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CERTIFICATE. OF QUALITY

[ Hasna NPeAYKTY: XITIOTEN, tatnerxu no 40 mr
Name of product; HYPOTEL®, tablets 40 mg
Cong nifs, Temsicapran — 40,0 mr
| Strength: Telmisarian — 40.0 mg
Cepia Ne / Batch No.: SHB4001 Poamip ynakoei / Package size:  Ne28 {142}
Peccrp, No/ AR.No.; FP/0086/24 Tun yraxonicn / Pack type: ‘Bricrep / Blister
Posmip cepit/ Batch size: 800 000 tab/tab HMata snroronenns / Mig, date: 01,2024
Kit-m yrawopor / No, of packs; 28 571 Tepmin npumarnocri/ Exp. date: 12,2025
Kpaiua / Market: UKR
Peccrpauiiine mocsiguenna Ne: ] TepMin ali HeoBMexeruii
Repistration Certificate No.: UA/13322/01/02 unlimited validity
Ne i/ Hazpa ananisy Crenndivanis Pesyawrarn ananisy T
Sr: No. Test name Specification Test result
Ome Binoro aBo majixe Ginoro KONeopy Kpyrii nBo- | Binmesinac
| ORYRI Tafnersu,
Bescription White to off-white, circular biconvex tablets. Complies
Imenrndiranis Hacy yrpuMyBaHHS OGHOBHOTO K3 Ia xpomaro- | Binnosinae
FpaMax  BHOPOCOBYRAHOTO pPOIUMHY Ta po3TnRy
UOPIBHANFA,  OHEpAHMX  TIPH KinBkicHOMY
BHIHANERHI, MaloTh cnintagaTy,
2 Wentification In the Assay test, the retention time of the principal | Complies
peak in the chromatogram of fest solution is
concordant to that in the chromatogram of standard
solution,
Crupanicrs He Gintme 1,0 %, 0,24 %
3| Friability Not more than 1.0 %, 0.24'% _
Posnananna He 6insute 15 xa, 9 xB 30 cex '
4 Disintegration NMT 15 min. 9 min 30 sec
Onyopiayicts posoBamix -Binnosinae simoram, Bignosinae
5 OBHHHKIIE
Uniformity of dosage units Cornplies with the requirements. Complies
Posusuernyg - He'menime 75 % () 3a 45 xn. 94 %
6 | Dissolution Not less than 75 % {Q) in 45 in. 94 9%
Kinpkicte Bu3navennn Bin 95,0 % no 105,0 % TenMicaprany Bij saasneHor 97,0 %
7 Kinsxocri;
Assay 95.0 % to 105.0 % of telmisartan of label claim. 97.0 %
Cynporifyi noMimxy He Ginbine 0,2 % xoxmol aominmk. 0,060 %
8 Related substances Ay individual impurity: NMT 0.2 %. 0.060 %
FP/0086/24 Crop./Page Mz 1 3/0f 2
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’_,N'g nin Hasua ananizy Crenidinanis Pesyneratn aganizy
Sr. No. Test name Specifieation Test result

MixpoGionorivha uncroTa B npéftapari nonyckaerees:
SaraibHe  WHOID  aspobnux Mikpoopranismis
(TAMC) — ne Ginsire 10° KVO/r. < 500 KYO/r
Saransie wHCHO APLKIKOBAX 1 IUTicEeBMX 1pubis
(TYMC} - ne Ginnie 102 KYO/T. <IQKYO/r

9 He nonycxaerses Escherichia coli s Lrnpenapary. | Bidcyrna

Microbiological purity Total acrobic microbial count {TAMC):
NMT 1$? CFU/g. ) < 500 CFU/ig
Total combined yeasts and:ioulds count (TYMC): ]
NMT 102 CRU/g, : <1 CFU/g
Escherichia colf must be absent perlg, Absent

BHCHOBOK: / CONCLUSION:

TIpoayXT BATOTORRERO, YIIAKOBAHO
The product is manufactared

Ta mpoaHan
» packed and analy

Bixrosipae cranpapram ta Bumoram GMP,
it complies with GMP standards and requireme

Jlinensia na supobrrureo Nikapcriux sacoGis:
Licerice for medical products production:

on nigzeepiuxyio, e pei BHp

HAcTanosi 3 GMP, savsepmxesiil Minicrepereom OXOPOHH

1 hereby certify that all the manu
Ministry of healih 'of Ukraine and

o0HHY] cranii ona uiel cepii rotesol n

facturing stages of this batch of finis
with the requirements of

[30BAHO 3rinHO 3 BMOramy PEECTPamiBHOro nocaigueHuy.
zed as per requirements of Registration Certificate.

Cepradikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Baich AB No. 598054

11ts.

poayKuii Byau saifiches] s noskin BUINOBILHOCTL S BHMOT AN, 3aTHAYSHHMY B JuKHIA
3MOPOT’A Yrpainy, i 3 BHMOraam PpeecTpaUiiinoro Aocke knaiiy npasacHiA,
hed product have been carried aut in full compliance with

) the GMP requirenients of the
ng Authorisation file of the destination country.

the Marketi

XfMiK-f:\I{éﬂiTak . TLBaB.-',ﬂaEiopaTopie}o BKH |, 'aira,J_mHHK BK3A Vnogmn_&mgena acoba
Analytical Chemist QC Lab In-charge "0QC Head Qualified Pérson .
r's/Name: Uovarewco @w’)@m&a N S s Q{@f,ﬂw éﬁ%@;ﬂ(ﬁ '
Mipmue/Signature: M/ C)z -, "/ Cerad - %@féﬁg&g&gﬁ? //
@T&/Date: bl 0’ /o ot./ A Lolca/ay, R 2 (L /69/;0} M
FP/A0036/24 Crop./Page No: 2 afof 2.
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