Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®HNKAT AHAJIM3A

’Eoduct : Telsartan (Telmisartan) Tablets 80 mg

Ipoaykr: Tencapran® (Teamucapran) Ta6aeTkn 80 mr

Market / Poinok : Russia / Poccus

Batch No./ . B2502766 R AtCIT O ey . 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25002199 Date of Analysis / . 13-09-2025
AnHanuTHYecknii oTyeT No JlaTa aHanusa

Date of Manufacture / - 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa npon3BOACTBA Togen no

Mfg. License No. /

IpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JITI-Ne(005432)-(PI'-RU)
JuueH3ust Ne

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

Page 1 of S/Crp.1u35

No

Test / Ilokazareynp
Ne

Result / PesyibTaTh!

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 “80” debossed on
the other side. / Ta0GxeTka kancynoBHIHOM
(OpMBI, IBOSKOBBIMYKJIast, 6eNoro IBeTa,
Ha 0[{HO}1 CTOpOHE pa3ieuTeIbHas pUcKka 1
tucuerne «T» u «L» mo pasHele CTOPOHEI
OT Hee, Ha Apyroit cropoHe THCcHeHHE «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 kancynoOBHAHOMN
($opMBl, NBOSAKOBBHINMyKNasg, 6eloro WIM MHOYTH
0esoro 1BeTa, Ha OXHOM CTOPOHE pa3NeNnuTeNbHAsA
pucka U THCHeHHe «T» B «L» 10 pa3Hble CTOPOHBI
OT Hee, Ha IpYyroil cropoHe THCHEHUE «80».

+ 2 | Identification /
HUnentnduxanus

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./
Bpems yoepXMBaHHSA OCHOBHOIO IHKa Ha
XpOMATOTpaMMe HCIILITYEMOT0 pacTBopa
COOTBETCTBYET BpEMEHHM YHCpP)KHBAHUS
OCHOBHOTO THKa Ha XpOMaTorpaMme
pacTBopa CTaHIAPTHOTO obpasma
TeJIMHCapTaHa.

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 yaepkuBaHMA OCHOBHOrO TIMKa Ha
XpoMaTorpaMMme UCHBITYEMOro pacTBopa JOILKHO
COOTBETCTBOBATb BpEMEHHU yIepXABaHUA
OCHOBHOTO MHKAa Ha XpOMaTorpaMMme pacTBOpa
CTaHHapTHOro o0pa3sua TenMucaprana (pasgen
«KomiecTBeHHOE OTIpeieTIEHYED).

3 | Assay/KoaudecTBeHHOe
onpeneyeHne

80.1 mg/ 80,1 mr
(100.1% / 100,1%)

76.0 mg to 84.0 mg of Ci3H3zN4O; (telmisartan)
(95 to 105% of label claim) per tablet. / Ot
76,0 mr no 84,0 Mr Cs3H3oN4O2 (Tenmucapras) (0T
95 mo 105 % OT HOMHHAJIBHOTO COJCPIKAHUSA) B
TabICTKC.

4 | Water /Bona

1.7%/ 1,7%

Not more than 6.0% w/w /

He 6omnee 6,0 %

5 | Disintegration /
PacnagaemocTh

10 minutes 15 seconds/
10 MuH 15 cex

Not more than 15 min /
He 6o0nee 15 mun

Remarks : The Product confirms to ND/
[pumeuanne: [Ipoaykr coorBerctByeT Tpebopanuam HJ{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToaroTorneHo:

Checked by / IIposepeno:
N.V. Krishna - Quality

(AOK):

Checked by (AQA) / TIposepeno

Approved by: Quality
Assurance/Authorized person /

D. Latha - Quality
control- Team Member

control- Team Member

V. Prashanth - Quality
Assurance- Team Member

)

Ono6peno: ObecnedeHne
kadecTBa/OTBETCTBEHHOE JIMIIO:
S. Haneef- Quality, Assurance-
Team Member Fy

Date //Tata: 17-09-2025

Date /Mata: 17-09-2025

\
Date /Jlata: 17-09-2025

Date /Ilara: 17-09-2025




Dr.Reddy’s ‘

®e CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product : Telsartan (T?:lmisartanj Tablets 80 mg
Iponykrt: Tesncapran® (Tenmucapran) TaGierku 80 Mr

Market / PoiHoK : Russia / Poccusa

e et : B2502766 AL, . 406.000 KG / 406,000 KT
Cepnsi Ne Paszmep cepun

Analytical Repovrt No./ . 2002FP25002199 Date of Analysis / . 13-09-2025
Ananntuueckuii oruer Ne Jarta anannza

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa npoM3BOACTBA Tonex xo

Mfg. License No. /

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

Analysis performed according ND No / Anasus nposeaes mo HJT Ne: JITI-Ne(005432)-(PT'-RU)-130524
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i.? Test / IlokasaTennb Result / PesynbTaThl Specification / Hopma
6 | Dissolution / 99%, 99%, 100%, 100%, 100%, 99%  |Not less than 75 % (Q) of C33H30N4O;
PacrBopenue (telmisartan) in 30 min. /

He Menee 75 % (Q) C33H3oN4O: (Tenmucapran)
yepes 30 MuH.

7 |Related Substances /
PoacTBeHHbIE TPUMeECH

Less than LOQ (LOQ = 0.003%) / Hmxe
Tpenena KOIWYECTBEHHOTO ONPEHEICHUA
(TTKO = 0,003%)

Not detected / He 06Hapyx*eHa

Not detected / He 0OHapyXkeHa

Not detected / He 0OHapyxeHa

Less than LOQ (LOQ = 0.008%) / Huxe
npenesa KOJMUYECTBEHHOTO ONpeAeNIeH
(ITIKO = 0,008%)
Less than LOQ (LOQ = 0.005%) / Hinxe
npenena KOMWYeCTBEHHOTO ONPENSICHHSA
(ITKO = 0,005%)

Not detected / He oOHapyxeHa

Not detected / He oOHapyXkeHa

Impurity A —not more than 0.2 % /
npuMech A — He 6oree 0,2 %

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

Impurity D — not more than 0.2 % /
npumMech D — He 6oxee 0,2 %

Impurity TMS1 — not more than 0.2 %/
mpumecb TMS1 — He 6onee 0,2 %

Dimer acid impurity — not more than 0.2 % /
mpuMech AMMEPHOI KUCIoTH — He Homee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
pEMeCH XJIOpO aHaora — He Gonee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eIHHUYHAs HeMIeHTHGUIMPOBAaHHASA TPUMECE —
He Goiee 0,2 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cootBeTcTBYeT TpeboBanmsiM HJE

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO

Prepared by /
Tloaroroenexo:

D. Latha - Quality
control- Team Member

e

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

(AOK):

A i)

Checked by (AQA) / IIposepeno

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedeHHe
KauecTBa/OTBETCTBEHHOE JIHIIO:
S. Haneef- Quality Assurance-
Team Member S

Date /Idara: 17-09-2025

Date /ITara: 17-09-2025

L

Date /Mlata: 17-09-2025

Date /ata: 17-09-2025




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
ponykr: Tencapran® (Teamucapran) Ta6nerku 80 mr

Market / PoiHOK : Russia / Poccus

DAtehENO . B2502766 Batch Quantity / . 406.000 KG / 406,000 KI
Cepusa Ne Pasmep cepuu

Analytical Repo:‘t No. / - 2002FP25002199 Date of Analysis / . 13-09-2025
AHajuTHYeCcKHi oTyeT N Jlara anasnu3a

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa NpoH3BOACTRA T'ozen oo

Mfg. License No. /

IIpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JuieH3ust No

Analysis performed according ND No / Anayus npoeeaen mo HJI Ne: JITI-Ne(005432)-(PT-RU)-130524
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1;.? Test / IloxasaTens Result / PesyabTaTsl Specification / Hopma
8 | Uniformity of dosage units 1.7/1,7 Acceptance value (AV) should be not more than
/ 15.0/
OaHopoaHOCTH Iloxazarens npuemneMoctd (AV) nomxkeH ObITh
JO3UPOBAHHBIX €JUHHI He 6oiee 15,0.
9 | Microbiological purity* / MukpoOHoJiornueckasi YucToTa*

a) Total Aerobic Microbial
Count / Odmee ymncno
a3pOOHBIX MHKPO-
OpPTraHHU3MOB

b) Total Combined Yeast
and mould count / O61ee
YHCIIO APOAOKEBEIX U
IUICCHEBBIX TPUOOB

¢) Escherichia Coli

Not Applicable Not more than 10* CFU/g /
He 6Gounee 10° KOE/r

Not Applicable Not more than 102 CFU/g /
He 6Gonee 10? KOE/r

Not Applicable Absent in 1 gram /

OrcyTcTBHE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: IIpogykr coorBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
TToaroToBneHo:

D. Latha - Quality
conftrol- Team Member

L

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

A

Checked by (AQA) / ITposepeHo
(AOK):

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: OGecnieueHne
kadecTBa/OTBETCTBEHHOE JIMIIO:
S. Haneef- Quality, Assurance-
Team Member &

b

Date /Hara: 17-09-2025

Date /MTara: 17-09-2025

Date /darta: 17-09-2025

Date /MTara: 17-09-2025




Di.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
\Npoxykt: Teacapran® (Texmucapran) Tabnerku 80 mr

Market / PoiHok : Russia / Poccun

SATEINOY/ . B2502766 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus Ne Pa3mep cepun

Analytical Report No. / . 2002FP25002199 Date of Analysis / . 13-09-2025
AHanHTHYeCKHIi 0THeT Ne JlaTra ananuza

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa mpon3BoACTBA T'ogen no

Mfg. License No. /

IIpon3BOACTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JIMLeH3UsT No

Analysis performed according ND No / Anaau3 nposenet mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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No
Ne

Test / Iloxa3arenanb

Result / Pe3yabTaThl

Specification / Hopma

10 | Packaging / YnakoBska

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

Ilo 10 Tabnetok B Oxucrepe U3
(IIBX/AI/TIA) donerm / amoOMHHHEBOI
domern. Ilo 3 6Gmmcrepa BMecTe C
VHCTPYKLHEH 0 IPHMEHCHHIO B TIAuKy
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/AV/PA) foil / aluminum foil
blister. 3 blisters and a patient information leaflet
in a carton. /

Ilo 7 Tabnetox B Guucrepe u3 (IIBX/AVIIA)
doneru / amomunueBoii doneru. Ilo 2 unm 4
OnycTepa BMeCTe ¢ HHCTPYKLMEH 110 IPUMEHCHUIO
B Ma4yKy KAPTOHHYIO.

ITo 10 tabnerox B Gnucrepe m3 (IIBX/AITIA)
¢oneru / amoMuaueBoi donsra. Ilo 3 6nucrepa
BMECTE C MHCTpYKLHe! Mo MPUMEHEHHIO B Ta4YKy

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.
* TIpoBOIUTCS MPOM3BOAUTENIEM PH BBITYCKE MEPHOAMUECKY (C HHTEPBAIOM B OJJHO MCIBITaHUE Ha 20 cepuii MK HE MEHee

1 pasa B rof.)

Ioka3sarens MoXxeT ObITh HE BKIIOYEH B CEpTH(UKAT aHaNIH3a GHPMBIL.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoxykt cooTBeTcTBYET Tpeboanusam H]L

Conclusion : APPROVED /
3aknwuenune: OOBPEHO

Prepared by /
IToarotosiieHo:

D. Latha - Quality
control- Team Member

i

Checked by / TIposepeHo:

N.V. Krishna - Quality (AOK):

Checked by (AQA) / IlposepeHo

Approved by: Quality
Assurance/Authorized person /

control- Team Member

A

V. Prashanth - Quality
Assurance- Team Member

)

OmobpeHo: ObecnieueHue
kayecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quali%surance-

Team Member

Date /MTara: 17-09-2025

Date /[ara: 17-09-2025

Date /[lata: 17-09-2025

Date /Iara: 17-09-2025




CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Dr.Reddy’s ":'.

Product : Telsartan (Telmisartan) Tablets 80 mg
Hponykr: Tencaptan® (Teamucapran) Taénaerkn 80 Mr

Market / Peinox : Russia / Poccus

BatchiN,/ : B2502766 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25002199 Date of Analysis / . 13-09-2025
AnanuTnyeckuii order Ne Hara ananusa

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa npoM3BOACTBa TI'onen no

Mfg. License No. /

IIpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JuneH3ust Ne

Analysis performed according ND No / Ananns nposeges mo HJI Ne: JITI-Ne(005432)-(PT'-RU)-130524

Page S of S/ Cap.5u3 §

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

Telmisartan / TemucapTan

API manufacturer batch number /
Homep cepuu npoussogurens ADC:

ABSHO002999

FP Manufacturer API Batch number /
Homep cepun cy6eTaHuuu npounssoautens IJI@:

FBSA00227

API Manufactured by & country /
IIpouseoantenn APC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
JI-p Pexau’c Jlabopatopuc JIta., MaAns

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaumenoBanue, ajipec, nuuensust 11st IlpoussoacreenHas

mwiomaaka / Ilnomagka KOHTPOJIA KadecTBa / TInomanxkxa BBIITYCKa

Formulations Tech Ops - II, 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) /
IIpousBoncTeenHoe noapazacnenue-lI1, Yaacrku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanau
Bunnamk, bauynamin Mannan, Mexgan
Mankamxrupu Juctpukt — 500 090, mrat
Tenanrana, Mampus (Jlunensus 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 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».

3akmodenne o cooTBeTcTBHM: «HacTosmuMm s HOATBEPK A0, YTO PHBE/ICHHAA BEIIIE MHPOPMAIHA ABIACTCA JOCTOBEPHOH
¥ TOYHOM. OTa cepus MpoIyKIKY Ipon3BeAeHa (BKIH0Yas YIakoBKY (MapKUPOBKY) H KOHTPOJb Ka4ecTBa) Ha BHIINECYKa3aHHOH
MPOU3BOACTBEHHOM IUTomanke (IUIom@ankax) B MOJNHOM COOTBeTCTBMM ¢ TpeGopaHusamu [lpaBun Hammexamei
TIPOU3BOACTBEHHOM TIpakTHKK EBpasuiickoro skoHoMudeckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycta 2022)
U TpeGOBAHIIMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB, a Takke B COOTBETCTBHM CO cClieLU(HKALMAMY,
COIEpPKAIMUMHUCA B PETHCTPALHOHHOM JOChE CTPaHbI-UMIOpTepa. 3amkicH IT0 IPOU3BOACTBY, YIAKOBKE U aHANH3Y IIPOBEPEHEI,
H YCTaHOBJIEHO HX COOTBETCTBHE TpeGoBaHMaM IlpaBun Haanexaleil NIpoM3BOACTBEHHOH IpakTHKK EBpaszmiickoro
SKOHOMHYECKOTO COI03a».

Remarks : The Product confirms to ND/
IIpumeyanue: IIpogykT cooTBeTCTBYET TpeGoBanmsam H]T

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:

D. Latha - Quality
control- Team Member

v

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

&

Checked by (AQA) / IIpoBepeHo
(AOK):

V. Prashanth - Quality
Assurance- Team Member

iy

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kauecTsa/OTBETCTBEHHOE JIULO:
S. Haneef- Qualify Assurance-

Team Member A -
B —

Date /lara: 17-09-2025

Date /[Jata: 17-09-2025

Date /[Tata: 17-09-2025

Date /[Tata: 17-09-2025




