JEPXXABHA CJOYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH Y KHIBCBKIN OBJACTI

npos. Ceitmnunoi Hanii, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIIOY 37078774

BHUCHOBOK
Npo AKiCTH BBe3eHOro B YKpainy JiKapchbKoro 3acody
28.08.2025 ' Ne 41275/25/1011
I'TIOKODAXK®

(safiMenyBaHHs JiKapchbKoro 3acoBy 3rifiHo 3 peecTpalifiHuM NMOCBIYCHHAM)
TabJeTKH, BKPUTI IUTIBKOBOIO 000J10HK010, Mo 1000 Mr mo 15 Taénerok y Guicrepi; no 2
GJaicrepu y KapToHHIill kopooui

(popma BuITyCKy, KO3YBAHHS, BHA IAKYBAHHS JTIKapCLKOro 3acofy)
Homep peecrpaiitroro nocsiguenns UA/3994/01/03 crpox mii peectpauiiinoro nocsimuenns 01.01.2099
Cepis nixapcexoro 3aco6y Ne E215715 KinskicTs BBe3eHOTO Nikapenkoro 3acoby 19032

Bupobuux Mepxk, CJI, Icnanis

(naiiMenyBants BUpoGHUKa Nikapcbkoro 3acoby, kpaiHa MOXoKeHHs)

Beeseno B Yxpainy Tosapucrso 3 oome:kenoro Bianosiganeuictio "ACIHO VKPAIHA",
imenr. xon: 42274733

(HaitMenyBaHHus Ta kox 3a EJIPTIOV ropunuunoi ocobn abo mpissuule, iM's, TI0 6aTbKOBI (HizHuHOT
0coBH - MignpHeMus, ii MicLie TPOXKUBAHHA Ta peecTpallifiHuii HoMep 06NiKOBOT KAPTKHU NIaTHHKA
rionatkis abo cepist Ta HOMep nacnopra)

Iporokon sizyansnoroe konrpomo six 22.08.2025 Ne 2657/6.

3a pe3ynbTaTaMu  JIEPXKABHOTO KOHTPONIO BCTAHOBICHO, IO Jikapchkuil 3aci6  BBesewo B Ykpainy 3

JOTPHMAHHSAM BUMOT 3aKOHOJABCTBA MO0 3a6e3MeeHHs AKOCTi TiKapChKUX 3acobiB.

Onera EPLOMEHKO

TOCOHTPOIO) (oinnuc) (iwirdany Ta 1pi3BHILE)




JTEPKABHA CIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIN OBJACTI

npos. Ceitnuunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3eHOr0 B YKPAiHy JikapcbKoro 3acody

28.07.2025 Ne 35383/25/10

I'TIOKO®DAK®

(aitMeryBaHHS TiKapChbKOro 3acofy 3rifHo 3 peecTpallifiHuM TOCBIIYEHHAM)
TabJIeTKH, BKPUTI IUIIBKOBOIO 060s10HK0K0, Mo 1000 Mr mo 15 Taénerok y Guricrepi; mo 2
GJiicTepH y KapTOHHIl Kopooui

(opMa BUNYCKY, AO3yBanHs, BUA NIaKyBaHHs Jikapchkoro 3acoby)
Homep peectpaniittioro nocsizuenns UA/3994/01/03 crpox mii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nixapcexoro saco6y Ne E215715 KinbkicTh BBE3€HOTO Nikapehkoro 3acoby 8424

BupobHux Mepk, CJI, Icnianis

(waliMenyBanis BUpoGHKKa NiKapcbKoro 3acofy, kpaiHa NOXOMKEHHH)

Baeseno B Ypainy ToBapucTBO 3 06MeskeHor0 BianopizansricTio "ACIHO YKPATHA",
inenr. xon: 42274733

(naitMeHyBaHs Ta ko 3a €JIPTIOY topuanunoi ocoGu aGo npissuie, iM', 1o 6athkosi BisuuHol
0co6H - mianpuemus, il Micle NpOXUBAHHSA Ta peecTpauilinnit Homep 061iKoBOT KapTKH rIATHHKA
nojiaTkie abo cepis Ta HOMep rnacropTa)

Iporoioi Bizyanbuoro koutposio sin 24.07.2025 Ne 2285/8.

3a pesynbTaTaMH  JICPXKABHOTO KOHTPOJIO BCTAHOBNEHO, IO JiiKkapchkuil 3aci6 BBeseno B VYkpainy 3

JOTPUMAHHAM BUMOT 3aKOHOJABCTBA IIO0 3a6e3reyenHs SKOCTi TiKapChbKHX 3aC00iB.

Osnvra CPLOMEHKO

RABNOEO KOWTRUINO) {ianie) (initiaas 12 gpisaitsn



Name of the Product: /

Certificate of Analysis / Ceptudikat AHanisy
GLUCOPHAGE®), film-coated tablets 1000 mg Ne30 (15x2) in blisters /

Hasea [Mpoaykry: FNIOKO®AXK®, Tabnetkn, skpuTi nniskosoro obonowkoio, ro 1000 mr Ne30 (15x2) y
Gnicrepax
Packaging Batch Number: / E215715 Batch size (in packs): / 27 456
Homep Cepil Ha ynakosui: Poawmip Cepii (B ynakoBkax):
Expiry Date: / Tepmin npupatHocti:  31.12.2027  Manufacturing Date: / [laTa 26.01.2024
BupobHULTEA:

Tests ltems/ Requirements / Result/
[NokasHukn AKOCTi Bumoru MKA PeaynbTtar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies /
Ornuc score line on both sides and “1000” engraved on Bianosigae

one side / TabneTku oBansHoi hopmMit 3 ABOONYKNO0

rIoBEpXHE), 6iNoro Konbopy, BKPUTI NMiBKOBOIO

"| oBonowkow, 3 puckoto 3 oB6ox Gokie Ta rpasipyBaHHsM

«1000» 3 ogHoro Boky
ldentification: / IgeHTudikadis IR-spectrophotometry / [4-cnexrpodhoTomeTpin Positive /
Metformin Hydrochloride / MNoautusrUA -
MeTdbopminy rinpoxnopugy IR spectrum should be similar to reference

spectrum / [4-cnekTp nornuHaHHsa sunpobysaHoro

3paska noeuHeH siarosigatu [H-cnekrpy craHpapTHOro

3paska
Average mass / 1018 - 1124 mgitablet / 1073 mg/tablet/
CepegHa maca 1018 — 1124 mr/vabn. mr/Taén.
Mass uniformity / According with Eur. Ph./ Complies /
QpHopigHICTL MacK MNoBuxHa BignosigaTy sBuMoram £sp. PapM. Bignosinae
Assay | KinbkicHe BU3Ha4eHHs
Metformin Hydrochloride / 950 - 1050 mg/tablet ( 5%) / 1006 mgltablet/
MeTchopMiHy rigpoxsiopuay 950 ~ 1050 mrfrabn. (£ 5%) mr/tabsn.

Dissolution / PosuynHeHHa

Not less than 75% (Q) at 45 min /
He meHwe 75% (Q) yepes 45 x8

Complies at $1/
Binnosigae Ha S1

Non-routine tests?/ He pyTuHHi Tectu!

Related substances'/
BuaHayeHHa AoMitok!
Cyanoguanidine /
LliavoryaHiguH

Each other impurity /
Byap-sika iHLUa fOMILUKa
Total of impurities /
Cyma gomitliox

HPLC / BEPX

Not more than 0.02% /
He 6inblwe 0,02%
Not more than 0.10% /
He Ginbuwe 0,10%
Not more than 0.50% /

Not performed
He Bu3navanocob
Not performed
He BusHayanocs
Not performed
He BuaHa4anoch

Dissolution Profile (%)?/ Mpodins

po3unHeHHs (%)?
5 min / 5 XxBUnNuH
10 min/ 10 xBynuH
15 min/ 15 xBunnH

25 min/ 25 XBunuH

He 6inbtue 0,50%

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

Not less than 60 % / He meHue 60 %

Not performed
He snaHavanock -
Not performed
He Bu3Ha4anoch
Not performed
He BusHavanocb
Not performed
He BuaHa4anoch

Subdivision of tablets®/
PoagineHHs TabneTtok®

According with Eur. Ph./
MNoswHHI BinnoinaTv sumoram €sp. Papm

Not performed
He Bu1aHavanoch

/£ {f ceo o V@fﬁ
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Certificate of Analysis / CepTudikat AHarisy
Name of the Product: / GLUCOPHAGER®, film-coated tablets 1000 mg Ne30 (15x2) in blisters /

Hasea MpopgykTy: FMIOKODAXK®, TabrieTky, BKPUTI NNiBkoso oGornoHkoto, no 1000 mr Ne30 (156x2) y
Bnicrepax

Packaging Batch Number: / E215715 Batch size (in packs): / 27 456

Homep Cepil Ha ynakosui: Poamip Cepil (B ynakoskax):

Expiry Date: / Tepwmin npugatrocti:  31.12,2027 Manufacturing Date: / Jata 26.01.2024

BUPOOHMLTEE:

Tests items/ Requirements / Resuit /

TMoka3HWKu SKOCTI Bumory MKA Pesynbrar

Microbiological quality®/

Mikpo6ionoriuua yucroTa

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

(TAMC) / 3aranbHa KinbKicTb He Ginbwe 102 KYO /1 . He BusHavanoch

aepobrnx mikpooprarismis (TAMC) )

Total combined yeast / mould Not more than 102 CFU/g / Not performed

(TYMC) / 3aranbHa KinbkicTo He Binblwe 102 KYO /'t He BusHavanocs

nniceHeBuX i apikgxosux rpubis

(TYMC)

E. Coli/ Absencein1g/ Not performed

Escherichia Coli BiacyTHicTb B 1 T He Br3Hayanoch

The test is performed on the request and at least once a year. / Bunpo6ysarHsi nipoBOARTE Ha 33T, He MeHwe 1 pasy B pik.
Complete dissolution profile is performed in case of modification of the manufacturing process / BuripoSysarHs npoBoAsTs y
BUNAAKY MPONO3ULIN ByAb-AKUX CYTTEBUX 3MIH Y BupoBHUYOMY Npouec.

The test is performed once a month / BunpobyeaxHsa nposoasTe 1 pas 8 pik.

Released Date / [JaTa sunycxy: 01.07.2024 Signature: / Nignuc Stamp: / Mevatxa

- Quality Assurance / 3a6e3neyeHHs SIKOCTi
Qualified Person / YnosHosaxeHa ocofa

L. Ripodas / [1. Pinogac  P. Dugue / 'l Qyxi Y. Garcia/l. Mapcia A. Andreu/ A. Augpey

T. Belmonte Carrascosa/ T. BensmonTe Kappackoca  Laura Suarez Penarrubia / flaypa Cvapec MNeHappy6is

[MERCK, 5.4

Dom. Soc. Maria de Molina, 40~ Madrid
Mollet del Valles {Bascelona)
e

Adepirist. Poligono Merck,

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version
shall prevail. / Y paai Byab-sikux po3bixkHocTed abo cymHiBiB Mik BepCiAmMY aHIMIACLKOID Ta YKPAIHCHKOID MOBaMy NepesaxHy cuny
Mae Bepcisi aHrNINCLKOI0 MOBOKO



Batch Release Certificate / Ceptudikat BunyuieHol Cepii
Certificate of GMP Compliance / Ceptucikar signosigHocti GMP

Name of the Product: / GLUCOPHAGE®), film-coated tablets 1000 mg Ne30 (15x2} in blisters /
Haaga MpopaykTy: [THIOKODAXK®, Tabnetku, BkpuTi nniBkoBoto 060noHkoio, no 1000 mr Ne30 (15x2) v
BnicTepax

Material Code: / Batch Number Bulk: /

Homep Matepiany: Q9505A0042 Homep Cepit in bulk: £200042512

Batch Number Finished

Product: / Batch size (in packs): /

Homep Cepii rotosoro E215715 Poamip Cepii (8 ynakoskax): 27 498

NPOZYKTY:

Manufacturing Date: / JaTa supoBHuyrsea: 26.01.2024

Expiry Date: / Tepmin npuaatHocTi: 31.12.2027

Importing Country: / Kpaina -ImnopTtep: Ukraine/ Yxpaina

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

Cuna gil / AKTUBHICTb. OpHa TabneTtka mictute 1000 Mr meThopMminy rinpoxnopuay, fxui
signosigae 780 mMr MeThOpPMiHY

Dosage Form: / Film-coated tablets 1000 mg/

Nikapcora dopma: TaGneTku, BkpuTi NniskoBoo obonoxkot, 1o 1000 mr

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

Po3Mip Ta TUM NaKkyBaHHA: 15 rabnetok y Gnictepi; 2 Bnictepy y kKapTOHHIN KOpoBL

Marketing Authorization Number: /

Homep Peectpauiiiroro Foceinuents: UARIF4I010S

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

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

Batch Release: / No. 0308/ :

Hassa, Aapeca | Homep Niuensii Bupobruka, Mepk, CJl, lcnatia

KOTpwit BUNYCKae cepito B obir: NpomaoHa Mepk, 08100 Monret pene Bannec (Bapcenona), Icnauis
Ne 0308

Country of Origin: / Kpaita-supobHuk: Spain / Icnanla

Certification Statement: / 3asBa npo cepTudpikadlio:

| herehy 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. /

LM niaTeepmiyto, IO BUle3asHadeda iHopmaLlis ¢ [OCTOBIPHOW | TOUHOW, [laHa cepis supobnena, BKNIONaYM
yraKosKy/MapKyBaHHS Ta KOHTPONb AKOCTI, Ha BULLE3A3HaUEeHIR ninbHWW | 8 NosHilt Bignosigrocti 3 Bumoramu GMP
nokansHYX KosTponioiounx Oprawis, @ Takox 3i cneumdikalismy peecTpauitHoro aocke kpainuw-imnoprepa abo Hocke
AOCCRigXyBaHOro nikapcbkoro 3acoBy. MpoTokonu BupoBrULTBa, ynakosky Ta aHanisy Gynu rneperngnyTi | BCTaHoBneHa

signosigHicTe GMP. \
Qualified Person Signature: Laura Suarez Penarrubia/ ﬁ \.\& H‘[,ﬁ,@w
JNaypa Cyapec Menappybis e : UN
Ninnuc ynoeHosaxeHo! ocobn: MERCK, S.L. ) YK

Released Date: / [lata snnycky: 01.07.2024 Do, Soc.: Maria de Moling, 40 - Madrid
Administ. Poligono Merck, Mollet del Valles {Barcelona)

In the event of any discrepancies or doubt between English and Ukrainian language vérsions, the English language version shall
prevail. / Y pasi 6yab-akux po3BixHocTei aBo CymHiBiB MiX BEPCIAMY aHTITIACLKOIO Ta YKPATHCLKOIO MOBaMI NEPesakHy Cuity Mae sepcia
AHFNIACLKOI0 MOBOIO
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