br. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
HpoaykT: Tencapran® (Teamucapran) Tabaerku 40 mr

Market / PoiHox : Russia / Poccus

bt : B2502559 Batch Quantity / : 406.000 KG / 406,000 KT’
Cepus Ne Pasmep cepun

Analytical Report No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AHaJIMTHYECKHIi 0TYeT No Jara ananusa

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npousBoacTBa T'open go

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 npoBeged mo HJ Ne: JITE-Ne(005432)-(PI'-RU)-130524

Page 1 0of 6/ Crp. 113 6

1;.00 Test / [lokasaTesb Result / PesynbTaTsl Specification / Hopma
1 | Appearance / OnucaHue White, capsule shaped, biconvex tablet with |White to off-white, capsule shaped, biconvex

“T” and “L” debossed on both sides from
break line on one side and *'4U” debossed on
the other side. / Tabnerka KxancyJaoBUIHOMN
¢GOopMBI, ABOSKOBBINYKNas, OENOro lLBETa,
Ha OJIHOM CTOpOHE pa3leNuTeIbHas PUCKa U
THcHeHHe «T» U «L» 1o pasHble CTOPOHBI
OT Hee, Ha ApYroi CTOpOHe THCHEHHUE «40».

tablet with “T” and “L” debossed on both sides
(ot bredk line on one side and “40™ debossed ou
the other side. / Tabnerka KkancylnoBUOHOM
(GopMBI, HBOSKOBBHITYKJIas, OEJNOF0 WA MNOYTH
0esIoro IBETa, Ha OJJHOH CTOPOHE pa3AeUTeIbHAT
pricka ¥ THCHeHHe «T» 1 «L» 1o pa3Hble CTOPOHBI
OT Hee, Ha Jpyroil cTopoHe THCHEHHE «40».

2 | Identification / The retention time of the main peak in the |[The retention time of the main peak in the
Haentudukauus 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)./
Bpemst ynepxuBaHus OCHOBHOTO IMHKa Ha |Bpemst ymepXHBaHHS OCHOBHOTO IIHKa Ha
XpoMarorpaMMe HKCIIBITYEMOTO PacTBOpa |XpoMaTorpaMMe HCIBITYEMOro pacTBOpa AOJIKHO
COOTBETCTBYET BpPEMEHH YACPXHMBaHHS |COOTBETCTBOBAThH BpEMEHH yIepXKUBAHUS
OCHOBHOTO MHKa Ha XpOMaTorpaMMe |OCHOBHOI'O IMKa HA XpOMaTOrpaMMe pacTBopa
pacTBopa CTaHIAPTHOTO obpasua |craHgapTHOro ofbpasua TeJaMucapTaHa (pasgen
TeNIMUCApTaHa. «KonmmaecTBEeHHOE OTpeieSICHHEN).
3 | Assay / KoaunvyecTBeHHOE 40.7 mg /40,7 mr 38.0 mg to 42.0 mg of Cs33H3oN4O: (telmisartan)
omnpenesicHHE (101.8%/101,8%) (95 to 105 % of label claim) per tablet. / Ot
38,0 Mr 1o 42,0 mr Cs3H30N4O» (Tenmucapran) (oT
95 mo 105 % OT HOMHHAJIBHOTO COINEPXKAHUA) B
TableTKe.
4 | Water / Boaa 1.9%/1,9% Not more than 6.0 %. /
He 6onee 6,0 %
5 | Disintegration / 09 min 19 sec/ Not more than 15 min /

PacnagaemMocth

09 muH 19 cex

He Gosiee 15 mMun

Remearks : The Product confirms to ND/
Mpiamedanne: [poayxT coorsercrayer TpebopanuaM HJL

Conclusion : APPROVED /
3akniouenue: OJJOBPEHO

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

\Lp—

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

%

Checked by (AQA) /
[Tpoeepeno (AOK):

S. Meera Saheb - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenne
kauecTBa/OTBETCTBEHHOE THIIO:

Member

S. Haneef- Qual';y Assurance- Team

Date /Tata: 26-08-2025

Date /MTaTa: 26-08-2025

Date /JTaTa: 26-08-2025

Date /[ata: 26-08-2025
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CEPTUOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
ITpoaykr: Tencapran® (Teamucapran) Tabaerkn 40 Mr

Market / Prinok : Russia / Poccus

Batch No./ : B2502559 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepunu

Analytical Repovrt No. / . 2002EP25002001 Date of Analysis / . 23-08-2025
AHanuTHdeckuii otuet Ne HMaTta ananuza

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npon3BoacTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposened no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page 2 of 6 / Crp. 2 n3 6

1;00 Test / IlokazaTens Result / PesyabTaThl Specification / Hopma
6 | Dissolution / 102%, 100%, 99%, 101%, 100%, 101% |Not less than 75 % (Q) of Cs3H30N402
PacTBopenne (telmisartan) in 30 min. /
[T menee 75 %6 (Q) CyslIsyNaOy (1esmuiapian)
yepes 30 muH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Hmxe |Impurity A —not more than 0.2 % /
PoacrBeHHbIe NpUMeCH npenena KOJWYECTBEHHOrO OImpeAeneHus |mpuMeck A — He Gonee 0,2 %
(IIKO = 0,003%) .
Impurity B — not more than 0.2 % /
Not detected / He oOHapyxeHa npumeck B — e 6onee 0,2 %
Not detected / ne oOHapyxeHa Impurity D — not more than 0.2 % /
npumeck D — He 6onee 0,2 %
detected
Me detected / He 0GHapyxeHa Impurity TMS1 — not more than 0.2 %/
Less than Limit of Detection (LOD =|"PHMECE LD =SHciGoncellie
0.0025%) / Hmxe mpenena obHapyxeHus|Dimer acid impurity — not more than 0.2 % /
(ITO = 0,0025%) pUMech TUMEpPHOH KMcoTsl — He 6onee 0,2 %
Less than LOQ (LOQ = 0.005%) / Hixe Chloro analogue impurity— not more thaf)l 0.2 %/
NpefieNa  KONMYECTBEHHOTo ompefenenys| IPMMECh XIIOpo aHanora —He Gonee 0,2 %
(TIKO = 0,005%) Any unspecified impurity — not more than 0.2 % /
eIMHUYHAS HeUACHTUPUUMPOBAHHAS IPUMECH —
Not detected / He o6HapykeHa He Gonee 0,2 %
Not detected / He 0OHapyxeHa
Total impurities — not more than 1.5 % / cymma
npuMeceit — He 6omee 1,5 %.
Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBanusaM HJ 3akayenue: OJOBPEHO
Prepared by / Iloarotoeneno: [|Checked by / Ilporepeno: |[Checked by (AQA)/ Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality IMpoeepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member S. Meera Saheb - Quality Opnobpeno: ObecneueHue
Assurance- Team Member ||kadectra/OTBETCTBEHHOE TULIO:
% . S. Haneef- Quality Assurance- Team
Member
=T s ;; —

Date //Tata: 26-08-2025 Date /[1ata: 26-08-2025 Date /[Tara: 26-08-2025 Date /[Tata: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IMpoayxt: Tencapran® (Teamucapran) Tabaeriu 40 mr

Market / Poinox : Russia / Poccust

Eatchii : B2502559 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepuu

Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AHATUTHYECKH 0TYeT Ne JaTa anaimsa

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

Jarta npousBojacTBa I'open no

Mfg. License No. /

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

JuneH3ust Ne

Analysis performed according ND No / Anasnn3 nposeaen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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1;.2 Test / IlokasaTenn Result / PesynbTaThl Specification / Hopma

8 | Uniformity of dosage units 1.6/1,6 Acceptance value (AV) should be not more than
/ 15.0./
OnHopoAHOCTH IMokazarens npuemneMoct (AV) nomkeH ObITh

AO3HUPOBAHHBIX €AHHHUIL(

ne 6onee 15,0.

9 | Microbiological purity* / Mukpo6uoJsiornieckast 4ucToTa™

a) Total Aerobic Microbial Not Applicable Not more than 10* CFU/g /
Count / O61ee Yucio He 6onee 10° KOE/r
a3pO0OHBIX MUKPO-

OPTaHU3MOB

b) Total Combined Yeast Not Applicable Not more than 10> CFU/g /
and mould count / O61uee He 6onee 10? KOE/r
YHCNIO APOXKIKEBBIX U

IUIECHEBBIX rpubOB

c) Escherichia Coli Not Applicable Absent in 1 gram /

OtcytctBHEe B I T

Remarks : The Product confirms.to ND/
IIpumeuanue: IIpoaykT cooTBeTCTRBYET TpeGoBanusM HJI

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / ITonrororneno: ||{Checked by / [Tpoeepeno: [[Checked by (AQA)/ Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality [Tposepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member S. Meera Saheb - Quality Opnobpeno: Obecnenenne
Assurancg- Team Member |[kauecTBa/OTBETCTBEHHOE JIMLIO!
L&f/‘ S. Haneef- Quality Assurance- Team
Member E

Date /[lata: 26-08-2025 Date /[ara: 26-08-2025

N
Date /[ata; 26-08-2025 Date /[data: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IpoaykT: Tencapran® (Teamueapran) Tabuerku 40 Mr

Market / Puinok : Russia / Poccua

atch ROx . B2502559 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25002001 Date of Analysis / . 23-08-2025
AHAJTUTHUYECKHH oTYeT No JlaTa ananu3za

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa mpoH3BoOACTBA T'ogen oo

Mfg. License No. /
IIpousBoacTBeHHASA
JIHLEeH3ua Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JIII-Ne(005432)-(PI'-RU)-130524

Page 4 of 6 / Crp. 413 6
i.? Test / Iloka3aTesnb Result / PesyabTaThl Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

OnucaHue ynakoBKH foil blister. 3 blisters

[lo 10 Tabmeroxk B

¢donsrm.

KapTOHHY1O.

information leaflet in a carton. /

(IIBX/AVIIA) ¢oneru / aTrOMUHHUEBOM
ITo 3 OGnuctepa
MHCTPYKIMEN 0 MPUMEHEHWIO B MNAYKY

and a patient
onuctepe U3

BMECTE C

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. /

Ilo 7 Tabnetok B Onucrepe u3 (IIBX/AITIA)
¢donpru / amomunueroit ¢onsru. Ilo 2 wiu 4
GaucTepa BMEeCTE ¢ HHCTPYKIHEH 110 TPUMEHEHNUIO
B Ma4Ky KapTOHHYIO.

ITo 10 Ttabnerox B Gmuctepe w3 ([IBX/AITIA)
doneru / amoMuHKeBoil ¢onsru. Ilo 3 6increpa
BMECTE C MHCTPYKIIHEH 10 MPUMEHEHHIO B IauKy
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.
* [TpOBONUTCS TPOM3BOIUTENEM IIPH BHITYCKE EPUOAMYECKY (C HHTEPBAIOM B OHO HCIBITaHHe Ha 20 cepuit iy He MeHee | pasa B rofL.)
Murasaiens Muset Obltb HE BRILKMEH B Cep I URAL dHULMs4 PupMbL.

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpomykT cooTBeTCTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
Zakmouenue: OJOBEPEHO

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

£

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

Team Member

Checked by (AQA

[Tposepeno (AOK):
S. Meera Saheb - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Opobpeno: Obecneuenne
kauecTBa/OTBETCTBEHHOE JHIIO!

S. Haneef- Quality Assurance- Team
Member

)/

Date /[aTa; 26-08-2025 Date //lata: 26-08-2025

Date /[laTa: 26-08-2025

- = —
=

Date /MTata: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IMpoaykr: Tencapran® (Tenmucapran) Tabnerku 40 Mr

Market / Puinok : Russia / Poccus

Batch No./ . B2502559 patchQuantity/ . 406.000 KG / 406,000 KT
Cepust Ne Pazmep cepun

Analytical Repourt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AHaJIUTH4YeCKHI oTueT Ne Hdata ananuza

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npouM3BOACTBA ToneH no

Mfg. License No. /

IIpouseoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-Ne(005432)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND No / Ananu3 npoeeaed no HJ Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page 5of 6/ Crp. Su3z 6

API name (INN) / Haumenoanne A®@C (MHH):

Telmisartan / Tenmucaprad

API manufacturer batch number /
Homep cepuu npousBoauTens AMC:

ABSHO002691, ABSH002448

FP Manufacturer API Batch number /
Homep cepuu cyOcTanun npouszoanrens I'JID:

FBSA00197, FBSA00196

API Manufactured by & country /
IIpoussoputens APC, cTpana:

Dr. Reddy’s Laboratories Ltd., India /
I-p Pemnn’c JJaGopatopuc JItn., Magua

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaumeHoBaHue, aapec, 1uuen3us nis [IponssoacreeHHas

miromanka / Ilnomaaka KoHTpoJist kadyecTBa / [lnomaaka BeINyCKa

Formulations Tech Ops - I1, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
INpousBoacTBeHHOE NoApasaeicHue-I1, YuacTku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamnu
Bwinamk, bauynannu Mangan, MeaJan
Mankamxrupu Juctpukt — 500 090, mrar
Tenanrana, Munus (JInnensus Ne
63/RR/AP/96/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of praduct 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/00573-2022 dt. 19 August 2022) 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».

Remarks : The Product confirms to ND/
IMpumeuanne: IponykT coorBercTByeT Tpebopanuam HJJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

D. Latha - Quality control-
Team Member

N.V. Krishna - Quality
control- Team Member

~ A

Prepared by / IToaroroeneno: [|Checked by / ITposepeno: ||Checked by (AQA) /
[TporepeHo (AOK):
S. Meera Saheb - Quality
Assuranj@Team Member [|kayecTBa/OTBETCTBEHHOE JIUIIO:

Approved by: Quality
Assurance/Authorized person /
OnmobpeHo: Obecrieuenne

S. Haneef- Qualjty Assurance- Team
Member

 ———

Date /[TaTa: 26-08-2025 Date /TaTa: 26-08-2025

T
Date /JTata: 26-08-2025

[eaal

Date /Hata: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
INpoayxr: Tencapran® (Teamucapran) Taénerkn 40 Mr

Market / PriHok : Russia / Poccus

i - B2502559 Batch Quantity / : 406.000 KG /406,000 KT
Cepusi Ne Pazmep cepnu

Analytical Repovrt No. / . 9002FP25002001 Date of Analysis / . 23-08-2025
AHanuTH4yecKHii oTuer Ne JaTta ananusa

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npou3BoOJACTBA I'onen no

Mfg. License No. /

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

nunensus Ne

Analysis performed according ND No / Ananus nposeger no HJI Ne: JITI-Ne(005432)-(PT'-RU)-130524

Page 6 of 6 / CTp. 6 u3 6

3aKJiouen e 0 cOOTBeTCTBUH: «HACTOSIMM st TOATBEPIKAAk0, YTO PHBENEHHAA BbIIE HHOOPMALUA ABISETCA NOCTOBEPHON
¥ TOYHOM. DTa cepus NPOLYKIHUH IPOM3BeAeHa (BKIIOYas YIHaKoBKY (MapKUPOBKY) U KOHTPOJIb KaUECTBA) Ha BhINIEYKa3aHHOM

ﬂpOHBBOHCTBGHHOﬁ nnomanke

(mrowiagkax) B TIONHOM COOTBETCTBHM ¢ TpeboBaHmamu IlpaBun Hamexamei

NPOM3BOACTBEHHOM NpakTUkU EBpasuiickoro skoHoMudeckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aerycra 2022)
U TpeOOBaHUAMM KOHTPOJN KauecTBa JIEKAPCTBEHHBIX CpENCTB, a TaKkkKe B COOTBETCTBHM CO CleUU(UKAUMAMHY,
COZEpPKAIUMHCS B PETHCTPALMOHHOM JOChe CTpaHbl-MMIOpTepa. 3alKCH 110 IPOM3BOICTBY, YIIAKOBKE M aHANTH3Y MPOBEPEHBI,
H YCTaHOBJIEHO WX COOTBETCTBUME TpeGoBanuam [IpaBuNl Hajiexauleil Npou3BOACTBeHHOH npakTuku Eppasuiickoro

OKOHOMHYECKOI'O COHO3a».

Remarks : The Product confirms to ND/
[Ipumeuanue: [IpoxykT cooTBeTCTBYET TpeOoRaHUIM HJI

Conclusion : APPROVED /
3axwoyenne: OJJOBPEHO

Prepared by 7 [ToarotopneHo:
D. Latha - Quality control-
Team Member

S

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

A

Checked by (AQA)/
[Tposepero (AOK):
S. Meera Saheb - Quality

Assuran%Team Member

Approved by: Quality
Assurance/Authorized person /
Omobpeno: ObecnedeHne
kadecTBa/OTBETCTBEHHOE JIHLIO:

S. Haneef- Quality Assurance- Team
Member ﬁ

Date /[aTta: 26-08-2025

Date //lata: 26-08-2025

Date K,H.a“r]a: 26-08-2025

Date /IaTa: 26-08-2025




