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CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY
Haspa wponyrery: THHMAKC®, Tabnerxy no 3 mr
Name of produet: GLIMAX®, tablets 3 mg
Ciyra gits Tainenipun — 3 my
Strength: Glimepiride —3 mg
Cepis Ne / Bateh No.: SGH3007 Poanmip yraxoskn / Package size:  Ne60 {10%6)
Pecerp. Ne/ AR.No.: FP/O0G2/24 Tun ynawonkn / Pack type: Bnicrep / Blister
Poamip cepii / Bateh size: 300 000 rab/tab | Hara nurorornens / Mig, date:  12.2023
Kin-n ynaiosox/ No. of packs: 5 Q00 ] Tepain npapatroet / Exp. date:  11.2026
Kpatua f Market: UKR
Peecpauiitne noceinvenns No: TePMiH Aii HeoBmexeH T
Registration Certificate No,: UA/T1974/01/02 unlimited validity
Me n/iy Hasea ahnaizy Cnenmiranis PesynuraTi ananisy
Sr. No. Test name Specification Test result
Oniic Bini, kpyrni, wrocki abneticn, 3 miniero poasianty 3 | Binnosigae
omioro 6oxy i rnagenski 3 igmoro.
; Description White, circular, plane tablets with break line on one Complies
side and plain on the other side,
Inenrrdixanis _
Tnimenipua Yac  yIpWMYBAHHY  OCHOBHOrO nika  na | Bignosinae

XPOMATOrpaMax nunpoBoByBaHoro i cranpapTHoOro
posusnis, OTpAMANE npn KibxicHOMY Bl3UAYenHi,
Mag cIiEnagaTH.

2 Identification
Glimepiride In the Assay, the retention time of the puincipal peak | Complies
in the chromatogram obtained with test solution must
match the retention time of the principal peak in the
chromatogram obtained with standard solution.

QumuopixticTs nozopanyx AVZL1 (LI=15,0) 5,5
3 OAlHULE
Uniformity of dosage units AVZSL1 (L1=15.0) 5.5
Posnapanus He Bingtoe 15 x8 4 xB 58 cex
d Disintegration Not more than 15 min 4 min 58 sec :
Posuunenus He menmme 80 % (Q) raimMenipuny 3a 15 xp 9% ’
2 Dissolution Not less than 80 % (Q) of Glimepiride in 15 min N%
Cynposiguai poMitky Hemiutka B (cynsdionamin) — 116 binnme 2,0% 0,167 %
Inpusizyamsrot nomimxe (kpin zomMitky B~
He finbme 0,5%, 0,039 %
6 Cyna pomiror (Buimouaroun AoMiKy B) -
He Gimbue 1,0%. 0,206 %
Cynma gonimox {sronouno 3 nomimxorn B)-
ne Gineue 2,5% 0373 %
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M nfn Haaea anasisy Crenudiranin PesynpraTi anamizy
Sr. No, Test name _ Specification Test result
Related substances Impurity B (sulphonamide): NMT 2.0% 0.167 %
Individual impurity (except impurity B):
NMT 0.5%, 0.039 %
Total impurities (exclnding fmpurity B):
NMT 1.0%. _ , 0.206 %
Total impurities (with impurity B): NMT. 2.5% 0.373%
Jannlekoni KIALKOCT OpraHivANK Cnnpr izonponinonuii — ve 6inbue 3 000.ppm 574 ppm
7 PO3UHHHUKIR
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm 574 ppm
Kinbxiche snapaucsy 95% — 105% raivenipuny mig 3a4BRSHOT KITBKOCT, 96,3 %
L P 95% — 105% of Glimepiride of LC, 96.3 %
Mixpobionoriuna yherora aransna KiLKicTs aepoBimx Mixpoopraninin _
{TAMC) - re Gimeure 100 KV O/, <10 KYOfr
Saransua KinexicTs ApiEROBIX 1 micenessx mpnbis
(TYMC) - ne Ginniwe 10° IV O/, <10 KY¥O/r
Bincyrnicts Escherichia coliv 1 r npenapary. Bincyrug
g Microbialogical purity Toial aerobic microbial count {TAMCY); )
NMT 10° CFU/g. <10 Cru/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g, <10 CFU/g
Escherichia coli must be absent per 1 g, Absent

BHCHOBOK: / CONCLUSION:

Tlpoayicr surorosneno,

The product is manulactured, packed and amalyzed as per requirements of Registration Certificate.

Binneniaac cranagpras T2 iisioray GMP.
It complies with GMP standards and requirements.

Jliuensin na BupoGHInTBO NiKApCHKIX 326061s:
Licence for medical products production:

Huar niarsepmsyio, mo poi BIpOG,
HacTasoni 3 GMP, saraepioreniig

I hereby cenify that all the maif &y, uﬁﬁ\;ysgg' I‘%&S%Mh
Minisiry of ltealth of Ukwine alfvith the requifements of the Mht

Cepradirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

ing Authorisation file of the destination COUNrY.

YIKOBAHO TA HPOAHANIZOBAHO 3TIRHO 3 BUMOraMu peecTpaniiinoro noceigtenys.

s (QBOT npoaymuii Symy axitieneni v osnitt nixnosimoet 3 BHMOTaMH, 3aIHAHEHHMH B HiIH
ieTepeTBan oxoponn 339 RS Vkpaintss, 3 BuMOravi pecerpauifior ocse KPanlil npu3nayens.
4! :

Tiished product have been carded out in fll compliance with the GMP requirements of the

Kimix-ananitux Aas. naboparopieo BICT | Havansnmk BIGI Vnosuosaxena ocoba
Analytical Chemist | OC Lab In-charge QC Head .| Qualified Person
3 - b a - !
In’s/Name: Ot ST é: fritoms peasca B F('\('F)V: \&.{mg[[,\ _%d’ﬁ:,-ca/&éo’-ﬁ&/ ‘// ,
[Miamic/Signature: /‘%__ "/'_F}ug) _ m1\,“2j ‘?@W Wﬁ/
/Dot 7 } 4
Jata/Date: 00 o S 28 S/ 2 oF[er]>y 22 o fus
FP/0062/24 Crop./Page No: 2 3fof 2
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TOBAPHCTBO 3 OBMEXEHOIO BIIITORIIANBHICTIO

«TJIERDAPM JITI»

BYJ. JlaBunoscekoro Ipuropis, 54, . Cymu, 40020

CEPTHDIKAT FKOCTI
CERTIFICATE OF QUALITY

Hassa NPOAYKTY:

TIHMAKC®, ratuericn o 3 ar

Name of produet; GLIMAX®, tablets 3 mg

Cuna pit: Codssenipin — 3 s

Strength; Glimepiride =3 mg _

Cepint Xt / Balch No.: GH3001UA f:i:;ﬂ yroeomatl 60 (10x6)
Pecrp. M/ ARNo.: GP/FP/0373/25 & i meal Bhictep / Blister
Parwip cepit/ Batch size: 4 851 yipacks ’\11';1 oommmsal o5 o005

Kpatia £ Market: UXR Tepstitt npsiaaritocri/ 04.2028

Exp. date:

Pecerpaniitie noesinyenis N
Registration Certificute No.:

UA/L1974/01/02

TEPMIN A HeoByemeHui
uniimited validity

Jlinewsist #a mstpoBusinruo Nixg PCLENYX 1acofin:
icence for medieal products production:

G nosepy, vix 26.09.2023 POKY
without number, from 26.09.2023

N/t Huaga arranisy Crennrdisais PesyanTaTic aHanizy
St. No, Test name Specifiention Test result
Ouie Bia, kpyrai, waock] vaGaeTrn, 3 siuicio posmamy 3 Bianosigae
vinore foxy 1 taanenbid 3 inmoro,
Deseription White, circular, plane 1ablets with break line on Complies
ore side and plain on the olher sido.
Inenrubicagin I
Fhivenipun e VIDIRMYRAAS  OCHOBHOrO  mixa 1a | Bianosinae
SPOMETOTRAMAN minpoGoByBatoro i eransapTioro
poIiNHIE,  oYpHMAHNX npi xinekicronmy
sy, Mac cnirnaaam,
2 Identification
Glimepiride In e Adsay, the retention time of fhe principal peak | Complies
in the chromatogram obkained with tege solution
musl muich the retention time of the principal peak
in the chrematogram obtained veith standard
solulinn,
Onnopinnicrs nozonaix AV L (LI=13,0) 3.6
3 GHTHITT
Uniformity of dosage units AVE L (LL=15.0) 3.6
Posnaaanus He Glinte 15 xu 5xi3cex
4 {5 . . ot -
Disintcgration Not more than 15 min 3 min 3 sec :
Postunenny He snsine 80 % {Q) raivenipiay 3a 15 xa 93 %, ‘
T+ Dissolution + Nonless than 80 % () of Glimepiride in 15 min (AR !
S e e e . T wn . = . T . |
) CUVNpOBIe 0MiK baesigsa B (eyabdouamial - ve 6ixame 2.0 5 R NECE
i 1 hneaiavantino somimen {(8pis aominnas B) -
. [ ae Biasue 0.5%, 0,046 %
T S Cyvaa nostiwor {snsmer oty aoninrky BY -
! ; . it BEee 1.0%, 0.244 %
f i CyHa MoK (ZIGHOMHO 3 Noainkeln B) -~
i He GLaswe 2,3% 3,403 %

GPFPA37305
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TOBAPHUCTBO 3 OBMEXEHOIO BIITIOBIDAJILHICTIO
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Cladpharm

«TIIEADAPM JITO»

Byn. daruposcrioro I prropis, 54, M. Cymu, 40020

Nen/nt Hasga anasisy Crenudiranin PeayantaTi ananizy
Sr. No. Test name Speeification Test result
Related substances Impurity B (sulphonamide): NMT 2.0 %. 0.159 %
Indjvidual impurity (except impurity B):
NMT 0.5 %. 0.046 %
Total impurities (excluding Impurity B):
NMT 1.0 %. 0.244 %
Total impurities (with impurity B): NMT 2.5 %, 0.403 %
3anmuroni kinvicocti oprauitisx | Cnupr 3onponincsni — e Ginbure 5000 ppm 304 ppm
7 Po3uKin
Organic residual solvents Tsopropyl aleohol: NMT 5000 ppm 304 ppm
Kinsxictie nnanavenny 93 % - [05 % ruivenipuny Bin 3a55ICHOT KUTEROCTL 973 %
b Assay 95 % — 105 %% of Glimepirids of L.C, 973%
MikpoGionoriuna unerora 3aransia kLRSS acpaBing Mikpoopraizais
(TAMC) — ke Sinsiue 10° KV O/, <10 KYOrr
Jarwibea winbkiors mpbwmwosnx | maieenerix
1padis (TYMC) ~ ue Gimstse 102 KV O/ <10 ICVO/r
Bincyruiets Escherichia cofi s | ¢ npenapary., Bincyrua
7 Microbiological purity Tafal acrobic microbial count (TAMC):
NMT 10° Cr¥UYg. <10 CFU/g
Totnl combined yeasts and moulds count (TYMC):
NMT 102 CFUFg, <10 CFulg
Lscherieliia coli must be absent perlg, Absent

JAABATIPO CEPTHUGIICALITO:

Ll ninrsepaxyro, tio nej BIpodkmt cra)ii ans wiel cepiy rotonot npoaykuii Syni saificreni 8 noeaiif sixnosiguocti 3

BHMOTaMiL, 3A3HEMCHRMH B S HacTanaD] 3

peecTpaniiinoro aocse Kpuiln npusnagenng,

[hereby certify that all the manefacluring stages of this batc

the GMP requirements of the Ministry ol health of Ukraine

destination country.

GMP, sarsepamenii

"RAIEARAPY

AT

{aarsgicainling g

xos 20075591

C axiven BRS

jiwuumrlm BKA ' Haswa e B33

MinictepeTeon oxoponst 310POB™s Ykpainy, i 3 pusoray

h of finished product have been carried ouf in full compliance with
and with the requirements of the Marketing Authorisation fite of the

¥HOBHOBAREH:S 0c0dg

L ' OC Officer F0OC Hend QA Head : Qualified Person o

i; FUE / Full Name: ; ‘i;y‘%‘w&c:h 1.6 !C_’?Mmﬁj_dw-f:é %MPMGO de @a/(_(_(ﬁé% (/;\;67
; Tixnse ! Sisnature: B T ':f‘(:’;u.d_, %;?'7\/ = //’_

| Hata/ Dare: Sice e oy /..::.ﬂf«i‘{‘ Of1O% as™ O0E25

GPEPD373:23
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TOBAPHCTBO 3 OBMEXEHOIO BIATIOBIAAJIBHICTION ¢
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«TIETOAPM JITI “\ Il
nyi1. Jlapugoscskoro I'prropis, 54, M. Cymu, 40020 e

CEPTUGIKAT SKOCTI
CERTIFICATE OF QUALITY
Ha3spa npoaykry: I TUMAKC®, TabaeTku 1o 3 Mr
Name of product: GLIMAX®, tablets 3 mg
Cuana gt Faimerdput — 3 M
Strength:, Glimepiride - 3 mg
- ; s Mip YIIAKOBKY .
Cepist No / Batch No.: GH5003UA Posyip ynakos il Mo60 (10x6)
Package size:
- s e & n Ut . ;
Pecctp. No/ AR.No.: GP/EPI0437/25 Tt yimarcos Bricrep / Blister
L Pack type:
. i T 0 a
Posmip cepii/ Batch size: 4 920 yn/packs Hara supoGrnursa / 06.2025
Mfy. date:
. Tepui ATHOCTI =
Kpaiua / Market: UKR pMid BPRAATHOCTI /5 708
Exp. date:
Pecerpauiiine nocsinueuns Ne: i TepMin AiT HeobMeKeH it
“Thau B UA/11974/01/02 PRIBH
Registration Certificate No.: unlimited validity
Jlineysis g BHPOOHHIITBO JIKAPCHKRIIX 32€00iB: e3 nomepy, Bix 26.09.2023 pory
Licence for medical products production: without number, from 26.09.2023
Ne n/u Hazsa anasisy Cneumbika uist PesysabTaTi anaizy
Sr. No. Test name Specification Test result
Onc Bini, kpyrai, n10cki TabneTky, 3 AiHiCio ponamy 3 Bianosizac
o000 GOKy | raagensi 3 inoro.
Description White, circular, plane tablets with break line on Complics
one side and plain on the other side.
Liewridirauis
[atmenipua Uac  yIpHMYBaHHA  OCHOBHOTO  nixa e Bianosinac
XpomaTorpamax sHIpoGoByBaHOro [ CTaHAAPTHOTO
pO3uNHiB,  OTpUManMx  TIPH  KifbKicHOMY
BUIHAYEHIIE, MAC CTIIRIANATH.
9 Identification
Glimepiride In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with test solution
must match the retention time of the principal peak
in the chromatogram obtained with standard
solution.
QnHOPULRICT O30BAHHX AV LY (LI=150) 4,2
OAMHUL

3 1
Uniformity of dosage units AVZ L1 (L1=15.0) 4.2
PosnajianHa He Ginwiue 15 x8 3 xB 35 cex

&

4 - ; . g ot vk
Disintegration Not more than 15 min 3 min 35 sec
Po3zunnenHs He amentue 80 % (Q) raimenipuay 38 15 Xo 87 % (S2)
Dissolution Not less than 80 % (Q) of Glimepiride in 15 mm 87 % (S2)
CynpoBi ki JOMilKH Tomimka B (cyasgonamin) ~ ne Ginswe 2,0 % 0,154 %

InuBiayansroT AoMitkh (kpiv AoMinKl B) -

ne Binbive 0,5%, 0.028 %
6 Cyaa foMiwoK (BUKAIOHAI0UH JOMILIKY B) -~

we Olewe 1,0%. 0,113 %

Cyma qoMiloK (BKIFOYHO 3 Jomiuxoio B) -

e Binbe 2,5% 0,267 %

GP/FP/0437/25

Crop./Page Ne: 1 3/0f 2




TOBAPHUCTBO 3 OBMEXEHOIO BIATIOBIIAJILHICTE)
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Ne ni/n

Hassa auanisy Creuudirawin PesyasTaty ananizy
_8r. No. Test pame Specification Test result
Related substances “Impurity B (sulphonamide): NMT 2.0 %. 0.154 %
Individual impurity (sxcept impurity B):
NMT 0.5 %. 0.028 %
Total impurities (excluding impurity B):
NMT 1.0 %. 0.113%
Total impurities (with impurity By: NMT 2.5 %. 0.267 %
Sasuuikosi KiabkoeTi opranivaux | Cnupr izonponiaonsit — we dibwe 5000 ppm 526 ppm
POIUHHHNKIR
7
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm 526 ppm
Kinbricue siuznavenns 95 % - 105 % raimenipuay Biy swisaenol kibkocti. | 95,9 %
3 Assay 95 % - 103 % of Glimepiride of LC, 95.9 %
MikpoGionoriuna qicrora 3aranbHa KiTbKiCTh aepoSHIX MIKpOOPraHizmin
(TAMC) - e Ginbue 10° KYON, <10 KYO/r
3aranena  KDTbKICTS  IpDKIKOBHX 1 IticeHeBuX
rpubiB (TYMC) — ne Ginsue 102 KYO/. <10 KYO/r
Bizeyruicrs Escherichia cofi 8 1 r npenapary. Bincyrus
2 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10* CFU/g. <10 CFU/ig
Total combined yeasts and moulds count (I'YMC):
NMT 10* CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g, Absent

3ASBA TTIPO CEPTU®MIKALILIO:

LM niarsepayio, wio sei BupoGunyi crauil 414 wiel cepii vorosol npoaykuil Syaw saificHeni B noBHil pianosizHocti 3
BHMOTAMHU, 3a3HAUCHMMIY B WM HBIH vacTanori 3 GMP, 3aTBepkeniit MinicrepeTaom oXoponu 310pos’s Vipaiuy, i 3 suvoramu

PEECTPALITHOrO IOCHE KPalHW NPH3HAYCHHS,

I hereby certity that all the manufacturing stages of this batch of finished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the

destination country.

Ddaxiseus BKSI Hanansnuk BKS Havansunk B34 YiogHopaena ocoda
QC Officer T QC Head QA Head Qualified Person
I5/F ] . . ~; G ~7 e D) . ARD, o
HIB / Full Name: Bywnsects 1.0, (Guecwennas [Pocto MO.| [oSuista 1007
» )
[Tianue / Signature: P e i Crend. (679\ s . /}/ 7
Al eI Lol Movas™ | =xa/0weE

GP/FP/0437/25
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