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CEPTHUDIKAT SIKQCTI

CERTIFICATIE OF QUALITY
Taspa npoxyxry: KITIOTEN, Tadnerx no 30 Mr
Name of product: HYPOTEL®, 1ablets 80 mp
Cina nif: Temicaprau ~ 80,0 mr
Strength: Telmisartan —~ 80.0 mg
Cepin Mz / Batch No.: SHC4002 Possip ynarosin / Package size:  Ne28 (14x2)
Peectp, Ne/ ARNo.: FP/0362/24 Tin ynaxosxn / Pack type: Baictep / Blister
Poamip cepil/ Batch size; 600 000 raG/tab | Hata muroTonnenns / Mig, date: 05,2024
Kin-ts, ynarosok / No, of packs: Tepmin nppaTioeri / Exp. date: 04,2027

Kpaiua / Market:

Pecerpanitine nocpipyering No;
Registration Certificate No.:

UA/13322/01/03

TepMiK i HeoBmemennii
unlimited validity

2 Identification

Ne nfn Haspa anamizy Crenndiranis PesynuraTi ananisy
Sr. Nu. Test name Specification Test resnlt
Onne Binoro: afo maibxe Simoro: KORLODY Ikpyrmi fgo- | Bimnosigae
1 onyxm tainersy.
Description White to off-white, circular biconvex tablets. Complies
Inentndikanix Yac yTpumysaHRS OCHOBHOTO IMixa Ha xpomaro- | Binmosigae

TpaMax BINPOGOBYBANOND POIYMHY Ta pOSTRAY
MOPIBHAKAA,  OFepAHMN  TNpH Kinsxicromy
BH3HAMCHRI, MALOTE CRiBUAAATH,

In the Assay test, the retenfion time of the principal.
peak in the chromatogram of test solufion is

coircordant to that in the chromatogram of standard.

IaeHTwdINa]

solwtion,
Crupanicrs He 6inpie 1,0 %, 0,09 %
| Friability Not more then 1.0 %, 0.09 %
Posnayanun ) He Gineure 15 xp, 10x8 2 cex
4 Disintegration NMT 13 min, 10 min 2 sec
OnsopinnicTs neaosanmx Binnosinae srmoram. Binnozinae
5 OOHHAG
Uniformity of dosage units Complies with the requirements, Complies
Posunnennn He menwe 75 % (Q) 3a 45 xa, 90 %
6 | Dissolution Not less then 75 % (Q) in 45 min. 99%
Kinexicne snsnavenns B.in 95,0 _% 10 105,0 % TemMicaprany in samenercr 879 %
o KinpxoCTi,
Assay 95.0 % 10,105.0 % of telmisartan of label claim. 97.9 %
Cynposinui novimxu He bimse 0,2 % xomuol moMimk, 0,059 %
8 Related substances Any individual impurity: NMT 0.2 % 0.059 %
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a .
Kuisenka dinin TOB «Kycym ®apms»
TOB «ycynt Gapn g Ykpaina, 40020, v.Cymn, syn, Cxpsting, 54
Yxpaia, 02092, n.Kuis, Ten.: +38(0542) 77-46-10, daxe: 77-46-11
byn. AfiMaranicbia, 58 e-mail: plani@kusum.ua
Ten.: +38(044) 495-82-88, Qaxc: 495-82-37 /E./H.S‘%/ﬁ. 7, harin www.kusum.va
Ne n/n Hazpa auanisy Crenudiranis Pesynurary auasizy
Sr. No, Test name Specification Test result
MixpoGionoriuma unerora B npenapari nonyckaersea;
3aramHe  unMcng  aepoBux Mikpoopranismis
(TAMC) — re 6insme 10° KYO/r. <500 KYOrr
3arantHe uieno NpERKOBHY | mniceneni rpudis
(TYMC) —ne 6uswe 10° KVO/Ir, - - < 10 KYO/r
9 He nonycraerses Escherichia coli B | ropenapary. | Bigoytex
Micerobiological purity Total acrobic micrabial count (TAMC):
NMT 10° CFU/g. <500 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

BHCHOBOK: / CONCLUSION:

Npoayir suroTosaero, ynakosaxo TPOARANI30BAHO ITIAHO 3 BHMOMAMH peceTpaniiinoro nocigenns.
The product is manufactured, packed and analyzed as per requirements of Registration Centificate,

Binnosinae crannapram Ta pustoran GMP, Ceprudirar Ne 080/2023/GMP

It complies with GMP standards and requirements, Cortifieate No. 080/2023/GMP
JHnensis #a BEpoGRYLTRD nixaperxux aacobin: Cepls AB Ne 598054 '
Licence for medical products production: Batch AB No, 598054

Il nixvaepmiyio, mo sei BHpoGHIY] oraniT anx biel cepii rorozol npoykuit Gynu aaiflcareni b noouiit sianorimnoct DEMOTAMH, 3A3HANCHIMY B YNHRiT
nacranosi a GMP, astoepauenil Minicreperaon oxaport anapors’s Yrpahy, | 3 suatoramy PEECTPAIRNOro IOCHE Kpalit NpHakaveHks.

1 hereby certify that al the mhnufncmring stages of this baich of finished produet 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 Authorisation file of the destination country,
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Hinik-aHanityx 3as. naoparopicio BKS | Havmismik BKA ¥rnoprosamena ocafa
Amalytical Chemist  ['QC Lab In-charge 1 QC Head Qualified Person

In’a/MName: TV % Ledipg { 3&:—“— Emncha M £l Cprrrsi Ry e 7.5 Q%&M(}g&(&% '

-iznnc/Signature: @ @,(g._,uf' Y.Cﬁ-wk %&&CW‘;‘%
. !

Jata/Date: 7,57/.95 /1 1810gfas, "'f/cﬁfﬂw *{g/ﬂg/#u/
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