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Merck Sante s.a.s.
Production Center Semoy
2 rue du pressoir ve
45400 Semoy | France
+33 (0)2 38 61 84 24

Batch Release Certificate / CeptuchukaT BhinylueHHoR Cepun
Certificate of GMP Compliance / Ceprudukar cootsercrang GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 {10x3) in blisters /
Haumenosanue Mpogykra: TTIOKODAK XR, TabneTku NPONOHIMPOBAHHOMO AeHCTBUR No 1000 Mr N30 (10x3) B
Snucrepax
Finished Code: / 3.95177.0070 Manufacturing Date: / 14.09.2020
Homep Koneuxoro Mpogyxkra; faTa npoussoncrea:
Batch Number: / YK0081 End of packaging date: / 11.11.2020
Homep Cepun: Hara saseplieHns yrnakosku:
Bulk Code: / 3.03078.0001 Expiry Date: / Cpok rogrocru: 08,2023
Howmep Fpoayxra in bulk:
Bulk Batch Number: / GOOPN2 Batch size (in boxes): / 16 270
Homep Cepun NpogykTa in bulk: Pasmep Cepun (B YNakoB«ax):
Importing Country: f Crpana Wmnoprep: Ukraine/ Ykpauna
Strength / Potency: / One tablet contains 1000 myg of metformin hydrochloride /
Cuna gefcTeus / AKTUBHOCTL: Onna Tabnerka cogepxut 1000 mr METCDOPMUHA MMAD OXIIopug,
Dosage Form: / Prolonged release tablets 1000 mg/
NexapcreenHan ®opMa: TabneTki NPONoKHIMPoOBRaHHoro Retctays no 1000 mr
Package Size and Type: / 10 tablets in blister; 3 blisters in carton box/
Tvn 1 Paamep Ynakosku: 10 rabneTak 8 6nucTepe; 3 BrvcTepa 8 KAPTOHHOM Kopobxe
Marketing Authorization Number: /
Homep Pervetpaumontoro Ceupetensersa: HAR94m2I02
Name, Address and Authorization Number of Merck Sante, France
Manufacturer, which is Responsible for Batch 2 rue du Pressoir Vert, 45400 Semoy, France
Release: / No. M 191169
. Haumenoeanue, Anpec u Homep Muyenzum Mepk, CaHTe, ©panums
" Mpoussonurens, KOTODBIA BLINYCKAET Ccepiio B 2 pio mio Tpeccyap Bep, 45400 Cemya, dpanims
cbpauieHue: Ne M 19/189
Country of Origin: / Crpana-npoussoauTens: France / ®panyus

Certification Statement: / 3anenenne o Ceprudukaymu:

I hereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including packaging / Iabeling and quality control at the ahove mentioned site (s) in full compliance
with the GMP requirements of the [ocai Regulatory Authority and with the specifications in the WMarketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. /

3THM NoATEEePXAAN, YTO BhilleykasaHHasn uHpOPMaLmMa SBNReTCA AOCTOREPHON M TO4HOA. [lakkas cepus npousseseHa,
BENIOHaR ynakoBKky / MapkwpoEKy # KOHTPOMs KAHeCTBa, Ha YKA3aWHOM BbilUE YYECTKE B NONHOM COOTBETCTRUM ¢
TpebosanusMn GMP nokanbhsix KonTponupyiowinx Opratos, a Tawxe co CneundUKaLIMAMU PervcTpayonyoro Hocse
CTpaHbl-nMnopTepa. NpoTokons! npouaagacTea, YNAKOBKW 1 aHasm3a GbiNK NepecMoTpeHs | YCTaHOBMEHO COOTBETCTRME
GMP.

Person authorizing the batch release: /
Juyo, paspewaiciyes seinyck cepuu;

Name: / ,—-"‘7,‘,_‘,"_*.;.». - Site: / Semoy /
hamunya: -/i . 4314 H—,‘;*’— A ) Mnowagka: Cemya
Position: /" {_ A~ Signature: /

Homxro rﬁjﬂ_,ﬁ,—»—ﬂ“‘“ﬁ'@ l,‘{&, F‘j‘-]. 7{] ‘ﬂ'ﬁ _,.’;; Moanuce:

Date::.?..‘ BT / ok o ¥ b B8 S £ -/’/__.

Rara: N0 BT e
—ded foged = Bt I 2T i
SHAHIFTED PERSON
In the event of any discrepancies or doubt between English and Russian language versions, the English language version shall
prevail. [ ‘
B cnyuae nioBuix pacxompennit HRM comHaHMA MEXAY HEPCUAMM HA AHTNIMACKOM K DYCCKOM A3bikax NPEMMYLLICCTBEHHYIO CUNY MMeaT
BEPCUA HA AHIMUIRCKOM A3bIKe, s

f;ﬁé/f/ %ila /75/ 107 A0R
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Merck Sante s.a.s.

Production Center Semo
2 rue du pressoir ver
45400 Semoy | France|
+33 (0)2 38 61 84 24

Certificate of Analysis / Ceprucurar AHanunsa

Name of the Product: /
HauwmeHoBanue Mpogykra;

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 {10x3) in blisters /
TTIIOKODANK XR, TabneTku nponoHrnposanHoro AskcTens no 1000 mr Ne30 (10x3) &

SnvcTepax

Article Code: { 3.95177.0070 Manufacturing Date: / 14.09.2020
Homep Npoaykra: lara npouseoacrea:
Batch Number: / Homep Cepun: YK0081 Expiry Date: / Cpok rogHocTy: 08.2023
Bulk Batch Number: / GOOPN2 Batch size (in boxes): / 16 270
Homep Cepun Npogykra in bulk; Pasmep Cepuu (8 ynakoskax):
Tests / Release-Specification { Results /
MokasaTenu Cneundukauys Npu BLINYCKE CEpUm PesynsTats
Appearance / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onucanne debossed with 1000’ on one face and ‘MERCK’ on CooTsetcreyer

the other / Benbie unu noyTv Benwie, kancynosmgHOM

(hOpMbi, JECAKOBBINYKNLIE TAGNETKY, C rPABUPOBKO

«1000» Ha opHOW cTOpoHe M « MERCK» Ha apyroi

cTopoHe
tdentification: | UgeHTucbnkagyus IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochioride / WK-cnekTp norniollienvn Ha xpomaTorpamme CooTteeTcrayer

MeTdhopmuna Miapoxnopus,

MCNLITYEMOro pacyBopa 4OrmKeH COOTBeTCTBORAaTh
CNEKTRY NOrNoieHWs CTaHfapTHOro pacTaopa

Assay / KonuuecTseHHoe
onpegenexue

Metformin Hydrochloride 7
MeTthopmuna Mnpoxnopuy

950 ~ 1050 mg / tabiet /
950 — 1050 mr / Tabn.

980.3 mg / tablet/
mr / Tabn.

Related substances (HPLC)/
OnpepeneHye YMcToThl (BINHX)
Cyanoguanidine /

UnanoryaHmwpun

Other single impurity /

MoBan gpyras equHKYHEs Npmecs
Total of impurities /

Cymma npumecei

=0.02%
£0.1%

20.5%

<0.02%

Conforms <= 0.1%/
CooTtBercrayer <=0,1%
<01 %

Uniformity of dosage unit/
OnHopoaHoCTE [02UpoBaHHbLIX
eaAuHIMLY

Conforms to Ph. Eur, 2.9.40 /
Honxen cooTeeTcTRORATE TREGOBAHMAM Esp. dapm.
2.9.40

Conforms /
CooTseTcTayer

Average mass / 1377 - 1522 mg / 1448.0 mg i mr
Cpegnnas macca 1377 = 1622 war
Loss on drying / 23% ) 1.6%
MoTeps B Macce npu BuICyLLIMBAHUY
Dissolution/ 20 - 40% dissolved at 1 hour / 27%
Pacreoperue 20— 40% pacrBopseTcs yepes 1 yac

45 — 65% dissolved at 3 hours / 52%

45 — 85% pacTeopreTes vepes 3 vaca

NLT 80% dissolved at 10 hours / 89%

He meHee 80% pactsopsetcs yepes 10 yacos

Microbial purity® /
MukpoGuonorieckas uncrora 1

In 1 g of preparation contain: /

B 1 r npenapara somuHo copepkarses:
TAMC - not more than 10° CFU/g /
TAMC - ve Goree 108 KOE /1

TYMC - not more than 102 CFU/g
TYMC - He Gonee 102 KOE / r
Absence of E. Coliin1g/
OtcyTeTBre Escherichia coli

Not tested /
He onpegenanu
Not tested /
He cnpeaenanu
Not tested /
He onpepenanu

The test is performed by sampling method (exch the 107 batch)
CEpMM KN HA DAHOA CEPYM B TOAY NO METOAY BLIBOPOUHOTO KOHTPGRS,

Pl

or ong batch per year. / Tect nposoguTea Ha Kawaoh 10-i




PARRCIK
Merck Sante s.a.s.
Production Center Semoy
2 rue du pressoir vert
45400 Semoy | France)
+33 (0)2 38 61 84 24

Certificate of Analysis / CepTtucpukaT AHanusa

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /

Haumerosakue Mpoaykra: - TTIICKO®AX XR, TabneTiu NPONOHrMposaHHore aelcTana no 1000 mr Ne30 (4 0x3) 8
' Enuctepax

Article Code: / 3.95177.0070 Manufacturing Date: / 14.09.2020

Homep MNpogykra; ‘ Jara npouasoacrsa;

Batch Number: / Homep Cepuu: YK0081 Expiry Date: / Cpox rogrocTy: 08.2023

Bulk Batch Number: / GOOPN2 Batch size {in boxes): / 16 270

Howmep Cepuu Mpoaykra in bulk: Pasmep Cepuu (8 ynakoskax):

Name: J Dr. Kaeppler /

Damunus: Op. Kennnep

Position; / Quality Control Manager /

HomxHocTb: Menemxep Kontpons Kauecrsa

Person authorizing the batch release: /
Tuue, paspewaioiee eoinyck cepum:

Name; / Site: / Semoy /
Pamunus; g,};RA “TInowanka; Cemya
Posiﬁon: / . T M Signature: f
[omxHocTs: 7N, 203 S—_Dongues:

Date of Sig natyra: : N T //ﬂ‘{‘ .

Hara nopnuch: fr‘//

ED-PERSON

In the event of any discrepancies or doubf between English and Russian language versions, the English language version shall
prevail.-/

B cnyyae niobbix PECXOMAEHHA MM COMHEHII MENAY BEPCHMAMU Ha AHIMMECKOM U PYCCKOM sasiKax NPEAMYLLIECTBEHHYI} CMNY UMeeT
BEPCUR Ha BHIMWACKOM RabiKe,




A5

AEPXKABHA CJIYIKBA 3 JIIKAPCLI{I./J.[X 3ACOBIB TA KOHTPOUIIO 3A

HAPKOTHKAMU Y KHIBCBKIH OBJIACTI

pocnekr Banepis ﬂoﬁaﬁoncmcoro, 51, m. Kuip, 031 10, ren/taxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,htt s://www . dls. ov.ua, Kog €IPT1I0Y 37078774

BHCHOBOK
PO sKicTh BBezenoro p Yxpainy nika PCLKOro 3acofy

05.02.2021 Ne 3178/21/10

T i JOHTOBanOT A o 1000 MI5 110 10 Tabaerox Y Ouicrepi; ng 3 Guicrepu y
Kapronuiii kopoguj
(hopan BHIYCKY, A0synaig, pug 8Ky DA Rikapenkoro 3acofy)

Homep pecerpaniisuoro nocninuennn UA/3 994/02/02 CTPOK 1ii peectpayiiinoro nocsinvenns 01.01,.2099

Cepin nikapenkoro sacely Mo YK0081 Kisibxicts sreseroro nikaperkoro sacoby 16270

BupaGum Mepx Canre, @ aHIix

(vaitvenypanyy BHPOOIHKA nikaperkoro 3acoby,

Kpaika ROXOJCKer)

Bieseno p Ypainy Tonapuerso 3 obMesxkenor Bl',mmﬁiamlmﬁ(:’rm "ACIHO YKPAfHA",

IeHT. Koy 42274733

(nativenysarg 1o K04 3a €APIIOY OPHLIY 0]

ocoby afo Mpianmine, ivm's, 1o Garrosi Gisnyugy

0co0u - ninnpuesy, §j Micue lpOkHBanug T PeecTpaiinmi HoMep oGnikonof KADTRHY NMaTHng,

nonarkis ao cepis ra HoMep nacriopra)

Mporoxoen sisyamnuore Kowrponio sin 29.01,2021 n 0208/1.

3a Pe3ymsTatamy Bepikasnore KCHTpOmo Beranonieno, o NIKAPChIcH 3acif  mpeseno g Yxpainy

NCT NiKapenkux 3acobip.

AoTp llMﬂllHﬁM.ﬁHMgr 3akononancTea woyg 3abesneuenny sy
R i

330'1‘}4}11]3}{‘I‘Iat;léU[I')I»I‘HICa(CJ!Iy N Onexciit COJIOJTP AL
(nocano glog_r‘a}gyglcékciﬁ';ijioi Cminiic) (inittiany ma upisnHe)
MLII,
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Merck Sante s.a.s.

Production Center Sernoy,
2 rue du pressoir ve
45400 Semoay | Franc

+33 (0)2 38 61 84 24

Batch Release Certificate ¢ Ceprudukar Beinywenron Cepun
Certificate of GMP Compliance / CepTudmkar coorsetcreus GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1006 mg N230 (10x3) in blisters /

Hanmenosawue Mpopyxra: FIKOKODAXK XR, tabnetku MPONOHIMPORAHHOro RefcTBMA NO 1000 Mr Ne30 (10x3) 8
Bnucrepax

Finished Code; / 3.95177.0070 Manufacturing Date: / 15.09.2020

Homep Koweuworo Mpopykra: fara npovasoscrea:

Batch Number: / YK0082 End of packaging date: / 12.11.2020

Homep Cepuu: Rara saeepluenus ynakoski:

Bulk Code: / 3.03078.0001 Expiry Date: / Cpox roOAHOCTH: 08.2023

Howmep Mpoayxra in bulk:

Bulk Batch Number: / GOOPN3 Batch size (in boxes): / 16 200

Homep Cepuu Mpoaykra in bulk: Pasmep Cepwn (s ynakosxax):

Importing Country: / Crpana Umnoprep: Ukraine/ Yxpauna

Strength / Potency: / g One tablet contains 1000 mg of metformin hydrochloride /

Cuna pencTens / AKTMBHOCTD: Oana Tabnetka conepxur 1000 mr metdopmura mapexnopua

Dosage Form: / Prolonged release tablets 1000 mg/

NexapcrsexHan Gdopma: Tabnerxku NPONOHMMPOBAMKOro [eRcTBUS o 1000 mr

Package Size and Type: | 10 tablets in blister; 3 blisters in carton box /

Tun u Pasmep Ynakosku: 10 raGnetok B 6nuctepe; 3 6nucrepa s kapToxHon kopobke

Marketing Authorization Number: /

Homep Perucrpauymonroro Cengerenscrea: UA/3994/02/02

Name, Address and Authorization Number of Merck Sante, France

Manufacturer, which is Responsible for Batch 2 rue du Pressoir Vert, 45400 Semoy, France

Release: / . No. M 19/189

HaumerosaHue, Anpec u Homep Tinuensun Mepk, Canre, DOpanyun

MNpoussogurens, KOTOPLIA BeINyCKAET capuio B 2 pio aw MNpeccyap Bep, 45400 Cemya, Opanius

obpawenme; Ne M 19/169

Country of Origin: / CTpaHa-nponssouTens: France / ®panyun

Certification Statement: / 3assnenne o Ceprucbukaymu:

| hereby certify that the above information Is authentic and accurate. Thisg batch of product has bean
manufactured, Including packaging / labeling and quality control at the above mentioned site (s) in full compliance
with the GMP requirements of the lecal Regulatory Authority and with the specifications in the Marketing
Authorization of the Importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP,

3TUM noaTeepxaalo, yTo BbllweykasaHHan undopmaums senseTcs AOCCTOBEPHOM W ToNHOR. [laHHan cepus npoussegena,
BKNiovan ynakosky / Mapkrposky w KOHTPONb Ka4ecTBa, Ha ykajaHHOM Bbiwe yHaCTKe 8 NONHOM COOTBETCTBMK ¢
TpebosaHnamu GMP noxanbHbix KomTponupyiounx CpraHos, a Takxe co cneuntburaLmsmy Perucrpauvonnoro Hocwe
CTPaHsl-uMnopTepa. MNpoTokon NPOUIBOACTBA, YNAKOBKYU ¥ 8HANU3a Bein NEPECMOTPEHD! U YCTAHOBNEHO COUTBATCTRME
GMP.

Person authorizing the batch release: /
Nuyo, paspewawee BbINYCK cepuu;

Name: / . . 2770 Sites ! Semoy /
damunus; 7 »?é’g@ TH 1 yd Mnowaaxa: Cemya
Position: / -~ b= ‘ ) Signature: /

Romxwocts: /- ;“'7 71 81’ T (7> Noanucs:
Date: I{,/’ »—/'; . 5;.,:"(5}“‘ . f,,,

o [

{ w/"
Rara: ~L EERQA!
QUALIFIED PERSON
In the event of any discrepancles or doubt between English and Russian language versions, the English language version shall
prevall. / e
B cnyvae niobuix PACXOKAECHUA MK COMHBHUN MeXay BepCUAMU HB AHINMUCKOM 1 pg@cxou A3bikax npenMyecTeentyio cnny nmeet
BEPCUR HA BHTAMCKOM AabiKe. ol e

Page 1/1
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Merck Sante s.a.5.
Production Center Semo
2 rue du pressoir ve

45400 Semoy | Franceo
+33(0)2 3861 84 24

Batch Release Certificate / CeprudukaT Boinyuwiennoin Cepun

Certlficate of GMP Compliance

! Ceprudpukar coorsetcraus GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1600 mg Ne30 (10x3) in blisters /

Havnmenosanue Mponykra: FAIOKODAX XR, tabneTku NPONOKMPOBAKHOrO ReitcTBA NO 1000 Mr Na30 {10x3) 8
Bnucrepax

Finished Code: / 3.95177.0070 Manufacturing Date: / 15.09.2020

Homep Koneuworo Mpopykra: Aara npowasogcrea:

Batch Number: / YK0082 End of packaging date: / 12.11.2020

Howmep Cepuu: fara sasepiienun ynakosiu:

Bulk Code: / 3.03078.0001 Expiry Date: / Cpok rogroctu: 08.2023

Homep Npoay«kra in bulk:

Bulk Batch Number: / GOOPN3 Batch size (in boxes): / 16 200

Homep Cepru Mpoaykra in bulk:
Importing Country: / Crpana Umnoprep:

Strength / Potency: /

Cuna peRcTBns / AKTUBHOCTD:

Dosage Form: /

JlekapcraenHan Gopma:

Package Size and Type: !

Tun v Pasmep Ynakosku:

Marketing Authorization Number: /

Howmep Perucrpaysmonroro Ceugerenscrsa:
Name, Address and Authorization Number of
Manufacturer, which is Responsible for Batch
Release: /

Haumerosaiue, Agpec u Homep Nuuyeraun
Npoussopurens, kotopeiia BbINYCK3ET Capmio B
obpawenus:

Country of Origin: / Ctpana-npouasoauTens:

Certification Statement: / 3asenenve o Cepruchiukaum:

I hereby certify that the above information is authentic

Pasmep Cepuu (8 ynakoskax);
Ukraine/ YkpasHa

One tablet contains 1000 mg of metformin hydrochloride /
Oawa rabnerxa cogepxur 1000 mMr metopmnna rmapoxnopug
Prolonged release tablets 1000 mg/

TabneTku nponoHruposaniioro AecTBUS no 1000 mr

10 tablets in biister; 3 blisters in carton box /

10 Tabnetox B Snuctepe; 3 6nucrepa 8 kapronkoi Kopobxe

UA/3994/02/02

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. M 19/169

Mepxk, Canre, opatiyus
2 pio o Npeceyap Bep,
Ne M 159/169

France / ®paHuun

45400 Cemya, ®patymus

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
Authorization of the im
found to be in compliance with GMP, /

3Tum noaTBepxAal0, 4To B8bllUeyKasaHHas unqnopmaum ABNRAETCA

BKMKOMAR YNaKkoBKy / Mapkvposky
TpebosaHmaMu GMP rioxansHbix

Person authorizing the batch release; /
Nuyo, Paspewaiowee suinyck cepun;

Name: / 5 e TE AR
Damunus: ) «;P-»? R N,/
Position: / AT ‘[\J‘v )
RonxmHocTte: /L~ > n 5! NI oo
Date:/ .~ "’; ot ,/’,Kjﬁﬂ P

QUATIFIED PERSCN

the local Regulatory Authority and with the specifications in the Marketing
porting country. The batch processing, packaging and analysis records were reviewed and

Site: / Semoy /
Mnowanka: Cemya
Signature: /

Noanwucs:

In the event of any discrepancies or doubt between Engiish and Russian language versions, the English language version shall

prevail. /

B cnydse nobuix pacxomgerun nnu COMHEHVA MEXAY BEDCHIMU HA AHINUACKOM 1 PYGCKOM A3biKax NPEUMYWECTBEHHYIO CHIy HmeeT

FEPTUR Ha BHTAMICKOM RILIKE .

Page 1/1




Merck Sante s.a.5.
Production Center Semoy|
2 rue du pressolr ve
45400 Semoy | France

+33(0)2 386184 24;‘

Certificate of Analysis / Ceptudukar AHanuza

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Na30 (10x3) in blisters /
HaumerosaHue Npoaykra: FMIOKO®AX XR, TabneTrn NPONCHIMPOBAHHOIO RercTBUS No 1000 mr Ne30 (10x3) a
6nucrepax
Article Code: / 3.95177.0070 Manufacturing Date: / 15.09.2020
Homep Mpogyxra: Lava npowssoacrea:
Batch Number: / Homep Cepuu: YK0082 Expiry Date: / Cpok rogHocT: 08.2023
Bulk Batch Number; / GOOPN3 Batch size (in boxes): / 16 200
Homep Cepun IMpoayxra in bulk: Pasmep Cepuu (8 ynaxkoskax):
Tests / Release-Specification / Results / |
MNokasarenn Cneyndmkayns npu oinyexe cepwm | Pesynorare .‘
Appearance / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onucarne | debossed with ‘4000 on one face and ‘MERCK' on Cooteercrayer !
the other / Bensie uru nowry Senvie, KancynoBnaHOR
hopMb!, ABOSIKOBLINYKSTbIE Tabnerku, ¢ rpasupoekoi
«1000» Ha o4O CTopOHE U « MERCK» Ha Apyron ‘ ‘
CTopoHe b e
Identification: / Upentudukayus IR spectrum complies with reference spectrum / Conforms / T
Metformin Hydrochioride / UK-cnexTp nornowerus Ha XpomaTtorpamme Coorsetcrayer
MeThopmuna Mapoxnopug UCNLITYEMOrO PacTBOpa AOMKEH COOTBETCTBOBATL
CNEKTPY NOMMOWEHUS CTAKAAPTHORO pacTaopa
Assay / Konuuecrsentoe
onpegenenne .
Metformin Hydrochloride / 950 - 1050 mg / tablet / i 984.8 mg / tablet/
Metdopmuna Mapoxnopus 850 — 1050 mr / Tabn. |.Mr/vabn
Related substances (HPLC)/ :
Onpepnenenve uucToTw (B3MX)
Cyanoguanidine / £0.02% <0.02%
Uuanoryamugun i
Other single impurity / $0.1% Conforms <=0.1%/ !
Mobas apyras eguHuanas npumMecs CoorseTcrayer <=0 1% |
Total of impurities / $0.5% <0.1% |
Cywmma npumecei ] - ! - |
Uniformity of dosage unit/ Conforms to Ph. Eur. 2.9.40 / | Conforms /
OAHOROAHOCTD RO3UPOBAHHIX fonxer cooteTcisosate Tpebosanusm Eap, dapm, CootseTtcrayer
_eAuHuL 2.9.40
Average mass / 1377 - 1522 mg / 14514 mg i wmr
|_Cpenyns macca 1877 = 1522 wr B
. Loss on drying 7] £ 3% 1.8%
| NoTeps & macce npu BbICYWABEHMM X e
i Dissolution / 20 - 40% dissolved at 1 hour / 27%
Pacrsopenne 20 — 40% pactsopreTcs vepes 1 wac
i 45 - 65% dissolved at 3 hours / 51%
| 45 ~ 65% pacTsopseTcs Yepes 3 vaca
| NLT 80% dissolved at 10 hours / 88%
| ] He meHee 80% pacrsopseTcs uepes 10 vacos
| Microbial purity'/ in 1 g of preparation contain: /
Mukpobuonormieckan uucrora ! B 1 rnpenapara A0NXHO COASPKATLCS:
’ TAMC - not more than 103 CFulg ! Not tested /
TAMC - He Gonee 10° KOE /1 He onpegensinu
l TYMC - not more than 102 CFuig/ Not tested /
1 TYMC - ne 6onee 102 KOE /1 He onpegensing
Absence of E. Coliin 1 gl Not tested /
Oreyreraue Escherichia coli He onpenensinu
1

The test is performed by sampling method (cach the 10® batch} or one batch per year, / ,Tec} TIPOBOAUTCA Ha kax o 10-14
CEpHIt MM HA OAHOW CEpMM B rGY NO MeTOAY a6if0poHOro xOHTpONS.

Page 1/1
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Certificate of Analysis / CepTucukar Ananusa

Name of the Product: / GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /

Haumenosaxue Npoayxra: FMIOKODAXK XR, Tabnetiu NPONOHIUPOBAKHOTO ABUCTBMA NO 1000 Mmr No3( (10x2) p
GrmcTepax

Article Code: / 3.95177.0070 Manufacturing Date: / 15.09.2020

Homep Mpopykra: Hara npousaoacrsa:

Batch Number: / Homep Cepun; YK0082 Expiry Data: / Cpox rogrocTv 08.2023

Bulk Batch Number: / GOOPN3 Batch size (in boxes): / 16 200

Homep Cepuu Mpoayxra in bulk: Pasmep Cepun (8 yrakosrax)

Name: / Dr. Kaeppler/

damunua: Ap. Kennnep

Position: / Quality Control Manager /

HornskHocTe: Menepxep Kontpons Kauectsa

Person authorizing the batch release: /
Nuye, paspewaiowee BLINYCK cepuu:

Name: / Site: / Semoy /
damunua: Mnowagka: Cemya
Position: / S ~Signature: /
RonxHocTs: VY, Noanuce:

Date of Signature: 7/
fara nO!qnmcm;:.'i » A

in the event of any discrepancies or doubt between English and Russian language versions, the English fanguage vargion ol
prevail. /

3] chyqae modwix PaCXOHMIEHAA W COMHENR MEMUY BLPCHNAMM HA dnl NIMUCKOM 1 PYCCROM S iaikE X PREnMy e T B ey Gy aace |
BOPCUA HA AHTTIUACKOM RILIKE .
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HEPXJIIKCITYXXBA
HEPKABHA CJIYKEBA 3 JIIKAPCI:KI{!X 3ACQBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KUiBCHKIN OBJIACTI

npocnekT Banepis Jlo6anosewkoro, 51, M. Kwis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox E€IPTIOY 37078774

BUCHOBOK

1Npo AKicTbL BBE3eHOro B Ykpainy aikapcskoro 3acoby

05.02.2021 Ne 3179/21/10

MNIIOKO®AXK XR

(nakiMenyBsauHs TikapcLkoro 3acoly 3riaHo 3 peecTpaiiinum MOCHITHCHHAM)
TabJeTRA npostonroBanoi it no 1000 mr; mo 10 Tabuerok y 6aicrepi; o 3 Ouicrepu y
KapToHHiit Kopobui
(dopma sunycky, nozysanns, sug NAKYBAHHA NKAPCLKOTO 3acoby)

Homep peectpaniiinoro nocsimenns UA/3994/02/02 CTPOK il peecTpauittioro nocsinuensns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne YK0082 KinpkicTs BBE3EHOIO NiKapcLkoro 3acoby 16200
BupoGunk Mepx Caure, ®pannis
(allmenynanng supo6unka AiKapchKoro 3acoby, KpaiHa NOX0KeHH )
Baeaeno & Vipainy Torapucrno 3 o6Mmesenoro rignosinannnicrso "ACTHO YKPAIHA",
inenT. kox: 42274733

(HaitmenyBanns Ta koa 3a CJIPTIOY 1oprIIUHOT 0co6H 860 npissume, iM'S, MO GaTLko8] tizninoi
ocobu - nianpuemus, it Micue npokuBanus 1a peecrpauifinui nomep 0GaikoBoi KapTkM noaTHiKs
nosarkis abo cepis a Homep racnopTa)

Ipororea sisyaasnoro kenrpomo sin 29.01.2021 X 0208/2.

3a  peaynbTaTaMH  epKaBHOrO KOHTpOMO  BCTAHOBAECHO, 1O JikapcbkHM  3acif  mBeienc u Vxpaiiy

HOTPHMAHHAM: BuMOL 3aKOHOABCTBA WOA0 3a6e3neyenHs KOCTI Jikapebiux 3aco6is.

%

Sactynui natansunxa CryxGu

Jr# " Onexciit COJIOJPAL

. o WL R | 5 . . v e .
(nocanona ocoba Oprany ACPRABHOIO KONTPOIIO) (ninnuc) (iniviam: ta npivanne)

M,
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MNARRCK]
Merck Sante s.a.s.
Production Center Semio
2 rue du pressoir verd
45400 Semoy | Fran
+33 (0)2 38 6184 24

Batch Release Certlficate / Ceptudpumkar BuinyujeHHon Cepun
Certificate of GMP Compliance [ Cepmmdukar cootsercrena GMP

Name of the Product: /
Hanmerosakue lNpoayxTa:

Grucrepax
Finished Code: / 3.95177.0070
Homep Koreuroro Mpoaykra:
Batch Number: / YKO0Q83
Howmep Cepun.
Bulk Code: / 3.03078.0001
Howmep lMpogykra in bulk:
Bulk Batch Number: / GOOPN5

Homep Cepun MpogykTa in bulk:
Importing Country: / Ctpana Umnoprep:

Strength / Potency: /

Cuna aefcTeun / AKTURHOCTh!

Dosage Form: /

Nexapcraexnas dopma:

Package Size and Type: /

Tun u Pasmep Ynakosru;

Marketing Authorization Number: /

Homep PernctpauvoHnkoro Caugerenscrsa:
Name, Address and Authorization Number of
Manufacturer, which is Responsible for Batch
Release: /

Haunmerosanve, Aapec u Homep Tuyensuu
fpoussopUTENs, KOTOPLIA BbINYCKAST CEPIIO B
obpawenque:

Country of Origin: / CTpaHa-npovancaurens:

Certification Statement: / 3ansnenue o Ceprvdinkaumu;

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /
FIMOKOOAXXR, TabnaTku NPOMOHMMPORAHHOrO AedcTens o 1000 mr Ne30 (10x3) a

Manufacturing Date: / 16.09.2020
Hava nponssoacraa:

End of packaging date: / 12.11.2020
[laTa 32BepileHNA YNAKOBKI:

Expiry Date: / Cpox rogHocTw; 08.2023
Batch size (in boxes): / 16 320

Paimep Cepuu (B ynakoskax):
Ukraine/ Ykpanna

One tablet contains 1000 mg of metformin hydrochioride /
Oawa Tabnerka cogepxut 1000 MrmetdopmuHa THAPOXNOPUa
Prolonged release tablets 1000 mg /

TabneTkn NPONOHr APOBEKHOTO ABACTBIA Mo 1000 mr

10 tablets in blister; 3 blisters in carton box /

10 Tabnetok B Bnucrepe; 3 GNUCTEPa 2 KAPTOHHOM KOpoGKe

UA/3994/02/02

Merck Sante, France

2 rue du Pressair Vert, 45400 Semoy, France
No. M 19/169

Mepk, Canre, Oparums

2 pio juo Mpeccyap Bep. 45400 Cemya, Gpaxuyn
Nz M 19/169

France / ®panuua

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging / iabeling and quality control at the above mentioned site (s} in full compllance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / )

OTMM NOATEEPKAAID, YTO BLILLEYKAIAHHAN MHDOPMALMA ABNRETCH AOCTOBERHON W TOUHON, LaHHas cepns npongsencHa,
BRIOYER YNAKCBKY / MapKURIOBKY U KOHTPOMe KAUeCTBA, H3 YKAJGHHOM BHILE YYacTKe B NONHOM COOTBETCTEMU o
TpeGosaHuamn GMP nokanebHiix KoHTponvpyowmx OpraHas, a Takwe co cneundmkaunamy Pervcrpaumorkore Jlocse
CTpaHLI-uMNOpTepa: MPOTOKONL! NMPOUIBOACTEA, YNIAKOBKM U AHAIM3E Dhili NEpecMOTPEHE! 1 YCTAHOBICHO COOTRETCTRIE
GMP.

Person autharizing the batch release: /
Nuuo, paspeLuatouiee BLINYCK CEPUMK:

4

Name: / iy e z Site: / Semoy /
damunus; ‘ﬁj”f ‘!ﬁ v TRE N S’,A"N} Mnowaaka; Cemya
Position: 1 2" //;*?” LT Signature: /
Oorxuocys: 7 bl ;’j}f&, 021 Moanucs:
Date: i/ ) /

. e A . .
fets QUATIFIED PERSON

Inthe event of any discrepancies or doubt between English and Russian language versions, the English language vergion shall
prevail. /

B cniyuae miobbix pacxokaSHHi- WAaW COMHEHHN MEXAY BEPCHAMH HA aHFMAKCKOM U DYCCKOM SIBLIKAX NEay
BEPCMR HA AHFNUICAOM SILIKE,
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Certificate of Analysis / CepTvdukar Ananuaa

Name of the Product: /
Haumexorarre MNpogykra;

GLUCOPHAGE® XR,
FMIOKODAXK XR, Tab

T NABREK

Merck Sante s.a.s.
Production Center Semoy
2 rug du pressoir ve
45400 Semay | Franc
+33 (0)2 38 61 .84 24

prolonged ralease tablets 1000 mg Ne30 (10x3) in blisters /
MeTKM NPOFIOHIMPOBAHHOTD AeHCTBHA No 1000 M- Ne3D (10x3) B

T The test s parfarmod by sampling

Cepyu WK Ha oMot CepuK B roay na

| Ovéyicreme Escherichia coli

mothod (each the 10™ batch) or ona batch per year. | Ta
METoRy BLIGOPOMKOIo KOHTPOSIS,

Bnuctepax.
Article Code: / 3.95177.0070 Manufacturing Date: / 16.09.2020
Homep MNponykra: Harta nponssoncraa;
Batch Number: / Homep Cepui: YKDO83 Expiry Date: [ Cpox rogrocTv: 08.2023
Bulk Batch Number: / GOOPNS Batch size {in boxes); / 16320
Homep Cepun NMpogykra in bulk: Paswmep Cepun (B yrakosax):
Tests / Release-SpacHication / Results /
Nokasarenu Creundivkayma npu BBINYCKE cepnu PesyniTarn
Appearance / White to off-white, tapsule-shaped, biconvex tabiet, | Conforms |
Onucanue debossed with “1000" on one face and ‘MERCK"on Cootsercraysr
the other | benbie unu nouti 6anwie, KaNCYJSIOBUAHOK
hOPMBI, LBOAKOBBINYKIbIE TabiieTa, G rpaBupOBKon
«1000» Ha 04HOM cTopore u «MERCK» Ha Apyro#
CTOpDHE , .
Identification: { gentudvikaLma IR spectrum complies with referance spectrum / Conforims /
Metformin Hydrochioride / WK-cnekrp nornowerus na XpoMaTorpaMme CeoTaercrayer
MeThopmisna I' HAPOXIOpKUA MCILITYEMOro PAcTBORa JOIM¥EH COOTBETCTHOBATE
CNEeKTpY Nornellienus cTakaapTHoro pactaopa
Assay / KonuuscreenHoe
onpegenexue
Metformin Hydrochloride 1 9650 ~ 1050 mg / tablet/ 881.1 my / tablet /
MeTdopmnna [ uapoxnopug 850 — 1050 mr/ yabn. NI/ Tafin,
Related substances (HPLC) /
Cnpefenetue wnctotsl (BIXKX)
Cyanoguanidine / £0.02% <0.02%
Unaroryarugun
Other single impurity / 50.1% Conforms <& 0,4%/
NroGar Apyran epunuqnas npuMeacs Covrsertcreyer <=0,1%
Total of impurities ¢ £0.5% <0.1%
Cymma npumecei
Uniformity of dosage unit/ Conforms to Ph, Eur. 2.9.40/ Conforms /
OAHOPOAHOGTE A03NPOEAHHBIX Borixex cooTasrcracears TpeBosatuam Esp, hapu Cooreetcreyer
EAVHAL 2.8.40
Average mass / 1377 - 1622 mg { 1444.0 mg / ur
CpeanHsamacca 1377 = 1522 mr .
Loss on drying / £3% 1.7%
Nateps & macce npu BbICYLIMBaHUN
Dissolution / 20~ 40% dissolved at 1 hour |~ 2% ]
' PacTaopenue 20 - 40%pacTopreTes Yepes 1 yac
45— 65% dissolved at 3 hours / 51%
45-- 65% pacreopaercs bepea 3vaca
NLT 86% dissolved at 10 hours / 87%
He menes 80% pacrsopsiercr uepes 10 Yacos
Microbial purity™ / in 1 g of preparation contain: /
MukpoGuonorudeckan uucroTa ! B 1 r npenapara gonxso COHSPHETBOR:
TAMC - not more than 10° CFU/g / Not tested /
TAMC - He Bonee 10° KOE Ir He oripeaensnn
TYMC - not more than 102 CFurg./ Not tested /
TYMC - He Bonee 102 KOE /r He onpegenanu
Absence of E. Coliin1g/

Not tested /

He-a0ne
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PARRC K

Merck Sante s.a.5,)

+33(0}238 61 84 24

Certificate of Analysis / Cepmudmkar AHanuaa

Name of the Product: / GLUCOPHAGE?® XR, prolanged release tablets 1000 mg Ne3¢ (10x3) in blisters /

Haumenosanme Mpoayrrar FIMOKODAX XR, Tabnertku NPOAOHIMDOBAHHOrE RSCTONA No 1000 Mr Ne30 (10x3) &8
BrivcTepax

Article Code: / 3.95177.0070 Manufacturing Date: / 16.09.2020

Homep Mpogykra; Harta nponssoacrea;

Batch Number: ) Homeo Ceprn: YKO083 Expiry Date: / Cpok rogrocTi; 08.2023

Bulk Batch Number: / GOOPNS Batch size (in boxes): / 16320

Homap Cepum NMipogyxra in bulk: Paamep Cepiu (s ynakowkax):

Name: / Dr. Kaeppler !

Damunus: Op. Kennnep

Position: / Quality Control Manager/

JlorKHOCTD: Me+eniep Kontpons KauecTsa

Person authorizing the batch release: /
fuuo, paspelwarwee sbinyck cepuu:

Name: ! g "y Site: / Semoy /

bamununn: e - Mnowanka: Cewmya

Position: / AP TR Signature: /

BonxHocTs: -t B Moanuce:

Dats of Signatu’r’e{g.,f”f{a & & e

Dara nognncﬂi-»’& [ o o
In thelevont of any discre%&ﬂgéﬁbﬂéﬁfﬁﬁé’% and Russian language versions, the English language vérsion shail
prevail, /

B cnyyae molbix packomaeHuit unn COMHEHWI MEXAY BEPCUAMM HB SHITIAHGKGN W PYCCKOM A3LIKEX NPEYMYLLECTBENHYIO cuny umeer
BEPCUS HA AHIMIMALKOM ASLINE.
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