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CEPTURIKAT AKOCTI
CERTIFICATE OF QUALITY
Hasea nponymy ” | .'TI/IVP_EKC@, TadreTku 1o 12,5 mr
‘Name of product: TIUREX ®, tablets 12.5 mg
| Cuna gif Finpoxnopriasuay ~12,5 mr
Strength; Hydrochlorothiazide —~ 12.5 mg
+ Cepis Ne / Batch No.: STC3010 Posmip ynaxosku / Package size:  Ne30 (10x3)
Peectp. Ne / A.R.No.: FP/0933/23 Tun ynaxosin / Pack type:. BnicTep.f_ Blister
Poamip.cepii / Batch size: 760 000 Tab/tab _,Ikam_mtrorome}mg { Mfg, date: 1 1.2023
Kin-11 ynaxosok / No. of packs: 23 333 Tepmin npunatnocti/ Exp, date: 10,2026
Kpaina / Market: UKKR
Pecerpaniiine nocsigaenrs Ne: . | T . .
Registration Certificate No.: ‘UAJI 8487/01/01 TCPMIH A1 1o { valid ,tod;]{].-IZ-ZOQS

“obtained with the test solution has the same retention
time as the principal peak in the chromatogram
| obtained with the standard sohution

Ne n/n Ha3pa ananizy Coenndiixanis PesynbTaTi ananisy
{ Sr. No, Test name Specification. Test result
Omuc Tabnetxn Gexeporo un critno-Gexeporo komsopy, | Bimnopizae
KpYDM,  TUIOCKi, 3 MOMGIHBHMH  YepBONMMH
| BKPRILIEHHAMM, 3 PHCKOIO 3 Onuiel CTopoiiu | Fraaxi 3
1 IRIIOY CTOPOHH.
Description Beige to light beige, round, flat tablets, with | Complics
occasional red spots, with break line on one. side
and plain on the other.
ImenTndixanis -
Figpoxsopriasap A. TH-cmektp nommHasHA  nucnepcii anuinky | Binposinae
OpoMminy xaniio, oxgpxanail i3 BHIIPOGORYBAHOI O
3paska, Mac NOKA3yBaTH MaKCHMYMH TUILKH fIPH THX
AE HOBNMHAX xBUlb, 10 | [Y-criextp nornunanis |
poBOYOTO CTAHAPTHOTG 3pa3ka TIAPOXTIOPTiasuy,
NPUIOTOBAHOIG B “TAKHX K& YMOBAX, TIONEPESIHLO -
{ PO3YHHCHOTO Y Cn¥PTI | BHIYHCHOTO BHNAPIOBAHHAM
POIUUHY JOCYXA. |
| B. Ha xpomarorpami BunpoSosysanoro posunny; | Bixiosinae ,_,,,-*;:Jf;”i 1o
| onepxasi y mwnpolyeamni  «Kinbkicke . By- £7 & L A N o
SHAYEHRA», YAC YIPHMYBAHHS OCHOBHOI'O MHKA Mac /fﬁ” _ AN
CHIBIANATH 3 YACOM YTPHMYBAHHA OCHOBHOIO Hika _fé¢ ol ?ﬁf’.fﬂ}fﬁ \“ﬁ:ﬁg_““ -
2 | Ha XpOMATOrpami po3uiny nopiBHIHHEY [ Q lﬂt‘:‘hhf;f{ii:iﬁiﬂ{;.?i ikl\}
Identification Wal o e o
1 Hydrochlorothiazide A. The IR absorption spectrum of a potassivm Cdﬂﬁp’l'ie‘;‘é‘%; VHTIRORATS) fcs )
bromide dispersion of the residuc_ obtained__ﬁ'ﬂm the \K\i%\&“““ M;p:j,f
sample exhibits maxima only at the same 4:;:“5??}5: QL0822
wavelengths as that of a similar preparation of e
Hydrochlorothiazide working  standard previously
~dissolved in alcohol and recovered by evaporating
solution to dryness - |
B. In Assay, the principal peak in the chromatogram | Complies :
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[ 20 Haspa ananisy Cuexmpdianis PesyavraTi ananisy
I Sr. No. Test name Specification Test result.
Posnananya He Ginvine 1S xsnnuu 0 x8 47 cex
3 Disintegration NMT I5 minutes 0 min 47 sec
Poauunenns He menme 70 % (Q) Bin sasmnewoi xinbkocti | 98 %
rinpoxnopﬁazﬁny 3a 60 xsunun
4 ‘Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 98 %
chlorothiazide in 60 minutes
Opwopinsicrs nososamux. | AV<LL (L1=15,0) 6,3
5 031371537113
Uniformity of dosage units AV<L1 (1.1=15.0) 6.8
Cynposimai noMimks Benzothiadiazine related compound A — ne 6insme. | 0,100 % '
6 1,0%
Related substanceg -Benzothiadiazine related compound A: NMT 1.0 %. | 0.109.%
KinsxicHe BHIHAUCHHA Big 95,0 % no 105,0 % Big 3aBneroi Kimexocri | 97,9 % |
TINPOXNOPTiasuay B OAHIN tabietui
L Assay 950 % to 105.0 % of the {abeled amount of Hy- 97.9%
| t drochlorothiazide per tablet
Mixpoﬁibﬁorjqiia qHCTOTA Jarankke  YUCNO  aepoBHMX MIKpOOpraxiamis
| (TAMC)— ue 6inse 10° KVO/r. <10-KYO/r
Jaranbe UHCAe APHKIKOBYX. 1A NNICEHCRAX rpubiB
(TYMC) — ge 6inpbiue 102 KYO/T < HOKYOr
Bincyrricts Escherichia colin 1 r npefrapary. Bincyrus
8 Microbiological purity Total aerobic microbial count (TAMC); 1 |
NMT 103 CFU/g. <10 CRU/g
Total combined yeasts and moulds count {TYMC); |
1'NMT 10? CFU/g. <10 CFU/g
Escherichia coli nmst be absentper 1 g. | Absent

BHCHOBOK: / CONCLUSION:

IIpogyKT BHrOTOBIENO, YIIAKOBANO Ta

“The product

‘Binnosinae cranpapraM ta RuMoram GMP., |
It complies with GMP standards and requirements.

Jlinensis na sRPOGHNUTBO NiKAPCHKUX 3aC0BIR:
Licence for medical products production:

Ceprudikat Ne 080/2023/GMP
Certificate No. 080/2023/CGMP

Cepis AB Ne 598054
Batch AB No. 598054

FP/0933/23

/,"-E\r ", "-u".a \‘-4:4'\. ’
A «VIEADAR AN
f' v vl Erey | :ﬁ ﬁri *E_""_ .

i B LET R
. ' l.}-[ }JLP} i

=
{

: {,_.u;- i.qv—rlej;E:-:-mj:.“sm.;ﬁ' 1

!--"’ irym - ."_-r.h. By e l':_-"f

A ¥ad U7 hEY 4G

( -

MPOANATIZOBAUG 3TIXHO 3 BUMOTaMy peecTpanifHoro NocsiFIeHHs.
is manufactured, packed and analyzed as per requirements of Registration Certificate.
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I_{'H'f._i .nim'_'at:pmm,.mb BCL BRPOSHAMI o1l Ang 1ich cepil m'maa'f_ npodykiE! Gynw sotichent v nosHiR sianosianoor 3 BSIMOTAMHM, 3AIHAYCHHMH B YHiiiHid
nacrasosi 3 GMP, savsepipkenill MiHICTEPCTBOM OXOPOHH 300pOB’S YKDAiHH, | 3 BHMOrasMy PECCTPEUIAHOID LOCHE KPATHN NPHIHAMEHHA. |

I hereby centify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the:
Mimistry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination coungry.
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' alyﬁca] Chemist

" QC Lab In-charge

Haqa_r}b;;;m BK;} e

QC Head

YTI0BHOBAXEHE Ocoba
Qualified Person
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