Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 m g
[ponykT: Tencapran® (tenmucapTan) Tabnetiu 40 mr

Batch No / : B2302093 Batch Quantity / : 406.000 KG / 406,000 K[ -
Cepus Ne B O6bemM cepun . B
Analytical Report No / : 2002FP23001593 Date of Analysis / ¢ 11-07-2023

AHAIMTIYECKHUA 0TYeT Ne Jara anajiusa e |
Date of Manufacture / : 06/2023 Date of Expiry / 05/2026

Jara HpousBoACIBA Loaen a0

Analysis performed according ND / Anaym3 nposenen no HJL: J1I1-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 ot 13.01.2021)

No

Ne Test / [lokazaresib Result / PesysbTarsi

Specification / Hopma

1 | Description / Omacanne 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
KarcyJIOBUIHOM (hopmMeL,
JIBOSKOBBINYKJ1asi, OSIOro 1BETa, HA
OZHOW CTOPOHE pa3aCAUTENIbHAsA
pucka u TucHeHue «IT» m «L» mo
pasHBIE CTOPOHEI OT HEE, HAa APYTOH
cTOpOHE THCHCHHE «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 KancyJaoBHIHOM
(opMBI, TBOSKOBHIIYKIAs, OCIOT0 WU
moutd OeJoro 1Bera, HA OJHOM
CTOPOHC pasdenuTenbHas pHUCKa M
TuceHeHue «T» u «L» mo pasHeie
CTOPOHBI OT HEE, HA APYroM CTOPOHC
THUCHEHHE «40».

2 | Identification / The retention time of the main peak
[MopsmHHOCTE in the chromatogram of the test
solution correspond to that in the
chromatogram of telmisartan
reference standard solution (section
Assay). /

Bpewms yaepxxuBaHys OCHOBHOTO
IMKa Ha XpPOMAaTOrpaMMe
KCIIBITYEMOTO PAacTBOPa
COOTBCTCTBYET BPCMCHHU
yIEpPKUBAHMA OCHOBHOTIO ITHKA Ha
XpoMAaTorpaMMe pacTeopa
cTaHzapTHOTO obpasia
TenMucapTaHa (pasaen
«KonuiecTBeHHOE OIpeeIICHUE

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 yaepXuBaHUsA OCHOBHOTO ITHKa
HAQ XpOMAaTorpaMMe  HKCIBITYEMOro
pacTBopa JODKHO COOTBETCTBOBATH
BPEMCHU  YIACPIKUBAHMUS  OCHOBHOIO
[MKa Ha XpOMAaToOrpaMMe pacTBOpa
cTaHmapTHOro obpasi@a TenMucapTaHa
(pazzmen «KonuuecTeeHHOE
OTIPEACIICHUCY ).

3 | Assay/ KoquuecrBennoe | 41.2mg/41,2 mr

38.0 mg to 42.0 mg of C33H30N402

onpesesieHIe (102.9% / 102,9%) (telmisartan) (95 to 105 % of label
claim) per tablet. / Or 38,0 mMr g0
42,0 mr C33H30N4O, (tenmucapran) (ot
95 1m0 105% OT HOMHHAILHOTO
COJCPIKAHMA) B TAOIICTKE.
4 | Water / Boa 1.8% w/w / 1,8% Not more than 6.0% w/w /
He 6onee 6,0 %
5 | Disintegration time / 08 Minutes 11 seconds/ Not more than 15 min /
Pacnagaemoctsh 08 mun 11 cex He 6once 15 mun

Remarks : The Product conforms to ND /
Mpumeuanne; [poaykr cootsercryer TpeboBanmaM HJL

Conclusion : APPROVED /
Jakmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoayxt: Tencapran® (TenmucapTan) TabneTku 40 mr

Batch No / B2302093 Batch Quantity / : 406.000 KG / 406,000 KI
Cepus Ne Oobem cepun

Analytical Report No / 2002FP23001593 Date of Analysis / 11-07-2023

Anamutudecknii oryer Ne Aara ananusa e __||
Date of Manufacture / 06/2023 Date of Expiry / 05/2026

JaTa npou3BoOACTBA Lopen no

Analysis performed according ND / Anayms nposeaen mo HA;: J1[1-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend No 2 from 13.01.2021 / usm. Ne 2 ot 13.01.2021)

l;;) Test / Ilokazaren Result / Pe3yabTarbi Specification / Hopma
6 | Dissolution / 100%, 101%, 101%, Not less than 75 % (Q) of C33H30N4O,
PacTBopenne (telmisartan) in 30 min. /

100%, 101%, 100%

He menee 75 % (Q) C33H30N402
(TemmucapTad) yepes 30 muH.

7 |Related Substances /

PoxacrBeHHbie mpuMecn Hipke

Less than LOQ (LOQ = 0.003%) /

npeacna  KOJIUIECTBEHHOTO

ompenenenus (ITKO = 0,003%)
Not detected / He 0OHapy>xeHa
0.01%/0,01%

Not detected / He oOHapy:keHa
Less than LOQ (LOQ = 0.008%) /
Hwpxe npenena xomM4ecTBEHHOTO
onpenenenus (ITKO = 0,008%)
Less than LOQ (LOQ = 0.005%) /
Hwoxe npenesna xoMyecTBEHHOTO

ompenenenus (ITKO = 0,005%)

Not detected / He oOHapykeHa

Not detected / ve oGHapyxeHa

Impurity A — not more than 0.2 % /
npumMech A — e 6omee 0,2 %

Impurity B —not more than 0.2 %/
mpumecs B — He G6omee 0,2 %

Impurity D — not more than 0.2 % /
mpumecs D — ve 6onee 0,2 %

Impurity TMS1 — not more than 0.2 %/
rmpumecs TMS1 — e 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech TUMEPHOM KUCIIOTHI —
He Oonee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ mpumecs XJ10po aHayiora —
He Gonee 0,2 %

Any unspecified impurity — not more
than 0.2 % / egurriHas
HEUACHTH()HMITHPOBAHHAS TIPHUMECH —
He 6omee 0,2 %

Total impurities — not more than 1.5 % /
cyMMa mpumecei — e 6onee 1,5 %.

8 | Uniformity of dosage
units/
OaHOPOAHOCTD
J03UPOBAHHS

34/3,4

The acceptance value (AV) should be
less than or equal to 15.0 /
IToxazatens mpuemmemoctu (AV)
JomkeH ObiTh He Oonee 15,0.

Remarks : The Product conforms to ND /

Ipumeuanne: [lpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CE

PTUDUKAT AHATIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Npoaykr: Tencapran® (tenmucapran) Tabaetku 40 mr

ABAIMTHYECKHI 0TYeT Ne

: 406.000 KG / 406,000 KI

Jlara ananmsa

Batch No / :  B2302093 Batch Quantity /
Cepus Ne B O0beM cepun
Analytical Report No / : 2002FP23001593 Date of Analysis / : 11-07-2023

Date of Manufacture / . 06/2023
JlaTa npou3BOACTBA

Toged 10

Date of Expiry /

05/2026

Analysis performed according ND / Ananu3 npoeegen o H/L: NM-004161-030620 (amend Ne 1 from
17.08.2020 / w3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021)

No

. Test / IloxazaTesn
Ne

Result / Pe3yabTarsi

Specification / Hopma

9 | Microbiological limits / Mukpo6uoJiorngeckast YucToTa

a) Total Aerobic Microbial
Count / O6mmee uuncio
a>pOOHBIX MUKPO-
OpraHU3MOB

b) Total Combined Yeast
and mould count / Ob1ee
YUCIIO JPOXKIKCBBIX U
TUIECHEBBIX IpUOOB

¢) Escherichia Coli

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

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

Absent in 1 gram /
OrcyrctByerB 1 1

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 /
OrcyrcrBue B 1 ¢

10 | Packaging / Ynakoska 10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and
a patient information leaflet in a
carton. /

[lo 10 Tabnerok B Omuctepe u3
(TIBX/AI/TIA) tdonbru
amoMunuesort  Qomeru.  Ilo
fnHcTEpa BMECTE C MHCTPYKLIMEH TI0
NPYMEHEHHIO B MaYKy KapPTOHHYFO.

/
3

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

10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
Ilo 7 Tabnerox B Omucrepe w3
(TIBX/AI/TTA) ¢donbru / anroMuHUEBOM
(onern. [lo 2 unu 4 6nuctepa BMecTe
C UHCTPYKLIMGH IO TPUMCHCHMIO B
MayKy KapTOHHYIO.

ITo 10 tabnerox B Onucrepe wu3
(ITBX/AIMIA) ¢oneru / antoMUHHCBOH
¢domeru. [lo 3 OGmucrepa BMecTe ¢
MHCTPYKLMEW IO MPHMEHCHUIO B
a4Ky KapTOHHYIO.

11 | Labeling /MapxupoBKa According to ND / B coorserctuu ¢ H]|

12 | Storage condition / Below 25 °C / I[1pu Temneparype He Boie 25 °C
Xpanenue

13 | Shelf-life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND /

NMpumeuanne: [Ipoaykr cooTsercTByeT TpeOoBanuam HJL

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO
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