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CEPTHDIKAT IKOCTI
CERTIFICATE OF QUALITY
Ha3na nponyxry: THYPEKC®, TabneTxa mo 50 mr
Name of product: TIUREX®, tablets 50 inp
Cuna aii: - Tiapoxnopriasiny — 50 mr
Strength: Hydrochlorothiazide — 50 mg
Cepis N2 / Batch No.: STE3004 Poamip ynaxoskn / Package size:  No30 (10x3)
Pecerp, Me/ AR.No.: FP/Q584/23 Tun ynakonxu / Pack type: Bricrep / Blister
Posmip cepil/ Batch size: 175 000 ra6/tab Rara surotomyiennn / Mfg, date:  07.2023
Ki:pn_yna)con_qx /No. of packs: 5 833 Tepmln npunarnoeri/ Exp. date:  06.2025
Kpatna / Market: UKR
Peectpauiiiine nocsinyenns Nov A .
Registration Certificate No.: | vAan $f87/01!03 TEPMIH Rii go / valid to 10,12.2025
FNQ m/n Hazna ananizy Criestudiwanis PezyneraTn anamisy
Sr. Nd, Test name Specification ) ____Test result
.Omag Tabnein Gexeporo 4M CBiTNO-GEMEROrD konsopy, | Binuosinae
KpYDHi, IBOOWYKIN, 3 MOAUTHBEMY YEPROHHMMH
1 BKPANICHEAMH, TraiKi 3 060X cTopin
Description Beige to light beige, round, biconvex tablets, with | Complies

occasional red spots, plain on both sides

Imerrudiranis:
Tinpoxnropriasun A, IY-cextp normuuauny. apcnepeiil  sanmmuky | Bimnosinae
GpoMizy wanmito, omepsamaf iz Bunpofosysakoro
SPa3Ka, MAE NOKAZYBATH MAKCHMYMM TiNBKH TP TUX
#e JOBKHHAX XBHAL, WO j T-crextp nornusanHa
pobowore cranmaprHore spaika Tinpoxnoptiasugy,
FPHIOTOBRHOIC B TAKHX JK& YMOBAX, TOTEpSIHBO
POIHREHOTO Y CHMPTI | BRIYYEHOTO BHIAPIOBANKIM
po3uHHY nocyxa.

B. Ha xpomarorpami BuNpoSosyBanory posummy, Binnosinae
onepxaniit y punpoSymamsi  «Kimskicne nu-
SHATCHHNY, YAC YTPUMYBAHHA OCHOBHOIO Mika Mae
CIHBMANATH 3 YACOM YTPHMYBAHMA OCHOBHOTO: Trika
2 Ha XpoMATOTpaMi posyREY nopisnanna

Identification:
‘Hydrochlorothiazide A. The IR absorption Spectrum of a potassium | 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
solition to dryness

B. In Assay, the principal peak in the chromatogram Complies
| obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution J
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Ne r/ne Haspa anaiisy Crenntpisanin Pesynprary ananisy
Sr. No. Test name ) Specification Test result
Posnananusg He Ginvie 15 xnunny 0 xB 24 cex
A Disintegration NMT 15 minutes 0 min 24 sec
Postivnenas He wenme 70 % (Q) min sasmienol xinbkocti | 88-%
rinpoxnopriazeny 3a 60 XpunHE'
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 88 %
chlorothiazide in 60 minutes
OmnopianicTs nozcsaimgx. AV<L] (L1=15,0) 4,6
5 | OIMHHEE
Uniformity of dosage uiiits AV<L] (L1=15.0) 4.6
Cynporigni goMimkn Benzothiadiazine related campound A - pe Binsine 0,059 %
p 1,0%
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.059 %
"KinsxicHe Bm3uayenns Bin 95,0 % mo 1050 % pin 3aseienoi Kinpxocti | 102,9 %
rinpoxnopriasuay B oxsiif rabrerni
T | Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 102.9 %
drochlorothiazide per tablet
| MixpoBionoriuna wrcrora | SaranpHe  wHcKo  aepobumx Mixpeoprakizmip
(TAMC) — ne Ginsue 10° KVO/T, <10 KYO/r
Jaraneye yucno ,upixcmonux_ Ta Ninicenensx rpudis
(TYMC) — re 6inbue 102 KYO/r < 10 KYO/r
Bincyrnicts Escherichia colis 1 r npenapary, Bincyrua
8| Microbiological purity Total aerobic microbial count (TAMO):
NMT 10*CFU/g. <10 CFU/g
Total combined yeasts.and moulds count (TYMC):
NMT 102 CFU/g, <10 CFU/g
Escherichia coli must be absent per 1 g Absent
BUCHOBOK: / CONCLUSION:
TIpoaykT BUrOTOBIEHO, YIAKOBAHO TA DPOananizoBayy sriAH0 3 BHMOTaMH peecTpaniiiHoro nocpinyenna.

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

Binrosinae crannapram Ta sumoram GMP.
It complies with GMP standards and fegquirements,

Jlinen3is va BHPOGHANTBO MiKAPCHKAX 3aC06TR:
Licence for medical products production:

Cepradikat Ne 009/2020/GMP
Certificate No, 009/2020/GMP

Cepis AB Ne 598054
Batch AR No, 598054
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Hin nigrsepascyso, o el BrpoGummi cranl A uist cey
racranosi 3 GMP, amseprkeniii Minicregcraom oxopon

I hereby centify that all the manufacturing stages of this batch of finished product have been carried out in full

Minisiry of health of Ukraine and with the requirements of the Marketing Avthorisation Tile of the destination country.

laeirasinant sy
#on 33525927
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it roTodl npomyxuil Synu saitcneni B mosniit slanopinuocTi 3 BHMOFaMH, 303HAYEHAMN B ulmHii
M 30poB’s Yipalitn, |3 BEMOTAMA PeECTPALINNOTO ROSKE KpaTAY NpH3IALCHRS.

compliance with the GMP requireinents of the

XiMix-asaniTag ZEim:. naboparopiero BIA Hauanphax BKA YrosroBax)eHa 0coba
Analytical Chemist ¥ QC Lab In-charge QC Head Qualified Person _
Im? . " ' 7 !
wa/Name Bt 0. [Sroneses 73 0o gonluimoy | Fspecksarod
Mianuc/$ignature: ({37 ‘JC‘ e %\é}l g‘f@ les C’dfc’ftg%
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Aara/Date: orfog] 1) Sl o wal2 4 {/93 Af—%/
7 7 / 7
FP/0584/23

Crop./Page Ne: 3 3/of 3




