TEPKABHA CJIVKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOTIO 3A
HAPKOTUKAMMH YV KHiBCBKIN OBJIACTI

nipoB. Ceitmiunoi Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3€HOro B YKpainy JikapcbKoro 3acody
12.11.2024 Ne 57454/24/1011
I'TIOKOPAK®

(HalfMeHyBaHHs AiKapChKOro 3aco0y 3TiIHO 3 peecTpauliliHuM MOCBIJYEHHAM)
TaBJIeTKH, BKPUTI IUIIBKOBOIO 06010HK010, 110 500 Mr mo 15 Tabnerok y Gaicrepi; mo 4
éaicrepu y kapToHHiil Kopooui

(opMa BRITycKY, TO3YBaHHS, BUA TAKyBaHHS JiKapcekoro 3acoby)
Homep peecrpaniitnoro mocsinuenns UA/3994/01/01 crpox aii peectpaniiiHoro mocsixdeH s 01.01.2099
Cepin nikapcekoro 3acoby Ne E215245 Kinbkicts BBE3eHOTO Jikapebkoro zacoby 16800

BupobHuk Mepxk, CJI, Icnanis

(HaitMeHyBaHHs BUPOGHUKa TiKapchKOro 3acoGy, KpaiHa TOXOKEHH)

Baeseno B Ykpainy ToBapucTBO 3 06MEKEHO0I0 pigmosigaaenictio "ACIHO YKPATHA",
inenr. kon: 42274733

(HaiiMeHyBarHAs Ta kox 3a €JIPIIOY ropranuroi ocobu abo mpissuie, iM'A, 110 6aTbkoBi PizHyHOT
oco6u - MANpreMI, i Mice MPOXUBaHHS Ta peecTpalifHuii HoMep 06NiKoBOT KapTKH TIATHHKA
nofatkis abo cepis Ta HOMep TacropTa)

IIpotokos Bisyansoro kourpomo six 01.11.2024 Ne 3424/7.

3a pesynbTaTaMH JIEPKABHOTO KOHTPOJNIO BCTAHOBNEHO, WO MiKaPCHKUH 3aci6 BBeseHo B YKpainy 3

HOTPUMAHHSAM BiMor 3aKOHOIABCTBA OO 3a0€3MEYCH s AKOCT] JIKapCHKIX 3acobiB.
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TIEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIN OBJIACTI

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

BUCHOBOK
o AKIiCTH BBe3eHOro B YKpainy JiKapcbKoro 3acody

02.08.2024 Ne 37729/24/10

TIIIOKOPAK®

(HaliMeHyBaHHs TiKapchKoro 3acoby 3rifHo 3 peecTpauiitHiM TIOCBITYEHHAM)
Ta6JeTKH, BKPUTI IUIiIBKOBOO 060;10HK010, 110 S00 M, 110 15 Tabaerok y GJicrepi; mo 4
Gaicrepn y KapToHHii xopooui

(opMa BHTTYCKY, HO3YBAHHS, BH NMaKyBaHHS JIIKapCEKOro 3acoby)
Howmep peecrpariiinoro nocsizaerns UA/3994/01/01 ctpox zif peectpaniiinoro nocsifyenHs 01.01.2099
Cepist nikapcskoro 3acoby Ne E215245 KinbKicTE BBE3eHOr0 Tikapeskoro 3acoby 5217

Bupo6Huk Mepk, CJI, Icnanis

(naliMenyBanHs BUPOOHIKA JIikapchKOTo 3acofy, kpaiHa FIOXO/KEHHS)

BaeseHo B Ykpaity ToBapHCTBO 3 06MEKEHOIO BiINMOBIIAIBHICTIO "ACIHO YKPATHA",
inent. xon: 42274733

(naiiMenyBanns Ta ko 32 €JJPTIOY ropruuuroi ocobu abo rpiseuie, im'st, 110 GarbkoBi dizuyHOl
0co6H - mianpuemu, Ti Miclie IPOXHBaHHA Ta peecTpallifiuuii Homep 00niKoBOT KapTXH IIaTHAKE
HojaTkie a6o cepis Ta HOMep MacmopTa)

TIpoTokou Bizyansnoro koutpoio sin 29.07.2024 Ne 2192/7.

3a pesyibTaTaMK JEpXaBHOTO KOHTPONIO BCTAaHOBJIEHO, IO mikapcbkuit  3aci6 BeeseHo B YKpaiHy 3

JOTPHMAHHAM BuMOT 32KOHOAABCTRA UIOJO 3aGe3ileueHHS SKOCTI NIKapChKUX 3aco0iB.

Onvra CPROMEHKQ

L3 i) (indnine va apiisee)




MRRCK

Certificate of Analysis / Ceptuchixat AHanisy

Name of the Product: /
Hasga lMpoaykTy:

.GLUCOPHAGE®, film-coated tablets 500 mg Ne60 (15x4) in blisters /
rMIOKODAXK®, TabneTku, BKpUT NniskoBoio oBortoHkoto, no 500 mr Ne60 (15x4) y

Gnictepax
Packaging Batch Number: / E215245 Batch size (Iin packs): / 26 817
Homep Cepii Ha ynakosu: Poamip Cepii (B ynakoskax):
Expiry Date: / Tepmin npupatHocti:  30.11.2028 Manufacturing Date: / lara 14.12.2023
BupobHuLTBa:

Tests ltems/ Requirements / Result/
[ToKa3HWKW SIKOCTI Bumoru MKA Pesynbtar
Appearance / White, circular, convex, film-coated tablets / Complies /
Onuc Tabnetku kpyrriol coopmu 3 A800NYKIICHD NOBEPXHEIO, Binnosinae

6inoro KonLOpPY, BKPUTI NNiskoBO 0GOMOHKOI0
Identification: / lgeHTidpikauis IR-spectrophotometry / |4-cnexrpodoTomerpis Positive /
Metformin Hydrochloride / IR spectrum should be similar to reference MoauTtusHUA
MeTchopminy Tigpoxnopuny spectrum / [4-cnexTp norfMHaxHs BunpoboByBaHora

apaaka noBuHeH BignosiaaTi [4-cnekTpy cTaHgapTHOro

3paska
Average mass / 502.6 ~ 555.5 mg / tablet/ 528.5 mg / tablet/
CepenHs maca 502,6 — 555,5 mr / Tabn. mr/ Tabn.
Mass uniformity / According with Eur. Ph. / Complles /
QpHopigHICTb Macu MosviHHI BignosigaTy sBuMoram €8p. Papm. Bipnosigae
Assay / KinbkicHe BUBHaUYeHHs
Metformin Hydrochloride / 475.0-525.0 mg / tablet (& 5%)/ 499.7 mg [ tablet/
Metdopminy Figpoxnopuay 475,0-525,0 mr/ Tabn. (+ 5%) mr / Tabn.

Dissolution / PosunHeHHst

Not less than 75% (Q) at 45 min/
He menwe 75% (Q) 4Yepes 45 x8

Complies in S1/
Bignosipae Ha S1

Non-routine tests’ / He pyTurHi Tect !

Related substances’ /
BusHaueHHs pomiwok?
Cyanoguanidine /
LiianoryaHigusy

Each other impurity /
Byab-sika iHwa gomilka
Total of impurities /
CymMa JoMiLLIoK

HPLC / BEPX

Not more than 0.02% /
He Ginbwe 0,02%
Not more than 0.10% /
He 6Ginble 0,10%
Not more than 0.50% /

Not performed/
He ensHavanoch
Not performed/
He BuaHauanocs
. Not performed/
He Bu3Havanock

Dissolution Profile (%)? / Mpodinb
poauMHeHHs (%)2

5 min/ 5 xgynuH
10 min / 10 XBUNWH
15 min / 15 xBunuH

25 min / 25 xsunuH

He 6inswe 0,50%

Not less than 9 % / He meHwwe 8 %
Not less than 24 % / He meHuie 24 %
Not less than 37 % / He meHwe 37 %

Not less than 57 % / He meHwe 57 %

Not performed/
He susHavanockL
Not performed/
He eusHavanock
Not performed/
He Bu3Havanock
Not performed/

"Microbiological quality? /
MikpoBionoriura yucrora *

He BusHa4anocb

Total aerobic microbial count
(TAMC) / 3aranbHa KineKicTb
aepobumnx Mikpoopraniamia (TAMC)

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

Not performed/
He susHauanocs

Total combined yeast/ mould
(TYMC) / 3aranbHa KinbKicTb
nrniceHesux Ta apbKIKoBUX rpubis
(TYMC) .

Not more than 102 CFUlg /
He Ginblue 102 KYO /1

Not performed/
He BuaHadanocs

E. Coli/
Escherichia coli

Absencein1g/

Not performed/
He Bu3Ha4arnock

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
wwy,merck.es

BigeytHiis 1r

Sociedad Unipersonal. Inscrita en el

Registro Mercantil de' Madrid, hojan.”
M-438818, folio n.° 161, tomo n.* 24396,
archivo libro n.° 0, seccién 8,

inscripeion 2.

N.LF. B0g070195

Maria do Molina, 40

28006 Madrid




PARRT K

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

Hassa lMpooyxry: FOKODAXK®, TabreTk, BKpUTI NAIBKOBOK 0BONoHKowW, no 500 mr NeBO (15x4) v
Bricrepax
Packaging Batch Number: / E215245 Batch size (in packs): / 26 817
Homep Cepil Ha ynakosui: Poamip Gepli (B ynakoskax):
Expiry Date: / Tepmin npupatHoct:  30.11.2028 Manufacturing Date: / lata 14.12.2023
supobruyTea:

The test is performed on the request and at least once a year./ Bunpofosysarts NPOBOARTL 33 3aNMTOM He MeHwe 1 pasy Ha

pik

2 Complete dissolution profile is performed in case of modification of the manufacturing process / Bunpo©oByBaHHs NPOBOARATL
y pa3i riporioauLi, Byab-siuX ICTOTHIX 3MiH y BupoBHIomy npouec :

Released Date: / [Jara sunycky: 15.05.2024 Signature: / Mignue Stamp: / Nevarka
Quality Assurance / 3a6esneqeHHs SKocTi f«f””'f(//
ol o
B A # -,
Qualified Person / YnosrosaxeHa ocoba kw// et
L. Ripodas f f1. Pinopac P. Duque /1. Byxi Y. Garcia ! |. lapcis A. Andreu/ A Auppey A, Cuadrado Ucar AA.
Kyaupancys(ap
T. Belmonte Carrascosa / T. BersMonTe Kappackoca L. Suarez Penarrubia / J1.Cyapec NeHappy6is / \
' o 2

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

shall prevail. / Y pasi yab-sikux posbixHocTedn abo cymHisis MiX BERCIAMY aHFNIACHKOIO T3 YKPEIHCHKOK MOBaMU NepesaxHy cuiy
Mae Bepeis aHrNINCLKOIO MOBOK

Merck, 8.L. ~ Espaiia

Sociednd Unipersonal. fnscrita en ot

Poligono Merck sin Registro Mercantil de Madrid, hojan.*

08100 Moliet del Vallés (Barcelona) . M-438818. folio n.? 161, 10mo n.° 2439€,
3 archivo libro n.? 0, seccion 8,

Fax. +34.93.544.60.00 inseripeion 2,

www merckogy . N.LF, B08070195

Maria de Molina. 40
28006 Madrid



Batch Release Certificate / Ceptudikar Bunywerol Cepil
Certificate of GMP Compliance / Ceptuchikar signosigHocti GMP

Name of the Product: /
Hassa Mpogyxry:

Material Code: /

Homep Marepiany:

Batch Number Finished
Product: /

Homep Cepii Ha ynakosui:

GLUCOPHAGE®, film-coated tablets 500 mg Nebl (15x4) in blisters /
FTHOKOOAXK®, TabneTxy, skputi nniekoso oBonorkoto, 1o 500 mr Ne60 (15x4) y
Gnicrepax

Batch Number Bulk: /
3950900044 Homep Cepil in bulk:

Batch size (in packs): /
Poamip Cepii (B ynakoskax):

£2000418630

E£215246 26 817

Manufacturing Date: / [laTa supoSunursa: 14.12.2023
Expiry Date: / Tepmin npuaardocti: 30.11.2028
importing Country: / Kpaiua Imnoprep: Ukraine / Yepaina

Strength / Potency:/
Cuna ait / AKTUBHICTS,

Dosage Form: /

Nikapcobka Gopma:

Package Size and Type: /
Poamip T8 pOIMIp yrNakosku:

Marketing Authorization Number: /

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

Opna tabneTtka MicTUTs 500 Mr METROPMIHY rfiapoXnopuay, KA
signosigae 390 Mr MeThOpMiHY ' S
Film-coated tablets 500 mg/

Tabnetiu, BkpUT NNisrosoto oBonorkoio, 1o 500 mr

15 tablets in blister; 4 blisters in carton box /

15 TabneTok y Grictepi; 4 Bnicrepy y kapToHHii kopobui

Homep Peecrpauiinoro FocsinyenHn: UAI3994/01/01

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

Manufacturer, which is Responsible for Poligon Merck, 05100 Mollet del Valles, (Barceiona), Spain |
Batch Release: / No. 0308/

Hasea, Anpeca ta Homep JliteHaiy

Mepk, Ch, lcnanis

BupoBHuka, KOTpWi Brnyckae cepiio 8 o6ir. . Mpomsona Mepk, 08100 MorineT gere Bannec (Bapcenona), lenasin
o . . No. 0308
Country of Origin: / KpalHa-snpobnnk: Spain / lcnasla

Certification Statement: / 3asea npo ceprudikaiio:

| 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. /

Lum nigTBepmKyIo, WO BulledasHaueHa indopMalis € [OCTOBIPHOK | TOUHOK. Nawa cepin supobrieqa, BRITOMAIOHNA
ynaKkosky/MapKyBaHHa Ta KOHTPONb SKOGTI, Ha BUUIE3A3HAqEHIH LinbHUUE | B noBHIA signosigHocTi 3 Bumoramy GMP

nokasnernx KoHtporoiounx Opraxis,

a Takox al creuudikaLismi peccTpaliiikore nocke kpaikm-imMnoprepa ato [ocke

LOCNiAXyBAKOro Nikapcukoro sacody. MpoTokon BUpaBHALTBE, YNakosku Ta aHanisy 6yrm nepernanyTi | BCTaHosnena

gignosigHicTs GMP,

Qualified Person Signature: /
Mignue yrosHosaxeHo! ocobu:

v

Lucia Ripodas Valencia / { o o
NMocis Pinogac Banexcin W

Released Date: / [lata sunycky: 158.05.2024

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
provail. / Y paai Byas-nux poabikHocteit abo cymuiain mMbx BePCiAMN AHMIACHKOID Ta YKPATHCHKOIO MOBAMI NEDEBEXHY CHIY MAE BEPCIR

AHIMIRCHLKO MOS0, |

Merek, 8.1, ~ Espafia
Poligonn Merck
Molfet del

allés (Barselovi)

Sociedad Unipersonal. Inserity en el
Repistr Mercantil de Madiid, hajan.®
M-d35818, folio n> 161, tomo 1.5 2430¢,
arehive libro o ® 0, secadn 8,

seripeton 2
NLF, BORUTOTOS
Mara de Molina, AC
28006 Madrid




