JIEPJKABHA CJIYKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKINA OBJIACTI

npos. Ceitinunof Haxaif, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
Ipo SIKiCTh BBE3eHOro B YKpaiHy JlikapchbKoro 3acody

14.05.2024 Ne 23018/24/10

I'IIOKOPAK®

(HaliMEHYBAHHS NiKAPCHKOrO 3ac00Y 3riIHO 3 PEECTPaLifHUM NOCEIIMEHHSIM)
Ta6J1eTKH, BKPHUTI ILTIBKOBOIO 06010HKO10, 110 1000 Mr no 15 Taduerox y Guicrepi; no 2
GJicrepu y kapToHHiii kopobui

bran A

((popma BuMyCKY, T03YBAHH, BHJL AKYBAHHS J1ikapcbkoro 3acoly)

Homep peectpattifinoro nocsizuenns UA/3994/01/03 crpox aif peectpaniitnoro nocsiauenns 01.01 2099

Cepis nikapcbkoro 3aco6y Ne £214409 Kinskicrs BBE3eHOr0 Nikapebioro sacoby 13189
Bupobuuk Mepk, CJ1, Icnanis
(HaitMeHyBaHHS RUPOOHHKA JIKapCbKOro 3acoly, Kpaina MOXOLKeHHS)
Baeseno B Yipainy ToBapucTBo 3 06MexeHOoI0 Bixnopinanbuictio "ACIHO YKPATHA",
izenr. on: 42274733

(HaiiMeHyBanHs Ta koA 3a CJIPTIOY opuamiHoi ocobu abo npissuiLe, iM'sl, 110 Garbiosi (izuunol
0co6H - mianpHeML, Ti Micue IPoKUBAHHS Ta peecTpaifiinil HoMep 0BAIKOBOT KaPTKY NAATHHKA
nioaaTkis abo cepis Ta HoMep nacnopra)

NpoTokon Bizyansnoro kourpodio six 09.05.2024 N 1290/3.

3a  pesylbTaTaMM  [EPIA@BHOTO KOHTPOIO — BCTAHOBJIEHO, LIO  JIiKAPChKHH 3aci6 BBezeno B Yxpainy 3

JOTPHUMAHHSIM BHMOT 38KOHOABCTBA LIOAO 3a0e3meueHns SKOCTI TKapebKuX 3aco0is.

Onpro CPROADHRY

[ AP LI N R
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Certificate of Analysis / CepTudikat Ananisy

GLUCOPHAGE®, film-coated tablets 1000 mg Ne30 (15x2) in blisters /
TTHOKO®AX®, TabneTky, BkpuTi nriskosote 06oroHKoro, no 1000 mr Ne30 (15x2) y

Name of the Product; /
Hassa Npopy«kry:

Onicrepax
Packaging Batch Number: / E214409 Batch size (in packs): / 27 229
Homep Cepii Ha ynakosui: Posmip Cepil (8 ynakoskax):
Expiry Date: / Tepmin npupatHocti;  31.05.2027 Manufacturing Date: / laTa 27.06.2023
BupoBHuUTEa:

Tests items/ Requirements / Result/
[lokasHuku SKOCTi Bumoru MKS Peaynbrar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies {
Onne score line on both sides and “1000” engraved on Binnosigae

one side / TabneTtkn osanbHO! hopmu 3 ABOONYKMIOD

nosepxHeto, 6iforo KonbLopy, BKPUTI MNIBKOBOK

ofionoHkoto, 3 puckoto 3 0Box Bokia Ta rpasipyBaHHAM

«1000» 3 ofiHoro GoKy
Identification: / InenTuchikauin IR-spectrophotometry / [Y-cnexrpodoTomerpia Positive /
Metformin Hydrochloride / MoanTueHUiA

MeTdbopminy rigpoxnopuay IR spectrum should be similar to reference
spectrum / I4-cnextp nornuraHks sunpobysaHoro
3paska NoBuHeH sinosigaty 4-cnekTpy CTaHaapTHOR

3paska

Average mass / 1018 — 1124 mgltablet / 1073 mg/tablet /

CepepHs maca 1018 —~ 1124 mrirabn. MriTabn.
Mass uniformity / According with Eur, Ph,/ Complies /
OpHopifHiCTE Macu NosuxHa signosinaty sumoram Esp. Dapm. Bignosigae

Assay ! KinbkicHe BU3HaYEHHA
Metformin Hydrochloride /
MeTdhopminy rigpoxnopuay

950 - 1050 mgftablet (£ 5%) /
950 - 1050 mr/Tabn. (+ 5%)

1008 mgltablet/
mritabn.

Dissolution / PogunHenHs Not less than 75% (Q) at 45 min/

He meHwe 75% (Q) yepes 45 xB

Complies at 81/
Bignosinae Ha S1

Non-routine tests! / He pyTtunsi Tectu?

Related substances®/
BuaHadenHs gomitox’
Cyanoguanidine /
HiaHoryaHiguH

Each other impurity /
Byab-aKka iKwa gomilka
Total of impurities /
Cyma goMiwok

HPLC [ BEPX

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

Not performed
He BusHavanocy
Not performed
He BugHa4anocs
Not performed
He BuaHavanoce

Dissolution Profile (%)?  Mpodine

posunHeHHst (%)
5 min /5 xBunvH
10 min / 10 xBunux
15 min / 15 xBUnnH

25 min / 25 xsunvx

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

Not less than 60 % / He meHwue 60 %

Not performed
He Bu3Havanoch
Not performed
He Bu3kadanocs
Not performed
He susHavanocs
Not performed
He BuaHavanocs

Subdivision of tablets® /
Pospinexns rabnetor®

According with Eur. Ph. /
NosunHi BigNosigaTy Bumoram €8p. dapm

Not performed
He BusHavanock

Merck, S8.L. — Espafia
Poligono Merck s/n

08100 Mollet del Vallés (Barcelana)
Tel: +34.93.365,

MW, IIRTCK.

Saciedad Unipersonal. Insceita en el
Registro Mercintit de Madrid, hoja 0.0
M-138818, falio 0. 161, tamo n® 24396,
archivo Libra n ® 0, seccion 8.

Crigeion 2.

. B0807G195

Marfade Molia, 10

28066 Madrid




Certificate of Analysis / CeptudbikaT Axanisy

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne30 (15x2) in blisters /

Haasa MponyxTy: FIHOKO®ANK®, TabneTku, sKpuTi nniekosoio 06onoHko, no 1000 mr Ne30 (15x2) v
Gnicrepax

Packaging Batch Number: E214409 Batch size (in packs): / 27 229

Homep Cepii Ha ynakosui: Poamip Cepii (8 ynakoskax):

Expiry Date: | Tepmit npupatHocTi:  31.05.2027 Manufacturing Date: / [lata 27.06.2023

supoBHuuTea:

Tests items/ Requirements [ Resuit/

NokasHuky AKOCT] Bumoru MKH PeayneTaTr

Microbiological quality® /

MikpoBionoriuxa YucToTa !

Total aerobic microbial count Not more than 10° CFUIg/ Not performed

(TAMC) / 3araneHa KinekicTe He Binble 10°KYO /T He BuaHa4anock

aepoBHIX MIKPOOPraHismis (TAMC) ’

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

{(TYMC) | 3aransHa KinbKiCTb He Binbwe 102 KYO /1 He sU3Ha4anoch

nniceHesux i apixanoenx rpubis

(TYMC)

E. Coli/ Absencein1g/ Not performed

Escherichia Coli BigcytHicTb B 1 1 He suaHavanocs

The test is performed on the request and at least once a year. / BunpoByBsaHns 1posoAaTe Ha aamvT, He memwe 1 pasy 8 pik.
Complete dissolution profile is performed in case of modification of the manufacturing process / BunpoByBanHs NposoaATE Y
BUNAAKY NPONO3ULI By/ib-RKNX CYTTEBUX amiH y BupoGHomy npoLect.

The test is performed once a month / BunpoBysanHs ApoBoAsiTe 1 pa3 e piK.

Released Date / laTa sunycky: 30.01.2024 Signature: / INianue Stamp: / NevaTka
-

Quality Assurance / 3a0e3neveHHs AKOCTI

Qualified Person / YrnosHosaxera ocoba }

L. Ripodas / N Pinopac  P. Duque /. fyki Y. Garcia/ 1. lapcis A. Andreu! A. Anppey

. Belmonte Carrascosa/ T. Benbmorite Kappackoca  Laura Suarez Penarrubia / Naypa Cyapec ﬂeHappyﬁig’ .

v
i
4 o

in the event of any discrepancies or doubt hetween English and Ukrainian language versions, the English language version

shall prevail. / Y paai 6yab-sKux poaBixHocTen abo CyMHiBia Mk BEPCIaMM AHIAIRCHKOIO T8 YKPaTHCHKOIO MOBaMU NEpeBaxHy cuny
Mae BepCift aHrNIRCHKOI0 MOBOKD

Merck, S.L. - Espafia
Poligona Merek sin
03100 Mollet det Vallés (Bareelona)
Tel: £34.93.365,55.00

3093 )

Sociedad Unipersonal, Inscritt en o
Registro Mercanti] de Madrid, hoja n.”
M-438818. folio a.® 101, tomo n.° 24396,
archivo libto 0 0, seccian §,

inseripeidn 2

NF. DOgQ70195

Maria de Molina, 40

28006 Madrid




Batch Release Certificate / CepTudhikaT Bunyuwenoi Cepii
Certificate of GMP Compliance / CeptudikaTt signosigHocti GMP

Name of the Product: / GLUCOPHAGER®, film-coated tablets 1000 mg Ne30 (15x2) in blisters /

Hazea Mpoaykry: FNIOKODANK®, TabneTky, BrpuTi Nniskosoto o6onoHkaw, no 1000 mr Ne30 (15x2) y
Onicrepax

Material Code: / 3950840042 Batch Number Bulk: / E200039752

Homep Marepiany:
Batch Number Finished
Product: / Batch size (in packs): /

Homep Cepii in bulk:

Homep Cepil roTosoro E214409 Posmip Cepil (B ynakoskax): 27229

MPOLYKTY:

Manufacturing Date: / [laTa supobuulTaa: 27.06.2023

Expiry Date: / Tepmin npugarHocti: 31.05.2027

Importing Country: / Kpaina -Imrioptep: Ukraine/ YkpaiHa

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

Cwna pit / AKTUBHICTb: Opaxa Tabnerka MicTuTb 1000 Mr meTdopminy rigpoxsiopuay, sSkui
signosigae 780 mMr meTdopmiHy

Dosage Form: / Film-coated tablets 1000 mg/

Nikapcbka dopma; TabneTin, BKpUTI NNIBKOBOK 060M0HKOW, Mo 1000 Mr

Package Size and Type: / 15 tablets in blister; 2 blisters in carton box/

Po3Mip Ta TVN nakyeaHHA: 15 tabnetok y Bnictepi; 2 BnicTepn y KapTOHHIN KopobLi

Marketing Authorization Number: /

Homep PeectpauiftHoro {ToceigueHHs: UAI3934/01/03

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

Manufacturer, which is Responsible for Poligon Merck, 08100 Moliet de! Valles, (Barcelona), Spain

Batch Release: / No. 0308/

Hasea, Agpeca i Homep fiuensii BupoBuvka, Mepk, CJl, lcnaxla

KOTpWi Bunyckae cepito B ofir: Mpomaona Mepk, 08100 Monnet pene Bannec (bapcenoua), lcnanis
Ne 0308

Country of Origin: / Kpaina-supobHuk: Spain / lcnanls

Certification Statement: / 3anBa npo ceprudikaLijto;
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. /

Lium nigTeepaxy:o, WO BuMUig3asHadeHa iHdopmallisn € JoCToBIpHOK | TouHOW. [aHa cepis supobneHa, BIIOHaoun
yNakoBKy/MapKyBaHHA Ta KOHTPONb AKOCT, HAa BuUlesasHadeHi AinbHWUL | B NoBHIW BignosigrocTi 3 suMoramu GMP
nokaneHx KonTpomouux Opradis, a Takox 3i cneuudixalismu peecTpauifiHoro focke kpaiHu-imnoprepa ato [ocke
LOCTIKYBAHOG Nikapcbkoro 3acoBy. MpoTokonn BnpoBHYLITBE, YNakoBkv Ta axanisy Synu nepernsau
signogigricTs GMP,

Qualified Person Signature:/ Lucia Ripodas Valencia/ e
flianvc ynosHosaxeHo! ocobu: Thocis Pinogac BaneHcis ‘\w—w”” """"" —

Released Date: / [lata sunycky: 30.01.2024

| ot 30 (O, W
{00 T 'fo"u/w
AP Y e .
In the event of any discrepancies or doubt between English and Ukrainian language versi%@)\?ﬁ‘éﬁ‘ﬁnglrsh"fanguage version shall
provail. | Y pasi Byas-axu1x poaBikHOCTeN aB0 CyMHIBIB MK BEDCIAMI HITIINCLKOIO Ta YKpaiHCLKOI MOBaMIA neperaHy CUNy Mae Bepcia
aHrniicbKo MOBOIO.

Merck, S.L.. ~ Espaiia Sociedad Unipersenal, Inscrisa en ¢f
Poligonn Merck ¢/n Registro Mercantil de Madrid, hejan?
08100 Mollet de) Vailds (Barcelona) M-438818, folio n.2 161, tomo n® 24396,
Tel: +34.93.565.55.00 archivo likro 0% 0, seccion 8,

Fax, +34.93.544.00.00 nscripcién 2

WY G N.LF. BOSOTO198

Maria de Molina, 10
28006 Madrid



JNEPYKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npos. Ceitanunoi Hanif, 3, M.Kuis, 02099, Ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CIPIIOY 37078774

BHCHOBOK
Npo AKiCTH BBe3eHOro B YKpaiHy JIiKapchKoro 3aco0y
02.08.2024 Ne 37733/24/1011
T JTIOKOPAXK®

(afiMenyBaHHs JiKapcbkoro 3aco0y 3riHo 3 peecTpawiiiHiM NoCBiAeHHAM)
a6J1eTKH, BKPHTI IJIiBKOBOI0 000J10HK010, 11O 1000 mr, mo 15 tabuerox y 6icTepis no 2
GaicTepu y KapTOHHIl KOpoOui

((popma BuUMyCKy, 103yBaHHS, BUA NAKYBaHHA Nikapchkoro 3acoby)
Homep peecrpattiiinoro nocsiadens UA/3994/01/03 crpok aii peecrpattiittoro nocsinucuus 01.01 2099
Cepis nikapebicoro 3acoby Ne E214409 Kisbkicts BBeseHoro nikapebkoro sacoby 14040

Bupobiuk Mepx, CJ1, Icnanis

(HaiimenyBauHs BUpoGHIKa nikapebkoro 3acoly, KpaiHa TIOXODKEHHA)

Baeseno B Yipaity ToBapucTBO 3 00MEKEHOIO sianosinansuictio ""ACIHO VKPATHA",
inenT. won: 42274733

(maitvenyBpanms Ta koft 3a €JIPTIOY topumiHoi ocoGH aGo npizsuie, iM's, 10 GaTbioni izHuiol
0cOBH - MANpHEMIE, Ti Micue NpokuBaHHs Ta peecTpauiiinnii HoMep 06iK0BOT KApTIKH MIaTHHKA
noatkis afo cepist Ta HOMEP MacnopTa)

Mpotokoa Bisyaasuoro konrpomo sia 24.07.2024 Ne 2192/11.

3a  pesynpraTaMi  JIEPKABHOTO  KOHTPOJIO  BCTAHOBJCHO, 1HO nikapcbkuit  3aci6  peeseno B Yxpaiuy 3

)IOTpl/lMaHHﬂM BUMOT 3aKOHOAABCTBA 100 3a0e3neuerins KocTi NiKapcbKux 3aco0iB.

I LIy




