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

Batch Release Certificate / Ceptngukar BoinyweHHoi Cepun
Certificate of GMP Compliance / Ceptudmkar cootsetctemna GMP

Name of the Product: / GLUCOVANCE®, film-coated tablets 500 mg / 5 mg Ne30 (15x2) in blisters /

Haumenosanue MNpogykTa: FNIOKOBAHC®, TaGneTk, NoKpLITLIE NNEHOMHOR 0605104KoM, N0 500 Mr / 5 mMr Ne30
(15x2) B Gnucrepax

Finished Code: / 3.95288.0018 Manufacturing Date: / 07.05.2020

Homep KoHeuHoro MpoaykTa: [ara npouasoacTsa:

Batch Number: / Y2751 End of packaging date: / 03.07.2020

Homep Cepun: [lara 3aBepweHns ynakosku:

Bulk Code: / 1M83 Expiry Date: / Cpok rogHoCTU: 04.2023

+Homep Mpoaykra in bulk:

Bulk Batch Number: / Y2751 Batch size (in boxes): / 31608

Homep Cepuu MpoayxTa in bulk: Paamep Cepuu (B ynaxopkax):

Importing Country: / CtpaHa Umnoprep: Ukraine/ Yxpauxa

Strength / Potency: / One tablet contains metformin hydrochloride 500 mg, glibenclamide § mg /

Cuna gencreus / AKTUBHOCTb. OpHa TabneTka CoaepXuT MeTthopMmHa ruapoxnopug S00 mr, rmubeHknaMuaa 5 Mr

Dosage Form: / Film-coated tablets 600 mg /5 mg /

NexapcTeenHas ®opMma; Ta€neTky, NOKPLIThi® NNEHOYHOR oBonoukoi, No 500 mr/ 5 mr

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

Tun v Pasmep Ynaxoeku: 15 Tafinetok 8 6nucTepe; 2 BMcTepa B KAPTOHHON KOPOBKE

Marketing Authorization Number: /

Homep Permctpaumontore CeugeTtenscraa: UA/5390/01/02

Name, Address and Authorization Number of Merck Sante, France

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

Release: { No. M 19/169/

Haumeniosanue, Aapec v Homep fiuueHamnu Mepk, Canre, ®paHums

MpouaroauTens, KOTOP.IA BRINYCKAET COPUIO B 2 pio Ao Mpeceyap Bep, 45400 Cemya, ®paHumna

obpaweHue: Ne M 19/169

Country of Origin: / CTpaHa-npovsboguTens: France / ®panunn

Certification Statement: / 3arenexue c CepTichukaiu:

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 or product spacification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

3THM NOATBEPNIA!0, UTO RbILLEYKA3AHHAR MHAOPMALIMA FBMAGTCH AOCTOREPHON M TOUHOK. JanHas Ccepur npowasegeHa,
BK/IOMBA YNAKOBKY / MapKMPOBKY W KOHTPOSb KaYecTBa, HA YKB3AHHOM BLILS YYACTKE B NOMHOM COOTBETCTBUW C
TpeGobanmamn GMP nokansHbix KOHTponmMpylolx Opratos, a Tamke co crieuudukaumsmm PeructpayuorHore [Jocse
CTpaHkl-UMNopTepa Uni [1oCke UCCreyemoro NeKapcTaeHHOT CPeACTBa. MPOTOKOMb NPOM3BOACTBA, YNAKOBKN U aHanW3a
Ob1n NEPECMOTPEHLI 1 YCTAHOBNEHO cooTeTCTBUE GMP.

Person authorizing the batch release: /
Nuyo, paspewaloulee BoiyCcK cepun:

Name: / Jean Philippe Tran Site: / Semoy / QUALIFIED PERSON
damunna: Han dununn Tpax Mnowaaka: - Cemya™ ~.

Date: / At , L 2%
pate: S asuLam o
Position: / Qualified Person / LA Ny F,;Jéifi&
LonxHocTs: YNnonHoMoueHHoe nnuyo L _ - BILLOT Sarah

Signature: / Hwy A o

e 7 / i

Moanucs: La o T 2
In the event of any discrepancies or doubt between English and Russian"l;q'r\'gua"ge__\éorslcns,,ﬂie English language version shall
prevail. / B cryuae niaBhix pACXOKAGHUIA UNU COMHEHIA MEXY HEPCUAMU HA AREAMIACKOM W-DYCCKOM AIBIKAX NPEUMYLLECIBEHHYIO CUIly
UMEET DEPCUNA HA AHIIIMIACKOM S13bIKE. S T

roay /K//“j/




Merck Sante s.4.s.
Production Center Sema
2 rue du pressair ver
45400 Semoy | Fran

+33 (0)2 38 61 84 24
Certificate of Analysis No. 000126424 / Ceprucukar AHanuaa Ne 000126424

Name of the Product: / GLUCOVANCE®, film-coated tablats 500 mg /5 mg Ne30 {15x2) in blisters /
Haumenoaanue | Ipoayxra: TTIOKOBAHC®, Tabnerxu, nokpeimuie NNneHoyHol oGoroukoit, no 500 Mr /5 mr Ne30
(15x2) a Grucrepax

Article Code: / FR21Mm88 Manufacturing Date: 07.05.2020

Homep Npoaykra; AaTa npoussopcrea:

Batch Number: / Y2751

Homep Cepuu;

Buik Batch Number: / Y2751 Expiry Date: / Cpok rogHocTy: 04.2023

Homep Cepun Mpoayxra in bulk:

Procedure: / SE-L 20016 vP Batch size (in boxes): / 31608

Npouegypa: Pasmep Cepun (s ynakoskax);

Specification: / Creuntucayms: 1M88-SE/CLIENT Version : 5004

[ Tests7 [ Requirements / Resuits /

Noxasateny N Tpe6osaHus ) ] Peaynbrars: -

Appearance / Yellow capsule shaped, biconvex, film-coated tabiet Complias /

Onucanue with § engraved on one side / Cooraerctayer
MNpononroearoi $opmbi ABOAKOBLINYKNbIE tabnetin

HENToro UseTa, NoKpbIThe UIBHOUHOH oBonovkaii ¢
TPaBUPOBKOI «5» ¢ OAHON CTOPOHBI )

—

Identification HPLC

COOTBOTCTA0BATL BpeMeHy YACPXRUBaHUA OCHOBHGrO
; nuka MeThopMuHa Ha XpomarorpamMme cranaapTHoro ,

Wnentucukayma B3IXX i |
Metformin / The retention ime of the metformine peak in the Complies /
! sample chromatogram must correspond to that of
the standard /
MeTdopman Bpems YABPXUBEHMS OCHOBHOrO nnka metgopmuna Ha
/ XpoMarorpamme ucnsityemoro pacveopa, gorkHo Cocteercrayer ’

pacrteapa
The retention time of the glibenclamide peak in the Complies /

sample chromatogram must ¢orrespond to that of i
the standard / ‘

Glibenclamide /

Iubeliknamug Bpemsa yaepuusann OCHOBHOrO nuka mubeHknamuga Cootsercrayer
Ha Xpomarorpamme ucnsiyemorg pacTeopa, nomitio
COOTBETCTBORATL BpEMEHY YREPXNBAHUA OCHOBHOrG

nnka rubeHknamuaa na XpomsTcrpamme

—_ CTAHRAPTHOrO pacTRopa

Average mass / Must comply with Eur. Ph, 820mg/m ’
| CpegHss macca (Average mass 612 mg 6%y

Uniformity of Mass / Bomkuo COOTBETCTRBOBATL Tpebosanusm Esp. dapm. Complies / !

Ognogo,auqcrb Macce! Cpenksn macca 6120 mr 5%) - 5 Qoorsercwzev

Disintegration 7 Not more than 20 minutes / 20 minutes / ’

Pacnagaemocrs He Gonee 20 MUHYT 3 . ) MUuHyT ] B

Assay HPLC / Konuuecraennoe !

onpegenexve BINCX

Metformin hydrochloride / 475 - 625 mg / tablet (95.0% - 1 05.0%) / 497 mg / tabiet/

Metdopmuna Mapoxnopun 475,0~525,0 mr/ Tagn, (85.0% - 105.0%) Mr/tabn,

Glibenclamide / 4.76 -5.25 mg / tablet (95.0% - 105.0%) / 4.99 mg / tablet/
[rmBemnammg . ’ 4,75 - 525 wr / 1a6n. (85.0% - 105.0%) i mr/Tabn.
Eontent Uniformity HPLC / T

OnropogrocT, conepxanug BIXX
Glibenclamide / 85 - 115% of average cantent and must comply with Compilies /
Inubenknamug Eur. Ph.f

85-115% or CPpearero conepxanus u ROMKHa Cooree*rcmyer

}_ i : COOTBETCTBOBATh TPeGoRAHMUsM EBp. ®apm. —
D f
(o]

issolution
Glibenclamide (Blume method )/ Not less than 63% (Q) at 45 min s omplies with S1/
Pacraopeqve Fnubenknamus He Menble 63% (Q) vepes 45 mun Cooraermsyer S1
(Bumemetnod) . _—




[ RAGRCK)

| Merck Sante s.a.g

Production Center Scino

’ 2 rue du pressoir ve
45100 Semoy | Frach

L +33(0)23861842

Certificate of Analysis No. 000126424 / Ceprucbukar AHanuaa Ne 000126424

Name of the Product: GLUCOVANCE@, film-coatad tablets 500mg/5 mg N30 (15x2) in blisters /

Havnmeriosanne Mpoaykra: r 'ﬂK)KOBAHC@. TabneTkn, NOKPbITLIE NMNeHOYHON obonoukon, no 500 Mr/ 5 mr Ne30
(15x2) 8 Gnuctepax

Article Code: / FR21M88 Manufacturing Date:/ 07.05.2020

Homep Mpogykra: Rata nponssoacras:

Batch Number: f Y2751

Homep Cepuu:

Bulk Batch Number: / Y2751 Expiry Date; / Cpok rogHocTy: 04.2023

Homep Cepuu Nponykra in bulk:

Procedure: / SE-L 20018 vpP Batch size (in boxes): 1 31608

Mpouepypa: Pasmep Cephu (8 YNakoekax).

Specification: 7 Cneumimxamsr 1M88-SE/CLIENT Version : 5004

The tests, such as “Determination of impurities: Related substances of metformin hydrochleride
(Cyanoguanidine (dlcyandlamida). other single impurity, total of impurities); Related Substances of
glibenclamide (Sulphonamida, other eingle impurity, total of impurities); Microbial Purity; Dissolution (profile)
Metformin hydrochloride; Dissolution {profile) Glibenclamide (Blume method)” are conducted on a once a year

(npodbune) 1 huﬁenmaw.a (Blume method)», npoBoasTcs no MeToay sLiGopoykoro KOHTpONA Ha ognon Cepuu pas o
rOAy Ars noaTeepXgeHus Kavecrsa rotosoro NPORyKTa. UcnbiTanus TaKKe nposogsTes a CIy4ae npennoxeHus, kakix
M60 cylecTaeHHbIX M3MeHeHul B Npou3BoaCTaEHHOM npouecce. Ucnbiranue 1e PYTWHHO® # moxeT OTCYTCTBOBATH

Decision: / ACCEPTED ¢
Pewenue: OAOBPEHO

Person authorizing the batch release: /
Nuyo, Paspewarowee BriNyck cepuu;

QUALIFIED PERSG!
28 0L 2020~

Name: / Jean Philippe Tran
Gamunug: XaH dununn Tpanu s
Date: / BILLOT Sarap .=
Qara:

Position: / Qualified Person /

fomkHocTs: YnonHomouenHoe nuyo

Signature; /

Moanuce:

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

B cnyvae o6 pacxoxacHui uny COMHEIMA Mexsy Bepeuamy Ha aHrnuitcom » PYCCKOM f3bikax NPenMywiecTeeHHyIO cuny umeer
DEpCHA Ha aHrnuisckom nabike,




h ]

JEP r{JHKC.HY)KB‘A

AEPIKABHA CIYXEBA 3 JIHCAPCLK]&IX 3ACQBIB TA KOHTPOIIO 34
HAPKOTPIKAMI/I. Y KHIBCBLKTi{ OBJIACTI .

Tipocrext Banepis Jloga

HOBCbKOrg| 51, M, Kuip, 03] 10, Ten/
E-mail: dis.ko@

baxc: (044) 2753030
dls.gov.ua,_hltgs: /www.dlg.gov.ua, Koa €irrioy 37078774

: BHCHOBOK
Ipo sikicTs BBEICHOro g chpai'ny Jikapchbicoro 3acoby
10.09.2020

Ne 45032/20/1
LJIOKOBAHC®

(Haiimnyaauun mikapcLkoro 3acody 3rinuo 3 Peccrpanitinmg nocai.aqcmmm)
Tabaerky, BKPHTI IULBKoB 010 06010KK 0]

» 10 500 Mr/5 pp no 15 ragnerox Y Baicrepi; uo 2
baicrepy g

APTOHHIM Kopobuj
(dopma Bumycky, A03yBaund, nyx TaKyRamny Nikapcrkorn 3acoby)

Homep peecrpauiiingrg NocBiavenny UA/5390/01/0¥ CTPoK 4ii peccrpajiinory nocsimenns 15.09.202
Cepis aixapcrkoro 3acoby Ne Y2751

inbkicTs Bpesenoro JHKapenkore 3ucoby 31608
BupoGuuk

Mepxk Canre, @ aHI]

Baesewo p Ypainy

0 ni}moniaa.r(bﬂicno "ACIHO YI('PA'I'HA",
izenr. xop; 42274733
(Haltvenypapmg Ta
0coBH - Ninnpremyg, 1 a

C, IM'H, N0 GaTricoy] dianunoi
A HBaHUY Ta Peectpaniitaug HOMED 06nikopoj KapTKH nnarhugy
10ATKIB aGo cepiy T HoMep nucriopra)
poroxon sisyansrore konvpoao rix 03.09.2020 2833/1.
3a pe3ynbraramu ACPKABHOrO KOHTpONIO  Beraye eHo, mp JiKapchkuf 3aci6
,le)'l’pHMﬁlIHﬂM

BBC3¢HO 3 Yxpainy »
BHMOT 3aK0HO01aDc TRy Wozo 3abesncyenny

AKOCT] Nikapenkux 3aco6is,

SacTyIHy navankHiica Cryx6u

(nocanosu ncoty pprafqzh

ePKaRIOI0 KOHTPOIO)

Onexciii CONOAPAIL

(iniuiam g npizsrye)
UM




Batch Release Certificate / Cept
Certificate of GMP Compliance /C

Name of the Product: /
HaumeHopaHue Mpoaykra:

GLUCOVANCEB®, film-coated
FMIOKOBAHC®, TabneTtiu, no

i

- MEBRCK

Merck Sante s.a.s.
Praduction Center Semoy,
2 rue du pressoir ve
45400 Semoy | Fran

+33 (0)2 38 61 84 24

i
hchbukat BoinyuienHown Cepun
epTUdUKaT cooTBeTCTBUA GMP

blets 500 mg /5 mg Na30 (15x2} in blisters /
PLiThIE NNeHoYHoW o6onodkor, no 500 Mr/ 5§ Mr Ne30

(15x2) B Brmcrepax |
Finished Code: / 3.95288.0018 Manufacturing Date: { 27.05.2020
Homep Koneunoro Mpogykra: [arta npguasoacTea:
Batch Number: / Y2757 End of packaging date: / 04.07.2020
Homep Cepun: flara 32EEpLIeHUA YNakoBKA:
Bulk Code:/ 1M88 Expiry Date: / Cpox rogHocTu: 04.2023
Homep Mpoaykra in bulk: ]
Bulk Batch Number: / Y2757 Batch size (in boxes): / 37 782

Homep Cepuu MNpoaykra in buik:

Importing Country: / Crpara WUmnoprep:

Strength / Potency: /

Cuna gencreva / AKTUBHOCTb.

Dosage Form: /
INekapcTeeHHas Qopma:
Package Size and Type:/
Tun 1 Pasmep Ynakosru:

Paamep Lepuu (e ynakoskax):

Ukraine/ Wkpam-{a

One tablet contains maetformin hydrochloride 500 mg, glibenclamide 5 mg/
OpHa Tabnetxa conepmut MeTPopPMUHa ruapoxnopua 500 Mr, ruberknamuaa 5 mr

Film-coated tablets 500 mg/ 5 mg/

Tabnetku, NOKpbITHIE NNEHOMHOW oBonoukon, na 500 mr/ 5 mr
15 tablets In blister; 2 blisters in carton box /
15 rabnetok 8 Hnuctepe; 2 BrivcTepa B KAPTOHHOMN KOpoGKe

Marketing Authorization Number: /

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

Haumenosanue, Agpec v Homep NuyeHavu
Mpov3roaMTENA, KOTOPLIA BLINYCKAET CEPUID B
obpaujeHne:

Country of Origin: / CTpana-npoussoguTtens:

UA/§390/01/02

Merck Sante, France

2 rue du Pressolr Vert, 45400 Semoy, France
No. M 19/168 /

Mepk, Cawnte, ®paHLma

2 pio awo Mpeccyap Bep, 45400 Cemya, Gpanuma
Ne M 19/169

France [ OpaHuywnn

Certification Statement: / 3aspnenue o Ceprudmranm: ;
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 or product apaciﬂcaﬁtg file for Investigational Medicinal Products. The
batch processing, packaging and analysls records were reviewed and found to be in compllance with GMP. /

JTVM NOATBEPXKABIO, YTO BbILLUBYKA3AHHAA UH(OPMALMS ABRNSIETCH |AOCTOBEPHOM 1 TOUHOR. [laHHas CepuA npousBereHa,
BKIOYAS YNAKOBKY / MapKMpOBKY M KOWTDOMk KAaYecTBa, HAa YKAIAHHOM BLILE YMBCTKE B MONHOM COOTBETCTBUM C
TpeboBannamMi GMP nokasnsHbIX KoHTponvpyowmx OpraHos, a Takke co cneuuduKaumsmn PerucTpauuorHoro flocse
GTpaHb-UMNopTepa MNi [locbe MCCNeRyeMoro neKapcTBBHHOTO | cpeacTea. [lpOTOKONbl MPOWIBOACTEA, YyNaKkoBKKH v
ananuaa Gbiny NepecMoTperbi U YCTaHOBNEHO cooTReTCTRUe GMP.

Person authorizing the batch release: /
Nuuo, paspelwatoliee Bunyck CEpuum;

QUALIFIED PERSON

Name: Sarah BILLOT / Site: / Semoy /

Qamununa: Sarah BILLOT Mnouwjaaka: CeMya 1 7 JUiL 202[]

Position: Qualified Person / Signature: / ’ ,
[onxHocTb: YronHoMoueHHoe NMuo Noanuce: (&};,Z?)
Date: / BILLOT Sarah Py L
Hara:

In the event of any discrepancias or doubt betwean English and Russiyn language versions, tho English language version shall
pravail. | B cnysae nioBhix pacXOMASHWA UM COMHEHWIA MEXAY BEPCHAMU HA aHIMUHCKOM i PYCOKOM SIabiKax NPEeMMYLIBCTBEHHYIO Cuny
WUMEBT BEPCUSI HA AHITIMIACKOM A3LIKE. s, L
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-~ MERCK

Merck Sante 5.a.s.
Production Center Semp

i
|

45400 Semoy | Franc
+33 (0)2 38 61 84 24
Certificate of Analysis No. 000126444 / CeptudukaT Ananuaa Ne 000126444
Name of the Product: / GLUCOVANCER®, film-coated tablets 500 mg /5 myg Ne30 (15x2) in blisters /
Haumerosanue Mpogykra: MMIOKOBAHC®, Tabnetka, n KPbIThI& NNEeHOYHOW 06osiodkol, no 500 Mr/ 5 mr N230
(16x2) B GnucTepax :
Article Code: / FR21M88 Manufacturing Date: / 27.05.2020
Homep Mpogykra: fata npoussoncrea:
Batch Number: / Y2757
Homep Cepuu;
Bulk Batch Number: / Y2757 Expiry Date: / Cpok roaHocTy; 04.2023
Homep Cepun MNpoaykTa in bulk: i
Procedure: / SE-L 20016 VP Batch size (in boxes): / 37782
MNpoueaypa: Pasmep Cepun (8 ynakoskax):
Specification: { Creundukaums; 1M88-SE/CLIENT Version : §004
[ Tests/ Requirements / Results /
MNokaaarenu Tpebobarus ] Peaynetats!
Appearance / Yellow capsule shaped, biconvex, film-coated tablet | Gom plies/
; OnucaHue with 5 engraved on one side / CoorseTcrayeTt
MNpoponrosaToi hopMb! [BGRKOBLINYKNbIE TABNETKY
XBNTOrO UBETA, NOKPLITLHIE [INIEHOUHOU 060NONKONR ¢
TPABUPOBKOA «5» € OHOMN GTOPOHbI
Identification HPL.C /
WaexTudpukauma BIXX
Metformin / The retention time of the metformine peak in the Complies /
sample chromatogram must correspond to that of
the standard / ;
MeTdopmun BpeMs yaepiuaaHus 0CHOBHOTO nyvika maThopMmHa Ha
XpOMaTONpaMMe CNLITYEMOro pacTaopa, A0MKHO Cooteercrayer
COOTBETCTBOBATL BPEMEHH YACPXKVBEHUA OCHOBHOM
MUKA METCHIOPMUHE HE XPOMBTOrPAMME CTAHAAPTHOO
pacTeopa
Glibenclamide / The retention time of the glibenclamide peak in the Complies {
sample chromatogram must correspond to that of
the standard /
Fnuberknamung Bpems yaepxmeaxvs 0CHOBHOO Nika rniGeHknamuna CooraeTcTeyeT
Ha Xpomarorpamme CNbITYEMOre pacTBopa, AOFIKHO
COOTBETCTBOBATh BPEMEHW YASPKUBAHURA OCHOBHOIO
nuka rmubeHknamMmaa Ha xp IMATOrpamMme
CTAHAAPTHOro pacteopa |
Average mass / Must comply with Eur. Ph. Complies
Cpenunst macca {Average mass 612 mg * 5%} / 823 mg !/
Uniformlity of Mass / Honxkel cooTeeTcTBOBATE TpEGOBAHUAM Eap. dapm. Cootsercrayer
QaHOPOAHOCTE MAaCCHI {cpegHar macca 612,0 mr + 5%) 623 mr
Disintegration / Not more than 20 minutes 20 minutes /
PacnanaemocT, He Gonee 20 MunyT MUHYT
Assay HPLC / KonuuscTeeHHoR
onpegenexne BOXX
Metformin hydrochloride / 475 - 525 mg / tablet (95.0% - 105.0%}/ 497 mg / tablet/
Metdopmuna rugpoxnopug 475,0 - 525,0 mr/ Tabn. (95. D% - 105.0%) mr / Tabn,
Glibenclamide / 4.75 - §.25 mg / tablet (95.0% - 105.0%) / 4.98 mg / tablet/
mubeHknamun, 4,76 — 5,25 mr/ 1abn. (95.0% - 105.0%) Mr/ Tabn.
Content Uniformity HPLC /
OaHopoaHacTs conepuanns BIMX
Glibenclamide / 86 - 115% of average contept and must comply with | Complies /
InubeHknamun Eur. Ph./
85 - 115% o7 cpenHero conepkanus u ROSKHA Cooreercrayer
€OOTBETCTBOBATL TPEDOBAHWAM Eap. ®apm. .. ..
Dissolution R . T
Glibenclamide (Blume method)/ Not less than 63% (Q) at 45 min / ) . Complies with S/
Pactsoperue Mubexknamus He merbwe 63% (Q) yepes 45 MUH ‘Cootsetcrayer S1
(Blume method ) [ :

Page 1/1




[ MERCK]
O Merck Sante s.a.s,
j Production Center Semoy]
2 rue dy pressair ve
45400 Semoy | Franc
+33 (0)2 38 61 84 22}

Certificate of Analysls No. 0001 26444 / Cepmcbmu?r AHanuza No 000126444

Name of the Product: ; GLUCOVANCE@, film-coateq tablets 500mg /s mg Ne30 (15x2) in blisters /

Haumexosanue Mpoaykra; T. J1i0KOBAHC®, Tabnerku, n PbIThie mnerouHois obonoykoit, no 500 Mr/ 5 Mr Ne3p
(15x2) 8 Gnucrepax |

Article Code: / FR21Mm88 Manufac uring Date: / 27.05.2020

Homep MNpoaykra: Aara npo 3BOACTRA;

Batch Number: / Y2757

Homep Cepun;

Bulk Batch Number: / Y2757 Expiry Date: Cpox rognocTy: 04.2023

Homep Cepun Mpoaykra in bulk:

Procedure: / SE-L 20016 vp Batch sizg (in boxes): / 37 782

Mpouenypa: Paamep Cepun (B yNakoskax):

Specification: / Cneum;buxauuﬂ: 1M88-SE/CL| ENT Version : 5004

The tests, such as “Determination of impurities: R lated substances of metfarmin hydrochloride
(Cyanoguanidine (dicyandiamide), other single impuri total of Impurities); Related sSubstances of
glibenclamide (Sulphonamide, other single impurity, total of Impurities); Microbia) purity; Dissolution
(profile) Metformin hydrochlorlde; Dissolution (profile) Glibenclamide (Blums method)” ara conducted on 3
once a year basis by sampling method to ensura the quali of the finished product. They are also performed
in case of proposition of any significant changes in the m nufacturing process. The test g not routine ang
may not be inciuded in the certificate of analysis / ClbiTaHus, TaKkuwe Kax: «Onpeaenenne nPumacel:

Decision: / ACCEPTED

|

Pelwenue: OOOBPEHD )

Person authorizing the batch release: / QUAUF,ED PERSON

Mo, Paspewaioies seinyck cepuum:

Name: / Sarah Billot / 17 L. 2099

damunug: Sarah Billot

Date: / (1 k ’
Nara: BILLOT Sarah S

Position:/  Qualifieq Person / ‘ i
HomxrocTy: YnonHOMOanHoe nuyo |

Signature: / |
Nonnuce:

In the event of any discrepancies or doubt betwegn English ang Russian I
prevail.

B enyvae nwbex Pacxoxaenuii uny COMHEHU MEXAy BapcusMY 1y aurmBTou W PYCekom s3bikax npauuyu.gecmeﬂuylo CHIY umeeT

nguage versions, the English language version shali

Bepcus Ha AHMNUACKOM NIvIKe.
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JEPICTIKCIIYIKBA
JAEPYKABHA CJOYIKEA 3 JIKAPCBKWUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCBKIA OBJIACTI
npocnekt Banepis JloGanoseriora, 31, M. Kuis, 031 10, Tex/axc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https: /\;vww.dls.gov‘ua‘ Kon €IPII0OV 37078774

i
i

I
BHCHOBOK
npo siKicTs BBC3enoro g 5chpa'l'liy JikapenKkoro 3aco0y

10.09.2020 ! e 450337201
LIIOKOBAHC®
(nakimMcHyRanns aikaperkoro 38¢00Y 3rigHO 3 peecTpauilinnm NOCHIAMCHHIM)

rabaerin, BKpHTI I1iBKOROI 06071011010, M0 500 Mr/5 Mr mo 15 Tabseroxk y Gricrepi; mo 2
baicrepn B

APTOHHIH KOpodni
{popma srnycry, uu:;ynamin, BHI NAXYBAHHA Tikapchkoro 3acoby)

Homep peccrpaitinoro nocsigaenns UA/5390/ 01/02 CTPOK IiT peectpauiiinore nocsimucuns 15.09.202]

Cepist nikapeskoro 3acoby Ne Y2757 Kinvkicrs BBesenorn mikapeskoro 3acoby 37782

Brpo6nx Mepx Canre, ®pangis

(HafiMeHyBaHHS BHpOGHKKA nikapcekoro 3acoly, kpaina noxopken Ha)

Boeseno & Vipaiy Tosapucrso 3 06MdxenoIo Bixnosizaasuicrio "ACIHO YKPATHA",

igenr. won: 42274733

{naitmertysanns Ta kog 31 CJPIIOY wpuanaiof ocoba abo npiseHe, in'a, no Barnkosi Biamng

0co6x - nianpuemus, I midne TIPOKHBANHA T8 PeECTpaLiiiHui HOMep obnixanol kaprky nnariug
nogarkis ao cepis ta HoMmep nacnopta)

HpoToxon sizyanenore xonrponio six 03.09.2020 v 2833/2.

3a  pesynuratamn OCPIKABHOFO  KOHTPOMK  nCTam PBACHO, o mikapenkui 3acih peesens g Yrpainy

AOTPHMAHHAM simor SAKOHOMABCTDA OO0 336eBNICUEHES TKOCT MEApCLKHX 3aC06in.

3acTynuuk nkarianbﬁmga Cayxgﬁn

(nocanora ocoba vprany nspicaiHOTO KOHTPOIII0)
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