Dr. Reddy’s 'g‘.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

|Pr0duct : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Teacaptan® (Teamucaptan) Tabnerkn 40 Mr

Market / Poinok

: Russia / Poccus

DAt INex : B2403005 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pa3zmep cepuu

Analytical Repovrt No./ . 2002FP2400223 ] Date of Analysis / 13-09-2024
AHaQuTHUYECKMA oTHeT Ne Jata anajusa

Date of Manufacture / . 21-06-2024 Date of Expiry / . 31-05-2027

JlaTta nponsBoacTBa T'ogeH po

Mfg. License No. /

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

JuueHsnsa Ne

Analysis performed according ND No / Ananu3 npoBeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne 1 ot
17.08.2020, amend No 2 from 13.01.2021 / uam. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3 ot 05.09.2023

Page 1 of 5/Crp.1u35

Test / Ilokazarenn

Result / Pe3ysabTaTs!

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. / TabGnerka kancynoBuaAHOM
¢hopMBbI, ABOAKOBBINYKJIAsA, OeJIoro LBera, Ha
OJHOHM CTOpOHEe pa3fgenuTeNibHas pHUCKa U
TucHeHKe «T» n «L» no pasHele CTOPOHBI OT
Hee, Ha Apyroi cTopoHe THCHeHUe «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.
/ Tabnetka KarcyJIOBUAHOH dopmMBl,
JBOSIKOBEINYKJas, Genoro unu moutu Henoro usera,
Ha OJHOM CTOpOHE pa3ieluTeNbHas pucka M
TUCHeHHe «T» W «Ly 1o pazHble CTOPOHBI OT HEE, Ha
JIpYTroi CTOpOHE THCHEHHE «40».

2 | Identification /
IMopNHHHOCTD

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 ygepKHBaHHs OCHOBHOIO [MMKa 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). /
Bpemss  y#ep>kMBaHWs ~ OCHOBHOrO  TMKa  Ha

XpOMaTorpaMMe MCIHBITYEMOTO pacTBOpa |XpOMaTorpaMMe MCIBITYEMOTO pacTBOpa AOJLKHO
COOTBETCTBYET BPEMEHU YACPKHUBAHUA (COOTBETCTBOBAThH BPEMEHU YACPKUBaHHUA OCHOBHOTO
OCHOBHOTO NHUKa Ha XpoMaTtorpaMMe |IIMKa Ha XpOMarorpaMme pactBopa CTaHAapTHOro
pacTeopa CTaHIAPTHOTO obpasua [obpasua Tenmucaprana (pasgen «KonudectBeHHOE
TenMucapraHa (pasgen «KonW4YecTBEHHOE |ompeneneHue»).
ONnpeaAcneHIIe
3 | Assay / KosuuecTBenHoe 39.8 mg/ 39,8 mr 38.0 mg to 42.0 mg of C33H30N40: (telmisartan) (95
onpeaenenune (99.6% / 99,6%) to 105 % of label claim) per tablet. / Ot 38,0 Mr o

42,0 mr Cs3H30N4O: (tenmucapTtan) (ot 95 no 105 %
OT HOMMHAJIBHOTO COAepKaHUs1) B TabJMETKe.

4 | Water / Boaga

1.9 %w/w / 1,9%

Not more than 6.0% wiw /

He 6osee 6,0 %

5 | Disintegration /
PacnapaemocTts

09 minutes 15 seconds /
09 MuH 15 cex

Not more than 15 min/
He 6onee 15 muu

Remarks : The Product conforms to ND /
ITpumeuanue: IIponykt coorBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / IToarotoBneHo:

e

D. Latha - Quality Control- Team Member

Checked by / ITpoepeHo:

K.V.V. Satyanarayana- Qualjty
Control- Team Member é,/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
V. Prashanth- Quality Assurance- Team

Member N \p

Date /Hata: 14-09-2024

Date /Jlara: 14-09-2024

Date /[lara: 14-09-2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ilpoaykr: Tencg[nau® (Teamitcaptas) Tabaerku 40 mr

Market / Poinox

: Russia / Poccus

Batch No./ . B2403005 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP2400223 1 Date of Analysis / 13-09-2024
AHaJuTHYecKUH oTUeT No JaTta aHanu3za

Date of Manufacture / . 21-06-2024 Date of Expiry / . 31-05-2027

JlaTa npou3sBoaCTBA I'ogen no

Mfg. License No. /

TIpon3BoACTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JII1-004161

JuueH3na Ne

Analysis performed according ND No / Ananu3 nposeaex 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 / u3zm. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3 ot 05.09.2023
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1;.? Test / MokazaTens Result / PesyabTaThl Specification / Hopma
6 | Dissolution / 99%, 98%, 98%, 99%, 99%, 98% Not less than 75 % (Q) of Cs3H30N4O: (telmisartan)

PacTBopeHnue

in 30 min. /
He menee 75 % (Q) C33H3oN4O: (Tenmucapran)
yepe3 30 MuH.

7 |Related Substances /
PoacTBeHHblE IpUMeECH

Less than LOQ (LOQ = 0.003%) / Hike
npeaesia KOMHYECTBEHHOTO ONPEAEIeHUS
(IIKO = 0,003%)

Not detected / He oOHapykeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.006%) / Huxe
npejena KONNYECTBEHHOTO ONPEAEIeHus
(ITIKO = 0,006%)

Not detected / He oOHapyxeHa

Less than Limit of Detection (LOD =
0.0018%) / Hixe npenena obHapyxeHus (T10O
=0,0018%)

Less than Limit of Detection (LOD = 0.017%)
/ Huxxe npepena o6Hapyxenus (I10 =
0,017%)

Not detected / He obHapykeHa

Impurity A — not more than 0.2 %/
npumech A — re 6onee 0,2 %

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

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

Impurity TMS1 — not more than 0.2 %/
npumech TMS1 — He Gosee 0,2 %

Dimer acid impurity — not more than 0.2 % /
npUMech IUMepHO# kucioTel — He 6osiee 0,2 %

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

Any unspecified impurity — not more than 0.2 % /
eAMHUYHAS HEMICHTUGHUIMPOBAHHAS IPUMECH — HE
oonee 0,2 %

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

Remarks : The Product conforms to ND /
Ipumeuanne: Ilpoaykr cooreTcTByeT Tpeboranuam HJL

Conclusion : APPROVED /
3axmwouenne: ONOBPEHO

Prepared by / IToarotoBfaeHo:

D. Latha - Quality Control- Team Member

\Lp—

Checked by / IlposepeHo:
K.V.V. Satyanarayana- Quality
Control- Team Member

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauTens
V. Prashanth- Quality Assurance- Team
Member 3

Date /Mara: 14-09-2024

Date /ara: 14-09-2024

Date //lara: 14-09-2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxt: Teacaptau® (Tenmucapran) Tadaetkn 40 mr

Market / Poinox : Russia / Poccus

Batch, No. / : B2403005 Batch Quantity/ : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP2400223 1 Date of Analysis / 13-09-2024
AHannTHYecKHii oTueT Ne JlaTa ananuza

Date of Manufacture / . 21-06-2024 Date of Expiry / . 31-05-2027

Jarta npousBoacTBa ToneH xo

Mfg. License No. /

ITpou3BoaCTBEHHAR : 63/RR/AP/96/F/R MA number: / Homep PY : JI1-004161

NHueH3us Ne

Analysis performed according ND No / Anaaus nposener no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne 1 ot
17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3 ot 05.09.2023
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1;.:) Test / [lokazaTenn Result / PesyapTaTel Specification / Hopma
8 | Uniformity of dosage 26/2,6 Acceptance value (AV) should be not more than
units/ 15.0/
OgHopoaHOCTH [Mokazarens npuemnemoctu (AV) nomkeH GbITL HE
MO3HPOBAHMA boJiee 15,0.

9 | Microbiological limits* / MukpoGuoJioruyeckasi 4ucrora™®

a) Total Aerobic Microbial
Count / Obuiee yncno
23pOGHBIX MUKpPO-
OpraHu3MoB

b) Total Combined Yeast
and mould count / OGiuee
YUCIIO IPOOKEBBIX
NIIECHEBBIX rpUOOB

¢) Escherichia Coli

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

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

Absent in 1 gram /
OrcyrcreyerB 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 /
Orcytcteue B I r

Remarks : The Product conforms to ND /

TIpumeuanue: [Tpoaykt cooTBETCTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3axawouenne: OJJOBPEHO

Prepared by / [ToarotoeneHo:
D. Latha - Quality Control- Team Member

At

Checked by / IlpoBepeHo:

K.V.V. Satyanarayana- Quality
Control- Team Member

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykosoautens
V. Prashanth- Quality Assurance- Team

Member | o

Date /Jlata: 14-09-2024

Date /Jarta: 14-09-2024

Date /Iata: 14-09-2024
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CERTIFICATE OF ANALYSIS
CEPTHUOPHUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IMpoayxr: Teacapran® (Teamucapran) Tabnerkn 40 mr

Market / PoiHox

: Russia / Poccus

Batch No./ : B2403005 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus Ne Pa3mep cepun
Analytical Repovrt No./ . 2002FP2400223 ] Date of Analysis / 13-09-2024
AHajauTHuecknii oTyeT Ne Jara ananusa
Date of Manufacture / . 21-06-2024 Date of Expiry / . 31-05-2027
JaTta npousBoacTsa T'ogen po
Mfg. License No. /
: 63/RR/AP/96/F/R MA number: / Homep PY  : JII1-004161

IIponssoacTeenHas
JAneH3Ing Ne

Analysis performed according ND No / Ananus npoeexen mo HJI Ne: JIIT-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne 1 o1
17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3 ot 05.09.2023
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No

N Test / Ilokasarenn

Result / PezyabTaThi

Specification / Hopma

10 | Packaging / YnakoBka

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

ITo 10 Tabnerok B 6aucrepe us (IIBX/AI/TIA)
doneru / amomuHueBort donbru. Ilo 3
6nMcTepa BMecTe € MHCTpyKUMEH 110
MPUMEHEHHIO B ITAYKY 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 6nucrepe w3 (IIBX/AIIIA) doneru
/ amomunuesoit ¢oneru. Ilo 2 uau 4 Onucrepa
BMECTE C WHCTPYKUMEH MO MPUMEHEHHIO B MNayky
KapTOHHYIO.

ITo 10 Tabretox B Gnucrepe uz (IIBX/AVIIA)
doneru / amomunuesoit ¢onsru. ITo 3 6nucrepa
BMECTe C HMHCTPYKLUHMEH MO MPHMEHEHHIO B Mauky
KapTOHHYIO.

11 | Labeling /MapxupoBka

According to ND / B cootserctBuu ¢ HJ1

12 | Storage condition /
XpaHeHHe

At temperature not higher than 25 °C / [Ipu Temnepatype He Boite 25 °C

13 | Shelf-life / Cpok roanoctu

3 years /3 roga

* 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.
* [IpoBoauMTCst NPOM3BOAMUTENEM NPH BbINYCKE NIEPHOANYECKH (C UHTEPBAIIOM B OJHO HclbiTaHKe Ha 20 cepuii unu He MeHee | pasa B roa.)

INoxasaTesns MOXET ObITh HE BKITIOUCH B CEPTH(HMKAT aHANN3a QUPMBL

Remarks : The Product conforms to ND /

ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
3akmwuenne: OTOBPEHO

Prepared by / TloaroTosneHo:
D. Latha - Quality Control- Team Member

Checked by / IpoBepeHo:
K.V.V. Satyanarayana- Quality
Control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogurens
V. Prashanth- Quality Assurance- Team

Member LPM'\Q

Date /ata: 14-09-2024

Date /[Tara: 14-09-2024

Date /Jlarta: 14-09-2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

|Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxt: Teacapran® (Teamucapran) Tabaern 40 mr

Market / Prinox : Russia / Poccus

Batch No. /

Batch Quantity /

: 406.000 KG /406,000 KI'

JIHIEeH3us Ne

: B2
Cepus Ne s Pazmep cepun
Analytical Repourt No. / . 2002FP24002231 Date of Analysis / 13-09-2024
AHajanTH4ecknii oTyeT No Jata aHanuza
Date of Manufacture / © 21-06-2024 Date of Expiry / . 31-05-2027
JlaTa npousBoacTea Tlogen ao
Mifg. License No. /
Ipou3sBoacTBeHHAR : 63/RR/AP/96/F/R MA number: / Homep PY : JII1-004161

Analysis performed according ND No / Ananus npoeenen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / usm. Ne 1 o1
17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3 or 05.09.2023
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API name (INN) / Haumenopauune A®C (MHH):

Telmisartan / TenmucapTan

API manufacturer batch number /
Homep cepun npoussoautenss A®C:

ABRH003507, ABRH003508, ABRH003453

FP Manufacturer API Batch number /
Homep cepun cy6ctanunn npousBogutens I'JID:

FBRA00252, FBRA00259, FBRA00261

API Manufactured by & country /
Ipouseoaurens APC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Peann’c Jlabopartopuc JIta., Unnus

Remarks : The Product conforms to ND /
Ilpumeuanue: IMpoaykT coorBercTBYET TpeGoaHusm HJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Iloarorornero:
D. Latha - Quality Control- Team Member

Checked by / IIposepeno:

K.V.V. Satyanarayana- Qg//

Control- Team Member

Approved by: Manager/Executive /
Omnob6peHo: Menemxep / PykoBoguTeb

V. Prashanth- Quality Assurance- Team
Member M

Date /lata: 14-09-2024

Date /ara: 14-09-2024

Date /Jlata: 14-09-2024




