Jll‘b}
| co x(m, 20075¢
TOB «XKycyn Papmy ﬂ.ﬂ‘ﬂ

Yipaina, 02092, M. Kuip,
BYI. AJIMATHHCHKA, 58 *"’.@{

CEPTUDIKATID -/
| . ".i\-‘.
’i"'\? -

i oA usum Tharm

TOB «Kycym dapm»

Vipaina, 40020, m.Cymn, syn. Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11
e-mai]:-plant@kusum.ua

www kusum.ua

Ten.: +38(044) 495-82- 88, daxc: 495- 25_8"?;“

mm_“

i p Ty

- CEPTHQIKAT AKOCTI
CERTIFICATE OF QUALITY

b W - el

XﬁiﬁOTEﬂ, tabnerku no 80 Mr

?  Hasna 'np‘oahymy: |
HYPOTEL®, tablets 80 mg

| Name of product:

Cuaa aif; Tenmicapran — 80,0 Mr

| Strength: | _ Telmisartan - 80.0 mg o e
Cepin Na / B:atc:h No SHC3008 Posmip ynaxonki. / Package ‘,m: NO'?S (14><2) -
Pef:m_p._){ﬂ_z’ A.R‘N 0.: I"‘P/0722!23 Tan YNAKOBKH / Pack type: J::fuc'r(:p/Blzbtcr | ]
Posmip c;;i‘f-x’ Batch size: 600 OOO raﬁ/tab [ara pAroTonses s / _Mfgi_date:“ (3§?2023
Kin-to ynakosokr / No. of packs: 21 428 Tepmin npuaaryoeri/ Exp. dater 07.2020
K paina [ Market: . - UKR . i
Pecc*rmuume nocBigens Ne; TCpMiH Al BeOOMEKeHH

UA/13322/01/03

Registration Certificate No.: unlimited validity

- Ne n/n Hasga ana.ni:;y Cneuu(})i}qauis{ - Peimb'ra‘m AHANI3Y
Sr.No. |  Testname Specification | Test result
Onme ‘binoro abo wMajixe 6inoro xomwopy kpyrni neo- | Bianonixae
1 onyxim rabneTky.
Description | White to off-white, circular biconvex tablets. Complies
Inentudirauis Hacy yrpuMyBaHHs OCHOBHOIO NIKA Ha XpoMaro- | Blanosinae
rpamax BuNpoOOBYBAHOTO PO3YHAY Ta PO3YMHY
TOPIBHAKMS,  OACDMAHHX  NPM  KiABKICHOMY
BH3HA4EHHI, MAIOTL CRIBITANATH.
2 Ideritification Y .
‘ In the Assay test, the retention tiie of the principal | Complies
peak m the chromatogram of test solution s
concordant to that in the chromatogram of standard
solution.
CTHpaHicTh He dusiue 1,0 %. 0,34 %
3 | "
Friability Not more than 1.0 %. 0.34 %
Pomaﬂamm He Gursize 15 xB. 12 x8 45 cex
Dismiegration NMT 15 min. 12 min 45 sec
OAHOPINHICTE IO30BAHMX Binnorinae suMoram. | Binxnoninae
s - OAWHMID
Uniformity of dos..agc, units Compl ie's with the requirements., Complies
1 Po 03UHHEHHS He menme 75 % (Q) 32 45 XB. 91 %
1 Dissolution - Not fess than 75 % (Q) in 45 min. 91 %
KinbkicHe BH3HaUEHHS Bin 95,0 % no 105,0 % renmicaprany sijn 3asznenol | 98,5 %
CKUTBKOCTI,
7
Assay '9‘3 O % to 105 0% of telmisartan. of labcl cl'um 98.5 %
| C\fnponuun nmnmm 2 n;ulc 0 2 % KOKHOT OMIILKH. Hmwe pusns; BU3HAYCHNS
Related substances  #7 | dual impurity: NMT 0.2 % BDI.
w =\
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Ne n/n Haspa anainizy Cneundixanin PesynsTarn ananisy
| Sr. No. Test name 1 Specification - Test result
Mixpobionoriyna yucrora i B npéernapari lonycKaeTsacy:
aransHe  YHCAO  acpoBHMX  MIKpOOprasismis |
(TAMC) — ne Ginbe 10° KYO/r. | <500 KYO/r
JarajgnbHe YHUCIO APDKIDKOBHX 1 Njiicenenix rpubin
(TYMC) ~ ne Oinpure 102 KVO/r, <10 KYO/r
9 He nomycxaernes Escherichia coli 8 1 1 npenapaty. | Biacytrs
Microbiological purity Total aerobic microbial 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 | g, Absent

BUCHOBOK: / CONCLUSION:

TIpoayxT BHIOTOBACHO, YNAKOBAHO Ta NPOAHANiZOBAHO 3rINHO 3 BUMOTAMH PEECTPALTHOTO NOCBIAYENHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosimae crannapraM ta suMoram GMP. Ceptudixat Ne 009/2020/GMP
It complies with GMP standards and requirements, Certificate No. 009/2020/GMP
Jlinen3is Ha BUPOSHUUTBO JIKAPCHKMX 3ac06iB: Cepisi AB Ne 598054

Licence for medical products production: Batch AB No. 598054

L nipreepiky o, 1o sei aupoSumdi-crami juid 1ie cepii rOTOBOT NPORYKIUT OyAiN 3ailicneni 8 NOBUIN BIANIOBIANOCTI 3. BHMOTAMM, 3A3HAYCHMMH B UniiiN
hiacranosi 3 GMP, satpepiureniit Minicteperom oxopaun 3aopon’s Ykpainn, i 3 BuMoram PLECTPAILNHOTO J0CLC KPaTHH APHAHNICHH .

[ hercby centify that all the manufacturing stages of this batch of finished product have been carried out'in full compliance with the GMP requirements. of tie
Ministry of health of Ukraine and with the requirements of the Marketing Authonisation lile of the destination country.
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