JNEPKABHA CJIYKDBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHUIBCHKIN OBJIACTI
npos. Ceitimunoi Hanif, 3, M.Kuis, 02099, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kop €JPTIOY 37078774

BHUCHOBOK
Npo SKICTL BBE3€HOro B YKpaiHy JiKapcbKoro 3aco0y

27.11.2023 Ne 58330/23/10

IIIOKO®AK XR

(HaWMeHyBaHHA NikapchbKoro 3aco0y 3rilHo 3 peectpauiifHum 0CBIAYEHHSM)
TaJIeTKH IPoJIoHroBaHol il mo 1000 mr; mo 10 TabaeToK y 6aicrepi;mo 6 GaicTepis y
KapTOHHii xopooui

(popma BHIYCKY, NO3YBAHHS, BHI NAKyBaHHs nixapeskoro 3acoby)
Homep peecrpaiitoro nocsimuenns UA/3994/02/02 crpox aif peectpauiiitoro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne Y14956 KillbKicTb BBE3eHOr0 Nikapchkoro 3acoby 5328

BupoGHuK Mepk Canre, panuis

(vaiivenyBaHHs BUpOGHMKA JIKAPCEKOTO 3acoby, KpaiHa MOXOKEHHS)

BaeseHo B VkpaiHy ToBapuCTBO 3 00MEKEH 00 sinnosigaaenictio "ACIHO YKPATHA",
inent. kox: 42274733

(uaiimenyBanus Ta kog 3a CAPTIOY fopuaMHHOT 0coGu aGo MpisBuiLe, iM's, 110 6aTLKoBi PizuuHOl
ocobu - mianpuemud, 1 Micle MPOKHUBAHHA Ta peectpauiiHui HoMep 06iK0BOT KapTKK NNaTHAKA
nonarkis abo cepisi Ta HOMEp NacTopTa)

TpoToKOJ Bi3yalbHOr0 KOHTPOJIIO BiA 23.11.2023 N2 3739/11.

3a  pesynbTaTaMy  JAePKABHOTO KOHTPONIO BCTAHOBJICHO, IO nikapchkul  3aci6  BBeseHo B YkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOIABCTBA LIOLO 3a6esreyeHHs AKOCTi JikapchKyX 3acobiB.

%%' RIS g Y s o
S W Biranii BOHJAAPEHKO
N O VAT L L A T TpI3BHIE
(rroCanos ,r)cogfx g??(.any &gﬁ@caam ; 1 mg;uo )

CYMERTIS ) =




Merck Sante s.a.s
Production Center Semo'
2 rue du pressoir ver

45400 Semoy | Franci
+33 (0)2 38 61 84 2«

Batch Release Certificate / Ceptudikar Bunyweroi Cepii
Certificate of GMP Compliance / CepTudikar ignosigHocti GMP

Name of the Product: /
Hazssa Mpogykry:

Finished Code: / 3.95177.0071
Homep KiHuesoro pogykTy:

Batch Number: / Y14956
Homep Cepii:

Bulk Code: / 3951770080
Homep Mpoaykry in bulk:

Bulk Batch Number: / Y14956

Homep Cepii NMpoaykTy in bulk:
Importing Country: ! KpaiHa-lMnoprep:

Strength / Potency: /

Cuna ail / AKTUBHICTS!

Dosage Form: /

Jlikapceka Popwa;

Package Size and Type: /

Tvin Ta Posmip Ynakosku:

Marketing Authorization Number: /

Homep PeecTpauiitioro nocBif4eHHs:

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

Hassa, Anpeca ta Homep JlitieHsii Bupobtivika,
KOTpUin BUNyCckae cepito B obir:

Country of Origin: / Kpaita-supobHuk:

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
FTIFOKODAX XR, TabreTku nporiorrosaroi aii no 1000 mr Ne60 (10x8) y GnicTepax

Manufacturing Date: / 17.05.2023
[ara BupobHuLTBa:

Expiry Date: ] TepmiH npuaatHocTi: 30.04.2026
Batch size (in boxes): / 5328

Posmip Cepii (B ynakoskax):
Ukraine / Ykpaina

One tablet contains 1000 mg of metformin hydrochloride /
OpHa TabneTka MicTuTb 1000 Mr MeThOPMIHY riapoxnopuay
Prolonged release tablets 1000 mg /

Tabnetkv nponoHrosaHol aii no 1000 mr

10 tablets in blister; 6 blisters in carton box/

10 TabneTok y Bricrepi; 6 GricTepis y kapTOHHIA KOPoBL

UA/3984/02/02

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022_98_1

Mepk Cante, OpaHuis

2 pto o Mpeccyap Bep, 45400 Cemya, DdpaHLis
Ne 2022_98_1

France / ®panuis

Certification Statement: / 3asisa rpo CeprudikaLio:

! hereby certify that the above information
including packaging / labeling and quality

is authentic and accurate.
control at the above-mentioned site (s) in full compliance with the GMP

This batch of product has been manufactured,

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. /
LM rifTBepmKylo, WO BUlliesasHaveHa
ynakoBKy/MapKyBaHHsi Ta

iHdopmaLlis € JOCTOBIPHOW | TOuHOW. [aHa cepis BupobreHa, BKIUaIm
KOHTPOMb AKOCTI, Ha BULLE@3a3HaueHi ginbHuli i B noBHi signoeigHocTi 3 Bumoramm GMP

nokanbHx KoHTpomtotounx OpraHis, a Takox si crieuyudikatismm peecTpaLiiiHoro A0Che Kpainu-imnoprepa ato [locke

LOCHiKyBaHOro nikapckkoro 3acoBy. MpoTokonu BUPOBHMLTBA, YNakoBKW Ta aHanisy Gynu nepesa

sigrogigricte GMP.

Person authorizing the batch release: /
Ocoba, sika 4ae JO3BIT Ha BUNYCK cepiti™

Name: / /éjpw“ﬁ’ﬂ/ﬁN } Site: / Sd
MpiseuLe: S/ TN / ) /... BupoBhuua pineHnus:  C
Position: | /77 el fos agasl Signature: /

(e ng%;é/gm“agzjﬁ%”fﬂ Mignnc:

Mocaga: .~ 1.
Date:l%f\ (e

HaTa:

o
e e

“UUALIFIED PERSON

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

prevail. | Y pasi 6yas-sikux po3BikHocTeh abo cymHisia MiX BEPCIAIMM @HIMIRCLKOIO Ta YKPATHCHKOIO MOBaMU NEPEBAXRY CUNY Mae Bepcis

AHINIACBHKO MOBOIO.

!5 T ! ) 4320




Merck Sante s.a.¢

Production Center Semo

2 rue du pressoir vel
45400 Semoy | Franc
+33(0)2.3861 842

Certificate of Analysis No. 000147256 / Ceptudixar Ananizy Ne 000147256

Name of the Product: /
Hasga Mpoayxkry:

Article Code: / 3951770080
Homep Mpopaykry:

Batch Number: / Howep Cepil: Y14956
Bulk Batch Number: / Y14956

Homep Cepii MpoaykTy in bulk:
Procedure: /

Mpouenypa:

Specification: / Cneuudikauis:

SE-L 20012 VP

Manufacturing Date: / 17.05.2023
[ara sypobHuuTsa:

Expiry Date: / Tepmit npuaatHocTi: 04.2026
Batch size (in boxes): / 5328

Poamip Cepii (B ynakoskax):
GLUCO XR 1000-BOSCH-SE Version: / Bepcisi: 8

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x86) in blisters /
MTIOKO®AXK XR, TabneTkm nporoxrosaxoi fii no 1000 mr Ne60.(10x6) y Brictepax

Tests / Release-Specification / Results /
[TokasHukn Crieumndikanyis npw BUnycky cepii PesynbTtatu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuc debossed with ‘1000’ on one face and ‘MERCK’ on Bignosinae
the other/ Bini abo manxe 6iroro Koneopy,
KarcynosuaHi 4Booriykri TabreTkit 3 rpasitoBaHHAM
«1000» 3 ogHoro Goky Ta « MERCK» - 3 iHLIOro
ldentification: / lneHTudikauis IR spectrum complies with reference spectrum/ Conforms /
Metformin Hydrochloride / JY-CreKkTp NOrNMHAKHS Ha XpomaTorpami Bignosigae
MeTdopminy rigpoxsniopnay BUNPOBYBaHOrO PO3UKHY NOBUHEH BINOBIAATY CNEKTPY
NOrMUHAHHS CTaHOAPTHOIO POSUUHY
Assay (HPLC or UPLC, In-house
method) ! KinekicHe Br3Ha4eHHs
(BEPX a6o In-house, YBEPX) 950 - 1050 mg / tablet / 993.0 mg / tablet/
Metformin Hydrochloride / 950 — 1050 wr / Tabn. mr / Tabn.
MeTtdopmiHy rigpoxsaopuay
Related substances (HPL.C or
UPLC, In-house method) /
BusHaueHHs uuctoTh (BEPX abo In-
house, YBEPX)
Cyanoguanidine / £0.02% 0.00 %
UiaHoryaHigun
Other single impurity / £0.1% 0.01 %
Byape-sika HLUa oanHndHa SOMilLKa
Total of impurities / £0.5% 0.0 %
Cyma BCiX AOMILLOK
Uniformity of dosage unit / Conforms to Ph. Eur. 2.9.40 / Conforms /
OpHopigHICTs [O30BaHUX 0guHKUUD IosuHHa BignosinaTv Bumoram £sp. Papm. 2.9.40 Bignosinae
Average mass / 1377 -1522 mg / 1469 mg / wr
CepeaHa maca 1377 — 1522 mr
Loss on drying / <£3% 2%
Brparta B Maci npu BUCY LYY BAHHI
Dissolution /
PosunHeHHa
Unit 1/ BunpobysanHsi 1 20 - 40% dissolvediis 28 %
Unit 2/ BunpoGysaHHs. 2 20 — 40% posunHac{bE 26 %
Unit 3/ BunpoBysaHHs 3 27 %
Unit 4/ BunpobysaHHs 4 26 %
Unit 5/ BunpoBysanHs 5 26 %
Unit 6/ BunpobysaHHs 6 27 %
Unit 1/ BunpoBysaxns 1 45 - 65% dissolved at 3 hours / 53 %
Unit 2/ BunpoBysaHHs 2 45— 85% PO3UMHSAETLCA Hepes 3 roAnHN 51 %
Unit 3/ BunpobysaHHs 3 52 %
Unit 4/ BunpoBysaHHs 4 51 %
Unit 5/ BunpoBysauHsi 5 51 %
Unit 6/ BunpoBysaHHs 6 51 %




Merck Sante s.a
Production Center Sem
2 rue du pressoir ve

45400 Semoy | Fran
+33(0)2386184;

Certificate of Analysis No. 000147256 / CepTudikat AHanizy Ne 000147256

GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
TMIOKOPAXK XR, TabneTtku nponoHrosaHoi 4ii no 1000 mr Ne60 (10x8) y GnicTtepax

Name of the Product: /
Haaga lMNpogykry:

Article Code: / 3951770080 Manufacturing Date: / 17.05.2023
Howmep MpopykTy: [ata BrpobHuuTBa:

Batch Number: / Homep Cepit: Y 14956

Bulk Batch Number: / Y14956 Expiry Date: / Tepmin npugatHocTi: 04.2026
Howmep Cepii Mpogykry in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 5328

Poawmip Cepii (B ynakoBkax):
GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

lpouenypa:
Specification: / Cneundikauis:

Tests / Release-Specification / Results /

[MokasHukM Cneundikain npu sunycky cepil Pesynbratin

Unit 1/ BunpobysarHs 1 NLT 80% dissolved at 10 hours / 91 %

Unit 2/ BunpobysanHs 2 He meHwe 80% posuuHsieTbes Yepes 10 rogux 89 %

Unit 3/ BunpobyeaHHs 3 92 %

Unit 4/ BunpoOysaxHs 4 920 %

Unit 5/ BunpobysaxHsa 5 89 %

Unit 6/ BunpobysarHs 6 89 %

Microbial purity? / MikpoGionoriuHa | In 1 g of preparation contain: /

yucToTa’ B 1 r npenapaty MiCTUTLCS:
TAMC - not more than 10° CFUIg / Not tested /
TAMC - He Ginbilue 10° KYO / r He Bu3Havanu
TYMC - not more than 102 CFUIg / Not tested /
TYMC - e Ginblwe 10°KYO /¢ He Busnavanu
Absence of E. Coliint g/ Not tested /
BiacyTHicTb Escherichia coli He BusHavanm

i The test is performed by sampling method (each the 10" batch) or one batch per year. | Tect nposoauTsest Ha koxHiin 10-1 cepii
abo ra opHin cepil B pik 32 MeToaOM BUBIPKOBOrO KOHTPOIHO.

COMPLIES /
BIAMOBIJAE

Decision: / ACCEPTED /
PiweHnrs: CXBAJEHO
Date: /
Hara:
Name: /
MpizeuLie:

Position: /
[Nocapa:

Verdict: /
BucHoBok:

P

/)
@ﬁ%&

OUAUHED PERSCN

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y pasi 6ygb-axux po3bikHocTelt abo CymHIBIB MK BEPCISMU aHITIRCEKOI0 Ta YKPATHCHKOK MOBAMM NEPEBAXKHY CUITY Mae Bepcis

aHrNINChKOK MOBOIO.




JAEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTHL BBE3¢HOI0 B YKpaiHy JiKapchbKoro 3acody

17.11.2023 Ne 56833/23/10

I'TIOKOPAXK XR
{HaHMeHYRAHHA MiKapchKkoro 3acofy 3riqHo 3 peccTpaniiHHM IOCBIAICHHAM)
TabJaeTKH npoJaonrroBaHoi aii mo 1000 mr; mo 10 Tabaerox y duicrepi; mo 6 Gmicrepis y
KapToHHiH Kopodii
{topMa BHITyCKY, IOIYBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)

Homep peectpaniiinoro nocgimacras UA/3994/02/02 cipok nii peectpaniitnore noceimaenss 01.01.2099
Cepin mikapcekoro 3aco6y Ne Y 14954 KimnkicTh BBe3€HOTO JiKapchkoro zacoby 3364

BRpoGHEK Mepk Canre, OpaHIis

(HaliMeHyRaHHA BHpOSHAKA MKAPCEKOTO 3aco0y, KpaiHa TOXOKEHHA)

Brezeno B Yxpainy ToBapHCcTBO 3 00Mexkenolo BinmoBinaasaicTio "TACIHO VKPAIHA",
inenr. xox: 42274733
(HaliMeHyBaHHA Ta ko[ 2a €JTPTIOY oparu9IHol ocolin abo Mpi3eHmIe, iM'A, Mo GaTkKoRi $iznamol
ocobH - mianpHemnd, 1i Miclie TPOXKHBAHHA Ta peccTpaniinyi HoMep oOIiKORO] KAPTKH IIIATHHEA
IOJATKIB aff0 cepid Ta HOMEp TacmopTa)

Ipotokoen Bizyannaoro xoaTpoo eix 16.11.2023 Na 3638/5.

3a pe3VIRTATAMH JEPKABHOIO KOHTPONIO BCTAHOBICHO, IO JOKAPCHKHE 3acié BBezeHo B YEpaiHy 3
JAOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3a0e3NeYcHAA AKOCTI MKapchKAX 3acobiE.

Ipama TIAJIAMAP

(iU T IpispEme)




Merck Sante s.a.s.

Batch Release Certificate / Cepruchixat Bunywenoi Cepii
Certificate of GMP Compliance / Ceptudikat sianosiaHocti GMP

Name of the Product: | GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
Haaga Mpoaykry: FMIOKO® A XR, TabneTku NponNoHroeaHot il no 1000 mr NeB0 (10x6) v GnicTepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 17.05.2023
Homep Kinuesoro MpogysxTy: Lara BupobHuLTES:
Batch Number: { Y14954
Homep Cepit:
Bulk Code: / 3951770080 Expiry Date: / TepMix npuaaTHocTi: 30.04.2026
Homep Mpoaykry in bulk:
Bulk Batch Number: / Y14954 Batch sfze (in boxes): / 5 364
Homep Cepil Npaaykry in butk: Poamip Cepii (B ynakoekax):
Importing Country: { Kpaina-lMnoprep:; Ukraine / Yrpaina
Strength / Potency: f One tablet contains 1000 mg of metformin hydrachloride /
Cuna gil / AKTUBHICTB: OpHa TabneTka mictute 1000 Mr MeThopMiHy rigpoxnopuay
Dosage Form: / Prolonged release tablets 1600 mg /
Nikapcbka ®opmMa: TabreTkn NPONOHIOBAROT AIT no 1000 mr
Package Size and Type: / 10 tabiets in blister; 6 blisters in carton box /
Tun Ta Poamip Ynakoswu: 10 TabreToK y Gnictepi; 6 GnicTepid y xapTOHHIA kapobui
Marketing Authorization Number: / 994/
Homep PeectpalifiHOrO NocRigYeHHs: UAS 02102
Name, Address and Authorization Number of
Manufacturer, which is Responsible for Batch ;"fu’gkdgaggg:;?r"\?:m 45400 Semoy, France
Release: / !

. No. 2022_98 1
Haaea, Anpeca Ta Homep ﬂ!!.lBHSII BupobHuka, Mepk Carre, GpaHuis
KOTPUH Burtyckae cepilo B oGir- 2 pio a0 Mpeccyap Bep, 45400 Cemya, GpaHujn

Ne 2022_98_1

Country of Origin: { KpaiHa-eMpoBbHUK: France ! ®paHuia

Certification Statement: / 3anBa npo Cepmdikatiw:
| 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 (8) in full compliance 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 analysls records wem reviewed and found to be in
compliance with GMP. /

LiuM niarsepmuyto, Wo BulesasHaveHa IHGOpMaUIA € aocToBipHOW <RpinA Bupoﬁnena BKIIOMAHMI
YRaKOBKY/MAPKYBaHHA Ta KOWTPONb AKGCTI, HA BULUe3asHaqeHi aingd i el bigHocTi 3 BUMoramm GMP
nokansHux KoHTponiowqnx Opradie, a Takox 3 cneundikauiamm peé ipaitk-imnoptepa abo focke
JocnigxyeaHoro nikapeskoro sacoby. MpoTokonu BAPOCHULTES, Y WRRINAHYTI | BCTAHOBIIEHA

eignosigHicTe GMP.

Person authorizing the batch release: /
OcoBa, saka pae .qoas' a BUnycK cepii:

Name: / o Site: / *ﬁq; 8 ) Sel Ry
Mpizsuwe: ; BupoGHuya Ak . a
Position ;. 4 : y Signature: / '

Moc _Nignuc:

In the event of any discrepancies or doubt between English and Ukrainian ianguage versions, the English language version shall
prevail. I Y pasi yab-akux po3GimHocTed abo cyMHiBIB Mk BEPCIAMU aHIMIACHKGIO Ta YKPATHCHKOID MOBAMW AEPEBAXHY CHMY MA¢ Bepcia
AHIMIRCHKOK MOBOK).




Merck Sante s.a.5.
Production Center Semo
2 rue du pressoir ve
45400 Semoy | Franc
+33 {0)2 38 61 84 2

Certificate of Analysis No. 000147295/ CepTudikaTt AHanizy Ne 000147295

Name of the Product: /

GLUCOPHAGE® XR, prolonged release tablets 1000 mg N260 (10x6} in blisters /

Hasea Mpoaykry: IMIOKO®AXK XR, TabneTku nponoHroBaHol i no 1000 mr NeBO (10x8) y 6nicTepax
Article Code: / 3951770080 Manufacturing Date: / 17.05.2023
Homep Mpoaykry: Hata supoGHuLITRA;
Batch Number: / Homep Cepii: Y14954
Bulk Batch Number: / Y14954 Expiry Date: f Tepmid npuaaTtHoCT: 04.2026
Homep Cepil Mpogykry in bulk;
Procedura: f SE-L 20012 VP Batch size (in boxes): / 5 364
Mpouenypa: Posmip Cepil (B ynakoekax);
Specification: / Cneumchikavin: GLUCO XR 1000-BOSCH-SE Version: / Bepcia: 8
Tests / Release-Specification / Results /
FlokasHWKK Creundikatlia NpW BUNycKky cepil PesynstaTu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuc debossed with “1000’ on one face and 'MERCK’ an Bianoeigae
the other / Eini a6o maibxe Ginoro konsopy,
KancynoBugHi ABOONYkni TabneTky 3 rpaBiloBaHHAM
«10002 3 ogHoro Goky Ta «MERCKD> - 3 iHworo
Identification: / Igenmudikavia IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / I4-crekTp NOrMUHAHHA HA XpOMAaTOorpami Bignosigae
MeTdbopminy rigpoxnopuay BUNPoByBaHOro POSHUHY NOBMHEH BIGNOBIAATH CREKTPY
AOTMWHAHHA CTAHAAPTHOrO POSMUHY
Assay {HPLC or UPLC, In-house
method) / KifibkicHe BUaHaueHHA
(BEPX afio In-house, YBEPX) 950 — 1050 mg / tablet / 972.0 mg / tahlet
Metformin Hydrochloride / 950 — 1050 mr / Tabn, Mr/ Tabn.
MeTdopMiny rigpoxnopuay
Related substances (HPLC or
UPLC, in-house method) /
BuanauenHs vuctori (BEPX abo In-
house, YBEPX}
Cyanoguanidine / =0.02% 0.00 %
LliaHoryaHiguu
QOther single impurity / £0.1% 0.01%
Byab-Aka iHWAa 0AMHKMHE GOMILLIKS
Total of impurities ! <0.5% 0.0 %
Cymaa BCiX JOMILLOCK
Uniformity of dosage unit / Confarms to Ph. Eur. 2.9.40/ Conforms {
OgHopiaHICTb A030BaHUX OOWHULD MoeuHHA BignosigaTu BUMoram E€sp. Gapm. 2.8.40 Bignosigae
Average mass / 1377 -1522mg ! 1462 mg { mr
Cepepann maca 1377 = 1522 mr
Loss on drying / 2%
BtpaTta g Maci NpH BUCyiLyBaHkHi
Dissolution /
Po3yuHEHHR
Unit 1/ Bunpobyeanus 1 26 %
Unit 2/ Bunpobyeanta 2 26 %
Unit 3/ BunpoGysaHHa 3 26%
Unit 4/ BunpoOyeanHa 4 25%
Unit 5/ BunpobyeaHus 5 26 %
Unit 8/ BunpobyeanHa & 26 %
Unit 1/ BunpoGyBeaHHs 1 51 %
Unit 2/ BunpoGyeanua 2 51 %
Unit 3/ Bunpobyeauxa 3 51%
Unit 4/ Bunpobyeauus 4 50%
Unit 5/ BunpoByeaHHs 5 51 %
Unit 6/ BunpoBysaHHa 6 51 %




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

Certificate of Analysis No. 000147295/ Ceptudikat AHaniay Ne 000147295

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne&0 (10x6) in blisters /

Hzaea MNpoaykry: FRIKOKOMAK XR, Tabnetki nponoHrosakol Aif no 1000 mMr Ne60 (10x6) y Gnicrepax

Article Code: / 3951770080 Manufacturing Date: / 17.05.2023

Homep MNpoaykry: Aata eMpoGHULTES;

Batch Number: { Homep Cepi; Y14954

Bulk Batch Number: / Y14954 Expiry Date: / Tepmin npuaathoctt: 04.2026

Homep Cepil MpogykTy in bulk;

Procedure: | SE-L 20012 VP Batch size (in boxes): / 5 364

MNpouenypa: Poamip Cepil (B ynakoskax);

Specification: { Cneuwndikavin: GLUCO XR 1000-BOSCH-SE Version: / Bepcin: 8

Tests | Release-Specification / Results /

MokasHMKu Cneuwdikauia npy BUNYCKy cepii PeayneTam

Unit 1/ BunpoSysaHHs 1 NLT 80% dissolved at 10 hours { 90 %

Unit 2/ BunpoGysaHhsa 2 He meHLe 80% poaunHseTsea yepes 10 rogwmH 89 %

Unit 3/ BunpoGyeaHHs 3 89 %

Unit 4/ BunpoGyeaHns 4 87 %

Unit 5/ BunpobyeaHHa & 89 %

Unit &/ BunpobyeanHs 6 89 %

Microblal purity? / MikpoGionorivHa | In 1 g of preparation contain: /

ducToTal B 1 r npenapaty MicTUTLCH:
TAMC - not more than 10* CFU/g / Not tested /
TAMC - He Ginble 103 KYO /1 He Buanavanu
TYMC - not more than 102 CFUlg / Not tested /
TYMC - He Girnbwe 102 KYO /r He BuaHauanm
Absence of E.Coliin1g/ Not tested {
BipcyTHicTs Escherichia coli He susHadanu

aHFJTIﬁCbKOIO MOEOK,

The test is performed by sampling method (each the 10 batch) or one batch per year. / TeCT NpoBoAWTEEA HA KOXHIA 10-id cepil
abo Ha oaHii cepli B pik 3a meTogom BUBIpKOBOTO KOHTPORID.

COMPLIES /
BIOMOBIAAE

ACCEPTED /
CXBAINEHO

Verdict: /
BucHOBOK:

Decision: f
PitenuHs:

Date: /
Aara:
Name: /
MpiseuLe:
Position: /
MNocapa

FROKY MEHTIB\Z

LIM" 32\

, the English language version shall
|c| MOBEMM NepesakHy CHITY Mat Bepcia
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