JEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitmanoi Hanii, 3, m.Kuis, 02099, tex/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTL BBE3€HOI'0 B Y KPaiHy JIKapCHKOIro 3aco0y
19.07.2024 Ne 35333/24/10
TJIIOKO®PAXK XR

(HafiMeHyBaHHS JIiIKapCHKOTO 3ac00Y 3TiZIHO 3 peecTpaIiifHIM ITOCBI{IEHHAM)
TabaeTku npoJionrosanoi Aii mo 1000 mr; mo 10 Tabiaerok y Oaicrepi; mo 3 dJricrepu y
KapTOHHIH KopoOui

(dopma BuIyCcKy, TO3yBaHHS, BUJ IAKYBaHHS] JTiKapCHKOro 3acody)
Howmep peectpauiitoro noceiguenns UA/3994/02/02 ctpoxk nii peectpaniiinoro nocsimuenns 01.01.2099
Cepis mikapcekoro 3acoby Ne Y16459 KinbkicTs BBe3eHOTO Jikapcskoro 3acoGy 10760

Bupo6auk Mepk Canre,, ®paHiisa

(naiiMeHyBaHHS BUPOOHHUKA JTIKapCHKOTO 3aC00Y, KpaiHa OXOKEHHS)

Bgeseno B Vipainy ToeapucTBo 3 o0Me:keHoo BixnosizansHicrio "ACIHO
YKPAIHA", inent. xon: 42274733

(naiiMenyBanHs Ta Koz 3a €J/IPIIOY ropuamdHOi 0co6u abo mpi3sumie, iM's, Mo 6aTEKOBI
(isnasoi 0co0H - mixnpueMIy, ii MicLie IPOXKUBAHHA T PeECTpaLiiiHuit HoMep 06TiKOBOT
KapTKH IUIATHAKA IIOJATKIiB 260 cepis Ta HoMep IaciopTa)

TIporokoun Bizyansuoroe kontpomo six 12.07.2024 Ne 2052/1.

3a pesyipTaTaMH JepKaBHOTO KOHTPOTIO BCTaHOBJIEHO, IO JIKapchKWii 3aci0 BBeseHO B VYKpaiHy 3

JAOTPUMAHHSAM BuMOT 3aKOHOAABCTBA MIOAO 3a6€3MeYeHH AKOCTi JIKapChKUX 3aC00iB.

/,é @d/ Bikrop CTE®KIBCHKHIA

nmnnc (iniuiany Ta npissuue)




MERUK

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

Batch Release Certificate / Ceptudikat BunywieHor Cepil
Certificate of GMP Compliance / Ceptudikar BignosigHocti GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne 30 (10x3) in blisters /
Hasea Mpoaykry: TMIOKO®AX XR, TabneTku nponoHroBaHoi aii no 1000 mr Ne 30 (10x3) y GnicTepax
Finished Code: / 3.95177.0070 Manufacturing Date: / 27.10.2023

Homep KiHuesoro Mpoaykry: Jata supoGHuuTea:

Batch Number: / Y16459

Homep Cepit:

Bulk Code: / 3951770126 Expiry Date: / TepmiH npuaatHoCTi: 30.09.2027

Homep Mpoaykry in bulk:

Bulk Batch Number: / Y16459 Batch size (in boxes): /

Homep Cepii Mpogykty in bulk:
Importing Country: / Kpaina-Imnoprep:

Strength / Potency: /

Cuna i / AKTUBHICTb:

Dosage Form: /

Nikapceka dopma:

Package Size and Type: /

Tun ta PoaMip Ynakosku:

Marketing Authorization Number: /

Homep PeecTpalinHoro noceig4eHHs:

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

Hasea, Aopeca Ta Homep JliueHsii BupoGHuka,
KOTpui Bunyckae cepito B o6ir:

Country of Origin: / KpaiHa-supo6Huk:

Certification Statement: / 3assa npo Ceptudikaujto:

Posmip Cepii (B ynakoekax): 10 760
Ukraine / YkpaiHa

One tablet contains 1000 mg of metformin hydrochloride /
Opwa tabnetka mictTb 1000 Mr meTdopMiHY rigpoxsiopugy
Prolonged release tablets 1000 mg /

TabneTkv nponoHrosawHoi Al no 1000 mr

10 tabliets in blister; 3 blisters in carton box /

10 TabneTok y Gnicrepi; 3 BnicTepun y KApTOHHit Kopobui

UA/3994/02/02

Merck Sante, France

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

Mepk, CaHte, dpaHLis

2 pto pio MNpeccyap Bep, 45400 Cemya, ®paHuis
Ne 2022_98_1

France / ®paHuis

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 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. /

LUum niaTeeppkyto, WO BullesasHadeHa iHdOpMauis € JOCTOBIPHOW i TOYHOW. [laHa cepis BMpoBneHa, BKIHOYAKOUM
naxyBaHHsI/MapKkyBaHHSA Ta KOHTPOMb AKOCTi, Ha Bulle3a3HayeHilt AinbHuUi | B MOBHIN BignosigHocTi 3 BuMmoramu GMP
nokansHWx KoHTporniotoumx OpraHis, a Takox 3i crieumdikauisMu peectpauiiiHoro focke KpaiHu-iMnoprepa abo [locke
AocrnipxysaHoro nikapebkoro 3acoby. MpoTokonu BUpoGHULTBA, YNakoBKM Ta aHanisy Gynu nepernsHyTi i BCTaHOBMEHa

BignosigHicte GMP.

Person authorizing the batch release: /
Ocoba, sika fae JoO3BiN Ha BUNYCK cepil:

Name: /

Mpissuwe:

Position: / Qualified Person /
Mocaga: YnosHosaxeHa Ocoba
Date: /

Hara:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language versio
prevail. / Y pasi 6yab-akux poabixHoctelt abo cymMHiBiB MiX BEPCisiMU aHIMIACHKOIO Ta YKPATHCHKOK MOBaMU niep
BEpCis aHrMiACLKOK MOBOI.

Site: / Semoy /
BupobHuua gineHnys: Cemya
Signature: /

Mignuc:




MERUK

Merck Sante s.a.s.

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

Certificate of Analysis No. 000153226 / CepTtucpbikat AHanisy Ne 000153226

Name of the Product: /
Haasa Mpogy«kry:

Article Code: /

Homep MpoaykTy:

Batch Number: / Homep Cepii:
Bulk Batch Number: /

Homep Cepii MNpopaykty in bulk:
Procedure: /

Mpoueaypa:

Specification: / Cneuudikauis:

3.95177.0070

Manufacturing Date: /
Hata supobHuuyrsea:

Y16459
Y16459
SE-L 20012 VP

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

Expiry Date: / TepmiH npuaatHocrTi:

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /
FMIOKO®AXK XR, TabneTku nponoHrosaHoi aii no 1000 mr Ne30 (10x3) y bnictepax

27.10.2023

09.2027

10 760

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

Tests / Release-Specification / Results /
IMoKasHUKK CneuudbikaLis npu Bunycky cepif Pesynetatu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuc debossed with ‘1000’ on one face and ‘MERCK’ on Bignoeinae
the other / bini abo maixe 6inoro konsLopy,
KaricynosuaHi Asoonykni TabneTku, 3 rpasiloBaHHAM
«1000» 3 ogHoro 6oky Ta «kMERCK?» - 3 iHWworo
ldentification: / |neHTndikauis IR spectrum complies with reference spectrum/ Conforms /
Metformin Hydrochloride / I4-cneKkTp BiANOBIAAE CNEKTPY CTaHAApTHOrO 3paska Bianosinae
MeTcbopminy rigpoxnopuay
Assay (HPLC or UPLC, in-house
method) / KinkkicHe BU3HauYeHHs
(BEPX a6o In-house, YBEPX) 950 — 1050 mg / tablet / 990.4 mg / tablet /
Metformin Hydrochloride / 950 — 1050 mr/ Tabn. mr/ Tabn.
MertdopMminy rigpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BwuaHauerHs unctotu (BEPX abo In-
house, YBEPX)
Cyanoguanidine / £0.02% 0.00 %
LliaHoryaHiauH
Other single impurity / £01% 0.01 %
Byfib-sika iHLWa oauHUYHA JOoMiLIKa
Total of impurities / £0.5% 0.0%
Cyma BCiX AOMILLOK
Uniformity of dosage unit / Conforms to Ph. Eur. 2.9.40 / Conforms /
QAHOPIQHICTL A030BaAHUX OOUHWL MoByHHA BignoBiaaTy Bumoram €ep. ®apm. 2.9.40 Bignosigae
Average mass / 1377 -1522 mg / 1464 mg/ mr
CepegHs Maca 1377-1522 mr
Loss on drying / £3% 2%
BTpara B Maci npu BUCYLLYBaHHI
Dissolution /
Po3ynHeHHs
Unit 1/ BunpoBysaHHs 1 20 - 40% dissolved at 1 hour/ 25%
Unit 2/ BunpobyeaHHs 2 20 — 40% pO34MHAETLCSH Hepes 1 roguHy 25 %
Unit 3/ BunpoByeaHHsa 3 25%
Unit 4/ BunpobysaHnHs 4 24 %
Unit 5/ BunpobysarHs 5 24 %
Unit 6/ BunpobyBaHHs 6 25%
Unit 1/ BunpobysaHHs 1 45 - 65% dissolved at 3 hours / 50 %
Unit 2/ Bunpo6ysaHHs 2 45 — 65% pO34UHSETLCH Yepes 3 roguHu 50 %
Unit 3/ Bunpo6ysaHHs 3 ,
Unit 4/ Bunpo6ysaHHs 4 A l‘l%‘f“?a\f”'?/; .
Unit 5/ BunpobyBaHHs 5 ) oy Y; \
Unit 6/ Bunpo6BysaHus 6 B0 TIB >
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MERUK

Merck Sante s.a.s.

Certificate of Analysis No. No. 000153226 / CepTtudikat AHanisy Ne 000153226

Name of the Product: /

GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /

Hasea MpoaykTy: FMIOKODAXK XR, TabneTku nponoHrosaHoi it no 1000 mr Ne30 (10x3) y 6nictepax
Article Code: / 3.95177.0070 Manufacturing Date: / 27.10.2023

Howmep MpoaykTy: [Dara supobHuuTea:

Batch Number: / Homep Cepii: Y16459

Bulk Batch Number: / Y16459 Expiry Date: / Tepmid npuaaTHocTi: 09.2027

Homep Cepii Mpogykty in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 10 760

Mpoueaypa:
Specification: / Cneuudikaulis:

Poawmip Cepii (B ynakoskax):

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

Tests / Release-Specification / Results /

MNokasHnkn CneuudikaLiis npu BUNycKy cepii PesynbTtatm

Unit 1/ BunpobysaHHsa 1 NLT 80% dissolved at 10 hours / 90 %

Unit 2/ BunpobysaHxHs 2 He meHiwe 80% posvuHsieTbcst wepes 10 roauH 89 %

Unit 3/ BunpobyeaHHs 3 90 %

Unit 4/ BunpobysaHnHs 4 88 %

Unit 5/ Bunpo6yeaHHs 5 87 %

Unit 6/ BunpobysaHHs 6 89 %

Microbial purity! / MikpoGionoriuHa | In 1 g of preparation contain: /

yucToTa' B 1 r npenapaty MiCTUTLCS:
TAMC - not more than 10° CFU/g / Not tested /
TAMC - He GinbLie 103 KYO /T He BusHauanu
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginblue 102 KYO / He BusHauanv
Absence of E. Coliin1g/ Not tested /
BigcyTHicTb Escherichia coli He BusHavanu

8 Thoe test is performed by sampling method (each the 10™ batch) or one batch per year. / TecT npoBoaUTLCA Ha KOXHiA 10-i cepi
ab0 Ha ogHill cepil B pik 3a MeToaoM BUBIPKOBOFO KOHTPOSTIO.

Verdict: /
BucHoBok:
Decision: /
PilueHHs:
Date: /
Oara:
Name: /
Mpissuwe:
Position: /
[MNocapa:

COMPLIES /
BIGNOBIOAE

ACCEPTED /
CXBANEHO

QUALIFIED PERSON

30 MAI 2024
% T, LEGUERE
3. . —

i
;

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y paai Byab-sikux poaBikHocTen abo CyMHIBIB Mixk BepCisiMU aHIMIACHKOIO Ta YKPATHCLKOIO MOBaMU NepeBaxHy Cuy Mae Bepcis

aHrNINCLKO MOBOIO.
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JEPKABHA CJIY/KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npoB. Ceitnuyanoi Hanii, 3, m.Kuis, 02099, ten/¢pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
NpPo AKICTH BBE3€HOr0 B YKPAiHY JIKAPCHKOI0 3ac00y

19.08.2024 Ne 40512/24/10

FJIIOKO®AXK XR

(HaliMeHyBaHHS JIIKapChKOTro 3aco0y 3rilHO 3 peecTpaliiHUM IOCBITYSHHIM)
TabJeTKH npoaoHroBanoi aii mo 1000 mr; mo 10 tadaerok y dJicrepi; mo 3 6iicrepn y
KAPTOHHiH KopoOui

(dopma BuITyCKY, TO3yBaHHs, BH] IAKyBaHHI JTiKapChKOro 3acoly)
Howmep peectpaniitroro nocsimaenns UA/3994/02/02 crpox mii peectpamiitroro nocsizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne Y16458 KinbkicTh BBe3eHOTO Jikapcrkoro 3acoby 10760

Bupo6Huxk Mepk Canre, ©panuis

(maliMeHyBaHH] BHPOOHHMKA JIIKAPCHKOTro 3aco0y, KpaiHa NOXOMKEHH:)

Bsaeseno B Yxpainy ToBapucTso 3 06Mexkenolo BixnosinaasaicTio "ACIHO YKPATHA",
inent. xox: 42274733

(naiiMenyBanHs Ta xox 3a €JIPTIOY ropumirdnoi ocobu abo mpispuie, im's, mo 6aTekoBi disuaHOL
ocobH - miaupueMus, i Miclie IPOXKMBAHHA Ta peeCTpaliiHuil HoMep 061iKOBOI KapTKY INIATHUKA
mofaTKiB abo cepist Ta HOMep IacIopTa)

Iporokon Bisyansuore xontpouio ig 15.08.2024 Ne 2394/13.

3a pesympTaTaMH JEp)KaBHOTO KOHTPOTIO BCTAHOBJIEHO, IO JIIKAapchKWil 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0€3MeYeHHS AKOCTi TIKapChKUX 3aC00iB.

,/é : @J/ Bikrop CTE®KIBCHKHH

TIANHC (iniuiany Ta npizanue)
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Name of the Product: /
Haasa lMpoaykry:

Finished Code: /

Howmep Kixuesoro MNpoaykTy:

Batch Number: /
Homep Cepii:
Bulk Code: /

Homep MpoayxkTy in bulk:

Bulk Batch Number: /

Homep Cepii MpoaykTy in bulk:

Importing Country: / Kpaida-ImnopTep:

Strength / Potency: /
Cuna ail / AKTUBHICTb:
Dosage Form: /
Nikapcbka dopma:

Package Size and Type: /

Twun Ta Poamip Ynakoeku:

Marketing Authorization Number: /

Homep PeecTpaLliiHoro noceigHeHHs:

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

Release: /

Hasea, Agpeca Ta Homep JliueHsii BupobHuka,
KOTpWiA BUNyckae cepito B obir:

Country of Origin: / Kpaita-Bupo6Huk:

Production Center Semo

MERUK

Merck Sante s.a.s.

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

Batch Release Certificate / Ceptudikar BunyweHoi Cepii
Certificate of GMP Compliance / CepTtudikart signosigHocti GMP

GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne 30 (10x3) in bllsters )

MMIOKOPAXK XR, TabneTku nporoHrosaHoi 4jf no 1000 Mr Ne
3.95177.0070 Manufacturing Date: /

[JaTta supobHuuTea:
Y16458
3951770126 Expiry Date: / TepmiH npuaaTHoCTi:
Y16458 Batch size (in boxes): /

Posmip Cepii (B ynakoskax):

Ukraine / Ykpaida

27.10.2023

30.09.2027

10 760

One tablet contains 1000 mg of metformin hydrochloride /
OgaHa Tabnetka mictute 1000 Mr MeTdOpMIHY rippoxriopuay

Prolonged release tablets 1000 mg /
TabneTku nponoHrosaHoi Aii no 1000 mr
10 tablets in blister; 3 blisters in carto

n box /

10 Tabnetok y Gnictepi; 3 Bnictepu y kapToHHIA kopobui

UA/3994/02/02
Merck Sante, France

No. 2022_98_1
Mepk, CaHte, dpaHLis

Ne 2022_98 1
France / ®paHuis

Certification Statement: / 3asBa npo Cepmcblkauuo
| 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 nigTeepmkyto, WO BULLE3a3Ha4eHa

iHtbopmaLlisi & AOCTOBIPHOI | TouHOW. [aHa cepisi U

2 rue du Pressoir Vert, 45400 Semoy, France

2 pto aro Mpeccyap Bep, 45400 Cemya, PpaHLis

poGnieHa, Bko4aoum

naKyBaHHS/MapKyBaHHst Ta KOHTPOMb SIKOCT, Ha BuLLle3asHaueHii GinbHUL | B NOBHIN BignosigHocTi 3 Bumoramn GMP
nokansHux KoHtponioioumx OpraHis, a Takox 3i cneuudikalismMn peecTpauiiiHoro aocke KpaiHu-imnoptepa abo [Jocke
JocnimKyBaHoro nikapcekoro aacoBy. MpoTokonu BUPOGHWLTBA, yNakoBky Ta aHanisy Gynu nepernsHyTi i BCTaHOBMeHa

signosigHicte GMP,

Person authorizing the batch release: /

Oco6a, sika Aae [O3BiN Ha BUNYCK Cepil:

Name: / Site: / Semoy /
Mpizsuile: Bupo6Huua ginbHuuys:  Cemya
Position: / Qualified Person / Signature: /

Mocapa: YnoeHoaxeHa Ocoba Mignuc:

Date: /

Harta:

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

QUALIFIED PERSON
12 AQUT 2024

prevail. / Y pasi 6yae-Akux po3bixHocTein abo cyMHIBIB MiX BEPCISIMU aHIMINCLKOIO Ta YKPaiHCBKOI0 MOBaMU NEJ/EBA)

Bepcis aHrMilcbKoI MOBOIO.

% ?1x\y

/, e
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MERUK

Merck Sante s.a.s.
Production Center Semo
2 rue du pressoir ve
45400 Semoy | Franc
+33(0)2386184 2

Certificate of Analysis No. 000153226 / CepTtudikat AHanisy Ne 000153226
Name of the Product: / GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /
Hassa MpoaykTy: IIOKODAXK XR, TabneTky nponoHrosaHxoi aii no 1000 mr Ne30 (10x3) y GnicTepax

Article Code: / 3.95177.0070 Manufacturing Date: / 27.10.2023
Homep lMpopyKTy: [ata BupobHuuTBa:
Batch Number: / Homep Cepii: Y16458
Bulk Batch Number: / Y16458 Expiry Date: / Tepmit npyaatHoCTi: 09.2027
Homep Cepii MNpoaykTy in bulk:
Procedure: / SE-L 20012 VP Batch size (in boxes): / 10 760
Mpouedypa: Poawmip Cepii (B ynakoskax):
Specification: / Cneundikauisi: GLUCO XR 1000-BOSCH-SE Version: / Bepcisi: 8
Tests / Release-Specification / Results /
okasHWUKM Cneuudikauis npw BURycKy cepii PesynbTatn
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onuec debossed with 1000’ on one face and ‘MERCK’ on Bignosigae
the other / bini abo maitxe 6inoro konLopy,
KancynoBuaHi ggoonyxni TabneTky, 3 rpasiloBaHHAM
«1000» 3 ogHoro 6oky Ta «MERCKD» - 3 iHLLIOro
Identification: / lneHTudikauis IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / I4-cnekTp BiANOBIAAE CNEKTPY CTaHAapTHOro 3paska Bigrosigae
MeTdbopmiHy rigpoxropuay
Assay (HPLC or UPLC, In-house
method) / KinbkicHe BU3HaYeHH:
(BEPX ab6o In-house, YBEPX) 950 - 1050 mg / tablet / 1006.3 mg / tablet /
Metformin Hydrochloride / 950 — 1050 mr / Tabn. mr/ Tabn.
MeTdhopmiHy rigpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BuaxaueHHs unctotv (BEPX abo In-
house, YBEPX)
Cyanoguanidine / £0.02% 0.00 %
LianoryaHiguH
Other single impurity / £0.1% 0.01%
Bypb-fika iHWa OAUHUYHA JOMILLIKa
Total of impurities / £0.5% 0.0 %
Cyma BCiX AOMILLOK
Uniformity of dosage unit / Conforms to Ph. Eur. 2.9.40 / Conforms /
OpHOpIAHICTE A030BaHWMX OAVHWLL MNosuHHa BignosigaTu BuMoram €8p. Papm. 2.9.40 Bignosinae
Average mass / 1377 -1522mg / 1460 mg / mr
CepegHs maca 1377-1522 mr
L.oss on drying / £3% 2%
BrpaTa B Maci npu BUCYLLYBaHHI
Dissolution /
Po3unHeHHA
Unit 1/ BunpobyBanhs 1 20 - 40% dissolved at 1 hour/ 26 %
Unit 2/ BunpobysaHHsi 2 20 — 40% po34mHAETLCS Yepes 1 roauHy 25%
Unit 3/ BunpobysarHs 3 26 %
Unit 4/ BunpobyBsaHHs 4
Unit §/ BunpobysaHHs 5
Unit 6/ Bunpo6yBaHHs 6
Unit 1/ Bunpo6ysaHHs 1 45 — 65% dissolved at 3 hours /
Unit 2/ Bunpo6yeaHHs 2 45 — 65% pO34MHAETLCS Yepes 3 roAuHU
Unit 3/ BunpoByeaHHs 3
Unit 4/ BunpoGysaHHs 4
Unit §/ BunpobysanHs 5
Unit 6/ Bunpo6ysaHHs 6
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MEIRCK

Merck Sante s.a.s.

45400 Semoy | Franc
+33(0)23861842

Certificate of Analysis No. No. 000153226 / CepTudikaT AHanisy Ne 000153226

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /

Hazsea Mpopy«kTy: IMOKOPAXK XR, TabneTkn nponoHroeaHoi 4ii no 1000 mr Ne30 (10x3) y Gnictepax

Article Code: / 3.95177.0070 Manufacturing Date: / 27.10.2023

Homep MpogaykTy: Harta supobhuurea:

Batch Number: / Homep Cepii: Y16458

Bulk Batch Number: / Y16458 Expiry Date: / TepMiH npugatHoCTi: 09.2027

Homep Cepii MpoaykTy in bulk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 10 760

Mpoueaypa: Poamip Cepii (B ynakoskax):

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

Tests / Release-Specification / Results /

MNoKasHWKK Cneumdikauia npu Bunycky cepif PesyneTatu

Unit 1/ Bunpo6ysaHHs 1 NLT 80% dissolved at 10 hours / 91 %

Unit 2/ BunpobysaxHs 2 He meHwe 80% posumnHsieTbCs Yepes 10 roguH 90 %

Unit 3/ BunpoBysaHHs 3 90 %

Unit 4/ BunpoByeaHHs 4 88 %

Unit 5/ BunpobysaxHs 5 90 %

Unit 6/ BunpoBysaHHa 6 89 %

Microbial purity? / Mikpo6ioriorivna | In 1 g of preparation contain: /

yucrora' B 1 r npenapaty MIiCTUTbCS:
TAMC - not more than 102 CFU/g / Not tested /
TAMC - He Ginbwe 10°KYO /r He BuaHauanu
TYMC - not more than 102 CFUIg / Not tested /
TYMC - He Binble 102 KYO / r He BuaHavanu
Absence of E. Coliin1g/ Not tested /
BigeyTtricTb Escherichia coli He susHavanu

! The test is performed by sampling method (each the 10™ batch) or one batch per year. / TecT npoBoauTLECA Ha KOXHIi 10-it cepil
abo Ha oaHil cepii B pik 32 METOAOM BUGIPKOBOrO KOHTPONIO.

Verdict: / COMPLIES /

BucHoBok: BIAMNOBIOAE
Decision: / ACCEPTED /

PiweHHs: CXBAJIEHO

Date: / A
nare. QUALIFIED [ 2
Name: / PN
Mpisemwe: 12 AT 775
Position: /

Mocaga:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shali
provail. / Y pasi 6yab-sikux poabixHocTen abo CymHIBiE MiX BEPCIAMU aHIMINCLKOIO Ta YKPATHCLKOK MOBaMM NEpEBaXHy cuny Mae Bepcis
AHrNINCLKOI0 MOBOIO.

P v

/ TOKY MEHTIB \




PARRGYK

Marck Sante s.a.s.
Production Center Semioy
© 2 rue du pressoir ve

45400 Sernoy ] Franc
+33 (0)2 38 61 8424

Batch Release Certificate / Ceptudikar BunyweHoi Cepit
Certificate of GMP Compliance / Ceptudixat signosigHocti GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne 30 (10x3) In blisters /
Hasea lMpogykTy: MMIOKODAXN XR, TabneTku riponoHroaHo! Aii no 1000 mr Ne 30 (10x3) y Gnictepax.
Finished Code:/ 3.95177.0070 Manufacturing Date: / 27.10.2023

Homep KiHuesoro [Mpoaykry: Hata supo6uvuTea:

‘Batch Number: / Y16462

‘Homep Cepii: _

Bulk Code: / 3951770126 Expiry Date: / Tepmin npupatiosTi: '30.09.2027

Homep MpoaykTy in bulk:

-Bulk Batch Number: / Y6462 Batch size (in hoxes):

Homep Cepii MpogyxkTy in bulk: Poamip Cepil (B ynaxkoskax): “10 800

Importing Country: / Kpaina-lmnogrep: Ukraine / Yrpsgiva

Strength { Potency: / One tablet contains 1000 mg of metformin hydrochloride /
Cvna pif / AkTeHicTs: ‘Opua rabneTka mictTs 1000 Mr MeTdopmily rigpoxropuay
Dosage Form: / Prolonged release tablets 1000 mg /

lMikapceka dopma; “Tabnetiu nponoHrosado! aif no 1000 mr

‘Package Size and Type: / 10 tablets in blister; 3 blisters in carton -box /

Twn va Poamip Ynaxosku: 10 TabneTox y Gricrepi; 3 GricTepy Y kapToHHHA kopobiii

Marketing Authorization Nurnber: |’

Homep Pecctpalifitiore noceigueHns: UA/394i02/02

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. 2022_98_1

Haapa, Anpeca Ta Homep Jliyensii BupoSHuxka, Mepk, CaHnte, ¢paHuis

KOTpUWit Bunyckae cepito B obir: 2 pio Ao Mpeccyap Bep, 45400 Cemya, GpaHUisg
Ne 2022 _98_1

Country of Origin:/ KpaiHa-supobhuk; France / ®panuia

Certification Statement: / 3aspa npo CeptudbikaLio; S
I hereby certify that the above information is authentic and accurate. This batch of product has been manufacturead,
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 nigTeepmryio, Wo sutlieaasHadYeHa inchopmallin & gocrosipHoto | Touuow. Jdava cepis Bvpobnena, BKMICYaoYY
NaKyBaHHAMMAPKYBAHHA Ta KOHTPOIb AKOCTI, HA BUlLesaaHaueH il AinbHWYI | B noBH BignosigHoct. 3 BUMoramn GMP-
nokansHUX KonTtponiolouux Oprasis, a Taxkox ai cneyucpikauinammy peecTpalliiiHore gockbe Kpaidu-imnoprepa abo Hocke
ROCHifKyBaHoro Nikapckkoro 3acoBy. IpoTokonu BUPOBHALTBA, YHaKoeKK Ta aHanlsy Synw nepernsiHyTi.i BCcTaHoBNEHA
BignosigHicte GMP.

Person authorizing the baich release: / : : = PERSOYN
Ocoba, Rxa fae J03BiN Ha BUMYCK cepii: QUALIFIER PERSOI
Name:./ Site: / Semoy /

MNpiaenie; BupoGruva ginsHuus:  Cemya

Position: / Qualified Person / Signature: / __

Mocaga:  YnosHomamaHa Ocoba Mignue: =75

Date: / :

Aara:

In the évent of any discrepaniies or doubt between English and 2
prevail. /' ¥ pasi Byap-sinx poabimkocTet a6o cymHisia Mik sepcif
Bepcin aHmMHA]

7/




RARRTK

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. 000153226 / CepTudikaT Ananiay Ne 000153226

Name of the Product: /
Hazea Fpogykry:

Article Code: /

Homep Npogykry:

Batch Number: / Homep Cepii:
-Bulk Batch Number: /

Homep Cepii Mpoaykry in bulk:
Procedure: /

MNpouepnypa:

Specification: / Cneuvdikatiis:

-3.95177.0070

Manufacturing Date: /
Nata BupoBuvTeS:.

Y16462
Y16462
SE-L 20012 VP

Expiry Date: ! TepMid npvaatHocTi:

Batch size (in boxes): /
Poamip Cepit (B ynakosxax):

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /
TTIOKO®AN XR, Tabnety nportoHrosaHol i no 1000 mr Ne30 (10x3) y BnicTepax

27.10.2023

09.2027-

10 800

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

Tests / Release-Specification / Results /
INokazHukm Crieuudlrailin npy BUNyCcky cepii Peaynetati
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onwc debossed with 1000* on one face and ‘MERCK’ on Bignoeipae
the other / Bini abo mMaiixe Binoro konsopy,
KanGynoBUAHi Asoonykni TaGneTky, 3 rpaBitoBaHHAM
«1000» 3 ogHoro Goky Ta «MERCK» - a jHworo
Identification: / |penmumikavin IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / IY-cnekTp Bignosigae cnexTpy craHfapTHoro apaska Bignoeinae
MeTdopmity rinpexnopugy
Assay (HPLC or UPLC, In-house
method) f KinbkicHe BuaHaverHs
(BEPX abo In-house, YBEPX) 950 - 1050 mg / tablet | 1000.7 myg / tablet/
Metformin Hydrochloride / 950 — 10850 mr/ Tabn, Mr.f abm,
Metdyopminy rigpoxnopnay
Related substances (HPLGC or
UPLC, In-house method) /
Buaxauenus yucrory (BEPX abo In-
houss, YBEPX)
Cyanoguanidine / < 0.02% 0.00 %
Liiaroryarigvy
Other single impurity / 201% 0.02%
Byab-Aka HWa oakuHuUIHE SoMIlLka
Total of impurities / £0.5% 0.0 %
Cyma eclx goMillok —
Uniformity of dosage unit/ Conforms to Ph. Eur, 2.8.40 / Conforms /
OaHoplaHicTy £0208aHUX OAMHULE INoBwHHa BiANoRifaTM BUMOoram Sgap. dapm. 2.9.40 Bignoeinae
Average mass f 1377 - 1522 mg { 1464 mg f mr
CepeaHsi Maca 13771822 mr
Loss on drying / =3% 2%
Btpara B Maci npu BUcyLIyBaHHi
Dissolution /
PoauyHeHHs
Unit 1/ BunpoGyeans 1 20 — 40% dissolved at 1 hour/ 26 %
Unit 2/ BunpoGyBaHHs 2 20 —40% poaurHAETLCA Yepes 1 roauHy 26 %
Unit 3/ BunpoBysaxua 3- 26 %
Unit 4/ BunpoBysanta. 4 25%
Unit &/ BunpoBysaHnia 5- 25%
Unit 6/ BunpoBysaHHa 6 25%
Unit 1/ BunpoBysants 1 45 — 65% dissolved at 3 80 %
Unit 2/ BunpoByeanns 2 45 — 85% poadMHAETLECH 52 %
Unit 3/ BunpoByeaHHs 3 51 %
Unit 4/ BunpoBbynaris 4 50 %
Unit 5/ BunpoByeatua 5 50 %
Unit 6/ BunpoBysaHns 6 50 %.




PARRTIK

Merck Sante s.a.s,
Production Center Semoy),
2.rue du pressoir vert
45400 Semoy | France)
+33 (0)2.38 61 84 24

Certificate of Analysis No. No. 000153226 / Ceptuchikar Ananiay Ne 000153226
GLUCOPHAGE® XR, prolonged release fablets 1000 mg N230 {10x3) in blisters /
FIIOKO®AX XR, Tabnetk1 nponoHrosakol gji no 1000 mr Ne30 {10x3) y Bricrepax

Name of the Product: /
Haaea MpopykTy:

Article Code: / 3.85177,0070 Manufacturing Date: / 27.10.2023
Homep Mpogykry: Aata supobHuurea;

Batch Number: f Homep Cepii: Y16462

Bulk Batch Number: / V16462 Expiry Date: / Tepmin npugatHocTi: 09.2027
Homep Cepii Mpogysry in bulk: _

Procedure; / SE-L 20012VvP Batch size (in hoxes): / 10 800
Mpoueaypa: Posmip Cepil (B ynakoskax):

. Specification: / Cneuudikatiis: ...GLUCO XR 1000-BOSCH-SE Version: | Bepcis: §
Tests / Release-Specification / Results /
[MokasHum Crieuundikallia npy BUNycKry cepit Pesynstati
Unit 1/ BunpoGysaHHst 1 NLT 80% dissolved at 10 hours / 80 %

Unit 2/ BunpoBysaxus 2 He menute 80% posuuHseThes Yepes 10 roquH 91%

Unit 3/ BuripoBysanHs 3 80%

Unit 4/ BunpoBysanun 4 89 %

Unit &/ BunpoBysaris 5 88 %

Unit 6/ BunpoGysaHus 6 89 %

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

uucrora! B 1 I npenapaty MictiTtecs:
TANIC - not mare than 16® CFU/g / Not tested /
TAMG - He Ginbiwe 103 KYO /1 _ He BuaHavany
TYMC - not more than 102 GFU/y / Not tested /
TYMC - He GinbLee 102 KYO /¢ He BuaHavanu
Absence of E. Coli in 1.g/ ‘Not fested /
BigcyTtHicTs Escherichia coli “He BusHauanu

i The testis performed by sampling method (each the 10" batch

abo Ha ofHin cepii B pik 3a METOAOM BMBIDKOROrD KOHTPOMID,

} or one batch per year. / Tect npoBoAUTEGS Ha KOXHI 10-5% cepii

Verdict: COMPLIES /

BlicHoBox:. BIOMOBIOAE

Decision: / ACCEPTED /

PilteHns: CXBANEHO o -
Date: / QUALIFIEL PERST 7]
Jara: _
Name: | MAl 2004 o —
MNpiasuie: '

Position: /

Mocaga:

in the event of any discrepancies or doubt between English and Ukrainlan language versiens, the English language version shali
prevail. /'Y pasi Sypb-axux poabikHocteil aGo cymipie Mbk BEpCisMU anrnificskolo Ta YKpaiHCLKOI0 MOBEMY NEPEBAMHY. chny Mae Bepeis

aHMiAChKOI0 MOBOID.




A

AEPKABHA CIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIN OBJIACTI

npos, Ceitnuunoi Hagil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IIPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiHy MiKkapPCHLKOI0 3aco0y

12.11.2024. Ne 57456/24/10

TIIOKO®AXK XR

(maiiMenysanun nikapcEKoro 3acoby SrifHo 3 peecTpauiitmM NocBiYeHEAM)
Tablierkn xpoaonrosanoi xii mo 1000 mr; mo 10 Tadaerox y 6aicTepi; o 3 Giicrepu y
KapToBuii Kopooui

(thopra BuIyCKy, AO3YBAHHS, BH/ TAKYBAHHA AIKAPCHKOTO 3aC06y)
Howmep peecrpauiitioro noceinuenns UA/3994/02/02 crpox pif peectpatiiizoro nocsinvenns 01.01.2099
Cepia nikapeskoro 3acaby Ne Y16462 KinexicTs BBe3eHoro nikapeskoro sacoSy 10800

BupoGuuk Mepk Canre, Opanriis _
(uativenypanns BupoGHHKA HikapchKOro 3aco6y, KpAiHa MOXOMKEHHS)

Beezeno & Vpainy ToBapueTBO 3 06MexeH010 BitnoRiganskicTio "ACIHO YKPATHA",
imenr. won: 42274733

{(nafirenysanns a ko 32 €JIPTIOY opHaMynoi 0cobl a6o npispue, iM'a, 00 Garekoni hisuunol
ocobn - mignpremus, fi Mictie npoxuBanHa Ta peecTpauiiinuit HoMep obnixonol xaprin mIaTHuKa
nopatkis abo cepis Ta Homep nacnopra)

Ilporoxon Bisyansuore Kosrponio six 06.11.2024 Ne 3424/9,

3a pesyApTaTAMH JEPKABHOIO  KOHTPOTIO BCTAHORJIEHO, INO JiKkapeeKuil 3dci6 mmeseHd B Yipainy 3
JOTPHMAHHSAM BHMOr 32K0HOIABCTRA OO 3a6e3MedeHHS AKOCT] nixapchkHX 3acobin.

/é@;;/  Bixrop CTEGKIBCHKH]

X Z . - - -
{7‘/ WENT (iniuiann Ta npizpuine)




JEPKABHA CJIYKXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

24.12.2024

HAPKOTHKAMM Y KUIBCBKIHN OBJIACTI

mpoB. Ceitmmunoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPo AKICTH BBE3€HOr0 B YKPAiHY JiKAPCHKOI0 3ac00y

Ne 66853/24/10

IJIIOKO®AXK XR

(HafiMeHyBaHHS JIiIKapcbKOTo 3aco0Y 3rilHO 3 peecTpauiifHuM NOCBiqYeHHIM)

TabJeTku npoaoHrosBaHoi aii mo 1000 mr; no 10 Taduaerox y 0aicrepi; mo 3 6aicrepn y

KAPTOHHiH Kopoomi

(dopma BuIyCcKy, TO3yBaHHs, BHJ IAKyBaHHI JTiKapCHKOro 3acoly)

Howmep peectpamniitroro nocsimaenns UA/3994/02/02 crpox nii peectpamiitroro nocsimuenns 01.01.2099

Cepis mikapcekoro 3aco6y Ne Y16489 KinekicTs BBe3eHOTO Jlikapcbkoro 3acoby 10760

Bupobuuk

Baezeno B Ykpainy

Mepxk Canre, @paniis
(mailiMeHyBaHH] BHPOOHHMKA JIIKAPCHKOTro 3acofy, KpaiHa IOXOKEHH)

ToBapucTBo 3 00MexkeH010 BinnosinaabuicTio "ACIHO YKPATHA",
iment. xom: 42274733

(unaiiMenyBanus Ta xox 3a €JIPTIOY ropumirdrol ocobu abo mpispume, im's, mo 6aTekoBi disumaHOL
oco0u - mignpueMu, i Micie NPOXKUBaHHA Ta PeeCTpaLliiHIHA HOMEp 00IiKOBOI KApTKHU ILIATHHKA
HoJaTKiB a60 cepis Ta HOMep macnopTa)

IIporokon Bisyansnore xontpouio ig 24.12.2024 Ne 4002/11.

3a pesymsTaTaMu

JIEPKABHOTO KOHTPOJKO BCTAHOBJIEHO, INO JHKAapChKUA 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a6e3IeYeHHs AKOCTi TiKapChKUX 3ac00iB.

Onera EPBOMEHKO

 (miamuc) (isiniany Ta npissmLe)
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Name of the Product: /

Production Center Semo

MERLK

Merck Sante s.a.s.

Batch Release Certificate / Ceptudikat BunyweHoi Cepii
Certificate of GMP Compliance / Ceptudikart BignosigHocti GMP

GLUCOPHAGE? XR, prolonged release tablets 1000 mg Ne 30 (10x3) in blisters /

Haasga MpoaykTy: MIOKO®AXK XR, Tabnetku nponoHrosaHoi Aii no 1000 mr Ne
Finished Code: / 3.95177.0070 Manufacturing Date: /

Homep KiHuesoro MNpoaykry: Hata BupobHuyTEa:

Batch Number: / Y16489

Homep Cepii:

Bulk Code: / 3951770126 Expiry Date: / TepMiH npugatHocTi:
Homep MpoaykTy in bulk:

Bulk Batch Number: / Y16489 Batch size (in boxes): /

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

Importing Country: / KpaiHa-ImnopTep: Ukraine / YkpaiHa

Strength / Potency: /
Cuna fji / AKTUBHICTb:
Dosage Form: /
JNlikapcbka Popma:

30 (10x3) y Gnictepax
27.10.2023

30.09.2027

10 760

One tablet contains 1000 mg of metformin hydrochloride /
OpHa TabneTka mictute 1000 Mr meTdopMiHy rigpoxniopuay

Prolonged release tablets 1000 mg/
TabneTkn nponoxrosaHoi 4ii no 1000 mr

n box/

Package Size and Type: / 10 tablets in blister; 3 blisters in carto

Tun Ta Po3Mip YnakoBku: 10 Tabnetok y 6nictepi; 3 GricTepyn y KAapTOHHIMA KOPOBL

Marketing Authorization Number: /

Homep PeectpaLiiHoro noceigveHHs: HIARSI3402102

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. 2022_98_1

Hassa, Agpeca Ta Homep Jliuensii BupobHuka, Mepk, CaHTe, dpaHuis

KOTpUiA BUNyckae cepito B obir: 2 pio aro Mpeccyap Bep, 45400 Cemya, PpaHuis
Ne 2022_98_1

Country of Origin: / KpaiHa-Bupo6Huk: France / ®paHuis

Certification Statement: / 3asiBa npo CepTtudikadito:
| 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. /

U,IAM I'Ii,D,TBepﬂ,)KYIO, Lo BuLlesasHa4veHa

iHhopmaLis € BOCTOBIPHOW i TOYHOK. [laHa cepis BUPOOneHa, BKMHOHAKYM

nakyBaHHS/MapKyBaHHA Ta KOHTPOIb SIKOCTI, Ha BULLE3asHaveHili AinbHUU | B NOBHIM BignosigHocTi 3 Bumoramu GMP
nokanbHux KoHTponiotounx Opranie, a Takox 3i cneuudikauismm peecTpauiitHoro Aocke kpaiHu-imnoptepa abo Jocke
[ocnifpkyBaHoro nikapcbkoro 3acoBy. lMpoTtokonu BMpoBHULTBA, ynakosku Ta aHanidy 6ynu nepernsHyTi i BCTaHoBneHa

BignosigHicte GMP.

Person authorizing the batch release: /

Ocoba, sika Aae Jo3sin Ha BUNYCK cepil:

Name: / Site: / Semoy /
Mpissuwe: BupobHuya gineHuys:  Cemya
Position: / Qualified Person / Signature: /

Mocapa: YnoeHoBaxeHa Ocoba Mignuc:

Date: /

Oara:

In the event of any discrepancies or doubt between Engllsh and Ukrainian Ianguage versions, the Engli

prevail. / Y pasi 6yab-akux posbixHocTe abo cyMHiBiB Mix BepCiSMM aHTMINCLKOIO Ta yKpaTHCLKOIO Moaamu

BepCis aHrMiiCbKO0 MOBOIO.

QUALIFIED PERSON

LSSl

s

4
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l, 2 -
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Production Center Semoy

MRRCK

Merck Sante s.a.s.

2 rue du pressoir ve
45400 Semoy | Franc
+33(0)2386184 2

Certificate of Analysis No. 000153487 / Ceptudikat Ananisy Ne 000153487

Name of the Product: /
Hassa lMpoaykTy:

Article Code: /
Homep Mpogaykry:
Batch Number: / Homep Cepii:
Bulk Batch Number: /
Homep Cepii NMpogykTy in bulk:
Procedure: /
Mpouenypa:
_Specification: / Cneuudikauis:

3.95177.0070

Manufacturing Date: /
[ata BupobHuuTBE:;

Y16489
Y16489
SE-L 20012 VP

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

Expiry Date: / TepmiH npuaatHoCTi:

GLUCOPHAGE?® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /
IMIOKO®AX XR, TabneTtku nponoHroeawoi Aii no 1000 mr Ne30 (10x3) y 6nictepax

27.10.2023

09.2027

10 760

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

Tests / Release-Specification / Results /
[TokasHuku Cneuudikauis npu Bunycky cepil PesynsTaTtu
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms /
Onue debossed with ‘1000’ on one face and ‘MERCK’ on Bignoeigae

the other / bini a6o matixe Ginoro Koneopy,

KarncynosuaHi gsoonykni TaGneTku, 3 rpasitoBaHHAM

«1000» 8 ogHoro 6oky Ta «<MERCK?» - 3 iHworo
Identification: / |aeHT1dikauia IR spectrum complies with reference spectrum / Conforms /
Metformin Hydrochloride / I4-cnexTp BiAnOBIAae cnekTpy CTaHOapTHOrO 3paska Bignosinae
MeTdopmiHy rigpoxnopuay
Assay (HPLC or UPLC, In-house
method) / KinbkicHe BusHa4eHHA
(BEPX abo In-house, YBEPX) 950 — 1050 mg / tablet / 973.9 mg / tablet /
Metformin Hydrochloride / 950 — 1050 mr / Tabn. Mr/ Tabn.
MetdhopmiHy rigpoxnopuay
Related substances (HPLC or
UPLC, In-house method) /
BusHayerHsa unctoty (BEPX a6o In-
house, YBEPX)
Cyanoguanidine / < 0.02% 0.00 %
LliaHoryaHiguH
Other single impurity / £0.1% 0.01 %
Byab-sika iHWa oguHUYHa aoMiluka
Total of impurities / £0.5% 0.0 %
Cyma BCix AOMiILLOK
Uniformity of dosage unit/ Conforms to Ph. Eur. 2.9.40 / Conforms /
OQHOPIAHICTE A030BAHMX OAUHULIL MoeuHHa BignosigaTv sumoram €p. dapm. 2.9.40 Bignosigae
Average mass / 1377-1522mg/ 1456 mg / mr
CepeaHs maca 13771522 mr
Loss on drying / <3% 2%
BTpata 8 Maci npu BUCYLUYBaHHiI
Dissolution /
PosuynHeHHs
Unit 1/ Bunpo6ysaHHS 1 20 - 40% dissolved at 1 hour/ 26 %
Unit 2/ Bunpo6ysaHHa 2 20 — 40% po3uynHRAETHCA Yepes 1 roguHy 26 %
Unit 3/ Bunpo6ysanhHs 3 26 %
Unit 4/ BunpobysaHHsa 4 25%
Unit 5/ BunpobyBaHHs 5 25%
Unit 6/ Bunpo6ysanHs 6 25%
Unit 1/ BunpoGysaHus 1 45 -~ 65% dissolved at 3 hours / 52 %
Unit 2/ BunpobysaHHs 2 45 ~ 65% po3vnHAETLCH Yepes 3 roanHn 51%
Unit 3/ Bunpo6yBaHHs 3 51 %= choo
Unit 4/ BunpoGysaHHs 4 5Q e 200
Unit 5/ BunpoByeanHsi 5 % A Y
Unit 6/ BunpoGysaHHs 6 Yoy Ky MEHTIB N}

A
Apa M




MERCK

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

Certificate of Analysis No. No. 000153487 / Ceptucikar AHanisy Ne 000153487

Name of the Product: /
Hassa Mpopay«kry:

Article Code: / 3.95177.0070 Manufacturing Date: /

Homep Mpogykry: [Hata BupoBHuuTsea:

Batch Number: / Homep Cepil: Y16489

Bulk Batch Number: / Y16489 Expiry Date: / TepMiH npuaaTHocTi:

Homep Cepii MpoaykTy in bulk:
Procedure: /

Mpoueaypa:

Specification: / Cneuudikadis:

SE-L 20012 VP

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

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne30 (10x3) in blisters /

27.10.2023

09.2027

10 760

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

Tests / Release-Specification / Results /

FokasHukK Cneumdikauisi npu Bunycky cepit PesynbtaTtu

Unit 1/ BunpobyeaHHs 1 NLT 80% dissolved at 10 hours / 92 %

Unit 2/ BunpoByeaHHs 2 He metie 80% posunHseTbes vYepes 10 roguH 90 %

Unit 3/ Bunpo6yBaHHs 3 90 %

Unit 4/ BunpobyBaHHs 4 88 %

Unit 5/ BunpoByeaHHsi 5 88 %

Unit 6/ BunpoBysaHHs 6 89 %

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

yucroTa' B 1 r npenapaty MiCTUTLCS:
TAMC - not more than 102 CFU/g / Not tested /
TAMC - He Binble 10° KYO /1 He Bu3Havanu
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginbwe 102 KYO /¢ He Bu3Hayanu
Absence of E. Coliin1g/ Not tested /
BigcyTHicTs Escherichia coli He BuaHavanu

1 The test is performed by sampling method (each the 10™ batch) or one batch per year. / Tect nposoautbes Ha koxkil 10-i1 cepii
abo Ha ogHiit cepif B pik 32 METOAOM BUGIPKOBOrO KOHTPOMIO.

Verdict: / COMPLIES /
BucHoBoK: BIONOBIOAE
Decision: / ACCEPTED /
PiweHHs: CXBANEHO
Date: /

Oara:

Name: / .
MpissuLe:

Position: /
Mocapa:

In the event of any discrepancies.o
prevail. / Y pasi 6ygb-akux po3bikHoefs
aHrNINCLKOK MOBOIOD.

QUALIFIED PERSON

/ Ky MEHTIB
JOKY MEH
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