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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MERCK

Merck Sante s.a.s,
Production Centaer Semoy,
2 rue du pressoir-ver
45400 Semoy | Franceg
+33 (0)2 38 61 84 24

Batch Release Certificate / Ceprudgikar BunyileHor Cepii
Certificate of GMP Compliance / Ceptudikat signosigHocti GMP

Name of thé Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Neg0 (10x6) in biisters /
Hasea Npoaykry: TTHOKOPAXK XR, TabneTkn nponoHrosaHol Ail no 1000 Mr NGO (10x8) y Ghictepax
Finished Code:/ 3.95177.0071 Manufacturing Date: / 21.06.2023
Homep Kinugsoro MpoaykTy: Hara supoBruyraa:
Batch Number: 7 Y15314
Homep Cepii: N
Bulk Code: { 3851770080 Expiry Date: { TepMiH ripugatHocT: 31.05.2026
Homep MpoaykTy in bulk:
Bulk Batch Number: Y15314 Batch size (in boxes): / 5184
Homep Cepif Mpogykry in buik: Poamip Cepii (B ynakoskax):
Importing Country: / Kpaina-tMrioprep: Ukraine ! Ykpaina
Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride 7
Cuna git/ AKTvBHICTE:- Opra Tabnetka mictuTs 1000 far meTthopmMiny riapoxnopuay
Dosage Form: / Prolonged release tablets 1000 mg /
Nikapcbka Popma: TabneTku APONOHroBaHoT BiT no 1000 mr
Package Size and Type: / 10 tablets in blister; 6 blisters in carton'box / _
Tun va Posmip Ynaxkosku: 10 TabneTox y Gnicrepi, 6 Bnictepis y KapToHHINA kopodLi
Marketing Authorization Number: |
Hemep PeecTpaliitHoro nocsifueHHs: UA/3994/02/02
Name, Address and Authorization Number of :
H s : Merck Sante, France
Manufatzturer, which is Responsible for Bateh 2 rue du Pressoir Vert, 45400 Semoy, France
Release: f
H " ni i BrtpoG No. 2022_98 1
a3sa, AgpecaTa omep 6|!4§H3u upoGHKKa, Mepk Catire, dpanuis
KQTpui BUNyCkae cepiio B o0ir: 2 pro mio MNpeccyap Bep, 45400 Cemya, dpaHilia
Ne 2022_98 1
Country of Origin: / KpaiHa-BupoBumx: France ! dpanuin

Certification Statement: / 3asiza npo CepTiikaLiK: _ B _ _

| hereby certify that the above information is authentic and accurate. This batch of product hias been manufactured,
including packaging f labeting and quality control at the above-mentiched 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. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, /

Livv nigTeepmkyio, WO BULle3asHaveHa ihchopmanis e pocToBipHOoIo | TOuHOK. [laHa cepis BUPODNEHa, BKITHOMAIYM
YNAKOBKY/MaAPKYBAHHA T8 KOHTPOMb SIXOCTI, HA BULE3A3HAYEHIA AinbHULl | B NOBHIA BignosigHocTi 3 BUMOramy GMP
nokaneknx KoHtponiowounx Opradie, a Takox i cneuudikalismm peecTpaliiHoro Aocke kpaiHw-iMnoprepa abs [ocke
AcChipkyBaHOra - Nikapcekoro 3acoby. MPOTOKONM BMPOBHALTBA, YNAKoBKN Ta ananisy 0yny nepernsHyTi i BCTaHOBEHA
signoeigicts GMP,

Person authorizing the batch release: /
Ocoba, sixa fac fo3BiN Ha Bvnyck cepir: 7
Name: / ?Q M. ESCLAPEZ Site:/ ‘Semo

Mpizeuye: BupolHuya ginernys: Cemyafit ' )
Position: f Signature; / :
Mocaaa: Nignuc; 2k ;
Blate: | QUALIFIED %
Hara: < :
TS n shall

In the event of any discrepancies or doubt between English and Ukraiiian language versions, the English langiSyevarsion
prevail. /Y pasi Gyab-Akux poabiskHocTeil a60 CYMHIBIB Mix BEPCIAMM aHIHIACHKOIO Ta YKPaIHCLKOK MOBAMMN NepeEBaXHY CHNYy Mag Bepcis
AHTNIACLKCD MOBOK,

Pov qar & T3 ézg’ id.03 1Y (9""/




MEBRCK

Merck Sante s,a.s.

Production Center Semoy|

2 rue du pressoir ver
45400 Semoy | Franc
+33(0)2 386184 24

Certificate of Analysis No. 000148633 / Ceprudikar Anariizy Ne 000148633

Natme of the Product: /
Haapa Mpoayxry:

GLUCOPHAGE® XR, prolonged release fablets 1000 mg Ne60-(10x6) in blisters f
ITHOKOMAN XR, T26neTkn nponoHrosaxoi Alf o 1000 mr Ne6Q (10x8) y BhicTepax

Article Code: / 3951770080 Manufacturing Date: / 21.06.2023
Homep Mpopykty: Hata BupoSHulrea:

‘Batch Number: / Hosmep Cepii: Y15314

Bulk Batch Number: / Y15314 Expiry Date: / TepMmid AipAgaTtHocT: 05.2028
Homep Cepii MpoaykTy in bulk:

Procedure: | SE-L 20012 VP Batch size {in boxes): / 5184

flpouenypa: _
Specification: | Cneundikauis:

Poamip Cepil (B ynaxkcexax):

GLUCO XR 1000-BOSCH-SE Version: | Bepcin: 8

Tests [ Release-Specification / Results /
FlokasHmKmM Creundikayia npu BUNycky cepil Pesynetartu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onue debossed with “1000’ on ane face and 'MERCK’ on Bignosinae
the other / biri abo maitxe Ginoro konkopy,
- KancynosnaHi ABOONYIUT TaBNETKY 3 rpasiioBaHHAM
«1000» 3 ogHoro Goky Ta « MERCK» - 3 iHworo
identification: / lneHTudgikauin IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / I crnekTp BBIANDBIAAE CNEKTPY NOPIBHSHHS Bignosinae
MeTdopminy rigpoxropuay
Assay (HPLC or UPLC, In-house
method) / KinbkicHe asusHadenHs
| (BEPX a0 In-house, YBEPX) 950 — 1050 mg ! tablet / 9983.4 mg / tablet/
Metformin Hydrochioride / 950 — 1050 mr / Tabn. Mr/ vabn.
MeTdopMity rinpoxnopuny
Reiated substances (HPLC or
UPLC, In-hguse method) f
BuanasenHs unctotu (BEPX abo In-
house, YBEPX)
Cyanoguanidine / £0.02% 0.00 %
UiaHoryaHigus _
Other single impurity / _ 20.1% 0.01 %.
Bynb-fika iHwa oankudHa qomilka
Total of impurities / £0.5% 0.0 %
Cyma Bcix fromillok _ e e
Uniformity of dosage unit / Conforms to Ph. Eur. 2.9.40 / Conforms /
OAROPIAHICTb JO30BARNX OOUHULIL MosuHHa Bignosina™ auMmoram Esp. Papm. 2.9.40 Bignosizae
Average mass / 1377 ~1522mg / 1453 mg i/ mr
CepepHst maca 1377 — 1522 mr
Loss on drying / =3% 2%
BTpara B Maci Hn BUCYLIYBaHHI
Dissolution /
PoaqmHeHHs
Unit 1/ Bunpoysanns 1 20 — 40% dissolved at 1 hour / 25 %
Unit 2/ Bunpofysanus 2 20 — 40% po3qMHAETBCH Yepes 1 roguHy 26 %.
Unit 3/ BunpoGyeanua 3 26 %
Unit 4/ BunpoBysanna 4 25%.
Unit 5/ BunpobyeauHs 5 25 %
Unit 6/ BunpofysanHs B 26 %. .
Unit 1/ BunpoByeanHsa 1 45 - 65% dissolved at 3 hours / 50 %
Unit 2/ Bunpobyaanna 2 43 ~ B85% po3umMHAETLCH Mepes 3 roguHn 51 %
Unit 3/ BunpoSyearus 3 5G %
Unit 4/ BunpobyeanHa 4- 50 %
Unit 5/ BunpoByeaHta 5 50 %
Unit 6/ BunpobysanHa 6. 50 %




Merck Sante s.a.s.
Production Center Semoy|
2 rue du pressoir vert
45400 Semoy | France
+33 (0)2 386184 24

Certificate of Analysis No. 000148633 / Ceprudpikat AHanisy Ne 000148633

Name of the Product: /
Hassa Mpogykry:

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
TMMOKO®AM XR, taBneTkn nponoHroaaHor Ai1 no 1000 wmr Ne80 {10x6) y BnicTepax

-Article Code: / 3951770080 Manufacturing Date: / 21.06.2023

Homep Mpoaykry: _ Hata snpobhuuTea:

Batch Number: ' Homep Cepir: Y15314

Bulk Batch Number: / ' Y15314 Expiry Date: / Tepmin ripugamocti: 05.2026

‘Homep Cepii Npoaykry in buik:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 5184

Mpoueaypa: Poamip Cepil (B ynakoekax): -

Specificatiori:  Cnieumdikaus: GLUCO XR 1000-BOSCH-SE Version :/ Bepcisi: 8

’Tests / Release-Specification / Results /

MNokaaHuKK Creyudikadia npu BUNYCxy cepii PesynetaTtin

Unit 1/ BunpoBysanns 1 NLT 80% dissolved at 10 hours / 89 %

Unit 2/ Bunpobyeana 2 He MeHule 80% posumnHaeTbes vepes 10 rogmn 91 %

Unit 3/ Bunpobysanns 3 89 %

Unit 4/ BunpobysakHs 4 88 %

Unit 5/ BunpoBysaqus 5 87 %.

Unit 6/ BuripoGysanua 6 . . 88-%

Microbial purity' / MikpoGionoriuna | in 1 g of preparation contain: /

dncToral B. 1.1 npenapaty MicTiTbea:
TARC - not mare than 10° CF /g / Not tested /
TAMC - He Ginblue 103 KYO /1 He BuaHavanu
TYMC - not more than 102 CFUly Not tested /
TYMC - He Ginbwe 102 KYG /1 He BuzKayanm
Absence of E. Coliin 1.g/ Not tested /
BiacytHicTe Escherichia coli He Busnaqany

i The test is hérformed by"sampling met
abo Ha oAHIA cepil B pik 3a MeTopoMm Bub

hod (each the 10" batch) or one batch per year.
IPKOBGIO KOHTRONM,

Verdict: / COMPLIES /

BucHosok: BIANOBINAE

Decision: ./ ACCEPTED !/

PiwerHs: CXBAJIEHO

Date: / _
Dara: p.O. M ESCLAPEZ
Name:. /

Mpisauie: 02 NOV. 20
Position: f _ o

Mocapa: QUALIFIED P

In the event of any discreparicies or doubt betwéen English and Ukrainian language versions, the English
prevail. / Y pasi Byas-akux poabikHocTedl abo CYMHIBIB MixX BEDCIAMM AHIMIACHKOIO Ta YKPaTHCbKO
aHTNIRCHKOD MOR0D.

! Tecy NpoBOANTLCA Ha KoxHIG 10-A cepii

language version shall

MOB&MM MePEBaXHY CUNY Mac Bepcis




JTEPKABHA CJ1YKBA 3 JIKAPCBKHNX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHiBCHKINA OBJACTI

npos. Ceitnnuroi Hanit, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
NMpo sIKicTh BBE3eHOro B YKpaiHy JikapcbKoro 3aco0y

29.02.2024 Ne 7509/24/10

I'’TIOKODAK XR
(wafiMeHyBaHHs ikapcbkoro 3acoby 3riaHo 3 peecTpaLlifiHNUM NOCRIIUEHHSM)
tabserkn npoaonrosanoi aii mo 1000 mr; mo 10 Ta6uerok y GaicTepi; rmo 6 GuicTepis y
KapTOHHii KopoOui
(hopma BHIyCKY, A03YBaKHs, BUA raKyBsatts nikapeskoro 3acoby)

Homep peecTpauiifHoro nociaueHHs UA/3994/02/02 crpok aii peectpauiittioro nocsinuenns 01.01 2099
Cepis nikapcbkoro 3acoby Ne Y15316 KinbKicTh BBE3€HOTO Jlikapcbkoro 3acofy 3348

BupobHuk Mepk Canre, @panuis
(HaiiMeryBanHs BUpOGHHKa NiKapCbKOro 12aco6y, Kpaita MOXOOKEHHS)

Beesero B Vkpaity ToBapHCTBO 3 06MEkKEHOI0 BIIMOBIAAIBLHICTIO "ACIHO YKPATHA",
inent. kox: 42274733

(naiimeysats Ta ko 3a €JIPTIOY 1opuanyHol ocobH abo npi3suiLe, iM's, 10 6aThoBi (izniHOT
ocobu - nianpremus, i Micue NPONKMUBAHHA Ta peccrpalliiinnit Homep 06iKOBOT KapTky MIaTHHKA
nonarkis afo cepis Ta HOMEp NacnopTa)

TpoOTOKO Bi3ya/lbHOr0 KOHTPOJIIO Bil 28.02.2024 Ne 0224/10.

3a  pe3yAbTaTaMi  JIEPIKABHOTO  KOHTPOMO  BCTAHOBMEHO, 11O nikapcbkuit  3aci6  Beeseno B Ykpainy 3

AOTPHMAHHSAM BUMOT 3aKOHOIABCTBA LOJO 3aGesrieueHHs AKOCTi Jikapehkux 3acobis,

y X PA ’H
B YA KOH rpoog

Bixtop CTEDKIBCHK UV

HTPO.1O) (iniiany Ta npizaMie)

){/ Xou 0>

%‘\ pon T




1CFRC i
Merck Sante s.a.
Production Center Sem¢
2 rue du pressoir ve
45400 Semoy | Franc
+33 (0)2 386184 2

Batch Release Certificate / Ceptudikat BuirnywyeHoi Cepil
Certificate of GMP Compliance / Ceptudikar signosigrocti GMP

Name of the Product: / GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne60 (10x86) in blisters /
Hassa Mpoaykry: FMIOKOPAXK XR, TabneTkn nponoHrosaxol Al no 1000 Mr Ne60 (10x6) y 6nicrepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 21.06.2023

Howmep Kinuesoro Mpoaykry: [ara supobHuLTBa:

Batch Number: / Y15316

Homep Cepil:

Bulk Code: / 3951770080 Expiry Date: / Tepmin npugatrocTi; 31.05.2026

Homep Mpoaykry in bulk:

Bulk Batch Number: / Y15316 Batch size (in boxes): / 5352

Homep Cepii Mpoaykry in bulk: Posmip Cepii (8 yriakoskax):

Importing Country: / Kpaina-lmnoprep: Ukraine / Ykpaina

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride /
Cuna gii / AKTUBHICTb: OpHa Tabnetka mictute 1000 mr MeTdopmiHy rigpoxnopuay
Dosage Form: / Prolonged release tablets 1000 mg /

Nlikapceka ®opma: TabneTkn nponoxroeaxoi gii no 1000 mr

Package Size and Type: / 10 tablets in blister; 6 blisters in carton box /

Tun Ta Poswmip Ynakosku: 10 Tabnetok y GnicTepi; 6 GnicTepis y kKapTORHIM kKopoBLj
Marketing Authorization Number; / UA/3994/02/02

Homep PeeccTpauiiiioro nocsigueHHs:

Name, Address and Authorization Number of Merck Sante, France

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

Release: / o No. 2022_98_1

Hassa, Anpeca Ta quep Niyenait Bupobhuka, Mepk CarTe, GpaHLis

KOTpun Bunyckae cepiio s obir: 2 pro Ao Mpeccyap Bep, 45400 Cemya, dpaHuis
Ne 2022_98 1

Country of Origin: / Kpaina-supoHuk: France / ®panuis

Certification Statement: / 3assa npo Ceprudikavito;
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. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. /

Lnum ninTeepaxy:o, WO BULLE3a3HAYEHS iHhopmauia e focTosipHOW | TouHow. [aHa cepisi BupobneHa, BKMIOYaOM
yNaKoBKy/MapKyBaHHA Ta KOHTPOMb AKOCT, Ha BULLE3a3HaueHil BinbHuUi | B NoBHIR BignosigHocTi 3 BuMoramu GMP
nokansHuUx KoHTporniowuux OpraHie, a Takox 3i creumdikalisivg peecTpauifiHoro AoCse Kpairu-iMno
AOCHifKyBaHOTO nikapcbkoro sacoby. MpoTokorn BUPOGHUUTBA, ynakosku Ta aHaniay Gynu nepernsus:
BlanosiaHicts GMP, ¢

Person authorizing the batch release: /
Ocoba, ska aae KO3BIN Ha BUNYCK cepil;

Name: / Site: /

Mpissuue: M. ESCLA?EZ BupoBHuua pintbHuus:
Position: / AN Signature: /

Mocapa: o Mignue:

Date: /

Hara:

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y pasi 6yab-skux posbikHocTeit abo CYMHIBIB MiX BEPCISMU aHFMICHKO0 Ta YKpaiHCbKOIO MOBaMI NEPEBAaXHY CUNY Mae Bepcis
HINIACLKOKD MOBOH.




IRRTE

Merck Sante s.a
Production Center Sem
2 rue du pressoir vi
45400 Semoy | Fran
+33 (0)2 3861 84

Certificate of Analysis No. 000148595 / Ceptudikat Ananiszy Ne 000148595

Name of the Product: /
Hasga Mpoaykry:

Article Code: / 3951770080 Manufacturing Date: /

Homep Mpoaykry: [ata supobHuurea:

Batch Number: / Homep Cepi: Y15316

Bulk Batch Number: / Y15316 Expiry Date: / Tepmin npugatHocTi:

Homep Cepii Mpoaykry in bulk:
Procedure: /

Mpouepnypa:

Specification: / Cneundikauis:

SE-L 20012 VP

Batch size (in boxes): /
Poamip Cepii (B ynakoskax):

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters /
FMIOKOPAX XR, TabneTku npornoxrosarxoi aii no 1000 mr NeS0 (10x8) y 6rictepax

21.06.2023

05.2026

5352

GLUCO XR 1000-BOSCH-SE Version: / Bepcisi: 8

Tests / Release-Specification / Resuits /
okasknkn Cneuundikauis npy BUnycky cepii PesynbraTtu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuc debossed with ‘1000’ on one face and ‘MERCK’ on Bignosigae
the other / bini abo mavxe 6inoro kKoneopy,
KancynosuaHi ABOONyksi TabrneTky 3 rpasiloBaHHAM
«1000» 3 ogroro 6oky Ta « MERCK» - 3 iHLLIOFO
Identification: / |geHTudikauis IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochioride / IY cnexTp BBIANOBIAAE CMEKTPY NOPIBHAHHS Bignosigae
MeTdopminy rifpoxnopuay
Assay (HPLC or UPLC, In-house
method) / KinskicHe Bru3HadYeHHn
(BEPX abo in-house, YBEPX) 950 ~ 1050 mg / tablet / 1002.8 mg / tablet /
Metformin Hydrochloride / 950 ~ 1050 mr / Tabn. mr/ tabn.
MeThopminy rigpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BusnauerHs uuctotn (BEPX abo In-
house, YBEPX)
Cyanoguanidine / <0.02% 0.00 %
LiiaHoryaHigunH
Other single impurity / £0.1% 0.01 %
Byab-ska iHWa ofuHYHa gomilka
Total of impurities / £0.5% 0.0 %
Cyma BCiX [OMILLOK
Uniformity of dosage unit / Conforms to Ph. Eur. 2.9.40 / Conforms /
OfHOpPIAHICTE 40308aHUX OAVHVLL Mosuxna BignosinaTy BumMoram €sp. ®apm. 2.9.40 Bignosinae
Average mass / 1377 -1522mg / 1474 mg | mr
CepegHs maca 1377 — 1522 mr
Loss on drying / 3% 2%
BTpata B Maci npu BUCYLLYBaHHi
Dissolution /
PosumHeHHs f
Unit 1/ BunpobysanHs 1 20 — 40% dissolved af 25 %
Unit 2/ BunpoByBaHHs 2 20 — 40% pozunHaeTbqhwiEdeset 27 %
Unit 3/ BunpoBysaHHs 3 \{=¢ 26 %
Unit 4/ BunpoBysanHa 4 26 %
Unit 5/ BunpobyeanHsa 5 26 %
Unit 6/ BunpoBysanHa 6 25%
Unit 1/ BunpobysarHs 1 45 — 85% dissolved at 3 hours / 4% %
Unit 2/ BunpobysaHHs 2 45 — 65% po3uMHAETLCA Yepes 3 roavHu 52%
Unit 3/ BunpoBysaxHsa 3 52 %
Unit 4/ BunpoBysanHa 4 51 %
Unit 5/ BunpoBysanHs 5 50 %
Unit 6/ BunpobysakxHs 6 50 %




lcirie
Merck Sante s.a.:
Production Center Semc
2 rue du pressoir ve
45400 Semoy | Franc
+33(0)23861842

Certificate of Analysis No. 000148595 / Ceptudikat Ananizy Ne 000148595

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
Hassa Mpoay«ry: FIIIOKOOAXK XR, Tabnetku nponoxrosaHot gif no 1000 mr Ne60 (10x6) y Brictepax
Article Code: / 3951770080 Manufacturing Date: / 21.06.2023

Howmep Mpogykry:

[Aata supobHuursa:

Batch Number: / Homep Cepil: Y15316

Bulk Batch Number: / Yi5316 Expiry Date: / Tepmin npupaarHocTi: 05.2026

Howmep Cepii Mpoayxry in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 5352

Mpouenypa: Poamip Cepil (B ynakoskax):

Specification: / Cneuwndikauis; GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

Tests / Release-Specification / Results /

MNoxasHuku Cneuudikallia npu Bunycky cepil Pesynbtatu

Unit 1/ BunpoBysarHs 1 NLT 80% dissolved at 10 hours / 86 %

Unit 2/ BunpobyearHs 2 He meHwe 80% po3unHseTsesa yepes 10 roguH 91 %

Unit 3/ BunpobysanHs 3 90 %

Unit 4/ BunpoByeaxua 4 89 %

Unit 5/ BunpoBysahHsa 5 88 %

Unit 8/ BunpoBysaHHs 6 88 %

Microbial purity' / Mikpobionoriuna | In 1 g of preparation contain: /

yucToTa’ B 1 r npenapary MiCTUTLCS:
TAMC - not more than 10° CFU/g / Not tested /
TAMC - He Binblwe 108 KYO /1 He Bushadany
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginbiue 102 KYO /1 He BusHavanm
Absenceof E. Coliin1g/ Not tested /
BigcyTHicTb Escherichia coli He BusHavanu

1 The test is performed by sampling method (each the 10" batch) or one batch per year. [ Tect npoBoanTLCS Ha KOXHIN 10-7 cepil
abo Ha ofHi cepil B piK 3a METOAOM BMOIPKOBOIO KOHTPOSIK.

Verdict: / COMPLIES /
BucHosok: BIAMOBIOAEC

Decision: / ACCEPTED/
PilueHHs: CXBANEHO
Date: /
Hara:
Name: /
Mpizsuie:
Position: /
Nocapa:

In the event of any discrepancies or doubt between English and Ukrainian |asge.ve

prevail. | Y pasi Byas-akux po3bixrocTel abo CyMHIBIB M BEPCIAMU aHIMINCHKOD Ta YKPATHCHKOIO MOBAMM NEPEBaXHY CUNY Mae Bepcis

QHINIRCHKO MOBOID,




PNARRCK

Merck Sante 5.3.s.
Producticn Center Semo
2 rug du pressoir v
45400 Semoy | Fran
+33 (0)2 38 51 84 2

Batch Release Certificate / Ceptugrikar BunyujeHoi Cepii
Certificate of GMP Compliance / Cepmudikar pignosigHocti GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg N260 (10x6) In blisters /

FTNICKO®AN XR, Tabnetin nponoHropasol git no 1000 mr Ne60 (10x6) y GnicTepax

Hasea MpogyxTy:

Finlshed Code: / 3.95177.0071
Homep KiHLpBoro TpoayKTy:

Batch NMumber: / Y15988
Homep Cepil:

Bulk Code: / 3951770080
Homep MpoaykTy in bulk:

Bulk Batch Number: / Y15968

Homep Cepil Mpogykry in bulk:
Importing Country: ! Kpaina-ImnopTep:

Strength / Potency: /

Cwuna il / AKTHBHICTL:

Dosage Form:/

Nirapcoka Popma;

Package Bize and Type:/

Twn Ta Poamip YrakoBeu;

Marketing Autherization Number: /

Homep PeecTpalifiHOIC NOCBIAYEHHA:

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

Haapa, Anpeca Ta Homep MideHali BupofiHuka,
koTpyil Bunyckae capiio B oGir:

Country of Origin: / KpalHa-BrpoGHIK;

Manufacturing Date: / 28.11.2023
Oara supoBHILTRE;

Expiry Date:/ TepmiH NpUAATHOGTI: 31.10.2028
Batch size (in boxes): / 5052

PaaMip Capil (p ynakeexax):
Ukralne / YipaTHa

One tablet contains 1000 mg of metformins hydrochloride /
Qnuva Tabnetka MicTuTs 1000 Mr meTcbopMiHY rigpoxnopugy
Preionged release tableis 1000 mg /

TabneTkd NponoHrosadal Al no 1000 Mr

10 tablets In blister; 6 blisters in carten box /

10 raBnerok y EnicTepi; 6 GnicTepie y kapToHHIA Kopobui

UA/3994/02/102

Merck Sante, France

2 rue du Pressalr Vert, 45400 Semay, France
No. 2022 83 1

Mepk Cante, OpaHus

2 pro Ao Mpeccyap Bep, 45400 Cemya, dpaHuyin
Ne 2022_98_1

France / $panuis

Ceriification Statement: f 3asea npo CepTidikaliie;

| hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quatity control at the above-mentioned site {s) In full compliance with the GMFP
requirements of the local Regulatory Authority and with the specifications In the Marketing Authorization of the
imperting country. The batch processing, packaging and analysls records were reviewed and found to be in
compliance with GMP. /

LiuM nigTEepAMYyI, WO BUILE3RIHaMeHa (Hdopmealia ¢ gocToripHol | Touoio. faHa cepia eupoGneda, ekmoualcyu
YNBKoBKY/MapKySaHHA Ta KOHTPONb SKOCTi, Ha BAWSsasaqeHi® RineHuL | B nosHid BignoeiAWocT & Bumoramu GMF
nokanbHnx KoHTpenoodux Oprarie, a TakoxK 3l cnelydcbikalisMy peecTpalifiHore Aoche KpafHu-imnopTepa abo [ocoe
ACGIigKYBaHOM Nikapcbkoro sacoby. Mpotokony BupoGHULITE aKOBKW Ta aHaniay Synu nepernanyTi | BCTEHOBNEHA
BignoBigHicTL GMP.

Q
vy
\‘.‘ A

1810 BN
TOKYMEHTIB \Z\
" \.?\

Person authorizing the batch release: /
Qcoba, Aka pac A93Bin Ha BUNYCK cepil:

Name: /

Mpisuwe: QUALIFIED PERSON
Position: /

Mocass: | pg MAR 2024

Hats; T.A STEEANOVICI

In the event of any discrepancies or doubt between English and Ukrainla -—,i" versions, tha English fanguage version shall
prevall. / ¥ paai Gyfje-arix poaBilxHocTail 860 cyMHIBIE MIX BEPGIAMK BHINIACHKAK TA YXRaTHOLKOI MOBAMKU NepesaxHy CiIy Mae Bepcia
AHIAIACEHOI0 MOBOID.



C

Merck Sante s.a.8,
Production Center Semo
2 rue du pressoir ve
45400 Semoy | Fran
+332(0)2 386184 2

Certificate of Analysis No. 000151560 / Ceptudpikat Ananiay Ne 000151560

Name of the Product: / GLUCOPHAGE® XR, prolonged refease tablets 1000 mg Ne60 {10x6) in blisters /
Hasea MpoaykTy: FNEROKOPAM XR, TaBnetku riponoHrosaHol Aif no 1000 mr NeGO (10x6) v GnicTepax
Article Code: / 3951770080 Manufacturing Date: { 28.11.2023
Haomep Mpogykry: Hata supobHuyraa:
Batch Number: I Homep Cepii: Y15968
Bulk Batch Number: [ Y5988 Explry Date: [ Tepmin npuazaTHoCTI: 10.2026
Hamep Cepil MNponykTy in bulkc
Procedure: / SE-L 20012 VP Batch size (In boxes): / 5062
Mpougaypa: Poamip Cepil {8 ynakeekax):
SpecHlcation: / Cneyudikaujn; GLUCO XR 1000-BOSCH-SE Verslon: / Bepcis: 8
Tests | Release-Specification / Results [
NokasHuim Crneundikalin npn BUTycky cepil PesynkTati
Description / White to off-white, capsule-shaped, blconvex tablet, | Conforms /
Oruc debossed with “1000' on one face and ‘MERCK' on Binnosinae

the other/ Bini 260 maioke Sinoro xoneopy,

KancynosuaHi ABoorykrl TaBrneTky a rpasilosaHHAM

a1000» 3 ogHoro Boky Ta « MERCHKY - 3 iHWworo
Identification: f |genTndikauin IR spectrum complies with reference spectrum/ Conforms /
Metformin Hydrochloride / Y crnexTp BBIANCRIAAE CNEKTRY CTEHARPTHOFD 3padka Bignoeigac
MeTtdopMiHY rigpoxnopuay
Assay (HPLC or UPLC, In-house
method) / KinskicHe BAIHaYEHHR
(BEPX abo In-house, YBEPX) 950 — 1050 mg [ tablet/ 1009.7 my / tablet /
Metformin Hydrochloride / 950 — 1050 mr / Tabn. Mr/ ratn.
Metdopminy rigpoxnopngy
Related substances (HPLC or
UPLE, In-house methad) /
BuaHaqeakHs ueToTH (BEPX abo In-
house, YBEPX)
Cyanoguanidine / % 0.02% 0.00 %
LliaHoTryaHiguH
Other single impurity / $0.1% 0.01%
Byas-Aka iHWa 9AvHNYHE JoMilLika
Total of Impurities / =0.5% 0.0%
Cyma EciX JOMILUDK
Uniformity of dosage unlt f Conforms fo Ph. Eur. 2.9.40 / Conforms /
OnHopiAHICTE A030B2HWX OAWHULE MobuHHa Bignoeigary b¥Maram €ap. dapm 2.8.40 Bignosinae
Average mass / 1377 — 1622 myg ! 1457 mg / mr
CepeagHs Maca 1377 = 1522 Mr
Loss on drying f =3% O N | 2%
Brpate B Maci Apu BUCYLWyBaHH| Kmﬁ‘i_f‘%
Disselution / _ 1 N9
FoaunHeHHs! / L)H;'\“"-“”B ¥
Unit 1/ BunpeGysans 1 20 - 40% dissolved at 1 hour AR
Unit 2/ BunpaSysaHHa 2 20 — 40% po3UUHAETREA Yapes | "1 M "
Unit 3/ BunpoGypaHHA 3 '05 aj.ﬁ
Unit 4/ BunpoGyBatHs 4 b o
Unlt 5/ BunpoBysanns 5 : o)
Unit 6/ BunpoSypaHHs 6 Pk '/{

LRI Ty !

Unit 1/ BunpoByeaHns 1 46 — 65% dlssolved at 3 hours / Pa M-
Unit 2/ BunpoByesHus 2 45 — 85% pO3auYMHACTECA Yepes 3 rofuHK
Unit 3/ BunpoBysaHnsa 3
Unit 4/ BunpoBysaHun 4
Unlt §/ BunpoBysanHs 5
Unit 6/ BunpobyeaHHA 6




Merck Sante s.3.5.
Production Center Semo

Certificate of Analysis No. 000151560 / Ceptudikar AHanisy Ne 000151560

Name of the Product: / GLUCOPHAGE® XR, prolohged release tablets 1000 mg Ne€0 {10xE) in blisters §

Haaea (MpogykTy: TMIOKODAX XR, TaBneTky nponoHroeaHoi 4if no 1000 mr NeEO (10x8) vy SnicTepax

Article Code: / 3851770030 Manufacturing Date: / 28.11.2023

Homep Mpoaykry: Hata supabruLrea:

Batch Number: ] Homep Cepil; Y15968

Bulk Batch Number: / Y15068 Expiry Date: / Tepnin npuaaTHocTi: 10.2028

Homep Cepii Mpopykry in bulk

Procedure: / SE 20012 VP Batch size (In boxes): f 5052

Mpougaypa; PoamMip CepiT (B ynakoekax);

Specification: f CnevundikaLis: GLUCO XR 1000-BOSCH-SE Version: / Bepcir: 8

Tesis | Release-Specification / Results /

MokaaHuky CnelMdikaLya Npu Bunycky cepit Pe3ynbraru

Unit 1/ BunpobyeaHHa 1 NLT 80% dissolved at 10 hours / 87 %

Unit 2/ BunpoByBaHHa 2 He mMeHWe 80% poauuHAeTbCA Yepea 10 roguH 92 %

Unit 3/ BunpoBysarHua 3 92 %

Unit 4/ BunpoByeaHHA 4 81 %

tnit 5/ BunpoByraHHn 5 %

Unit 8/ BunpotysaHHn 6 91 %

Mlcroblal purlty! 7 MikpoSionorivwa | In 1 g of preparation contaln: /

4vcToTa’ B 1 r npenapaTty MiCTHTLGS:
TAMC - not more than 10% CFU/g / Not tested /
TAMG - He Ginbwe 103 KYO fr He Branauanmu
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginbwe 102 KYO /1 He BusHadany
Absance of E. Callin1 g/ Not tested /
BigcyTHicTs Escherichia coli He evsHaqvanu

The test is performed by sampling method {each the 10™ batch) or one batch per year. / Tect npoBoauTsEGA Ha KOXHIN 10-7 cepil
afio Ha oaHli capli B pik 23 MeTOEOM BUBIPKOBOTO KOHTPONC,

Verdict: / CONPLIES /
BucHopok: BIOAMOBIOAE
Decision: / ACCEPTED!
PiweHHs: CXBAJEHO

Date: /

Aara: QUALIFIED PERS
Name: /

Position: /

Mpisasuse: & 0 B MAR 20
Mocaaa: .T.A STEFA

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English languape version shall
prevail. / ¥ pasi Gype-AKix postixHocTell aBa cyMHIBIB MiK Bepeistv aHMNIACEROID T YHPEIHCEKGIO MOBAMM NBPERAXHY CHNY MaE Bepold
AHINIACEKAK MOBCM.




JNTEP’KABHA CJIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

mpoB. Ceitnuanoi Haxii, 3, m.Kuis, 02099, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
NPO SAKICTh BBE3CHOI0 B YKPAiHY JIKAPCHKOI0 3ac00y

19.08.2024 Ne 40516/24/10

I'IIOKO®PAXK XR

(HaliMeHyBaHHS JIIKapChKOTO 3ac00Y 3TTHO 3 PeeCTpaIlitHiM MTOCBITUCHHSIM)
TabaeTku npoJionrosanoi aii mo 1000 mr; mo 10 Tabdaerok y 6aictepi; mo 6 OJicTepis y
KApPTOHHIH KopoOui

(dbopMa BUIYCKY, JI03YBaHHs, BUJ IIAKYBAaHHS JIKAPCHKOTO 3aC00Y)
Howmep peectpauiitnoro nocsimacans UA/3994/02/02 crpox i peectpaniiisoro nocsizaenns 01.01.2099
Cepis nikapcskoro 3acoby Ne Y16492 KisibKiCTh BBE3€HOTO JiKapchKOro 3aco0y 5352

BupoGHuK Mepk Canre, @paHuis

(HaliMeHyBaHHS BUPOGHYIKA JIIKapCHKOTO 3ac00Y, KpaiHa OXO/DKCHHS)

Bgeseno B Vipainy ToBapuCTBO 3 00MexkeHo0 BiqnosinaapnicTio "ACIHO YKPATHA",
inenr. xon: 42274733

(naitmenyBanHs Ta ko1 32 €JIPTIOY ropuimanoi oco6u abo Hpi3BHUIIE, IM'S, 0 6aTHKOBI (Pi3MIHOT
0COOM - IIIPHEMITS, 1 MiCIle IIPOXKUBAHHS T PEECTPAIiHMI HOMeD 00JIKOBOT KapPTKH IUIATHHKA
HOJIaTKiB 200 cepis Ta HoMep HacopTa)

Iporoxou Bisyansnoro konrpomo six 15.08.2024 Ne 2394/17.

3a pe3ympTaTaMH JACPXKABHOTO KOHTPOJK BCTAHOBIICHO, IO JIKAPCEKMIA 3aci0 BBE3¢HO B YKpaiHy 3

JOTPHMAHHSAM BUMOT 3aKOHOAABCTBA MIOAO0 3a0€3MCICHHS AKOCTI JTiKapPCHKHUX 3aC00iB.

/g . @.:7/ Biktop CTE®KIBCHKHIA

MANKC (iniuiany Ta npissnuie)

kv EHTIB
JTOKY MEHT




MRRCK

Merck Sante s.a.s.|
Production Center Semo
2 rue du pressoir vel

Batch Release Certificate / CepTtudikat BunyweHoi Cepif 45400 Semoy | Franc

Certificate of GMP Compliance / CepTtudikat BignosigHocti GMP +33(0)2 386184 2
Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
Hasea Mpoaykry: FMIOKODAXK XR, Tabnetku nponoHroeaxoi git no 1000 mr NeG0 (10x8) y Bnicrepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 13.12.2023
Homep KiHuesoro lMpoayxry: AaTa supobHuuTsa:
Batch Number: / Y16492
Homep Cepil:
Bulk Code: / 3951770126 Expiry Date: / TepMiH npugaTHocTi: 30.11.2027
Homep Mpoayxkry in bulk:
Bulk Batch Number: / Y16492 Batch size {(in boxes): / 5 352
Homep Cepit Mpoaykty in bulk: Po3smip Cepil (B ynakoskax):
Importing Country: / Kpaina-Imnoprep: Ukraine / YkpaiHa
Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride /
Cuna gii / AKTUBHICTb: OpHa Tabnetka Mictute 1000 Mr meTdopminy rigpoxnopuay
Dosage Form: / Prolonged release tablets 1000 mg /
Nikapcbka dopma: TaGneTku nponoHrosaxoi ail no 1000 mr
Package Size and Type:/ 10 tablets in biister; 6 blisters in carton box /
Tun Ta Posmip Ynakosku: 10 TabneTok y Bnictepi; 6 GnicTepis y KAPTOHHIA KOPODBLYi
Marketing Authorization Number: / UA/3994/02/02

Homep PeecTpauinHOro nocsigHeHHs:
Name, Address and Authorization Number of
Manufacturer, which is Responsible for Batch gﬂz::kdia;\::; : ;?r"\?zu 45400 Semoy, France

Release: /

Hasea, Agpeca 1a Ho_mep Nivenaii BupobHuka, ,\Nﬂz})ﬁfgazﬁes;;pamiﬂ

KOTpHii BUNyCKaE Cepito B Obir: 2 pio Ao MNpeccyap Bep, 45400 Cemya, dpaHuis
Ne 2022_98_1

Country of Origin: / KpaiHa-eupoGHuk: France / paHuis

Certification Statement: / 3asea npo CepTudikauito:

| 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. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. /

Uwm nigTeepoxylo, WO Buwe3asHadveHa iHdopmauis € JOCTOBIpHOK | TouHoK. [aHa cepin BupolneHa, BKMQYalouu
YNaKoBKy/MapKyBaHHs T2 KOHTPOMb SKOCTI, Ha BULe3asHavueHii QinbHWUi i B noBHiW BignosigHoCTi 3 BumMoramu GMP
nokansbHux Kortponioiounx OpraHis, a Takox 3i cneludikauisMi peecTpauiitHoro Jocke KpaiHu-iMnoprepa abo [locke
LOCNifKYBAHOro sikapcbkoro 3acoby. [potokony BUpOGHALTBA, yNakoBKW Ta aHanisy Oynu nepernsHyTi i BCTaHoBEHa
BignosigHicTe GMP,

Person authorizing the batch release: /

Oco6a, fika Aae A03BIN Ha BUNYCK Cepil: QUALIFIED PERSON
Name: / Site: / Semoy /

MNpissuwe: Bupo6Huua gincHuys:  Cemya 20 JUIN 2024
Position: / Signature: /

Mocapa: Nignuc:

Date: /

fJata:

aHrﬂIMCbKOIO MOBOIOQ.




MERCK

Merck Sante s.a.s,

Production Center Semo

Certificate of Analysis No. 000151514 / Ceptudikat AHanisy Ne

Name of the Product: /

000151514

2 rue du pressoir vel
45400 Semoy | Franc
+33 (0)2 38 61 84 24

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /

Haasa MpoayKTy: FIMOKOSAXK XR, Tabnetku nponoHroeaHoi aii no 1000 mr Ne60 (10x6) y Gnicrepax
Article Code: / 3951770126 Manufacturing Date: / 13.12.2023

Homep Mpoaykry: Nata supobHuyTBa:

Batch Number: / Homep Cepi: Y16492

Buik Batch Number: / Y16492 Expiry Date: / TepMiH npBaaTHOCTI 11.2027

Homep Cepii Mpogyxkry in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 5 352

Mpoueaypa:
Specification: / CnevudikaLlis:

Poawmip Cepil (B ynakoskax):

GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

Tests / Release-Specification / Results /
MoKasHUKK CneuundikaLis npy BuNycky cepii PeayneTtatu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuc debossed with “1000° on one face and ‘MERCK’ on Bignosigae

the other / bini abo maixe 6inoro xonLopy,

Kancynoeuasi asoonyxni TabneTku 3 rpaBitoBaHHAM

«1000» 3 ofHoro 6oxy Ta «kMERCKD» - 3 iHiworo
Identification: / nenTudikauin IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / IY cnexTp BBIgMNOBIAAE CREKTPY CTaHAAPTHOrO 3paska Bianosinae
MeTdopminy rinpoxnopuay

Assay (HPLC or UPLC, In-house
method) / KinbkicHe BUSHaYeHHS

(BEPX abo In-house, YBEPX) 950 — 1050 mg / tablet / 991.8 mg / tablet/

Metformin Hydrochloride / 950 - 1050 mr / Tabn. Mr/ Tabn.

MetdopmiHy rigpoxnopuay

Related substances (HPLC or

UPL.C, In-house method) /

BusHayenHs unctoti (BEPX abo In-

house, YBEPX)

Cyanoguanidine / £0.02% 0.00 %

LliaHoryaHiguH

Other single impurity / $0.1% 0.01 %

Byns-fka iHWA OAVHUYHA AOMiILLKa

Total of impurities / £0.5% 0.0%

Cyma Beix JOMilLIOK

Uniformity of dosage unit/ Conforms to Ph. Eur. 2.9.40/ Conforms /

QAHOPpIAHICT: /O030BAHMX CAVHWULD MoeuHHa BignoeipaTu sumoram €ep. ®apm. 2.9.40 Bignoeinae

Average mass / 1377~ 1522 myg / 1464 mg / mr

Cepegts maca 1377 — 1522 mr

Loss on drying / $3% 2%

BrpaTta B Maci Npy BUCYLLIYBAHHI

Dissolution /

PosunHeHHn

Unit 1/ BunpofysaHHs 1 20 - 40% dissolved at 1 hour/ 26 %

Unit 2/ BurpoByeanHs 2 20 — 40% po34MHAETHCA Yepes 1 roauHy 260%

Unit 3/ BunpoByeaHHs 3 26%

Unit 4/ BunpoGyBaHHA 4 26 %

Unit 5/ BunpoByBaHHa S 27 %

Unit 6/ BunpoGyeaHHAa 6 26%

Unit 1/ Bunpobyearhs 1 45 - 65% dissolved at 3 hours / 52%

Unit 2/ BunpobysaHhs 2 45 — 65% PO3YMHAETLCH Yepes 3 rogutu 51%

Unit 3/ Bunpobysanhs 3 51%

Unit 4/ BunpoGysarHs 4 50 %

Unit 5/ BunpoGyeaHHa 5 52.%— ~

Unit 6/ BunpobyeanHs 6 y, v%‘,“ﬁi”\n,\
» Lt <

TOKY MEHTIB

~ 3
Apa M.




MERUK

Merck Sante s.a.s.
Production Center Semo
2 rue du pressoir ver
45400 Semoy | Franc

Certificate of Analysis No. 000151514 / Ceptudikat AHaniay Ne +33 (0)2 38 61 84 24

000151514
GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne60 (10x6) in biisters /

Name of the Product: /

Haasea MpoaykTy: [TIOKODAXK XR, TabneTkn nponoHrosaHol gii no 1000 mr Ne60 (10x6) y Gnicrepax
Article Code: / 3951770126 Manufacturing Date: / 13.12.2023

Homep MNpoayKTy: Dara supoOHuyrea:

Batch Number: / Homep Cepii: Y16492

Bulk Batch Number: / Y16492 Expiry Date: / TepmiH NpuaaTHOCTi: 11.2027

Homep Cepif lNpopykTy in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 51352

Po3wmip Cepil (B ynakoskax):
GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

Mpouegypa:
Specification: / Cnetudikavis:

Tests / Release-Specification / Results /

MokasHnky Cneuumdikanina npu BUnycky cepii PesynsTati

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

Unit 2/ BunpoOypaHhs 2 He meHwe 80% po3unHaeTbeA Yepes 10 roaud 90 %

Unit 3/ BunpobyBanHs 3 90 %

Unit 4/ BunpobypaHnHs 4 87 %

Unit 5/ BunpoGyBaHHsa 5 M1 %

Unit 6/ BunpoByeaHHs 6 89 %

Microbial purity? / Mikpo6ionoriuva | In 1 g of preparation contain: /

yucroTa' B 1 r npenaparty MiCTUTLCA.
TAMC - not more than 10® CFU/g / Not tested /
TAMC - He Ginbwe 10°KYO /¢ He BuzHa4ann
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginble 102KYO /r He susHavanm
Absence of E. Coliin1g/ Not tested /
BigcyTHicTs Escherichia coli He suaHaqanu

1 The test is performed by sampling method (each the 10'" batch) or one batch per year. / TecT nposoauTbcs Ha koxHiii 10-# cepii
afo Ha ogHin cepii B pik 3a MeTogom BUGipKOBOro KOHTPONIO.

Verdict: / COMPLIES /

BucHoeok: BIAMOBIOAE

Decision: / ACCEPTED/

PiwexHn: CXBAJIEHO

Date: / =D PERSON
Dara. QUALIFIED

Name: / Y
i 20 JUN 2024
e 57CZESNIAK E.

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. ! Y pasi Byab-sikux po3biknocTel a6o cyMHIBIB MK BEpCiAmMM aHINIACLKOIO Ta YKPaiHCLKOIO MOBaMU NepeBaxHy CUny Mac Bepcia
AHrNIACLKO MOBOID.
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AEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJACTI

npoB.. CeitnuuHol Hanif, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
Mpo sIKICTb BBE3€HOr0 B YKpaiHy JlikapchKoro 3acofy

05.11.2024 Ne 55641/24/10

I'TIOKODAXK XR
(HaliMeHyBaHHA NiKapCcbKOro 3acofy 3rijHO 3 peeCTpauiiiHUM NOCBIA4YEHHAM)
Tab/eTKH nposionrosanoi Aii mo 1000 mr; o 10 Tadaerok y Gaicrepi; o 6 Guicrepis y
KapToHHiH KopoOui
(dopma Bunycky, L03yBaHHS, BH [TAKyBaHHS JIIKapcbkoro 3acoby)

Homep peecrpauiiinoro nocsinuenns UA/3994/02/02 crpok aii peecrpaiiifinoro nocsinuenns 01.01.2099
Cepis nikapebkoro 3acoby Ne Y16498 Kinbkictb BBe3eHOro sikapcbkoro sacoby 5392

BupoGHux Mepk Cante, panuis
(HaiivenyBaHHs BUPOGHUKA JiKapChKOro 3acofy, KpaiHa [OXOLKEHHS)

Beesero B Ykpainy Toapucreo 3 00MexeHow Binnosinaabuictio "ACIHO YKPATHA",
inent. xox: 42274733

(naiimeryBaHHs Ta koj 32 €APTIOY 10puanaHoi ocobu aGo npissuiwe, iM's, no 6aTbkoBi (izndHOL
0co6u - mignpuemus, ii MicLie MPOKUBAHHA Ta peccTpaLliiiHmii HoMep 061iKOBOT KAPTKH MIATHHKA
rnozarkiB abo cepis Ta HoMep nacnopra)

Tporokea Bisyansuoro xonrpo.io sin 04.11.2024 Ne 3325/8.

3a  pesyibTaTaMM  JEPHKABHOTO KOHTPOMIO BCTAHOB/NEHO, WO JiKapchkui 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LLO/I0 3a6e3MeUeHHs SKOCTi JlikapebKuX 3aco6iB,

NXKPay
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Batch Release Certificate / Ceptudikat Bunyulerol Cepii
Certificate of GMP Compliance / Ceptudikar gignosigHocTti GMP

MMERU

Merck Sante s.a.s.
Production Center Semoy]
2 rue du pressoir ve
45400 Semoy | Franc
+33 (0)2 3861842

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg NeB0 (10x8) in blisters /
Haasa Mpogykry: IMIOKODAX XR, TabneTkn nponoHrosaxot ail no 1000 Mr Ne60 (10x6) y BnicTepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 18.12.2023

Homep Kinuesoro poaykry: Nata supoburuTea:

Batch Number: / Y16498

Homep Cepii:

Bulk Code: / 39517701286 Expiry Date: / Tepmiv APUAATHOCT: 11.2027

Homep MNpoaykTy in buik:

Bulk Batch Number: / Y16498 Batch size {in boxes): / 5382

Homep Cepii Mpoaykry in bulk: Poawip Cepii (8 ynakoskax):

Insporting Country: / Kpaiva-IMnoprep: Ukraine { Yxpaina

Strength / Potency:/ One tablet contains 1000 mg of metformin hydrochloride /
Cuna gii / AKTUBHICT! Opva Tabretka MictTb 1000 Mr MeTdOpMiHy rigpoxnopuay
Dosage Form: / Prolonged release tablets 1000 mg/

Nixapcbka Popma: Tabnetky nponokrosadoi Aii no 1000 mr

Package Size and Type:/ 10 tablets in blister; 6 blisters in carton box /

Tun ta Poamip Ynakosku: 10 TabneTok y Grictepi; 6 GnicTepis y KAPTOHHIA KkopobLi
Marketing Authorization Number: / UA/3994/02/02

HoMep PeeCTpaLiiHoro nocBiAYeHHs.

Name, Address and Authorization Number of Merck Sante, France

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

Releasssi - No. 2022_98_1

Haaea, Agpeca ta quep J’h_uenan BupobHnka, Mepk Cante, PpaHUis

KOTpUIt BUNYCKaE Cepito B obir: 2 pio a0 Npeccyap Bep, 45400 Cemya,
Ne 2022_98_1

Country of Origin: / KpaiHa-supobHik: France [ dpaHuis

Certification Statement: / 3asisa npo CepTudialiio:

France

®paHtLlia

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
inctuding packaging / labeling and quality control at the above-mentioned site {s) in full compliance with the GMP
requirements of the local Reguiatory 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./

Lium. nigTBepiKylo, WO Buiie3asHaeHa HdbopMAaList € AOCTOBIPHOK | TCHHOL. [lana cepis supobnexa, BrrovaOuY
yNaKosKy/MapkyBaHHa Ta KOHTPONb AKOCTI, Ha BULLERasHaueHin AiNbHALL | B nosHilk BignosigHocTi 3 BuMoramu GMP
nokanbHux KouTponiowounx Oprawis, a Takox 3i cneLchikaLisMu PeecTpaLiiHoro AoChe Kpaiuv-imriopTtepa abo Locwe
nocniaxysaHore nikapeskoro sacoBy. MNpoTokony BUPOBHULTBA, YNAKOBKW Ta aHaniay Bynu nepernsHyTi i BCTaHOBNEHa

e

signosigricTe GMP,

Person authorizing the batch release: /
Ocoba, sika fjae [OsBIN Ha BUnYCK cepil!

Name: / Site:j 3 )
Mpizauiue: Bupdp2& b
Position: / Sign\te %
[ocapa: Minnvig
Date: /

[ara:

1n the event of any discrepancies or doubt between English and Ukrainian language versions, the Englis

QUALIFIED PERSON
27 JUIN 2024

Pl

figuage version shall

prevail, / Y paai ByAb-Akux po3bbkHocTelk abo cymHieia Mix Bepciamy HIAINCLKOIO T8 YKPATHCLKOIO MOBaMK NepesaxHy cuny mae sepcis

aHTMNIRCBKOI0 MOBOID.



Certificate of Analysis No. 000153912 / CepTudbikat Ananiay Ne 000153912

Name of the Product: /
Haaea MpoaykTy:

Article Code: / 3951770126 Manufacturing Date: /

Howmep lMpoaykty: Bata supobruuTea:

Batch Number; / Homep Cepii: Y16498

Bulk Batch Number: / Y16498 Expiry Date: / Tepmin npugatHocTi:

Homep Cepii MpoaykTy in bulk:
Procedure: /

fpouenypa:

Specification: / Cneuwndixauin:

SE-L 20012 VP

Batch size (In boxes): /
Poamip Cepii (B ynakoskax):

2 rue du pressoir ve
45400 Semoy | Franc
+33 (0)2 38 61 84 24

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters
[TIIOKO®AX XR, TabneTkm nponoHrosaHoi A no 1000 mr Ne60 (10x6) y Bnicrepax

18.12.2023

11.2027

§392

GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

Tests | Release-Specification / Results /
[okaaHuku Cneuucbikallis npu sunycky cepii Pesynbrat
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms/
Onue debossed with ‘1000’ on one face and ‘"MERCK' on Bignogigae
the other / bini abo maiixe Binoro koneopy,
KancyrosugHi asoonykni Tabnevku 3 rpapiloBaHHaM
«1000» 3 ofHoro Goky ta « MERCK» = 3 iHUloro
Identification: / lnenTudikauisi IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / IM cnexTp sBigNOBiAae CNEKTPY CTAHAAPTHOrO 3paska Bianosinae
MeTgropminy rigpoxnopuay
Assay (HPLC or UPLC, In-house
method} / KinbkicHe BU3HaueHHs
(BEPX abo In-house, YBEPX) 950 - 10580 mg / tablet / 1003.8 mg / tabilet /
Metformin Hydrochloride / 950 — 1050 mr / Tabn. mr/ rabn.
MeTdopminy rigpoxnopvay
Related substances (HPLC or
UPLC, In-house method) /
Buanavenus wuctomm (BEPX abo In-
house, YBEPX)
Cyaneguanidine / $0.02% 0.00%
LiaHoryaHigun
Other single impurity / £0.4% 0.01%
Byap-Aka iHWwa oOvHUYHE DOMILLKE
Total of impurities / < 0.5% 0.0%
Cyma BCiX SOMILLIOK
Uniformity of dosage unit/ Conforms to Ph. Eur. 2.8.40/ Conforms /
OpHopigHicTh [030BAHUX OaMHULL | TTOBWHHA BIANOBIAATM BUMOraM EBp. dapm. 2.9.40 Bignoainae
Average mass / 1377-1522 mg/ 1461 mg/mr
CepenHs maca 1377 = 1522 mr
Loss on drying / 3% 2%
BTpaTa B Maci npy BUCYLLIYBAHKI
Dissolution /
PoaunHeHHs
Unit 1/ Bunpobysamtst 1 20~ 40% dissolved at 1 hour/ 26 %
Unit 2/ BunpoBysanns 2 20 —40% pos4nHseTLCA Yepes 1 roRuHy 26 %
Unlt 3/ BunpoBysarHa 3 27%
Unit 4/ BunpoGyaamns 4 27%
Unit &/ BunpoGysanHa 5 27 %
Unit 6/ BunpoBypamnHs 6 26 %
Unit 1/ BurtpoBysanHa 1 45 — 65% dissolved at 3 hours / 52 %
Unit 2/ BunpoBysamts 2 45 ~ 65% pO3UUHAETLCH Uepes 3 roAuHI 51 %
Unit 3/ Bunpobysanus 3 52%
Unit 4/ BunpoBysanHsi 4 52%
Unit 5/ Bunpobysanns 5 52%
Unit 6/ Bunpobysaxta 6 51 %




" MEBRCK]

Merck Sante s5.a.5.
Production Center Semoy,
2 rue du pressoir vert
45400 Semoy | France
+33 (0)2 38 61 84 24,

Certificate of Analysis No. 000163912/ Ceptudbikar Anxanisy Ne 000153912

Name of the Product: /

GLUCOPHAGE® XR, prolonged release tablets 1000 mg NeB0 (10x8) in blisters /

18.12.2023

Hasea MNpopykTy. FOKO®AN XR, TaBrieTky nporioHrosaror aif no 1000 mr Ne60 (10x6) y Bnictepax
Article Code: / 39561770126 Manufacturing Date: /

Homep MpogaykTy. [aTa evpoBruursa:

Batch Number: / Homep Cepil. Y16498

Buik Batch Number: / Y16498 Expiry Date: / TepMiH npugaTHocTi:

Homep Cepii Npogykty in bulk:
Procedure: /

Mpoueaypa:

Specification: / Cneuudikatis:

SE.L 20012 VP

Batch size (in boxes). /
Poamip Cepii (8 ynakoskax).

11.2027

5392

GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

Tests [ Release-Specification / Resuits /

{oxaaHukm Crieumdikauis npv sunycky cepil PesynbTati

Unit 1/ BunpoBysaHHs 1 NLT 80% dissolved at 10 hours / 81 %

Unit 2/ BunpoBysarHs 2 He MeHie 80% poauunsieTscsa yepes 10 roguH 80 %

Unit 3/ BunpoByBanra 3 91 %

Unit 4/ BunpoBysanHs 4 91 %

Unit 5/ BunpoBysasHa 5 92 %

Unit 6/ BunpofysaHusa 6 89 %

Microbial purity? / MikpoBionoriyia | Int g of preparation contain: /

yucrora’ B 1 rnpenapaty MICTUTLCR.
TAMG - not more than 10% CFU/g / Not tested /
TAMC - He Ginbiue 10°KYO / 1 He Buanadanm
TYMC - not more than 102 CFUlg/ Not tested /
TYMC - He Ginbwe 102KYO /1 He suznavanu
Absence of E. Coliin1g/ Not tested /
BincyTricTs Escherichia coli He BU3Ha4anm

L The test is performed by sampling method {each the 10" batch) or one batch per year.

afio Ha oaHil cepil 8 pik 33 MeTogOM BUBIPKOBOFG KOHTRONIC.

Verdict: / COMPLIES /

BUCHOBOK: BIANOBIJAE

Decision: / ACCEPTED/

PileHHs: CXBANEHO

Date: /

lara: QUALIFIED PERSON
Name:/ )

Mpissuwe; 27 JUIN 2024
Position: /

Mocapa:

Pl

¢
I the event of any discrepancies or doubt between English and Ukrainian lan
prevall. / Y pa3i Byab-akux postbkrocTed abo cyMHiBiB MPX BEPCIAMY BHINIACLKOK T2 yKpaiH

AHITINACHKOI0 MOBOIO,

J TecT npoBoanTbCH Ha KaxHin 10-# cepil

guage versions, the English language version shall
CHKOIO MOBEMIA NEPERAKHY CUNY Mac Bepcia



TEPKABHA CJYXBA 3 JITKAPCHLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHAIBCHKIN OBJACTI

TIpOB. Ceitmausoi Hapii, 3, M.KuiB, 02099, Tes/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sIKicTb BBE3eHOro B Yxkpainy JTiKapcbKoro 3aco0y

18.11.2024 Ne 58881/24/10

TJIIOKO®AK XR

(HaiiMenyBanus NiKapcbLKOro 3acofy 3TiAHO 3 peecTpauiiiiM TIOCBIAUEHHSAM)

Ta6aeTKY MPOJOHIOBAHOL aii no 1000 mr; no 10 Tab6nerok y Ojicrepl; no 6 GaicrepiB y
KapTOHHIM Kopooui

(dpopma BHITCKY, O3YBAHHA, BHL TaKyBaHHsA JiKapchbKoro 3aco0y)

HoMep PeecTpaLLifHOTO HOCBXCHHA UA/3994/02/02 crpox aii pecCTPaLifiHOTO IOCBIIMCHH 01.01.2099

Cepis nikapebkoro 3aco0y Ne Y16834 KinbKicTh BBE3EHOTO NIKApCHKOTO 3acoby 5367
BupobHuK Mepxk Canre, dpanuis
(naliMCHyBaHH] BHpOOHHKA TiKapCHKOTO 3aco0y, KpaiHa TIOXODKEHHA)
BeeseHo B YKpaiHy ToBaprCcTBO 3 00MEKEHOIO BiITIOBIIATILHICTIO " ACTHO YKPATHA",
imenr. xon: 42274733

(HaiiMeHyBaHHs Ta KOJ 33 EJPTIOY JOpUAMUHOI ocobH ab0 TPi3BHILE, iM'F, TIO GatbKoBi (isHuHOl
oco6H - TiAnpuemLs, Ti Mice TPOXKUBAHHA T2 peecTpaliifHuil BOMEP 067iKOBOT KapTKHU NIIATHHKA

frofaTKiB abo cepif T2 HOMEP jacopTa)

TpoTOKOI Bi3yaILHON0 KOHTPOINIO pix 13.11.2024 Ne 3518/4.

3a pesynbTaTaMu JEpIKaBHOTO KOHTPONO BCTAHOBJIEHO, WO mikapcpkuit  3aciG  BBC3CHO B YxpalHy 3

JOTPUM AHHAM ByMOT 3aKOHOJABCTBA IO/O afesnedeH s AKOCTi JHKAPCHKIX 3aco0iB.

Onpra CPHOMIEL {C

(inivtinasora phapmiue)

/%\5' LAA v (Q/l,(\(é




Merck Sante 6.8.5.
production Center Semoy
2 rue du pressoir ve
45400 Semoy | Franc
+33 (0)2 38 61 84 24

Batch Release Certificate / CepTudikat Bunyeroi Cepit
Certificate of GMP Compliance | Ceptudpikat sigrosiaHocti GMP

Name of the Product: ! GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters i
Hassa [popykTy: FMIOKO®AXK XR, 1a0neTk1 NPONOHTOBAHOT it no 1000 mr Ne60 (10x6) y GnicTepax
Finished Code:/ 3.95177.0071 Manufacturing Date: i 29.02.2024

Homep Kixuesoro fipopyKTy: [ata supobuuurea:

Batch Number: / Y16834

Homep Cepii:

Bulk Code: ! 3961770080 Expiry Datel I Tepwit npUEATHOCTH: 31.01.2028

Homep MpoaykTy in bulk:

Buik Batch Number: / Y16834 Batch size (in boxes): / 5367

Homep Cepii NMpoaykry in bulk: Poamip Cepil (8 ynaxoBkax):

Importing Country: I Kpaina-iMnopTep: Ukraine { YkpalHa

Strength / Potency: 1 One tablet contains 1000 mg of metformin hydrochloride !
Cwna pii / AKTUBHICTb! OpHa TabneTka MicTUTb 1000 MF METCOPMIKY TAPOXTIOPUAY
Dosage Form: [ Prolonged release tablets 1000 mg {

flikapcbka dopma. TabneTtku NPOTIOHrOBAROT Aii no 1000 mr

package Size and Type: / 10 tablets in blister; & blisters in carton box !/

Tur T2 Posmip YNakosky: 10 TabneTok y BricTepi; 6 Brictepis Y KapTOHHIY xopoB

Marketing Authorization Number: !

Homep PeecTpauliftHoro MOCBIAHEHHHA: UAI3994/02/02

Name, Address and Authorization Number of

Manufacturer, which is Responsible for Batch gf&‘;kdia;g;z:: szrt 45400 Semoy, France
Release: / No. 2022_98_1

Hasea, Aapeca Ta Homep Niyenail Bupobruka,

] ! o Mepk Cakrre, Pdparuis
KOTpUit BUNYCKaE CEPII0 B ofir:

2 pio o Mpeccyap Bep, 45400 Cemya, PpaHuin
Ne 2022_98_1

Country of Origin: Kpaina-BupoGHuk: France ! OpaHljia

Certification Statement: { 3assa npo CepTudikalito:

1 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-mentloned 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. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP./

Lium nigTeepmryto, Wo BuligaasHaveHa iHchopmaLlin € [OCTOBIPHOO | TOHHOK. [lana cepis pupofneHa, BKIIOHAIc M
yﬂaKOBKY/MapKYBaHHﬂ T8 KOWTPOMb akocTi, Ha puLLesasHaqeHin pinchuui | 8 noBHIM signosigHocTi 3 sumoramu GMP
noKanbHUX KOHTPONKKUNX OpraHis, @ Takox 3l cneuudikallismu peecTpaLiiHoro [OCkE kpalnu-imnopTepa ato fJocke
LOCHIAMYBEHOMO fiKapcHKOre sacoby. lpoTokoni aupobHALITES, yNaKkosku Ta ananiay Gyrm nepernsHyTi i BcraxosnenHa
gignosigHicTy GMP.

Person authorizing the batch release: /
OcoBa, siKa fae Ao3sin Ha gunyck cepil: «}

Name: / ey Site: / Semoy /
TpissuLye: E«N{ BupoBruua AinbHULA: Cemya
Pasition: / g1/ Signature: /

MNocaga: ., ﬁx/ - Jlignuct

Date: / Y S .

[ara: s g, N
AUALEED PERSC |
In the event of any discrepa or doubt between English and Ukrainian language versions, the English language version shall

prevail. 1 Y pasi ByAb-RKUX poabixHocTER 260 cymHisis MX BEPCIAMA AHFNIACEKOID T YKPaTHCLKOKO MOBAMIE NEPEBAXHY CATlY M3E gepcin
aHrnIACLKOI0 MOBOIO.




Certificate of Analysis No.

Name of the Product: /
Hassa [lpoayKkTy:

Article Code: /
Howmep MpopyKTy:
Batch Numbet: / Homep Cepii:
Bulk Batch Number: /

Homep Cepii [pogyKTy in bulk:
Procedure: /

Mpouepypa:

Specification: / Cneuudikauis.

000154231

GLUCOPHAGE® XR, prolonged release tablets 1

000154231 | CepTudixat Ananisy Ne

H

Merck Sante $.a.5.
production Center Semoy,
2 rue du pressoir vert
45400 Semoy | France
+33 (0)2 38 61 84 24

000 mg Nes0 (10x6) in blisters /

IMIOKOGAXK XR, Tabnetkv NPONOHFOBAHOT aii no 1000 Mr Nes0 (10x8) y BricTepaX
3951770080 Manufacturing Date:/ 29.02.2024
flata svpofHuuTEa:
Y16834
Y16834 Expiry Date:/ TepMmid npUAATHOCTI: 31.01.2028
SE-L 20012 VP Batch size (in boxes): / 5367

Poawip Cepil (8 ynakoskax):

GLUCO XR 1000-BOSCH-SE Version: ! Bepcis: 8

Tests /
TloKasHuku

N

|

Reloase-Specification !
Creuvdikauis npy BUNYCKY

Description /
Onue

{tientification: | \ReHTAikaLs
Metformin Hydrochloride !
MeTdopmiHy Tiapoxnopuay

White to off-white, capsule-shaped, biconvex tabiet,

debossed with 1000° on one
the other / Bini abo Maixe Binoro konLopy,
Rancy nosuaHi paBoonykni TabneTkn

«1000» 3 ogxoro Boky Ta «MERCK» - 8 iHWioro
IR spectrum complies with reference spectrum/ Conforms /
1Y crekTp ssignoeinas cnexTpy CTaHpapTHoro 3paska Bignosinae

3 rpasitoBaHHAM

Results |
cepii_ Pesynerari i
Conforms / |
face and ‘MERCK’ on Bignosifae i

Assay (HPLG or UPLC, In-house
method) / Kisnibkiche BU3HAYEHHSA
(BEPX ao in-house, YBEPX)
Metformin Hydrochloride /
MeThopMiHy Tiapoxnopuay

950 — 1050 mg [ tablet !
950 —~ 1050 mr / Tabn.

Related substances {HPLC or
UPLC, In-house method)
BusHaueHHs YicToTv
house, YBEPX)
Cyanoguanidine {
LijaHoryarifuH
Other single impurity {
Bynb-AKa HLLa OAVHUYRA
Total of impurities /
CyMa BCiX FAOMILLOK

Aomitka

(REPX aBo in-

1003.8 mg / tablet/
mr/ Tabn.

Uniformity of dosage unit/
OpHopigHICTE [030BaHUX OAUHULE
Average mass [
Cepeats Maca

Loss on drying /
Brpara 8 Maci npu BUCYLYyBaHHI

< 0.02% 0.00 %
£0.1% 0.00 %
£0.5% 0.0%

\ Conforms o Ph. Eur. 2.9.40/ Conforms T
[loBvHHA BIGNOBIAATY BUMOTaM €ep. ®apm. 2840 . Bignosinae
1377 - 1522 my / 1461 mg | Mr
1377 - 1522 mr
s3% 2%

Dissolution /
PO3UNHEHHA

Unit 1/ BunpoOysaHHs 1
Unit 2/ BuripobysaHHs 2
Unit 3/ BunpoBysarns 3
Unit 4/ BurpoOyBarHst 4
Unit 5/ BunpoByBaHHs 5
Unit 6/ BunpoByBaHHa 6

20 — 40% dissolved at 1 hour [
20 — 40% POIUMHAETECA HEPE3 4 roguHy

Unit 1/ BunpoBysanHs 1
Unit 2/ BunpoByBarHa 2
Unit 3/ BunpofypauHs 3
Unit 4/ BunpoBysaHHs 4
Unit 5/ BunpoBysats &
Unit 6/ BunpoBysauis &

AR

45 — 65% dissolved at 3 hours!
45 - 65% POIUMHAETLCA yepes 3 ropuAu

51 %
54 %
52%




Certificate of Analysis No. 0001 54231/ Ce

Name of the Product:/

MERUK

Merck Sante s5.2.8.
production Center Semo
2 rue du pressoir ve
45400 Semoy | Franc

+33 (0)2 38 61 84 24

pTudikat AHanisy Ne 000154231

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters /

Hazsa MpoaykTy: FIIOKO®AX XR, TaBneTki NponoHrosarol ait o 1000 mr Neg0 {10x6) y bricTepax

Article Code: / 3951770080 Manufacturing Date: / 29.02.2024

Homep [poayKTy: Jara supobruyrea:

Batch Number: | Homep Cepil: Y16838

Bulk Batch Number: / Y16838 Expiry Date: / Tepmin npUAaTHOCTE: 31.01.2028

Homep Cepii NMpopykry in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 5367

MNpoueaypa: Posmip Cepii (B ynakoskax):

Specification: / Cretndirauis: GLUCO XR 1000-BOSCH-SE Vetsion: / Bepcis: 8

Tests / Release-Specification / Results / 1

[okagHuku Crieumdikaulist npy BUNYCKY cepil PesynbTaru

Unit 1/ BunpoBysarts 1 NLT 80% dissolved at 10 hours / 89 %

Unit 2/ BunpoBysaHHs 2 He meHwe 80% pO3HMHAETLCR Heped 10 rogus 98 %

Unit 3/ BunpoBypakHs 3 92 %

Unit 4/ BuripoBysakhs 4 93 %

Unit 5/ BunpoBysanHa 5 92 %

Unit 6/ BunpoBysana 6 91 %

Microbial purity®/ Mikpobionoriusa | In 1 g of preparation contain: /

uucrota’ B 1 r npenapary MICTUTLCH:
TAMGC - not more than 10° CFU/g / Not tested /
TAMC - ne Ginbwe 103 KYO /T He suaHa-anv
TYMG - not more than 102 CFU/g Not tested /
TYMC - He Ginsiue 102 KYO /1 He BuaHavanv
Absence of E. Coliin1g/ Not tested /

BiaCyTHICTb Escherichia ¢coli

|

He suaHavyanu

K The tost is performed by sampling
afio Ha OaHin cepii B ik 32 METOAOM

Verdict: / COMPLIES /
BUCHOBOK: BIANOBINAE
Decision: / ACCEPTED /
PilleHHs: CXBANEHO
Date: /

Dara: ~
Name: /
MpisBrLle: ? f
Position: / ]
MNocaga: “

In the event of any discrepancies or dou

AHIMIACHKOIO MOBOKY.

7 P TRAN

method (sach the 10™ batch) or one batch per year. | TecT npoBOAUTECH HA KowHin 10-% cepil

BuBipKOBOrQ KOHTPOMO.

.
i

(

{

UL,
e
[ED PERSON

1 F

bt between English and Ukrainian language versions, the English language version sha}l
prevail. /'Y paal 6y nb-AKUX poabikHocTen 260 cymHiBiB MiX BEpCiAMA AHIMICHKOI0 Ta YKPATHCLKOID MOBEMM nepesaXHy Cuny Mae Bepeis




JAEPKABHA CIYIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBKIN OBJIACTI

npos. Ceitnuunol Hanii, 3, m.IKuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPI1IOY 37078774

BHUCHOBOK
PO AKICTHL BBE3EHOro B YKpaiHy JiKapcbKOro 3acoly

25.12.2024 Ne 67352/24/10

I'IIOKODAK XR

(HaliMenyBanHs NiKapchKOTo 3acoBy 3rifHO 3 peecTpaluifHUM NOCBIUCHHAM)
TabjeTkn nposonurosaunoi aii no 1000 mr; no 10 radnerox y Gaicrepi; no 6 Gaicrepis y
KapTOHHI# kopoOui

(opma BuMyCKy, 103yBaHHS, BU NAKYBaHHS JiKapchikoro 3acoby)
Homep peectpauiitnoro nocsiguenns UA/3994/02/02 crpox ail peectpauitinoro riocsiauenns 01.01.2099
Cepis nikapcskoro 3acoby Ne Y16835 KinskicTs BBE3eHOTO Nikapebkoro 3acoby 5328

BupoGHuk Mepk Canre, OpaHuis

(nalimenyBaHHs BUpoOHHKa JiKapchkoro 3acofy, kpaiHa NoxXolKeHHs)

Baeserio B Yipainy ToBapucTso 3 o6meskenolo Bixnosinanshictio "ACIHO YKPATHA",
inent. koa: 42274733

(nadivenysanus Ta ko 3a €JIPITOV 1opunnunot ocobu abo npizsuuie, iM's, 1o 6arbkosi hizuunoT
ocobu - mignpuemus, Ti Mictie nposkuBanHs Ta peecrpauiiiHuii Homep 061iKOBOT KapTKK rATHHKA
noparkis abo cepist Ta HoMep nacrnopra)

Mporokoea BisyansHoro kontposio sin 19.12.2024 Ne 4027/1.

3a pesynbTaTaMW  AEpKABHOrO  KOHTPOJIO BCTAHOBJIEHO, 1O Jiikapcbkuii 3aci6 BBeseHo B  VYkpainy 3

AOTPHMAHHAM BUMOTr 3aKOHOAABCTBA LIOAO 3a6e3neueHHs AKoCTi nikapcbkux 3acobis,

Onera EPBLOMEHKO

Ol KOHTPOIO) (rriprue) (iiniamy ta npissuuie)

- ")



Batch Release Certificate / Ceptudikat Bunyweroi Cepii

- MEBRCK|

Merck Sante s.a.s.

Production Center Semoy,
2 rue du pressoir ve
45400 Semoy | Franc

+33 (0)2 38 61 84 2;1

Certificate of GMP Compliance / Ceptudikat signosigHocti GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x86) in blisters /
Haassa lMNponykTy: [OKOPAX XR, TaBneTky nponoHrosaHol gii no 1000 mr Ne60 (10x8) y Bnictepax
Finished Code: [ 3.95177.0071 Manufacturing Date: / 29.02.2024

Homep Kinuesoro MpogykTy: [arta supobuuuTea:

Batch Number: / Y16835

Homep Cepil:

Bulk Code: / 3951770080 Expiry Date: / TepMi npuaaTHoOCT: 01.2028

Howmep MpoaykTy in bulk:

Bulk Batch Number: / Y16835 Batch size (in boxes): / 5328

Homep Cepit [MpogykTy in bulk:
importing Country: / KpaiHa-Imnoprep:

Strength / Potency: /

Cuna aii / AKTUBHICTb:

Dosage Form: /

Jlikapcoka dopma:

Package Size and Type: /

Tun Ta Poamip Ynakosku.

Marketing Authorization Number: /

Homep PeecTpauiiHoro nocsigqexHa:

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

Hasea, Agpeca Ta Homep JiueHail BupoBuuka,
KOTpUM BUNYycKae cepito B OBir:

Country of Origin: | Kpaina-supobHuk:

Certification Statement: / 3assa npo Ceprudikauio:

Posmip Cepil (B yrakoskax):
Ukraine / Yxpaiva

One tablet contains 1000 mg of metformin hydrachloride /
OpHa tabnetka mictute 1000 Mr meTdhopmity rigpoxnopuay
Prolonged release tablets 1000 mg /

TabneTky nponoHrosanoi Aii no 1000 Mr

10 tablets in blister; 6 blisters in carton box/

10 tabneTok y Brictepi; 6 BnicTepis y KapToHHiR kopobui

UA/3994/02/02

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022 _88_1

Mepk Cadte, ®paHuis

2 pro o Mpeccyap Bep, 45400 Cemya, OpaHuis
Ne 2022_98_1

France | ®paHuis

| 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. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP. /

LiuM niaTeepOXyo, WO BulesasHaveHa iHGopMaLia € [ocToRipHOK | ToyHow. [aHa cepia Bupobneta, BiUioMaloum
YNakoBKy/MapKyBaHHA Ta KOHTPOML AKOCTI, HA BULLE3A3HAYEHI BINbHULI | B MOBHIA signosigasocTi 3 sBumoramn GMP
fokansHux KolTponiowoumx Oprakis, a Takox ai cneuudikauiaMm peecTpauiitHoro focke kpainu-imnoprepa ato [ocske
pocnipxysaHoro nikapcekoro 3acofy. Mporokonu BupoGHULTEA, YNakosku Ta axaniay Synu nepernsiHyTi | BCTaroBNEHA

sianosigHicTs GMP.

Person authorizing the batch release: /
Ocoba, sika Aae JO3BIN Ha BUNYCK cepil:

Name: /
Npizanwe:
Position: /
Mocagpa:
Date: /
[ara:

QUALW!EQ ?"éik:’(SON
Site: / Semoy | ’
BupoBHuua pinbHuugs:  Cemya 2? mh"% 23%
Signature: / 2

Nianvc:

el ol >

ol
In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail, | Y pasi 6ygb-sknx poabixHocTen abo CyMHIBIB MK BEPCIAMU aHrIIACHKOI0 Ta YKPATHCEKOIO MOBaMU NepesaxHy cuny Mae Bepci|

QHFNIRCHLKOIO MOBDIO.



Certificate of Analysis No. 000154011-1/ CeprtudikaT AHanisy Ne 000154011-1

Name of the Product: /
Haasa poaykTy:

Article Code: / 3951770080 Manufacturing Date: /

Homep Mpogyxty: {ata eypoGHuuTBa:

Batch Number: / Homep Cepi: Y16835

Bulk Batch Number: / Y16835 Expiry Date: / TepmiH npuaatHocti:

Homep Cepil NpogykTy in bulk:
Procedure: /

Mpoueaypa:

Specification: / Crieundikauis:

SE-L 20012 VP

Batch size (in boxes): /
Posmip Cepil (B ynakoskax):

Merck Sante s.a.5.,
Production Center Semoy;
2 rue du pressoir vert!
45400 Semoy | France:
+33 (0)2 38 61 84 24,

GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne60 {10x86) in blisters /
MMIOKOSAXK XR, tabneTku nponoHroearol gil no 1000 mr Ne60 (10x6) y Gnictepax

29,02,2024

01.2028

§ 328

GLUCO XR 1000-BOSCH-SE Version: / Bepcia: 8

Tests / Release-Specification / Results /
[okagHWKM Cneumdikallia npy BUNycKy cepii PeaynsTaTtu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms/
Onuc debossed with ‘1000’ on one face and ‘MERCK’ on Binnosigae
the other / bini abo maixe Ginoro konwopy,
KancynoBuaHi Asoonykni TabneTku 3 rpasitoBaHHaM
«1000» 3 oaHoro Goky Ta « MERCK» - 3 iHworo
ldentification: / [neHTUdiKauiA IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / 14 cnekTp BBIANOBIAAE CNEKTPY CTARRAPTHOroO 3paska Bignosigae
MeTchopminy rinpoxriopuay
Assay (HPLC or UPLC, in-house
method) / KinbkicHe BusHaveHHs
(BEPX abo In-house, YBEPX) 950 - 1060 mg / tablet / 1008.4 mg !/ tablet /
Metformin Hydrochloride / 950 - 1050 mr / Tabn. mr/ Tabn.
MeTtdopmiHy rigpoxnopvay
Related substances (HPLC or
UPLC, In-house method) /
BusHauenns yuctorn (BEPX abo in-
house, YBEPX)
Cyanoguanidine / <0.02% 0.00 %
Lianoryasigns
Other single impurity / £0.1% 0.01%
Byns-aKa iHula opuHuYRa goMituka
Total of impurities / < 0.5% 0.0 %
CyMa BCiX AOMILLOK
Uniformity of dosage unit/ Conforms to Ph. Eur, 2.8.40/ Conforms /
QaHOPIAHICTE [030BARUX OAMHULL MNoauHHa sianosigat™ sumoram €ep. Papwm. 2.9.40 Bignoeigae
Average mass / 1377 - 1522 mg | 1467 mg / mr
CepepnHs maca 1377 - 1622 Mr
Loss on drying/ <3% 2%
BTpaTa B Maci nNpy BUCYLLYBAaHH
Dissolution /
PoauuHeHHn
Unit 1/ BunpoByeawnHsa 1 20 - 40% dissolved at 1 hour/ 26 %
Unit 2/ BunpoBysanHs 2 20 —~ 40% poaumHAETLCH Yepes 1 rogunry 27%
Unit 3/ BunpoByeanns 3 26 %
Unit 4/ BunipoBysanHsa 4 26 %
Unit 8/ BunpoBysaunus 5 26%
Unit 6/ BunipofysanHks 6 25 %
Unit 1/ BunpoBysaHhs 1 45 - 65% dissolved at 3 hours / 51 %
Unit 2/ BunpoBysaHusa 2 45 — 65% pO3UMHAETLCA Yepes 3 rofuvHu 53 %
Unit 3/ BunpoBysaHHs 3 51 %
Unit 4/ BuripoBysaHHs 4 51 %
Unit 5/ BunpofysanHa 5 52 %
Unit 8/ BunpobysaHHa 6 50 %




Merck Sante s.a.s.

Production Center Semoy
2 rue du pressoir ve
45400 Semoy | Franc

+33 (0)2 38 61 84 24

Certificate of Analysis No. 000154011-1 / Ceptuchixat AHanisy Ne 00015401 1-1

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne80 (10x8) in blisters /

Haaea Mpopny«ry: FTIOKO®AXK XR, TabneTtku nponoHroeaHol Aif no 1000 mr Ne60 (10x6) y Gnicrepax

Article Code: / 3951770080 Manufacturing Date: / 29.02.2024

Homep [Mpopaykry: [lara supobuuyrea:

Batch Number: / Homep Cepil: Y16835

Bulk Batch Number: / Y16835 Expiry Date: / TepMiH npugaTHocTi: 01.2028

Homep Cepil Mpogykry in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 5 328

MNpoueaypa: Poanmip Cepil (8 ynakoekax):

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

Tests/ Release-Specification / Results /

FloKasHuKK Cneuundikauist npy sunycky cepil Peaynbratu

Unit 1/ BunpoBysanns 1 NLT 80% dissolved at 10 hours / 1%

Unit 2/ BunpobysanHs 2 He meHwe 80% posurHsaeTses Hepes 10 roavH 933 %

Unit 3/ BunpobysaHHs 3 90 %

Unit 4/ BunpoBysaths 4 90 %

Unit 5/ Bunpobysauua 5 92 %

Unit 6/ BunpoBbysanHa 6 89 %

Microbial purity / MikpoBionoriusa | In 1 g of preparation contain: /

qucrota’ B 1 r npenapaty MicTuTLCs:
TAMC - not more than 10° CFU/g / Not tested /
TAMC - He Ginblue 103 KYO /¢ He susHavanu
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginbiue 102 KYO /¢ He Busxavanu
Absence of E. Coliint g/ Not tested /
BincyTHicTe Escherichia coli He suaxavanu

The test is performed by sampling method (each the 10" batch) or one batch per year, / Tect nposoAUTLCA Ha KOXHiA 10-i cepii
a0 Ha oaHiv cepii B pik 32 METOAOM BUGIPKOBOrG KOHTPOMK.

Verdict: / COMPLIES /

BucHoBok: BIANOBILAE

Decision: / ACCEPTED/

PileHHs: CXBANEHO

Date: / QUALIFIED PERSON
fara:

Name: / 27 JUIN 2024
Mpissulie: .

Position: / K E
Mocaga:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y pasi Syab-akux poabikHocTen abo cyMRiBIa Mil BEPCIAMU aHIMINCHKO Ta YKPATHCHKOIO MOBaMY NepeBaxHy Cvny Mae Bepcia
aHIMINCHKOID MOBOIO.



TTEPKABHA CJIYVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH YV KAIBCHKIU OBJIACTI

nipos. Ceitimunoi Hanii, 3, M.Knis, 02099, ten/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
1o SIKiCTH BBE3EHOT0 B YKpaiHy JiKapchKoro 3ac00y

25.12.2024 Ne 67357/24/10

TJIIOKOPAK XR

(naiiMenyBaHHs JiKapChKOTO 3ac06y 3TiHO 3 peecTpalliiHiM TIOCBIAUCHHSAM)
TabaeTKu nposoHrosaHoi aii mo 1000 mr; mo 10 Ta6aerok y 6icrepi; no 6 Guicrepis y
KapToHHiil KopoOui

(popma BUTIYCKY, LO3YBAHHS, BUJL NaKyBaHHA ftikapekkoro 3acody)
Homep peeCTpaLliiiHOro MocBi T4eHHs UA/3994/02/02 crpox mii peecTpamiifHoro nocBiAuCH s 01.01.2099
Cepis nikapcskoro 3acoby Ne Y1 7043 KinsKicTh BBe3EHOTO NiKkapchkoro 3acoby 5325

Bupo6HuK Mepk Cante, Ppasuis

(HaliMeRyBaHHA BHpPOBHUKA JTIKapCHKOTO 3aco6y, KpaiHa TOXOJDKEHHS)

Bgeseno B YKpaiHy TopapucTBo 3 00MEKEHOI0 pignosixanenictio "ACIHO YKPATHA",
inent. xox: 42274733

(HaitMeHyBaHHA Ta KOJ 38 €IIPTIOY oprantroi ocobu abo npisBue, iM's, TI0 HatekoBi (iznuHOl
o0co6y - mixmpreMus, ii Micle MPOXHBaHHS T3 peecTpauiitnuii HomMep 06AIKOBOT KAPTKH MIIATHHKA
foJIaTKiB abo cepis Ta HOMep facrnopTa)

TIpoTOoKOJ Bi3yalbHOr0 KONTPOJIIO Bill 20.12.2024 N 4027/6.

3a pesyneTaTaMi J€pXKaBHOr0 KOHTPONIO  BCTAHOBIICHO, wo Jikapcbkui 3aci6  BBE3EHO B Vkpainy 3

IlOTpHMaHHflM BUMOT 3aKOHOIABCTBA L1010 3a0e3MeUCHHS AKOCTI JiKAapChKHUX 3aCO0iB.

.» .
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b KOHTPOIO) (nianuc) (ininiamy Ta npi3BHILC)




RQRT

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

Batch Release Certificate / CepTtudikaT BunyujeHol Cepil
Certificate of GMP Compliance / Ceptudikat BignosigHocTi GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
Hassa lpoayKTy: IMOKOGAX XR, TabneTky nponoHrosarol 4l no 1000 mr NeB0 (10x6) y Bnictepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 20.03.2024

Homep KiHuesoro MpoaykTy: [Nara BupoBHuuTBa!

Batch Number: / Y17043

Homep Cepil:

Bulk Code: / 3951770075 Expiry Date: / TepmiH npuaatHocTi: 29.02.2028

Homep Mpogykry in bulk:

Bulk Batch Number: / Y17043 Batch size {(in boxes): / 5328

Homep Cepil MpoayxTty in bulk: Poamip Cepii (B ynakoskax):

Importing Country: / KpaiHa-ImnopTep: Ukraine / Ykpaina

Strength | Potency: [ One tablet contains 1000 mg of metformin hydrochloride /
Cwna aii / AKTUBHICTb! OpgHa Tabnerka micTute 1000 Mr MeThopMiHy rigpoxnopuay
Dosage Form: / Prolonged release tablets 1000 mg /

Nikapcbka dopma: Tabnetku nponoxrosarol Aif no 1000 Mr

Package Size and Type: / 10 tablets in blister; 6 blisters in carton box /

Twun ta Poamip Ynakosku: 10 TabneTox y GricTepi; 6 GricTepis y KAPTOHHINA kopobui

Marketing Authorization Number: /

Homep PeectpauiitHore noCBiA4EHHS:

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

Hassa, Agpeca Ta Homep JliveHail BupoGHuka,
KOTpuit Bunyckae cepito B 0Bir:

UA/3994/02/02

Merck Sante, France

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

Mepk CanTte, ®panuin

2 pio Ao NMpeccyap Bep, 45400 Cemya, PpaHLlis
Ne 2022_98_1

Country of Origin: / KpaiHa-BupOOHWK: France | ®paHus

Certification Statement: / 3assa npo Ceprudikaujito:

| 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 focal Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The patch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. /

LiviM nigTBEPAXYIO, WO BUle3asHaqeHa iHtbopmauist & AOCTOBIPHOM i TouHow. [laHa cepis BupoBneHa, BKIKOUAYMN
yriakoBKy/MapKyBaHHst Ta KOHTPOIb AKOCTI, Ha BuLLie3a3Haqenil [inbHALL | B MOBHIMA BiANOBIAHOCTI 3 BUMOramu GMP
nokanbHUx KoHTposoloumx Oprais, a Takox 3i cneyndikauisiMu peecTpaLlitHoro [oCke kpairu-imnopTepa abo [ocke

[OCNILXKYBAKOrO NiKapChKOro aacoBy. poToKONY BUPODHNLTEE, ynakoBku Ta ananiay Bynu nepernaHyTi | BCTaHoBNEHa
BiznosigHicTs GMP.

Person authorizing the batch release: /
Ocoba, sika fac [03BifT Ha BUNYCK cepii:

Name: / Site: /

Mpissuile: BupoBHuda AinbHULs:
Position: / Signature: /

[Nocaga: Mignvc:

Date: / S :
[ara:

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

prevail. /'Y pasi 6yab-sKax poabixHocTei abo cymHisis MiXK BEPGIAMIA GHINIRCEKOIO T8 YKPaTHCLKOIO MOBaMNA nepesaxHy Gury Mae Bepeis
aHITINCLKOI0 MOBOIO.
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Production Center Semoy,

45400 Semoy | France

QRU!

Merck Sante s.a.s.

2 rue du pressoir vert

+33 (0)2 38 61 84 24

Certificate of Analysis No. 000155323-1 / CepTuchikar AHanisy Ne 000155323-1

Name of the Product: /
Hassa [poaykTy:

Article Code: / 3951770075 Manufacturing Date: /

Homep Mpoaykry: [laTa supobHuuTBa:

Batch Number: / Homep Cepil: Y17043

Bulk Batch Number: / Y17043 Expiry Date: / TepmiH npuaarTHocTi:

Homep Cepii MpoaykTy in bulk:
Procedure: /

[Mpouepnypa:

Specification: / CrieuncpikaLis.

SE-L 20012 VP

Batch size (in boxes):
Poamip Cepil (B ynakoskax):

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters /
FIIOKOGAX XR, Tabnetku nponorosaHoi aii no 1000 mr Ne60 (10x8) y Gricrepax

20.03.2024

29.02.2028

5328

GLUCO XR 1000 LW-SIROCCO-SE Version: / Bepcist: 7

Tests / Release-Specification / Results /
[oka3Huku Cneumdikallis npy BUNycKy cepii PeasynbraTt
Description / White to off-white, capsule-shaped, biconvex tablet, Conforms /
Onue debossed with ‘1000’ on one face and ‘MERCK’ on Bignosipae
the other / Bini abo mamxe 6inoro KonLopy,
karicynosuaHi ABoonyksl TabneTky 3 rpasltoBaHHAM
«1000» 3 oaHoro Boky Ta « MERCK» - 3 iHWoro
Identification: / InenTudikaLlia IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / {4 criekTp BBIANOBIAAE CNEKTPY CTAHAAPTHOrO 3paska Bignosidae
MeTdopmily rigpoxnopuay
Assay (HPLC or UPLC, In-house
method) / KirtbkicHe BU3HAYEHHSA
(BEPX abo In-house, YBEPX) 950 - 1050 mg / tablet / 1017.2 mg / tablet/
Metformin Hydrochloride / 950 — 1050 mr/ Tabn. mr/ Tabn.
MeTdopMiHy rigpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BuaraueHHs unctotu (BEPX abo In-
house, YBEPX)
Cyanoguanidine / £0.02% 0.00 %
LliaHoryaHiguH
Other single impurity / £0.1% 0.01 %
Byab-AKa iHlla oauHuYHa AomilLka
Total of impurities / <0.5% 0.0 %
Cyma BCiX AOMILLIOK
Uniformity of dosage unit/ Conforms to Ph. Eur. 2.8.40/ Conforms /
OAHOPIGHICTL A030BAHUX OOVHULIL MosuHHAa BigNOBIAATY BUMOram €ap. Papm. 2.9.40 Bianosigae
Average mass / 1377 -~ 1522 mg / 1462 mg / mr
CepefHs maca 1377 — 15822 mr
Loss on drying/ <£3% 2%
BrpaTa B Maci npy sucylyBaHHi
Dissolution /
Po3unHeHHs
Unit 1/ Bunpo6ysaHrHs 1 20 - 40% dissolved at 1 hour/ 25%
Unit 2/ BunpoBysarHs 2 20 — 40% pOIUNHSIETECS Hepes 1 roanHY 25 %
Unit 3/ BunpoBysaHHs 3 25 %
Unit 4/ Bunpobysashs 4 25 %
Unit 5/ BunpoBysartst 5 25%
Unit 6/ BunpoBysaHHs 6 25%
Unit 1/ BunipoBysaHHsa 1 45 — 65% dissolved at 3 hours / 50 %
Unit 2/ BunpoBysaHHs 2 45 - 65% PO3UUHSETLCS Uepes 3 ToAnHN 50 %
Unit 3/ BunpobysanHs 3 50 %
Unit 4/ Bunpobysants 4 50 %
Unit 8/ BunpoByearHa 5 50 %
Unit 6/ BunpoGysaHHa 6 51 %




CRGK
Merck Sante s.a.s,
Production Center Semoy
2 rue du pressoir ver
45400 Semoy | France

| +33(0)238618424

Certificate of Analysis No. 000155323-1/ Ceprudikat AHanisy Ne 000155323-1

Name of the Product: /
Ha3ara MpogyKTy:

GLUCOPHAGE®? XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters |
FIIOKO®AN XR, TadneTku nponoxrosaHoi Aif no 1000 mr Ne60 (10x8) y BnicTepax

Article Code:/ 3951770075 Manufacturing Date: / 20.03.2024

Homep MNpogykTy: [ara eupobruyrsa:

Batch Number: { Homep Cepil: Y17043

Bulk Batch Number: / Expiry Date: / Tepmin npvAaTHOCTI: 29.02.2028
; . Y17043

Homep Cepii Mpoaykty in bulk:

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

Mpoueaypa:
Specification: / Crieumdikatlis:

Poamip Cepil (B ynakoskax): 5 x
GLUCO XR 1000 LW-SIROCCO-SE Version: / Bepcis: 7 ¢

Tests / Release-Specification / Resuits /

lokasHuku Crieumcikalis npy BUnycky cepit PeaynbTatu

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

Unit 2/ BunpoBysaHHa 2 He meHwWwe 80% poaduHsaeTses yepes 10 roant 89 %

Unit 3/ BunpoBysaHrHs 3 90 %

Unit 4/ BunpoBysania 4 90 %

Unit 5/ BunpoBysaHHs 5 89 %

Unit 6/ BunpoBysaxHs 6 92 %

Microbial purity® / MikpoGionoriura | In 1 g of preparation contain: /

yucroral - B 1 r npenapaty MiCTUTBCA:
TANC - not more than 10° CFU/g / Not tested /
TAMC - He Binbluie 103 KYO /1 He BrsHauanu
TYMC - not more than 10? CFUI/g / Not tested /
TYMC - He Girblue 102 KYO /1 He BuaHavanu
Absence of E. Coliin1g/ Not tested /
BigcyTHicTs Escherichia coli He suaHauarnn

1 The test is performed by sampling method (each the 10" batch) or one batc'h per year. | TecT npoOBOAUTLCA Ha KON 10-% cepil

260 Ha oAHiA cepii B pik 32 METOAOM BUBIPKOBOrO KOHTPOMO.

Verdict: /
BucHOBOK:

COMPLIES /
BIANOBIOAE

ACCEPTED/
CXBAJNEHO

Decision: /
PiieHHa:
Date: /
[ara:
Name: /
Mpissuruie:
Position: /
Mocapa:

Nl
e ’IJ/J

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version sha'n
prevail. / Y paai Byas-aux poabixHocreit abo CYMHIBIB MK BEpCIAMA aHIMICHKOIO T@ YKPATHCLIOIO MOBAMU NEpeBaKHY iy Mae BENCIA

AHIAIACLKO MOBOIO.



JAEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMHM Y KUIBCHKIA OBJIACTI

nipos. Ceitnuusol Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo sAKiCThL BBE3€HOro B YKpainy JikapchbKoro 3aco0y

24.02.2025 Ne 7123/25/10

I'IIOKO®AXK XR

(HafiMeHyBaHHs NIKAPCHKOTo 3ac0o0y 3riiHO 3 PCECTPALlITHUM TTOCBIAYCHHSIM)
TabgeTku npoJyionrosanoi aii mo 1000 mr; mo 10 Tabaerok y dJicrepi; mo 6 duicrepis y
KApPTOHHII Kopo6ui

(hopma BunyCKY, H03yBaHHS, B TIaKyBaHH JliKapcLKoro 3acoy)

Homep peecrpauiiinoro nocsiguenns UA/3994/02/02 crpox uii peectpauiitnoro nocsiguenns 01.01.2099

Cepis nikapeskoro 3acoby Ne Y17838 KinbkicTs BBeseHoro nikapcskoro sacoby 5370
Bupo6Hux Mepk Canre, Opanuis
(Hai"lMGHyBaHH?l BHPOGH”KH ﬂiKﬂpChKOrO 3(1C()6y, Kpa’l‘Ha l‘lOXOll'}KCH”?[)
Baeseno B Vipainy Tosapucreo 3 06mexenoro sinnosizansuictio "ACIHO YKPATHA™,
inent. xon: 42274733

(naitmMenyBanus Ta ko 3a €APTIOY ropuununoi ocobu abo npizsutle, iM's, 110 GaThkoBi dizuuHol
ocobu - mignpreMis, i Micue NpoKUBAHHS Ta peccTPailiinuil HoMep 06IIiKoBOT KapTKH TNATHHKA
1oaTKiB abo cepisi Ta HOMEp nacrnopTa)

IIporoxos Bizyansnoro keurpoaio sig 19.02.2025 Ne 0472/4.

3a pesympTaTaMH  ICPKABHOTO  KOHTPOJIIO  BCTAMOBJICHO, MO Jlikapebkui  3acib  Bseseno B Ykpainy 3

JOTPUMAHHSM BUMOr 3aKOHOAABCTBA 11010 3a6€3MeUeH s AKOCTi NiKapchkuX 3ac06iB.

RS SR I




CRUK

Merck Sante s.a.s.
Production Center Semo

2 rue du pressoir verg
45400 Semoy | Franc
+33 (0)23861842

Batch Release Certificate / Ceprudikat BunyueHoi Cepii
Certificate of GMP Compliance / Ceptudpikart BianosigHocti GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
Hasea Mpogyxry: FTTIOKOMAX XR, TabrneTtiv nponoHrosanol gii no 1000 mr Ne60 (10x6) y Bricrepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 03.07.2024

Homep KiHuesoro Mpoaykry: lata supoBuuurea;

Batch Number: / Y17838

Homep Cepii:

Bulk Code: / 3951770480 Expiry Date: / Tepwmin npugatHocTi: 30.06.2028

Homep NpoaykTy in bulk:

Bulk Batch Number: / Y17838 Batch size (in boxes): [ 5370

Homep Cepii Npoaykry in bulk: Poamip Cepii (B yriakoskax):

Importing Country: / Kpaina-lmnopTep: Ukraine | Yxpaina

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride /
Cuna aii / AKTUBHICTS: OpHa Tabnetka mictts 1000 Mr MeTdhopMiHy rigpoxropuay
Dosage Form: { Prolonged release tablets 1000 mg /

Nixapcbra dopma: TabneTky nporiorrosanol ail no 1000 mr

Package Size and Type: / 10 tablets in blister; 6 blisters in carton box /

Tur ta Poamip Ynakosku: 10 vabnetok y Bnictepi; 6 GnicTepis y KapTOHHIM KOpoBii

Marketing Authorization Number: /
HoMep PeecTpauitHoro nocaigHeHHs:;
Name, Address and Authorization Number of
Manufacturer, which is Responsible for Batch
Release: /
Hassa, Anpeca Ta Homep MiueHsil BupoSHuka,
KOTPWI BANYCKae cepito B O6ir:

UA/3994/02/02

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022_98 1

Mepk Cante, ®paHLis

2 pro awo MNpeccyap Bep, 45400 Cemya, dpanuis
Ne 2022_98 1

Country of Origin: / KpaiHa-eupoBHuk: France / ®paHuis

Certification Statement: / 3assa npo Ceprudikauiio:

I hereby certify that the abave information is guthentic 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 Authorjty 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. /
Unm nigTeepmkylo, Wo BulesasHayeHa iHdopMaLin e gocTosipHolo | Tousow. [laHa cepis BMpoBneHa, BKIOYaYM
y1aKoBKY/MapKYBaHHS T& KOHTPONb SIKOCTI, HA|BUUIE3asHaueHin AiNkHULG | B NOBHIA BianoBIAHOCTI 3 BUMOraMu GMP
nokanbHUX KoHTpomwumux Opradis, a TakoX 3 cneuywdikailiaMn peecTpalifiHoroe Hocske KpaiHu-imnoprepa abo [ocke
AOCNIAXYBAHOrO Jlikapcekkoro 3acody. MpoTokos BUPoBHULTBA, ynakoskM Ta aHanisy Synu nepernsivyTi | BCTaHoBneHa
pignosigdicts GMP.

Person authorizing the batch release:
Ocoba, ska gae Jo3sin Ha Bunyck cepir

Name: / 7 : Site: / Semoy /
Mpizsuwe: BupoBruya pinbHuus:  Cemya
Position: / 3 ; Signature: /

Mocaga: o A Nianue:

Date: / [

Hara:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. /'Y pasi By/»-sixix poabikrHocTelt aBo CyMHIBIE MiX BEPCISMK GHINIACLKOIO Ta YKPATHCLKOK MOBAMM repesaNxHy cuny Mac Bepcist

aHrmiNCHKoI0 MOBOIO. y
; P
e s o AAS Y

{
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Certificate of Analysis No. 0001570661 / Ceptudikat Ananisy Ne

000157066-1

Merck Sante s.a.s.
Production Center Semoy
2 rue du pressoir vert]

45400 Semoy | France
+33 (0)2 38 61 84 24

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters |
Hassa Mpogyxry: FIIOKO®AK XR, Tabretkn nporoHrosatai 4ii no 1000 mr NeB0 (10x8) y 6nicrepax
Article Code: / 3951770080 Manufacturing Date: / 03.07.2024

Homep Mpoaykry: [ata supobuurea:

Batch Number: / Homep Cepii: Y17838

Bulk Batch Number: / Y17838 Expiry Date: / Tepmin npuaatHocti: 30.06.2028

Homep Cepif MpoaykTy in bulk:

Procedure: / SE-L 2001R VP Batch size (in boxes): / 5370

Mpouenypa:
Specification:  Cneuudikauis:

Poamip Cepii (B ynakoskax):

GLUCO XR 1000-BOSCH-SE Version: / Bepcis: 8

Tests { Releasge-Specification / Resuits /
MoKasHMKK Cneuwndikauis npun snnycky cepii Pesynbratu
Description / White fo off-white, capsule-shaped, biconvex tablet, | Conforms /
Onue debossged with ‘1000’ on one face and ‘MERCK’ on Bignosinae
the other / bini abo maibxe Binoro konwopy,
KaricynopsuaHi asoonyksti TabreTku 3 rpasitoBaHHAM
«1000» 3 opHoro Boky 1a «MERCK» - 3 iHWoro
ldentification: / IgenTvdikauist IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / 4 criexTp BBIANOBIAAE CNEKTPY CTAHRAPTHOrO 3paska Bigrosigae
MeTchopminy rigpoxnopuny
Assay (HPLC or UPLC, in-house
method) / KinbkicHe BU3Ha4eHHs
(BEPX afo In-house, YBEPX) 950 - 1050 mg / tablet / 1003.2 myg / tablet /
Metformin Hydrochloride / 950 — 1050 mr / Tabn, mr/ Tabn.
MeTchopminy rinpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BuaHaverHs yuctotn (BEFX abo In-
house, YBEPX)
Cyanoguanidine / £0.02% 0.00 %
LliaHoryaHigum
Other single impurity / <£0.1% 0.00 %
Byab-fKa iHa oOWHWHE JOMILKA
Total of impurities / <£0.5% 0.0%
Cyma BCIX SOMILLIOK
Uniformity of dosage unit/ Conforms to Ph. Eur. 2.9.40 / Conforms /
OaHOPIOHICTE [O30BAHNX OAVHULIL osuHHa signosigaty BuMoram €sp. Papm. 2.9.40 Bignosigae
Average mass / 1377 - 1622 mg / 1467 mg / mr
CepepgHs Maca 1377 - 1522 mr
Loss on drying / < 3% 2%
Brpara 8 Maci npuy BUCYWYBaHHI
Dissolution /
PosuntHerHs
Unit 1/ BunpoBysanHs 1 20 - 40 dissolved at 1 hour/ 27 %
Unit 2/ BunpoBysauHs 2 20 — 40P posunHReTECS Uepes 1 roguHy 26 %
Unit 3/ BunpoGysanHs 3 27 %
Unit 4/ BunpobysanrHst 4 26 %
Unit 5/ BunpobyeanHs 5 26 %
_Unit &/ Bunpobysauns 6 28 %
Unit 1/ BurpoGyeanxha 1 45 — 85% dissolved at 3 hours / 52 %
Unit 2/ BunpoGysaHha 2 45 — 65% PO3UMHAETECA Yepes 3 rofvHu 52 %
Unit 3/ BunpoGysarHa 3 53 %
Unit 4/ BunpoBysaHHa 4 51 %
Unit 5/ BunpoBysanHa 5 52 %
Unit 8/ BunpoBysanus 6 52 %




Certificate of Analysis No.

Name of the Product: /

Hassa lNpogyxry: FTIOKODA
Article Code: / 395177008
Homep MNpogykry:

Batch Number: / Homep Cepii: Y17838
Bulk Batch Number: / v17838

Homep Cepit Mpoaykry in bulk:

GLUCOPH

Merck Sante 5.3.s.
Production Center Semoy
2 rue du pressoir vert
45400 Semoy | France
+33 (0)2 38 61 84 24

000157066-1 / CepTudikat Ananiay Ne 000157066-1

AGE® XR, prolonged release tablets 1000 mg Ne60 (10x8) in blisters /

Procedure: /
Mpoueaypa:

Specification: / Crieundikauis;

SE-L 20012 VP

Poswip Cepii (B ynakoskax):

PKXR, TabneTkk nponoxrosanol aii no 1000 mr NeGQ (10x6) y BnicTepax
0 Manufacturing Date: / 03.07.2024

Oara supobHuuTea;

Expiry Date: / Tepmin npugarHocTi: 30.06.2028

Batch size (in boxes}): / 5370

GLUCO XR 1000-BOSCH-SE Version: / Bepcisi: 8

Tests / Release-Specification / Results /
[okasHuku Cneuumdpikauis npy Bunycky cepil Pesynetatu
Unit 1/ BunpoBysanHs 1 NLT 80% dissolved at 10 hours / 91 %
Unit 2/ BunpoBysauus 2 He MeH(ue B0% poaunHseToes yepes 10 roguH 91 %
Unit 3/ BunpoGysanHs 3 93 %
Unit 4/ BunpobysanHs 4 90 %
Unit 5/ BuripoBysanHs 5 91 %
Unit 6/ BurnpoBysarhs 6 90 %
Microbial purity / MikpoBiororiuna | In 1 g of preparation contain: /
uucrora’ B 1 r npenapaty MiCTUTLCS:
TAMC 4 not more than 10 CFU/g / <100
TAMC -{He Ginbwe 103KYO /r
TYMC -|not more than 102 CFUIg / < 100
TYMC -/ He Binswe 102 KYO /r
Absende of E.Coliin1g/ BiacyThi
BigcytHicTe Escherichia coli

4 The test is performed by sampling method (eac

abo Ha opHilt cepii B pix 3a MeToAOM BUBIPKOBOFO KOHTPONIO.

Verdict: /
BucHoBOK:
Decision: /
Piwenns:
Date: /
[ara:
Name: /
Mpizsuwle:
Position: /
focapa:

In the event of any discrepancies or doubt between B
prevail. /'Y pasi Syab-sikux poabixHocTedi abo cymHisis

SHFRIACHKOK0 MOBOIO,

COMPLIES /
BIANOBIAAE

ACCEPTED
CXBAIEHO

S

()

/

> )

h the 10™ batch) or one batch per year. / TecT nposoauThes Ha KokHIM 10-0 cepii

nglish and Ukrainian language versions, the English language version shall
M BEPCIAMY aHINIACHKOIO Ta YKPATHCLKOIO MOBAMK NEpeBaXHy Cuiy Mae Bepcia
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