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TOB «Kycym @apa»
“Yrpaina, 02092, M.Knis,

- ) TOB «Kycym Dapm»
Vipaina, 40020, m.Cymu, syn. Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11

e-mail: plant@kusvm.ua

BYNL. ANIMATHHCBKA, 58 o
‘Ten.: +38(044) 495-82-88, daxe: 49 HMM}%? /zm‘m www.kusum.ua
- CEPTUDIKAT SIKOCTI |
CERTIFICATE OF QUALITY
) Hamanpoﬂym e I[VI"JIHMAI{C@, o — e
Name of product: B DUGLIMAX®, tablets 500 mg/2 mg
Cuna aif: Metdopminy rigpoxnopux — 500,0 Mr; Ciimenipng - 2,0 Mr
Strength: . Metformin hydrochloride — 500.0 mg; Glimepiride -2.0mg _
Cepisr_Nngatch No.: SDG3026 Po3nip ynaxosxu / Package size: _NEBO (15><-2)_
Pecerp. Ne/ AR.No.: FP/0717/23 Twuu ynaxoski / Pack type: Baictep / Blister
Poamip cepii / Batch size: 200 000 Tab/tab Jara puroTonnenns / Mfg. date:  08.2023 )
Kin-1 ynaxkosox / No. of packs: 6666 'I‘epmiu npuaataocti / Exp. date:  07.2025
Kpaiua / Market: UKR
| Peccrpauiiine nocsinuenus No: o repMiH Al HeOGMEKEHH !
| Registration Certificate No.: UAfl24’?4101/02 | unlimited validity
Ne n/n Haspa ziﬁémisy Cnhe‘um])ikfa‘uiﬁ‘ ) P&;H:;;:;H auéﬁiaf
Sr.No. | Test name | Specification b Test result
Onuc Ilsomsaponi, xancynononiOHoi ¢opmu meoomyxni | Bixnoninae
TabIETKH 3 OHOTO GOKY 3ENeHOr0 KONLOpY, 3 IHUIOTO |
| — Ginoro, rmapgexski 3 o6ox Goxis. [lonmyckaerses |
. | MapMypoRICT.
- Description Capsule shaped biconvex bilayer tablets with green | Complies
‘and white layers. Plain surface on both sides of the
tablet. Allowed marbling.
e —
IniMenipun ‘UacH ~ yTpEMyBaHHS  OCHOBHOrO  mnika  Ha | Bianosijae
XpoMarorpamax BRNpoOOBYBaHOIO 1 CTAHJAPTHONG
PO3YHHIB, OFEPKAHNX IIPH KUILKICHOMY BH3HAYEHH],
| MalOTh CNIBUANATH, |
MeThopMiny FiapoXIopin V®-cniexrp BrnpoOOBYBaHOTO POMHHEY Npenapary, Bianosizac
| | mprroToBaHoro B po3aini « KLIbKiCHe BH3HAUCHH) B
) obnacti Big 220 uM po 360 HM DOBMHEH MaTH |
2 MAKCHMYM: TOTJIHHAHHA TPH  HOBXHAI  XBHII
(23242) M.
| Bapeunx (Pigment Blend PBS1323 | Ilpy nonasanpi. amMoHiio TioMianary 3°aBiAeTbOS Binrnosinae
3eNeHIMiT): 3an13a OKCHI JKOBTHA “TeMHO-4EGPBOHE 380apBIEHHS POIUHHY.
| Inpwroxapmin | Yb-cniexTp mornumanks BUnpooByeanoro posumuuy | Binnopinae
| B pianaszoni -aosxuH xsunk 400-800 M nosuHeH
| MaTH MaxcrHMyM npH (610:4:4) 1.
[ omathly Yo GL R0% 040z 21
Y .
FPOT 1’7/?“% o Crop./Page Ne: | 3/of3
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Kniscera Qinis |
TOB «Kycym. apm» AR
Ykpaina, 02092, m.Kuis, \ -
BYI. AJIMaTHHCHKA, 38 .
Tem: i-38(044) 495-82-88, (bakc. 49
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Ten.: +38(0542) 77-46-10, paxc: 77-46-11
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'. Sr. No.

Hazga aunaniszy
Test name

Cremidirauin
Specification

Pe3yabsTaTs aHaNi3y
Test resuit

Identification

| Glimepiride

Metformin "hydrochl?ride

| Color (Pigment Blend PB 51323
- Green): Iron oxide yellow

{ Indigo carmine

In the test Assay, the retention time of principal peak

of test solution should be similar to the retention time-|

of standard solution.

UV spectrum of test solution prepared in the Assay

11n range of 220 nm to 360 nm should have a
| maximuin at the wavelength of (232:+2) nm.

: A deep red colour is produced after addition of

ammonium thiocyanate.,

UV spectrium of test solution in range of 400 nm to
800 nm should have maximum absorbance at
| (610£4) nm. |

Complies’

“Complies

“Complies

Complies

OmopiAHICTL RO30BAHHX OAMHULE
Merdopminy riapoxnopun

Tnimenipun

| Uniformity of dosage units
| Metformin hydrochloride
| Glimepiride

Bignosinae suMoOram.

| Bignopigae BUMOraM.

{ Complies with requirements.
Complies with requirements.

Bianosigae

Bianosinac

Complies

. Complies

CTupanicTs

| Friability

._ Heﬁjﬂbme"iﬁo T e

| Not more than 1.0 %

0,12 %
0.12 %

Posuunenus

MeT(hOopMinY Hapoxsopn

Inivenipun

Dissolution

Metformin hydrochloride

~Glimepiride

I NLT75 % (Q) in 45 min

120 % ~ 40 % uepes 1 TonuHYy.

45 % 65 Y% uepe3 3 ropuHy.

| He menie 85 % uepes 10 roxuH.
“He menmue 75 % (Q) 3a 45 xB.

120 % ~40 % in 1 hout.

45 % ~ 65 % in 3 hours.

NLT 85 % in 10 hoiurs.

30%-31%
58 %~ 61 %
02 %
20 %
30 % =31 %
58 % - 61 %
02 %
00 %

CynpoBiBi HOMIIKH

MerdhopMiny rapoXnopHa

Tnimenipug

Related substances
Metformin hydrochloride

He 6insine 0,2 %. ONAHKIHOT TOMILIKH,
He 6inbiae 0,5 % cyMu. JOMILIOK,

~Jomimka. B (cynmbonamm) . He Ginpitie 2,0 Y.
Hesizoma gomiwka — He Ginbuie 0,5 %.

CymMa neBigoMux AoMimox (BUKITIOUAlOuH JOMIIIKY,
B) — ne 6inpine 1,0 %.

Cyma JIoMInIOK. (Bowodaouy gomiwky B) - e
Oimpae 2,5 %.

Individual impurity: NMT0.2 %

Total impurities: NMT 0.5 %

Impurity B (sulfonamide): NMT 2.0 %

Unknown impurity: NMT 0.5 %

Total unknown impurities (excluding impurity B):

NMT 1.0 %.

0,006 %
0,006 %

1 0,008 %

He susiBneso

He BusaBneno

0,008 %

:{ 0.006 %
10,006 %

0.008 %
| ND

Total impurities (including impurity B): NMT 2.5 % | 0.008 %
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TOB «Kycym @apm»
Vipaiua, 40020, m.Cymn, Byn, CxpsiGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46+11

e-mail; plant@kusum ua
www, kusum.ua

Kutscnxa ¢inis

TOB «Kycym ®apmn
Vxpaina, 02092, M. Kuin,
BYJI. AJIMATHHCEKE, 58

No n/n Haszpa ananisy Crenndirauis PesyibTaTH aHaisy
Sr. No._ Test name Specification | Test result
KinskicHe BU3HAUEHHA
MeTdopMiny TiapOXIOPHI Bin 475 mr 10 525 Mr - 495,5 mr
| (95 %~ 105 % Bin 3asBNeHO] KIBKOCTI) (99,1 %)
1 Tnimenipua Bix 1,9 Mr o 2,1 mMr 1,943 mr
7 ‘ (95 % — 105 % Bin 3asBNIEHOY KIIBKOCTI). (97,2 %)
| Assay o
| Metformin hydrochloride 475mg to 525 mg (95 %— 105 % of labeled claim) | 495.5mg (99.1 %)
{ Glimepiride 1.9 mg to 2, 1 mg (95 % ~ 105 % of labeled clann) 1 1.943'mg (97.2 %) |
Mixpobionoriyna yucToTa BATATEHE SUCIO aepoOHUX MleOOpI‘&HlBMlB
(TAMC) —~ ne 6insiue 10° KYO/r. <40 KYO/r
BaraNbHe YHCH0 APDKILKOBKK 1 ITicenennx rpudis
(TYMC) — ne 6insiue 102 KYO/r. <40 KYO/ir
Bincyruicte Escherichia coli s 1 r npenapary.. Bineyrtns
’ | Microbiological purity Total acrobic microbial count (TAMC): N
| NMT 103 CFU/g, <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <40 CFU/g
Escherichia coli must be absent pet g. "~ | Absent

‘Miuistry of health of U el

BUCHOBOK: / CONCLUSION:

-H}JOJI}’KT BHT'OTOBIEHO; YIIAaKOBaHO Ta HpOﬂHﬂJIlBOBaHO 31"1,11}10 3 BUMOramMu pGCCTpﬂIJ.IHHOI"O MOCBIAMCHHS.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crangapraM Ta ByMoram GMP. Cepragixat Ne 009/2020/GMP
1t complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinensiz na pupoGuuuTBO JiKAPCHKMX 3acobiR: Cepin AB-Ne 598054

Licence for medical products production: ‘Batch AB No, 598054

o Lnm mnrncpmxyro 110 BCi BMpoGHUMi cranii Wi wiei cepii roTosol npa,uyr:un Gyam aniiicneni s HOBNIR BIAHOBIATIOCT] 3 BHMOTaMY, Ja31AVCHIME B unnHiil
nacranosi 3 GMP, sareepixeniii Munmpmom OXOPONH 3A0pOB’S YKpainY, 1 3 BHMOraMH peecTpailifiioro Jocke Kpaini NPHIHAMCHAS,

T hereby certify that all the manvrag tagcs of this batch of finished product have been carried out in:full compliance with the GMP requirements of the
R urcmcms of the Marketing Authorisation file of the destination country,
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Kivin-awanirme | 3an. boparopia BIGT | Hatarmk BECA
) ‘Analytical Chemist 7QC LabIn-charge [ QC Head
_..IM?ﬂfName:; | ,.': 1%&’#{%{7”[’ 7 Jf’-ﬁ»‘-{‘? (—:: rM@fh_Q_;. ,Q_&Q_;G:Ta ‘ P CLCW \(LI‘ m_hﬂf
ITipnuc/Signature: M ~ @M)‘\H (;\/\ﬁxﬂj ‘ 7@&9( /{16'6&’54/
Iara/Date: WSO IIRF ‘,gp(' Sl f:?-'f‘-' | 9‘10\ QCJ\‘,?..?) i {/Z,p% Q4 / /@/
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