Dr. Réddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

\Product : Telsartan (Telmisartan) Tablets 40 mg
Tpoayxr: Teacaptau™ (Tensircapran) TadaeTKy

40 mr

Market / Poinox : Russia / Poccus

Batehn Np«/ B2403227 g (ChOanE : 406.000 KG / 406,000 KT |
Cepusi Ne Pazmep cepun 1
Analytical Report No. / 2002FP24002382 Date of Analysis/ . 30-09-2024 |
AHanuTHYecKHil oTyeT No Jdata ananauza |
Date of Manufacture / 20-08-2024 Date of Expiry / . 31-07-2027 ’
Jarta npousBoacrea - Tooen no

Mfg. License No. /

Tpou3BoACcTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JII1-004161

JuueH3ns Ne

Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / usm. Ne 1 ot
17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023

Pagel of 5/Crp.1m35

No
No

Test / [NokazaTe/n

Result / PesynbTaTsl

Specification / Hopma

1 | Description / Onncanue

White, capsule shaped, biconvex tablet with
“T” and “L” debossed on both sides from
break line on one side and “40” debossed on
the other side. / Tabnerka KancynoBHAHOM
dopmbl, ABOAKOBLINYKAAsA, Geloro 1BeTa, Ha
ONHOW CTOpOHE pa3feNiuTelibHas pucka WU
TUCHeHue «T» u «L» 1o pasHble CTOPOHBI OT
HEe, Ha ApYro# cTopoHe TucHeHue «40».

White to off-white, capsule shaped, biconvex tablet
with “T” and “L” debossed on both sides from break
line on one side and “40” debossed on the other side.
/ Tabnerka Karncy/10BUAHOH dopmbl,
JIBOSKOBLINYKJast, 6esoro uny noutu 6enoro ugera,
Ha OOHOI CTOpPOHe pasfenuTeNbHas pucka MU
TUCHeHHe «T» u «L» 1o pasHbie CTOPOHEI OT Hee, Ha
Jpyroit ctopoHe TUCHEHHUE «40».

2 Identification /
IMopnuuHOCTL

The retention time of the main peak in the
chromatogram of the test solution correspond
to that in the chromatogram of telmisartan
reference standard solution (Assay section). /
Bpems ynepkuBaHHs OCHOBHOrO IHKa Ha

The retention time of the main peak in the
chromatogram of test solution should correspond to
that in the chromatogram of telmisartan reference
standard solution (Assay section). /
Bpems  ymepKMBaHUs ~ OCHOBHOrO MdKa Ha

i

CH. Prasad - Quality Control- Team Member

.D. Latha- Quality Control- Team

Member L@,

XpoMaTorpaMMe  HCIBITYEMOrO  pacTBOpa [XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa JODKHO
COOTBETCTBYET  BPEMEHH  YICPXKMBAHUS |COOTBETCTBOBATH BPEMEHH YNEpPKHUBaHHS OCHOBHOIO
OCHOBHOTO TNHKa Ha  XpoMaTorpamMMe |MMKa Ha XpOMaTorpaMMe pacTBOpa CTaHAapTHOrO
pacTBopa CTaHOAPTHOTO obpasua |obpa3ua Tenmucaprada (pasmen «KoauuecrBeHHOe
TenmucaptaHa (pasmen «KonuuecrBeHHOe |onpeneneHue»).
omnpeneneHue
3 | Assay/ KoanvecTsennoe 40.4 mg/ 40,4 mr 38.0 mg to 42.0 mg of C33H30N4O: (telmisartan) (95
onpesaeneHue (100.9% / 100,9%) to 105 % of label claim) per tablet. / Ot 38,0 Mr oo
42,0 mr Cs3Hz0N40: (tenmucaprad) (ot 95 oo 105 %
OT HOMMHAILHOTQ CoAepkaHus) B TabneTke.
4 | Water / Boaa 1.9 %w/w / 1,9% Not more than 6.0% w/w /
He 6onee 6.0 %
S | Disintegration / 08 Minutes 21 seconds / Not more than 15 min /
Pacnapaemoctsb 08 muH 21 cex He Gonee 15 muH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: Ilpoaykt cooTBeTCTBYET TpebosaHusam HJJ 3akawuenne: OJOBPEHO
Prepared by / TloarotoesieHo: Checked by / ITpoeepeHo: Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member P

e

Date /Ilata: 30-09-2024

Date /Hara: 30-09-2024

Date /Tata: 30-09-2024




Dr. Reddy’s Q-:-'

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

|Product : Telsartan (Telmisartan) Tablets 40 mg
|ﬂnoaym: Teacapran®™ (Teamucapran) Tabaerii 40 mr

Market / Poinok

: Russia / Poccus

IO : B2403227 Batch Quantity / . 406.000 KG / 406,000 KI"
Cepna Ne Pasmep cepun

Analytical Repourt No. / . 2002FP24002382 Date of Analysis / . 30-09-2024
AHanuTHyecknii oTuer Ne JaTta ananusa

Date of Manufacture / . 20-08-2024 Date of Expiry / . 31-07-2027

Jarta npou3soacrea I'oaen oo

Mfg. License No. /

MpoussoacTBeHuan : 63/RR/AP/96/F/R MA number: / Homep PY  : JIT1-004161

JuneHsna Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne 1 ot
17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023
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PacTteopenne

];? Test / [lokazaTess Result / Pe3yabTaTsl Specification / Hopma
6 | Dissolution / 102%, 103%, 101%, 99%, 102%, 103% Not less than 75 % (Q) of C33H3oN4O- (telmisartan)

in 30 min. /
He menee 75 % (Q) Cz3H3oN4O- (Tenmucapran)
yepe3 30 MHH.

7 |Related Substances /
PoagctTBennbie npumecu

Less than LOQ (LOQ = 0.003%) / Huxe
npegena KOJIMYECTBEHHOTO ONpeleNieHus!
(JIKO = 0,003%)

Not detected / He oGHapyxkeHa

Not detected / e obHapyxkeHa

Not detected / He 06HapyskeHa

Not detected / He oGHapyskeHa

Less than Limit of Detection (LOD =
0.0018%) / Huxxe npenena o6Hapyxenus (I10
=0,0018%)

Less than Limit of Detection (LOD = 0.017%)
/ Huxe npenena o6Hapyxeuus (ITO =

0,017%)

Not detected / He oGHapysKeHa

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

Impurity B — not more than 0.2 %/
npumces B He Gonee 0,2 %6

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

Impurity TMS1 — not more than 0.2 %/
npuMecs TMS1 — He 6onee 0,2 %

Dimer acid impurity — not more than 0.2 %/
npHUMech TuMepHo# kucioTel — He Gonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
nMpuUMeck Xnopo ananora — He 6ostee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eMMHUYHAs HeMAEHTHHUUHMPOBAHHAS PUMECh — HE
oonee 0,2 %

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

Remarks : The Product conforms to ND /
Hpumeuanne: [Tpoaykr coorsercTByeT Tpebosanusam HJL

Conclusion : APPROVED /
3axawuyenue: OJIOBPEHO

Prepared by / Ilonrotosnexo:

)

CH. Prasad - Qualilf Control- Team Member

Checked by / lIposepeHo:
.D. Latha- Quality Control- Team
Member

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team

Member n
e

Date /Jlara: 30-09-2024

Date /lata: 30-09-2024

Date /[ara: 30-09-2024




Dr. Féeddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

|Product : Telsartan (Telmisartan) Tablets 40 mg
INMponykr: TeacapTan™ (Teamncapran) tadnetkn 40 mr

IMarket/ Poinox

: Russia / Poccus

|Batch No. /

. B2403227 Batch Quantity / : 406.000 KG / 406,000 KI"
!Ceplm Ne Paszmep cepun
!Analytlcal Repovrt No. / . 2002FP24002382 Date of Analysis / . 30-09-2024
|AHaJinTHYecKuii oTueT No JlaTa ananusa
:Date of Manufacture / . 20-08-2024 Date of Expiry / . 31-07-2027
Jlara npon3BoacTBAa INopen no
Mfg. License No. /
MpouzBoacTBEHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JI[1-004161
nuueH3na Ne

Analysis performed according ND No / Ananns nposeaen no HJI Ne: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne 1 o1
17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. N 3 ot 05.09.2023
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1;.? Test / IlokxazaTenn Result / PesynabTaTs! Specification / Hopma
8 | Uniformity of dosage 29729 Acceptance value (AV) should be not more than
units/ 15.0/
OpHopoaHocTh IMokasarens npuemaemMocTh (AV) nomxkeH ObITh HE
03U pOBaHHS 6onee 15,0.
9 | Microbiological limits* / MukpoGHonoruyeckas uucrora*

a) Total Aerobic Microbial

Not Applicable

Not more than 10° CFU/g /

Count / O0ulee uneiv
a3po0OHBIX MMKPO-
OpraHM3MOB

YHCJIO APOXIKEBLIX U
NIECHEBBIX FpI/l6OB

c) Escherichia Coli

b) Total Combined Yeast
and mould count / O6uiee

Not Applicable

Not Applicable

He Gusee 107 KOEA

Not more than 102 CFU/g /
He 6onee 102 KOE/r

Absent in 1 gram /
OrcytrcrBue B 1 r

Remarks : The Product conforms to ND /
IIpumeuanue: [MpoaykT cooTBercTBYeET TpeOoBaHUsAM HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / IloaroroeneHo:

CH. Prasad - Quality Control- Team Member

Checked by / IIpoeepeHo:
.D. Latha- Quality Control- Team

Member | E 3

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
Ajay Kumar- Quality Assurance- Team
Member n

A4

Date /Jlata: 30-09-2024

Date /Mara: 30-09-2024

Date /[lata: 30-09-2024




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Tencapran® (Tesmucapran) Tabaerky 40 mMr

Market / PolHok

: Russia / Poccus

BALEN NO. ¢ . B2403227 Batch Quantity / . 406.000 KG / 406,000 KT
Cepusa Ne Pasmep cepnu

Analytical Repourt No. / 2002FP24002382 Date of Analysis / 30-09-2024
AHanuTHyeckHil oTueT No JlaTa aHaau3a

Date of Manufacture / 20-08-2024 Date of Expiry / 31-07-2027

JaTta npoussoacraa I"'oaen no

Mfg. License No./

[pousBoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY  : JI1-004161

JuueHsns Ne

Analysis performed according ND No / Anaau3s nposeagen mo HJ[ Ne: JIIT-004161-030620 (amend Ne 1 from 17.08.2020 / usm. Ne 1 or
17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3 o1 05.09.2023

Page 4 of 5/Ctp. 4135

i:’ Test / [TokazaTenb Result / Pesyabrarst Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil
foil blister. 3 blisters and a patient information |blister. 2 or 4 blisters and a patient information leaflet
leaflet in a carton. / in a carton.
[To 10 Tabnerok B 6ancrepe n3 ([IBX/AI/TIA) (10 tablets in a (PVC/AI/PA) foil / aluminum foil
donbru / amomunuesoit ¢ossru. Ilo 3 [blister. 3 blisters and a patient information leaflet in a
6auctepa BMecTe ¢ MHCTpykuMe#l 1no [carton./
MIPUMEHEHHIO B MauKy KapTOHHYIO. ITo 7 Tabnetok B 6nuctepe uz (IIBX/AI/ITA) donbru
/ antomutueBoit ¢oneru. Ilo 2 unu 4 Oaucrepa
BMECTE C MHCTPYKUHEH MO NMPUMEHEHUIO B TauKy
KapTOHHYIO.
Mo 10 Tabnerok B OGnucrepe wu3 (IIBX/AI/TIA)
doneru / anmomuHueBoil ¢doneru. Ilo 3 6nucrepa
BMECTE C WHCTPYKUMEH MO MPUMEHEHHIO B IaukKy
KapTOHHYIO.
11 | Labeling /MapkupoBka According to ND / B coorserctBuu ¢ HI1
12 | Storage condition / At temperature not higher than 25 °C / IIpu Temnepatype He Boile 25 °C
XpaHenue
13 | Shelf-life / Cpok rognocrn | 3 years/ 3 roma

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once per year).
The parameter may be absent from the Company's certificate of analysis.
* [IpOBOAMTCA PON3BOIAMTESIEM TIPH BBIILYCKE IEPUOIMUECKH (C MHTEPBAJTIOM B 0JIHO HenbiTaHue Ha 20 cepuii unn He Meree | pasa B roa.)

INokazaTesnb MOXeET ObITh HE BKIIFOUCH B CEPTU(IMKAT aHann3a QUpMbI.

Remarks : The Product conforms to ND /
IIpumeuanue: [lpoaykt coorBercTBYyeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouyenune: OJOBPEHO

Prepared by / [ToaroroeneHo:

CH. Prasad - Quality Control- Team Member

T

Checked by / ITpoeepeno:
.D. Latha- Quality Control- Team

Member g

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBogHTEb
Ajay Kumar- Quality Assurance- Team

Member (A

Date /[lata: 30-09-2024 '

Date //Jara: 30-09-2024

Date /[Jara: 30-09-2024




Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

|[Product : Telsartan (Telmisartan) Tablets 40 mg
|MpoayxT: Teacaptan™ (Teamncapran) Tabaerkn 40 mr

Market / Pbinox

: Russia / Poccus

I . B2403227 Batch Quantity / . 406.000 KG / 406,000 KI
Cepust Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24002382 Date of Analysis / . 30-09-2024
AHanuTHYecKHil oTHeT Ne JaTa aHanu3a

Date of Manufacture / . 20-08-2024 Date of Expiry / . 31-07-2027

JlaTa npousBoacTBa Iogen no

Mfg. License No. /

IMpoussoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JII1-004161

AuueH3ns Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / uam. Ne 1 ot
17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3 ot 05.09.2023

PageSof S/ Ctp. 5u3 5

API name (INN) / Haumenosanne A®C (MHH):

Telmisartan / TenmucapTan

API manufacturer batch number /
Homep cepuu nponssogurens ADC:

ABRHO003584, ABRH006708

FP Manufacturer API Batch number /
Homep cepun cy6cTanuuu npoussoaurenst I'JId:

FBRA00304, FBRA00428

API Manufactured by & country /
Mpoussoanrens AQC, Crpanat

Dr. Reddy’s Laboratories Ltd., India /
J-p Peanu' e JTasoparopue JITA., PIHAuMs

Remarks : The Product conforms to ND /

ITpumeuanne: [poaykr coorsercTByeT TpeboBanusm HIJ

Conclusion : APPROVED/
3akmouenne: ONNOBPEHO

Prepared by / IToaroroeneHo:
CH. Prasad - Quality Control- Team Member

yil

Checked by / ITpoeepeHo:
.D. Latha- Quality Control- Team

Member L;

Approved by: Manager/Executive /
Opo6peHo: Menemxep / Pykopoaurens
Ajay Kumar- Quality Assurance- Team
Member n

Date /[lata: 30-09-2024 !

Date /ara: 30-09-2024

Date /JTata: 30-09-2024




