NMRRTK

Batch Release Certificate / Ceprucuxar BoinywenHoi Cepuu
Certificate of GMP Compliance / Ceptudukar cooraetcreus GMP

Name of the Product: / GLUCOPHAGES®, flim-coated tablets 850 mg Ne60 (16x4) In blistars /
Haumenozanue Mpoaykra: FMIOKODAXK®D, TaBnemku, nokpbiTale MNEHOYHOR 0BONGUKONA, Mo 850 Mr NeBO (15%4)
’ : 8 Bnucrepax

Material Code: / Batch Number Bulk: /

Homep Matapuana; 3050810033 Homep Cepuu in bulk: E200014573

Packaging Batch Number: / E204742 Batch size (in packs): / 15575

Homep Cepin Ha ynakoake: Paamep Cepuu (B ynaxoskax):

Manufacturing Date: } iata npovssoncrea;  14.02.2020

Explry Date: / Cpok regHocTit: 31.01.2025

Importing Country: / Ctpasa WMnoprep; URraine/ YikpanHa

Strangth / Potency: / " One tablet contalns 850 mg of metformin hydrochloride which

. corresponds to 662.90 mg of metformin /

Cuna aeicTBUA ! AKTUBHOCTD! Onna Tabnetka cogepxur 850 mr MBTHIOPMUHA MMAPOXIOPYUE, KOTOPLII
s cooTeeTcTayeT 662,90 Mr MeThopMuHa ' .

Doaage Form: / Film-coated tablets 850 mg/

JlekapcTeerHan dGopma; : TABnerry, NORPLITLIE NNEHOYHOI oBonoykon, Mo 850 Mr

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

Tun u Paduep Ynakosku: ... . . - . 15 TabneTox B Gnuctepe; 4 BnucTepa B KAPTOHHOW KOPOGKe

“Marketing Authorization Number; /
Homep PervcrpaumorHoro Canaerenseraa; UA/3994/01/02
Name, Address and License Number of Merck, SL, Spain .
Manufacturer, which is Responsible for Poligon Msrck, 08100 Moliet de! Vailes, (Barcelona), 8pain
Batch Release: / No. 2857-E }
Haumenopatue, Aapec u Homep JiuueHsuu Mepk, CI, Ucnanua :
fipou3BoOAUTENA, KOTOPLIA BbINYCKaeT cepuio  [pomaoHa Mepx, 08100 MonneT fgens Bannec {bapcenona), Menanmn
B obpaweHue; Ne 2857-E
Country of Origin; / Crpana-
NPOUIROAUTEND: Spain ! Uchanua

Certification Statemant: / 3ananermne o CepTudmiarym:
I hereby certify that the above information s authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and qualify contral at the above mentioned site {8) in full compllance 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 pracessing,
packaging and analysis records were reviewed and found to be in compllance with GMP, /

JTUM NORTBEDKARID, YTO BLILIBYKASAHHAA UHIOPMALIMA ABMAETCA ACGCTOBEPHOH U TouHoN. flanHan cepus npouseegexa,
BKRIONAA YNEKOBKY / MapKMPOBKY ¥ KOWTPOMb KAYECTRA, HR YKAIAHHOM BbILLD ydacTke B MOSIHOM COOTBETCTBUM C
TpeGoaaHiamMu GMP noKkambHbiX KoHTponupyiomux Oprakoa, a Takke co cheyrtukauusimy Peructpaumonrore focke
CTPAHLI-MMIDNTEPa UNK [0CLE UCCNIEAYEMOTD NeKapCTBEHHOMO cpefcTas, MpoTokoNk! IPOUIBOACTRA, YNAKOBKW W aHanmsa
Bbim nepecMoTpENkl U YCTAHOBNEHO cooTBeTeTaue GMP., ‘

Qualified Person Signature: / Yolanda Garcla Salmer&n /
Nornuce YnonHomouenHoro Muya:  Uenanga Mapcus CanmepoH
Released Date: / ' 29.04.2020 e

lata soinycka: o

ST
In the laven! of any discrepancles or doubt betwoon English 7nd ‘l}sslan I?:hghgg vl
prevail. / : N S RN W
B cnyuae niobbix pacxoMAEHl WY COMHeRMil Maxay BepCUAMM }fafaurnﬁa_blggm ] pydcxm_a'
BEPCUA HA AHTAIUIACKOM A3bIKE, i ¢ é:. = .

Merek, S.L. - Espaiia Sociedsd Unipersanal. Inserite ew of
Paligono Meick ¢'n weoo L Repistro Mesconsil de Maddd, hojan®
08100 Mollet dol Vallda (Baroctans) Theee M-38218, follo 0" 161, tomo n.* 24396,

Td: +34,91.563,55.00 . wrchivo libiro n.® @, seccin 4,
Proc, 434.93.544.00,00 inseripcién 2.
o eck.co . NALF, BO3OT0193
Mhria do Malina, 40
28006 Madeid
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Certificate of Analysis / Ceptudbukar AHanuaa

s

MARRUK

Name of the Product: / GLUCOPHAGE®, film-coated tablets 850 mg Ne60 (15x4) in blisters {
Haumenosanue Npoaykra:  MTIOKOPAXK®, TaGneTu, NOKPLIT-IE ANEHONHOR 0BoNoYKON, No 850 Mr Ne0 (15x4) 8
: 6nucrepax \
Packaging Batch Number: / E2%4742 Batch size (In packs): / 16 675
Homep Cepuu Ha ynakoeke: ' Pasmep Cepuu (B ynakosrax):
Expiry Date: / 31.01.2028 Manufacturing Date: J 14.02.2020
CpoK FOQHOCTH: Dava npovasoacrea:
Tests Items/ Renquiremeants / Result/
MoxasaTerny KeuecTsa Tpebosanuua MKK Pesynbrar
Appearance / White, clrcular, convex, flim-coated tablets / | Complies {
Onucaxve Tatnetiu kpyrnof hopMbl ¢ ABOSKOBLINYKTION CoorsercrayeT
NaBepXHOCTEI0, Senoro LBEeTa, NOXPLITLIC
) nnexsoMHoW ofonoukol
Identification: / ineHTMdUKaLMA IR-spectrophotometry / UK- Positive (
Metformin Hydrochloride / cnekTpothoTONeTpUR MNonoxurensHwid
MeTdiopmuHa Iiapoxnopua
' IR spectrum should be similar to reference
spectrum /
ViK-cnekTp nornoLeHA UCNbITYEMOro oﬁpaaua
AOIDKEH COOTBBTCTBOBATL UK-CriexTpy
CTAHAAPRTHOrO obpasua
Average mass / 854.3 - 944.3 mg / tablet / 903.8 my / tablet/
CpepHas Nacca 854,3 — 844,3mr / Tabn. mr/ rabn.
Mass uniformity / . Complies with Eur, Ph. / Complies /
OgHopoaHOCTL Macch! Non¥He cooTeercTaoBaTh TpeboraHuaM Esp, CooTsercreyer
. Dapm.
Assay / KonuuecTaeHHoe onpeaencHue
Metformin Hydrochloride /
Merdopmuna Migpoxnopua 807.5— 892.5 mg / tablet (% 5%) / 848.8 mg / tablet/
807,5— 882,5 mr / 1abn. (+ 5%) Mmr/ 1abn.

Dissolution /
facTeopeHue

Not less than 75% (Q) at 45 min/ .
He MeHes 76% (Q) Yepes 45 MuH

Complies in 51/
CooreercrayeT Ha 51

Non-routine tests’ / He pyTuHHbie TecTu!

Related substances? / Onpefenenue

rpisacen’ HPLC / BOXX )

Cyanoguanldine / Not more than 0.02% / Not parformed
LinaHoryasinavt He Gonee 0,02% He onpepenanu
Each other Impurity / Not more than 0.10% / Not performed
Nio6an apyras NpUMech He Gonee 0,10% He onpeaensin
Total of impurities / Not more than 0.50% / Not performed
Cynma npuMeces He Ganee 0,50% He onpepensnu

Dissolutlon Profile (%) / Mpogunb
pacTBopeHUs (%)

5 min J 5 munyT
10 min/ 10 muHyT
15 min/ 15 MuHyT

Not less than 7%/ He mexee 7%
Not less than 20% / He meHee 20%
Not less than 30% / He Meuee 30%

Not performediHe onpepenanm
Not performediHe onpegenanu
Not performediHe onpenensinu

‘25 min/ 26 MuuyT Not less than 46% / He meues 46% Not performed/He onpagananu

Microblological quality? /

Mukpobuororuseckan Yuertora :

Total aeroblc microbial count (TAMC) | Not more than 10* CFU/g / Not performed

{ O6wee yueno apodbHLIX He Gonee 10*KOE /1 He onpegenanu

muxpoopraduamos (TAMC)

Total combined yeast/ mould (TYMC) | Not more than 102 CFU/g / Not performed

i OBLyee YuCno APOXOKEBLIX 1 He Gonee 102 KOE /1 _He onpspensmu

nnecHesbix rpuGoB (TYMC) ;

E.Coli/ Absencein1g/ ot performed
| Escherichia coli OTeyTeTRYVETB 1 ¢ Hé:onpenensanu

Merek, S.L. — Espafia;
Raligara Merek sn.

- 08100 Mollet del Vallés (Bareelona)
Tel.; 434.93.565.55.00

Fax, +34,93,544.00.00

wyaw morck ey

}Suhdld Unipersonnl, Wszrita en et
JRegistro Mercantil nls Muchid, l\le n*
M=-23913, folie n® 161, tomo n.° 24396,
-7 archivo libro n? 0, seccidn B,

< idscripeidn 2.

N.LF, DB0g070i9s

Maria de Moline, 40

25006 Madeid
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MRRTK

Certificate of Analysls / Ceprutukar Ananmsa

Name of the Product: / GLUCOPHAGE®,

film-coated tablets 850 mg Ne8D (15x4) in blisters /
HaumeHopatne Npoaykra: TTIOKOPAXK®D, Ta

BreTkN, NOKPbITLIE NNeHoYHO 06onoykol, No 850 mr Neg0 (15x4) B

Bnucrepax .
Packaging Batch Number: / E204742 Batch size (in packs): / 15 575
Homep Cepuy Ha yriakopke: Pasmep Cepuu {B yrakoskax):
Expiry Date: / 31.01.2025 Manufacturing Date: / 14.02,2020
Cpok ropHocTy: ! fara npoussoacTaa:

1 The test is performod on the requost and at loast once a year. / Ncnuitarve fIPOBOAST MO 3ANPOCY He MeHee 1 pasa B rog,

2 Compivta dissolution profila Is performed in case of modification of tho manufacturing process 7 Vicnsimanmn nposoyAT B
Cryqge NPSANOKESHNA, KBKUX NGO CYWBCTBEHHBIX NSMaNEH

% B NPOUIRONCTBEHHOM npolecce

Released Date; / 1aTa BhIMyCKa; 29.04.2020 Signature: / Nognics

Quality Assurance / O6ecneussue kavectaa

Qualified Person / YnonHomoueruoe o
S. Conesa/ C. Koheca P. Dugue / . Qyxwn Y. Garcia/ W, ['apcus A. Andro

In the event of any discropancies or doubt betwssn English and Russlan
prevail. / B ciyuae mo6bix pacxowg

UMEET BePCHA Ha aHINUACKOM RIbIKE

language version\W¥
EHWA AW CoOMHaHUI Memay BBPCHAMA Ha BHITINICKOM N pycCky

- . Sotiedad Uniperaanal, Tnsasita en of
P:;f,:z‘ﬁ#yn Espatia Royistic Meceantl de Madrid, hoja n.*
DE10D Mollet de) Vallés (Bascelona) M-438818, fafio n.? 163, 1amo n* 24396,
Tel.: +34,93,565.55.00 . archi vo lbro 0.2 0, seociin 8,

Yex. 434.93.544,00, i::l‘:an:';noghm
o Marla de Molina, 40
28006 Madrid
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!

IRPXIIKCIYXBA VKPATHH
IEPXKABHA CJIVXKEA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMHA Y KHIBCBKIN OBJIACTI

npocniexr Banepia Jlo6anoscrkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox EPTIOY 37078774

BHCHOBOK
NPO AKICTHL BBE3EHOro B Yipainy aikaperroro 3acody

06.07.2020 o M 3113172010

CAIOKODAKS

(sattMeHysaHuA AKAPCEKOTO 33c00y ArluHo 3 peecrpanitiimM nocnixuenman)
Ta0NEeTKY, BRPHTI INIBKOBOIO 060/10HX010, 10 850 Mr, 00 15 Tabnerok y Gaicrepi; mo 4
Gaicrepu y xaproxuiit xopobui

(jopma BrNyCKy, A0IyBAHNS, BHT TRKYBIRILS TKapeskoro 3acoby)
Homep peectpaniiizoro nocsinuenns UA/3994/01/02 crpox aif peectpanitixoro noceimremms 20.08,2020

Cepia nikapcrxoro saco6y Ne 204742 Kimxicts BBO3eHOTO Nikaperkoro sacoby 15574

Bupobux Mepk, CJ], Icnanig
. (matimenysanns BupoOHIKA HKAPCEEOr0 1ac00Y, KPAIHA NOXOMKEHHS)

Bzeaeno 3 Yxpainy Tosapurcrso 3 0Gmeacenol0 BinnoBifaasHicTI0 "ACIHO YKPATHA",
ixenT, xon: 42274733
{natiMcuysanis Ta xox 38 €MIPTIOY ropuarnoi ocobH abo npiseHLe, iM'S, 10 GrTekoBi QisKumoi
ocobH - nignpuemua, If Micue npmxxeanHs Ta peectpaniitunil Homcp obrikoaot KBPTKH NNATHHKA
noztatkie a60 ccpis Ta HoMep nactopra)

TMporoxoa sisyansworo wontpomo pin 01.07.2020 N 1981/1.

3a pesydeTATAMH ZepEAanHOT0 KOWTPOMIO BCTAHOBNENO, IR0 JikapchkHH 3aci6 BBeleHo B Yxpal‘ﬁy 3
; O 33XOHOAABCTEA WOAO 3a0e3nEICHHA KOCT] AlkapchKux sacobin,

:\-D@w KOHrpbzcﬂ X
S A " \
; S:;J %\\\"——"h *O(?'%' )
/ $§V "““%: 9
3acTimiix BREATBHRERAZC Y Ac6u

/ Hprs “népi HOT'O KOHTPOILO)
\ AEN
- - i
» £ . '(,_ '0
N o s '5‘{
— . K 1%
\":..‘-—~ =
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Certificate of Analysis / CepTuchukar AHanuaa

Name of the Product: /
HaumeHobaHue Mpoagykra:

MBRCK

GLUCOPHAGE®, film-coated tablets 850 mg Ne60 {15x4) in blisters {

IMIOKODANK®, TabneTky, NOKPLITLIE MNEBHONHOM 0Gonoukoi, no 850 Mr Ne60 (15x4) B

Gnucrepax

Packaging Batch Number: / E204813 Batch size (in packs): / 16 770
Homep Cepuu Ha ynakoeke: Paamep Cepuu (8 ynakoskax):
Expiry Date:/ 31.01.2025 Manufacturing Date: / 25.02.2020
Cpok rofiHoCTH: Aata nponssogerea:
Tests ltems/ Requirements / Resuit/
MNokazarernu kauecTea TpeBosatna MKK Peaynwrar
Appearance / White, circular, convex, film-coated tablets / Complles /
Onucaxve Tabnetku kpyrno#t GopMbl G ABOFKOBLINYIIION Coo-rae'rcvsyer

NOBEPXHOCTLIO, Banoro LipeTa, NoKpsITue

nne{oqHOW abanovkon
Identification: / UgeHTUdMKaUKA IR-apactrophotometry / WK-cnektpodhoTomeTpus Positive /
Metformin Hydrochloride / . MonoxwrensHL
Metdopmuna Mppoxsopua IR spectrum should be similar to reference '

) spectrum/. .

MK-cnexTp nornowenus wensiryemoro obpasya

AOMKeH COoTBETCTBOBATE MK-CriekTpy

CTaHAAPTHOro oGpasug _d 4 ‘
Average mass / 854.3 = 944.3 mg / tablet /854,3 — 944 _3mr / Tabn, 805.2 mg / tablet/mr / 7a6n.
Cpearna maccea ‘
Mass uniformity { Complies with Eur, Ph, / Complies /
OpHopogHoCTs Maces! JorkHel cooTseTCTBOBATL TpeSoBaHUaM Eap. Coorsercreyer

bdapm. : :
Assay / KonuvecTseHHoe
onpepenexve
Maetformin Hydrochloride / 807.5 - 892.5 mg / tablet (+ 5%) | 853.5 mg ! tablet/
Merdiopmuna Mapoxnopus 807.5 — 892.5 mr/ 1abn. (+ 5%) Mr/vabn. -
Dissolution / Not less than 75% (Q) at 45 min / Complies in 81 /
Pacraopenuwe He menee 76% (Q) yepes 45 MuH Cooteercrayer Ha §1
Non-routine tests' / Ha pyTunttie TecTs! | > :
Related substances?/ :
Qnpesenexue npumeceii’ HPLG / BONX .
Cyanoguanidine / Not more than 0.02% /He Gones 0,02% 0.01%
LiwaHoryarmugmy ‘

0;
ﬁ;%’;:?&;’:ﬁ::’?eéb Not mora than 0,10% fHe Gonga 0,10% 0.02 %
. L/

E‘;ﬂgﬁgg‘;‘gg’ ! Not mare than 0.50% /He Sonee 0,50% 0.03 %
Dissolution Proflle (%)? /
Mpodunb pacTaopexns (%)?
5 min /5 mMunyt Not less than 7% / He meree 7% Not performed/He onpepensanu
10 min/ 10 MuHyT Not less than 20% / He meHee 20% Not performed/He onpegersnm
18 min 7 15 MuHyT Not less than 30% / He meree 30% Not performed/He onpepenanu
25 min ! 26 MuRyT Not less than 46% / He MeHee 45% Not performed/He oripegenanu
Microblological quality?/
MukpoGuanomueckan wucrara ! ;
Total aercbic microbial count Not more than 10 CFU/g /He Sonee 10° ' KOE /

(TAMC) / O6wee Y1cno a3poGHeix
MUKpoopraHusmos (TAMC)
Taotal combined yeast / mould

Not performed/He onpsasensnu

\ot performed/He onpeaenanu

(TYMC) ! O6iyee uncno %
APOXOKEBbIX U MNecHeawX rpmbos 3\
(TYMC) | E
E.Coll/ Not performed/He onpeaensnu
Escherichia coli N
: 7
Merck, 5.L. ~ Espaiia Bociedad Unipersenal, lnscrita en'sl
Poligonn Merek un Registro Mescanbil de Madiid, hojan?

O8106 Mollet del Valléy (Barcelonay
Tol.: <34.93.965.93.00

Fax, +34.93.544.00.00
www.merck o

/fccw k4 @79 09/2(;@0 i (7~
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MERTK

Batch Release Certificate / Ceptudpukar BoinywenHon Cepun
Certificate of GMP Compliance / Ceprucgukar cooTsetcraur GMP

Name of the Product; / GLUCOPHAGE?®, film-coated tablets 850 mg Ne60 (15x4) in blisters /

-Hanmerosanie NpoayKTa:

TTIOKODAN®, TabrieTkn, nokpeiTsie hneHouHoi oBonoKoli, no 850 mr Ns0 (15x4)

B Grmcrepax
Material Code: / y Batch Number Bulk: / 4
-Homep Marepuana: 3950910048 Homep Cepun in bulk; 200015326
Packaging Batch Number: / E204813 Batch size (in packs): } 15770

Homep Cepyvin Ha yrakoBke:

Manufacturing Date: / flata npouasoacTsa:
Explry Date: / Cpox rofHocTH:

Importing Country: } Ctpana Mmnoprep:
Strength / Potency: {

Cwuna gedicTena / AKTUBHOCTL:

Dosage Form: /

Nekapersenras dhopma:

Package Size and Type:/

Tun W PasMep Ynakopku:

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

Hanmexosauue, Aapec u Homep NuueHauu
fpouaBouTesist, KOTOPLIA BLINYCKEET Cepuio
8 obpaweHue:

Country of Origin: { Ctpaha-
TpoMaBsoAnTenb:

Pasmep Cepu (B ynakoeKax):

25.02.2020
31.01.2025

‘Ukrainef YkpavuHa :

One tablet contains 850 mg of metformin hydrochloride which
corresponds to 662,90 mg of metformin / ’

Onra TabneTka copepxuT 8S0 Mr METOPMUHE IMAPOXIIOPUA, KOTOPLI
COOTBETCTRYET E62,90 Mr Methopmuna .
Flilm-coated tablets 850 mg/

TabneTky, NOKpLITLIE NNeHoYHol oBoriouxow, no 850 Mr

15 tablats In blister; 4 biisters in carton box /

15 ralinetok 8 Bnuctepe; 4 GnucTepa B KapTOHHGHR KOPOBKe

UA13994/01/02

Morck, SL, Spain ;

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

No. 2857-E/ .

Mepx, CH1, Micnauus -
Mpomaoxa Mepk, 08100 MonneT aens Bannec {(BapcenoHa), MenaHns
Ne 2857-E .

Spain / Vicnanus

N

Certification Statement: / 3aspnenne o Cepridukaumm:

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 abave mentloned 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. /

STUM NOATBERKASO, YD BLILLGYKIIAHHAR UHDOPMALMA ABNAeTCA ROCTOBEPHOIR 1 TOUHON. JlaHHAsA cepuR Npou3EsaeHa,
BKAICHAA YaKoBky / MapKMPUBKY W KOKTPOMb KAYECTRA, HA YKA3AHHOM Bbiua y4acTke B NOMHOM COOTEETCTERMM C

TpefoatuamMn GMP nokenbHbX KOHTponupylowmx OpraHos, a Takke co crelmdrkaLmUaMm PetrucTpaumon-o]
CTpaHLi-uMNopTepa unu Jlocke uccnenyemoro NexkapcTseHHOro cpeacTsa. NpoTokons npouaBoacTEa, Yriakos
Bbinu nepecMoTpeHb! U yCTaHoBNeHo cooTeercane GMP,

Qualified Person Signature: /
Mognucek YnonHomovekHoro Nuua;
Released Date: /

Aara Beinycka:

In the event of any discrepanciss or doubt betwean English and Russian,laijau_a‘(i_g_

prevail. /

BAPCHA HA AHITIHHCKOM RALIKE.

e I‘l_"";,.m;:»s
B cryuge miobhix pacXoXaeHuit Unk COMREHYH MEXY BEPCUAMY Ha aﬂrrp’&a'cp}ﬁrﬁ py?d:d;’n\h
B ',,’; % ."A T, .;—.— ]

Merck, S.L. - Espafia
Poligano Merck v/n

08100 Mallet d¢] Vallds (Barosluna)
Tel.:«raassjss.ss,oa .

Pax. +34.9.544.00.00
Sharasterck es

Yolanda Garcla Salmeron /
Wonanaa Mapeus CanMepon

04.05.2020

Sociedad Unipasonal, Inscrita n o
Regisire Meceaniil de Madnid, kaja 8.9
M-432R818, fallo #,% 161, lomo n.* 24396,
acchive lbroni® O, scoeion 3,

instipcion 2.

N.CE. BOBU7FOLSS

Marts ds Molina, 40

28006 Madrid
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MRRCUK

Certificate of Analysis / Ceprudpukar AHanusa

Name of the Product: / GLUCOPHAGE®, film-coated tablets 850 mg Ne60 (15x4) in blisters /
HanmeHoeahue Mpoaykra: T TIIOKO®ANK®, TabneTxy, NOKpLITEIE NneHoYHOR 0BONoYKoM, no 850 Mr Nes( (15x4) B

Gnucrepax .
Packaging Batch Number: / E204813 Batch size (In packs): / 15770
Homep Cepuys Ha ynaxoske: * Paamep Cepun (B ynakoakax):
Expiry Date: / 31.01.2025 Manufacturing Date: / 26.02.2020

Cpok rogHocTm: Hara npouasoacrea;

1 The test Is perfarmed on the request and at loast once a year. | Ucnuimatme nposopar no Janpocy He MeHee 1 pasa's rog.

2 Complete dissolution profile is performed In case of modification of the manufacturing process / Wcnbitaius NpoBOAAT B
CITyHae NPeAnaNeHHA, KaknX NuB0 CYLIeCTBEHHLIX UBMEHEHUH B NIPOMSBOACTBEHHOM Npoleccs

Released Date: / [lara BbINycKa: 04.05.2020

Quality Assurance / OBecneusHue kavecTsa

Qualified Person /7 YnorHomoueHHoS nuyo
8. Conesa/ C. Koxaca P. Duque /1. fykn M

In the event of any discrepancies or doubt batween English and Russian language versions, the Englis
provall. / B cryuas NIOBbIX pacxomaeHuit wan cOMHeHME MENLY BEPCUAMM HA AHINNICKOM M PYCCKOM RILIKAX 1
MMEET BBPCUA Ha aHINUIACKOM Rabixae. : -

» Merck, S.L. ~ Espaiia Sochdad Unipersonal; tisorits oh of

Poligono Merek r/n Registro Murswitil de bacrld, hojsn.®
08100 Mallet del Valiés (Darcelons) M-438813, folic n.* 181, oma n.* 24396,
Tel.:+34,93,563,5%.00 archive libro a0, seccion 8,
Fax, +34.93.544.00.00 {;ﬁ"ip;h)nz 195
ouneke Marla da Moling, 40

28000 Mimclsid
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_ JEPXIIIKCJIYKBA YKPATHU
JEPKABHA CIYXEBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKI1i OBJIACTI

npocnext Banepia JloGanoscrkoro, 51, M. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koa €APIIOY 37078774

BHUCHOBOK
Npo AKiCTEL BBe3eHoro B Yikpainy JdikapchKoro 3acody

25.06.2020 Ne 28759/20/10

CJIIOKO®AXK®
(naiiMeHyBaHHI NiikapcaKkoro 3aco6y 3riANS 3 pecerpauifHHM MOCRiMeHHAM)
TabneTkn, BXpuri IIiBKODOIO 060a0HK0I0, 10 850 mr, mo 15 Tabéaerox y Gaicrepi; no 4
Gaicrepu y kapTonuiii xopoeni
(dopsa sunycky, AcayRanEs, RUA MAKYBAINA. HKAPCHKOID sacoby)

Howmep peecrpaujiinoro noceiguents UA/3994/01/02 crpox aii peecrpauitiioro nocsingenns 20.08.2020

Cepin nikapcskoro 3aco6y Ne E204813 Kiaekicts nnesenoro nikapenkoro 3acoby 15769
BupoGunk Mepxk, CJI, Icnanis
(nafivienysaina Bupobumia sikapckkoro 3acoby, kpaiia TIOXO/UKEHH)
Bpesero B Vipainy Topapuerso 3 o6me:xenor Bimnonixamsnicrio "ACTHO YKPATHA",
inent. kox: 42274733

(Haﬁmca)'gauus Ta ko1 33 €]IPIIOY jopuasunol ocobu a6o npisouie, iM's, 110 GaTskasl izwunol
ocobu - migpremu, it Micue npoxuBauHA T2 peecTpauiiiimit tomep 0GnikoBoY KapTRH MHATIHKE
nozaTkis a6o cepis Ta Homep nacnopra)

IIporoxoan Bisyankraro kenTpome sin 18.06.2020 M 1860/3.

3a  pesyIbTATAMH  [CDKABHOIO  KOHTPOMIO BCTAHOBICHU, wo JikapcLkuil 3aci6 waeseso B Vipalty 3
AOTpUMA JAKOHONABCTBA OAO 3A6EINEUSHHA SKOCTI JNIKAPCHKUX 32C06iB.

] ' Onexciit COJIOJTPAR

) (imigiany T2 npiannnge)
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MERRCTK

Batch Release Certificate / Ceptudukar BoinywerHoir Cepuu
Certificate of GMP Compliance / Ceptucukar cooteercTeus GMP

Name of the Product: / GLUCOPHAGE?®, film-coated tablets 850 mg Ne60 (15x4) in blisters /
HaumeHosanve Mpoaykra: FMIOKODAXK®, rabneTku, NOKpeITHIE MNEHOYHOR oBonaukol, o 850 mr NeB0 (15x4)
8 Grimcrepax |

Material Code: / Batch Number Bulk: {

Homep Matepuana: 3950910048 Homep Cepuu in bulk: E200016034

Packaging Batch Number: / E204817 Batch size (in packs): / 15921

Homep Cepuu Ha ynakoaxe: Pasmep Cepum (B ynaxoBkax):

Manufacturing Date: / [ata npoussoacrea: . 31.03.2020

Explry Date: / Cpok rogHocTH: 28.02,2025

Importing Country: / CtpaHa Mmnoprep; . Ukralnel Ykpauna

Strength / Pofency; / One tablet contains 850 mg of metformin hydrochloride which

corresponds to 662.90 mg of metformin /

Cuna percTaus / AKTUBHOCTD: OaHa Tabnetka cogepxut 850 Mr meThopMuHa rMAPOXNOPYL, KOTOPLIH
. CoOTBETCTBYET 682,80 Mr meTcopMuHa

Dosage Form: / Flim-coated tablets 850 mg/

JlexapcreeHHan BopMa; - TabneTku, NoKpLITLIE NNEHOYHOR OBONOUKON, N0 850 Mr

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

Twun v Pasmep Ynakosku; 15 Tabnevox 8 BnucTepe; 4 6riuctepa B KapTOHHOW Kopobka

Marketing Authorization Number: / ,
Homep PerucTpaumorHoro CeupeTenserea; UA/3994/01/02

Name, Address and License Numberof ° Merck, SL, Spain

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

Batch Releasa: / No. 2857-E/

HauMeHonaHue, Agpec n Homep Jluueraun  Mepk, CI, Ucnanun

Mpou3BOAUTENS, KOTOPLIA BkinyckaeT cepuio  [Mpomaouna Mepk, 08100 Manner gene Bannec (BapcenoHna), Ucnanus

B obpalyeHue: Ne 2857-E
Country of Origin: / CtpaHa- _
NpOU3BOLUTEND: Spain / Ucnauua

Certification Statement: / 3ananesus o Ceprudukaumnm;
I hereby certlfy 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 compllance with the GMP
requiremsnts 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 analysis records were reviewed and found to be in compliance with GMP, /

3TUM noaTeREpXKAAND, YTO BblLUEYKa3aHHAR MHDOPMALMA ABNAETCA [OCTOBEPHOM U TOUHOM. [aHHan cepus npousseaeHa,
BKKOHAA YNaKoBKy f MapKMDOBKY M KOHTPONb KaueCTBa, HA YKA3aHHOM BeilUB YYaCTKe B MOMHOM COOTBETCTBMM C
TpeGonaHnamu GMP nokanbhbix KOHTponupyiolux OpraHoB, a Takke co cneyucpukaLmamy Pervctpaumuortoro Jocse
CTPaHL-MMnopTepa vunu Jlocbe UCCNERYEMOra NeKapCTBBHHOTO CPEACTaa. [TpOTOKONL! RPOMABOHCTES, YraKoBKA M aHan1aa
GbinK nepecMoTpeHsl U YCTAHOBMEHO COOTBETCTBUE GMP, )

Qualified Person Signaturs: / Yolanda Garcia Salmeron /
Moanuce YnonHomouerHoro Muua: - Wanaraa Mapcua CanmepoH

Released Date: / 06.05.2020
[ara Beinycka:

In the event of any discrepancies or doubt betwsen Engilsh and Russian langdg| *1 ore

prevail./ . .. 740N 2T AG

B cny4ae nobbix packoiaRHUA MW COMHEHUH MeXN(ly BEpCUAMM HA aHInui < @ﬁw; 3
(5 3» 7

BEPCUS Ha AHITIMUCKOM A3LIKE. %

Merck, S.L. — Espafia
Poligong Metck 5'n

02100 Mollot dal Vallés (Rarcelons)
Tel.: +34.93.565.55.00

+ +/ Sociedad Unipersona!, Inscrita en vl

& 7 Registre Msrcantil de Mudrid, haja n.*

o L MAA3NEIY, Tolio n® 161, tmo n.® 24395,
; archivo libro 6.* 0, yeccion 3,

imscripeion 2,

Fax, ~34.93,544,00.00 imscripoién 2,

www.menck 6% N.LF. 08070195
Maria de Molina, 40
28006 Madrid

Yo ainszd Bog 226200, 0
1

B 4./4
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PMRRCOK

Certificate of Analysis / CeptudmkaTt AHanusa

Name of the Product: / GLUCOPHAGE®, film-coated tablets 850 mg Ne60 { 15x4) in blisters /
Haumetosanve Mpogykra:  FITHOKODAXK®, TebneTky, NOKPbIThIE NNeHoHoA 0BoneUKoN, no 850 Mr Ne§0 (15x4) &
Bnucrepax ‘
Packaging Batch Number: / E204817 Batch size (in packs): { 15 921
Homep Cepuu Ha ynakoske: Pasmep Cepuu (B ynakoskax):
Expiry Date: / 28.02.2026 Manufacturing Date: / 31.03.2020
Cpok rogHoGTH; Hara npoussoacrea:
Tests items/ Requirements / Result/
MNokasarenu kauecrsa TpeGosanusn MKK Pesynstar
Appearance / White, circular, convex, flm-coated tablets / Complies /
Onucarve TabneTku Kpyrnois hopmsl €. ABOAKOALINYKION Cooteercreyet
NOBEPXHOCTLI0, Benoro useTa, noKpLITLIE
NIBHOMHOW 0B0onoqkon
ldentification: f UneHTndukaumus IR-spectrophotometry / VK-cnekrpochotometpus | Positive 7
Metformin Hydrochloride / MonoxmrensHbIN

Merdopmuna Mugpoxnopua IR spectrum should be simllar to reference
spectrum/ oo
WK-criekTp normnoLLeHms ucnbityemoro obpazua
AormxeH cooTBeTCTaOBaTE UK-CrekTpy
CTAHAAPTHONO 0bpasua ,
Average mass / 854.3 - 944.3 mg [ fablet/ 901.1 mg / tablet!
CpegHsisi Macca 854,3 - 944,3mr / Tabn. Mr / rabn.
Massg uniformity / Compilies with Eur. Ph. / Complies /
OnHOpogHOLTE Macce! HonxHbl COOTBETCTROBATE TPEBOBAHNAM Esp. Coorsercrayer
dapm.
Assay / KonuuectseHHoe
onpefeneHus
Metformin Hydrochloride / 807.6 ~ 892.5 mg [ tablet (£ 5%) / 844.9 mq / tablet/
MeTdopmuna Fapaxnopus 807,65 ~ 892,5 mr/ Tabn. (+ 5%) Mr/ 1aén.
Dissolution / Not less than 75% (Q) at 45 min / Complias in 51/
Pacteopenue He menee 75% (Q) Yepea 45 muH CooteetcTByeT Ha §1
Non-routina tests! / He pytvHHbI8 TeCTEI |
Ralated substances?/
Onpepenetve npuMeceit! HPLC / BMHX
Cyanoguanidine / Not more than 0.02% /He 6ones 0,02% Not performediHe onpenansnu
LinaHoryarHuavm .
Each other Impurity / ' Not
s et eni S Not more than 0.10% fHe Ganee 0,10% Perfonmedfiy rperiertnm
gmg’ngm:;'g:’ ! Not more than 0.60% /He Gonee 0,50% Not performed/He onpenensmu .
Dissolution Profile (%)? / ‘
Mpoghune pacTaoperus (%)?
| Smin /& Muayr Not less than 7% / He meHee 7% Not performed/He onpegensinu
10 min 7 10 MunyY Not less than 20% / He mMeHee 20% Not performed/He onpegensnu
15 min/ 15 munyr Not less than 30% / He MeHee 30% Not performed/He onpenensinmn
25 min/ 25 MuHyT Not less than 46% / He meHee 46% Not performed/He onpspenany

Microblological quailty® / MukpoGuo.

Total aerobic microbial count Not more than 10 CFuUig/
(TAMC) / O6uiee uucno aspoBheix | He Gonee 10° KOE /¢
MUKPOOpraniamos (TAMC)

Total combined yeast / mould Not more than 102 CFU/g /
{TYMC) / OBiyee uncno He Gonee 102 KOE /r
APOXKEBLIX 1 NecHeBLIX TPUGoB

(TYMC)

E. Coli/ Absenceinig/
Escherichia coli Otcyreteyers it

NOr4eckasn yucrota !

Merck; S.L. — Espadia
Polligono Mersk vn

08100 Mollct del Yallds (Bareolons)
Tol.: +34.93.365.55,00

Fax, +34.93,544.00.00

oo maiok.of

Page 1/1
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PARRCK

Certificate of Analysis / Ceprucuiar AHanusa

Name of the Product: /. GLUCOPHAGE®, fllm-coated tablets 850 m§ N260 (15x4) in blisters /
HaumeHosawne Mpoaykra:  MHOKODAN®, TabneTki, ROKPLITEIE NNEHOYHOH GBENOYKON, No 850 Mr Nu6( (15X4)y B

Gnucrepax
Packaging Batch Number; / E204817 | Batch'size (In packs): / 15921
Homep Cepuu Ha ynakoBke: PaaMep Cepuy (B ynakorkax):
Expiry Data: / 28.02.2025 Manufacturing Date: / 31.03.2020
Cpok rogHocTir 2 Jata npouasopcrea;

1 Thetestis performed on the request and at least once a year. / Ucnkiranue npoBoAsT no 3anpocy He mexee § pada Broa,

2 Complete dissolution profila Is parformed in case of modification of the manufacturing process / Hénhrraﬂm npoBRoanT B
ORy4ae NpepnoKERIA, KaKUX MBa CYLIECTBEHHEIX MIMEHEHWH B NPOWIBOACTAEHHOM npoLEcce '

Released Date: / llata puinycka: 06.05.2020 Signature: / Noanncy
Quality Assurance / OSecrieyeHue KayecTea

Qualified Person / YnonHoMousHHOS Lo
S. Gonesa / C. KaMaca P. Duque /1. Oyxu Y. Garcla/ M. Tapcug A. And

in the event of any discrepancios or doubt between English and Ruselan language versions,
prevall. 1 B cyvae Niobbix PACKONASHUE MM COMHERIR MasaY BEDCHAMK Ha AHINMIACKOM U pyccKam
UMSBT BEPOUS HA GHITIMACKOM HabIke.

Merck, S.L. — Espaiia
Poligowo Merck 311

08100 Mallet del Vall&s (Boreelona) B{-432R18, folio " 161, tomo a2 24356,

srchive libo n.° 0, seccidn 8,

Tel.: +34,93,565,55.00 i o
Fate +34.93.544.00.06 ingesipelidn 2,
NLF. BOBO7D19%

. Maifa de Moling, 10
: ' . 25006 Madrid -




JEPXIIKCITYKBA YKPATHU ]
AEPIKABHA CJIIVIKBA 3 TIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKII OBJACTY

npocnext Banepix Jlobanorcsxoro, 51, m. Kuis, 03110, Ten/Qakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox EAPIIOV 37078774

BHCHOBOK
Ipo #KIiCTh BBE3EHOT0 B YKpainy AiKapenKOro 3acoby

06.07.2020 , Ne 31132/20/10

T THIKODAK®

(nalimcryRanng nikapeskoro 3aco0y Sriaro 3 DeeCTpauifHNM NOCBINMEHHSM)
TA0/1eTKH, BKpUTi DNiBKOEB0I0 06010HK0I0, D0 850 M1, o 15 rabnerox y Gricrepi; no 4
Gaicrepn y kapronniit xopobui

(thopwma munycxy, 103yBRHHS, BHT NAKYBARKA zixapeskora 3acoGy)

Homep peecrpaniiizoro nocs ix;.qcnm UA/3994/01/02 orpox xif peccrparitizoro nocaimenna 20.08.2020

Cepis nikapcrkoro 3acofy Ne 204817 Kinskicts Beesenoro nikaperkoro sacaby 15920
Brpo6nux Mepx, CJI, Icnanis
(naliMenynanng supoSunka nikapcskore 3aco0y, kpaiHa TOXOWKCHHS)
Baeseno b Yxpainy Torapucrro 3 06mexenor BixnoninaisnicTIo "ACIHO YKPAfILA",
inenr. xox: 42274733

(HaltMenypanuz ta kox 33 CAPIIOY FOPHABMHOT 0c00H 260 NpissuLIC, iM'E, N0 OXrEKoB] tisunzoil
ocobH - planpremug, 7 Miclie npoxueania ta peectpauiitunit Homep oBnikosoi KB8pPTKH HTATHHRS
noaTkis a60 cepis Ta HOMeD nacnopra)

poToxon BisyankHoro kontpoeno eix 01,07.2020 M 1981/2.

3a  pesynsTaTaMK  JepxaBHOIG KOUTPOO  BCTAHORNECHO, INO JHKApCHKAM 3aci6 Bmeseno & Vipatuy a

XOTPHMARH M QF 3AKOHONABCTBA MO0 3a0e3NeUeRHA AKOCT MiKapeRKnX 3ac0Bis.
3 K PATy
7]

R 1A K0Tz, 4
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Certificate of Analysis / CepTudikat Ananiay
GLUCGOPHAGER®, film-coated tablets 850 mg N260 (15x4) In blisters /

Name of the Product: /

MRRCTK

-

Haasa TpopykTy: MIOKODAN®, TabneTky, BKpUT Nniekosoo obonoHkoio, No 850 mr Ne&O (15x4) y
Gnicrepax
Packaging Batch Number: / E210185 Batch size (in packs): / 15 925
Homep Cepil Ha ynakoBu: Poamip Cepil (8 ynakoskax):
Explry Date: f TepmiH npuaatHoeTi;  30.04.2027 Manufactufing Date: / [lata 05.05.2022
) BAPOBHMUTBA;
Tests ltems/ Requirements / Resuit/
MokaaHuxu sikocTi Bumorn MKA Peaynbrar
Appearance / : White, circular, convex, flim-coated tabiets / Complies /
Onnec Tabnetky kpyrnol hopMu 3 ABCONYKNOO NORSPXHEIO, Bianosifae
Binore Konbopy, BKPKTI NMiBKOBOIG 0GONCHKOKC
Identiflcation: / InenTudikaLis IR-spectrophotometiy / 14-cnekrpothoromeTpis Positive /
Metformin Hydrochloride / IR spectrum should be simllar to reference MoanTUBHWA

Metdopminy Mgpoxriopugy

spectrum / [4-cnexTp normuHaHHA axnpobyeaHoro
apa3ka NoBuHeH sianoeinaty {Y-cnekTpy craHgapTHoro
paka

Average mass /
CepefiHs Maca

Mass uniformity /
OaHopigHicT Macu

864.3 — 944.3 mg / tablet /
854,3 - 944,3 mr/ Tabn.

According with Eur. Ph. /
MNosvsHa BignosigaTy BUMoraM €ap. Gapm.

902.7 mg / tablet/
mr / Tagn.

Compilies /
Bignoeinae

Assay | Kinotiche pusHaueHss
Metformin Hydrochloride /
MeTdiopminy Finpoxnopuay

807.5 - 892.6 myg / tablet (£ 8%) /
807,5 - 892,5 mr / Tabn. (¢ 5%)

852.8 myg / tablet/
mr / Tabn.

Dissolution f FoaunHeHrs

Not less than 76% (Q) at 456 min /
He meHwe 75% (Q) yepes 45 xp

Complies at 81/
Bignoeigae Ha S1

Non-routine tests' / He pytunni Tectn |

Related substances* /
BranaueHHs gomitlok!
Cyanoguanidine /
Llianoryauigmn

Each other impurity /
Byab-Aka iHwa fomiika
Total of impurities /
Cyma gomiliox

HPLC / BEPX

Not more than 0.02% /
He Ginbiue 0,02%
Not more than 0.10% /
He Ginbwe 0,10%
Not more than 0.50% f
He Ginbwe 0,50%

Not performed
He Bnanavanocs
Not performed
He susHavanoch
Not performed
He BuzHayanock

Dissolution Profile {%)? { Npodins
PO3YMHEHHR (Yo)2

& min/ 5 xeunnH
10 min [ 10 xBvAuH
186 min [ 15 xsunvH

25 min/ 25 xannnH

Not less than 7 % / He meHwe 7 %
Not less than 20 % / He menwe 20 %
Not less than 30 % / He menwse 30 %

Not less than 46 % / He meule 46 %

Not performed
He anaHauyanock
Not parformed
He syanauanoch
Not performed
He Buanaqanocs
Not performed
He Buanavanoch

Microblolegical quality' / Mikpabion

orivHa uneToTa |

Total aercblc microbial count
{TAMC) { 3arantHa KnbKicTs
aepobHux MikpoopraHismie (TAMC)

Not more than 10° CFU/g /
He 6inbue 10° KYO /r

Net performed
He arnanauanoch

Total combined yeast/ mould
{TYMC) / 3aranuka KinbkicTe
nniceHeBux | AphyaxoBux rpubis
{(TYMC)

Not more than 102 CFU/g |
He Ginbwe 102 KYQ/r

Not performed
He Buanavanocsh

E. Coli/
Escherichia Coli

Absenceinig/
BigcytHicTe B8 1 1

Not performed
He BuaHavanock

Certificate of Analysis / Cedw

/.v. 4

Merck, S.L. — Espafia

S ociedad Unipersonal, Inserita e el
Poligono Mervk =/n

§3 ..

[ R egistro Mercantil de Madrid, hojan?®
08100 Mollet del Vallés (Barcelona) ] -438818, folio n.® 161, tomo n° 24396,
Tel.: +34.93.565.55.00 ) hivo kibro 5. 0, seccién §
Fax. +34,93.544.00.00 = inscripcién 2.
1 i N.LF. BORD7{195

Maria de Molina, 40
28004 Madrid




MRRCUK

- Name of the Product; | GLUCOPHAGE®, flim-coatéd tablets 850 mg N260 (16x4) in blisters /

Haasga Mpopykry: ITHOKO®ANKE, TabneTky, BKpUT NNIBKOBOI 0BOACHKOI, Ne 850 Mr NoB0 (15x4) y
: Gnicrepax
Packaging Batch Number: / E210165 Batch size (in packs): / 15925
Homep Cepit Ha ynakoeyi: : Pcamip Cepil (B ynakoskax):
Explry Date: / Tepmiv npugaTHocT:  30.04.2027 Manufacturing Date: / lata. 06.05.2022
i enpobHuyTea:

1  Thetest is performed on the request and at least once a year. / BurpoGyBaHHS NPOBOJATE Ha 3ANKT, He MeHwwe 1 pasy B pik.
2 Complete dissolutfon profile |s performed in case of modification of the manufacturing process / BunpoSyaaHiA NpoBoasth Y
BUNG/KY NponoanLyii By aL-AKK CYTTEBMX 3MIH ¥ BUPOSHUHOMY NpoLec.

Released Date: / flata Bunycry:  g4.07.2022 Signature: / [lipnne Stamp: / Mevarka
Quality Assurance / 3a6eanedeHHs AKOCT] '

Qualified Person / YnosHosaxeHa ccoba

L. Ripodas /Il. Plnogac P.Duque /T, Oy Y. Garcia/l. Tapcla  A. Andreu/ A, Anapey A. Cuadrado Ucar / A. Kyanpano Yeap

g -rr-y

o+ |9F | o2

T. Belmonte Carrascosa/ T. BensmonTe Kappackoca

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

shali prevail. / ¥ paal Byab-fkkx postikHocTed abo cymHIBia MiX BepciaMis aHMNIRCHKOIO Ta YRpalHCLKOK MOBAMK RePeBaXHy Gy
Mae Bepcia aHIMIMCLKCI0 MOBOID ) : :

Merck, 8.L. — Espaiia

Poligono Merck sfn %= {Regristre Mercantil de Madrid, hojan®

08100 Mollet del Vallés (Barvalona) 5" 21-£38818, folio n.* 161, tomo n.* 24196,
Tel.+34.93 565 55.00 chivo 1o n.® 0, seccién B,
Fax. +34.93.544.00.00 Thscripdén 2,
rwwercket .LF. BOBO70155
Mariz de Malina, 40




MRBRTK

Batch Release Certificate / Ceptudikar Bunywenoi Cepil
Certificate of GMP Compliance ! CeptudbikaTt signosigHocTti GMP

Name of the Product: / .
Haaea [MpoaykTy:

EnicTepax
Materlal Codg: ! . 3950910048
Homep Matepiany:
Batch Number Finished
Product: / E210165

Homep Cegil Ra ynakosui:

Manufacturing Date: / lata BupoGHulTBa:
Expiry Date: / Tepmin npugatHocti;
Importing Country: / Kpaiva Imtioptep:
Strength / Potency: /

Cuna gii / AKTUBHICTS:

Dosage Form:/

lNikapceka Popma;

Package Size and Type: /

Posmip Ta poamip ynakosku:

Marketing Authorization Number: /

HoMep Peectpauiiinore Mocriguerns:
"-Name, Address and License Number of

Manufacturer, which is Responsible for

Batch Release: f

Hasea, Agpeca Ta HoMmep NideHail

BupoBuuka, koTpui BUnyGkae cepir B obin

GLUCOPHAGE®, film-coated tablets 860 mg Ne60 {16x4) In blisters /
FMOKO®AK®, Tabnetiu, BKpuUTH NRiBkorok 06ONCHKOI0, No 850 mr NeGO (15x4) y

Batch Number Bulk: /

Homep Cepil in bulk; E200030773
Batch size {In packs): /
Poamip Cepil (B ynakosxax), 12920
06.06.2022
30.04.2027

Ukralne / Ykpaina

One tablet contalns 850 mg of metformin hydrochloride which
corresponds to 662.80 mg of metformin /

QaHa TabrieTka micTuTb 850 Mr MeTdhopMiHY NApOXACPKUAY, AKWIA
BiAnoBigae 662,90 Mr MeTdopniHy

Film-coated tablets 850 mg/

TabneTkn, BKPUT NNIBKOBCH OBOMOHKOW, no 850 mr

16 tablets in blister; 4 blisters In carton box /

15 TabneTok y GnicTepi; 4 GnicTepw y kapToHHiik xopobuj
UA/3994/01/02

Merck, Sl., Spain

Poligon Merck, 08100 Mollet del Valles, Barcelona, Spain
No, 0308/

Mepx, CI, Icnasla
Mpom3aoHa Mepk, 08100 Monner gens Bannec, Bapcenotia, lcnasin

Ne 0308

Country of Origin: | KpaiHa-BupoGHUI Spain ! lchanla

Certification Statement: / 3asba npo copTudikayiw;

| hereby certify that the above information is authentic and accurate, This bateh of product has been manufactured,
including packaging / labeling and quality control at the above mentioned slte {s) in full compllance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing countty 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. /

Llum nigTeepaxyto, Wo BUliesasHaqvera iHpOPMAUIA € JOCTOBIpHOK | Toukow, flaHa cepis BUpoBReHa,: BKIIGYAHN
YRaKoBKY/MapkyBaHHA T& KOHTPOMk AKOCTI, Ha BulyesasHaqeHiil AlnoHuli | B noBHil BignosigHocTti 3 sumoramn GMP
nokanekinx Kentponiowuux Opradie, a Takok al cneuudikauismn peectpaljiitoro focke KpafHu-imnoprepa abo flocke
LochifXyBaHere nikapeskoro 3acofy. MpoTokonu BupobHULTEA, YHaKkosku Ta aHanisy Gynu nepernAHyTi | BCTaHOBNEHA

BifinosifHicTe GMP.
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Qualified Person Signature: /
Mianuc ynoeHoBaxeHo! ocobu:

Alexia Cuadrado Ucar/
Anexcist Kyaapano Ykap

Released Date: / laTa BUmycCky: 04.07.2022

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English l[anguage version shail

prevail. / ¥ pasi 6ye-sikvx posGixHocteit abo cymtibie MK BepciaMy aHINidcEkoto Ta YKPAIHCEKOI MOBaMA fiepeBaxHy 1y Mae Bepeia
AHMNIKCEKD0 MOBOIO,

Merck, 8.1.—Espaia
Poligono Merck =/n

08100 Moljzt del Vallés (Barcelons)
Tel.: +34.93.565.55.00

Fax. 434.93.544.00.00
Fwwmergkes

S ociedad Unipessenal. Inscrita en sl

[Regirire Mercantil da Madrid, hoja n.®
 1§4-433818, folio n° 161, tomo n.° 24396,

$§rchive libro n.° 0, seqci6n B,

Jea & {hnscripcion 2.

<y o JEN.LF. BOBOTOLSS

Maria de M<olina, 40

28006 Madrid
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AEPHITIKCIIY XKBA
AEPKABHA CIYXKBA 3 JIIKAPCBKI'/.IX 3ACOBIB TA KOOTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBJACTI

npocnext Banepis Jodanoscskoro, 51, M. Kuig, 03110, Ten/ake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BHUCHOBOK
Ipo SIKICTH BBE3€HOro B YKpaiHy 1iKapchKOro 3acoby
06.09.2022 Ne 34904/22/10
I'TIOKOPAK®

(malivenyBanns 1iKapchkoro 3acofly SrigHO 3 peccrpaiifiti TIOCBI AMEHHSIM)
Ta0IeTKH, BKPHTI IIiBKOBOK 060/10HK010, 10 850 Mr; no 15 Tabierok y GaicTepi; nno 4
OJticTepn y KapTOHHIH KopoGui
{dopma BHITYCKy, T03YRAHHS, BIA MAKYBAHHA JIKAPCEKOTO 3acoby)

Homep peecrpauiiinoro nocsinuenns UA/3994/01/02 crpok aii peectpauiitnoro noceizuenns 01.01.2099
Cepisa nikapcekoro 2acoby Ne E210165 Kinskicte BBe3enoro nikapeskoro zacofy 15925

Bupotuuxk Mepxk, CJI, Icnianis

(nativenypanis BUPOSHUKA TiKAPCLKOTO 3acoBy, KpaiHa OXOnMeEHHS )

Bee3seno B Yipainy TopapucrBo 3 o6Mexenor BitnosinaanaicTio "ACIHO
YKPAIHA", inenr. xoa: 42274733
{(naitmenysenng Ta xon 3a EJIPTIOY opuauynot 0co6u aGo npizBmme, iM a1, M0 BaTLKOBI

(isuvol ocodu - mignpuemis, 1 Micle npo:KUEaHKA Ta peecTpamiti ki HoMep 0BnixkoBol
KaPTKH MIaTHHKA TOAATKIs afo cepis Ta HOMEp nacnopTa)

HpoTokon sisyarssoro konrpomo gin 02.09.2022 Ne 2187/6.

3a pesy.NbTATAMM JIEPKABHOTO KOHTPONK BCTAHOBAEHO, IO Aikapcekni  3aci6 BBeseno B YkpaiHy 3
AOTPHMAHHIM BHMOT 3aKOHOJABCTEA MO0 3a0e3MeYeHHT TKOCT] JiKapceKux 3acofin,

ermrr.,,

: Qis‘-g 14 mff}?‘ 4 \'\
L““”” -"5~ \\
B.o. Haqam,ﬂmg CJ,} e
' -ﬁw o).

Ipuna [TAJIAMAP

{mianuc) (ininiann Ta npizeume)
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