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CEPTH®IKAT SKOCTI
CERTIFICATE O QUALITY
Hasea npoayxry: XINIOTEMN, rabnerru no 40 mMr
Name of product: HYPOTELS, tablats 40 mg
Cuna gy - TemmMicapra — 40,0 M
Strength: Telmisartan — 40.0 nig
Cepist Xe / Batch No.: SHB4002 Poamip ynaxesxn / Packnge size:  Ne28 (14x2)
Peecrp. Ne / AR .No.: FP/0094/24 Tun ynakoarn / Pack type: Eanicrep / Blister
I’oamip' cepii / Batch size: 800 000 Tab/tab Hata purorosneHns / Mfp, dater 01,2024
Kin-mn ynaxonor / No, of packs; 28 571 ' Tepatin npuzavrnocti/ Exp, date:  12.2026
Kpaiwa f Market: UKR
Pecerpauifise nocsiguenns Ne: TepuMin il HeoGMexeHn
Registration Certilicate No.: UA/13322/01/62 unlimited validity
Ne nfni Hassa ananisy Crempixanis PeaynuraTi anajisy
Sr. Ne. Test name Specification Test result
Onne Binoro nfo wMaibxe Gimoro wonsopy Kpyrsi fso- | Bianonimae
1 oryxni TabneTky.
Description Whike to off-while, circular biconvex tablets. Complies
Inenrudyikanin Yacy yTpuMysanHA OCHOBHOrC nixa wa XposmaTo- | Bignosiaae
rpamax’ BHNPOGCBYEAHOTO POUHHY T4 pPOIUMHY
TODIBHAHEA,  OEPWAHMX  TpH  KinekicHOMy
BUIMNUEHH], MAIOTE CiROANATH.
2 ldentification In ﬂze,Assay test, the retention time of the principal | Complics
peak in the chromatogram of test solution is
concordant to that in the chromatogram of standard
solution.
CrupanicTs He 6iibte 1,0 %. 0,24 %
3| Frinbility Not more than 1.0 %. 024 %
Posnmanapns He 6ineitte 15 x3. 9 xB 44 cer
4 Disintegration NMT 15 min. ‘9 min 44 sec
OnnopiaxicTs Ae30BAHUX Binnorinae sumoran. Binnosinae
5 ORITHHLE
Uniformity of dosage units Complies with the requirements, Complies
PosunneHusa He aenne 75 % (Q) 3a 45 xn, 94 %
6 | pissolution Not Iess than 75 % (Q) in 45 min, 94 %
Kinrxicne suspavenns Bin 95,0 % no 105,0 % reamicaprany six sassnenol | 96,7 %
7 KDIBKOGTI.
Assay _ 935.0 % to 105.0 % of tehnisartan of label claim, 96.7 %
Cynpopixni RoMiny He Ginpuze 0,2 % xookiol aoMitmxs. 0,061 %
8 Related substances Any individual impurity: NMT 0.2 %. 0.061 %
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Kuinenlea distin R TOB «ICycynt Brapam
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Ne n/n Haapa ananisy Cnewzdinaxin PeaynwraTn ananizy
Sr. No, Test name Specification Test result
Mixpobionoriuna ubeTora B npenapati fonycKacTeca: )

araibye  ukcno  aepobuHux  Mixpoocpramismis _

{TAMC) — He 6inpie 103 KYO/r. < 500 KYO/r

3aranpHe YHCNO APDEKOBEX 1 ImiceHesnx rpubis

{TYMC) —se Ginsre 102 KYO/r. <10 Kvyo/r

9 He ponyckacteca Escherichia coli B 1 r npenapaty. | Bifcyrns
Microbiological purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g, < 500 CFU/g

“Total combinied yeasts and moulds count (TYMC):

NMT 10 CFU/g, ‘ ‘ <10 CFU/g

Escherichia coli must be absent per 1 g. Absent

BHCHOBOI: / CONCLUSION:

Flpoxy«T BHrOTOBNCHO, YNAKOBAHO T4 NIPOANANTIZODANO 3riAHO 3 THMOraMH peccIpailifiyoro noceimenns,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnoripae cranraptam ta puMoram GMP,

It complies with GMP standards and requirements.

Jliuensia na supoOGHIETEO NIKApCEKHX 3acobin:

Licence for medical produets production;

Cepruadgirxar Ne 080/2023/Ghve
Certificate No. 080/2023/GNMP

Cepin AB Ne 598054
Batch AB No. 598054

L nigrocpmiyio, wo aci snpeGimi coanli ans uiel cepit rotenot nponykuil Synu sujitcieni 8 mosuili BiANOBIANOCT 3 BUMOTAMN, JaTIAYCHIME B WAHATT
nacTauioni 3 GMP, sarvepmrenift MinicTepenon oX0po1i 3R0pos’s Yipainiy, i 3 sHMoraMn PEECTPANINHOTO NOCLE KPATHI RPNINAYEIHR.

¥ hereby certify that all the manufactoring stages of this batch of finished produet have been carried out in full comipliance with the GMP requirements of the
Ministry of health of Ukmine and with the requirements of the Marketing Authorisation file of the destination country.
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Xisix-ananitug |/3an, naboparopiey BKA avanenux BKS ‘VnosHoBaxeHa ocoda
Analytical Chemist  |'QC Lab In-charge QC Head Qualified Person
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