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CERTIFICATE OF QUALITY
”Ha?'.Ba npnqj*kf}r: T I }IHMM{C@, TabneTkn no 3 Mr
Name of product: GLIMAX®, fablets 3 mg
Cina giv: Faimenipun ~ 3 mr
Stréngih: Glimepiride —3 myg _
Cepin N2 / Batch No.: SGH3006 Posmip ynaxonkn / Package size:  Ne30 (10%3)
Pecerp, Ne/ A.R.Ne.: FP/0893/23 THn ynaxosis / Pack type: Enicrep / Blister
| Posmip cepif / Batch size: 300 000 tab/tab HAara purotosnenyn / Mfp, date:  11.2023
{ Kin-te ynakonok / No. of packs: 10 000 Tepmin npuaarnocri / Exp. date: 10.2026
Kpaina / Market: UKR
Peeerpaniiine nocninuenns No; TEPMIH Ail ReoOMexeRui
i Registration Certificate No.: U‘M_I 1974/01/02 unlimited validity
" C Ne n/n Ha3sga ananisy Crenudixanis PesyapraTn aganisy
| Sr. No. Test name ‘ Specification Test result N
Onye Buni, kpyrnd, mwiocki TabneTky, 3 ninicto posnaamy 3 | Bianosigae
OLHOIC GOKY i rMiaheHbii 3 IHIIOro,
. Description White, circular, plane tablets with break line on one Complies
side and plain on the other side. |
Lnenrudixanis ]
I'mimenipug Hac  yIpumysauns  ocmoBuoro | mika  .ma Bianoeipae
XpOMaTOrpaMax BUNpoGOBYBAHOIO i CPAMBADPTHOTO
PO3YHHIB, OTPRMAaHUX NPH KiNbKiCHOMY BH3HauenHi,
) ~Mae criBnazaTy,
2| Identification.
Glimepiride | In the Assay, the retention time of the principal peak | Complies
| i the chromiatogram obtained with test sclution must
match the retention time of the principal peak in the
chromatogram obiained with standard solution.
T p— AV< LI (L1=15,0) | .6
3 ORHHHIG
{ Uniformity of dosage units AVELY (L1=15.0) 1.6
Posnananaus ) He &inwine IIS X8 | | | 5 xB i{} cek
4 Disintegration ‘Not more than 15 min S min 10 sec
Posunnenna " [ He menine 80 % (Q) miménip'n;.{yéa 15 xB - 84 % (S2)
> Dissolution Not less than 80 % {Q) of Glimepiride in 15 min 84 % (S2)
CynpoBiani noMIIKg jj;nmimr{a B (cymndonamin) — ve Ginpure '.2',0% 0,158 %
IenusinyanbHotl NOMIKE (Kpim noMitky B) —
ne Ginsure 0,5%, 3,034 %
5 Cyma nominiox (Mxmodarsy JAoMilky B) —
He Ounsine 1,0%, B 0,157 %
-CyMa 1IoMIlI0K (BXTI0YHO 3 JOMIITKOIO B)— N
‘He Oipie.2 5% 0,315%
- Cﬁ'ﬁp.fPage Ne: [ .3/of 2
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- It complies with GMP standards and requirements.

- JliteHsist Ha BuPpOBHUNTEO JNiKapCLKUX 3acofip;
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Ex Hasga auémia'y' Crenndixauis PesyanTar ananisy
Sr. No. Test name Specification ___ Testyesult
Related substances Impurity B (sulphonamide): NMT 2.0% 0.158.%
Individual impurity (except impurity B):
NMT 0.5%, 0.034 %
1 Total impurities (excluding impurity B):
NMT 1.0%. | 10.157 %
Total impurities (with impuiity B): NMT 2.5% 0.315%
3aNRIKOB] KINTBKOCT] Opréh;'f.ll.Hﬁﬁ- Crupr isonponiﬂbnn_ii ~ #g Ginpaie 5000 ppm * 342 ppm
7 PO3YHHHHKIB
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm. 542 ppm
Kinekicue BuzHanenns -” 95% — 105% rnimenipugy Big 3aﬂﬂnéﬁ0-'1' ﬁijfbi{hcﬂ“i. .9?,3 %
8 Assay 95% —105% of Glimepiride of LC. 973 %
Mikpﬂﬁiuﬂariqﬁa YHCTOTA 3araneha KUIsKicTh acpoGHuX Mikpoopranismis )
{TAMC) ~ xe 6inpie 10° KVO/T. <10 KYO/r
Jaranbha KUIBKICTS APIAUOKOBHX i TLAICEeHEBUX Ipubis
{TYMC) — ne Ginsie 102 KYO/hr, 1 <10 KYOfr
Buacyruicts Escherichia coli B 1 1 fipenapaty. BigcyTha
? -Miﬂi‘ﬂb’iblbgiéﬁ} purity Total aerobic microbial count (TAMCY); |
NMT 10° CFU/g, - 1-<10 CFU/g
Total combined yeasts and moulds count (TYMO): |
NMT 10 CFU/g, <10 CFU/g
Escherichia coli must be absent per 1 g, 1 Absent

BHCHORBROK: / CONCLUSION:

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

Ceprudsiccar Xe 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AR No. 598054

Binnopinae cranmapram ta sumoram GMP.

Licence for medical products production:

{IponyxkT BUroTOBACHO, YIIAKORAHO TA TPOAHATIZOBAHO 3I1AHO 3 BUMOTaMi peECTPALTHOTO TIOCBI GUEHHS.

LM rigrsepmicyso, o pei BUPOOHIUI eTagf ang ieT cepii FoTosof npoyiii Gynu aaiticren s nopwis BiITORIAHOGH 3 BHMOTAME, 383 HAYSHHMI B i
BacTan0Bi 3 GMP, satsepmuenii Minicrepersom OXOPOHH 320p08’s YxpaiiH, i 3 BUMOraMIt PEECTPALGHHOTO 10CLE KpaitH NpHIHAYCIHS,

the Marketing Authorisation file of the destinatioii country,
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I hereby certify that all the manufacty Iring.s y
Ministry of healil: of Ukraine and Wi e gﬁiﬁ@ﬁﬁ
Y
/oy

tis batch of finished product have been carried out in full compliance with the GMP requirements of the
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