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Fluspu HpoayR1y. IIYTTHMAKCS, cabneTiw, SN Mr/? MT
Name of product: DUGLIMAX?, tablefs 500 mg/2 mg B e
Cuaa giis Merdopminy TiapoxsIopi -~ 500,0 mr;, Tiimertipyst ~ 2,0mr
| Strength: Metformin h drochloride ~ 500.0 mg; Glimepiride ~2.0 mg
Cepis Ne/ Batch No.: SDG4018 Poamip ynakosn / Package sizer NGO (15x4)
Peecrp. e/ ARNo.: FP/0561/24 Ty ynawonin / Fack type: Baictep / Blister
Posmip cepii / Bateh size: 200 000 Tab/tab Jata BUrOTORIICHNSA / Wifg, date: (7.2024
Kin-b ynaxonok / No. of packs: 3333 Tepwin npugariocyi/ Exp. date:  06.2026
Kpaina / Market: UKR
“Peccrpauiiine nocsiguens Ne: . repMin T HeaBMexersit
Tpail phan UA/12474/01/02 PNl U HEO MEKE
Registration Certificate No.: unlimited validity s
Ne n/nt Haspa ananizy ] Clleumbikaufﬂ PezynpraTit ananizy
~Sr, Ne. Testname | Specification . Test result
Onwic J{pomaposi, xancymonoiGuoi  gopmu Jeoouykni | Bianosinae
raGNETKY 3 OLHOIO BOKY 36IEHOTO KOILOPY, 3 JHILOro
— Ginoro, rnamenski 3 000X Goxis. JlonyckaeThes
q MapMYPOBICTD.
Description Capsule shaped biconvex bilayer tablets with green Complies
and white layers. Plain surface on both sides of the
tablet, Allowed marbling.
J— - " " TSRS, S Sul R e e AT
Inenrudixais
[nimeripan Yacn  yTpuMysanka  OCHOBHOTO nika  wa | Binmposinac
XPOMATOTPAMAX BUNPOGOBYBAHOTO | CTABMAPTHOTO
POIURNIB, OFCPIKAHMX MM KinpKiCHOMY BH3HAYEHH,
MasoTh CTiiBlAATH,
Merdopmity IiipoxIopui Yp-criexTp BHOPOSOBYBAHOTO PO3YHHY NPENAPATY, Biniosigae
IIPHTOTOBAHOLO B posini «ICTbKICHS BU3HATEHHS B
obnacti bia 220 HM g0 360 nM TOBMHCH MaTH
2 MAKCHMYM ~ TOTJIHHAHIA 1A JORKHHI  XBMAI
(232+2) iM,
Bapsunx (Pigment Blend PR51323 | Ilpw NOEABAHM  AMOHDO tionjanary 3 4BNICTHCH Binnosinac
sericHmit): 3aii3a OKCHJ KOBTHH TeMHO-1EpBOHE 3a0aPBICHHA POIUHEY.
IBnuroKapmilt YD-cneKTp NOTHBAHRS BHAPOCOBYRAHOIO POSMIY Bignosinae
g fianasoui KOWKHI XBHIAb 400-800 HM noRAHEH
MaTH MAKCHMYM Tyt (610:24) HM.
e
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FNQ nn Hazpa an ani 3y Creundiranis PeayabTaTh aHAJH3Y
| Sr. No. Test name Specification N Test result
Identification
Glimepiride In the test Assay, the retention time of principal peak | Complies
of test solution should be similar to the yetention time
of standard solution.
Metformin hydrochloride UV spectrum of test solution prepared in the Assay Complies
in range of 220 nm to 460 nm should have a
maximum at the wavelength of (232:2) nm.
Color (Pigment Blend PB 51323 A deep red colour 18 produced after addition of | Complics
Green): Tron oxide yellow ammonium thiocyanate.
Indigo carmine UV spectrum of test solution in range of 400 nm to Complies
$00 mm should have maxiomun absorbance at
(61044) nm.
QpHOPIARICTE HO30BAHAX OAHHALE
MeThopMiHy TIAPOXTOPHA Binnopixac BUMOram. Binrnosinae
TniMeripyi Biaopinae BHMOTaM. Bignosinae
3 Uniformity of dosage units
Metformin hydrochloride Complies with requirements. Complies
Glimepiride Complies with requirements. Complies
Crupanicrs He 6ispume 1,0 % 0,09 %
4| Friability Not more than 1.0 % 0.09 %
Posunnenns 7
MerdopMiny riApoXIOpHIL 20 % — 40 % uepes 1 ropuny. 29 %-32%
45 % ~ 65 % uepes 3 POAHHY. 54 % - 59 %
He menue 85 % uepes 10 rozux. 95 %
I nimenipun He mene 75 % (Q) 38 45 xB. 90 %
> Dissolution
Metformin hydrochloride 20 % — 40 % in 1 hour. 29%-32%
45 % ~ 65 % in 3 houss. 54 %~ 59 %
NLT 85 % in 10 hours. 95 %
Glimepiride NLT 75 % (Q) in 45 min 90 %
CynposijiHi KOMImKH T - T
Mergopmitty FiRpOXNOpHL He Ginbuue 0,2 % OARHMUAOT JOMILIKH. 0,013 %
He Ginbiue 0,5 Y CyMit JOMILIOK. 0,013 %
TriMenipui Jfomimxa B (cympponamiy) — He Oiipiie 2,0 %. He pusBieHo
Hepinoma tominixa — ne Ginbie 0,5 %. He ByaBlicHO
CyMa HeBinoMIX JOMILIOK (RHKITIOWATOUT JOMINIKY
B) -- ne Sibime 1,0 %. He BusBReHo
Cyma nomilox (BN0uaiosy nomiky B) - e
6 Ginwvie 2,5 %. He sugpiedo
Related substances
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.013 %
Total impurities: NMT 0.5 % 0.013 %
Glimepiride Impurity B (sulfonamide): NMT 2.0 % ND
Unknown impurity: NMT 0.5 % ND
Total unknown impurities (excluding impurity B):
NMT 1.0 %. ND
L Total impurities (inchading impurity B): NMT 2.5 % | ND
FP/0561/24 B T Crop Page Ne: 2370(3
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Ne n/n Hazea ananisy Crennixanis Peay/ibTATH aHATI3Y
Sr. No. Test name Specification Test result
Kinbxicue prsnavenss
Metgopminy Tiapoxopna Bin 475 mr o 525 Mr 482,1 mr
(95 % — 105 % six 3aspIeH0] KUILKOCTL), (96,4 %)
nimeniprn Big 1,9 mrno 2,1 mr 2,010 Mr
7 (95 % — 105 % win 3aaBcHOT KinpkocTi). (100,5 %)
Assay
Metformin hydrochloride 475 mg to 525 mg (95 % — 105 % of labeled claim) 482.1 mg (96.4 %)
Glimepiride 1.9 mg t0 2.1 mg (95 % — 105 % of labeled claim) 2,010 mg (100.5 %)
MikpoGionoriasa ydcroTa JarabHE YHCIO0 ACPOBHIX MIKPOOPrali3MiB
(TAMC) - ne 6inpte 10° KYO/r. <40 XYO/r
BararibHE HUCA0 APIAGTKOBHX | IUiceHeBUX pubin
(TYMC) — ne Binbiue 10 KYOIT. <40 KYO/r
Bincyraicts Escherichia coli B 1 T ipenapaty. Bincyrus
8
Microbiological purity Total aerabic microbial count (TAMC):
NMT 10° CFU/g. < 40 CFU/g
Total combined yeasty/moulds count (TYMC):
NMT 10? CFU/g. <40 CFU/g
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

YIposyKT BUrOTORJIEHO, YIIAKOBAHO T4 TpoaHanizoBaKo 3FILHO 3 BHMOTAMH PECCTPALIHHOTO NOCBINYCHHES.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bignosinae craugapram Ta Bumoram GMP. Ceprudixar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlilensia Ha BHPOGHULTRO NIXAPCHRMX 3acobin: Cepia AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Lins DIATBEPAKYIO, 1O BC pupoGHIui crami uiei cepii rotosot npoayxuil Gy saificueni B HOBII BLANORIANOCT 3 BIMOFAMH, JESUANEHNMH B yunHilt
nactanoni 3 GMP, satsepmxeniti MiBiCTepCTBOM OXOPOIH 300pOR’ YKDATHS, § 3 BHMOraMM PEECTPALITHOIO JOCHE KPATHI NPHIHAUCIIA.
Qho\d produ_ct have been carried out in full compliance with the GMP requiremients of the
j]’()}&(\‘*honsalion filc of the destination country.
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