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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Tesicapran® (Teamucapran) Taénerkn 40 mr

Market / Peinok

: Russia / Poccus

Batch No. / . B2601157 Batch Quantity / . 600000 tab /

Cepus Ne i Pasmep cepun * 600000 Tab

Analytical Repovrt No./ . 2002FP26000848 Date of Analysis / . 18-04-2026
AHaquTHyecKnit ordeT Ne /laTa anaJjinza

Date of Manufacture / . 11-03-2026 Date of Expiry / . 28-02-2029

JlaTa npou3BO/JCTBA Tonen go

Mfg. License No. /

IIpousBoacTBEHHAS 1 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
auueH3us Ne

Analysis performed according ND No / Anann3 nposeaen mo HJI No: JITT-Ne(005432)-(PI'-RU)-130524

Page 1 of 5/Crp.1u35

No

No Test / [lokazatenn

Result / PesyasTaTs!

Specification / Hopma

1 | Appearance / Onucanne

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 KancynoBUIHOM
bopMmbl, nBOsAKOBBIMyKNAs, Oenoro UBeTa,
Ha OJTHOM CTOpPOHE pa3fAenuTeIbHas pUcKa 1
TUCHEeHHE «T» u «L» no pa3Hble CTOPOHbI
OT HEe, Ha Ipyroii CTopoHe THcHeHHE «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. / Tabnerxka KkancynOBUOHOM
¢dhopMbI, OBOSKOBLIMYKJIAA, OEIOr0 WM MOYTH
6emoro 1BeTa, Ha OIHOI CTOPOHE pa3AeNUTENbHas
pucka 1 THcHeHue «T» 1 «L» 1o pa3Hbie CTOPOHBI
OT Hee, Ha Apyro# CTopoHe TUCHEHHE «40».

2 | Identification / The retention time of the main peak in the |The retention time of the main peak in the
Uaentndukauus chromatogram of the test solution |chromatogram of test solution should correspond
corresponds to that in the chromatogram of |to that in the chromatogram of telmisartan
telmisartan reference standard solution./ |reference standard solution (Assay section)./
Bpemsi ymepkuMBaHMsS OCHOBHOTO MHKa Ha |Bpemsi ynaepkMBaHMs OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe HCIMBITYEMOrO pacTBOpa |XpOMaTOrpamMMe MCILITYEMOro pacTBopa JOHKHO
COOTBETCTBYET BPEMEHHM YAEPKUBAHHUS |COOTBETCTBOBATH BpEMEHU yIEPIKUBAHUS
OCHOBHOFO TMMKa Ha XpOMaTorpaMMe |OCHOBHOTO MHKa HAa XpoMmarorpamme pacTsopa
pacrBopa CTaHOAPTHOro obpasua |craHaapTHoro ofpasua TenMucaprtaHa (pasgedn
TelIMUCapTaHa. «KonyecTBEHHOE OTpeIENiEHHEY).
3 | Assay / KosinuecTBeHHOE 399 mg/ 39,9 mr 38.0 mg to 42.0 mg of C33HioN4O; (telmisartan)
onpeaeseHne (99.7% / 99,7%) (95 to 105 % of label claim) per tablet. / Ot
38,0 mr 00 42,0 mr C33H3oN4O, (Tenmucapran) (ot
95 no 105 % oT HOMHHAJIBHOrO CONEpPIKAHHS) B
TabneTke.
4 | Water / Boaa 1.5%/1,5% Not more than 6.0 %. /
He 6oJee 6,0 %
5 | Disintegration / 09 min 23 sec/ Not more than 15 min /
Pacnagaemocts 09 muH 23 cex He 6onee 15 mux
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanne: [Mpoaykr coorBercTryeT Tpedoranmam HJJ 3axaouenue: OJJOBPEHO
Prepared by / IMoarorosneno:  |(Checked by / [Tpoeepeno: ||Checked by (AQA) / Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality [Mpoeepeno (AOK): Assurance/Authorized person /

Team Member

g —

control- Team Member

k

Member ﬂ\

Ahamadullah Mohammad -
Quality Assurance- Team

Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLLO:
S. Haneef- Quality Assurance- Team
Member @ =

Date /Mlara: 21-04-2026

Date //lara: 21-04-2026

Date /[lara: 21-04-2026

Date /llata: RQ-0\ Yolb
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CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoaykr: Tencapran® (Teamucapran) Taénerku 40 mr

Market / Poinok

: Russia / Poccus

Batch No. / . B2601157 Batch Quantity / . 600000 tab /

Cepusn Ne - Pa3mep cepun 600000 Tab

Analytical Repourt No./ . 2002FP26000848 Date of Analysis / . 18-04-2026
AHaauTHyecKui oTuet Ne Jdara anaauza

Date of Manufacture / . 11-03-2026 Date of Expiry / . 28-02-2029

JaTa npou3BoacTBa Toaen po

Mfg. License No. /

IIpou3BoAcTBEHHAN ¢ 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)
JuLeH3Hs Ne

Analysis performed according ND No / Auanus nposeaen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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l}f Test / [lokazaTens Result / PesyabTaThi Specification / Hopma
6 | Dissolution / 102%, 104%, 103%, 103%, 103%, 102% |Not less than 75 % (Q) of C33H30N:02

PacTBOpeHue

(telmisartan) in 30 min. /
He menee 75 % (Q) C33H3oN4O> (TenMucapTaH)
yepe3 30 MuH.

7 |Related Substances /
PoacreeHHble npuMecH

Less than LOQ (LOQ = 0.003%) / Huxe
apeacina  KOJUYECTBEHHOrO onpeneneHm
(TTKO = 0,003%)

Not detected / He o6HapyxeHa
0.01%/0,01%

Not detected / He 0OHapyxeHa

Less than LOQ (LOQ = 0.008%) / Hinxe
npefena KOJNMYECTBEHHOrO  OMpeaeneHus
(TTIKO = 0,008%))

Not detected / He 0GHapykeHa

Below Limit of detection (LOD = 0.017%) /
Hwxe npenena o6Hapyxenus (I10 = 0,017
%)

Not detected / He 0OHapyxeHa

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

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

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

Impurity TMS1 — not more than 0.2 %/
npumeck TMS1 — e 6onee 0,2 %

Dimer acid impurity — not more than 0.2 %/
IpUMech JUMEPHOIt KucioThl — He Gonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NpUMECH XJIOpOo aHanora — e donee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eMHUYHAsA HeMIEeHTUhULMPOBAHHAS MPUMECh —
He 6onee 0,2 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Jakmouenune: OJJOBPEHO

Prepared by / IMoaroroeneHo:
D. Latha - Quality control-

Team Member
L%

Checked by / I[Tpoeepeno:
N.V. Krishna - Quality
control- Team Member

b

Member

Checked by (AQA) /
I[Tposepero (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnedenue
kayecTBa/OTBETCTBEHHOE JIMLIO:
S. Haneef- Quality Assurance- Team
Member Lﬁ

Date /[Tara: 21-04-2026

Date /ara: 21-04-2026

Date /[ata: 21-04-2026

Date /flata: 2Q.-0M .- 6%
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
INpoaykr: Teacapran® (Teamucapran) Taéierkn 40 mr

Market / Peinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 600000 tab /
Cepus Ne # Baoll 158 Pasmep cepun * 600000 Tat
Analytical Repo“rt No./ . 2002FP26000848 Date of Analysis / . 18-04-2026
AHajuTHYEeCKHH oTueT No JlaTa ananunza

Date of Manufacture / . 11-03-2026 Date of Expiry / . 28-02-2029
[JaTta npoussoacTea Tosen a0

Mfg. License No. /
ITponsBoacTBeHHast
JuueHsns Ne

¢ 63/RR/AP/96/F/R

MA number: / Homep PY

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

Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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Result / PesyasTaThl

Specification / Hopma

Bo Test / lokazaTean
No
8 | Uniformity of dosage units
/
OaHopoaHocTs

JA03UPOBAHHBIX €AMHHU

3.273,2

15.0.71

Acceptance value (AV) should be not more than

[Mokazarens npuemnemMoctd (AV) nomkeH 6bITh
He 6onee 15,0.

9 | Microbiological purity* / Mukpo6uonorudeckas yucrora*

Caunt / Qfmee yuenn
a3pOOHBIX MUKPO-
OpraHu3MoB

b) Total Combined Yeast
and mould count / OGuee
YKCJIO IPOXKIKEBBIX H
TJIeCHEBBIX TpHOOB

c) Escherichia Coli

a) Total Aerobic Microbial

Not Applicable

Not Applicable

Not Applicable

Not more than 10> CFU/g /
He Annee 103 KNOF/r

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

Absent in 1 gram /
OtcytctBue B 1 T

Remarks : The Product confirms to ND/
IIpumeyanmne: [IponykT coorBercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akaoyenue: OJOBPEHO

Prepared by / [ToarotosneHo:
D. Latha - Quality control-
Team Member

iy

Checked by / Ipoeepeno:
N.V. Krishna - Quality
control- Team Member

5

Checked by (AQA)/
ITporepeHo (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team
Member j/

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHue
kauecTBa/OTBETCTBEHHOE HLO:

Member \
A -

S. Haneef- Qiality Assurance- Team

Date /arta: 21-04-2026

Date /[lara: 21-04-2026

Date /[ata: 21-04-2026

Date /flata: 22 -0M %Y,
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Tencapran® (Teamucapran) Tabrerkn 40 mr

Market / PoiHOK

: Russia / Poccus

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

Cepus Ne , + B2601157 Pasmep cepuu * 600000 Tab

Analytical Repo“rt No./ . 2002FP26000848 Date of Analysis / . 18-04-2026
AHAJIUTHUYECKHH oTueT No Jara ananuza

Date of Manufacture / . 11-03-2026 Date of Expiry / . 28.02-2029

JaTa npou3BoACTBa Ioaen g0

Mifg, License No. /

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

auueH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIT-Ne(005432)-(PT-RU)-130524
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1;: Test / IlokasaTeanb Result / PesyabTaThi Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

Onucanne YIaKoBKH

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

Ilo 10 Tabnetrox B Onucrepe u3
(TIBX/AVITIA) donsrn / amOMHHUEBOMH
doneru. Ilo 3 Guuctepa BMecTe ¢
HWHCTPYKLHEH MO MNPUMEHEHWUID B Madky
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. /

ITo 7 rtabnerok B Gaucrepe u3 (I[IBX/AITIA)
¢doneru / amomuuuesoit ¢onvru. Ilo 2 wu 4
6McTepa BMECTE ¢ HHCTPYKUMET 10 MPUMEHEHHIO
B Ma4Ky KApTOHHYIO.

ITo 10 taGnerox B 6auctepe u3z ([IBX/AUIIA)
¢doabru / amomunueoii donsru. Ilo 3 6aucrepa
BMECTE ¢ MHCTPYKLHMEH MO MPUMEHEHUIO B MaukKy
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.
* [IpOBOAUTCS NIPOM3BOAMTENEM MPH BBIMYCKE NEPHOANUECKH (C UHTEPBAIOM B 0JHO ucnbitanue Ha 20 cepuil unu He MeHee | pasa B rox.)
[Tokazarens MOKET OBbITH HE BIIIIOUCH B cepTHMKAT aHaTH3a PUPMBL

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

Telmisartan / TenmucapTtaH

API manufacturer batch number /
Homep cepuu npoussogutens ADC:

ABSH006664

FP Manufacturer API Batch number /
Homep cepuu cyGcTanunn npoussoaurens [J1dD:

FBSA00493

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

Dr. Reddy’s Laboratories Ltd., India /
H-p Penau’c JlaGoparopuc JIta., Uuous

Control site / Release site /

Name, address, authorization No for FP manufacturing site /

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr cooreercTByeT TpeboBanuam HI

aawuenue: OJIOBPEHO

Ii)nclusion : APPROVED /
3

Prepared by / TToarotorneHo:
D. Latha - Quality control-

Team Member

Checked by / [poeepeHo:
N.V. Krishna - Quality
control- Team Member

Member dﬁ

A

Checked by (AQA) /
IMpoeepeHo (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecrieuerue
kauecTea/OTBETCTBEHHOE JINLO:

S. Haneef- Quality Assurance- Team

Member |

Date /ara: 21-04-2026

Date /Tara: 21-04-2026

Date /Hara: 21-04-2026

Date /[TaTa: &1/6\{('%0)/@
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
INpoayxr: Teacapran® (Teamucapran) Tabaericn 40 mr

Market / Poinok : Russia / Poccus

Batch No. / 5 Batch Quantity / . 600000 tab /

Cepus No t B2a01 157 Paszmep cepuu ° 600000 Tab

Analytical Repoyrt No./ . 2002FP26000848 Date of Analysis / . 18-04-2026
AHaJuTHUYecKHI oTyeT Ne JlaTa anann3a

Date of Manufacture / . 11-03-2026 Date of Expiry / . 28-02-2029

Jara npon3eoacTBa Tonen g0

Mfg. License No. /

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

Analysis performed according ND No / Anasiu3s nposeaen mo HJ Ne: JIT-No(005432)-(PI'-RU)-130524
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HaHMeHOBaHHe, aapec, JUUEH3UA AJNsA npOI/ISBOIZlCTBeHHaﬂ
miaomaaka / [nomaaka KOHTPOJIAA Ka4YeCTBa / Mlnowanka BbINYyCKa

]gachupal]y Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No

63/RR/AP/96/F/R) /

INpouzBoacreeHHoe noapazaeneHue-1I, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bauynannu
Bunnamxk, bauynannu Maunnan, Meauan
Mankamxrupu Quctpukr — 500 090, wrar

Tenaurana, Uuaus (Jluuensus Ne
63/RR/AP/96/F/R)

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 sitc(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». /

3akoueHHe o cooTBeTCTBHH: «HacTosAluM s moaTBEpKAat0, YTO pUBeIeHHas Bbilie HHQOpPMALIUs ABJISIETCS JOCTOBEPHOM
¥ TOHHOH. DTa cepus NMpoayKLMH NpoM3BeaeHa (BKI04as yIakoBKY (MapKMPOBKY) M KOHTPOJIb KA4eCTBa) Ha BhILICYKA3aHHOM
NpOM3BOACTBEHHON rmnnowaake (maoljamkax) B MOJHOM COOTBETCTBMM ¢ TpeboBaHusmu [lpaBun Haanexauleit
NpOU3BOACTBEHHON NpakTHku EBpasuiickoro skoHoMu4eckoro cotoza (NeGMP/EAEU/RU/02346-2025 ot 25 cenrsdps 2025)
1 TpeOOBaHMAMH KOHTPOJNA KauecTBa JIEKADCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBHU €O CreundHKaLUsIMH,
COAEPALIMMUCA B PETHCTPALIMOHHOM JOChE CTPAHBI-UMIIOPTEpa. 3aMKCH M0 NPOU3BOACTRY, YIIAKOBKE U aHAJIM3Y MPOBEPEHBI,
M YCTAHOBIEHO HX COOTBETCTBUE TpeboBaHusim [lpaBun Hamiexaueil NPOU3BOACTBEHHON npakTuku Espasuiickoro

IKOHOMHYECKOro Coro3a».

Remarks : The Product confirms to ND/
ITpumeyanue: [Ipoaykt cooTBeTCTRYET TpebosaHusm HJI

Conclusion : APPROVED /
3axatouenune: OJJOBPEHO

Checked by / [Iposepeno:
N.V. Krishna - Quality
control- Team Member

A

Prepared by / IToarotosnexo:
D. Latha - Quality control-

Team Member

Checked by (AQA)/
[Tposepeno (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHne
kadecTBa/OTBETCTBEHHOE JULO!

S. Haneef- Quﬁty Assurance- Team

Member L

Date /Jara: 21-04-2026 Date /[1ara: 21-04-2026

Date /JTara: 21-04-2026

Date /Jlata: 9} ~O0Y-Y¥2 L4






