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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoayxr: Tencapran™ (resmucapran) tabnetku 40 mr

Batch No / B2301320 Batch Quantity / 406.000 KG / 406,000 KI'
Cepusa No Oo6nem cepun

Analytical Report No / 2002FP23001058 Date of Analysis / 1 22-04-2023
AnajanTHyeckuii oTyeT Ne Hdata ananusa

Date of Manufacture / 0372023 Date of Expiry / 02/2026

JlaTa npou3BOJCTBA Topen 1o

Analysis performed according ND / Ananns nposeaen no HJI: JITT-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 o1 13.01.2021)

No
Ne

Test / Ilokazarenn

Result / PesyabsTaTsl

Specification / Hopma

1 | Description / Onncanne

White modified capsule shaped,
biconvex tablet with ‘T° & ‘L’
debossed on either side of breakline
on one side and ‘40’ debossed on
other side. / Tabnerka
KAIICYJIOBUAHOM (dopmel,
IBOSKOBBIMYKITast, Georo 1peTa, Ha
OJHOM CTOpOHE pa3sfenuTelbHas
pucka ¥ THcHeHHe «T» u «L» mo
pazHble CTOPOHBI OT Hee, Ha APYroi
CTOpOHe THCHEHHE «40».

White to off white, modified capsule
shaped, biconvex tablet with ‘T> & ‘L’
debossed on either side of breakline on
one side and ‘40’ debossed on other
side. / Tabnerka KancyJOBHAHOM
({OpMEI, ABOSKOBBIMTYKITas, Henoro win
moyTH Oeoro IBETa, Ha OJHOM
CTOpOHE pasfelWTeNlbHas pHcKa M
tHcHeHne «T» m «L» 1o pasHele
CTOPOHBI OT Hee, Ha HpPYroi CTopoHe
THCHEeHHE «40%.

2 | Identification /
INoaHHHOCTD

The retention time of the main peak
in the chromatogram of the test
solution corresponds to that in thc
chromatogram  of  telmisartan
reference standard solution (section

Assay). /
Bpems ypmepkuBaHHS OCHOBHOIO
TTHKa Ha XpoMaTorpaMmme
HCITBITYEMOTO pacTtBopa
COOTBETCTBYET BpPEMEHH
yAepXKUBaHWSI OCHOBHOTO THKa Ha
XpomarorpaMmme pacTBopa
CTaHIapTHOTO obpazma
TeIMUCApPTaHa (pazmen

«KonnyecTBeHHOE OIIpEACIICHUE

The retention time of the main peak in
the chromatogram of the test solution
should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
BpeMst ynep>xuBaHHsS OCHOBHOTO TTHKa
HA  XpOMaTorpaMMe€  HCIBITYEMOro
pacTBopa HOJDKHO COOTBETCTBOBATH
BpEMEHH YJIEPXKHUBAHUS OCHOBHOTO
MUKa Ha XpoMaTorpaMMe pacTBopa
CTaHAapTHOTO ofpaslia TeJIMHcapTaHa
(pazmen «KonuvecrBeHHoe
onpenenieHuen ).

3 | Assay / Koam4ecTReHHOE
omnpejejieHHe

39.6 mg/ 39,6 mr
(99.1 %/ 99,1%)

38.0mg to 42.0mg of C33H3N,O,
(telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 38,0 Mr mo
42,0 mr Cs3H3oN4O; (Tenmucapran) (ot
95 mo 105% OT HOMHMHAJIEHOIO
coJiepkaHus) B TaONETKe.

4 | Water/ Boaa

1.6% w/w / 1,6%

Not more than 60% w/w /
He 6oiee 6,0 %

5 | Disintegration time /
Pacnagaemoctb

08 minutes 32 seconds/
08 muH 32 cex

Not more than 15 min /
He Gonee 15 mun

Remarks : The Product conforms to ND /
Ipumeuanne: [Tpoaykr cooTBeTcTRYET TpebGoranusm HJI

Conclusion : APPROVED /
3axsouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IIpoaykr: Tencapran™ (renmucapran) tabnerku 40 Mr

Batch No / B2301320 Batch Quantity / 406.000 KG /406,000 KI'
Cepus Ne O6bem cepuu

Analytical Report No / 2002FP23001058 Date of Analysis / 22-04-2023
AnaauTuuecknii orger Ne Jata anannza

Date of Manufacture / 03/2023 Date of Expiry / 02/2026

JaTta npousBoJcTBa Topen go

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021)

PacTBOpenne

103%, 103%, 103%

1;.? Test / IlokazaTenn Result / PesyabTaTsl Specification / Hopma
6 | Dissolution / 99%, 99%, 103%, Not less than 75 % (Q) of C33H30N4O,

(telmisartan) in 30 min. /
He menee 75 % (Q) C33H30N,O,
(Tenvucapran) yepe3 30 MuH.

7 |Related Substances /
PO)ICTBeHHble npumecu

Not detected / He o6HapyxeHa

Not detected / He oOHapyxkeHa

0.01%/0,01%

Not detected / He oOHapyxeHa

Less than Limit of Detection (LOD =
0.0025%) / Huxe npenena
obnapyxenus (I10 = 0,0025%)

Less than LOQ (LOQ = 0.005%) /
Hwke mnpenena KOJTMYECTBEHHOTO

onpenesienus (ITKO = 0,005%)

Not detected / ne obnapy>xeHa

Not detected / He oOHapyskeHa

Impurity A —not more than 0.2 % /
npumMech A — He 6onee 0,2 %

Impurity B — not more than 0.2 % /
npumeck B — ne 6onee 0,2 %

Impurity D — not more than 0.2 % /
npumech D — He 6onee 0,2 %

Impurity TMS1 -- not more than 0.2 %/
npuMech TMS1 — He Gonee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech IMMEPHOU KUCTIOTHI —
He Goinee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npuMech XJ10po aHaOTa —
ne 6omnee 0,2 %

Any unspecified impurity — not more
than 0.2 % / enyHnyHag
HeuAeHTUPUUUPOBaHHAS TPUMECh —
He 6omee 0,2 %

Total impurities — not more than 1.5 % /
cymMmMa npumMeceit — He 6onee 1,5 %.

8 | Uniformity of dosage
units/
OaHopoaHOCTH
JAO3HPOBAHHUS

5.7175,7

The acceptance value (AV) should be
less than or equal to 15.0/
ITokazarens npuemMiemocTH (AV)
JNoJnkeH ObITh He bonee 15,0.

Remarks : The Product conforms to ND /
IIpumeuanne: [Iponykr coorBercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoayxr: Tencapran™ (renmucapran) Tadnerku 40 Mmr
Batch No / B2301320 Batch Quantity / 406.000 KG /406,000 KI'
Cepus Ne O0bemM cepin
Analytical Report No / 2002FP23001058 Date of Analysis / 22-04-2023
AHanuTHYecKHii oTdeT Ne JlaTa anajanza
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JlaTa mpou3BOACTBA Tosen 1o
Analysis performed according ND / Ananus nposenen no HJI: JITT1-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021)
1}? Test / IloxazaTenn Result / PesyabTaTsl Specification / Hopma
9 | Microbiological limits / MukpoOnoJiorudeckas YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61ee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOGHBIX MUKpO-
OpraHU3MOB
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
YHCIIO APOXOKEBBIX U
TJecHEeBbIX MpHOOB
c) Escherichia Coli Absent in | gram / Absent in 1 gram /
Oreyreryer s 1 r OtcyTcTBHE B 1 T
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil /|7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and | aluminum foil blister. 2 or 4 blisters
a patient information leaflet in a | and a patient information leaflet in a
carton. / carton.
Ilo 10 Tabnerok B Omucrepe u3 [ 10tablets in a (PVC/AI/PA) foil /
(IIBX/AUTIA) dosneru / | aluminum foil blister. 3 blisters and a
amomunueBoit  donsru. [lo 3 | patient information leaflet in a carton. /
6nuctepa BMecte ¢ WHCTpykumei o | [To 7 Ttabmerok B Omuctepe W3
NPUMEHEHMIO B TIa4Ky KapToHHyt0. | (IIBX/AI/TTA) donsru / amroMuHHEBOIM
doneru. Ilo 2 wm 4 Gnucrepa BMecTe
C UWHCTPYKUUEH IO TIPUMEHEHHUIO B
Mayky KapTOHHYIO.
Ilo 10 Tabmerok B Omuctepe wu3
(IIBX/AI/TIA) doneru / amoMHUHHEBOI
¢omern. Ilo 3 OGnucrepa BMecTe ¢
HHCTPYKIMEH 10 TIPUMEHEHWI0 B
navyky KapToHHYIO.
11 | Labeling /MapkupoBka According to ND / B coorsetrcTeiu ¢ HJ{
12 | Storage condition / Below 25 °C / Tlpu temnepatype He Bbie 25 °C
Xpanenne
13 | Shelf-life / Cpox 3 years/ 3 roga
TOTHOCTH

Remarks : The Product conforms to ND /
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeGoBanusM HJT

Conclusion : APPROVED /
3aknouenue: ONOBPEHO
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