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CERTIFICATE OF QUALITY
'Haaaa npo.aylc'rj'fﬁw T ;FJIHMAI{C@, TabneTku no 4 Mr )
Name of product: GLIMAX®, tablets 4 mg
Cuna pit: I'niMenipun —4 mr
Strength: Glimepiride —4 mg |
Cepist Ne / Batch No.: SGJ3006 Posmip ynakoskn / Package size:  MNe60 (10%6)
Peectp, Ne / AR.No.: ¥FP/0356/23 ‘Tan yrnaxosxy / .Pack type: brnicrep / Blister | }
| Poswmip cepif / Batch size: 600 000 Tab/tab | RaTa BuroToRNenHn / Mfg. date:  04.2023
K-, yrakosok / No. of packs: 10 000 -| Tepmin npupatroeri/ Exp. date:  03.2026
| Xpaina /Market: UKR
| Peectpauiiine nocsinyenys Nz _ TePMIH Jii HeoOMexeHui
1 Registration Certificate No.: UA/11974/01/03 unlimited validity
Nen/nn | Hazpa anamizy Crenndrikanis | PeaynbraTy ananisy
Sr. Neo, Test name Specification _Test result
Onuc - prrm RocKi Tabnerkn 6ixo-poxkesoro KONb0pY, 3 | Binnoninae
| NHIEH poxIaMy 3 OHOro GOKy i INAIEHBKI 3 MO,
! Light pink, circular, plane tablets. with break line on ‘
Description “one side and plain on the other side. Complies.
Inenrudixanis |
Tnimenipyn Yac  yIpuMyBaRHE  OCHOBHOrO  mika  Ha | Bimnosinae
XpoMarorpaMax BANpoGOBYR4HOIG | Cranmaprroro |
{ POSHHHIB, OTpUMaNNX NPH KIMLKICHOMY BR3HAYEHH],

MAE CIHBNAJIATH. -
“3aitiza oxcHE. ‘Jlpy fonasanmi aMoHiO TiouiaHaty s'amnserses | Bixmosimae
| KPHMBRBO-4€DBOHE 3a0apBJICHHA DO3YHAY. -

2. | Identification | |
Glimepiride In the Assay, the retention time of the principle peak | Complies

- in the chromatogram obtained with sample solution
- must match to the retention tie of the principle peak
- in the chromatogram obtained with standard solution. |
Ferric oxide After addition of ammonium thiocyanate deep red | Complies
colour is obtained.

Onuopinnicts nozosanmx | AVS LI (L1=15,0) 2.7
1 OIHNHIE
Uniformity of dosage unifs AV< LI (L1=15. 0) 2.7
| PoananaHH.# He 6insue 15 x8 T “ 6xs 10 cex
4 Disintegration Not more than 15 min 6 min 10 sec
| PozuuneHHs .:HE:.MﬁHHIG 30 % (Q) rnimenipugy 3a 15 x8 30 % (82) )
3 Dissolution. | Not less than 80 % (Q) of Glimepiride in 15 min 80 % (82)
FP{{}356}’23 T s _ Cmp,fPage NE] 3{gf3 .

bl ‘ - Fach Ao > - -k, s by~ 5 A i
: w,h R o S e R W“ﬁm heai TR B Y AR et K WO Ca R i Rt *“W;‘&K‘,F
: ‘Zi ""a.»IL % h-.g" ?é:i‘?hw %%%'Vﬁ ? .e\.qaﬁ: '-_-. ik J h;’:::.-:i..:é "-‘:'.'“";-'- A fr "w-{ Wf\h-ﬂ"-r ﬂ .'.‘c".i:"n.i-::‘-:-':&_f:._j?_“ L -;.u .l..li'lﬁ_ﬁ‘ " ""l.--u--i-f.- ...\ .t.h 'i::, - -.r!v'wl- 9 F%:_E
Yy
s )




«TJIENDAPM

. Kniseska dinisy AT o ~_ TOB «Kycym @apmy»
TOB «Kycym Dapwns mﬁ:ﬂﬁﬁé@? ) Yxpaina, 40020, M.Cymu, sys: Cxpsbina, 54
‘Yipaina, 02092, m.Kuis, ane Ten.: +38(0542) 77-46-10, daxc: 77-46-11.

e-mail: plant@kusum.ua.

. CEPTWDIKATI o
' A ﬂm.? hari www.kusum.ua

BYX. AIMATHHCLKA, 58 _
“Ten.: +38(044) 495-82-88, dakc: 4953

1 Neafa Haspa aradaizy | Cnenndixanis PexynntaTi ananizy
Sr.No. Test iame. ~Specification | ‘Test result
| Cynporiszi RoMILIKH Homimxa B (cynsdouamin) — ne Ginsue 2,0 % 0,271 %
iupmsinyansuol romitrky (kpiM aomitixn BY
He 0imsize 0,5%, 0,065 %
CyMa a0MIoK (BEXTOYAI0H AOMIIIKY B} -
ne 6ineme 1,0%. 0,332 %
Cyma nominsox (BKI0UHO 3 ZOMIIIKOK B) - |
s He Oinbire 2,5% | 0,603 %
Related substances | Impunty B (sulphonamide): NMT 2.0 %. 0.271 %
| Individual impurity {except impurity B):
"NMT 0.5.%. - ' 0.065 %
| Total impurities (excluding impurity B):
NMT 1.0 %. | o 10:332%
{ Total impurities (with impurity B). NMT.2.5 %._ 10.603 %
BAmMuKoR] KLTLKOCTI OpraHiyHux CrupT isonponinosyi — ne Guisme 5000 ppm 774 ppm
7 PO3YAHHNKIE _.
1 Orgamic residual solvents Isopropylalcohol: NMT 5000 ppm 1 774 ppin
“KimexicHe BH3HAMEHHY . 95 % — 105 % riMeniprgy Bin SATBJIEHOT }cmmmcm 98?2 Yo
5 | Assay 95 % — 105 % of Glimepiride of LC, 98.2 %
Mikpo Glonorina YHCTOTA | 3arambHa KibKicTs aepoBHRIX MIKpOOpIaniaMis. |
(TAMC} - ne Binpine 10> KYO/r. <10 KYO/r
3aranbHa KULKICTh MPDKDKOBYX | Ynicenesux rpHbin
(TYMC) ~ ne 6insme 102 KYO/r, <10 KYQ/r
: | Bineyrriors Escherichia coli 81 r fipeniapaty. Bincyrns
? | Microbioclogical purity - Total aerobic microbial count {TAMC): |
NMT 10® CFUfp. L <10 CFU/g
| Total combiried yeasts and moulds count (TYMC):
'NMT 1¢? CFi/g. <10 CFU/g
| Escherichia coli must be absent per 1 g. Absent
BACHOBOK: / CONCLUSION:
.__'_Hponych BUIOTOBJICHO, YIIAKOBAHRO TA NPOAHATLIZ0BAHO 3rifHo 3 BUMOTaME peempauiﬁnoro-_Hecﬂijaqeﬂnﬂ;
The prodiict is manufacawred, packed and analyzed as per requiremenis of Registration Certificate.
Binnogizae cranzapram ta puMoram GMP. Ceprudirar Ne 009/2020/GMP
It complies with-GMP standards and requiréements. Certificate No. 009/2020/GMP £
JlineHsia Ha BUPOGHKUTEO HIKapehKuX 3ac0bin; Ceping AB Nz 598054
Licence for medical products production: Batch AB No. 598054
FP/0356/23 Crop./Page Ne: 2 s/of 3
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Hlum nimcpmm,- MO BCi BApOGHIUI CTanil ans. wiet cepi roToBol npomyxuit Cynd 3aificHesi B NORKIY BIANOBIAHOUTE 3 BHMOraMH, 32IHANCHAMM B WsHRIH
nactanoni 3 GMP, sarsepiokeniit MidicrepeTooM oXoponH 310pon’s Vrpaity, 1 3 suMorasin PECCTPAINHNOTG AOCHE KpalliH NPH3nascHHA,

H h.e::eby-ceiﬂfy that ali _!h? manufac:.turing stages of this batch of finished product bave been camied out in full compliance with the GMP reguirements of the:
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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-Analytical Chemist 7 QC Lab In-charge QC Head
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