Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoayxr: Tencapran® (Temucapran) Tabaerku 80 mr

Market / PoiHox : Russia / Poccus

SCHEND : B2501752 Batch Quantity / . 406.000 KG / 406,000 KT
Cepusa Ne Pa3mep cepum

Analytical Repovrt No./ . 2002FP25001584 Date of Analysis / . 30-06-2025
AHanuTn4yecknii oTuer Ne HJara ananuza

Date of Manufacture / . 04-06-2025 Date of Expiry / . 31-05-2028

JlaTa npoH3BoACTBA T'onen oo

Mfg. License No. /
ITpousBoacTBeHHast
JuneH3ns Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Anaau3s nposenen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Pagel of S/ Crp. 1 u3 5

No

Test / Iloka3zaTennb
No

Result / PesyabTaThi

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 “80” debossed on
the other side. / Tabnerka kancymoBHIHOMN
(opMEI, ABOAKOBEHITYKIIasA, OEIOro IBETa,
Ha OHOM CTOPOHE pa3feNIUTeNbHAs PACKa U
tucHeHHe «T» u «L» mo pasHble CTOPOHBI

OT Hee, Ha JApyToii cTopoHe THCHeHHE «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 KalncyJIOBUTHOM dhopmsl,
JBOSIKOBBIIyKJIas, 6€JI0T0 HJIM NOYTH GeIoro IBeTa,
Ha OJHOH CTOpOHE pasleiMTeNbHas pUcKa U
TUcHEeHHe «T» u «L» 1o pa3Hsle CTOPOHBI OT Hee, Ha
Ipyroit cTopoHe THCHEHHE «80».

-

2 | Identification /
HUnpentudukanus

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./
BpeMms ynepxuBaHHMs OCHOBHOTO INHKa Ha
XpOMaTorpaMMme HCIBITYEMOTO pacTBOpa
COOTBETCTBYET BPEMEHH YACPKHBaHUA
OCHOBHOTO IIMKa Ha XpoMarorpamme
pacTteopa CTaHIAPTHOTO obpasna
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). /
BpeMs ynmepkuBaHHA OCHOBHOTO IIHKa Ha
XpoMaTorpaMMme HCIBITYEMOTO PacTBOpa JOJDKHO
COOTBETCTBOBATh BpPEMEHHU YAEpKUBaHUA
OCHOBHOI0 IIMKa Ha XpOMAarorpaMMe pacTBopa
CTaHIapTHOro oOpa3La TelMucapTaHa (pasgen
«KonuyecTBeHHOE ONpeNeIeHUe).

3 | Assay/ KoimuecTBeHHOe
onpeneieHne

78.5mg/ 78,5 Mr
(98.1 %/ 98,1%)

76.0 mg to 84.0 mg of Cs3H3oN4O; (telmisartan) (95
to 105 % of label claim) per tablet. / Ot 76,0 mMr mo
84,0 mr C33H30N4O; (Tenmucaptan) (ot 95 no 105 %
OT HOMMHAJILHOTO COJIePKaHus) B TabJIeTKe.

4 | Water /Boaa

2.0% w/w / 2,0%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
Pacnagaemocthb

09 minutes 56 seconds/
09 MuH 56 cek

Not more than 15 min /
He 6onee 15 mun

Remarks : The Product conforms to ND /
ITpumeuanne: Hpomykt cooTBeTcTBYeT TpebGopaumaM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / IloaroTosneHo:

D. Latha - Quality control- Team Member

e

Checked by / IIposepeHo:

Member @
J—

A .Susmitha - Quality control- Team

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member 0
W

Print Date /Jlata: 30-06-2025

Print Date /arta:30-06-2025

Print Date /Iata: 30-06-2025
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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Tencapran® (Teamucapran) Tabaerkn 80 mr

Market / PoiHOK : Russia / Poccust

Batch No. / . B2501752 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pazmep cepuu

Analytical Repovrt No./ . 2002FP25001584 Date of Analysis / . 30-06-2025
AnanutHdyecknid oTyeT Ne Jara anaansa

Date of Manufacture / . 04-06-2025 Date of Expiry / . 31-05-2028

JaTa npou3BoacTBa Tonen xo

Mfg. License No. /
ITpousBoacreenHas
JuueH3ns Ne

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

MA number: / Homep PY

: JITI-Ne(005432)-(PI'-RU)

Analysis performed according ND No / Auaju3 nposeaen no HJI Ne; JITI-Ne(005432)-(PI'-RU)-130524

Page 2 of 5/Crp.2 m35

PoacreenHbIe npuMecHn

npencyiia KOJUYECTBEHHOIO OIPCACIICHUA
(TIKO = 0,003%)

Not detected / He 0GHapy)eHa

Not detected / He oGHapyxeHa

Less than LOQ (LOQ = 0.006%) / Hmxe
mpeneyia KOJMYECTBEHHOTO  OINpENEeNeHHUs
(ITKO = 0,006%)

Less than LOQ (LOQ = 0.008%) / Hmxe
mpeaena KOJWYECTBEHHOTO — OIpeIelleHHsT
(IIKO = 0,008%)

0.01%/ 0,01%

Not detected / He 0OHapyxeHa

Not detected / He oOHapyxeHa

iﬂo Test / llokaszaTens Result / PesyabTaTsl Specification / Hopma
6 | Dissolution / 99%, 100%, 99%, 100%, 99%, 99% Not less than 75 % (Q) of Cs3sH3oN4O; (telmisartan)
PacrBopenne in 30 min. /
He menee 75 % (Q) Cs3sH3oN4O: (TenmucapTan)
yepes 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Huxe |Impurity A — not more than 0.2 %/

npuMeck A — He 6omnee 0,2 %

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

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

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

Dimer acid impurity — not more than 0.2 % /
npuUMech TUMepHOii KBucIoThl — He 6oree 0,2 %

Chloro analogue impurity— not more than 0.2 %/
npUMech XJIopo aHasiora — He 6omnee 0,2 %

Any unspecified impurity — not more than 0.2 % /
¢IMHNYHAS HeMICHTHOUIIMPOBaHHAsA MPUMECH — HE
6omnee 0,2 %

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

Remarks : The Product conforms to ND /
ITpumeuanue: Ilpomykr coorBeTcTBYET TpedoBaHusM HJL

Conclusion : APPROVED /
3aknouenune: OJJOGPEHO

Prepared by / IloarotosneHo:

D. Latha - Quality control- Team Member

Checked by / IIpoBepeHo:

@r’— Member :@

A.Susmitha - Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauteb
V. Prashanth - Quality Assurance- Team

Member U}QFO

Print Date /Jlata: 30-06-2025

Print Date /Iata:30-06-2025

Print Date /Jata: 30-06-2025
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Dr. Reddy S ‘,0. CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTN3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Teacapran® (Tenmucapran) Ta6nerku 80 Mr

Market / Peinok : Russia / Poccus

Batch No. / : B2501752 Batch Quantity / : 406.000 KG /406,000 KT
Cepus Ne Pa3smep cepun

Analytical Repourt No. / . 2002FP25001584 Date of Analysis / . 30-06-2025
AnajuTnyecknii oryer Ne JlaTa aHaJin3a

Date of Manufacture / . 04-06-2025 Date of Expiry / . 31-05-2028

JlaTa npousBoacTBa T'onen mo

Mfg. License No. /

IlponssoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JHueH3us Ne

Analysis performed according ND No / Auanu3 npoeeaen no H Ne: JITI-Ne(005432)-(PT-RU)-130524

Page 3 of 5/ C1p.3 135
1;.00 Test / IlokasaTens Result / PesynbTaTsl Specification / Hopma
8 | Uniformity of dosage units | 2.9/2,9 Acceptance value (AV) should be not more than
/ , . 15.0/ .
OaHOpOAHOCTH INoka3zarens npuemieMocTd (AV) no/keH ObITh He
J03HPOBAHHBIX €AUHHUL 6oee 15,0.
9 | Microbiological purity* / Mukpo6uosiornuyeckas Yyucrora* i
a) Total Aerobic Microbial Not Applicable Not more than 10> CFU/g /
Count / O61nee yucio He Gonee 10° KOE/r
a3pOOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Not Applicable Not more than 10? CFU/g /
and mould count / OGmee He 6onee 10> KOE/r
YHCIIO APOMNIKEBBIX U
IUIECHEBBIX IPUOOB
c) Escherichia Coli Not Applicable Absent in 1 gram /
OrcytctBHE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBaHmAM H]T 3akmwuenne: OJOBPEHO
Prepared by / IToaroroeneHo: Checked by / I[IpogepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team Member A.Susmitha - Quality control- Team OnoGpeno: Menemxep / Pykosoaurens

: Member V. Prashanth - Quality Assurance- Team
\7%2?/ @/ . Member Mp

Print Date /J]ata: 30-06-2025 Print Date /]fata:30-06-2025 Print Date /IIara: 30-06-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Tencapran® (Teamucapran) Tabaerku 80 mr

Market / PriHok : Russia / Poccus

atch) Moy . B2501752 Batch Quantity / . 406.000 KG / 406,000 KT

Cepus Ne Pasmep cepuu |
Analytieal Repourt No./ . 2002FP25001584 Date of Analysis / . 30-06-2025

AHanuTH4YecKHii oT4eT Ne JlaTa anaJjusa

Date of Manufacture / . 04-06-2025 Date of Expiry / . 31-05-2028

JlaTa npon3BoacTBa Tomen mo

Mfg. License No. /

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

JuueH3ns Ne

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

Page 4 of 5/ Crp.4m35
I;.OO Test / IloxasaTennb Result / PesynbTaTsl Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AL/PA) foil / aluminum foil

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

Ilo 10 Tabnetox B OnucTepe U3
(IIBX/AVIIA) ¢onpru / amoMUHHEBOH
¢omerm. ITo 3 OGmucrepa BMeECTe C
HHCTPYKIMel 1O NPUMEHEHUIO B TMA4Ky

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. /

Ilo 7 tabneroxk B Oimuctepe u3 (IIBX/ALTIA)
¢oneru / amomuHneBoi Qomeru. Ilo 2 wmm 4
OJIHCTEpa BMECTE ¢ MHCTPYKIMEH I10- IPUMEHEHHIO
B IIa9Ky KapTOHHYIO.

ITo 10 Tabaetox B Gmucrepe u3 (TIBX/AVIIA)
donbru / amomunueBoit doneru. Ilo 3 6mmcrepa
BMECTE C MHCTPYKLMEH MO NMPUMEHECHHIO B NA4YKy

KapTOHHYHO.

* 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.
* [IpOBOAMTCA IIPOU3BOIUTEIIEM IPU BHITYCKE NEPHOLIIECKH (C HHTEPBATIOM B OJHO HCIILITaHHE Ha 20 CepHil MK He MeHee

1 pa3a B roa.)

TMoxa3zaTtenb MOXeT ObITh He BKIIOYEH B cepTU(UKAT aHanu3a GUPMBL.

Remarks : The Product conforms to ND /
I pumeuanne: IIpoxykT cootBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Iloarotopnexo:

D. Latha - Quality control- Team Member

Checked by / IIpoeepeHo:

\zgf—/ Member Cg,/

A.Susmitha - Quality control- Team

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonurenb
V. Prashanth - Quality Assurance- Team

Member
wf’

Print Date /[lara: 30-06-2025

Print Date //]ata:30-06-2025

Print Date /IIata: 30-06-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxt: Tencapran® (Tenmucapran) Tabaerkn 80 mr

Market / Poinok : Russia / Poccust

Batch o . B2501752 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus Ne Pa3smep cepun

Analytical Repovrt No. / . 2002FP25001584 Date of Analysis / . 30-06-2025
AHanuTudeckuii oTuet Ne Jlara ananmsa

Date of Manufacture / . 04-06-2025 Date of Expiry / . 31-05-2028

JaTta npoH3BoacTRa Tonen no

Mfg. License No. /

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

Juuen3ust Ne

Analysis performed according ND No / Ananu3 npogseaen no HJ Ne: JITI-Ne(005432)-(PT-RU)-130524

Page 5 of S/ Crp.S5u3 5

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

Telmisartan / TenMucapran

API manufacturer batch number /
Homep cepun npousgoantess ADC:

ABSHO002246

FP Manufacturer API Batch number /
Homep cepuu cydcTanuun npoussoautens I'JIP:

FBSA00175

API Manufactured by & country /
IIpouzeoautens APC, cTpana:

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

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaunmeHoBanue, agpec, JuueHsus 1jist [IponsBoacTBeHHast

mwiomaaka / Ilnomagka KOHTPOJIsI KayecTBa / Tlnomagka BBINIYCKaA

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) /
IIpouspoacTBeHHOE NoApazaeneHue-II, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bmiamk, bauynamm Manjaan, Memggan
Mankamxrupu Juctpukt — 500 090, mrar
Tenanrana, Munous (JIunensms 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».

3akmio4ueHue 0 cooTBeTcTBHH: «HacToAmNM st MOATBEpXKat0, YTO IPUBEICHHASA BEIINE HHOOPMALU ABISETCA JOCTOBEPHOI
¥ TOYHO. DTa ceprs NMPOAYKLUMH NPOM3BeicHa (BKIIOUast YIIAKOBKY (MApPKHPOBKY) M KOHTPOJIb Ka4eCTBA) HA BhINICYKa3aHHOM
DpPOM3BOACTBEHHON Iuowanke (IUOWIaAkax) B IMOJHOM COOTBeTCTBMM ¢ TpeboBanusmu IIpaBuin  Hamexamei
NPOM3BOACTBEHHOM NpakTHKU EBpasuiickoro skoHoMmuueckoro cor3sa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
H TpeOOBaHIIMU KOHTPONA KauecTBa JIEKAapCTBEHHBIX CpPEOCTB, @ TakXkKe B COOTBETCTBHH €O CHEUHMOHKAIMAMY,
COZIepKAIVIMUCS B PETUCTPALIMOHHOM IOChE CTPaHBI-UMIIOPTEpA. 3alKCH I10 IPOU3BOJICTBY, YIAKOBKE H aHAJIN3Y [TPOBEPEHEI,
W YCTaHOBIEHO HX COOTBeTCTBHe TpeboBanmsM [IpaBun Hainexamiell NMPOHW3BOICTBEHHOHM MpAaKkTHKH EBpasuiickoro

3KOHOMHYCCKOIO COHO3an.

Remarks : The Product conforms to ND /
ITpumeyanue: IlpogykT cooTBeTcTBYeT TpeGoBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

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

k% \#’H’/ Member C ;*%

Checked by / IlpoBepeHo:
A.Susmitha - Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurenb
V. Prashanth - Quality Assurance- Team
Member \h

Print Date /Ilata: 30-06-2025

Print Date /TaTa:30-06-2025

Print Date /ata: 30-06-2025




