JAEPKABHA CJIVKBA 3 IKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V¥ KHIBCHKIN OBJIACTI

npos. CeiTnuunoi Hapii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOV 37078774

BHCHOBOK
Npo AKICTH BBE3€HOT0 B YKPaiHY JiKapCbKOro 3acody

27.10.2023 o ‘ Ne 52515/23/10

'JIIOKOBAHC®
(HaliMeHyBaHHS JIKapChKoro 3acoly 3riaHo 3 peecrpauliffHuM MoCBiAUEHHM)
Ta6J1eTKH, BKPHUTI IIIBKOBOIO 060/10HK010, 10 500 Mr/2,5 mr; no 15 Taéaerok y Gaicrepi; mo 2
GJticTepn B KapTOHHIA KopoOui;
((popma BUITYCKY, AO3YBAHHSA, BHIL TAKY BAHHA JiKapcsKoro 3acoby)

Howmep peectpauiiiroro nocsinuenns UA/5390/01/01 crpox i peecrpauiittoro nocsinuenus 01.01.2099
Cepis nikapcskoro 3aco6y Ne Y3806 KinbKicTb BBE3eHOro Jikapcnkoro 3acoby 2952

Bupo6nuux Mepk Cante, ®paHuiis

(saliMenyBaHHa BUPOGHHKA JTiKapchKoro 3acoby, kpaiHa MOXoMKEHHs)

Beesexo B Y kpainy Tosapucrso 3 06Mexen o0 Bixnopizanbuictio "ACIHO YKPATHA™,
inent. kon: 42274733

(HatimenyBanus Ta kog 3a CIPITOY opuauuHoi 0co6u abo npi3pHiNe, iM'A, 10 6aTbKoBi (isnaHol
0co6y - miamprem, 1i MiCLEe MPOXKMBAHHA Ta peecTpalliiinuii HoMep 06M1iKOBOT KAPTKH TIATHHKA
noxatkis abo cepis Ta HOMep racropTa)

Tporokon Bisyansnoro kouTpoo six 25.10.2023 Ne 3368/1.

3a pesynbTaTaMM JEPKABHOTO KOHTPOJIO BCTAaHOBJIGHO, IO Jjikapchkud 3aci6 BBeseHo B VYkpaiHy 3

JOTPHMAHHSIM BUMOT 338KOHOAABCTBA 110,10 3a6e3neueHHs SKoCTi Jikapcbkux 3aco6iB.
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MARRGCIK

Merck Sante s.a.s.

Production Center Semoy|
2 rue du pressoir ve

45400 Semoy | France]

+33 (0)2 38 61 84 24

Batch Release Certificate / CepTudikar BunyweHoi Cepil
Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

Name of the Product: / GLUCOVANCE®, film-coated tablets 500 mg/ 2.5 mg Ne30 (15x2) in blisters /
Hassa Mpoaykry: 'MIOKOBAHC®, Tabnetkw, BkpuTi nniskosoto 060n0HKoW, no 500 mi/2.5 mr Ne30
(15x2) y Bnicrepax
Finished product code: / 3952870019 Manufacturing Date: / 19.07.2022
Homep roToBOro npopykTy: [ara BupobxuuTea:
Batch Number: / Y3806
Homep Cepil: End of packaging date: / 11.08.2022 -
[lara 3aBeplUeHHs nakyBaHHs:
Bulk Code: / FR21Mm87 Expiry Date: / Tepmin npugatHocTi: 30.06.2025
Homep Mpopykry in bulk:
Bulk Batch Number: / Y3806 Batch size (in boxes): /
Homep Cepli Mpogyxry in bulk: Poawmip Cepil (B ynakoskax): 19 080
Importing Country: ! Kpaiha Imnoptep: Ukraine/ Ykpaiva
Strength / Potency: / Orne tablet contains metformin hydrochloride 500 mg, glibenclamide 2.5 mg /
Cuna pit / AKTUBHICTb! OpHa TabneTka micTuTb MeThopMiKy rigpoxriopuay 500 mr, rniGerxknamiay 2.5 mr
Dosage Form: / Film-coated tablets 500 mg /2.5 mg/
Nikapceka dopma; Tabnetkw, BkpUTi NNiBkoBo 0BonoHkoto, rno 500 mr/ 2.5 mr
Package Size and Type: / 15 tablets in blister; 2 blisters in carton box/
Tun i Posmip Ynakosku: 15 Tabnetok y Grictepi; 2 GnicTepy B KApTOHHIA KOPOBLY
Marketing Authorization Number: /
Homep PeectpauiinHoro Mocsigyerys: UA/5390/01/01
Name, Address and Authorization Number of Merck Sante, France
Manufacturer, which is Responsible for Batch 2 rue du Pressoir Vert, Semoy, 45400, France
Release: / No. 2022 _98 1/
Hasea, Anpeca i Homep JliueHsil BupoBHuka, kotpuii  Mepk CaHre, dpanuia
Bunyckae cepito B obir: 2 pio gro Mpeccyap Bep, Cemya, 45400, ®paHuis
Ne 2022_98_1
Country of Origin: / KpaiHa-BupoBHuK; France / ®paHLis

Certification Statement: / 3asisa npo ceptudixavlito:

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

Linm nigreepmkyto, L0 BUigsasHaueHa iHdopmalis € ROCTOBIpHOW | TouHo. [aHa cepis BupobneHa, BKrouaoum
YRAKOBKY/MEpKyBaHHA Ta KOHTPOMb AKOCTI, Ha BUilesasHadeHi AinbHWUi i B noeHi signosiaHocTi 3 sumoramu GMP
nokansHux Koutponioounx Opradis, a Takox 3i crieludikallismm peecTpauifiioro focke kpainu-imnoprepa abo Jocke
AociaxyBaHoro nikapcbkoro 3acoby. MpoTokony BUpoBHULTEE, YNakoBki Ta aHanisy Gynu nepernsHyTi i BCTaHoBMeHa
BianosigHicTe GMP.

Person authorizing the batch release: /

Ocoba, sKa Aae AO3BIN Ha BUMYCK cepii: OUALIFED PERSON
Name: / Site: / Semoy /

Mpiseuule: BupobHuya pinbHuus: Cengaé %;W. 97

Date: / R

DNara:

Position: / Signature: / B or

Mocapa: Mianumc:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version sha}l
prevail. [ Y pasi 6yae-akmx posbikHocTeid abo cymHisia Mbi Bepciamu anrnifickKoIo Ta YKpalHCLKO MOBaMU fepesaxHy cuiy mae aepcia
AHrMiCBHKOI0 MOBOIO.



PARRGIK

Merck Sante s.a.8,

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

Certificate of Analysis No. 000141788 / Ceptvidikar Ananiay Ne 000141758

Name of the Product: / GLUCOVANCE®; film-coated tablets 500 mg / 2.5 mg Ne30 (15x2) in blisters /
Hasea [MNpogykry: FIIOKOBAHC®, Tabnetiu, skpuri nniskoscto 060norKoi0, no 500 mi/2.5 mr Ne30
(15x2) y Bricrepax .
Finished product code:/ 3952670019 Manufacturing Date: /
Homep roToBoro npoayKTy: Lara supobhulrsa 19.07.2022
Batch Number: / Y3808
Homep Cepil:
Bulk Batch Number:/ Y3806 Expiry Date: | Tepmin npypardocti: -30.06.2025
Homep Cepll Fipoayxry:in bulk:
Procedure:! SE-L 20016 VP Batch size (in boxes): / 19 080
Mpouenypa: Poswmip Cepil (8 ynakoskax):
Specification: / Crieundikauis: GLUCOVANCE 500/2.5-SE Version: 1
Tests / Requirements / Results
NokasHukn Bumorm Pesynetatu
Appearance / Pale orange capsule shaped, biconvex, film-coated | Complies/
Onue tablet with 2.5 engraved on one side / Bignosinae
popoBrysaroi thopmu fsoonykni Tabnetki csitno-
OPAHKEBOr0 KONMBLOPY, BKPUTE NNIBKOROIO 0BONOHKO 3
rpasiinBanHaM «2,5% 3-ogHoroe Baky
Identification [ lnenTubikauin By HPLC [ BEPX;
Metformin /
The retention time of the metformine peak in the Complies/
sample chromatogram must correspond to that of
MeTtdopminy the standard /
Yac yTprmyBaHHS OCHOBHOTO Nika MeThopMiky Ha Bianoeinae
xpomarorpami sunpobysaHoro POsUnHY, Mae
BiANOBIAATY YECY YTPVUMYBaHHS OCHOBHOTO MKy
: MeaThOPMIHY Ha XPOMATOrpamMi CTARASPTHOTD POSUNHY
Glibenclamide./ The'retention titme of the glibenclamide peak inthe | Complies/
sample chromatogiam must correspond to that of
the standard /
nibeHknamigy Yac yTpumyBanHsa 0CHOBHOTO Riky rhibeHraminy Ha Bianosigae
xpomarorpami BunpoByBaHoro posuity, mae
8iANOBIAATY HaCY YTPUMYBaHHA OCHOBHOIO Niky
rrifexknamigy Ha xpomarorpami crasgapTHoro
POZ4UUHY
Average mass [ ‘Must comply with Eur. Ph. 619 mg / mr
CepepnHa waca {Average mass 612 myg * §%)/
Uniformity of Mass / Mosuksi Bignosina sumoram €s8p. dapm. (CepeaHs Complies/
OpHopigHIcTL Mack maca 612,0 mr + 5%) Binnosinae
Disintegration/ . Not more than 20 minutes / 20 minutes /
Posnapanas He Binbwe 20 xBunud XBUNNH
Assay / Kinbkice BnanaveHHs By HPLC / BEPX:
WMetformin hydrochloride / 475 - 525 mg [ tablet (95.0% - 105.0%) / 502 mg / tablet/
MeTdhopmiRy rinpoxnopuny | 475,0 - 525,0 mr / Tabn. (96.0% - 105.0%) mr 7 1abn,
Glibenclamide / 2,38 « 2.62:mg ! tablet (95.0% ~ 105.0%) 2.48 my / tablet/
CniGeugnaminy 2,38 - 2,62 mr/ Tabn. (85.0% - 105.0%) mr /rabn.
Content Uniformity / By HPLC / BEPX
OpHopipHicTs BMICTY ] '
Glibenclamide / B5 - 115% of average content and must.comply with | Complies
[ miBerkriamiay Eur. Ph./
85 - 115% Big cepefiHbOro BMICTY i oBUHHA Binnosinae
Bianosigaty suMoram £8p. dapm.
Dissolution
Glibenclamide (Blume method )/ Not less than 63% (Q) at 45 min/ Complies with 81/
Posuunsenus nidexknamigy (Blume | He mMenwe 63% (Q) yepes 45 xs Bignosinae S1
method }




AARRGIK

Merck Sante s.a.s,

Production Center Semoy,
2 rue du pressoir ve|

45400 Semoy | France

+33 (0)2 38 61 84 24

Certificate of Analysis No. 000141758 / Ceptudikat AHanisy Ne 000141758

Name of the Product: / GLUCOVANCER®), film-coated tablets 500 mg/2.5 mg Ne30 (15x2) in blisters /

Hassa lMNpoaykry; FMIOKOBAHC®, Tabnetkw, BkpWTi ANIBKOBOK 0B0MOHKOK, No 500 mr/2.5 mr Ne30
(15x2) y Bnicrepax

Finished product code: / 3952870019 Manufacturing Date: /

Homep roTosoro npoaykry: Jara supobuuyTea; 19.07.2022

Batch Number: / Y3806

Homep Cepil:

Bulk Batch Number: / Y3806 Expiry Date: [ Tepmin npugatHocTi: 30.06.2025

Homep Cepil Mpogyxry in bulk:

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

Mpouenypa: Poamip Cepil (B ynakoskax): 19 080

Specification: / Cneyudikavjis: GLUCOVANCE 500/2.5-SE Version : 1

The tests, such as “Determination of impurities: Related substances of metformin hydrochioride (Cyanoguanidine
(dicyandiamide), other single impurity, total of impurities); Related substances of glibenclamide (Sulphonamide,
other single impurity, total of impurities); Microbial purity; Dissolution (profile) Metformin hydrochloride;
Dissolution (profile) Glibenclamide (Blume method)” are conducted on a once a year basis by sampling method
to ensure the quality of the finished product. They are also performed in case of proposition of any significant
changes in the manufacturing process. The test is not routine and may not be included in the certificate of
analysis. | BunpoGysaHHs, Taki s «BusHaueHHs AoMilIOK: cynposigHi  pomiluky MeTgopMiHy rigpoxnopuay
(UiaroryaHigus (quuiaranania), Byab-aka iHwa oguHuiHa AoMiluka, cyma somitok); CyrposiaHi gomilkv rnibexknamiay
(cynbthoHamia, Byns-aka iHlla opuHuiHa Bomituka, cyma pomillok); Mikpobionoriuka wmucTota; PosumHerHs (Mpodine)
MeTtdhopminy rigpoxnopuay; PosunHenHs (ripodinb) Fnibenknamigy (Blume method)», npoBopsTthes 3a METOAOM
BUGIPKOBOTO KOHTPOMI Ha OaHIY cepii pas Ha PiK 47Ist NIATBEPIKEHHS SIKOCTI rOTOBOrO MPOAYKTY. BunpobysaHHa Takox
NPOBOAATLCS B pasi Nponoanuii, Byab-AKuX ICTOTHUX 3MiH Y BUPOSHMMOMY npoLiec, BUrpobysaHHs He pyTUHHE | Moxe
GyTn BincyTHIM B cepTudikaTi AKoCTI NpoayKTy.

Decision: / ACCEPTED /

Pillenns: CXBAINIEHO

Person authorizing the batch release: /

Ocoba, sika fae [O3BIN Ha BUNYCK cepil: QUALIFIED PERSON

Name: /

lpissuiue: 28 00T, ;22

Date: /

Jara: Y o .

Position: / \%L&(‘O\ Sonoh.

Mocapa:

Signature: / g@%

MNignuc: RIS
AL

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / ¥ pasi Byab-akux po3bixHocTei abo cymHiBiB MK BepCisMM aHMNIACLKOIO Ta YKPaTHCLKOI MOBAMU REPEBANHY CYUNY MAas BepCis
HIMIRCHKOI0 MOBOHD.



