Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

]P_roduct : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Teacapran" (Teascapran) Tabaerkn 40 mr

Market / Pbinok

: Russia / Poccus

DATCIMINGS/ . B2403211 FECH Onanty . 406.000 KG / 406,000 KT
Cepus Ne Pazmep cepun

|Analytical Repovrt No. / . 2002FP24002379 Date of Analysis / . 30-09-2024
[AHannTHYecKHiT oTUeT No JaTa ananusa

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

JlaTta npou3BoacTBAa Tonen no

Mfg. License No./

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

Juuensus Ne

Analysis performed according ND No / Anaan3s npoeeaed no H/I Ne: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne 1 oT
17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 o1 13.01.2021, amend Nt 3 from 05.09.2023 / n3m. Ne 3 or 05.09.2023
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No
No

Test / [loka3zaTennb

Result / PesyabTatsl

Specification / Hopma

1

Description / Onucanue

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. / TaGneTka kancynoBHWAHOMN
dopmbl, N1BOSIKOBBINTYKJasi, benoro LBeTa, Ha
ONHOW CTOpOHE pa3lenuTeNibHasg pHUcka H
THCHeHUE «T» u «L» 1o pa3Hele CTOPOHLI OT
Hee, Ha ApYroi CTOpoHe TUCHEeHUe «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 Karcyl0BUAHOH thopmbl,
[BOSIKOBBIMYKJ1ast, O€JIOro Wiy MouTH Oenoro LBeTa,
Ha OJHON CTOpOHE pasjenuTeNbHas pHcka WU
THCHeHHe «T» U «L» Mo pasHble CTOPOHEI OT Hee, Ha
JIpYro# cTopoHe THCHEeHHe «40».

Identification /
NoanuHHOCTH

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 yAepKMBaHUs OCHOBHOrO nuKa Ha
XpOMATOrpaMMe  HUCTBITYEMOTO  pacTBOpa
COOTBETCTBYET  BpeMeHH  yJepiKHUBaHHs
OCHOBHOTO [MKa Ha  XpoMarorpamMme
pacTtBopa CTaHAAPTHOTO obpazua
TenMucaptaHa (pasgen «KonndecTBeHHOe
ornpeaeseHue

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  ymepuBaHus ~ OCHOBHOTO MHKka Ha
XpOMATOrpaMMe HCIBITYEMOTO pacTBOpa AOJDKHO
COOTBETCTBOBATH BPEMEHU YAEPKUBaHHS OCHOBHOTO
MMKa HA XPOMATOrpaMMe pacTBOpa CTaHZApTHOTO
obpasua Tenmucaprana (paszgen «KomuuyecTBeHHOE
onpeneneHue» ).

Assay / KoiuuecTBeHHO®
onpeaejeHne

40.4 mg / 40,4 mr
(101.0% / 101,0%)

38.0 mg to 42.0 mg of C33HsoN4O> (telmisartan) (95
to 105 % of label claim) per tablet. / Ot 38,0 mr o
42,0 mr Cs3H30N40:2 (TenmucapTtan) (ot 95 g0 105 %
OT HOMHHAIBHOTO COAepKaHHus) B TableTke.

Water / Boaa

1.9 %w/w / 1,9%

Not more than 6.0% w/iw /

He 6onee 6,0 %

Disintegration /
Pacnapaemocrthb

07 Minutes 55 seconds /
07 muH 55 cex

Not more than 15 min /
He 6onee 15 muH

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykrt coorsercTByeT Tpeboranusm HJI

Conclusion : APPROVED/
3akmouenue: OJJIOBPEHO

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

o

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

Member ( 2

Approved by: Manager/Executive /
OnobpeHo: Menenxkep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team
Member (;L?

Date /JT1ata: 30-09-2024

Date /Jlata: 30-09-2024

Date /J1ata: 30-09-2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

'Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoaykr: Tencapran® (Teamncapran) tadaerkn 40 Mr

Market / Poinox

: Russia / Poccus

il . B2403211 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repourt No. / . 2002FP24002379 Date of Analysis / . 30-09-2024
AHanuTHYecKHi oTueT No JlaTa asannsa

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

JaTta npousBoacTea T'ogeH mo

Mfg. License No. /

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

JuueH3nsa Ne

Analysis performed according ND No / Anaju3 nposeaen no HJ Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne 1 or
17.08.2020, amend No 2 from 13.01.2021 / u3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3 ot 05.09.2023
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PacTBopenne

];.? Test / [loxasaTenn Result / PesyabTarsl Specification / Hopma
6 | Dissolution / 103%, 103%, 100%, 99%, 100%, 100% Not less than 75 % (Q) of C33H3gN4O» (telmisartan)

in 30 min. /
He menee 75 % (Q) Cs3H3oN4O2 (Tenmucapran)
yepes 30 MuH.

7 |Related Substances /
PoacTBeHHbIe npuMecn

Less than LOQ (LOQ = 0.003%) / Huxe
npenena KOTMYeCTBEHHOrO ONpeaeneHuUs
(IIKO = 0,003%)

Not detected / He oOHapyxeHa

Not detected / He oOHapy»xeHa

Not detected / He o6HapyskeHa

Not detected / He oGHapyxeHa

Not detected / He oGHapyskeHa

Less than Limit of Detection (LOD = 0.017%)
/ Hxe nipenena obuapysxenus (I10 =

0,017%)

Not detected / He o6HapysxeHa

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

Impurity B — not more than 0.2 % /
npumeck B — ve 6osee 0,2 %

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

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

Dimer acid impurity — not more than 0.2 %/
npUMech TUMEpHOH kucioTel — He 6onee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NpUMech XJIopo aHanora — He Gonee 0,2 %

Any unspecified impurity — not more than 0.2 % /
enMHIYHAs HeuaeHTU(hUUHUPOBaHHas IPUMECh — He
6onee 0,2 %

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

Remarks : The Product conforms to ND /
Ilpumeuanue: [TponykT coorBeTcTBYeT TpeGoBanusm HJT

Conclusion : APPROVED /
Jaxnouenne: OJOBPEHO

Prepared by / IToarororneHo:

i

CH. Prasad - Quality Control- Team Member

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

Member L&E’_

Approved by: Manager/Executive /
Onobpeno: Menermxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member s

Date /Jara: 30-09-2024 |

Date /Hara: 30-09-2024

Date /Hara: 30-09-2024




Dr. Réddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Tlpoaykr: Teacapran® (Tenmucapran) Ta6aerkn 40 mr

IMarket / PbiHoK

: Russia / Poccus

Batch No. /

Batch Quantity /

: B2403211 : 406.000 KG /406,000 KI'
Cepus Ne Pazmep cepuu
Analytical Repovrt No. / . 2002FP24002379 Date of Analysis / . 30-09-2024
AHaInTHYecKHii oT4yeT No Jlara ananusa
Date of Manufacture / . 20-08-2024 Date of Expiry / . 31-07-2027
JaTa npousBoacTBa IlNogen oo
Mfg. License No. /
IpouseoacTeennas : 63/RR/AP/96/F/R MA number: / Homep PY : JI[1-004161
JuueH3us Ne

Analysis performed according ND No / Auanu3 nposeaen mo HJ[ Ne: JITT-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, amend Ne 3 from 05.09.2023 / u3m. Ne 3 or 05.09.2023

|
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];.? Test / [lokazatenn Result / Pe3yabraThbl Specification / Hopma

8 | Uniformity of dosage 3.3/73,3 Acceptance value (AV) should be not more than
units/ 15.0/
OaHopoaHocTh IMokazartens npuemyieMocty (AV) nomkeH GbITh He
JIO3MPOBAHUA Hosee 15,0.

9 | Microbiological limits* / MukpoGuoJsiornueckasi 4ucrora®

a) Total Aerobic Microbial
Count / Obuiee uncno
a3pO6HBIX MUKPO-
OpraHu3MoB

b) Total Combined Yeast
and mould count / O61uee
YHCIO OPOHIKEBBIX U
TUIECHEBBIX I'puboB

1 ¢) Escherichia Coli

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

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

Absent in 1 gram /
OrcytctByeT B 1 T

Not more than 10° CFU/g /
He 6onee 10° KOE/r

Not more than 10> CFU/g /
He 6onee 102 KOE/r

Absent in 1 gram /
OtcyrctBue B 1 1

Remarks : The Product conforms to ND /

Ilpumeuanue: ITponykT cooTBeTcTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

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

7

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

Member g

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Ajay Kumar- Quality Assurance- Team
Member )

el

Date /[lata: 30-09-2024

Date /Iata: 30-09-2024

Date /J1aTa: 30-09-2024

s



Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

\Product : Telsartan (Telmisartan) Tablets 40 mg
[TTpoaykr: Teacapran®” (Tenmucapran) Tadaerxkn 40 mr

Market / Poinox

: Russia / Poccus

g L1 [N . B2403211 LAt Ouantitye : 406.000 KG / 406.000 KT
Cepus Ne Pasmep cepuH

Analytical Repovrt No. / . 2002FP24002379 Date of Analysis / . 30-09-2024
AHanHTHYecKHii oTUeT N2 Jara ananusa

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

JaTta npous3BoacTea Tlogen no

Mfg. License No. /

Ipou3BoACTBEHHAA : 63/RR/AP/96/F/R MA number: / Homep PY : JI1-004161

auueHsns Ne

Analysis performed according ND No / Ananu3 nposeaeH no H Ne: JIII-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 ot 13.01.2021, amend Nt 3 from 05.09.2023 / nzm. Ne 3 ot 05.09.2023
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No

Ne Test / [TokaszaTenn

Result / PesyabTaTbl

Specification / Hopma

10 | Packaging / Ynakoska

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

[To 10 Tabnetok B 6nucrepe uz (IIBX/AI/ITA)
donbru / amomunueBoi doneru. Ilo 3
OJarcTepa  BMECTe €  MHCTPYKUMEH 1o
NPUMEHEHHIO B Na4Ky KAPTOHHYIO,

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. /

ITo 7 Tabnerok B 6nuctepe u3 (IIBX/Al/TTA) donsru
/ amomunueBoit donbru. IMo 2 unu 4 Oaucrepa
BMECTE C WHCTPYKUMEH 10 TNPUMEHEHHIO B NaudKy
KapTOHHYIO.

ITo 10 Tabnerok B Onucrepe u3z (IIBX/AVIIA)
doneru / amomunuesoli ¢oneru. Ilo 3 6nucrepa
BMECTE C WHCTPYKLMEW N0 NPUMEHEHWIO B Mayky
KapTOHHYIO.

11 | Labeling /MapkupoBka

According to ND / B coorrerctuu ¢ HJ{

12 | Storage condition /
XpaHeHne

At temperature not higher than 25 °C / Ilpu Temnepatype He Bbiiie 25 °C

13 | Shelf-life / Cpok roanocTu

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.
* TIpoBOANTCS NPOU3BOAMTENEM MPH BbITYCke MEPUOANYECKH (C MHTEPBAIOM B OJHO MCMbITaHue Ha 20 cepuif miu He MeHee | pasa B roi.)
ITokasarenb MOXKET ObITh HE BKITIOHEH B CEPTU(PMKAT aHATH3a (JMPMbI.

Remarks : The Product conforms to ND /
IIpumeuanne: [poaykT cooTBeTcTBYET TpeboranusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / IloaroroeneHo:

CH. Prasad - Quality Control- Team Member

i

Checked by / [IpoeepeHo:
.D. Latha- Quality Control- Team

Member t g

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

Member DB

Date /Jlata: 30-09-2024

Date /ara: 30-09-2024

Date /[ata: 30-09-2024




Dr. Réddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
ITpoaykr: Teacapran® (Teamucapran) Tabaeticn 40 mr

|Market / Poitok : Russia / Poccus

BatchING: . B2403211 Batch Quantity / © 406.000 KG / 406,000 KT
Cepnst Ne Pasmep cepnn

Analytical Repourt No. / . 2002FP24002379 Date of Analysis / . 30-09-2024
AHAJIUTHUYECKH oTYyeT No Jata anannsza

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

Jara npousBoacrea loaen go

Mfg. License No. /

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

nuueH3nsa Ne

Analysis performed according ND No / Auanus nposeaen no HJE Ne: JIIT-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne 1 oT
17.08.2020, amend Ne 2 from 13.01.2021 / n3am. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023
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API name (INN) / Hanmenosanne A®C (MHH):

Telmisartan / TenmucapTaH

API manufacturer batch number /
Homep cepuu npouzpogutens ADC:

ABRH003584, ABRH003583

kP Manutacturer APl Batch number /
Howmep cepnn cy6etanimnn npoussogutens I'JId:

FBRA00304, FBRA00262

API Manufactured by & country /
IIpoussoaurteabs A®C, crpana:

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennu’c JlaGoparopuc Jta., Uaous

Remarks : The Product conforms to ND /
IIpnmeuyanne: Ipoaykt cootrercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / [TonrotosneHo: Checked by / IIpoeepeHo:
CH. Prasad - Quality Control- Team Member | .D. Latha- Quality Control- Team

(9’)7 Member L&_

Approved by: Manager/Executive /

Member - N
]

Date /Tara: 30-09-2024 : Date /{aTa: 30-09-2024

Date /JlaTa: 30-09-2024

Ono6peHo: MeHemxep / PykoBonuress
Ajay Kumar- Quality Assurance- Team




