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CERTIFICATE OF QUALITY
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Haieanue npogyxra: TJIIOTA3OH®, ratnerxi o 45 Mr, Ne28 (142} y bnicrepax
Name of product: GLUTAZONEQ, tablets 45 mg No,28( 14x2) in blisters .
Per. Ne: / A R.No.: FP/1002/20 Pasmep cepun: / Batch slze; 100 000 rabur /tabl.
Cepnga Ne: / Batch No.: SGEK001 Konugectro ynaxenox: / Number of packs; 3 571
JaTa wsrorosaeusa: / Mfg. date: 11.2020, Cpoxroguaers: / Exp. date: 10,2023
Perncrpannonnoe centerennerso Noe UA/] 1871/01/03, repmin aii neobmexenui
Registration certificate No. UA/11871/01/03, unlimited validity
Ne /n MapameTpri Creundrxa e Pesyabrari
Sr. No. Tests Specifications Observations
1 Onue Bini, kpyrni, meoomyxni Taéierxu, raanens 3 Bignoriziae®
abox Goxin
Description White, round, biconvex-tablets, plaitt ‘on both | Complies
sides.
2 Lacutudiixanis HacH yrpuMyBanus OCHOBROTO Tika Ha | Bianosiase
XpomaTorpamax BNpobysaHore posummy |
CTAHTAPTHOrD  POSYHHY, OTPUMEHMX. TIPH
KinbKiCHOMY BHIHAYEHRI, MAITE CHIBHANATH.
dentification In the Assay, the principa] pesk in the Complies
Chromatogram obtained with the test solution
has the ‘same rctontion time a5 the principal
peak in the chrématogram obiained with- the
| standard solution,
3 ‘Cepeans Maca 240,0 mr £50 % 2414 mr
Average weight 2400 g+ 5.0 % 2414 ing
4 Posnamauns He 6umwe 15 xa. 7Tx8 3 cex
Disintegration NMT 15 min. 7 niin' 3 seg.
s OnnopimiicTs AozoBanMx Binncreinae Bimoranm, Bijnoninae
OnHEHLE
Uniformity of dogé'gg units Complies with the reguiremerits, Complies
6 Posuauuenya ; ‘He mene 75 % (Q) 3230 xa. 92 %
Dissolution NLT 75 % (Q) in 30 min. 92 %
T Cynposinni qoMimrky Bynp-ika omminMana foMiurca: He Ginsme )
0,2 %. 0,050 %
-Cyma nomimox: He Gimnnre 0;6 %.. 0.239%
Related substances Any individual impuirity: NMT 0.2 Y. 0,050-%
Total impurities: NMT 0.6 %. 0.239 % |
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Ne n/n Tlapamerpu Cnensguxanus PesyanTaTs
Sr. No. Tests __ Specifications Observations
8 Kinuricre uanauenws 95,0-105,0 % pix sasmnenol KiLKOCT] 973 %
Assay 95.0 %10 105.0 %.of labeled claim 97.3 %
9 3anuurkosi xinexocti opra- 2-mpomanoa - ke Giabure 5000 ppm 51 ppm
HIYHUX PO3UHMHHUKIB
Residual solvents 2-propanol: NMT 5000 ppm 31 ppm
10 Mixpobionoriana yucrora | 3aramua xinkkicts aepOBHUX MIXpOOpraHiIMis
{TAMC) - ne 6inve 10°KVO/r. Menmie 50 KYO/r

3aranesa kinexicTs ApERIDKOBHX i TItiCeRenHX
rpubis (TYMC) - ne 6inbme 102 KYO/r.
Bincytricr, Escherichia colin t r npenapary.

menme 10 KYO/r
Escherichia coli - zincyrim

Bir
Microbiological purity Total aerobic microbial count (TAMC):
NMT 1¢® CFU/g. <50 CFU/g
Total comhined yeasts and moulds count
{TYMC): NMT 10? CFU/g, | <10 CFU/g
Escherichia coli must be absent per 1 g. Escherichia coli is absent per
» 1g

3AK.]IIO‘IEHH_E: NPOAYKT UPOHIBENCH, YNAKOBAK W NNOTECTHPORAH B COOTEETCTBHY C TPeGOBAHMSMH PErHCTIPANHOHHOrO
CBINCTSILCTRA. Qsmaﬂ‘mcﬁopannm ¥ cTaagpras GMP. Ceprudunar Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registmtion Certificate requirements, Tt complies
with GMP standards and requirements. Certificate No. 009/2020/GMP

Jsuensut ua IpoH3BOACTSO JICKBPCTBEHHRIK CPEICTH: Cepun AB Ne 598054

Licence for medical products production: Batch AR Ne, 598054
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/3am. navansuprxa OKK
F Deputy QC Head

- ¥ionnoMoueHHop mio
Qualifiéd Person

Havamunx OKK

F XHMEK-2HATHTHK
QC -Head

Analyst

Hus/Name: Jpborowkon B c.%(i@.fofuz;_u...c i

Paﬂw e ﬁ&um@fa

HORHKCBIfSign'anue:. 1 :' Cl':f .RVE'-‘,__ L}\\v _ 4
Para/Dite: 22 f1zfag 241 fro aslizlae | oBfrasip
FP/1002/20 Crpaunua Ne: 2 113 2
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