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CEPTHDIKAT JKOCTT
CERTITICATE OF QUALITY
Hazpa nponyxry: AYTNIMAXC®, rabnerks, 500 Mr/2 Mr
Name of product: DUGLIMAX®, 1ablets 500 mg/2 mg
Cina pif Merdopuminy rinpoxnopun — 500,0 arr; UniMenipyz — 2,0 mr
Strength: Metformin hydrochloride — 500.0 mg; Glimepiride — 2.0 mg
Cepin Ne / Bateh No,: SDGS001 Poantip ynawonrir / Package size:  Ne30 (15%2)
Pegerp, Ne/ AR.No.: FP/O115/25 T ynaxopin / Pack type: Brictep / Blister
Posatip cepii / Batch size: 6 296 yn/packs Javea piroronntennn / Mfg, dates 01,2025
ICpatua / Market: UKR g Tepmin npsuaThocTi / Exp. date; 12,2026
Pecetpauiiiite nocsinuenna Ne: Tepasin Al neobaeskenuii
Registration Certificate No.: UA/12474/01/02 unlimited validity
Ne nfn Hazsa ananizy Crnewspheartin PesynnTaTi ananisy
Sr. No. Test name Specification Test result
Omuc Meomaponi, xancynornopifuol Qopmi poonykni | Bimmosinac

TaBeTRH 3 0jHOro GOKY 3eACHOr0 X0NLoPY, 3 iHRIOTO
~ Ginoro, tnameHrki 3 ofox Gokin, Jloimyckaerses
MapMypoBiCTS.

Description Capsule shaped biconvex bilayer tablets with green | Complies
and white layers. Plain surface on both sides of the
tablet. Allowed marbling.

Inenrngirauin
I"ninsertipna Hacit  yTpuMyDaHHA  OCHODHORO  nmika  Ha | Bianmoniaae
XpoMATOIpamMax BHOPOSOBYRANOTe | CIAHARPTHOIO
POHHIR, OASPIKRANIX AP KIALKICIIOMY BlINAUCHM,
MAIOTH CRiBnaIATH.

Merdopsiny rippoxaopunt Yd-cnerTp sunpafonysanoro powitgy nperapary, | Biunonsijae
NPHIOTONANOIO 1 PO3Ait «KiAnkicHe BHIHAYCHIED B
o@aacti Bin 220 Bm a0 360 pM o nosunen sant
2 MARCHMYM  TIOFMIMHANIA NP HowKAHEL  Xpuai
(232:£2) BM.

Bapoang (Pigmene Blend PB51323 | TMpy  nonasauni amonnio riowianary  3'sumisernes | Biaooniaae
aencHuin): Janiza oxci xopTHit TEMHO-1CPBONE INCAPBICHNS POy,

IHparokapyin Yh-cnexrp normiganny sunpoGonynanoro posunny | Bianosinae
B Jdanasoni aosnain XmunkL 400-800 1M nosmien
MATH MaxciynM npn (61024) n.
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Nan/n Hazsa ananizy Crennehiranis PesyastaTy ananjsy
Sr. No. Test name Specification Test result
Identification
Glimepiride In the test Assay, the retention time of principal peak | Complies
of test sohition 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
maximuni at e wavelength of (232:42) nm.
Color (Pigment Blend PB 51323 A deep red colour is produced after addition of | Complies
Green): Iron oxide yellow amnmoniun thiocyanate.
Indigo carmine UV specirum of test solution in range of 400 mm to | Complies
800 mm should have maximum absorbance at
(610:+4) nm.
OxntopiaHicTs AD30BAMHX OAMITHIE
Mertdopminy riapoxnopun Biavorninae pimorans. Binnosixae
Irisemniprn Bianopinae pustoram. Binmosiaac
3 Uniformity of dosage units
Metformin hydrochloride Complies with requirements. Complies
Glimepiride Complies with requirements, Complies
Crupanicts He Ginnwe 1,0 % 0,17 %
! oy
Friability Notmore than 1.0 % L17%
Po3unaenna
MeTpopsiny riapoxaonia 20 % — 40 % uepe2 1 rofnHy. 30%-32%
45 % — 65 % tepes 3 rosns. 55%-60 %
e memme §5 % wepes 10 roiamn. 95 %
Paisenipay He stetise 75 % (Q) 32 43 xn. 26 %
q
' Dissalution
Metformin hydrochloride 20 % - 40 % in-] hour. 30%-32%
45 % -- 65 % in 3 hours. 35 % - 60 %
NLT 85 % in 10 hours. 95 %
Glimepiride NLT 75 % (Q) in 45 niin 96 Y%
Cyntposizii goMimmKn
Merdopminy riapoxyopia He Ginnue 0,2 % oasnnyiol fromimxn, 0,011 %
He Ginsie 0,5 % ¢y goMiniox. 0,011 %
Faisienipn Hosimxa B (eynnfonanind - ne Sisse 2.0 % 0.065 %
Hesinosma aosminika - ne 6iamune 0,5 %. 0,120 %
Cyma neninosmx JOMIUCK (BURMIONAI0M1S JOMUIKY
B) - ke SisLime 1,0 %. 0.120%
Cymn jomimox  (zraovmond aosiisy 13) - e
2 Siavine 2.5 % 0,185 % T JIEJLOA]

Related subsiances
Metformin hvdrochloride

Glimepiride

Individual impurity; NMT 0.2 %
Tolal impurities: NMT 0.5 %,

Impurity 13 (sulfonamicde): NMT 2.0 %

Unknown impurty: NMT 0.5 %

Fotal wnknown impuritics (excloding impuriny 13):
PN 1.0 95,

Folal impurities {including impurity 3): MR 25 %
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Ne nfn Haspa ananizy Crenudiiranis Peaysasrary anasiay
8r. No. Test name- Speeification Test result
Kinsxicae BanascHus
Merfiopminy rinpoxnoprn Bin 475 mr go 525 M1 433,2 mr
(95 % — 105 % pix saxEneHol KiankocTi). (96,6 %)}
I'nimenipna Bix 1,9 vrmo 2,1 Mr 1,988 mr
7 (95 % — 105 % Big 3ageneHol KinsKOCTI), (99,4 %)
Assay
Metformin hydrochloride 475 mg 1o 525 mg (95 % — 105 % of labeled clainy) 483.2 mg (96.6 %}
Glimepiride 1.9 mg to 2.1 mg (95 % — 105 % of labeled claini} 1.988 mg (99.4 %)
MikpoGionorinna uncrora 3aranbHe YHCHO acpofHHX MiXpoOpranisnMie
{TAMC) - e 6imswe 10° KYO/r, <40 KVO/r
Saranuhe wicno apixmxoniiy i nricerenux TpRGiz
{TYMC) — né Ginsine 102 KV O/t <40 KVQfr
Bineymniers Escherichia coli n 1 r npenapaty. BincyTHs
8
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10* CFU/g, < 40 CFU/g
Total combined yeasts/fmonlds connt {TYMC):
NMT 102 CFU/g, < 40 CFU/g
Escherichia coli must be absent per g. Absent

BHCHOBOK: / CONCLUSION:

ITponysy BHroTORICHO, YIIAKOBAKO TA MPOANANIZOBAHG IrLAII0 3 BIMOraMH PECCTPaIiiiiore nocsia e,
‘The produet is manufactured, packed and analyzed as per requirements of Registration Certificate,
Ceprmivar XNe 080/2023/GvP
Coartificate No. §80/2023/GMT

Cepist AB Ne 398054

Bafeh AB Ne., 598054

Binnonitae crannaprass ta sumoran GMP.
It complies with GMP standards and requirements.

Jlineisis na supobunurso nikapebrpx 3acobin:
Licence for medical products production:

s wiareepueyio, wio ool mapoGinmi c1NT Joim el cepil roTonol npoayrit Gymr 3nificicni b TORHIR RIADORLUOCTI 3 BAMOIAMI, JANEDHCHISN & TANUEHT
sacranosi 3 GMP, 3urnepsaenin MinicTepernos pxopany 3aepon’s Yepaiing 3 DUMOTasH PCCCTRRTITIOND JAOCHE KPATIN IEHINIMCHIH,

1 fiereby cenify that all the i fecturing stages of this batch of finished product have been carried out in full complimee with the GMP requirements of the
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Analytical Chemist  [TQC Lal In-charge : QC Head n Qualified Person
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