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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoayxr: Tencapran® (Teamucapran) TabaeTku 40 mMr

Market / PriHok : Russia / Poccus

Batch No./ : B2501748 Batch Quantity / : 406.000 KG / 406,000 KT
Cepnsa No Pasmep cepum

Analytical Repovrt No./ . 2002FP25001472 Date of Analysis / 16-06-2025
AHanuTuyecknit oruer Ne Jara aHanusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JaTa npousBoacTea T'omen o

Mfg. License No. /

IIpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI"-RU)
JuueH3usa Ne

Analysis performed according ND No / Arasmns nposeaen no HJI Ne: JITT-Ne(005432)-(PT-RU)-130524

Page 1 of 5/ Crp. 1 m3 5

No

Test / IlokazaTenan
Ne

Result / PesyabTaThl

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 kancyJIoBHIHOMN
¢hopMbI, ABOSKOBBINYKasi, 0EJIOro IBETa,
Ha OJTHO} CTOpOHe paznenuTebHas pucka u
THcHeHHe «T» u «Ly» mo pa3Hbie CTOPOHBI
OT Hee, Ha APYro# 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. / TabmeTka KanCyJTOBHIHOM
($OpMBI, NBOSKOBBIMYKNAs, OEIOr0 WM IOYTH
6es10r0 I[BETA, HA ONHOM CTOPOHE pazJeNUTENbHAS
pucka 1 THCHeHHe «T» 1 «Ly» 1o pa3Hble CTOPOHBI
OT Hee, Ha Npyroii cTopoHe THCHEHHE «40».

Identification /
HUpenTudpuxauus

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 ynepxuBaHHsS OCHOBHOTO THKa Ha
XpOMaTorpaMMme HCIILITYEMOIr0 PpacTBopa
COOTBETCTBYET BPEMCHH YACpPKHBaHHUs
OCHOBHOIO IIMKa Ha XpoMaTrorpamme
pacTBopa CTaHIapTHOIO obpasna
TeIMHUCapTaHa.

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 yaepxuBaHMA OCHOBHOTO IIMKa Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa JOJDKHO
COOTBETCTBOBATh BpPEMEHH yIep)KUBaHUA
OCHOBHOIO ITMKa Ha XpOMaTorpaMMme pacTBOpa
CTaHIapTHOro ofpa3ua TelMHcapTaHa (pasgen
«KoniyecTBeHHOE OIpeaeneHHeY).

Assay / KonnuyecTBeHHOe
onpeaeJieHHe

40.2 mg/ 40,2 mr
(100.4% / 100,4%)

38.0 mg to 42.0 mg of Cs33H30N4O: (telmisartan)
(95 to 105 % of label claim) per tablet. / Ot
38,0 mr 1o 42,0 mr Cs3H3oN4O2 (Tenmmucaptas) (oT
95 mo 105 % oT HOMHHAIBHOTO COIEPXXaHHsA) B
1a01e 1KE.

Water / Boaa

2.1%/2,1%

Not more than 6.0 %. /

He 6onee 6,0 %

Disintegration /
Pacnagaemoctn

09 min 34 sec/
09 MuH 34 cek

Not more than 15 min /
He 6oiee 15 mun

Remarks : The Product conforms to ND /
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

A

Checked by / IIpoBepeHo:

Member

Q-

A. Susmitha - Quality control- Team

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBoaurens
V. Prashanth - Quality Assurance-

Team Member 9

Date /[ara: 18-06-2025

Date //Tata:18-06-2025

Date /ITata: 18-06-2025




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":'

CEPTUOUKAT AHAJI3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Iponykr: Teacapran® (Tenmucapran) Tabaerkn 40 mr

Market / Poinok : Russia / Poccus

Eetch o/ : B2501748 patchiQuantity [/ . 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No. / - 2002FP25001472 Date of Analysis / . 16-06-2025
AHaJHTHYeCKHid 0TUeT Ne JaTta aHanuza

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JaTa nponsBoacTBa T'oaen no

Mfg. License No. /

IIpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JiMueH3Hs Ne

Analysis performed according ND No / Ananu3s npoeegen mo HI Ne; JITI-Ne(005432)-(PI'-RU)-130524
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No

N Test / IloxazaTenn Result / Pe3yabTaThl Specification / Hopma
6 | Dissolution / 101%, 101%, 101%, 102%, 102%, 104% [Not less than 75 % (Q) of Cs3H30N4O2
PacTBopeHne (telmisartan) in 30 min. /

He menee 75 % (Q) Cs3H3oN4O; (Tenmucapran)
gepe3 30 MuH.

7 |Related Substances /
PoacTBeHHbIE IpUMecH

Less than Limit of Detection (LOD =
0.0008%) / Hwmxe mupenena oOHapy:KeHus
(TIO = 0,0008%)

Not detected / He 0OHapyx)eHa

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

Less than LOQ (LOQ = 0.008%) / Huxe
npenena KOJIHMYECTBEHHOTO —ONpEAEHAEHHs
(IIKO = 0,008%)

Less than LOQ (LOQ = 0.005%) / Himke
npeacna KOIMHYCCTBECHHOIO ONpEACIICHUA
(TIKO = 0,005%)

Less than Limit of Detection (LOD =
0.017%) / Huxe npenena obHapyxenus (ITO
=0,017%)

Not detected / He obHapyxeHa

Impurity A —not more than 0.2 % /
npumMechk A — He 6onee 0,2 %

Tmpurity R = nat mare than 0?2 % /
mpuMeck B — He 6omee 0,2 % :

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

Impurity TMS1 — not more than 0.2 %/
mprmMeck TMSI1 — He 6onee 0,2 %

Dimer acid impurity — not more than 0.2 % /
TIpYMech TUMEPHOH KucaoTh — He 6osee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
MpUMech XJIopo aHaiora — He 6ouee 0,2 %

Any unspecified impurity — not more than 0.2 % /
€IMHUYHAs HenIeHTHGHUIUpOBaHHAs IIPUMECH —
He Oonee 0,2 %

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

Remarks : The Product conforms to ND /
ITpumeyanue: IIpoaykT cooTBeTCTBYeT TpebopanusaM H]T

Conclusion : APPROVED /
3akaruenue: OJOBPEHO

Prepared by / IloarotosieHo:
D. Latha- Quality control- Team

Member ! g p

Member

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

&

Approved by: Manager/Executive /
Onofpeno: Menemxep / PykoBonurens
V. Prashanth - Quality Assurance-

Team Member 9

Date /Jlata: 18-06-2025

Date /ITaTa:18-06-2025

Date //lata: 18-06-2025 "
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CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
INpoaykr: Tencapran® (Tenmucapran) Tabaerku 40 mr

Market / Puinok : Russia / Poccms

RSN, / . B2501748 Batch Quantity / . 406.000 KG / 406,000 KT
Cepust Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25001472 Date of Analysis / . 16-06-2025
AHaNIUTHYECKHI oTyeT No JlaTa ananusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BoacTea T'open no

Mfg. License No. /

IIponsBoacTBEeHHAsS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JHIeH3usa Ne

Analysis performed according ND No / Ananun3 npoeeger no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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No

No Test / IloxazaTens Result / PesyabTaTsl Specification / Hopma
8 | Uniformity of dosage units 2.7/2,7 Acceptance value (AV) should be not more than
/ 15.0./ ]
OaHopoaAHOCTL Ioxkasarens npuemneMoctd (AV) H0IDKeH OBITh

JO3UPOBAHHBIX eHHHULL

He Oonee 15,0.

Microbiological purity* / MukpoGuosiornyeckast uncrora*®

a) Total Aerobic Microbial
Count / Obmee-aucno
a3pOOHBIX MHKPO-
OpraH1u3MOB

b) Total Combined Yeast
and mould count / O61mee
YUCIIO APONKIKEBBIX U
IUIECHEBBIX TPHOOR

¢) Escherichia Coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 gram /
OrcytcrByerB 1 1

Not more than 103 CFU/g /
He 6onee 10° KOE/r

Not more than 10> CFU/g /
He 6onee 102 KOE/r

Absent in 1 gram /
OtcyrcTBHE B 1 T

Remarks : The Product conforms to ND /

ITpumeyanune: IIpoaykT cooTBETCTBYET TpeboBaHmsIM HJI

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

Prepared by / IlonrotoBneHo:
D. Latha- Quality control- Team

Member '—*ﬁﬁ/‘

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

Member @/

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

Team Member '/MJO

Date /Tata: 18-06-2025

Date /JlaTa:18-06-2025

Date /HaTa: 18-06-2025
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CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q’:‘

CEPTUPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IpoaykT: Tencapran® (Teamucapran) TaéaeTku 40 Mr

Market / Poirok : Russia / Poccus

Batch No./ . B2501748 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus Ne Pa3zmep cepun

Analytical Repovrt No. / . 2002FP25001472 Date of Analysis / . 16-06-2025
AHanUTHYeCcKHI oTueT No JlaTa ananusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoACTBA Tonen go

Mfg. License No. /

IIpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
Jinnen3us Ne

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITI-Ne(005432)-(PT'-RU)-130524
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ioo Test / Iloka3zaTens Result / Pe3yabTaThl Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/Al/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

Onucanne YakKoBKH

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

ITo 10 Tabnetok B OnucTepe U3
(IIBX/AVIIA) doneru / amoMHUHHEBOH
¢omern. Ilo 3 Onucrepa BMecTe C
HUHCTPYKIMEeH 10 NPUMEHEHHIO B IAyKy
KapTOHHYIO.

blister. 2 or 4 blisters and a patient information
leaflet in a carton.

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

ITo 7 Tabnetoxk B Gnucrepe u3 (IIBX/AITIA)
¢doneru / amoMuHueBoit ¢onbru. Ilo 2 wim 4
GaucTepa BMECTe ¢ HHCTPYKIHe!! 10 MPUMEHEHHIO
B Ia4yKy KapTOHHYIO.

ITo 10 tabnerok B 6nuctepe u3 (IIBX/AITIA)
doneru / amoMuHueBoi doneru. Ilo 3 6muctepa
BMECTe ¢ MHCTPYKIHEH O IPUMEHEHUIO B IauKy

KapTOHHYO.

* 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.
* [IpOBOAMTCS NPOU3BOAMTEINEM IIPH BEITYCKE IEPHOAUYECKH (C MHTEPBAIOM B ONHO MCnbTanue Ha 20 cepuit Wik He MeHee | pasa B ron.)
INoka3zarens MOXKET OBITH HE BKIIOUEH B CEPTHHUKAT aHAN3a PUPMEL.

Remarks : The Product conforms to ND /
Ilpumeyanne: IIpogykT cooTBeTCTBYET TpeboBaHmiM HJT

Conclusion : APPROVED /
3aknrwuyenune: ONOBPEHO

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

i —

Checked by / TIpoBepeHo:

Member

&

A. Susmitha - Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBogures
V. Prashanth - Quality’ Assurance-

Team Member ’] af)

Date /ITata: 18-06-2025

Date /Ilata:18-06-2025

Date /Hata: 18-06-2025
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CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s €3¢

CEPTU®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Npoayxr: Tencapran® (Tenmucaptan) Tabaerku 40 mr

Market / Prinox : Russia / Poccus

EAtCIFNGa . B2501748 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus No Pasmep cepun

Analytical Repovrt No./ . 2002FP25001472 Date of Analysis / . 16-06-2025
AHaJINTHYECKHH 0TYeT No Jata ananusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3sBoaCTBA T'ogen no

Mfg. License No. /

IIpon3BoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT"-RU)
nuueH3ns Ne

Analysis performed according ND No / Anasau3 npoenen o HJ Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page S of 5/Crp.5m3 5

API name (INN) / Haumenoanue AOC (MHH):

Telmisartan / TenmucapTan

API manufacturer batch number /
Homep cepum npoussoautena ADC:

ABSH002146, ABSH002103

FP Manufacturer API Batch number /
Howmep cepuu cy6cTaHuuu npoussogutens I'J1D:

FBSA00156, FBSA00157

API Manufactured by & country /
IIpouzsoaurtens ADPC, crpana:

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

Control site / Release site /

Name, address, authorization No for FP manufacturing site /

ITanmeHnoBaHue, agpec, THueH3ns Lis IlpoussoacTeeHHast
mrowanka / Ilnomanka KoHTpoas kadecrea / [Lnomagka BeImycka

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Mcdchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
IIponsBoacTeeHHOE NoApasieneHue-11, YuacTku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamiu
Buwuiamk, bauynannu Mannan, Memquan
Manxkamxrapu {uctpukt — 500 090, mrar
Tenaurana, Magusa (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».

3akn04yenne o cooTBeTcTBUM: «HacTOAINM 5 MOATBEPK A0, UTO IIPUBEICHHAs BhILIE HHPOPMALKA ABIACTCS JOCTOBEPHOM
M TOYHO#H. DTa cepus MPOXYKIMY NPOU3BeieHa (BKJII0Yas YNIakoBKY (MapKUpPOBKY) H KOHTPOJIb Ka9ECTBA) Ha BRINECYKa3aHHON
NPOM3BOACTBEHHOI IUfomanke (IUIOIIAaAKkax) B IOJHOM COOTBETCTBHH ¢ TpeOoBaHMAMH IlpaBun HamexamueH
MPOU3BOACTBEHHOM npaxkTHKH EBpasuiickoro sxoHoMuueckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
U TpeOOBaHUAMH KOHTPOJA KauyecTBa JIEKAPCTBEHHBIX CPEICTB, a Taike B COOTBETCTBHH €O CHeNH(HKAIMAMM,
COIEPIKAIMHUCS B PETHCTPAIIIOHHOM {OChE CTPaHbI-UMIIOpTEpa. 3alucy 110 NPOU3BOACTBY, YIIAKOBKE H aHAIM3Y POBEPEHBI,
U YCTaHOBJIEHO WX COOTBETCTBHME TpeOoBaHuAM IlpaBun Haiexaulelf NpPOM3BOJACTBEHHOHM IpakTHKM EBpasmiickoro

3KOHOMHYECCKOI'0O COr3a».

Remarks : The Product conforms to ND /
Ilpnmeuanue: IIpoayKT cooTBETCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmoyenue: ONOBPEHO

Prepared by / ITonrotosneHo:
D. Latha- Quality control- Team

Member g ,

Member

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

i

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

Team Member 9

Date /Tara: 18-06-2025

Date /Mata:18-06-2025

Date /Iara: 18-06-2025




