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EPTHOUKAT KAUECTBA
FIFICATE OF QUALITY

Hassawie apoaykra: XITIOTET, raduerku mo S0 wr Noig (14%2) y Gnicrepax
OTELY, tablets 80:1 mg No:2§ (14x2) 1 in blntms

‘(’L{)HH Na ﬁﬁmch No,: %H05@09

Hira lizrolombiiilfi"M& date; 07.2013

Koﬂwwaﬂa ymlheaow N umbcr uf packs: | 10704
{,pos‘ roanocta: Exp. date: 06,2017 ‘

I Perucrpauonioe eomrereaserno No UA713322/01/03, gedersyer 1o 12.11.2018
. Rugistration certifieate Nb UAf]3322!01f03 is valid to 12.11.2018

Mavifn Tiapasterps  Chienmpiicais PesysibTaATh
Sr.Ne. | Testy ) B Specifications Obseirvations
1 Onucanue .Faefu.xc WA ToYIH Gesibie, KpyFabLe, COOTRETCTHYET
ABGHRQHBIIYKABIE TATIETIR, _ _
oo Degeription White to off-white, circolar biconvex tablets. | Complies
2 Haugwruusanus ‘Bpemeta yaepkuBatiiu) OCHOBHOIO 1MHKA Ha Coo’mm'cmwr-
XpoMaTorpaMmax UCTHADIY EMDE0) 1 :
CaRIapMIOZe PASTBOPOE, TONYUCHHBLIN TpH
KOS ECTREFHOM OOpEHesCHIE,  JOTBKNL
| coBtlagars,
fdentiNcation In the Assay test, the retention time of the ; C
major component in the chromatogram of Test
‘Solution. s concordant te thai i the
— 1 elmomatogram. of Standard Solution. _
3 Herypaemonts He Gonee 1% 0,15%
Friability Not maore than 1% .15 % o
4 Pacragaemosth - He'osice 15 vuryT, 09 mus: 17 cek.
Disintegration time NMT 135 minuges. 09 min. 17 sec.
3 Ogsopopocts Aostposanusx | Coorsercreyer rpefonaniay Cooraerernyer
CHHHHIL
Unitormity of'l 30:;'1% Units I contplies with claims Complies. ]
6 P Pacticpenne He menee 75% (Q) 3a 45 munyr, 96,6 %
! Dissolution Not less than 75 % (Q) in 45 min. 1966 %
7 Kamuuedtnenioe onpeacaenne | OT 95,0 % no 105,0 % venMucaprana ot 08,68 %
FHARACHHOID KOMBYECTRA,
Assay 93.0'% to 105.0 % of Telmisartan of the 1 98.68 %
_ labeted elaim, ] o
8 - COTYICTBYIQUIHE HPHMECH He Gonee 0,2 Yo koKkACH npusecs Hinke yposds onpejeneHng

Related Substances

Any single impurity: NMT 0.2%

BDL

FRAG2EAS

Crpanung Ne: 1 a2
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Q00 «Kycym Papym
Yicpanrza, 400201 Cyan, o1, Cprtima, 54,
Teo: 38 (0342) 7746 10, TerApie: 7746 11

Kusum Phavis

| Microbiological purity

Ne nfn Dapamerpht Chienndmranns PeayanTars
_5r, No, Tests i Specifications Observations
9 Mukpodrosioriictkan uncrory | B npenapare qoiyckaeres:
gfiee upcHo aapoGHBIX  MRKPOOPIAHHIMOR
(TAMC) - ue Gonge 107 KOE/r; <30 KOE/r,
i oflHee  VHCTO APOIGKERBIX R [LICCHEBLIX
rprGos (TYMC) — ne Boaee | 0 KOQE/r. <10 KOE/r,

He nomyckaercn Escherichia coli 8 1 1
] fTP-ﬁﬂWEL1ﬁ. ; :
| Toial aerobic microbial count (TAMC):

NMT 10° CFU/g

Total veasts and moulds count (TYMC):
NMT 10” CRU/g

Escherichia coti Must be absent/g,

" Escherichio coli -

oTeyTeTEyen B 1.
<50 CFU/g.

<10 CFUlg.
FEscherichia coli is absent per

g

SAKTOUEHME: HpoAykT npOUIBEACH, YIAKOBIH H NPOTECTHPORAR B COOTBETCTRNN ¢ TREOOBAHAMN PEFHCTPAIMOHHEOTO
cauneteanera. OTBetacT Tpefonansy k etansapran GMP. Cepradgmear N 0677201 S AUMP/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registation Cerificaie requirements. It complies
with (GMP standards and requiretnents. Certiticate No, 06720 L 4/SAUMP/GMP
Tlusenana nit NPOHARGICTBO NekapurBerumix cpenctp: Cepun AB N 398054

Licence for medical produets production:

L
?e;x&'f%}\iggz-agw @:ﬁs@gﬁ;éﬁﬂmi& £

N N BIRAREITS 5
2‘%::&{;%;{;3;1,3“"‘1} e éfy

Xa;&mK;-an-xﬂ'n}jxm_c:

|
_ Analyst: S n charge of QC lab.: > Head: N ‘
. Analyst: i? | In chavge of QC E:j; " 1 QC Hmd‘_j:\;\f%{,v---%‘; B E_ \?}? 5 3 I
Thava: {;g',f’:gjzg?,:!h_‘g Hara: Qi(\\/\\ .“,.\.;“MQ;\ Jlara: ‘i i\ ’@%,"\ 'S Tlara: S \r\ig.‘g\\(’ \
| Dte: pag, W Date: MRS | Date N )

Batehk  AB No. 5680354

["Zan. saboparopueit OKK:

FPig21/13

Ix et/ 79/ 06 19 10 /5

l Hasansiug OICK:

| B OQK:
P QA Heady a0 R

Crpapnna No: 2wz 2
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Kesure Pherpe

«IKYCYM QAPNVD
syi. CxpaGina, 54, m. Cymst, 40020,

\i
Ten.: (0542) 77 92 30, paxc: (0542) 77 92 32, ;
e-mail: plant@kusum.ua, web: www.kusum.una S

Kox €IPYIOY 33525927

CEPTHGIKAT SIKOCTI

CERTIFICATE QF QUALITY

Hasna npoayiry: XINOTEJ, Tabnerkn no 80 mMr

Name of product: HYPCTEL®, tablets 80 mg

Cuna aii: Tenmicapras — 80,0 Mr

Strength: Telmisartan — 80.0 mg

Cepin Ne / Bateh No.: SHC5008 Poamip ynaxonw / Package size:  No28 (14x2)
Pecerp. Ne/ A R.No.: FPA239/25 Tun ynakoexs / Pack type: Enicrep / Blister
Poamip cepii/ Batch size; 10 600 yn/packs | Tava purotosneuns f Mfg. date: 04,2025

Kpafia / Market: UKR Tepnin npygamiocti/ Bxp. date:  03.2028
Pecerpauiiine noceinuenss Ne: TepMin 4T HeobMexe Huit

Registration Certificate No.; UA/13322/01/03 unlimited validity

Ne nfir Hassa ananisy Creundikauis PeaynwsTari ananizy
Sr. No. Test name Specification Test result
Onic Binoro aGo maibke Gimoro xommopy xpymii Apo- | Bionosizac
1 anyrni TalAeTi,
Description White to off-white, circular biconvex tablets. Complies
Inerrndixania ‘aci yTpusMysalns OCHOBHOTO nika na xpoMaro- | Bipnosimae
Ipamax  sunpoosysanore posuRHy Ta  poswimy
NOPIBHANNS,  OHEPWAHMX  nip KinbricHoMy
BH3HAYEHH], MAYOTE cRiBnagaTh.
2 Identificati . . . 3
cnitlication In the Assay test, the retention time of the principal | Complies
perk in the chromatogram of test solution is
concordant to that in the chromatogram of standard
solution,
Crupanicrs He Ginsme 1,0 %. 0,35 %
3 AT
Friabality Not more than 1.0 %, 0.35%
Posmananna He Ginuue 15 xa. 14 xn 43 cex
4 i ; ; 5
Disintegration NMT 15 min. 14 min 43 sec
Omzopianicts qozosamix Binnorinae sumoram. Binnosinae
5 OJBIHHLE
Uniformity of dosage units Complies with the requirements. Complics
Posumenus He seme 75 % (Q) 32 45 xa. 94 %
6 : . . .
Dissolution Not less than 75 % (Q) in 45 min. 94 %
Kinnkicne nusnauenns Bin 95,0 % no 105,0 % renmicaprany sin sassnenot 98,7 %
KIALKOCTI.
7
Assay 95.0 % to 105.0 % of telmisarian of label claim. 98.7%
Cynponinui aomiwn Homiwka A: we 6inste 0,15 %: Himiare pisng pr3navenns
HAosika B: ue Ginwie 0,15 %; Hioxoie piens sH3Hauems
Honitxa C: He Ginptue 0,20 %; He pranneno
8 Byas-nxa necneuneivosana nominika:
ne Gineiee 0,20 Y%; Huweae pisia sistatesmn
Cywmia necnewidivosaix gomitox: se 6insiue 1,0 %. | Hinkve piBng BuzHAvey
FP/0239/25 Crap./Page MNa: 1 s/of 2
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Kon €HAPIIOY 33525927 N
Ne n/m Hazsa ananizy Crenndikanin PesynnTatianasnisy
Sr. No. Test name Specification Test result
Related substances Impurity A: NMT 0.15 %,; BDL
Impurity B: NMT 0.15 %; BDL
Impurity C: NMT 0.20 %; ND
Any unspecified impurity: NMT 0.20 %; BDL
Total unspecified impurities: NMT 1.0 %. BDL
MixpoGiomoritna uucrora B npenaparti gonycraerbes:
3arameHe umcmo  acpofmax  Mixpoopranizmis
(TAMC): e Ginsnure 10° KYO/T. <500 KYO/r
3aranshs umeno ApixiukoBmX | Amicencaux rpubin
(TYMC): ne Gimpue 102 KYO/T. <10 KYOr
) He nonyckaetben Escherichia coli s 1 r npenapary. | Bincytus
Mierobielogical purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <500 C¥U/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g, Absent

BHCHOBOCK: / CONCLUSION:

TIpofykT BHTOTORNEHO, YNAKOBAHO TA NPOAHAMIIOBANO ITIANO 3 BEMOFAMIT PEECTPANIHOTO NOCBILERMHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapras ta sumoras GivIP. Cepindirar Me 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Ninenzia Ha pupobHRUTEO Aikapcbiix 3ac06is: Cepis AB Nt 598054

Licence for medical products production: Batch AB No. 598054

Lhuse stiprnepsosyio, wo aci nnpoGinri erayil A WiET cepil ToTonoF nponykuil Gynn 3AIfiCAEH} 1 ORI BIANORIAHOCT] 3 BHMOFAMI, JRIHANCHHMI B KD
nac rosi 3 GMP, samep/okeniii Minicreperionm oxoponit anopon’s Ypaiui, i 3 snsoras PECCIPANITINGTG AOCLE KpATHIE APIBHAMEIIH,

1 hereby wenify that alt the manufaciuring stages of is balch of finished product have been carded out in full compliance with the GMP requiremients of the
Ministry of health of Ukraine and with e requirements of the Markeling Authorisation file of the destination country.

Xinmik-ananitng oz, naGoparopicio BICT | Havaneuux BKA ‘Ynonnosanena ocofa
Analytical Chemist  4QC Lab In-charge F QC Head Qualified Person

Iats/Wame: Alprceracre & V{Zwm_u. . Cpramn treta§, /%?_S}{C%Mé A
Mianne/Signature: _/4”2’:) /%,,,% o ';Lzu} N <— L -

.

Hata/Date: IS EAL S m et o ,_f,’;"'G.E“-'-i‘_" 0{/0572 5

=

FP/0239/25 Crop./Page Ne: 2 3/0f 2
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Q00 «Kycym Grapm»
Yicpenaria, 40020, 1. Cynmy, yo. Cxpnbima, 54,
Ten.: +38(0542) 7746 10, renfharc: 7746 1)

Kusum Pharm

CEP'I HOHKAT KAYECTBA

ngFICA TE OF QUALITY

Haapanne npoaykta: XITOTEJN, raénerku no 80 mr Ne28 (14%2) y 6nictepax
Nanze of product: HYPOTEL®, tablets 80 mg No.28 (14%2) in blisters

.Per. Ne: A.R.No.: FP/506{15

Pazmep cepan: Bateh size: 30

0000

Cepnu Ne: Batch No.: SHC5008

Kosmvecrno ynaxoesox: Nam

ber of packs: 10 714

Haea usrovosacunst: Mig. date: 06.2015

Cpox rognoern: Exp. date; 05,2017

Pernerpaunonnoe chunereanerso Ne UA/13322/01/03, neficrayer 1o 12.11.2018
Repistration ceitificate No. UA/13322/01/03, is valid to 12.11.2018

Ne n/n Iapanserpr Cheundmcanms Peaynurain
| Sr.No;» Tests Specifications Observations
I Onitcanne Beasie uan nourn OeiLe, Kpyrabie, Coorserctsyer

JBOAKOBLITY KNble TRONETIH,
Desceription White to off-white, cireular biconvex tablets. Complics
2 Hacutubukauus Bpemena ynepiHBaHIA OCHOBHOND mrka Ha CooThETCTRYCT
XPOMATOIPAMMAX UCHOIMYEMOR0 i
emandapiniiozg PACTROPOB, NONYUEHUBIX BPH
KONHUECTHEHNOM  OUPEJIZNICHTH,  JOMKIThI
CORNAMETL. '
ldentification In the Assay test, the retention time of the | Complies
major component in the chromatogram of Test
Solution i3 concordant to that in  the
1 | chromatogram of Standard Solution. Mo
3 Hcrnpaemocts ' "1 He Gosee | % 5 0,14 % '
- Irldblllty ) | Net more than 1% 0.14 %
4 PacnanaeMocTs o He ('u.nu, 15 MHIEYT. 10 mun, 41 cex,
i ‘ Disintegration time _ 4 NMT 15 minutes. ) 10 min. 41 sec.
3 Ounopontocts nosvposarterx | Coorsercrayet Tpebosanmsam CooreeTeTayer
GAHHHL
Uniformity of Dosage Units | It cnm_phu. with ¢laims _ | Complies
6 Pacrsopetine ' “He metice 75% (Q) 3a 45 Muuyi 89,2%
Dissolution Not less than 75 % (Q) in 45 min. _ 20,
7 Konuueernennoe onpenenenne | 07 95,0 % no 105,0 % resmucaprana ot
' FAABACHITOND KONMCCTHA. Gl W
: s/ QNERRAPH
Assay 95.0 % to 105.0 % of Tehmisartan of thg * ™ w%m%ﬁ
labeled claim. 2l " 208 (0558
g ConyreTeyionsie npumMech | He Gonee 0,2 % ka0l npusech ' #\{mme TR0 J@bnpumlcmm
% «"‘1§
Related Substances Any single impurity: NMT 0.2%. QO%W
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Ne /it Fapaxterpri Creunparauus 7
Sr. No, Tests - e Specifications B
9 M!-!KpO()HOJ]OI‘H‘ILCKdﬂ wnerora | B NPeNapiaTe KONYCKACTCN:
06'[111:(5 SHCHO af)[)()ﬁth’X MUKpOOPrattniMon
(TAMC) - ne Gonee 107 KOE/r; <50 KOE,
ofuiee  YMECIOAPOHIKEBHIX H - ouecHeskix
rpu6os (TYMC) - we Gonce 10 KOR/r, <10 KOE,
He pouyckaeres Escherichia coli v 1 v | Escherichia coli -
npenapara. OTCYTCTRYET B 1T
Microbiological purity Total Aerabic Microbial Count (TAMC):
NMT 10" CEU/g; <50 CFU/g,
Total yeasts and Moulds count (TYMC)!
NMT 10° CFU/g <10 CFU/g.
Escherichia coli Must be absent/g, fixcherichia coli is absent per
g

JAKJHHOUEHME: npoayxt HpoysBeinei, YIGKOBUI 1 DPOTeCTHPOBaK B COOTBETCTUHH G TPEOOBAHAMH  PCCHCTPALIOHEOTD
canaereascrsa. Ovsenaet TpeGosaunsiv n cratyapram GMP. Ceprugukar Ne 067/2014/SAUMP/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements, Certificate No. 067/20 |4/ SAUMP/GMP

JIunensss 1 npoHIBOACTRO NekapeTreriLx cpeficra; Cepisi AB N 598054

Licence for medical products production: Batch Al No. 398054
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KM TITHK S, saboparopreii OKIG | Hasansini OKIG
Analyst: pr In charge of QC lab.: QC Head: L
% i s |y Db S
Hara: Hara: '* ' ara.
c/)
Date: ahiidl Date: Date: D‘ 0‘7/,14(
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