Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Tencapran® (Tenmvucapran) Tabnerku 80 Mr

Batch No / : B2303007 Batch Quantity / 1 406.000 KG/
Cepun Ne Ob6nem cepun 406,000 KT"
Analytical Report No / : 2002FP23002224 Date of Analysis / : 27-09-2023
AHanuTHYecKMil oTdeT Ne JlaTa ananunsa

Date of Manufacture / : 08/2023 Date of Expiry / 07/2026
Jlara npoussoiAcTBA Togen jo

Analysis performed according ND / Anaius nposeaen no HJI: JITT-004161-030620 (amend Ne 1 from
17.08.2020 / wiam. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / usm. No 2 ot 13.01.2021)

No

No Test / [lokasaTenn Result / PesyabTaTe!

Specification / Hopma

1 |Description / Onncanne |White modified capsule shaped,
biconvex tablet with ‘T & ‘L’
dcbossed on cither side of breakline on
one side and ‘80’ debossed on other
side. / TabneTka KancylnOBUIHON
dopMbl,  NBOSKOBBIMYKJIas, Oenoro
BeTa, Ha OIHOM cTopoHe
pasfenuTensHas pUcka M THCHEHUE
«T» u «L» mo paszHble CTOPOHBEL OT
Hee, Ha JPYroi CTOpOHE THCHEHHE

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
side. / Tabmerka KarcylOBHIHOM
(bopMBl, IBOSAKOBBINYKIIAsl, 6El10ro WM
TIoYTH GENoro 1BeTa, Ha OJHOW CTOPOHE
pasjenurtenbHas pucka W ThcHenue «T»
U «L» 1Mo pasHble CTOPOHLI OT Hee, Ha
JIpyro# cropoHe TUCHEHHE «80».

correspond  to  that in  the
chromatogram of telmisartan reference
standard solution (section Assay). /
BpeMst yiepHBaHWsS OCHOBHOIO NMHUKa
Ha XpoMarorpamMme UCTIBITYEMOI'O
pacTBOpa COOTBETCTBYET BpPEMCHH
YACPKUBAHWSA OCHOBHOTO TITHMKa Ha

XpoMaTorpaMmme pacTBOpa
cTaHzapTHoro ofpasua TelMucapTaHa
(pasnen «KonudectBeHHOE
onpeneneHne

«80»..
2 |Identification / The retention time of the main peak in|The retention time of the main peak in
TopuHHOCTH the chromatogram of the test solution|the chromatogram of the test solution

should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
Bpems ynepxHBaHWS OCHOBHOTO TIHKa
Ha  XpOMAaToOrpaMMe€  HCIBITYEeMOro
pacTBopa  JO/DKHO  COOTBETCTBOBAaThH
BPEMEHH yJIEPKUBAHWS OCHOBHOTO THKA
Ha XpomarorpamMme pacTBopa
cTaHmapTHOTO o0paslia TenMHcapTaHa
(pazpen «KonnuectsenHoe
onpeneneHue»).

3 |Assay / Koauuecrsennoe | 80.3 mg/80,3 mr

76.0mg to 84.0mg of Cs;H;N4O,

ompeejieHue (100.4% / 100,4%) (telmisartan) (95 to 105% of label
claim) per tablet. / Ot 76,0 Mr no
84,0 mr C33H3oN,O, (TemvucaptaH) (oT
95 pgo 105% oOT HOMWHAIBHOTO
cofepikaHus) B TabneTke.
4 |Water/Bona 1.8% w/w / 1,8% Not more than 6.0% w/w /
He 6onee 6,0 %
5 |Disintegration time / 09 Minutes 41 seconds Not more than 15 min /
PacnagaeMocTs He 6onee 15 MuH
6 |Dissolution / 99%, 99%, 101%, 100%, 98%, 100% |Not less than 75 % (Q) of C33H;0N4O,
PacTBopenue (telmisartan) in 30 min. /

He menee 75 % (Q) C33H30N4O'_7
(renmucaptan) yepes 30 MuH.

Remarks : The Product conforms to ND /
TIpumeuanue: TIpoayKkT cooTBETCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3aknaroyenne: OJJOGPEHO
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No Test / ITokazaTenn
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Specification / Hopma

7 |Related Substances /
PoacrBeHHble IpUMecH

Not detected / He o6HapykeHa

Not detected / 1re ob1apyoicerna

0.01%/0,01%

Not detected / He oGHapyxeHa

0.01%/0,01%

Not detected / He obHapy»xena

Not detected / He oOHapyxKeHa

Not detected / He oBHapyskeHa

Impurity A — not more than 0.2 %/
npumech A — He Gostee 0,2 %

Impurity B — not more than 0.2 % /
npumMeck B — He 6ornee 0,2 %

Impurity D — not more than 0.2 % /
npumMechk D — He Goiee 0,2 %

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

Dimer acid impurity — not more than
0.2 % / npuMech TUMEPHOI KUCTIOTBI —
ne 6onee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npuMech XJI0po aHamora —
He Gonee 0,2 %

Any unspecified impurity — not more
than 0.2 % / equtnuHas
HEWIEHTU(PUIIMPOBAHHAS TIPHUMECE — He
Gonee 0,2 %

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

8 |Uniformity of dosage
units/
Oanopoanocrs
JAO3MPOBAHUS

2.7/2,7

The acceptance value (AV) should be
less than or equal to 15.0/
TTokazartens npuemiiemocTy (AV)
omKkeH OBITE He Ooee 15,0.

9 [Microbiological limits / Mukpotnonorugeckas 4ucrora

a) Total Aerobic Microbial
Count / Ob1iee uucno
a’3poOHBIX MUKPO-
OpraHU3MOB

b) Total Combined Yeast
and mould count / OGiee
YHCIIO IPONCKEBBIX W
[IECHEBBIX TpUOOB

¢) Escherichia Coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 gram /
OtcytctRyerB 1 T

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Absent in 1 gram /

OtcyrcTBue B | T

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cooTBeTcTBYCET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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No

No Test / IToka3zaTenn

Result / PesyabTarst

Specification / Hopma

10 [Packaging / YnakoBka

MauKy KapTOHHYIO.

10 tablets in a (PVC/AI/PA) foil /

aluminum foil blister. 3 blisters and a
paticnt information leaflet in a carton. /|a patient information leaflet in a carton.
ITo 10 Tabnerok B 6nucTepe U3
(ITBX/AI/TIA) donsru / amomunnesoif|aluminum foil blister. 3 blisters and a
doneru. ITo 3 Gnuctepa BMecTe ©
WHCTPYKILWeH 10 IPUMEHEHHTO B

7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 2 or 4 blisters and

10 tablets in a (PVC/AI/PA) foil /

patient information leaflet in a carton. /
Mo 7 Tabnerok B GnvicTepe w3
(TIBX/AVIIA) domsry / amoMuHueBoit
doabru. o 2 win 4 6nucrepa BMecTe ¢
WHCTPYKLHEH TI0 IPIMEHEHHMIO B TTaUKy
KApPTOHHYO.

[To 10 Tabnetok B 6mucTepe U3
(TIBX/AI/TTA) donbry / anoMuHueBOM
¢oneru. To 3 Gnrctepa BMecTe ¢
HHCTPYKU¥EH 1o IPUMEHEHHIO B TTAUKY
KapTOHHYI0.

11 |Labeling /MapxupoBka

According to ND / B coorserctaun ¢ HJJ

12 |Storage condition /
Xpanenue

Below 25 °C / IIpu Temnepatype He Bbitne 25 °C

13 [Shelf-life / Cpox
TOHOCTH

3 years /3 ronma

Remarks : The Product conforms to ND /

Mpumeuanne: [TponykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
Sakmouenue: OJJOBPEHO
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