Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Iponyxr: Tencapran® (Tenmucapran) Tabnerkn 40 Mr

Market / Poinox

: Russia / Poccus

BRtEINN D/ : B2404180 Batch Quantity / . 406.000 KG / 406,000 KT
Cepusa Ne Paszmep cepun
Analytical Repowrt No./ . 2002EP24003160 Date of Analysis / . 31-12-2024
AHaJUTHYecKHii oTYeT No Jlara aHaJqu3a
Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

aTa NPOH3BOACTBA Tonen o
Mfg. License No. /
IlpousBoacTBeHHAR : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND No / Anaaus npoeaen mo HJI Ne: JITI-Ne(005432)-(PT-RU)-130524

Page 1 of 5/Crp.1u35

No
Ne

Test / IToxazaTenn

Result / Pe3ynbTaTsl

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. / TaGnerka xancyaoBHIHOMN
(hOpMH, MBOSKOBBIMYKTAsA, Oeloro Ipera,
Ha OJIHOM CTOPOHE pa3IeIUTEIIBHAS PUCKA U
THcHeHNe «T» u «L» mo pasHeie cropox-;m
OT Hee, Ha APYroii cropoHe 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. / Tabnerka kancyIOBUIHOH
GbOpMBI, HBOSKOBBHINMYKJAs, OENOro HIM MOYTH
Genoro 1Bera, Ha OMHOU CTOPOHE pa3AeNUTENbHAs
pucKa 1 THCHeHHE «T» U «L» 0 pa3HbIe CTOPOHEI
OT Hee, Ha APYroi CTopoHe THCHeHHe «40».

2 | Identification / The retention time of the main peak in the [The retention time of the main peak in the
Hpentuduxanus chromatogram of the test solution |chromatogram of test solution should correspond
correspond to that in the chromatogram of [to that in the chromatogram of telmisartan
telmisartan reference standard solution./ |reference standard solution (Assay section)./
BpeMs ynep»KMBaHHMS OCHOBHOTO NWKa Ha (BpeMss ynmepkuBaHMA OCHOBHOTO T@HKa Ha
XpOMATOrpaMMe HCIIBITYEMOIO pACTBOPA |XpOMATOrpaMMe HCIBITYEMOro PacTBopa JOJDKHO
COOTBETCTBYET BpPEMEHM YAEPXKHBAHHSI |COOTBETCTBOBATH BpEMEHH YIEpKUBAHUSA
OCHOBHOI0 IIMK4 Ha XpOMATOrpaMMe |OCHOBHOrO MHKa HA XpOMaTOrpaMMe pacTBOpa
pacTBOpa CTaHAPTHOTO o0pasua |cranmapTHoro ofpasua TenMucapTaHa (paszen
TEJIMHCapTaHa. «KonuyectBeHHOE ONpenencHUe»).
3 | Assay / KonnyecTBeHHOE 40.3 mg/ 40,3 mr 38.0 mg to 42.0 mg of Cs3H30N4O; (telmisartan)
onpenegeHHe (100.7% / 100,7%) (95 to 105 % of label claim) per tablet. / Or
38,0 mr mo 42,0 mr C33H30N4O- (Tenmucapran) (0T
Y5 no 105 % OT HOMHHAIBFHOTO COAEp’KaHHs) B
Tabnertke.
4 | Water / Boaa 1.5%/1,5% Not more than 6.0 %. /
He 6onee 6,0 %
5 | Disintegration / 09 min 19 sec/ Not more than 15 min /
Pacnagaemoctb 09 muH 19 cex He Gonee 15 mun
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIpoaykt cooTBeTCTRYET TpeboraHusim HJT 3axawyenne: OJJOGPEHO
Prepared by / Iloaroroeneno: Checked by / IIpoepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team

Member E g :

Member

4

N.V. Krishna - Quality control- Team

OnobpeHo: Menemkep / PykoBonurens
V. Prashanth - Quality Assurance-

Team Member [ C

Print Date /Hara: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /lata: 31-12-2034




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIMN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Tencapran® (Teamucapran) Taéaerku 40 mr

Market / PuiHok : Russia / Poccus

Batch No./ : B2404180 Batch Quantity / : 406.000 KG / 406,000 KI'
Cepus Ne Pazmep cepun

Analytical Repourt No./ . 2002FP24003160 Date of Analysis / . 31-12-2024
Ananutnyeckuii oryer Ne Jara anaymsza

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JlaTa npon3BoJcTBa Topen no

Mfg. License No. /

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

JIHIeH3ua No

Analysis performed according ND No / Anann3 nposeaen mo HJI Ne: JITI-Ne(005432)-(PT'-RU)-130524
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1;.? Test / Iloka3aTenn Result / PesyabTaThl Specification / Hopma
6 | Dissolution / 100%, 100%, 101%, 101%, 102%, 102% |Not less than 75 % (Q) of C33H30N4O:
PacTtBopenne (telmisartan) in 30 min. /

He menee 75 % (Q) C33HzoN4O: (TenMucapTaH)
yepe3 30 MuH.

7 |Related Substances /
PoacTBeHHbIE IPUMECH

Less than LOQ (LOQ = 0.003%) / Hwxke
npenena KOJMYECTBEHHOTO — OINpe/eNeHHUs
(ITKO = 0,003%)

Not detected / He ob6HapyxeHa

Not detected / He obHapyxeHa

Not detected / He 0OHapyxeHa

Not detected / He obHapykeHa

Not detected / He o6HapyxeHa

Less than Limit of Detection (LOD =
0.017%) / Huxe npenena odnapyxenus (I10
=0,017%)

Not detected / He oOHapy»keHa

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

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

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

Impurity TMS1 — not more than 0.2 %/
npumecs TMS1 — se 6onee 0,2 %

Dimer acid impurity — not more than 0.2 % /
MpUMech JUMepHoOit KUcIoTel — He Gonee 0,2 %

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

Any unspecified impurity — not more than 0.2 % /
€NUHIYHAS HEUCHTUDHUIIHPOBaHHAS IPUMECh —
He 6onee 0,2 %

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

Remarks : The Product conforms to ND /

Ipumeuanne: ITpoaykt coorBeTcTBYeT TpeboBaHuaM HJ|

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

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

Member S :

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

Member %

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoautens
V. Prashanth - Quality Assurance-

Team Member mM\p

Print Date /Tara: 31-12-2024

Print Date /ara: 31-12-2024

Print Date /Jlata: 31-12-2024
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CEPTHOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoayxrt: Tencapran® (Teamucapran) TaéaeTku 40 Mr
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No

Ne Test / IlokazaTens Result / Pe3yabTaTn! Specification / Hopma
8 | Uniformity of dosage units 1.7/1,7 Acceptance value (AV) should be not more than
/ 15.0./
OxHopoaHOCTH ITokazaTtens npueMieMocty (AV) nomwkeH OBITh

JAO3HPOBAHHBIX €AHHHII

He Gounee 15,0.

Microbiological purity* / MukpoGHodorugeckas YHcroTa*,

a) Total Aerobic Microbial
Count / Obmee uucno
a3po0OHBIX MHKPO-
OpraHH3MOB

b) Total Combined Yeast
and mould count / O6mee
YHCJIO APONOIKEBHIX U
IUTECHEBBIX TPUOOB

c) Escherichia Coli

Not Applicable

Not Applicable

Not Applicable

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

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

Absent in 1 gram /
OrcytctBue B 1 1

Remarks : The Product conforms to ND /

Ilpumeyanue: [IpogyxT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmaouenne: OJJOBPEHO

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

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

Member %

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

)

Print Date /Hara: 31-12-2024

Print Date //1ata: 31-12-2024

Print Date /Jlata: 31-1 2-2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
HMpoaykr: Tencapran® (Teamucapran) Tabnerku 40 Mr

Market / Poinok : Russia / Poccus

G : B2404180 Batch Quantity / : 406.000 KG / 406,000 KI"
Cepusi Ne Pasmep cepuu

Analytical Repo“rt No. / . 2002FP24003160 Date of Analysis / . 31-12-2024
AnanuTHdecKHii oTyeT No JaTa anannsa

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BOACTBA Toxen no

Mfg. License No. /

IIpouzBoacTBeHHasK : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)
anueH3us Ne

Analysis performed according ND No / Ananns nposeaen mo HJT Ne: JITI-Ne(005432)-(PI'-RU)-130524
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1;.:) Test / Iloka3arean Result / Pe3yabTaThl Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

Onucanue YnaxkoBKH

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

Ilo 10 tabnmerox B Onucrepe U3
(IIBX/AVITIA) ¢onern / amOMHHHEBOH
donmern. Ilo 3 Oumcrepa BMecTe cC
HHCTPYKUMEH M0 NPUMEHEHHIO B IadkKy
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 tabneréx B Omucrepe uz (IIBX/AVIIA)
tdoneru / amomunueBoi ¢omsru. Ilo 2 umm 4
6aHCcTEpa BMECTe C MHCTPYKUHEH M0 IPUMEHCHHIO
B [1a4YKy KapTOHHYIO.

Ilo 10 tabnerox B Gnuctrepe u3 (IIBX/AITIA)
¢oneru / amomununesoit domneru. ITo 3 6nucrepa
BMECTE C MHCTPYKIIMEH 110 NPIMEHEHHIO B MTAYKY

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.
* [IpoBOJMTCS TIPOM3BOAUTENEM TIPH BBITYCKE IIEPHOAMYECKH (C MHTEPBAJIOM B OXHO ucnkiTanue Ha 20 cepuit wiH He MeHee 1 pasa B rof.)
IlokasaTens MoxeT GEITH He BKIIOYEH B CEPTHUKAT aHaTH3a PUDMBEL

Remarks : The Product conforms to ND /
IIpumeuanue: IlpoaykT coorBercTBYET Tpeboanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

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

Member A ! !

Checked by / IIpoBepeHo:

Member

b

N.V. Krishna - Quality control- Team .

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

Team Member uwp

Print Date /JTara: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /Jata: 31-12-2024




Dr.Reddy’s ‘3.‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoaykr: Tencapran® (Tenmucapran) Taénerkn 40 Mr

Market / Poinok : Russia / Poccus

Batch Quantity /

it : B2404180 : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepnu

Analytical Repovrt No./ . 2002FP24003160 Date of Analysis / . 31-12-2024
AHnannTnyeckuii oryer Ne JaTa anaamsa

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

Jara npon3soacTBa T'oxen xo

Mfg. License No. /

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

Jaumensusa Ne

MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)

Analysis performed according ND No / Ananu3 nposenen mo HJI Ne: JITI-Ne(005432)-(PT-RU)-130524

Page5of 5/Crp.5u3 5

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

Telmisartan / TenMucapran

API manufacturer batch number /
Howmep cepnu npoussoantens ADC:

ABRH009330, ABRH009318

FP Manufacturer API Batch number /
Homep cepun cy6cTannun nponssoaurtens I'JID:

FBRA00620, FBRA00619

API Manufactured by & country /
| IpoussoauTens ADC, crpana:

Control site / Release site /

Name, address, authorization No for FP manufacturing site /

HaumeHoBanmue, agpec, manensns 1 IlpoussoacTeeHnas
nomanka / linomaaka koHTpoJist kavecrsa / Ilmomanka BeImycKa

Dr. Reddy’s Laboratories Ltd., India /

J-p Pennu’c Jlaboparopuc JIta., 50301471
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) /
IpouzBoncreennoe noapazaeneaue-1I, Yuacrtku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bumnamxk, bauynannu Maunpan, Menuan
Maunkamxrupu Quctpukt — 500 090, mrat
Tenanrana, Munus (JInuensus 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».

3axuiogenne 0 cooTBeTcTBUN: «HacToAIMKM s MOATEEPXKIAIO, YTO NPUBEACHHAs BhIIe HHGOPMAIUA ABJETCA JOCTOBEPHOH
¥ TOYHOM. DTa cepHs MPOAyKIHK NpousseaeHa (BKIoYas yMakoBKy (MApKHPOBKY) H KOHTPOJIb KauecTBa) Ha BEILICYKAa3aHHOM
MpOW3BOJICTBEHHON IUIomanke (IUIoINAafkax) B TMOJHOM COOTBeTCTBUM ¢ TpeboBaHmsamHu [lpasun Haanexamei
HpOU3BOACTBEHHOM MpakTHKK EBpasuiickoro skoHoMUueckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
U TpeOOBAHMAMM KOHTPOJS KAYECTBA JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBUM CO CHeHU(HKaLMAMH,
COZIEPXAIMMUCS B PETUCTPALIMOHHOM JOCHE CTPaHbI-UMIIOpTepa. 3allUCH 110 IPOH3BOJICTRY, YNIAKOBKE U AHAIW3Y NPOBESPEHEI,
W YCTaHOBIEHO HX COOTBETCTBHE TpeGoBaHHsM IIpaBHN Haluiexamell HpOU3BOACTBEHHOHM mnpakTuku Eppasuiickoro

IKOHOMHYCCKOI'0 COI03ay.

Remarks : The Product conforms to ND /
IIpumeuanne: IIpomykt cooTBercTByeT TpeGoBaHusam HJL

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

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

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

Member z;

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

Team Member u,w

Print Date /[ara: 31-12-2024

Print Date /ara: 31-12-2024

Print Date /Jlata: 31-12-2024




