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CEPTHPRIKAT SAKOCTI
CERTIFICATE OF QUALITY

Haspa npoayxry: JYTIUMAKCS, tabnerxu, 500 Mi/2 mr
Name of product: DUGLIMAX?®, tablets 500 mg/2 mg
Cuna it Merdopmiuy rigpoxiopin — 500,0 mr; Cimimernipun ~ 2,0 Mr
Strength: Metformin hydrochloride - 500.0 mg; Glimepiride - 2.0 mg
Cepig Ne/ Batch No.: SDG4015 Posmip yiaxonxn / Package size:  Ne30 (15x2)
Pecerp. Ne/ A.R.No.: FP/0558/24 Tun ynaxopien / Pack type: Bricrep / Blister
Poamip cepii / Batch size: 200 000 Tab/tab Jara surovossenust / Mig, dater  07.2024
Kin-1i ynaxonok / No. of packs: 6 666 Tepmin npuparnoeri/ Xxp. date:  06.2026
Kpaiua / Market: UKR
Peccrpauiitne nocninuenns Ne: ; TepMid aii HeobMexenmi
. . . UA/12474/01/02 .. Ay
Registration Certificate No.: unlimited validity
Ne 1/ Hassa ananizy Crrerpudixaudst PesynbraTi ananisy
Sr. Ne. Test name Specification Test result
Omie JHpomwaponi, xancynononifuol  Qopmn  awoorykn | Binnosinae
Tabieriu 3 opHOro BOKY 3eMEHOT0 KOALOPY, 3 IHIIONO
— Ginoro, rnanenpki 3 obox Ookis. onyckaeThes
| MApMypOBICTS,
Description Capsule shaped biconvex bilayer tablets with green | Complies
and white layers. Plain surface on both sides of the
tablet. Allowed marbling.
Inenrudixanis
T'niMenipun Yacy  yrpuMmyeauss  ocHOBHOrO  mika  wa | Bianosinae
Xpomarorpamax BHIPOGORYBAHOrO 1 CTalIapTHOIO
PO3YMHIB, ONCPIKAHHX NPH KUILKICHOMY BH3HAUCHHI,
MAIOTh CIIBIIANATH.
Merdopniny rinpoxnopun Y®-cnexrp BripoGoByBaKoro posyiny npenapary, | Bianopigae
NPHFOTOBAHOTO B Po3AiN «KiIbKiCHE BH3HAUESHHMD) B
obyacyi Big 220 HM mo 360 HM ROBHHEN Mamy
2 MAKCHMYM  TOPMHAHRA TNpH  JOBKMHI - XBuumi
(23242) v,
Bapeuux (Pigment Blend PB51323 | Ilpn  pmopasamni amouiio Ttiowianaty 3 senserncst | Bixnosinae
seneyuit): 3aisa OKCHI KOBTHH TEMHO-4eBORE 3a0apRICHHS PO3HHILY.
InpyroxapMin Y{d-criextp noraunassa sunpobopysanoro poauuny | Bianopixae
B ganasoni LopxpH xpuib 400-800 HM ToBHHEH
MaTH Maxcumym ripy (61044} .
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Ne n/n Haspa awanizy Creundirauis Pesyaprarn ananizy
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 spectram of test solution prepared in the Assay | Complies
in range of 220 nm to 360 nm should have a
maximum at the wavelength of (232:£2) 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
(6104:4) nm.
Onnopinticts 1030RARMX ORMHHIL
Merdopminy rigpoxmopm Binnosifae BuMoram. Bigroripae
Iinimenipyi Bianosigac suMoram. Binmoninae
3 Uniformity of dosage units
Metformin hydrochloride Complies with requirements. Complies
Glimepiride Complies with requirements. Complies
Crapasicrs He 6inpue 1,0 % 0,14 %
| Friabitity Not more than 1.0 % 0.14%
Posunnenus
MethopMiny rigpoxnopun 20 % — 40 % gepes 1 roauny. 31%-34%
45 % ~ 65 % uepe3 3 roauny. 54 % - 58 %
He menine 85 % uepes 10 romi. 96 %
Frimenipun He menmre 75 % (Q) 3a 45 xB. 91 %
5 . .
Dissnlution
Metformin hydrochloride 20 % ~40 % in I hour, 31%-34%
45 % — 65 % in 3 hours. 54 % - 58 %
Glimepiride NILT 85 % in 10 hours. 96 %
NLT 75 % (Q) in 45 min 91 %
Cynpopinui nominxu
Metdopminy rinpoxuopni He 6innine 0,2 % onuHuysOT RoMIuky. 0,008 %
He Binbue 0,5 % cyMu noMimoxk, 0,008 %
InimMenipua Jominmka B (cynwponamin) - se Ginpuie 2,0 %. He Busgnieno
Heginoma nomiwka — e 6inbiue 0,5 Y. He Buasnexo
CyMa HeBifOMHX NOMIIIOK (BRKMIOMAIONH HOMILUKY
B) - ne Giisue 1,0 %. He nuanneno
Cyma nomimox (skmouaioun pomimky B) — he
6 Ginbure 2,5 %. He BussieHo
Related substances
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.008 %
Total impurities; NMT 0.5 % 0.008 %
Glimepiride Impurity B (sulfonamide): NMT 2.0 % ND
Unknown impurity: NMT 0.5 % ND
Total unknown impuritics (excluding impurity B):
NMT 1.0 %. ND
Total impurities (including impurity B): NMT 2.5% | ND
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Ne n/n Hazpa ananisy Croenndiranis Pesyswrarn-ananisy
Sr. No. Test name Specification Test result
KinpxicHe BusHaueHs
Merdopminy rigpoxnopsg Bin 475 mMrpo 525 mr 4923 Mr
(95 % — 103 % Bin 3asBReHOl KiABKOCTI). (98,5 %
Inimenipsan Bin 1,9 mrno 2,1 mr 1,951 Mr
7 (95 % ~ 105 % Bijt sastsReHOT KiNbLKROCTI). (97,6 %)
Assay
Metformin hydrochloride 475 mg to 525 mg (95 % - 105 % of labeled claim) 492.3 mg (98.5 %)
Glimepiride 1.9 mg to 2.1 mg.(95 % —~ 105 % of labeled claim) 1.951 mg (97.6 %)
Mixpobioaoriuua yucrora 3araNbHe YicIo aepoBAIX MIKpoopraniamis
' (TAMC) — e Ginpiue 10° KVO/, <40 KYO/r
3araznbHe YHCIO APDKIKOBHX i IniceHesnx rpubin
(TYMC) ~ ¢ Ginpuze 102 KYO/r. <40 KYO/r
Bincyrsicrs Escherichia coli B 1 r npenapary. Bincyris
’ Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g, <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. <40 CFU/g
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

TIpoRyxT BUrOTOBAEHO, YIIAKOBAM0 T HPOAHATISOBAHO I NE0 3 BUMOTAMY PEECTPAIAHOTO NOCH TueHH].
The product is manufactured, packed and avalyzed as per requirements of Registration Certificate.

Ceprugirar Ne 080/2023/GMP

Bianosinae cranpapram Ta suMoram GMP,

It complies with GMP standards and requirements,

Jhiuensia Ha BUPOGHUUTEO NIKapChKuX 3ac06iB;
Licence for medical products production:

Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Llnst nizernepigkyto, 0o Bei BupoGHNai craii s el cepit rotoot npoayiii Gyan 3alifcteni » nopuiR BiANOR LHOCT] 3 BHMOTAMH, 3a3HAYCHIMI B MHRBIH
nacranoni s GMP, satnepmxeniit MinicTepcTaon oxoporn 310p0s™s Ypainm, i 3 ssMoramy PECCTPALITHONO BOCLE KPATHH NPHINACHHS,

1 hereby certify that all the manufacturing stages of this.batehi.of finished product have been carried out in full compliance with e GMP requireients of the

Ministry of health of Ukraine and with the requi}ex

st Ul
A

ioNEpketing Authorisation file of the destination country.

Ximik-apanitax
Analytical Chemist

Alanansiig BKSJ

/3as. naboparopicio BKA |,
1 QC Head

"QC Lab In-charge

Ynopuopaxena ocoba
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