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CEPTHOIKAT IKOCTI -
CERTIFICATE OF QUALITY
| Ha3na nponj’m'}f.:' THYPEKC®, tabnerxa o 50 mr
| Name of product: __TIUREX® tablets 50 mg
Cuna nii; - Tiapoxnopriasitny ~ 50 Mr
| Strength: Hydrochlorothiazide — 50 mg |
Cepin Ne / Batch No.: - STE3004 Po3mip ynaxosxu / Package size:  No30 (10x3)
Peccrp. Mo/ AR.No.: KFP/0584/23 Tun ypaxosxu / Pack type: Bricrep / Blister
Posmip cepil/ Bateh size: 175-000 rab/tab Aara pureTonnennn /Mfg. date:  07.2023
Kin-n__yna}cpﬁ_mc/Nu. of packs: 5833 | Tepmin npunarnocri / Exp. date: 06.2025
Kpatna / Market: UKR __ o
| Peecrpaniiiie nocriguennna Na: - S .
| Registration Certifieate No.: | :H.UAJI ~8le?,"01!03“ | *{r‘e:pmm A gq/ vah_d_m_.li},liZM.T’ZOQSI
[ Newn Hazaa ananisy Crenudikanis 'P'eaynwam aHATI3Y
'_ .Sr..'N_c'ii_ Test name | Specification o - Test result
Onug Tabnerxn GexeBoro YR CBiTIO-GEXEROrO konsopy, | Binnoeinae
KPYDH, DBOONYKIE; 3 MOAUTHEHMH UePBOHMMH
1 BKPAnneHEAMM, raznxi 3 060X cropin |
Description Beige to light beige, round, biconvex tablets, with | Complies
‘occasional red spots, plain on both sides
.I,:zeﬂ’rmhixauiﬂ: T | T |
Tinpoxsopriasun A, IH-cmextp normmamauny. AHCnepcii  sanmuky | Bimnoeinae
| GpoMiny wanmito, omepxamuli iz BHNPOGOBYBAHOrO
3pa3ka, MAe NOKA3YRATH MAKCHMYMU THISKY TPH THX
HKe JIOBXKHHAX XBUNL, IUO | U-cnextp mornunapya
Pobo30re STaHIapTHOrO apaska rizpoxnopriasugy,
TPHrOTOBARONO B TAKMX K€ YMOBaX, NONEPSIHbO
PO3THREHOTO ¥ CHNMPTI i BAIYYEHOTO BHIAPFOBaHHIM
PO3YHHY HOCYXa,
1 B. Ha xpomarorpami BUNpOOOBYBaHOTO posvnny, | Bianosinae
| onepxanif  y munpofysamsi «Kinskicne pp-. |
SHAYCHHA), YaC YTPAMYBAHHA OCHOBHOIO MTiKa Mae. |
“COIBAANATH 3 Y4COM YTPHMYBAHHA OCHOBHOTO Tiika
2 | Ha XpoMaTorpaMi posurHy NOPIBHAHKA
| Identification:
Hydrochlorothiazide: A, The IR absorption Spectrum. of a potassiom | Complies
| bromide dispersion of the residue obtained from the
Sample exhibits maxima only at the same
‘wavelengths as that of a similar preparation of |
‘| Hydrochlorothiazide working standard previously
| dissolved in alcohol and. recovered by evaporating
‘| solution to dryness
| B. In Assay, the principal peak in the chromatogram | Coitiplies
| obtained with the test solution has the same refention
| time as the principal peak in the chromatogram
obtained with the standard solution
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[N /it Haspa ananisy Creusixanis Pesynnratn ananisy
Sr. No. ) Test name __ __Specification __ Test resnit
| Posnananusz | He 6invime 15 xpanun 0 xB 24 cex
3] Disintegration NMT 15 minutes 0 min 24 sec
Pozsinnenny He wmenme 70 % (Q) Bin 3asmienol -kinbkooti '8‘8-%
THIPOXNOPTIAsHAY 324 60 XBUNHK'
4 - Dissolution NLT 70 %__(Qj of the labeled amount of Hydro- | 88 %
chlorothiazide in 60 minutes
o ep— AV<L] (L1=15,0) ] 46
5  OXWHHLD
Uniformity of dosage wiiits AVLT (L1=15.0) 4.6
Cynposizni zomimkw Benzothiadiazine related compound A — ge 6insine 0,059 %
p 1,0 %
Related substances ‘Benzothiadiazine related compound A: NMT 1.0 %. | 0.059 %
“KinskicHe BH3RaveHns Bin 950 % xo 105.0 % Bif 3aRBHEHOT KiBKOGTI 102,9%
| FApOXNOpTIasKAY B OXHIE Tabnerni
! Assay 93.0 % to 1050 % of the labeled amount of Hy- { 102.9%
- drochlorothiazide per tablet
. "Mixpaﬁionor.iqna'qncmm { 3aranpue  wpcHo aepoﬁ_m:x MIKPOOpTaHizMiB
| {TAMC) — e 6inpiue 10° KVO/L, <10 KYO/r
3arankHe YMCNO APDIIDKORHX Ta JINiCeHeBHX rpHbis
[ {TYMC) — ne 6insime 102 KVO/r | < 10KYOrr
| _Bi;uc){ﬂiicm.Escﬁ'erfchfb't::oli B-1 rnpenapary. 1 Bincytua
8 Microbiclogical purity Total aerobic microbial count (TAMCQ): |
| NMT 10° CFU/g, < 10CFUR
Total combined yeasts and moulds count (TYMC):
1 NMT 10%CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g 1 Absent

BHCHOBOK: / CONCLUSION:

fIpoayxr BHroTonNEsHo,
The product is manufac

Binrosinae cTanapTaM Ta Bumoram GMP.
It complies with-GMP standards and requiréments,

Jinen3is va srpoGunnreo NiKapeskHxX 3aco6in:
Licence for medjcal products production:

Ceptudirar Ne 009/2020/GMP
Ceritificate No, 009/2020/GMP

Cepig AB Ne 598054
Batch AB No. 598054

'FP/0584/23

YHakOBEHO Td TIPOAHANI30BaHO 3riAHO 3 BUMOraMH peecTpauiiiHoro nocsigyesns,
tured, packed and analyzed as per requirements of Registration Certificate,
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Ll nizrsepaxcyio; nio sei BHpOGHIMI craail ann . iiel cepil rororol nporykuil Synu sniffoneni v 1OBHiH nlanoni,nuncﬁ"s-numraun,- 3AIHAYCHHMH B Yituif
nactanosi 3 GMP, aavsepiokenii Minicregersom OXOPOHH 3A0poB’'s YKpaitn, | 3 BAMOraMK peecTpanifinoro nocke KpaTHU NPR3HANCHAS,

I hereby centify that all the manufacturing stages of this batch of finished prodict 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 Authotisation file of the destination country.
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