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PARRTIK

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

Batch Release Certificate / Ceprudikar BunyweHor Cepif
Certificate of GMP Compliance / CepTudikar sianosigHocti GMP .

Name of the Product:
Haazea Mpopykry:

GLUCOPHAGE® XR, prolonged release tablets 500 mg N280 {15x4) in blisters /
FOKO®AXK XR, Tabnetry nponoHroaaxol AiF 1o 500 mr Ne60 (15x4) y 6nictepax

Finished Code: /
Homep Kinueroro Mpogyxry:

3.95103.0031

Batch Number: / Y16484
Homep Cepir:

Bulk Code: / 3951030089
Howmep Tpogyiry in bulk:

Buik Batch Number: / Y16484

Fomep Cepii Npozykry in bulk:
Importing Country: / Kpatua-iMnoprep:

Strength / Potency: /

Cuna gii / AkTuBHICTS:

Desage Form: /

Jlikapceia hopma:

Package Size and Type: /

Twvn Ta Poamip Ynakosku:

Marketing Authorization Number: /

Homep Peecrpatfifitoro NocBlAYEeHHR:

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

Halimenyeants, Agpeca i Honep Miuewsii
BvipoBHuka, koTpuii BUNYCKae cepir B ofir:

Country of Origin: f KpaiHa-supoBHuk;

Certification Statement: / 3asea npe cepTdirayiio:

Manufaciuring Date; / 27.10.2023

Hara BHpoBHILTEA;

Explry Date: / Tepmin npugartocti: 30.09.2027

Batch size (In boxes): / 10995 s

Poamip Cepli (B ynakoskax):
Ukraine/ Yxpaina

One tablet contains 500 mg of metformin hydrochloride /
Opua Tabnetka micturk 500 Mr METHOPMINY rigpoxnopusy
Prolonged release tablets 500 mg/

Tabnetky nponotrosaxel Al no 500 mr

15 tablets in blister; 4 blisters in carton hox /

15 TabneTok B Bricrept; 4 Bnicrepu B KapTOHHIG KopoBLj

UA/3594/02/01

Merck Sante, France

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

Mepx Canre, dpanuis

2 pia gro Mpeccyap Bep, 45400 Cemya, ©paHuis
Ne 2022 98 1

France f $panyin

! hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging / labeling and quality controf at the above mentioned site (s} in fuil 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 anaiysls records were reviewsd and found to be in compliance with GMP, /

Limms nigreepmpxyo, wWo BULLE3A3HaYeHa

inchopmatiia e AOCTOBIPHOW | TouHoi. [ana cepia  eWpoGrieHa, BKAOYaOYH

YNEKOBKY/MaPKYBANHS Ta KOHTPOMB FKOCTH, Ha BULLiE3a3HAYCHIR ANEHUL | B RoBHIN sianosinHoCTi 3 BUMoramu GMP NOKanNLHUX
Koutpomaioumx Opranis, a Takox ai cneuuchixalisMm peectpatfiiinoro AOChe KpalHu-iMnopTepa afo [locke AocAifkyBaHoro
Jilkapchkoro aacody. poTokony BUPOTHULITBA, YRaKoeky Ta ananisy Gyru nepernauyT i BCcTaHoBMGHE BinnosinHicTs GMP.

Person authorlzing the batch release: /
OcoBa, stka fae fo38iN Ha B

?cx.qep'zi'i: JP’){RAN
e kﬂ (TRE

Name; / Sife: / Samoy /
Mpissuwye: - i BupoGHuua

m ' zgzqﬂiﬂb}iwqﬂ: Cemya
Position: / Qualified Person / Signature: /
Nocapa: YnosrofGieRlGEFED PERTNG:

Date of Signature; /
lara nignivicy:

in the event of any discrepancies or doubt betwsen English and Ukrainian language versions, the English language version shall prevail. /
Y pasi GyA-Akux poabixHocTeli abo CYMHISIB Mix BepCismu aHmmikcakio T YKPaTHCLKOIO MoBaMU NepesaiHy cUiY Mae Bepcia aHMINChKOI MO0,

m.a,uwgwéi@ Y. 7. My éi_,




Certificate of Analysis No. 000154160 / Ceprucbikar AHanizy Ne 0001541860

PARRTK

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 500 mg Ne60 (15x4) in blisters /

Hasea Mpoaykry: FTICKO®AXN XR, TabneThi NpONOHroBaHo! 4if no 500 Mr Ne8D {15x4) y Bricrepax
Finished Code: / 3.85103.0031 Manufacturing Date: / 27.10.2023

Homep Kiuesoro Mpoayxy: Hara supoBuuirea; !
Batch Number: / Y16484

Homep Cepit:

Bulk Batch Number; / Y16484 Expiry Date: | Tepmid npuaarHocyi: 30.09.2027

Howmep Cepii Mpapykty in bulk:

Procedurg: / SE-L 20012 VP Batch size {in hoxes): / 10895

MNpouegypa: Posutip Cepii (B ynakoskax):

Specification: / Crguundikaliin:

GLUCO XR 500RM-BOSCH -SE Version: | Bepcis: 6

Tests / Requirements / Results /
MNokaanuxK Bumory PeaynkTtati
Appearance / White to off-white, round, biconvex tablet, Complies /
Ornuc debossed with ‘500’ on one side / Bignosipas
Bini abo maitixe 6ini, kpyrrol dopmu, £Boonykr|
TabneTky, 3 mabilBaHHaM «500» 3 oaHore Goky
ldentification?: / InenTudikatisZ IR spectrum complies with reference spectron / Complies !
Metformin Hydrochloride / IM cnexTp signosigae CNEKTPY CTaHiapTHOro 3paska Bipnoginae
Metthopminy Mapoxnopug
Average mass / 589 - 781 mg/ 730 mg [ mr
CepegHs maca 689 - 761 mr
Uniformity of dosage units?/ CGomplies with Eur. Ph, / Complies / ,
OfHopigHicTh A030BaHNMX OAWHNLL Mosnkni BignosigaTh BumMoram €8p. Papm. Bignosinae
Dissolution {
PoauvHedHs
Unit 1/ BunpoBysaHis 1 20 — 40% dissolved at 1 hour ! 30%
Unit 2/ BunpoGyeatna 2 20 —~ 40% poausnHaeTses yepes 1 roamay 30%
Unit 3/ BunpobyaaHus 3 31%
Unit 4/ BunpoGysanua 4 30%
Unit 5/ BunpoBysantna 5 31%
Unit 6/ Bunpobyeanus 6 29%
Unit 1/ BunpoBysakha 1 45 - 65% dissolved at 3 hours / 57 %
Unit 2/ BunpoByeanus 2 45 — 85% posuMHASTECA Yepss 3 roguHi 57 %
Unlt 3/ BunpoByaania 3 58 %
Unit 4/ BunpoGyeanua 4 56 %
Unit 5/ BunpoSyeanns 5 59 %
Unit 6/ BunpoBysanns 6 56 %
Unit 1/ BunpoByeanHs 1 NLT 80% disselved at 10 hours / 94%
Unit 2/ BunpoBysanus 2 He Merte 80% posunHaeTses yepes 10 roamH 93 %
Unlt 3/ BunpoByaanHs 3 95%
Unit 4/ Bunpotiysanus 4 92%
Unit 5/ BunpoBysatHs 5 95 %
Unit 6/ BunpoBysanna 6 91%
Related substances (HPLC or
UPLC, In-house method) /
BuaHauerHa unctrot (BEPX a6o In-
house, YBEPX
Cyanoguanidine / £0.02% 0.00%
Lliaroryasinnk (aiviangiamig)
Other single impurity / =0.10% 0.00 %
Byab-sKa iHIWa 0OrRvMHa oMK
Total of Impurities / £0.50% 0.00 %
CyMa BCix foMiusok




PARREK]

Merck Sante s.a.s,
Production Center Semoy
2 rue du pressoir very
45400 Semoy [ France
+33 (0)2 28 61 84 24

Certificate of Analysis No. 000154160 / Ceptudpikat AHanisy Ne 000154160

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 500 mg N260 (15x4) Tn blisters /
Hassa Npogykyy: TIOKO®AXK XR, TabneTsv nporRcHrosaHo} Al 1o 500 mr NeBO (15x4) y Gnicrepax
Flnished Code: / 3.95103.0031 Manufacturing Date; / 27.10,2023
Homep Kituesoro Mpogyxry: fara svpobhutirea: :
Batch Number: / Y16484
Homep Cepii:
Bulk Batch Number: / Y16484 Expiry Date: ! Tepmin npuaatHocTi: 30.09.2027
Homep Cepli Mpoayxty in bulk:
Procedure: / SE-L 20012 vP Batch size (in boxes): 10995
Mpouegypa: Poamip Cepii (e ynakoskax):
Specification: / Cneuudikava: GLUCO XR 500RM- BOSCH -SE Version: / Bepcia: 6
Tests [ Requirements / Resulis /
[MoKkasHUKM Bumorn PesynbTtamm
Assay (HPLC or UPLC, In-house
method) / KinkkicHe BUanayerun
(BEPX abo In-house, YBEPX)
475 - 525 mg / tablet 498 mg / tablet
Metformin Hydrochloride / 475 - 525 mr/ vabn, wmr / Tabn.
Merchopminy Tiapoxnopus
Loss on drying?/ NMT 3%/ 2%
Bparta B Maci npu sucyuysasHi2 He Ginswe Hiv 3%
Microbial purity? f Mikpo6fonoriana | In 1 49 of preparation contain: /
ydcTora’ B 1 r npenapaTy noeuHHo MicTUTLCS:
TANMC - not more than 10° CFUfg ] Not tested 1
TAMC - He Ginble 103 KYO [+ He auatavany
TYMC - not more than 102 CFUIg { Not tested /
TYMC - He Binsiue 102 KYO / He euanavanm
Absence of E, Goliin1g/ Not tested /
BineyThicts Escherichia coli He sushavanm

The tost is performed by sampling method (each the 10" batch} or one bateh per year. [ Tecr npoBoANTLCA Ha KON 10-f cepil abo Ha
OAHI cepii 8 poyj 3a METOAOM BUBIPKOBOrO KOHTpOI,
The test is performed at Release / TecT BUKOHYETLER TinbLK TIpW aunycxy.

Verdict: / COMPLIES /

SarniovenHs: BIANOEBIJAE

Decision: / ACCEPTED/
PilteHHR; CXBANEHO

Date: f
Lara:

ﬁ;gﬁ;[ﬁe; JR TRAN
Position:/  Qualified Person / 01 JUIL 2024

Mocapa: Ynosuoesaxetia Ocoba
LIFIED PERSON

Signature: /
Migrue:

In the event of any discrepanciss or doubt betwesn English and Ukralnian language versions, the English language version shall
pravail, |

¥ paai ByAe-nkux poabikHocTel afo CyMHiBlB M BEDGIAMY aHIIACHKOD Ta YKPaiHELKOIO MOBaMU NEpeBamHy CUNy Mae BERGIA aHrnificLKon
MOBOIO,




