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CEPTUDIKAT AKOCTI

CERTIFICATE OF QUALITY

Hasga npoayxry: YTIIMMAKC®, abietkn, 500 Mr/2 mr

Name of product: DUGLIMAX®, tablets 500 mg/2 mg

Cuyia aii Merdopwminy rispoxnopua — 500,0 mr; I ‘mimenipya — 2,0 Mr

Strength: _ Metformin hydrochloride — 500.0 mg; Glimepiride —2.0 mg

Cepis Ne / Batch No.: SDG3040 Posmip ynaxoskn / Package size:  Ne30 (15%2)
Peccrp. Ne/ ARNo.: FP/0923/23 Tun ynakopxn / Pack type: Brictep / Blister
Posmip cepii / Batch size: 200 000 Ta6/tab | Mata purorosaenns / Mfg, date: 11,2023

Kin-1b yn"amorsorc ! No. of packs: 6 666 ‘1 Tepmin npugarnocti / Exp. dates 102025

Kpaiua / Market: UKR

Peecerpaniiine nocsigyenus N UA/12474/01/02

TepMiH Ail HeoGMexeHuH

Registration Certificate No.; unlimited validity
Ne n/my Hassa ananisy Crenndikanist PesyabTaTH ananizy
Sr. No. Test name Specification Test result
Onue Tpowaposi, xancysonopinoi dopmu zpoornyksi | Binnosinae
TaGyieTiu 3 OHoro GOKY 3eJIEHOT0 KOJbopy, 3 inoro
~ Ginoro, rnaneHski 3 ofox Ooxis, Jlomyckaerses
1 MapMypPOBICTS.
Description Capsule shaped biconvex bilayer tablets with green Complies
and white layers. Plain surface on both sides of the
tablet, Allowed marbling,
InenTudikanis
nimenipun Yacy  yIpUMYBAaHHS ~ OCHOBHOTO  mika  Ha Bignosinac
' Xpomatorpamax BHIpoGOBYBAHOTO 1 CTAWJAPTHOTO
PO3UHHIB, OASPKARNX TPH KinbKiCHOMY BH3HAuEHH,
MaloTh CTHBIANATH.
MerdopMiny FiapoxXsIopun Vdb-crexrp BuIpoGOBYBAHOTO PO3UMHY Npenapary, Bignosinae
PUrOTOBAHOTO B PO3ALH «Kinpkicre BU3HAYCHHMD) B
obnacri Bin 220 BM 1o 360" HM NOBMHEH MaTd
2 MAKCHMYM  TIOTJTHHAHHA  YIpH HoBKHHT  XBRIL
(232:+2) nM.
Bapeuyk (Pigment Blend PB51323 Ipu ponasanmi amonito TioLiaBaTy 3 SBIAETHCA Bignosinace
3eIeHMH): 3411i38 OKCHY, OBTHH TeMHO-1epBOHE 3304pRIEHHSA POFuBHY.
TupuroxapMiy YV -ciiexTp TIOMHMHAHHSA BUIPOSOBYBAHOTO POSTHHY Binnosinae
5 pianasoi mowxwd xpine 400-800 Hm ropuHeH
Mari MaxcumyM nipn (61044) M.
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Ne n/n Ha3zpa ananizy Crenudikanis PesynabTaTh aHanisy
Sr. No, Test name Specification Test result
Identification _ :
Glimepiride In the test Assay, the retention time of principal peak | Complies
of test solution should be similar to the retention time
‘of standard solution,
Metformin hydrochloride UV spectrum of test solution prepared in the Assay | Complies
in range of 220 nm to 360 nm should have a
maximum at the wavelength of-(23232) nm.
Color (Pigment Blend PB 51323 A deep red colour is produced after addition of | Complies/,
Green): Iron oxide yellow ammonium thiocyanate. '
Indigo carmine UV spectrum of test solution in range of 400 nm to | Complies
800 nm should have maximum absorbance at
(610:4) nm.
ORHOPIAHICTE NO30BAHKX ONUHHL
Merdopmiry riapoxnopua Bingnosinae BumMoram. Binrosigae
I'nimenipun Bignosinae sumMoram. Binnosinae

3 Uniformity of dosage units
Metformin hydrochloride Complies with requirements. Complies
Glimepiride .Complies with requirements. Complies
‘Crupanicts He Ginpie 1,0 % 0,14 %

4| Friability Not more than 1.0 % 0.14 %
PosnHenns
MerhopmiHy riEpoXJIopHa 20 % — 40 % wepes 1 rOAUHY. 30%-33 %

45 % — 65 % uepe3 3 TONUHH. 53%-57%
He menmme 85 % wepes 10 roans. 93 %

5 Inimenipun He merme 75 % (Q) 2a 45 x5 84 %
Dissolution '20 % — 40 % in 1 hour. 30%-33%
Metformin hydrochloride AS % — 65 % in 3 houss. 53%-57%

NLT 85 % in 10 hours. 93 %
Glimepiride NLT 75 % (Q) in 45 min 84 %
CynpoBini AOMILIKH
Metdopminy rigpoxnopun He Ginbiwe 0,2 % OnuAIIHOT JOMILIKH. 0,009 %
He Gimbuse 0,5 % cyMu AOMIILIOK. 0,016 %
Tnimeniprx Iomimka B (cynsdonamiz) — ne Ginpuie 2,0 %. He BuapneHo
HesinoMa nominka — e 6ifpme 0,5 %. 0,086 %
CyMa HEBINOMAX AOMILIOK (BHICIIOHAIOYH AOMILUKY
B) — ue Ginswe 1,0 %. 0,086 %
Cyma jomilox (Brmoyaoti nomimky B) — e

6 Ginpe 2,5 %. 0,086 %
Related substances
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.009 %

Total impurities: NMT 0.5 % 0.016 %
Glimepiride Impurity B (sulfonamide): NMT 2.0 % ND
Unknown impurity: NMT 0.5 % 0.086 %
Total unknown impurities (excluding impurity B):
NMT 1.0 %. 0.086 %
Total impurities (including impurity B): NMT 2.5% | 0.086 %
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Ne i/t Ha3spa ananisy Creéunndixanis PesyanTatd aHanisy
Sr. No. Test name Specification Test result
Kinpxicne su3stayenus.
Merhopwmigy rizpoxnopyun Bin 475 mr go 525 mr 507,1 Mr
(95 % — 105 % Bin saRIeHOT KUTbKOCTI). (101,4 %)
nimeniprg Bin 1,9 Mr 50 2,1 Mr 1,949 mr
7 (95 % — 105 % pin sassineHol KirpxocTi). (97,5 %)
Assay .
Metformin hydrochloride 475 mg to 525 mg (95 %~ 105 % of labeled claim) 507.1 mg (101.4 %)
Glimepiride 1.9 mg to 2.1 mg (95% — 105 % of labeled claim) 1.949 mg (97.5 %)
Mixkpo6ionoriuna uucrora 3aralibHe YHCT0 aepoGHIX MiKpoopraxisMis
(TAMC) ~ g 6inswe 10° KYO/r <40 KYOIT
3aranbe YHCHo APhKIKoBKX | rnicenenux rpudin
(TYMC) ~ ne Sinpue 102 KYO/T, <40 KYO/r
Bigcytnicts Escherichia coli B 1 T npenaparty. BincyrHs
8 .
Microbiological purity Total aerobic microbial count (TAMCY:
NMT 10 CFU/g: <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10?2 CFU/g. < 40 CFU/g
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

TIpoAyKT BHFOTOBAEHO, YIAKOBAHO T4 MPOAHATI30BaHO0 rIAHO 3 BHMOTaMH peecTpauiiftora yocBinyenHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram ta sumoram GMP.

1t complies with GMP standards and requirements.

Tlinensis Ha BHPOGHULTEO JIKAPCHKMX 3ac0obiB:
Licence for medical products production:

Llum nigveepmxylo, 2o B6i BupoGuuui cTanii ang wiel cepif rorosol nposyxuii Bysm 3aiHCHERI B HOBHI

.Cepmudikat Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB Ne 598054
Batch AB No. 598054

3 BiROOBIAHOCTI 3 BHMOTAMY, 3A3HAUCHIMY B UHRHIH

wacranosi 3 GMP, satsep/oxeniii MinicrepeTBom OXOPOHN 310POB’S YKpailH, i 3 BIMOTAMH PECCTPALIIIHOTO JOCHE Kpaily IPUINAYCHHA.

I hereby centify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
“Ministry of heaith of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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Bap. naGopatopicro BKS | Havansuuk BKS VnopnosaxeHa ocoba.
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