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onepxanit y sunpoGysammi «Kinbkice  Bu-
AHAYCHHAY, YAC. YTPUMYBAHHs OCHOBHOTO Tika Mae
‘cniBnafaTH 3 HacoM. yTPHMYBAHHA OCHOBHOTO rika
‘Ha XpOMATOrpamMi posunHy NOPiBHAHHA

A. The IR absorption spectrum of a potassium
bromide dispersion of the residue obtained from the
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CEPTUMIKAT AKOCTI
CERTIFICATE OF QUALITY
Hazea nponyxry: THUYPEKC®, TabneTxy 116 50 MI* )
Name of product: TIUREX ®, tablets 50 mg
Cuna ail: IgpoxiaopTiazuay — 50 Mr
Strength: Hydrochlorothiazide — 50 mg
Cepin Ne/ Batch No.: STE3010 Poswmip ynaxosiu / Package size: Ne90 (10%9)
Peectp. Ne/ ARNo.: FP/0899/23 Tun ynakosku / Pack type: Bricrep / Blister
Po3mip cepii/ Batch size: 175 000 Tab/tab Iara surorosnenns / Mfg. date: 11.2023
Kin-1 ynakosox / No. of packs: 1944 Tepmin npuaaTrocti / Exp, date: 10,2026
Kpaina / Market: UKR
PeceTpauiitne nocsinveniis Ne: L :
Registration Certificate No.: UA/ 18487/01{03 repMmin it po / valid to 10.12.2025
Ne n/n Ha3ea ananisy Crnenutixanis Pe3yanTaTH AHANI3Y
Sr. No. Test name Specification | Test result
Onue Tabnerkn Gexeporo ud cBimio-Gexesoro xomsopy, | Bianosijae
Kpyrai, HBOOMYKTi, 3 MOMUIMBMMM 'EPBOHMMH
| BKpAICHHAMY, FTaAK 3 060X CTOpIX.
Description Beige to light beige, round, biconvex tablets, with Complies
occasional red spots, plain on both sides
) [nenTudixauis:
TippoxiopTiasuil A. IU-cnexTp NOTIMHAHHE MMCTIEPOl]  3ATUIIKY Bignosizae
Gpominy Kanito, onepxanmil i3 pEIpPoOOBYBAHOrO
3pasKa, MAE NOKasyBaTH MakCHMyMK TINBKH NIPY THX
e NOBXKWHAX XBUAb, W0 i IY-criexTp nornuHaHHA
poGOMOry CTAHIAPTHOrO 3paska rinpoXAOpTIasHAY,
; NPArOTOBAHOIC B TAKHX e YMOBaX, NONEPEAHRO
o POUMHEHOTO Y cnpTi 1 BIIYHCHOrO BANIAPIOBARKAM
| PO34URY A0CYXA,
| B. Ha xpomarorpami BHDpOOOBYBaHOIO pO3HHNY, Bianosiaae

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 gvaporating
solution to dryness

B. In Assay, the principal peak in the chromatogram
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution
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Ne n/n " Hassa ananisy - Crenndircaiis Pe3y/ihTATI ananisy
Sr. No. Test name Specification ! Test result
PosnaganHs He Oinpiue 15 xsuing 0 xB 27 cex
? Disintegration NMT 15 minutes 0 min 27 sec
PO3YMHEHRA He menme 70 % Q) Bim 3assneHoi ximwbkocti | 78 % -
| rigpoxsopriasuny 3a 60 XsrinH
. Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 78 %
chlorothiazide in 60 minutes
| OnxopinricTs O30BAHAX AV;&'L], (L1=15,0) 2,4
s ONMHHL
Uniformity of dosage units AV<L1 (L1=15.0) 2.4
CynpoBiaHi ROMILIKY Benzothiadiazine related compound A — He 6inspwe | 0,069 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.069 %
T KinbKicHe BH3HAuEHRT Bin 95,0 % no 105.0 % Bix sassnenol xinbxocTi | 98,2 %
rippoxnopTiasuiy B oaRii Tabnerul
4 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 98.2 %
drochlorothiazide per tablet
MixpoGionoriyna uucToTa JaranrbHe  uMCI0  acpobHMX  Mikpoopranismis
(TAMC) - e 6inse 10 KVO/r. <10 KYO/r
3aranLHe YHCHo APIKOKOBUX Ta MVICEHERHX rpubin
(TYMC) - ne Ginpwe 102 KYO/r <10 KYO/r
Bincyrnicts Escherichia coli 8.1 rnpenaparty. BincyTHs
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 10 CFU/g
Total combined yeasts and moulds count (TYMC): -
NMT 10* CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1-g. Absent

BMCHOBOK: / CONCLUSION:

TIpoRyKT BUIGTORACHO,
The product is manufactured, pac

Binnopinae cranaapram Ta BumoraM GMP,

It complies with GMP standards and requirements.

Jlinensia Ha BHPOGHALTBO JiKAPCLKUX 3ac00IB:

Licence for medical products production:

Cep'fntbiléaT Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB Ne 598054
Batch AB No. 598054

yaKoBaHo Ta NpoaHanisosaHo 3riXHo 3 BUMOraMy peecTpaliifHoOro NoCRiT4EeHHS.
kéd and analyzed as per requirernents of Registration Certificate.
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LluM TATBEPMDKYIO, MO BC BipolHuyl cTanil ans el cepii roTonol npoiykuii Gynm snificueH] B ORI BIAMOBIAHOCT 3 BAMOTAMH, 3A3HAUCHHEMMU B YHRHIR

wacTanosi 3 GMP, 3arsepxeniit- MinictepcTBOM OXOPOHH 3p0poB’s Yxpaity, | 3 BIMOraMu peeCTpautHEoro Joche KpalHH NpPHIHAYCHHH,

] hereby certify that ali the manufacturing stages of this batch of finished product havé been carried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requireinents of the Marketing Authorisation file of the destination country.
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Havayeauk BKA

!,'BaB. naboparopicio BKA
QC Head

" QC Lab In-charge

IM’ss/Name:

VoeHopaxena ocoba
_Qualified Person

[Tignuc/Signature:
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