HEPXKABHA CIYXBA 3 JIIKAPCI)KI/IX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTUKAMU v KUIBCBKIH OBJACT]
1pos. Ceitingnof Hapii, 3,

M.KuiB, 02099, rey/ baxc: (044) 363-06-50
E-mail: dis.ko@dls. gov.ua, Kox €IIPITOY 37078774

BUCHOBOK

PO AKICTH BBe3eHoro B Ykpainy JiKapcenkoro 3aconv
13.08.2024

Ne 39222/24/10
TIIOKO®AK XR

(HaltMenyBamms AiKapcLKoro 3acoby 3rigno 3 peecTpanig ey NoCBiAueHHsM)
JIOHTOBaHOT Aii mo 500 Mr; o 15 raduergk

Yy 6aicrepi; no 2 duicrepu B
KapToHHiH Kopomi

HOB}’BaHHﬂ, BUO MaKyBaHHs m'Kap

Tabaerku npo

(dhopma BHIIyCKY,

“HT0 3ac06y)
Homep peecrpamiiinoro nocsinuenns UA/3994/02/01 CTPOK Iif peectpan #Boro mocsi ey ¢

1.01.2059
Cepis nikapcrkoro 3acoby Ne Y16439A

Kinbkicts BBesesoro Tixaperkoro sacoby 21520
Bupo6aux Mepk Canre, @pannis

(HafimMenyBanny BHPOGHUKA Jlikapcekory 3aco0y, kpaina TOXO0,ECHHS)
Baeseno B Vipainy ToBapucrgo 3 o0MexeHo0 BilnoBinantnicrio "ACIHO YKPATHA",
ixenr. xon: 42274733
(HaitmMenysanns 12 Ko 3a €]]
ocobu - HignpueMus, it micye

PTIOY ropuanusor 0cab:1 abo npisBrwe, iM's, e 6aThKOB; (isHune]
TIPOKUBAHHA T2 peecTpe Liftnnit HOMED 06nikoBCT KapTiu TIaTHHKa
onarxis a6o cepis ta HOMEp nacnopra)

Hporoxon Bisyansnore Kourpomo sin 07.08.2024 ». 2307/3.

3a  pesymsratamu AEPKABHOrO  KOHTpOIIIO BCTaHOBNIEHO, 10 JUIKapCEKHA  3aci6  BReseno g Ykpainy 3
AOTPUMAHHAM BHMOT 3aKOHOMAaBCTBA 110110 3a0e3MevenHs IKoCT] TIKapebKUX 3ac06is,
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Certificate of Analysis No, 000152552.1 / Cepricpikar AHanizy Ne 0001525521

Name of the Product: /

PMARRTIK
Merck Sante g.a.c.
Production Cen-er Semoy
2 rie du pressoir ve
45430 Semoy | Franc
L__*33(0)2 3¢ 61 84 24

GLUCOPHAGE® XR, prolanged release tablets 509 mg Ne30 (15x2) in blisters /

Haasa Mpogykry: TNIOKOPAXK XR, TaGIIE TN NPONOHIrOBaHOT A1 o 500 mr Ne3p (15x2) y Gricrepay
Finished Code; / 3.95103.0030 Manufacturing Date: ¢ 26.10.2023

Howmep Kinuesoro Mpogykry: Lara supobruyrea:

Bateh Number; / Y16439A

Homep Cepir:

Bulk Batch Number: / Y18439 Expiry Date: / Tepmin npuaa-He i 30.09.2027

Homep Cepii Mpoayiry in bulk:

Procedure: / SE- 20012 vP Batch size (in boxes): 21520

lpouegypa:
Specification: / Cneuucbixauin:

Posmip Cepii (s YNaKkosrax):
GLUCO XR S00RM-BOSH-SE ersion: ! Bepcis:5

Tests / Requirements 7 I Results /
Hokaswmew Bumorn | Pesynbratn
Appearance | White to off-white, round, biconvex tabiet, [ Complies |
Onyc debossed with ‘500" on one side / | Bignosigae
bini abo maixe i, Kpyrnol opmu, asocnyxai |
N TabRaTY, 3 rpasipysaHHAM <5002 3 oAHOrO By |
Identification® | InexTuikayis? IR spectrum complies with reference spectriam; Complies /
Metformin Hydrochioride / M cnekrp signosinae CNEKTPY CTaHZapTHOO 3 =3ka i Bignosigae
MeTdopminy Tapoxnopug
Average mass / 689 - 761 mg/ 735 mg/ mr
Cepears maca 689 - 761 mr
H
LUnlfonnity of dosage units?/ Complies with Eur. Ph, / Complies /
OfnwropignicTs AO30BARNX OOMHULL osunni signosigaTu BUMOraM €8p. bapm, Bignosinae
Dissotution /
Posqunernn
Unit 1/ BunpoBysanus 1 20 - 40% dissolved at 1 hour/ 31 %
Unit 2/ BunpoBysamus 2 20 - 40% posunnsieTscs Yepes 1 roguay 1% J
Unit 3/ Bunpobysanns 3 2%
Unit 4/ Bunpobysanns 4 2% ?
Unit 5/ BunpoSysanns 5 31 %
Unit 6/ Bunpobybaris 6 { 3N%
Unit 1/ BunpoByaamus 1 45~ 65% dissolved at 3 hours / 1 61%
Unit 2/ 8unpobysanng 2 45— 65% poauMHsIeTLCS yepes 3 rogumn €0 %
Unit 3/ BunpoBypanus 3 | B2%
Unit 4/ BuripoGysanus 4 61 %
Unit 5/ BunpoSysaung 5 I 59 %
Unlt 6/ BunpoBysanus & | 50%
{
Unit 1/ BunpoBysanns 1 NLT 80% dissolved at 10 hours / 98 %
Unit 2/ BuripoByaarng 2 He meHwe 80% Po3unHAeTLCA Yepes 10 ropyu 96 %
Unit 3/ Bunpobysanng 3 98 %
{ Unit 4/ BunpoGyearns 4 96 %
| Unit &/ BunpoBysanus 5 97 %
| Unlt 6/ Bunpobysans 6 95 %
. e ]
| Related substances {HPLC or
{ UPLC, In-house method) /
BusHaqenna wuctotu {BEPX afo in-
house, YBEPX
i Cyanoguanidine / £0.02% 0.00%
Liianoryauigin (Aiviangiamig)
Other single impurity / | £0.10% ! 0.00%
Bypb-sika iHiua OANHUYHE NOMILLKa
Total of impurities / £ 0.50% 0.00%

CyMa Beix noMiwok




{BRCK

Merck Sante 5.a.5.|

Batch Release Certificate / Ceptuchikat Bunyweroi Cepii Production Center Semo
Certificate of GMP Compliance / Ceprudikar signosigHocti GMP 4?5 ;gg ‘s’:rﬂgff?"‘,‘;a"ni
+33 (0)2 3861 84 24
Name of the Product; / GLUCOPHAGE® XR, proionged release tablots 500 mg Ne30 {15x2) in blisters /
Hassa Mpoayxry, FMIOKOPAX XR, TabrieTky nponoxrosanol 4ii no 500 Mr Ne30 (15x2) y BnicTepax
Finished Code: / 3.95103.0030 Manufacturing Date: / 26.10.2023
Homep Kinyesoro MNpoaykry: fNara supoBHuLTBa:
Batch Number: / Y16439A
Homep Cepii:
Bulk Batch Number: / Y16439 Expiry Date: / Tepmin npupatHoct: 30.09.2027
Homep Cepii NMpogykTy in bulk:
Procedure: / SE-L 20012 VvP Batch size (in boxes): / 21 520
Mpouenypa: Posmip Cepit {8 ynakoskax):
Specification: / Cneymdikauir: GLUCO XR 500RM-BOSCH-SE Version: / Bepcis: 5
Tasts / Requirements / Resuits /
MokasHvkiA Bumorm PeaynbraTty
Assay (HPLC or UPLC, In-house HPLC / BEPX
method) / KinkkicHe BUSHaYUEHHA
(BEPX abo In-house, YBEPX) 475 - 525 myg / fahlet/ §05 mg / tablet /
475 — 525 mr / Tabn. mr/ 1aén,
Metformin Hydrochloride /
Metdiopminy liapoxnopua
Loss on drying?/ NMT 3%/ 2%
Brpata s Maci npH BucyLyBaHHi2 HeBinbwe 3% i
i Microbial purity’ / MikpobGionoriuka | In 1 g of preparation contain; /
uucrota® B 1 r npenapaty mae micturucs:
TAMC - not more than 10° CFUlg / Not tested /
TAMC - He Birble 103 KYQ / He BusHauanm
TYMC - not more than 102 CFUIg / Not tested /
TYMC - ne Ginswe 162 KYQ /1 He BuU3Havanm
; Absence of E. Coliin1g ] Not tested /
[ BigeytHicT Escherichia coli He s1axaqanu

The test is performed by sampling method {each the 10% batch) or one baich per yoar, | Tect nposoguTLCs Ha koxHil 10-1 Cepi abo wa oanil cepil
B POLYi 38 MeTOROM BUBIPKOBOrO KOHTPOO,
The test is porformed at Release / Tect BUKOHYETLER TiNLKM PN BHAYCRY.

Verdict: | COMPLIES /

3aIoueHHS! BIANOBILAE
Decision: / ACCEPTED /

Pilenus: CXBAINEHO

Date:/
Nara:

Name: /
Mpizsuwye:

Position: / Qualified Pe

MNocapa: ¥nosrosaxeHa Ocoba e,

Signature: /
Mignue:

QUALITIED PERSON
79 L. 902k

rson f

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

prevail, /

Y paai Byfb-akux poabhiciocTed abo CyMHiBis MK BEPCIAMM BHFNIACKKOK T8 YKPaTHCLKOIO MOBZMY nepesaxtHy cuny Mae Bepcis anrifcakok

MORBROIO,



Batch Release Certificate I Ceprucbikat BunyweHol Cepii
Cettificate of GMP Compliance / Ceprvdikar signosigHocT! GMP

Name of the Praduct:
Hasea lMpopyiry:

Finished Code: 3.95103.0030
Momep Kinyesoro Mpoaykry:

Batch Number: / Y16439A
Homep Cepli;

Bulk Code: / 3951030089
Homep TMpoaykry in bulk:

Bulk Batch Number: ¢ Y16439

Homep Cepit RNpopyrry in butk:
Importing Country: ¢ Kpama—imnoprep:

Strength / Potency: /

Cuna ail / Akruericts:

Dosage Form: /

{likapcbka dopma:

Package Size and Type: /

Tun va Poamip Ynakosku:

Marketing Authorization Number: /
Homep Peecrpauiiinorg MOCBIfAVBHHS:

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

HaitMenysaHug, Adpeca | Homep Niyenair
BupoBumxa, korpmii BUnyckae cepiio B obir:

Country of Origin; / KpaiHa-BupoGuk:

Certification Statement: / 3agsa Apo ceprucikaulio:

MRRCK

Merck Sante s.3.5.
Prodiction Centar Semoy
2 rue du pressoir ver
45400 Semoy [ Franc
+23 (0)2 38 61 g4 24

GLUCOPHAGE® XR, prolonged release tablets 500 mg Ne30 {16x2) in bliste~s /
FNIOKO®AX XR, TabneTkn NPOnoHrosato! aii ro 500 Mr He30 (15x2) y BricTepax

Manufacturing bate: / 26.10.2023
Hara supoBHmyraa:

Expiry Date: / TepMiH npugaTHocT: 30.08.2027
Batch size {in boxes): / 21 520

Posnip Cepii (& YnaKoskax):
Ukraine/ Yrpaina

One tablet contains 500 mg of metfarmin hydrochioride ,
Onwa Tabrierka micrurs 500 MI METhOOMiHY rigpoxnopngy
Prolonged release tablets 500 mg /

Tabretun NPONOHroaanoY 4if no 500 mr

15 tablets in blister; 2 blisters In carton box / .

16 rabnerok g Bricvepi; 2 BnicTepu 8 kapTowHil kopobuy

UA/3994/02/01

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022 98 1/

Mepx Canre, bpanyis

2 po o Mpeccyap Bep, 45400 Cewmya, Dpanyin
Ne.2022_ 98 1

France { Dparyia

I hereby certify that the ahove information is authentic and accurate. This batch of product has teen manufzctured, including
packaging / labeling and quality control at the above mentioned site (s} in full compliance wth the GMP requirerients of the Jocal
Regulatory Authority and with the specifications in the Marketing Authorization of the imperting country. The batch

Packaging and analysis records were reviewed and found to be in compliance with GMP, !

Person authorizing the batch release: /
Ocoba, sika fae A038iN Ha BUnyCK cepil:

Name: /
[pissuuye:

Position: ¢ Qualified Person /
Mocapa: YriosnosaxeHa Ocoba

Date of Signature: /
lara nianucy:

Site: { Semoy /
Bupotnuua

HiNLHrLS; Camya
Signature: /

Mianwe:

In the event of any discrepancies or doubt batween English and Ukrainian language versions, the English language version shall prevail, /
Y pasi Bysb-akux poabikHocredt aGo CYMHIBIB MiX sepcifmy AHTIROBROI0 Ta YIPaTHCHKOK MoBamMu nepesaxHy cuny mae BEPCIA aHrNitickkok MoBoK.




