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PRARREGIK

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

Batch Release Certificate / Ceprudikat BuryweHo’ Cepif
Certificate of GMP Compliance / CepTtudikat BignosigHocti GMP

Name of the Product; / GLUCOPHAGE® XR, prolonged release tablets 1000 myg N2B0 (10x8) in blisters /
Hazsa Mpogyury: TTIGKO®AM XR, TabHETRM NPOricHroBaHal Ail no 1000 mr Nes0 (10x8) y Bnicrepax
Finished Code: / 3.95177.0071 Manufacturing Date: / 13.12.2023 !
Howmep Kinuesoro Mpoaykry: HaTta BupoBruuTea:;

Batch Number: / Y15496

Homep Cepif:

Bulk Code: f 3851770126 Expiry Date: / Tepmiy npuaatHocTi: 11.2027

Howmep Mpogykty in bulk:

Bulk Batch Number: / Y16496 Batch size (in boxes): / 5 400

Homep Cepii Mpogykry in bulk: Poamip Cepii (B ynakoskax):

Importing Country: / Kpaina-Imnoprep; Ukraine / Yxpaina

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride /'
Cuna aii / AKTvBHICTb; Opgua Tabnevka micTib 1000 Mr meTopminy rinpoxnopuay
Dosage Form: / Prolonged release tablets 1000 mg /

Nikapckka dopma: TabneTsu nponorrosaxoi Aif no 1000 mr

Package Size and Type: | 10 tablets in blister; & blisters in carton hox /

Tun ta Poamip Ynakosxu: 10 rabnetok y Gnictepi: 6 BricTepis y kapToHHiK kapoGwi

Marketing Authorization Number- /

Homep PeectpauisiHoro MOCBIAMEHHS:

Name, Address and Authorization Number of
! e . Merck Sante, France

Manufacfturer, which is Responsible for Bateh 2 rue du Pressoir Vert, 45400 Semoy, France

Release: / ' No. 2022_98_1

Haspa, Aapeca 1a Homep Nidewaii BuipoBHuka, ' el

. . . Mepk CanTe, dpanuis
KOTpUi Bunyckae cepito B OBir. 2 pio Ao Mpeceyap Bep, 45400 Cemya, ®panyis
Ne 2092 g8 _1

Country of Origin: / Kpaiha-supoBhux; France / ®panyjn

UA/3994/02/02

Certification Statement; / 3asea npo Ceprudikatliro;

| hereby certify that the zbove 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 fo be in
compliance with GMP. / ,
Livin nigreepaxyio, Wo Bulliesastadeda  iHchopmauia e ROCTOBIPHOW | ToYHOW. JawHa cepin BUpAGNeHa, BKMYalouK
YnakoeRy/MapkysaHHa Ta KOHTROME RKOCTI, Ha BMLYesazHaueH BinbHULl | B noawii BignosintocT 3 eumoramu GMP
TIoKaNLHUX KoHTporiotoumx Qprauis, a Takox si cneuupikauiamy peectpaifinaro Aocke KpaiHu-iMnoprepa abo focke

AOCNiAXyBaHOrO NikapckKore 3acofy. TMporokonu BUPCGHULITBa, ynakoBxy Ta ananisy Gynu nepernsHyTi | 8cTaHoBNeHa
BlANoBiaHicTE GMP.

Person authorizing the batch release: /

Ocoba, sixa aae nossin Ha BUMYCK cepil: QUALIFIED PERSON
Name: / Site: / Semoy /

Mpizenue: BupobHuva ginexvis: Cemya g 269
Position: / Signature: / 21 JUIN 424
MNocaga; Mlignwc: -

Date: / ] .
LaTta:

o

In the event of any discrepancies or doubt hetween English and Ukrainian language versians, the Englis language version shall
prevail. / ¥ pasi Syas-aAkux poabxHacTeii abo CYMHIBIB M BEpCiaMM aHrRIfcEKO Ta YKPaTHCLKCID MOBamMK nepesaxHy cuny mae eepeoia
aHrniicskolo Mmoaoio,

Bx.qui/ 1 @tg Ly A1 Jua




RARREK

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

Certificate of Analysis No. 000154082/ Ceprudikat AHanisy Ne 000154082

Name of the Product: /

GLUCOPHAGE® XR, prelonged release tablets 1000 mg N260 {10x6) in biisters /

13.12,2023

Haasa Npogyxry: FITOKO®AM XR, TaBneTku nponoHrosarol aii ng 1000 mr NeBO {10x6} y Bricrepax
Article Code: / 3951770126 Manufacturing Date: /

Howep Mpoayxkry: fara eupabryursa:

Batch Number: / Howmep Cepii: Y16496

Bulk Batch Number: / Y16496 Expiry Date: / Tepmit npupatiocri:

Homep Cepii MoonykTy in bulk:
Procedure: /

Mpoueaypa:

Specification: Cneundizavis:

SE-L 20012 vp

Batch size (in boxes): /
Poanip Cepii (s YRaKoBKax):

11.2027

§ 400 ’

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

Tests/ Release-Specification / Results /
MoxasHnku Creundikauia npy BUNYCKy cepil Peavnbrary
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuc debossed with “1000’ on one face and ‘MERCK’ on Bignosigas
the other / Binl aBo maiie Ginoro Konsopy,
KancynosuAHi ABoonykni TabneTiy a rpasitoBaHHAM
«1000» 3 oanoro Goky Ta CMERCK>» - 3 iHLoro
ldentification: InenTudikayia IR spectrum complies with reference spectrum / Conforms / .
Metformin Hydrochloride / M criexTp eeignosigae CNeKTpyY CTanapTHOro 3pasxa Bianosiaae )
MeTdhopminy finpoxnopuay
Assay (HPLC or UPLC, In-house
method) / Kinbkiche BuakaueHus
{BEPX abo In-house, YBEPX) 950 — 1050 mg / tablet f 9980.8 mg / tablet/
Metformin Hydrochloride / 950 — 1050 mr/ Tabn. adr / Tagn.
Metdopminy rigpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BrsnaveHHs yuctory (BEPX abo In-
house, YBEPX)
Cyanoguanidine / =0.02% 0.00 %
LliaHoryaHinun
Other single impurity / =0.1% 0.01 %
Byne-sxa inwa OAYHUMHE AoMiluKg
Total of impurities / =0.5% 0.0%
Cyma Bcix gouiluok
Uniformity of dosage unit/ Conforms to Ph. Eur. 2,040/ Conforms /
OnHopigxicts A030BAHUX OOUHWLE MosunHRa BiANOBigaTH BUMOram Eap. Gapwm. 2.8.40 Bignoeinae
Average mass / 1377 - 1522 mg / 1464 mg / mr
CepegHa Maca 1377 — 1522 wmr
Loss on drying/ =3% 2%
B1para 8 maci npu BUCYILyBaHHi
Dissolution /
PoaunrenHn
Unit 1/ BuapoGysanns 1 20 - 40% dissolved at 1 hour/ 25 %
Unit 2/ BunpoSysanns 2 20 — 40% posunkAETheR Yepes 1 rogumy 26 %
Unit 3/ BunpoBysanms 3 26 %
Unit 4/ BunpoBysasing 4 25%
Unit 8/ BunpoGyaatug 5 26 %
Unit 6/ BunpoBysauus 6 26 %
Unit 1/ BunpoGyaanus 1 45 - 65% dissolved at 3 hours / 50 %
Unit 2/ BunpoSysanun 2 45 — 65% posumHseTLCH Hepes 3 roguHu 51 %
Unit 3/ BunpoBysanus 3 51 %
Unit 4/ BunipoGysariug 4 §0 %
Unit 5/ BunpoGysauns 5 51 %
Unit 6/ BunpoByaanna 6 51%




Certificate of Analysis No.

Name of the Product: /
Haasa lpoayxry:

MERCE

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

000154082 / CepTudikar AHariizy Ne 000154082

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne60 (10x6) in blisters /
FTIIOKO®AXK XR, TabreTki NPOnckrosaxor Aif o 1000 mr NeGO ( 10x8} y Bricrepax

Article Code: / 3951770126 Manufacturing Date: /
Homep Npoaykry: fava BupoBHuLTRS:!

Batch Number: / Homep Cepir: Y16496

Bulk Batch Number: / Y16495 Expiry Date: / Tepmin npuaa

Homep Cepii Mpopykry in bulk:
Procedure: /

Mpoueaypa:

Specification: / Creundikatis:

SE-L 20012 vp

Batch size (in boxes): /
Foamip Cepii (a ynakosgax):

13.12.2023

THOCTI: 11.2027

5 400

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

Tests |

Release-Specification / Results f

Noxaanmkm Creundikayia npw BUNYCKY cepii PeaynsTary

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

Unit 2/ BunpoGysauys 2 He meHwe 80% poszunHseTson yepes 10 roguH 89 %

Unit 3/ BunpoBysanus 3 89 %

Unit 4/ BunpoBysars 4 89 %

Unit 5/ BunpoBysanus 5 90 % .
Unit 6/ Bunpobysanns 6 90 %

Microbial purity?/ MixpobBionoriuna
uucToTal

In 1 g of preparation contain; /

B 1 rnpenapary Micturbos:

TAMC - not more than 103 CFUlg /
TAMC - He Binble 103 KYO /¢
TYMC - not more than 102 CFUlg f
TYMC - He Ginbwe 102 KYO / ¢
Absence of E, Colj in 1 gl
BiacyTHicts Escherichia coli

Not tested /
He smanavanu
Not tested /
He Branavam
Not tested /
He BusHavanm

The test is performed by sampling met

abo Ha ogHity cepil 8 pik 32 MeTogom 8uBipKOBOro KoHTpomo,

Verdict: /
Bucrosox:
Decision: /
PitweHns:
Date: /
HAara:

Name: /
MNpizenwe;

COMPLIES ¢
BIANOBIgAS

ACCEPTED/
CXBAITEHO

27

Position; /
Mocapa:

In the event of any discrepancies or doubt b
prevail. /' Y pasi Gyab-anux
BHINTACEKOI0 MoBOID,

hod (each the 10" batch) er one batch per year, [ Ti

QUALIFIED FERSON
JuI 2024

etween English and Ukrainian language versions,

poabikHacTed abo cymuiain mix BEPCIAMY aHmifickkoro Ta ykpaiHchom

ECT NPOBOAWTLER Ha KoKHIE 10-5 cepii

the English language version shall
MOBEMU NepesaxHy cuny Mae sepcir




