Dr. Reddy’s Q%.'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

|Product : Telsartan (Telmisartan) Tablets 80 mg
Tpoaywr: Teacapian ' (Teamncapran) Tadaersn 80 mr

Market / Poinok

: Russia / Poccus

Bateh No./

|Batch Quantity /

. : B2403488 : 406.000 KG /406,000 KI"
|Cepiia Ne Paszmep cepnn

|Analytical Report No. / . 2002FP24002540 Date of Analysis / 16-10-2024
AHanuTHYECKHi oTyeT Ne T T JlaTa anannsa

Date of Manufacture / Date of Expiry / -

Jlata npon3Boacrsa el Tonen no P s Si-isEnA

Mfg. License No. /

IMponssoacTeenHan : 63/RR/AP/96/F/R MA number: / Homep PY : JITI-004161

JuneHsnsa Ne

Analysis performed according ND No / Ananus nposeaen o HJ Ne: JIIT-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. 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 or 05.09.2023
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Test / lTokazarein

Result / Pe3yabTaTsl

Specification / Hopma

Description / Onncanue

White, capsule shaped, biconvex tablet with “T”
and “L” debossed on both sides from break line
on one side and “80” debossed on the other side.
/ Tabnetka  KancynoBuaHOH hopMbl,
JBOSKOBBIMTYKJIas, OeNoro LBeTa, Ha OIHOM
CTOpOHE pa3fieNuTenbHas pUCKa W THCHEHHE
«T» n «L» no pasHble CTOpOHBI OT Hee, Ha
Apyro¥ cTopoHe THCHerue «80».

White to off-white, capsule shaped, biconvex tablet
with “T" and “L” debossed on both sides from break
line on one side and “80” debossed on the other side.
/ Tabnerka KancyJIOBUAHON dopmsl,
NBOSKOBBINYKNast, 0e0ro vy nouty 6esioro LBeTa,
HA OJIHOM CTOpOHE pa3nenuTeNnbHas pucka M
THCcHeHHe «T» K «L» mo pasHble CTOpOHBI OT Hee,
Ha Apyrol cTOpoHe TUCHEHHE «§0».

Identification /
IToaIMHHOCTDL

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 ynmep»uBaHUS OCHOBHOTO TWka Ha
XpoMaTrorpaMMe  HCIBLITYEMOro  pacTBOpa
COOTBETCTBYET BpEeMEHH YIAEPKUBaHHS
OCHOBHOTO IHKa Ha XPOMaTOrpaMmMe pacTBOpa
CTaHxapTHoro obpasua TejMUcapTaHa (pasgen
«KonuuectBeHHOE onpeaeneHue

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). /
Bpemst ymepxuBaHMs OCHOBHOTO TMHMKa Ha
XpOMATOrpamMMe HCILITYEMOTO pacTBOpa JO0KHO
COOTBETCTBOBATH BpPEMEHH yIoepKUBaHus
OCHOBHOTO MHKa Ha XpoMarorpamMMme pacTBopa
CTaHOapTHoro ofpasua TeamucapraHa (pazmesn
«KonnuectBenHoe onpeneneHue»).

Assay / KosimdecrBeHnHoe
onpenesenne

79.8 mg/ 79,8 mr
(99.7% / 99,7%)

76.0 mg to 84.0 mg of C33I30N40; (telmisartan)
(95 to 105 % of label claim) per tablet. / OT

76,0 mr no 84,0 mr Cs3H30N4O- (Tenmucapran) (ot
95 no 105 % oT HOMHHANBHOTO COAEPXKaHus) B
TabaeTke.

Water / Boaa

1.9% w/w / 1,9%

Not more than 6.0% w/w /
He 6onee 6,0 %

Disintegration /
PacnagpaemocTthb

09 minutes 10 seconds/
09 muH 10 cek

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product conforms to ND /
Ilpumeyanne: Ilponykr cooTBeTcTRYET Tpebopanuam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / IloarororneHo:

D. Latha - Quality Control- Team Member

Checked by / IposepeHo:
T. Venkata Ramana- Quality Control-

% Team Member ; ,

I

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / PykoroanTens
Ajay Kumar- Quality Assurance- Team

Member O‘j

Date /dara: 17-10-2024

Date /[lata: 17-10-2024

Date /Mara: 17-10-2024
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

|Product : Telsartan (Telmisartan) Tablets 80 m

g

[ITpoayxr: Teacapras” (Teamncapran) Tadaerxn 80 mr

|Market/ Poinok : Russia / Poccus

Batch No./ . B2403488 | Batch Quantity / . 406.000 KG / 406,000 KT
Cepua Ne Pazmep cepnun
| Analytical Repovrt No. / . 2002FP24002540 Date of Analysis / 16-10-2024
AHaJanTHYecKHil oTueT Neo JaTa aHamu3a

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

JlaTta npousBoacTBa T'ogen no

Mfg. License No. /

IMponsBoacTBeHHasn : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-004161

auueH3na Ne

Analysis performed according ND No / Ananus nposeaen no HJ| 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. Ne 3 ot 05.09.2023
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PacTBOpenue

]}S Test / [lokazaTens .Result/ PesyabTaTthl Specification / Hopma
6 | Dissolution / 99%, 99%, 100%, 100%, 100%, 101% Not less than 75 % (Q) of CasHsoN4O-

(telmisartan) in 30 min. /
He meunee 75 % (Q) Cs3H3oN4Oz (TenmucapTran)
yepes 30 MuH.

7 |Related Substances /

PoacTBenHnble npumecH
0,003%)

onpenenexHus

Not detected / He obnapysxeHa

Not detected / He o6HapykeHa

Not detected / He obHapyxeHa

Not detected / e o6Hapy:xeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.003%) / Huxxe npeaena
KOJIHYECTBEHHOTO

(JTIKO

Less than Limit of Detection (LOD = 0.0018%) /
Hwxke npenena o6uapyxenus (ITO = 0,0018%)

Less than Limit of Detection (LOD = 0.017%) /
Hioke npenena o6Hapyxenus (IT0O = 0,017%)

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

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

Impurity D — not more than 0.2 %/
npuMeck 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 QUMEPHOI KUCnoTel — He bonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
npuMech XJIopo aHanora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 %/
eIUHHYHaS HEUAEHTHDHLMPOBAHHAA IPUMECH —
He Gonee 0,2 %

Total impurities — not more than 1.5 %/ cymma
npumecedi — He Gonee 1,5 %.

Remarks : The Product conforms to ND /

ITpumeuanne: ITpoaykt cooTBeTcTBYET Tpebopannam HJL

Conclusion : APPROVED/
Zaxkaouenue: OJJOBPEHO

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

Checked by / INpoepeno:

T. Venkata Ramana- Quality Control-

Team Member

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team

Member ﬂ

Date /Hata: 17-10-2024

Date /ara: 17-10-2024

Date /[lata: 17-10-2024
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CERTIFICATE OF ANALYSIS
CEPTUOUNKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
| Npoayrr: Teacapran” (Teamncapran) rabaerxkn 80 mr

Market / Poinok

: Russia / Poccus

| | .
Batch No./ . B2403488 | Batch Quantity/ . 406.000 KG / 406.000 KT
Cepusi N Pazmep cepnn

Analytical Repourt No. / . 2002FP24002540 Date of Analysis / 16-10-2024
AHanuTHYecKni oTyeT No JarTa ananusa

Date of Manufacture / . 78-09-2024 Date of Expiry / . 31-08-2027

JaTa npousBoiacTBa I'ogen a0

Mfg. License No./

IpoussoacTBeHHAd : 63/RR/AP/96/F/R MA number: / Homep PY : JITI-004161

auueH3ua Ne

Analysis performed according ND No / Ananu3 nposeaes no HJ{ 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 / u3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023
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T\J‘oo Test / ITokasaTennb Result / PesyabraTnl Specification / Hopma

8 | Uniformity of dosage 29/29 Acceptance value (AV) should be not more than
units/ 15.0/
OagHopoaHoOCTL [NTokasarens npuemaeMocTH (AV) nomxeH ObITh He
N03MPOBAHHUS 6onee 15,0.

9 | Microbiological limits* / MukpoGHostorndeckas 4ucrora*

a) Total Aerobic Microbial
Count / Obmee unucno
a3pOOHBIX MUKPO-
OpraHMU3MoB

b) Total Combined Yeast
and mould count / Obuiee
YUCJIO APONOKEBLIX U
TUIECHEBLIX IrpUOOB

¢} Escherichia Coli

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

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

Absent in 1 gram /
OrcyrcrByerB 1 T

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

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

Absentin 1 gram /
OtcyrctBue B 1 1

Remarks : The Product conforms to ND /

IIpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmwoucauc: OJJOGPEHO

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

g —

Checked by / IposepeHo:
T. Venkata Ramana- Quality Control-

Team Member gl

Approved by: Manager/Executive /
Onob6peno: Menenxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member !:L}ﬁ

Date /[ara: 17-10-2024

Date /Jlata: 17-10-2024

Date /Hara: 17-10-2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
Npoavics: Yeacapran ' (Teamucapran) Tadaersn 80 mr

Market / Prinor : Russia / Poccus

[Batch No. 7 : B2403488 | Bateh Quantity / : 406.000 KG / 406.000 KT
|Cepns Ne |Pazmep cepin

Analytical Repovrt No. / . 2002FP24002540 Date of Analysis/ 16-10-2024
AnanuTHyecknii oTueT No Jara anaansa

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

JaTa npou3BOACTBa

Iloaen no

Mfg
IIpo

. License No. /
H3BOJCTBEHHAs : 63/RR/AP/96/F/R

JuLeH3usa Ne

MA number: / Homep PY : JII1-004161

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne 1 o1
17.08.2020, amend Ne 2 from 13.01.2021 / nuam. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3 ot 05.09.2023
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];? Test / [lokazaTenn Result / PesyabTaThl Specification / Hopma
10 | Packaging / Ynakoska 10 tablets in a (PVC/AI/PA) foil / aluminum foil |7 tablets in a (PVC/AI/PA) foil / aluminum foil
blister. 3 blisters and a patient information |blister. 2 or 4 blisters and a patient information
leaflet in a carton. / leaflet in a carton.
1o 1V Tabnetok B oanctepe U3 (IIBX/AI/1IA) |10 tablets in a (PVC/AI/PA) foll / aluminum foil
donsrn / amomunuesoii domsru. Ilo 3 |blister. 3 blisters and a patient information leaflet in
fnMcTepa BMeCTE C  MHCTpykuMedl rmo |a carton./
MPHUMEHEHHIO B MaYKy KapTOHHYIO. [To 7 Tabnerok B Oaucrepe u3z (TIBX/AVIIA)
doneru / amomunueroit doneru. o 2 umm 4
GnucTepa BMECTe C HHCTPYKUHEH Mo NPpUMEHEHHIO
B Ma4Ky KapTOHHYHO.
IMo 10 Tabnerok B Gsmmcrepe u3 (IIBX/AI/TIA)
doneru / amomuHueBoit donbru. Ilo 3 Ganctepa
BMECTE C MHCTPYKLMEH MO NMPUMEHEHHIO B MauykKy
KapTOHHYIO.
11 | Labeling /MapxkupoBka According to ND / B coorsercTByu ¢ HJI
12 | Storage condition / At temperature not higher than 25 °C / [Ipu Temneparype He Bblie 25 °C
XpaHenne
13 | Shelf-life / Cpox roanoctn | 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.
* [TpOBOIMTCS TPOU3BOUTENCM MPH BHITYCKE NIEPHOIMUECKH (C MHTEPBAJIOM B OJIHO HCTbITaHUE Ha 20 cepuii mau He menee 1 pasa B roi.)
[Tokazaresnb MOKET ObITh HE BKIIIOYEH B CEPTU(UKAT aHaNn3a (PMPMBbI.

Remarks : The Product conforms to ND /
IMpumeuanne: [TponykT coorpeTcTByeT TpeboBaHuam HJI

Conclusion : APPROVED /
3axkawyenue: OJJOBPEHO

Prepared by / TTogrotopneHo:

D. Latha ~ Quality Control- Team Member

Checked by / IIporepeHo:

EZ Team Member ﬁt

T. Venkata Ramana- Quality Control-

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTtens
Ajay Kumar- Quality Assurance- Team
Member n

A

Date /Hata: 17-10-2024

Date /[ara: 17-10-2024

Date /TaTa: 17-10-2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

|Product : Telsartan (Telmisartan) Tablets 80 mg
{Hpoayver: Teacapran™ (Teamneapran) Tabaerxn 80 mr

{Market/ Prinox : Russia / Poccus

PRICIPIG / : B2403488 | Batch Quantity / . 406.000 KG / 406.000 KT
|Cepun Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP24002540 | Date of Analysis / . 16-10-2024
AnanuTHYeckHii oTueTr No | JaTa ananisa

Date of Manufacture / . 28-09-2024 |Date of Expiry / . 31-08-2027

JlaTa npou3BOACTBA lNoaen no

Mfg. License No. /
IIpon3poacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-004161
JinueH3ns Ne
Analysis performed according ND No / Ananus nposenen no HJI Ne: JITTI-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. 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 / u3m. Ne 3 o1 05.09.2023
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API name (INN) / Hauvmenosanune A®C (MHH): Telmisartan / TenmucapTan

API manufacturer batch number / ABRH007243 & ABRH007362

Homep cepun npoussoautesss ADC:

FP Manufacturer API Batch number / FBRA00478 & FBRA00479

Homep cepun cyoctanuuu npoussoautens ['JI1d:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /

Hponssoaurear ADPC, cTpana: J-p Pennu’c Jlaboparopuc JIta., Munns
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipameuanue: [Tpoaykt coorsercTByeT TpeboBanusm HJL 3axmwuenne: ONOBPEHO
Prepared by / IToarotosneHo: Checked by / IlposepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team Member T. Venkata Ramana- Quality Control- Ounobpeno: MeHemxep / PykoBoauTe b

Team Member Ajay Kumar- Quality Assurance- Team
] Q B “ Member 5)

Date /Hara: 17-10-2024 Date /Harta: 17-10-2024 Date /ara: 17-10-2024




