PARRC K

Batch Release Certificate / Ceptuthukar BoinywiedHol Cepin
Certificate of GMP Compliance { Ceptnbukar cootaercreus GMP

Name of the Product; / GLUCOPHAGE®, film-coatad tablets 850 mg Ne30 (15x2) in blisters /

HaumenopaHue Mponyxra: FTIOKO®AXK®, TabreTky, NOKPLITLIE NNSHOYHOM 000M04KOH, No 860 Mr Ne3D (15x2)
& 6nucrepax

Material Code: / Batch Numiber Bulk: /

Homep l\llawepma,:;a:i 3950910047 Homep Cepui in bulk: E200011923

Batch Number Finished . &\

Praduct: / E204875 Evdvasik by ame Y 31890

Homep Cepuis Ha ynaKkoske: p Cep Y -

Manufacturing Date: 7 jata npoussoperea:  30.08.2019

Expiry Date: J Cpox rogHocTy: 31.07.2024

Importing Country: f Crpana MmnopTep; Ukraine/ Ykpauna

Strength { Potency: / One tablet contains 850 mg of metformin hydrochloride which

corresponds to 662.90 mg of metformin!
Cuiia peiicteun / AKTUBHOCTD: Ognwa TabneTka conepkar 850 M METHOPMUHE THAPOXTIOPHA, KOTOPLIR

Dosage Form: !/

NaxapcraeqHan GopMa:

Package Size and Type: /

Tun v Paamep Ynakoaxw:

Marketing Autharization Number:
Homap Pemctpayuoiscro CaugereraCraa:
Name, Address and License Number of
Manufacturor, which Is Responsible for
Batch Release: /

HaumeHosarus, Anpec w Homep JiuueHawn
TponaBOAUTENA, KOTOPhIA BEITIYCKAET CEPUIG
8 oGpaleHue;

Country of Origin: / Crpana-
NPOUIBOAUTENL!

cooTsererayeT 662,90 Mr MeTdhopMuna

Flim-coated tablets 850 mg/

Tabnerku, NokpLITLIS NiNeHoYHoR oGonaukod, no 850 Mr
16 tablets in bllster; 2 biisters i carton box
15 vabnerox & Grivcrepe; 2 Grivetepa B Kaptokualk kopobike

UAJ3994/01/02

Merck, SL, Spain

Poligon Merck, 08100 Moltet del Valles, {Barcelons), Spain

No. 2857-E/

Mepk, CIl, Vicnauua

MpomaoHa Mepk, 08100 Monner aens Banned (Bapcenona), Micnanins
Ne¢ 2857-E

Spain / Menabua

Cerlifilcation Statement: / 3areneque o Ceprudukauum:

I hereby cerlify that the above information ls authentic and accurate. This batch of product has beest
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 spacifications in the Marketing
Authorization of the importing countyy or product specification file for Investigational Medicinal Products. The
hatch pracessing, packaging and analysls records were reviewed and found to.be In compllance with GMP. J

OTMM NOATEEPRAAIS, YTO BhilIEYKasaHHas WHOPMAUNS AENAGTCHA AOCTOREPHOA W TOUKOR. JI2HHEA CEpUR NpOWSEBAEHE,
BKIOUAS YNAKOBKY / MapKupoaky U XOHTPONb Ka4ectad, HAa YKA3EHHMOM BbILS YYSCTKE B NONHOM COOTBETCTBUM
TpeGoeariusamu GMP nokankisix Kowrponupyiownx Opratos, a Takke co cneyudmukalinamu PeructpatiMokore focke
crparsl-uMnopTepa WKk 00k WCCHEAYEMOr0 NeKapcTBeHHOrD CpeaCTaa. TIPOTOKONW NPOWIBOACTEE, YNAKOBKA W
aHanuaa Gbinu NEpPecMOTPEKE! M YCTAHOBNBKO ConTEETCTAME GMP,

Quatitied Person Signature: /
TMopnucs YnonHoMouexHoro finua

Released Date: /
JNara shinycka:

In the avent of any disaropancios or doubt batwesn English and Russiyi
prevall. /B cnyyae M0GLI PACKOMAGHUE i COMHBRUN MENAY BEpCUAMY

HMEET BEPCUA HA AHTIUACKOM HabIKe,
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MERUK

Certificate of Analysis / Cepruchmkat AHanusa

Name of the Product: /
HaumeroraHue Mpoaykra:

GLUCOPHAGE®, film-coated tablets B50 mg Na30 (15x2) in blisters /
FMIOKO®AXK®, Tabnersn, NOKPLITLIA NNEHOUHOH OGONOUKOR, 10850 Mr Ne30 (15x2) 8

Grnmcrepax

Packaging Batch Number: / E204875 Batch size {in packs): / 31 890
Homep Cepiu Ha ynakosxs: Paamep Cepuu (R ynakoskax):
Expiry Date: / 31.07.2024 Manufacturing Date: / 30.08.2019
Cpox rogroctu; faTs npoussoricrea:
Tests items/ Requirements / ' Result /
MoxasaTenu kavecTna Tpefosanun MKK Pesynutar
Appearance / White, circular, convex, film-coated tablets / Complies /
Onucanue TdGneTkir kpyrriol GopMs! ¢ ABOAKCBLIDYXIION CooTeercrayer

NOBEPXHOETHI0, DBNGro LiBeTA, NOKPLITLIE NNEHOYHON

GBon0uKoA .
Identification: / MaeHTuchukaLmn IR-spectrophotometry / MK-cnexrpachoToMeTpus Positive /

Metformin Hydrochioride /
Mevchopmuna Magpoxnopug

IR spectrum should be similar to rafserence
spactrum/

WK-cnexTp norrioleHna ncneiryemoro oBpasua acmkeH
COOTBETCTBOBATL UK-CrieKTPY CTanpapHoro ofipasua.

IonexvTenhHblA

Average mass / 854.3 - 844.3 mg / tablet / 897.89 mg / tablet/
Cpeanns macca 854,3 ~ 944 3wmr / Tatn. wr/ rabn,

Massz uniformity / Complies with Eur. Ph. Complles /
QOfHOPOQHOCTE MECCHI HonwHe coorserersosars TpeGosatuam Eap. dapm. CoorasTcrayer
Assay / Konwdecrserroe

onpesensHwe ] !

Metformin Hydrochloride / 807.5 - 892,56 mg / tablet (£ 5%) / 840.6 mg / tablet/
Merdopmuna Tunpoxnopun 807.5 - 882,5 wr { vabn. (£ 5%) Mr/ Tabn.
Dissolution / Not less than 76% (Q) at 45 min / CompliesinS1/
Pacreoperne He menee 75% (Q) uepes 45 muH Coorsercrayar Ha $1

Non-routine tests? !/ He pytusinbie Tects |

Related substances’/

OnpegengHue npmeceir’ HPLC 1 BoMx

Cyanoguanidine / Not more than 0.02%/ Not performed
Linauoryauaun He Gonee 0,02% He onpenenanm
Each other impurity / Not mora than 0.10% / Nat performed
fioBan Apyras npumecs He Gones 0,10% He onpegenanru
Total of impurities / Not more than 0.50% / Not performed
Cymma npumecait He Gonea 0,50% He onpegenanu

Dissolution Profiie (%) /
Mpoduns pacracperun (%)2

& mini 5 munyr

10 min7 10 muHyT
15 min/ 16 mMuHyT
25 min [ 25 mdRyT

.| Not less than 7% / He merse 7%

Not lass than 20% / He meree -20%
Not less than 30% / He meHee 30%

Not fess than 46% ¢ He meree 46%

Not performed

| He onpenenann

Not performad
He onpenenwin
Not performed
He onpsaensnu

i Not performed

He onpepsnanun

Microblological quality* ]
Mukpobuonoruieckas umcTora. |

Total aerobic microbial count Not more than 10* CFUIg | Not performed

(TAMC) ! OBluee uncrio aspobHeik | He Gonee 10° KOE /¢ He onpenenanu

MuKpooprasuaMoe (TAMC)

Total combined yeast { mouid Not more than 10* CFUIg/ Not performed

(TYMC) / O6wee uucno He Gonee 102 KOE /¢ He onpenensanu

APONCKEBLIX ¥ NNECHEBRIX rpnﬁoa

(TYMC)

E. Colti Absencein1g/ Not performed

Escherichia coli OrcyrorayeTB 11 . He onpenensnu
Merck, S.L. - Espaiis Snﬂ;ﬁ}i Uniperscnal. Insertn oh o
Poligono Merck s

08103 Motlot 4! Vall és (Barcelona)
Tel.: ¥34.8,565,65.00

Fox. +314.93.54.1,60.00
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it e Maiisi, 40
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PNARRCK
Certificate of Analysis / cepth:nxar Axanusa

Name of the Product:/  GLUCOPHAGES, film-coated tablets 550 mg Ne30 (15x2] In bilsters /
HaumeHosenve MNpoaykra:  IIIOKOOANE, TaBneTky, AOKPLITHIS NRGHONHOM oBonoukoi, no 850 mr Ne30 (15x2) b

. Brvcrepéx ;
Packaging Bateh Number: § E204875 Batch size {in packs): / 31890
Homep Capuit Ha ynakomke;- Paamep Cepnn (o ynakoskax):
Explry Date:/. 31.07.2024 Manufacturing Date: / 30.08,2018
Cpok rogHooT™: : Alara npouseoncTE:

-

1 The teatis poerformad on the request and at feavt once & year. | Ucmswanme nporoaat no 38RpOsy He MeHee 1 pasa B roa.

2 - Complete dlssol ution profile.[s performad In case of niotification of the manufacturing process / Mcnsmanun APOROAAT B
CAYUBE NPEATORBHAR, KEKAK-TIKGD YIURTTREHNBIX HIMEHRHWA B NPAUSAOACTRHHOM NPOLace

Released Date:.? ,qéfa Bbinycxa; ézas_zoZU Signature: / Mopnyick Stamp: { Nevars
Quality Assurance J OBecrisuehue Kayecrsa. .p,g g

_ Qualified Person | YnonHomouerHos suiio
© §,Conesa/C. Koneca P. Puque.{ N, Oy Y. Sarclg.) M. Taotna A. Andreu/A Anppey. L, Ripodas M1.Punogac

In the.avant of any discrepancios or-doyht, between English and Russlan (anguage versions, thorEnglishlauguag'o veraion shalf
[Provail. / B cnyuas Guix pAXOXIEHHN WNi CoMHEHmN MEXAY BEPCHAMK HA BHTANACKOM U PYCOKOM SIALIKAX RPEUMYINECTBERRYIO Wity
HMEBT BEPCHA Ha AHITHBICKOM FH3tIKe. , ' .

Merck, S.L, ~ Espaiin -

[
Socindid Unipersonel. innarits oa e)

Pollgoso Merck e /Rexitteo Metcuitl de Madrid. hajsn”

08100 Malles ol Valiés (Bureelons) 7 MBI, follo n 181, rmm‘:“}l)@d.

Tehedddvs s ds. M 7w -arehivd Tiliwo A B, paesibn &,

Fax. 434.93,344,00.00 i $7ipLi0n.2,

sowmerck s

™, NP, Bas0To18
i MAsia d Molina, 90
26005 Madril
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JEPXIUKCITY XKBA YKPATHH
JAEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCLKIHM OBJIACTI

npocnext Basepia JloGanosekkaro, 51, M. Kuig, 03110, Ten/thakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koa COPIIOY 37078774

BHCHOBOK
Opo 1KiCTh BBe3eHoro B Yxpainy aikapesioro 3acofy

28.07.2020 Ne 35253/20/14

TJIHOKO®WAJK®
(vokimenyBaRng nikapobkoro sacaby 3riano 5 PeacTpatiHHEM nocBimeiam)
TAGIETKH, BRPUTI ITIBKOBOIO 06010HK010, 0 850 M, 10 15 TabreToK ¥y 6uicrepi; o 2
Gaicrepn y kaprousiit kKopo6ii
(bopma punyexy, LUSYBANHS, BUX HAKyBaHHS MIKapChROrO 3acofy)

Homep peccrpaniiinoro nocnimenns UA/3994/01/02 CTpox AiT peectpaniiforo noceinuenns 20.08.2020
Cepin mikapcbkoro sacoby Ne E204875 Kinsxicts pneenoro aikapcskoro sacoby 31890

BupoGHmx Mepxk, CJI, Icnanis
(HaiimenysanHA RHpOSIMEKa AiKEPCLKOro 3acoly, KpalHa MOXOmKeHHS)

Baeseno B Ykpainy Tosapucrno 3 o6mexenoo sianosinamemicrio "ACIHO YKPATHA",
incuv. xon: 42274733
(naiimenysunHs Ta ko 33 €IPTIOY WOPUAHIROT 0coGH abo npizsuwice, iM's, 10 Garokost tiznanof

0Co6H - niunpremna, i Micue VIPONHBAHNA Td peeCTPatiinmi Homep 06ikonol K4PTKH NIATHHKG
nazatkis 460 cepis Ta nomep nucoopra)

Mporoxoa aisyantuoroe xourpoo sin 21.07.2020 Ne 2259/1.

3a  pesympTaramMu  AEPIKABHOTO KOHTPOIIO  BCTHHOBNEHO, wo nikapcukmii  3aci6  ppejeno s Vrpalny 3

AOTPHMAHHSAM BHMOT 3aK0HOARRCTHA LIOXO 3A6E3MEUCHES IKOCT] TiXapCHKAX 3ac06in.

3acTymmc HauaTEEKA CityxOu

(nocanona oeola oprany RePRADIOLY KORTPOMO)
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