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CEPTHOUKAT KAYECTBA
CERTIFICATE OF QUALITY

Haspauue mpopyxra: ITTIOTA30H®, Tabneticn no 15 mr, Na28 (142} y 6nicrepax

Name of product: GLUTAZONE®, tablets

15 mg No.28 (14%2) in blisters

Per, No: / A.R.No.: FP/0993/20

Pasmep cepun: / Batch size: 300 000 ta6n /tabl.

Cepnu No: / Batch No.; SGCK001

Kosnuectro ynaxonsox: / Number of packs: 10 714

aTa w3roTosNennga: / Mfg, date: 11.2020

Cpoxk roanocry: / Exp. date: 10.2023

Perucrpauuonnoe cennerenncrae Ne UA/ 1871/01/01, TepMin nii Heobmemeruil
Registration certificate No. UA/1187 1/01/01, unlirnited validity

Ne w/m Hapanmerpr Crneundruxanun Pesynnrars
Sr. No. Tests Specifications Observations
1 Onuic Bini, xpyrai, nnockd Tabnerkn 3 THCHeHHAM Bianosinae
«K» 3 onHoro Goky Ta rmafemski 3 {muroro
Goky.
Description White, round, flat tablets with ‘K’ embossed Complies
on one side and plain on the other side
2 Inentudixauia Hacu yIpumyBam#s OCHOBHOTO mika Ha | Bimnosigae
XpoMaTOrpaMax BUNPoOyBaHOre posumny |
CT2HAGPTHOTO [O3IMHY, OTPHMAHHX [pH
KiNBKICHOMY BH3HATCHHI, MAIOTE CTHBITANATH.
Identification In ‘the Assay, the principal peak in the Complies
chromatogram obtained with the test solution
has the same retention time as the principal
peak in the chromatogram obtained with the
standard solutien,
3 Cepennn maca 80,0 Mr+5,0% 80,1 mr
Average weight 80.0mg+35.0% 80.1 mg
4 Posnanatns He Ginsue 15 xs. 4 xe 31 cex
Disintegration NMT 15 min. 4 min 3] sec
5 OnwopiaxicTs nojoBaHmx Binnoginac Bamoram. Binnopinae
OAHHALD
Uniformity of dosage units Complies with the requirements. Complies
6 Po3uunernms : He mennre 75 % (Q) 3a 30 x=, 89 %
Dissolution NLT 75 % (Q) in 30 min. 89 %
7F Cynposiasi noniumku Bynp-axa opusmuna moMinmka: He Ginswe
0,2 %. 0,111%
Cyma nomimok: se Gineme 0,6 %. 0312%
Related substances Any individual impurity: NMT 0.2 %, 0,111 %
Total impurities: NMT 0.6 %. 0.3i12%
FP/0993/20 Crpanniga Ne; | 13 2
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3aranpHa KNeKICTL APDRAXOBHX | IDICEHEBIX
rpubis (TYMC) - we 6imme ] 02 KYO/r,

Ne ni/n ITapasmeTpnr Creunguranns Pesynbrarm
Sr. No, Tests Specifications Observations
8 Kinskicke BH3HAYCHNT 95,0-105,0 % Bin 3aaeaeROT KinbKOCTI 95,7 %
Assay 95.0 % 10 105.0 % of labeled claim 95.7 %
9 3anuinkosi KinnkocTi opra- 2-ipomasion ~ xe Giasme 5000 ppm 43 ppm
HIYHHX POTIHHHMKIB
Residual solvents 2-propanol: NMT 5000 ppm 43 ppm
10 Mixpobionoriuna wncrora 3aransHa XiTbxicTh sepobHix MiXpooprasimmis
(TAMC) - se Bianie 10° KVO/r, merne 50 KYOQ/r

merue 10 KYO/r

Bincytaicrs Escherichia coli 5 1 r npenapary. Escherichia coli - sincyTra
slr
Microbiological purity Total acrabic microbial count (TAMC):;
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count
(TYMC): NMT 1(? CFU/g. <10 CFU/g

Escherichia coli must be absent per 1 g.

Escherichia coli is absent per
lg

3AKJMIOMEHHE: npoxykr NPOM3BCACH, YNAKORAH H MPOTECTHPOREH B COOTBETCTEHE ¢ TpcBOBAHKAMH PETHCTPAIHOHHOLO
CBRACTENLCTRA. OTBeyaeT TReGobanmam u crannapramM 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 réquirements. Certificate No. 009/2020/GMP

JInuensua Ha opOH3BOACTEG NEKAPCTBEHHEIX CpeCTs: Cepun AB N> 593054

Licence for medical products produiction: Batch AB No. 598054

XHMHK-3BANUTHE au. Bavamerika OKK Havansmux OKK YnonnoMouelHoe IHI0
Analyst "Deputy QC Head ! OC Head Qualified Person
-Fms/Name: Tiobokoyiawn . (?;luoﬁ_@_um T, PQ%‘}’M ‘Cﬂmn{l %&t@gm 64[’,
v

Hoammes/Signature;

.—-J;lc: (LLeJ 3

L4 foto”

JHata/Date:

=
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