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' Hazpanue npoayxra: INIMMAKC®, ta6netku no 3 mr Ne30 (10x3) y Gmc-repax
Name of product: GLIMAX®, tablets 3 mg No.30 (10x3) in blisters =

Per. Ne: / A.R.No.: FP/0849/20

Pazmep cepun; / Baicll size: 300 OOO‘ta&xJ tabl

Cepus Ne: / Batch No.: SGHK007

Konnqmm yusxosox: / Number of packs: 10 000

Hara wirorosacnun: / Mfg. date: 10.2020 onx rogg /Exg date:. 09. 2023 ‘

Perncrpaunonnoe cenaereancrao Ne UA/11974/01/02, TepMin 2tit HeoBMeKenuH
Registration certificate No. UA/11974/01/02, unlimited validity o

Cuenndnxamna T - Pﬁyhﬁi‘i‘u

Ne nin Tlapamerpmt
Sr. No. ; Tests Specifications ~_Obisérvations
1 Onuc Bini, xpyrni, nnocki Tabaérkn, 3 ninicto posnmy 3 ] Bmhowxae
. oasioro 6oky i rianensxi:s oo, .
Description White, circular, plane tablets with break lme on one Comphes s
side and plain on the other mde A R

2 Inexrudixanis e

Tnimenipaz Yac yrpumysanns OCHOBHOTO Niica 113 xpomorpanu . ‘Bihnjoxinaé
eunpobosyeaozo i cmaudq:mnaaa posumnis, {
OTPHMAHHX FNpH  KiAhkiCHOMY BHIRAuEHHI, 'Mac
cnisnanaTy.

Identification

Glimepiride In Assay, the principal peak in the chromatogram Cofplies-
obtained with the tesr ml:ltion has the same.
retention time as the piingipal peak in the
chromatogram obtained with- thega_gdard solwzon -

3 OmvopiznicTs Binnosinae sumoran. Binnosizae,
A030BEHHX OXMHHLL ' ' .
Uniformity of dosage units Complies with the requiremen 5 __| Complies

4 Po3nanasus He Gimsie 15 x8 ‘ i 5xb7m :
Disintegration NMT 15 min L S5minTsec

5 Posuntenns He menwe 80 % (Q) mmempmy 3 15 xs 95-‘3%' '
Dissolution NLT 80 % (Q) of Ghmcp‘" jde in-15:mi | Bs %

6 Cynposiani aoMituxy | Jomimka B (cyan;oamin)- e 6mstue 2‘0 % | 0.269 %

| Inzusizyansrof nomiuxs. {xpin aomiumai B - 1 '

He Gimume 0,5 %, ‘ . 0-,036 %

Cyma a0Minox (BUKIOYA0UH mmmky B) - e

sie 6imsie 1,0 %. 0,148%

Cyma nomilox (Bkatouso ulouunxo:o B) - [

He Gimwe 2,5 % 0,417 %
Related substances Impurity B (sulphonamtde) NMT 20%. 0.269 %

Individual impurity (except impurity B). ' S

NMTO0.5%. 0.036%

Total impurities (excluding i impurity B):

NMT 1.0 %. 0:148 %

Total impurities (with impurity B): NMT 2.5%. | 0. 411 %

FP/0849/20 ‘Crpantiana Ne: 1 3 2
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Kulnenka $iiin
TOB «Kycym ®apm»
Ykpaina, 02092, M.Kuis,
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TORB «Kycym ®apa»

Yxpaina, 40020, m.Cymn, By:1. Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

BYJI. ATIMaTHHCbKA, 58 ; ¢-mail: info@kusumpharm.com
Tycj;x,: +38(044) 495-82-88, dhaxc: 495-82-87 /ﬁuwn .7) ‘harm www,kusum.ua
Ne n/n Hapamerpn Coenndunxanns Pesyasrarn
Sr. No. Tests Specifications Observations
7 3anumikoBi kinbKocTi Cuupr isonponinosui — we 6inbme 5000 ppm 821 ppm
OpraHiYHNX POIHUHHUKIB
Organic residual solvents Isopropyl alcohol: NMT 5000.ppm 1821 ppm_
8 KinbkicHe Bi3HAYCHHS 95 % ~ 105 % rnimenipuay sin sansnerof | 101,1 %
' KIIbKOCTI,
Assay 95 % —105 % of Glimepiride of LC. 101.1 %
9 Mikpobionoriuna yncrora 3aranbHa KinkkicTe aepobiux mupoopmmsmn ;
(TAMC) ~ ne Ginswe 10° KVO/r. | menmie 10 KVO/r
3arambHa  KinbKiCTS APIMDKOBHX i nmceuesux ; ’
rpu6is (TYMC) - ue Ginswe 102 KYO/r. menme 10 KYO/r
Bincyrnicts Escherichia coli 8 1 r npenapary. Escherichia coli -
» Biacymenlr
Microbiological purity Total aerobic  microbial count (TAMC): 1
‘ NMT 10% CFU/g. <10 cF'U/'g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g. . | <10-CFU/g
Escherichia coli must be absent per 1g. Escherichia coli is
| absentper 1 g

3AKJIIOMEHHE: nposykr npousseacH, ynakosal ¥ NpOTECTHPORAH B COOTBETCTBHY C TPCOOBAHHAMA PETHCTPALHOHNOIO
caunerenncrsa, OTseuaer TpeGosannam u crannapraM GMP. Cepruduxar Ne 009/2020/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements. Certificate No. 009/2020/GMP

Jluuenaus Ha NPOM3BOACTBO NEKAPCTBEHHLIX CPEACTB:

Licence for medical products production:

Cepun AB Ne 598054
Batch AB No. 598054

T L“

a TEMEYN

mmw

ey
KA 208 !-»q,[i; 5

CIPTMOATIE

Xumusx-snanutnk | 3am. Havansauka OKK | Hawanswix OKK VnoaromousHHOe 1110

Analyst /Deputy QCHead ___|lOC Head _Qualified Person
waome: | ) oo |Sparoninice 7.4 | Pagm Cyveh  Bhofiansrfe A0,
Moanucs/Signature: M/ < :G/Zu./ - m\‘! e W
FP/0849/20 Crpaunya Ne: 2 u3 2
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CEPTH®IKAT AKOCTI

.CERTIFICATE OF QUALITY
Hassa npoaysry: I'IUMAKCSE, tabnerxu
Name of product: GLIMAXE, tablets
Cuaa aii: Inimenipuz - 3 mr
Strength: Glimepiride — 3 mg
Cepir Ne/ Batch No.: SGHK#09 Po3mip ynawosku / Package size:  No30 (10x3)
Peccrp, Ne / A.R.No.: FP/O016/21 Tun ymakosxu / Pack type: Baicrep / Blister
Poaniip cepii / Batch size: 300 000 rat6itab Hara surororsenns / Mfg. date:  12.2020
Kin-1t ynaxosox / No. of packs: 10 000 Tepmin npugaTaocti/ Exp. date:  11.2023
Kpaina / Market: UKR
Peecrpaniiine nocriauenns Ne: . TepMin Aii HeoBMe¥eHuit
Registration Certificate No.: LA T37 i

unlimited validity

Ne n/n Haspa ananizy Cneungixauin Pesyabrarn ananisy
Sr. No. Test name Specification Test result
Omiic Bini, xpyrni, nnocki tabnercn, 3 minieto posnaMy 3 { Bianosinac
i OAHOTO DOKY i ragesski 3 iHIOTO.
Desceription White, circular, plane tablets with break line on one Complies
side and plain on the other side.
laenTHdikauia
Irimcnipna Yac  yipuMmysanss  ocHOBHOTO  flika  na | Bianosinae
XpoMaTorpamax BHUHpoGOBYBAHOTO | CTAHNAPTHOrO
PO3UHHIS, OTPHMAHKX NPH KiNBKICHOMY BHIHAYEHHi,
Ma€ CIBNaRATH.
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 time of the principle peak
in the chromatogram obtained with standard solution.
OanopiaRicTs N030BAHMX Binnosinae sumorans, Bixnosinae
3 OHMHHNb
Uniformity of dosage units Complies with the requirements. Complies
i Po3nanaxng He Binsse 15 xa 4 %8 30 cex
Disintegration NMT 15 min 4 min 30 sec
PosuuueHus He memme 80 % (Q) raimenipuny 3a 15 xs 100 %
3 Dissolution NLT 80 % (Q) of Glimepiride in 15 min 100 %
Cynposiani gomiwxkn Homiurxa B (cynsonamia) — ue Sinswe 2,0 0,097 %
hpmsinyansol AoMimKR (kpiM GoMILUKH B) -
He Ginsine 0,5%, 0,077 %
6 Cyma nomiuiok (suxmouaroun nomiwky B) -
se Oinse 1,0%. 0,226 %
Cyma ZoMiltoK (BKTHOTHO 3 ROMILIKOIO B) -
He Bimbine 2,5% 0,323 %
/2 /
FP/0016/2] ) p/Page Ne: | v/0f 2
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Ne n/n Hazga ananity Cnenundikauia Pesyantarw ananisy
Sr. Na. Test name . Specification . Test result
Related substances Impurity B (sulphonamide): NMT 2.0 %. 0.097 %
Individual impurity (cxcept impurity B):
NMT 0.5 %. 0.077 %
Total impurities (excluding impurity B):
NMT 1.0 %. 0.226%
Total impurities (with impurity B): NMT 2.5 %, 0.323%
3anMWIKoB] KiLkoCTI opragivumix Crnpt i3onponinosuit - re Ginbe S000 prm 907 ppm
7 PO3YHHANKIB
Residual solvents Isopropyl alcohol: NMT 5000 ppm 907 ppm
8 Kinskicxe Bu3nauenns 95 % - 105 % raiMenipuay rin 3a981eHOT KITbROOT, 102,1 %
Assay 95 % — 103 % of Glimepiride of LC. 102.1%
MixpoBioneriuba ancroTa 3aransHa KiabkicTs aepoBaux MIKpOOpraHi3mMia
{TAMC) ~ 1ic 6inbuse 10 KYOrr, < JOKYQir
aranhia KinbKicTh APDEIDKOBHX | fticeHeRIX rpubia
(TYMC) - ne Binstue 102 KVO/L < 10 KYOrr
9 BincyTwicts Escherichia coli s 1 T npenapary. BigcyTus
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10® CFU/g, <10 CFU/
Total combined yeasts and moulds count (TYMC):
NMT 10° CFU/g. <10 CFU/g
Escherichia coli must be absent per | E. Absent |

BHCHOBOK: / CONCLUSION:

Hponyxr siroTonmens, YNAKOBAHO Ta IPOARAJIGBAHO IENHO 3 BAMOIaMY PreECTpanilinoro noceizueH
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinac cranaapram ta sumoras GMP. Cepradgixar Ne 009/2020/GMP
It complics with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinensia Ha BupoBHIUTEO Nixapchkix 32coBis: Cepin AB Nz 598054

Licence for medical products production: Batch AB No. 598054

Liens # 3acRinuYI0, 110 HaveAeHA BHIIE ingapratiia ¢ aocToBipHOI0 Ta ToMIGW. Lo cepiro mponysnil Gy:io Bupobnena (muovasoyy NaKyEaHHA MAPKYBAHHA) T4
PORLACHO XOHTPOIM 1T AKOCTI HE BUIICIATHAYEHI i AiALHUU] ¥ 00sHil RiAMoBinHOCT 3 BUMOraMH GMP, BeTaHOBICHUMHE Micucnun PCIYARTOPHHM OPIRHOM, 4
TEKOX BIANOBIANHO KO encupikayii, Wo MicTATbeR ¥ PeCiTpaindiHoMy nock€ 60 TOprorili Jinewsil KpRiHn-Bupobunka abo kpaing-iMnoprepa, sxtuo
NPOLYKHilC iMnopTosane, 860 y socke crieundiraniif Ha npenapat ik A0C1IIKYBANOTO JHRAPCBROTO 3acoBy. [TpoToXoTH BHPOOHKNTAA, NBKYBAHMA Ta aHaniYin
Gy0 NCPETNAHYTO T2 BCTEHOBICHO BIAROBIAHICTS GMP.

| hereby confirm that the above mention
its quality control was performed at the STonToned aboved
agcording 10 the specifications included Ythe registration dodsii
imported, or in the dossier of produdl &y ﬁ@mwﬁayw
approved in complying with GMP, o

i¢ and accurate. This batch of the product was manefacturcd (including packing/marking) and
ncordance with the requirements of GMP imposed by local regulatory authority as well as
\ the wrade licence of & manufacturer country or importing country if the product was

tyug product. The proiocols of manufacturing, packing and analyses were reviewed and

XimicWugptruy L0 Gopatopicio BKS! | Havansunxk BKS ( Ynorfuoaaxeﬂa ocoba T

Analytica st .C] b In-charge QC Head Qualified Person
Im’a/Name: Uﬁw{&«;;r!;fé_ ’SLQ._S«_&*._C) 5 ’.’; i-’CLCT'" “C?Jm(‘h ' i%ﬁ%téc’«‘é’"fﬁi’ J{.yy
MiapuclSignatiee: | Ldiress s N Tewice sy
Jara/Date; 25 o/ /oy | S g 15\\}1\ .,f,i/{ /, {;‘( / / i
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