Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUH®HUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Tencapran” (Teamucapran) Ta6aetku 40 mr

Market / PoiHOK

: Russia / Poccus

Batch No. / . Batch Quantity / . 600000 tab /

Cepua Ne £ S2ES01 Pasmep cepuu * 600000 Ta6

Analytical Repovrt No./ . 2002FP26000358 Date of Analysis / . 26-02-2026
AHAJHTHYECKHI oT4eT No Jara ananausa

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JlaTa npou3BoAcTBA T'ogen no

Mfg. License No. /

IIpon3BoacTBEeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
anuensus Ne

Analysis performed according ND No / Anaaus nposeaen mo HJI No: JITI-Ne(005432)-(PI'-RU)-130524

Page1of 5/ Crp.1u35

No

No Test / [Moka3zareanb

Result / PesyabTaTn!

Specification / Hopma

1 | Appearance / 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. / Tabnerka kancynoBUAHON
tdopMbl, OBOSKOBBIMYyKNas, G€NOro LBeTa,
Ha OJJHOH CTOPOHE pa3leUTeNIbHAs PUCKa U
TucHeHue «T» u «L» no pasHble CTOPOHBL
OT Hee, Ha JIpyroif CTOpoHe TUCHEHHE «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 xancynoBHMIHOW
dbopMbl, ABOSKOBBIMYKIas, OENOr0 WM MOYTH
6enoro UBeTa, Ha OIHOM CTOPOHE pa3JIeUTENbHAs
pricka ¥ THCHeHHE «T» 1 «L» Mo pasHble CTOPOHBI
OT Hee, Ha APYTOH CTOpOHe THCHeHUE «40».

2 | Identification /
UpenTnduxauun

The retention time of the main peak in the
chromatogram of the test solution
corresponds to that in the chromatogram of
telmisartan reference standard solution./
BpeMs ynep:xkvBaHHMs OCHOBHOTO MWKa Ha
XpOMaTorpaMme HCIIbITYEMOro pacTBopa
COOTBETCTBYET BPEMEHH  YIEPIKUBAHUS
OCHOBHOTO TMHKa Ha XpoMarorpamme
pactBopa CTaHOapTHOrO obGpasua
TeIMUCapTaHa.

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)./
Bpemsi ynepkuBaHHST OCHOBHOrO IMHKAa Ha
XpoMaTorpamMMe MCIbITYEMOrO PacTBOPa AOKHO
COOTBETCTBOBATH BpEMEHH yAepIKUBaHHUS
OCHOBHOTO MHKa Ha XpOMAaTorpamMe pacTBopa
CTaHAapTHOro obpasua TeaMmucapTaHa (paszgen
«KonnuecTBeHHOE OMpefeneHHe»).

3 | Assay / KosinuecTBeHHOe
onpejeseHne

39.5 mg/ 39,5 mr
(98.9% / 98,9%)

38.0 mg to 42.0 mg of C33HiN4O: (telmisartan)
(95 to 105 % of label claim) per tablet. / Ot
38,0 mr 1o 42,0 mr C33H30N4O; (Tenmucapran) (ot
95 no 105 % oT HOMHMHAILHOrO COAEPXaHHs) B
TabneTke.

4 | Water / Boaa 1.7%/ 1,7% Not more than 6.0 %. /
He 6onee 6,0 %
5 | Disintegration / 09 min 11 sec/ Not more than 15 min/
PacuaaaeMocTh 09 muH 11 cek He 6oaee 15 mux
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

INpumeuanne: [Tponykr coorsercreyer Tpedopanuam HL

3akawuenne: OJJOBPEHO

Prepared by / [Toaroroenewo:
D. Latha - Quality control-

Team Member

Checked by / ITpoeepeno: [[Checked by (AQA)/ Approved by: Quality
A. Susmitha - Quality Iporepero (AOK): Assurance/Authorized person /
control- Team Member Tajoddin Baba Shaik - Onobpeno: ObecreueHue

A

Member

Quality Assurance- Team

kauecTBa/OTBETCTBEHHOE JIMLO:

S. Haneef- Quali;z Assurance- Team

Member

Date /[Jara: 99 oA

Date /ﬂaTaﬂ~0&~§M6

Date /[lata: 23»00_-«'107"@

Date /[ara: Q“:,L ﬂQ«ZO%




Dr. Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoayxrt: Tencapran® (Teamucapran) TadaeTku 40 mr

Market / Poinok

: Russia / Poccust

Batch No. / . Batch Quantity / . 600000 tab /

Cepusn Ne g Be0os01 Pasmep cepuu 600000 Ta6

Analytical Repo“rt No./ . 2002FP26000358 Date of Analysis / . 26-02-2026
AHANUTHYECKHI 0TyeT No Jlara ananu3a

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JaTta npou3BOACTBA Togen no

Mfg. License No. /

IlponssoacTeeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
JIHUeH3ust Ne

Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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1;.:) Test / [lokasaTenn Result / PesyabTaThi Specification / Hopma
6 | Dissolution / 103%, 104%, 104%, 104%, 105%, 105% |Not less than 75 % (Q) of C33H30N4O»

PacTtBOpenne

(telmisartan) in 30 min. /
He menee 75 % (Q) C33H3oNsO» (Tenmucapran)
yepes 30 MuH.

Related Substances /
Poacreennbie npumecn

Less than LOQ (LOQ = 0.003%) / Huske
npeneina KoOJIHUYECTBEHHOTO onpeaeneHus
(TTKO = 0,003%)

Not detected / He oGHapyxeHa

Not detected / He 0GHapyskeHa

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.008%) / Hinxe
npenena KOJMHMECTBEHHOrO  OMpeaeneHus
(ITKO = 0,008%)

Less than LOQ (LOQ = 0.005%) / Huxe
npeaena  KOJMYECTBEHHOrO  OMNpEAeNeHNA
(ITKO = 0,005%)

Not detected / He oBHapyxeHa

Not detected / He 0GHapykeHa

Impurity A —not more than 0.2 %/
npumecet A — ne Gonee 0,2 %

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

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

Impurity TMS1 — not more than 0.2 %/
npumeck TMS1 — ne Gonee 0,2 %

Dimer acid impurity — not more than 0.2 %/
npuMech IUMEPHO#I kucnotel — He Sonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
TIpUMeCk XJI0po aHanora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 % /
€[AMHMYHAs HEUACHTUDULIMPOBAHHAS MPUMECH —
He 6osiee 0,2 %

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

Remarks : The Product confirms to ND/
INpumeuanne: [Ipoaykt coorBeTcTBYET TpeGoBaHusam HJJ

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by / [ToaroroseHo:
D. Latha - Quality control-

Team Member

Checked by / [Tposepeno: |[Checked by (AQA)/ Approved by: Quality
A. Susmitha - Quality [TposepeHo (AOK): Assurance/Authorized person /
control- Team Member Tajoddin Baba Shaik - Onobpero: ObecneueHue

7

Quality Assurance- Team

Member ,%1

kauecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance- Team
Member

Date /JJata: Y ) I A

Date /[lara: Q4 0% - 2034

Date /[lata: 2FD» 2226

Date /[ara: ‘:i;l, 0210 U
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykt: Tenxcapran® (Teamucapran) Taénerku 40 mr

Market / Poinox

: Russia / Poccus

Batch No. / ) Batch Quantity / . 600000 tab /

Cepus Ne e Pa3mep cepun " 600000 tab

Analytical Repovrt No./ . 2002FP26000358 Date of Analysis / . 26.02-2026
AHaJHUTHYECKHIT oTueT Ne JlaTa aHaJu3a

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. /

IpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-N2(005432)-(PI'-RU)

JHLeH3ua Ne

Analysis performed according ND No / Anaaus nposeaex mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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1;.:) Test / [okazaTeas Result / PesyabTaTsi Specification / Hopma
8 | Uniformity of dosage units 1.6/1,6 Acceptance value (AV) should be not more than
/ 15.0./
OaxopoaHOCTH [Mokazatens npuemnemoctu (AV) nomken ObITh

AO3UPOBAHHBIX €AMHHIL

ne 6onee 15,0.

Microblological purity* / Mukpotuonoruueckas uncrora*

a) Total Aerobic Microbial
Count / O6tuee uncio
a9poGHBIX MUKPO-
OpraHU3MOB

b) Total Combined Yeast
and mould count / O6ee
YHCIIO APONOKEBLIX U
IUIECHEBBIX TPUOOB

¢) Escherichia Coli

Not Applicable

Not Applicable

Not Applicable

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

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

Absent in 1 gram /
Orcyrcteue B 1 1

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykt coorBercTByeT TpeboaHuam HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / [ToprorosneHo:
D. Latha - Quality control-

Team Member

Checked by / Hpm;apeuo:
A. Susmitha - Quality
control- Team Member

o

Checked by (AQA)/
[Mpoeepeno (AOK):
Tajoddin Baba Shaik -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onotpeno: ObecneueHue
kauecTsa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quality Assurance- Team
Member i

Date /[ara:

9 A1 6

Date /[lata: 9208 -2 026

Date /[lata: 239 2~202-6

Date //lata: Q:}- ’OL‘}LO‘LL




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Teacapran® (Teamucapran) Tabaerxu 40 mr

Market / Puinok

: Russia / Poccus

Batch No. / ] Batch Quantity / . 600000 tab/

Cepus Ne s B2600501 Pazmep cepuu ° 600000 Tad

Analytical Repovrt No./ . 2002FP26000358 Date of Analysis / . 26.02-2026
AHANUTHYECKHI oTUeT No JaTa ananusa

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JlaTta npoussoacTea Toaex po

Mfg. License No. /

IlpousBoacTBeHHasn : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JHIeH3us No

Analysis performed according ND No / Ananuz nposeaen nmo HJI Ne: JITT-Ne(005432)-(PI'-RU)-130524

Page4 of 5/Ctp.4m35

1;.3 Test / llokazarensn Result / PesyabTaTsi Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

Onncanne ynakoBku

foil Dblister. 3 blisters and a patient
information leaflet in a carton. /

[To 10 rTabnerok B Onucrepe wu3
(IIBX/AVTIA) ¢onbru / anroMHHUEBOI
doneru. [lo 3 6Gnucrepa BMecTe C
MHCTPYKUHEH [0 NPUMEHEHHUI0 B MauKy
KapTOHHYIO.

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. /

IMo 7 Tabnerok B Gnucrepe u3 (IIBX/AUIIA)
donwru / amomunueroit ¢onpru. [lo 2 wmu 4
6arcTepa BMECTE C MHCTPYKLMEH 0 MPUMEHEHHIO
B [TAYKy KapTOHHYIO.

ITo 10 tabnerox B Omucrepe uz (IIBX/AIIIA)
doneru / amomunuesoit doneru. Ilo 3 6nucrepa
BMECTE C MHCTPYKLMEH M0 MPUMEHEHUIO B MTauKy
KapTOHHYIO.

* 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.
* [IpoBOAKTCS APOU3BOIMTENIEM MPHU BLIIYCKE NEPHOAMYECKH (C HHTEPBATOM B OQHO HCnbiTaHue na 20 cepuii unm He menee | pasa B rog.)
[Tokasaresib MOXKET OBITh HE BKIIOUEH B CepTUGUKAT aHatn3a GHpMbL.

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

Telmisartan / Tenmucapran

API manufacturer batch number /
Homep cepun npoussoaurens AD®C:

ABSHO005573, ABSH005647

FP Manufacturer API Batch number /
Homep cepun cyGeTanuun npoussoautesns [JIMD:

FBSA00377, FBSA00374

API Manufactured by & country /
IMpoussogurens AD®C, cTpana:

Dr. Reddy’s Laboratories Ltd., India /

H-p Pennn’c Jlabopatopuc Jita., Hnaus

Remarks : The Product confirms to ND/
Ipumeuanwue: [ponykr coorsercTryeT Tpebosanusm HJJ

Conclusion : APPROVED /
3axuouenue: OJOBPEHO

Checked by / [TposepeHo:
A. Susmitha - Quality
control- Team Member

&

Prepared by / [Toarotosnexo:
D. Latha - Quality control-

Team Member

Checked by (AQA) /
ITporepeno (AOK);
Tajoddin Baba Shaik -

Quality Assurance- Team

Member

&

Approved by: Quality
Assurance/Authorized person /
Onodpeno: Obecneuenne
Ka‘IEC’TBﬂ}'OTBETCTBCHHOC NALLO:
S. Haneef- Quality Assurance- Team
Member ?:

Date /JlaTa: Date /[lata@ #- 0 - 804

N3-22402¢

Date /[lata: 23-g2-w02-€

Date /[laTa: ;{i} q{)p‘l,_‘l.db(;




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoayxr: Teacapran® (Teamucapran) Tabaerin 40 mr

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 600000 tab /
Cepna Ne R Pasmep cepun © 600000 Tab
Analytical Repovrt No./ . 2002FP26000358 Date of Analysis / . 26-02-2026
AHaIHTHYECKH oTueT N2 Hata ananusa -
Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028
Jata npou3BoacTBa T'oaen no

Mfg. License No. /
IponssoacTeeHHAs
JAuuenzus Ne

: 63/RR/AP/96/F/R

MA number: / Homep PY

: JIM-Ne(005432)-(PT-RU)

Analysis perforl;led according ND No / Anaauz npoBeaen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page5of 5/Crp.5u35

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54883, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
[TpouzBoacreerHoe noapazneneHue-II, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, Bauynannu
Bunnamk, Bauynannu MaHnaan, Meayan
Mankamkrupu Juctpukt — 500 090, wrar
Tenaurana, Uuans (JIuueHzus Ne
63/RR/AP/96/F/R)

Name, address, authorization No for FP manufacturing site /
Control site / Release site /

HaumeHoBaHHe, aapec, THUeH3UA 11 [lpoussoacTBeHHas
niaomanka / [laomwaaka kouTpoas kavyecrsa / [Liomaaxa eeinycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02346-2025 dt. 25 September 2025) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the
Eurasian Economic Union is established». /

3aka09eHne 0 cooTBeTcTBMH: «HacTosLuM 1 MOATBEPKIAl0, YTO MPHUBEICHHAS BhILIE HHPOPMALIMS ABISETCA JOCTOBEPHOH
Y TOUHOMH. DTa cepus NpOAYKUMH Mpou3BeaeHa (BKIIIOUas yNakoBKY (MapKHPOBKY) W KOHTPOJIb Ka4eCTBa) Ha BhIIEYKa3aHHOH
MPOH3BOJACTBEHHOM rulowanke (rUowagkax) B IOJHOM COOTBETCTBHM ¢ TpeGoBauuamu [lpasBun Hapiexaiueii
Npou3BOACTBEHHOM MpakTHKK EBpazuiickoro skoHomuueckoro cowsza (NeGMP/EAEU/RU/02346-2025 ot 25 centabps 2025)
M TpeOOBaHUAMMU KOHTPONS KauecTBa JEKAPCTBCHHBIX CPEACTB, d& TAKKE B COOTBETCTBMM CO clelUbHUKALUSIMH,
COAEPALUMMUCA B PETUCTPALHOHHOM A0ChE CTPAHBI-UMIIOPTEPA. 3aMicH MO MPOU3BOACTBY, YNIAKOBKE M aHANIM3Y MPOBEPEHBI,
¥ YCTAaHOBJIEHO HMX COOTBETCTBMe TpeboeaHusM [lpaBun Haulexamieil npou3BoACTBEHHOM npakTtvkK Eepasumiickoro

IKOHOMMWYECCKOrO COrO3an.

Remarks : The Product confirms to ND/
IMpumeuanne: [Npoaykt cooTreTcreyeT Tpedoanusm HJJ

Conclusion : APPROVED /
3axmwouenne: OJIOBPEHO

Quality Assurance- Team

S

Member

Prepared by / Iloarorosneno: |[Checked by / [Iposepeno: ||Checked by (AQA) / Approved by: Quality
D. Latha - Quality control- A. Susmitha - Quality IpoeepeHo (AOK): Assurance/Authorized person /
Team Member control- Team Member Tajoddin Baba Shaik - Onobpeno: ObecneueHne

kauecTBa/OTBETCTBEHHOE JIULO!
S. Haneef- Quality Assurance- Team
Member

Date /lata: ¢ 5_py 4 23, |[Date /lat2,9409. 2096

Date /[lata: 23— 6

Date /[lara: i/'l 0L %'Lé,




