Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UNKAT AHAJINU3A

Product : Telsartan (Telmiszzrta_n)_Tablets 80 mg
Npoaykr: Tencapran® (renmucapran) Tabnetiu 80 mr

Batch No / B2301895 Batch Quantity / : 406.000 KG/
Cepua Ne . Oobem cepuu 406,000 KT’
Analytical Report No / 2002FP23001599 Date of Analysis / : 08-07-2023
AHamTHIecKuii 0T9eT No Jara ananusa

Date of Manufacture / 06/2023 Date of Expiry / 05/2026
JlaTa npon3BoOACTBA Topen ao

Analysis performed according ND / Anamms nponener o HJ1: J111-004161-030620 (amend Ne 1 from
17.08.2020 / mam. Ne 1 ot 17.08.2020, amend No 2 from 13.01.2021 / m3m. Ne 2 ot 13.01.2021)

biconvex tablet with ‘T° & ‘L’
debossed on either side of breakline on
one side and ‘80’ debossed on other

side. / Tabmerka KarncCynIOBHUIHOH
(opMBI, JABOAKOBHITYKIAsd, ©Oenoro
LBETA, Ha OJHOM CTOpOHE

pasgenuTenbHas PHUCKA M THCHEHHUE
«T» u «L» mo pasHble CTOPOHBI OT
HEe, Ha JAPYrod CTOPOHE THCHEHHE
«80».

1;.:) Test / Ilokazarens Result / PesynasTaTnl Specification / Hopma
1 |Description / Ommcanne |White modified capsule shaped,|White to off white, modified capsule

shaped, biconvex tablet with ‘T* & ‘L’
debossed on either side of breakline on
one side and ‘80’ debossed on other
KarcyJI0BUIHOH
dopMbI, ABOSKOBBITYKIAs, GEIOTO WU
rouTH OSJIOro LBETA, HA OJHOMN CTOPOHE
paszaenuTenbHasg PUCKa M THCHEHHE «T»
u «L» no pasHbIe CTOPOHBI OT HEE, Ha
Ipyroi cTopoHe TUCHEHUE «80».

side. / Tabnerka

Pacnapaemoctn

10 muu 11 cex

2 |Identification / The retention time of the main peak in|The retention time of the main peak in
HopnuuuOCTHL the chromatogram of the test solution|the chromatogram of the test solution
correspond to  that in  the[should correspond to that in the
chromatogram of telmisartan reference|chromatogram of telmisartan reference
standard solution (section Assay). /|standard solution (section Assay). /
Bpemst yaepsxuBaHus OCHOBHOTO Muika|BpeMs yaep:KuBaHUsS OCHOBHOTO [ITHKA
Ha XpPOMATOTPaMME MCIBLITYEMOIO|Ha  XPOMAaTOTpaMME  HCIBITYeMOro
pacTBOpa COOTBETCTBYCT BPEMEHH|pacTBOpPAa JOJDKHO  COOTBETCTBOBATH
YAEPAHMBAHMA OCHOBHONO TITMKA Ha|BPEMCHM yJICPKHBAHUA OCHOBHOTO THKA
XpOMarorpaMme pacteopa|Ha XpOMarorpaMme pacTtBopa
CTaHAapTHOro obpasua TenMuCapTaHa|cTaHAapTHOro obpasua TemMHCApTaHA
(pazzen «KommiecteHHoE | (pazaen «KonmmiectseHHoe
OIpEACIICHHUE OTIPE/ICTICHHEY ).
3 |Assay/ KomiuecrBennoe | 80.6 mg/ 80,6 mr 76.0mg to 84.0mg of CiHiN,O,
onpeaesicHne (100.7% / 100,7%) (telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 76,0 Mmr mo
84,0 Mr Cs3H3oN;0, (Tenmucapran) (ot
95 mo 105% or HOMUHAILHOIO
COJEPIKAHMA) B TAOICTKE,
4 |Water / Boga 1.7% wiw / 1,7% Not more than 6.0% w/w /
He 6omnee 6,0 %
5 |Disintegration time / 10 minutes 11 seconds/ Not more than 15 min/

He 6onee 15 mun

Remarks : The Product conforms to ND /

pumeuaunne: [Ipoayxt cootBeTcTBYET TPebOBaHMsimM HJ

Conclusion : APPROVED /
Jaxmoyenue: OZJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTIU3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
IlpoayKT: Tencaptar® (Tenmucapran) Tabaetkn 80 Mr

Batch No / B2301895 Batch Quantity / : 406.000 KG/

Cepusn Ne - Oonem cepun 406,000 KT" N
Analytical Report No / 2002FP23001599 Date of Analysis / 08-07-2023
AHAIMTHYECKHIT 0TUeT N Jara anamza

Date of Manufacture / 06/2023 Date of Expiry / 05/2026

JlaTa npou3BoaACTBA I'oxen 10

Analysis performed according ND / Auamn3 npogeaen o H/: N111-004161-030620 (amend Ne 1 from
17.08.2020 / mam. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / usm. Ne 2 ot 13.01.2021)

PacrBopenne

1;.:) Test / [Toxazaresn Result / Pe3yabratol Specification / Hopma
6 |Dissolution / 101%, 101%, 101%, Not less than 75 % (Q) of C33H3,N,O,

101%, 99%, 100%

(telmisartan) in 30 min. /
He menee 75 % (Q) C33H30N402
(renmucaptan) yepe3 30 mun.

7 |Related Substances / Less than LOQ (LOQ = 0.003%) /|Impurity A —not more than 0.2 % /
Poacreennsie mpuMecd  |Hwke 1mpemena  KoauuccTBEHHOTO [mpumech A — He 6onee 0,2 %
= 0,
onpeaenerua (IIKO = 0,003%) Impurity B —not more than 0.2 %/
- (1)

Not detected / e oOnapyxeHa SRR IB SHEIGoEI052:%

Impurity D — not more than 0.2 % /
0.01%/0,01% mpumech D — ve 6onee 0,2 %

Impurity TMS1 — not more than 0.2 %/
Not detected / ve oGuapyxeHa rpuvecs TMS1 — se Gomee 0,2 %
Less than Limit of Detection (LOD =|Dimer acid impurity — not more than
0.0025%) / Hwke npenaena|0.2 % / npuMech AUMEPHON KUCIIOTHI —
o6uapyxenus (I10 = 0,0025%) He 6omnee 0,2 %
Less than LOQ (LOQ = 0.005%) / Chloro analogue impurity— not more
H than 0.2 %/ nprmMecs XJI0po aHagora —

YOKE TIPE/CTa KOIMYECTBEHHOTO 6 02 %

ompeaencrus (ITKO = 0,005%) HE OOIeCiL,

Any unspecified impurity — not more
Not detected / ve oGHapyxxeHa than 0.2 % / equHUYHAs

HEeUJACHTH() MITMPOBAHHAS ITPUMECH — HE

Bomee 0,2 %
Not detected / ve oGHapysxeHa Total impurities — not more than 1.5 % /

cyMma npumeceii — He 6onee 1,5 %.

8 |Uniformity of dosage 4.4/44 The acceptance value (AV) should be
units/ less than or equal to 15.0 /
OnHopogHOCTH Noxasarens mpuemiaemocTh (A V)
JA03UPOBAHHS JomuKeH OvITh He Oonee 15,0.

Remarks : The Product conforms to ND /

Ipumeuanne: [Ipoaykt cooTBeTcTBYET TPeOOoBarHMaM HJ

Conclusion : APPROVED /
Jaxkimouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANNIA
Product : Telsartan (Telmisartan) Tablets 80 mg
Iponykr: Tencapran® (tenmmucapran) Tabnetiku 80 mMr . N
Batch No / B2301895 Batch Quantity / : 406.000 KG /
Cepns Ne Oobem cepun 406,000 KI" -
Analytical Report No / 2002FP23001599 Date of Analysis / : 08-07-2023
AHanuTH4ecKHi oTyeT Ne Jara anamsa |
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Jdara npou3BoaACTBA Cogen po
Analysis performed according ND / Ananus nporenier mo H/1: J111-004161-030620 (amend Ne 1 from
17.08.2020 / uzm. Ne 1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)
1;.00 Test / IlokazaTesib Result / PesyabTars: Specification / Hopma
9 |Microbiological limits / Mukpo6uosioruyeckast YucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee uuncio Memnee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OPTaHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r
YUCITIO APOXIKEBBIX M
IUICCHEBBIX TPUOOB
¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram /
OrcyrcrByerB I T OrcyrctBue B 1 1
10 |Packaging / YnmakoBka 10 tablets in a (PVC/AI/PA) foil / 7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a |aluminum foil blister. 2 or 4 blisters and
patient information leaflet in a carton. /|a patient information leaflet in a carton.
[lo 10 Tabnerox B 6ucTepe u3 10 tablets in a (PVC/AI/PA) foil /
(IIBX/AI/TTA) donbru / amomunmesoit|aluminum foil blister. 3 blisters and a
¢onbra. [o 3 6nuctepa BMecTe © patient information leaflet in a carton. /
HHCTPYKLFEH 110 TIPUMEHCHUIO B [o 7 Tabnetox B GnucTepe U3
MayKy KapTOHHYIO. (IIBX/AVIIA) donsru / anroMuHUEBOLM
(oneru. Ilo 2 wiu 4 6aucTEpa BMECTE C
MHCTPYKIMEHN 10 MPUMEHEHHIO B TTAYKY
KapTOHHYO,
ITo 10 Tabnerok B GnucTepe U3
(TIBX/AUTIA) donsru / amroMuHHEBOM
(onwru. [lo 3 Gucrepa BMecTe ¢
HMHCTPYKUHKEH IO MPUMEHEHHIO B MAYKy
KapTOHHYIO.
11 |Labeling /MapxupoBka |According to ND / B coorercTeru ¢ H]
12 |Storage condition / Below 25 °C / Ilpu Temnepatype He Boiie 25 °C
Xpaneaue
13 [Shelf-life / Cpox 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND /

Ipumeuanne: TpoaykT cootBercTBYeT TpeboBarmsiM HIT

Conclusion : APPROVED /
Zakmouenue: OJIOBPEHO
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