICA PeayneTat
Appsarance [ White, oval, blconvex, film-coated tablet, with a Complies /
Onue score [ine on both sides and "1000” engraved on Bignoeigae
one side / TabneTky oBanLHOT HopMU 3 ABOONYKNOK
noeepxHew, Ginoro KONBoPY, BKPWTI NNIBKOBCIO
oBONOHKEI, 3 PUCKOKD 3 ABOX BoKiB Ta rpaauoaauunm
«1000» Ha ofHiA CTOPCHI
Identification: / |aeHTudikauin IR-spectrophotometry f I4-cnexTpodoToMmeTpia Positiva /
Metformin Hydrochloride / ] MoaMTUBHKIA
MeTtdopuidy MNppoaiopyg IR spectrum should be simllar to reference
: spectrum / I‘-I-cnerrp NoMUHaHHRA BKNpatoByBaHoMo
3pa3zka NoBYHeH Bl.qnosl.qawl IY-cnekrpy cTaHAAPTHOIO
apaska
Average mass / 1018 — 1124 mg / tablet / 1078 mg / tablet/
CepegHA Maca 1018 — 1124 mr / Tabn. Mr / Tabn.
Mass uniformity / Anoordmg with Eur. Ph i Compilles /
QpHopigHicTE Macu MobBwHHI BignosigaTk BUMoram €ap. dapm. Bignoeipac
Assay ] KinbikicHe BMaHa4eHHA
Metformin Hydrochloride /
MeTdpopminy Mapoxnopua 980 1050 mg / tablet (X 6%) / 1009 mgy / tablet!
850 -1050 mr/ 1abn. (£ 5%} Mr/ Tabn.

Dissolutlion / PosdnHeHRA

Not less than 76% (Q)} at 45 min /
Me meHwWwe 75% (Q) Yepea 45 xp

Complles at 81/
Bignoeipae Ha 51

Non-routlne tasts! § He pyTuHHI Tecrn !

Related substances! /

BuaHausHHA AOMILLOK HPLC 1 BEPX
Cyanoguanlidine / Not more than 0.02% / Not performed
LliaHaryaHigwuH He Binblwe 0,02% He BusHavarioch
Each other Impurity / Not more than 0,10% / Not performed
Bypb-sika iHILa foMitka He &inbwe 0,10% He Buanavanocs
Total of Impurltles / Not more than 0.50% / Not performed
Cyma JOMILLIOK He Ginwwe 0,50% He BUaHavanock
Dissolution Profile {%)* / Mpodinb ’
posuMHEHHA (%)
5 min { 5 XBUNUH Not ess thah 5 Not parformed
He Bhanadanock
10 min / 10 xaunuu Not less { Not performed
1B He BuaHavanoch
15 min / 15 xewuw - mi‘aﬁv‘l—l}e Wehlue 38 Not parformed
He Buanavanocs
25 min 7 25 xBWnvH Not performed

He enaHavanoch

Subdlvision of tablets® /
TecT Ha poagineHrs TabneTok®

Not performed
He BUsHavanock

Merck, 8.1. — Espaiia
Poligema Merck o/n

08100 Mollet del Vallés (Hareelons)
Tl.: +34.82.565.55.00

Fax. +34.93.544.00.00
awwagercke

Sociedad Unipacsonal. Inwexrita en el
Regiuiro Mercantil de Madrid, hoju n.*
M-438818, folio n® 161, tome n.° 24396,
archive libro n® &, secciém B,

inmcripcion 2.

N.LF. BOBGHILSS

Marfa de Molina, 40

2RO0E Madrid




MERUK

Certificate of Analysis / CepTudikar AHanisay
Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Na60 (16x4) In blisters /

Haapa Mpoaykry: MIOKODANE, TabneTky, RKPUTI NNIEKOBCK 0BCNOHKS, No 1000 Mr NeBO (15x4) v
BnicTepax

Packaging Batch Number: / E211553 Bateh slza (In packs): / 13 669

Homep Cepil Ha ynakoeLj; Poamip Cepil {B ynakoskax):

Expiry Date: / TepMmid npugatHoct:  31.10.2026 Manufacturing Date: f faTa 11.11.2022

EBUPOGHULTEA:

Tests ltams/ Requirements / Result /

[ loxasHuKK sxocTi Bumorn MKH PeaynsTaT

Microblologleal quality! !

MikpoGionoriuna unctoTa !

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

(TAMC) / 3araneHa KnbxieTh He Ginbwe 10° KYO /r He eusHavanock

aepobHKx Mikpoopraniamis (TAMC)

Total combined yeast / mould Not more than 102 CFUig / Not performed

({TYMC) / 3arancHa KnbkicTh He Ginbwe 102KYO /r He enanavanocs

BPKAXBBUX Ta nriceHesnx rpubie '

(TYMC)

E. Coll} Absenceinig/ Not performed

Escherichia coli BlacyTHii B 1 He BusHavanock

The test is performed on the request and at least once a year. / BunpoGoeysaHHa NpoBOAATE 33 SANATOM He MeHLLE 1 P&y Ha
pik '

¥ pasi nponosvuT, Sy at-Aux icToTH 3MIH Y BUpoGHUUOMY NnpoLieci

Released Date: f [ara sunycry:

26.01.2023

Quality Assurance / 3aGeaneyeHHs AkecTi

Qualified Person / YnopHoRameHa acoba

L. Ripodas /1. Pinopac P. Dugue / . Oy« Y. Garcia/ [. lapcia -

T. 7. Belmonte Carrascosa / T. EenbMonTe Kappackoca

Complete dissolution profile is performed in case of modification of the manufacturing process / BunpoGoByEaHHA NPOBOAATE

The test |5 perforrned once a month / BunpoGoeyeanHA npoBogATs 1 pas Ha MicAL.

Signature; / Tanue Stamp: / MNevatxa
A. Andreu { A _Annpey A. Cuadrado Ucar/A.

anpago Yeap

" In the event of any discrepancies or doubt between English and Ukralnlan language versions, the English language *
version shall prevall. / ¥ pas Gyae-sx poabixHocTed 200 CyMHIBB Mix ESPCIAMU 2HTTIRCLKOIC Ta YKPATHCHEOKD MOBANMM

NepeBaXHY GITy Mae Bepcia aHmilichbioio MoBoID

Merck, 8.L. — Espaifin
Merck wn :

08100 Mollet del Vallés (Barcelons)

Tel.: 434.93.565.55.00

Fax. +34.93 544.00.00

rawmeckes

Sociedad Unipececnal. Inscrita en ol
Registro Mercanfil de Mudrid, hoja n.°
M-438818, folion? 161, ome n® 24396,
mrchivo libro n.® 0, secaién &,

mscripcién L

N.LF.BG20T0195
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