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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Teacapran® (Teamucapran) Ta6aerkn 40 mr

JIHIeH3Hs Ne

Market / PorHok : Russia / Poccus

Batch No./ : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No. / : 2002FP25000016 Date of Analysis / . 08-01-2025
Anaantndeckuii oruer Ne JaTta anamm3za

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

JlaTa npoH3BOACTRA T'open o

Mfg. License No. /

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

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

Pagel of 5/Crp. 1 u35

No
Ne

Test / IloxazaTenn

Result / PesyanTaTsl

Specification / Hopma

1 | Appearance / Onucanune

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 kancynoBuaHO
(OpMEI, IBOSKOBBIIYK/Ias, 0elI0ro LBeTa,
Ha OJTHO¥ CTOPOHE pa3/eNUTeIbHAS PHCKa U
tucHeHne «T» u «Ly» mo pa3HBIC CTOPOHBI
OT HEe, Ha APYTOH CTOPOHE TUCHEHUE «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 xancynoBuaHOMN
($OpMEI, OBOSKOBLIMYKIIAs, OENOr0 WM IIOYTH
6eoro 1BeTa, Ha ONHOH CTOPOHE Pa3NeIUTENLHAs
pucka u TucHeHHe «T» U «L» 1o pa3Heie CTOpOHBI
OT Hee, Ha ApYroi CTOpoHe TUCHeHuUe «40».

2 | Identification /
WaenTuduxanus

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. /
Bpemst yaepxuBaHUS OCHOBHOrO MHUKA Ha
XpOMaTorpaMMe HCNBITYEMOIO pPacTBOpa

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  yaepkuBaHUS OCHOBHOTO TMMKa Ha
XpOMaTorpamMMe HCIBITYEMOTO PacTBopa AOKHO

COOTBETCTBYET BPEMEHH YACPKHUBAHHS |COOTBETCTBOBATH BpeMeHH yIAepKUBaHUSA
OCHOBHOTO TMMKAa Ha XpOMAaTOrpaMME |OCHOBHOTO IMKa Ha XpOMAaTorpamMe pacrBOpa
pacTBopa CTaHIapTHOrO obpa3ua (craHmapTHOoro ofpasua TtenMucaprada (pasgen
TEJIMUCAPTAHA. «KonuyecTBeHHOE OMpeaeneHue).
3 | Assay / KoanuecTeeHnuoe 39.8 mg/ 39,8 mr 38.0 mg to 42.0 mg of Cs3H3oN4O: (telmisartan)
onpeneneHue (99.4% / 99,4%) (95 to 105 % of label claim) per tablet. / Or

38,0 mr o 42,0 mr Cs3H3oN4O: (renmucaprtan) (ot
95 mo 105 % oT HOMHHAJIBHOTO COAEPIKaHUs) B
TabneTke.

4 | Water / Boga

1.8%/1,8%

Not more than 6.0 %. /

He 6oxnee 6,0 %

S | Disintegration /
PacnagaeMocThb

08 min 55 sec/
08 MuH 55 cekx

Not more than 15 min /
He Gonee 15 mun

Remarks : The Product conforms to ND /
IIpumeuanne: IIponykTt coorBercTByeT TpeboBanmam HJT

Conclusion : APPROVED /
3axmouyenune: OJJOBPEHO

Member

Prepared by / ITonrotosneHo:
Ch. Prasad- Quality control- Team

i

Checked by / TIpoBepeHo:
D. Latha - Quality control- Team

Member %

Approved by: Manager/Executive /
OnoOpeHo: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance-
Team Member £

cz)

Print Date /[Tara: 09-01-2025

Print Date //Tata:09-01-2025

Print Date /Jlata: 09-01-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

’TN)duct : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Tencaptan® (Teamucapran) Tabaerxn 40 Mr

JnaeH3ns Ne

Market / Poinok : Russia / Poccus

Batch No./ : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepnsa No Pasmep cepun

Analytical Repo“rt No./ : 2002FP25000016 Date of Analysis / . 08-01-2025
AHanuTHYecKHii oTyeT No JaTa anaanza

Date of Manufacture / . 04-12-2004 Date of Expiry / . 30-11-2027

JaTa npounsBoacTea Tomen xo

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposepen no ILT Ne: JIIT-Ne(005432)-(PT-RU)-130524

PojacTBeHHEBIE NMpHMeECH

npeacjia  KOJMMUYECTBEHHOI0  OINpEOcIICHHA
(ITKO = 0,003%)

Less than LOQ (LOQ = 0.005%) / Hike
IpeaeNia KOJMMYECTBEHHOTO — OmpeeNieHUs
(IIKO = 0,005%)

Not detected / e oGHapyxeHa

Less than Limit of Detection (LOD
0.0019%) / Hmke mpemena oOHapyxXeHHs
(I10 = 0,0019%)

Not detected / He o6HapyxeHa

Not detected / He oOHapykeHa

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

Not detected / ne oGHapyxeHa

Page 2 of 5/ Crp.2 M3 5
1;.2 Test / IlokasaTeasn Result / PesyabsTaThl Specification / Hopma
6 | Dissolution / 101%, 100%, 100%, 100%, 100%, 101% |Not less than 75 % (Q) of C33H30N4O2
PacrBopenne (telmisartan) in 30 min. /
He menee 75 % (Q) Cs3H3oN4O2 (TenMucaprah)
yepes 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Huxe|Impurity A — not more than 0.2 % /

npumeck A —He 6onee 0,2 %

Impurity B — not more than 0.2 % /
npuMeck 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 — re donee 0,2 %

~|Dimer acid impurity — not more than 0.2 % /

TIpUMECE AUMEPHO# KUCIOTH — He 6onee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
TIpUMeCh XJIopo aHajora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 %/
eIUHUYHAs HEHIeHTU(UIIMPOBaHHAs IPUMECE —
He 6ouee 0,2 %

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

Remarks : The Product conforms to ND /
IIpumeuanue: IIponykrt cooTBercTByeT TpeboBanmnam HJI

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

Member

0

Prepared by / ITonrotrorneHo:
Ch. Prasad- Quality control- Team

Checked by / IlpoBepeHo:
D. Latha - Quality control- Team

Member Hg—#’,—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance-
Team Member I

—

Print Date /Iara: 09-01-2025

Print Date /JIaTa:09-01-2025

Print Date /ata: 09-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Tencapran® (Teamucapran) Taénerkn 40 mr

Market / Puinox : Russia / Poccus

Batch No./ : B2404181 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus No Pa3zmep cepun

Analytical Repourt No./ . 2002FP25000016 Date of Analysis / . 08-01-2025
AHanuTnyeckuii oTyeT Ne JaTa aHanu3a

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

Hata nponseojxcTea Tomen go

Mfg. License No. /

IIponsBoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT'-RU)
JuaneH3nsa Ne

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

Page3 of 5/Crp.3m35
1}? Test / Iloka3zaTes Result / PesynabraThl Specification / Hopma
8 | Uniformity of dosage units 2.1/2,1 Acceptance value (AV) should be not more than
/ 15.0./
OaHopoaHOCTL ITokazaTtens npueMaeMocTy (AV) TOJDKeH ObITh

AO3HPOBAHHBIX €ANHHIL

He 6onee 15,0.

9 | Microbiological purity* / MukpoGuosiorndyeckast 4ucToTa*

a) Total Aerobic Microbial Not Applicable Not more than 10® CFU/g /
Count / O6ee yucno He 6onee 10° KOE/r
a3pO6GHEIX MHKPO-

OpraHH3MOB

b) Total Combined Yeast Not Applicable Not more than 102 CFU/g /
and mould count / OGimee He Gonee 10? KOE/r
YHCIIO JPOMOKEBEIX H

IUIECHEBBIX TPHOOB

c) Escherichia Coli Not Applicable Absent in 1 gram /

OrcyrctBue B 1 r

Remarks : The Product conforms to ND /

Ilpumeyanne: IIponykr cooTBeTcTBYeT TpeGoBanmsimM HJI

Conclusion : APPROVED /
3aximodenne: OJJOBPEHO

Prepared by / IToarotoeneHo:
Ch. Prasad- Quality control- Team

Member C%

Checked by / Ilpoeepeno:
D. Latha - Quality control- Team

Member g

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurenb
Ajay Kumar - Quality Assurance-

Team Member g
cz)

Print Date /[Tata: 09-01-2025

Print Date /J]aTa:09-01-2025

Print Date /IlaTta: 09-01-2025




EY ..
Dr.Reddy’s ';‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJINU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Tencapran® (Teamucapran) TaGrerkn 40 mr

Market / PoiHok : Russia / Poccust

patch No. ¢ : B2404181 Batch Quantity / : 406.000 KG / 406,000 KI'
Cepus No Pa3zmep cepun

Analytical Repo“rt No. / . 2002FP25000016 Date of Analysis / . 08-01-2025
Ananntudecknii oTuer Ne JlaTa anannsa

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

Jara nponsBoacTBa TI'ogen go

Mfg. License No. /

IlpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
Juen3usa Ne

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

Page4 of 5/Crp.4u35
1;.? Test / Iloka3aTenb Result / PesyabTaTn! ) Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AVPA) foil / aluminum foil
OnncaHne ynakoBKH foil blister. 3 blisters and a patient [blister. 2 or 4 blisters and a patient information

information leaflet in a carton. / leaflet in a carton.

Ilo 10 Tabnerox B Guuctepe wu3 |10 tablets in a (PVC/AI/PA) foil / aluminum foil
(IIBX/AITIA) donern / amomunueBoi |blister. 3 blisters and a patient information leaflet
¢omeru. Ilo 3 Gmucrepa Bmecte c |in acarton./

HHCTPYKIMENH 1Mo TNpuMeHeHHio” B mauky [[To 7 tabmerox B Omucrepe uz (IIBX/AIIIA)
KapTOHHYIO. ¢doneru / amomunaueroit doneru. Ilo 2 umm 4
6IKCTepa BMECTE C MHCTPYKLUEH 1O IPHMEHEHHIO
B MAYKy KapPTOHHYIO.

Ilo 10 tabnerox B 6muctepe u3 (IIBX/ALTIIA)
¢oneru / ammomuHueBoii ¢oisru. ITo 3 6aucrepa
BMECTE C HHCTPYKUMCH 0 IPUMEHCHHIO B MayKy

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.

* TIpOBOAMTCS IPOM3BOAMTENIEM IIDH BBILYCKE NIEPHOAUYECKY (C HHTEPBANIOM B OXHO HembITanue Ha 20 cepuif iy He MeHee 1 pasa B roj.)
TNokazarens MOKET ObITh HE BKIIOYEH B CEpTHHKAT aHaM3a GUPMEL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTBercTByeT TpeboBanusamM HJ{ 3axnouenue: OJOBPEHO
Prepared by / [ToaroroenaeHo: Checked by / ITpoeepeHo: Approved by: Manager/Executive /
Ch. Prasad- Quality control- Team D. Latha - Quality control- Team Ono6peno: Menemxkep / PyxoBonurens
Member Qw Member Ajay Kumar - Quality Assurance-
‘-&f’/ Team Member

) )

Print Date /ITara: 09-01-2025 Print Date /JTata:09-01-2025 Print Date /Hata: 09-01-2025




W Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoayxr: Tencapran® (Teamucapran) Tabaetn 40 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepust Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25000016 Date of Analysis / . 08-01-2025
AHATUTHYIECKHH 0TUeT No JlaTa ananamu3a

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

JlaTa npon3BoACTBa Togen go

Mfg. License No. /

IIpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JHLeH3us Ne

Analysis performed according ND No / Anaan3z nposeaen no HJ{ Ne: JITI-Ne(005432)-(PT-RU)-130524

PageS of 5/ Crp.5u3 5

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

Telmisartan / TenmucapTan

API manufacturer batch number /
Homep cepun npoussogurtens ADC:

ABRH009318, ABRH007539

FP Manufacturer API Batch number /

Homep cepum cyGcranmun npoussoautesss I'JID:

FBRA00619, FBRA00499

API Manufactured by & country /
IIpousBoauresas ADC, cTpaHa:

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennw’c JTaGoparopuc JIta., Munus

Control site / Release site /
HaumeHoBaHHe, apec, THUEH3IUS JJIs

Name, address, authorization No for FP manufacturing site /

IJIOLIXAAKA /H.nomamca KOHTpONA KayecTBa / Inomaaka BBIITyCKa

Hpon:monc-rsel-maﬂ

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) /
IIpouzroacTeeHHoE noapazaenenue-II, Yyactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, baduynanou
Buiamxk, bauynannu Manpan, Meggan
Mankamxrapu Juctpukr — 500 090, mrat
Tenanrana, Maaus (JInueHsus 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».

3akaioueHue o cooTBeTcTBUM: «HacTosdmuM st NOATBEPKIat0, YTO NPUBENCHHAs BEIITE HHPOPMALYA SBISETCA AOCTOBEPHOM
¥ TOYHOIA, D12 cepus POLYKIIMH NPOU3BeeHa (BKAIOYas YIAaKOBKY (MapKUPOBKY) M KOHTPOJIb Kau€CTBa) Ha BRILICYKa3aHHOH
NPOM3BOACTBEHHOM IUoimanke (IUIoanKax) B [ONHOM COOTBETCTBHH ¢ TpeGoBaHusamu IlpaBun HaanexkauieH
NPOHM3BOICTBEHHOMN MpakTHKK EBpasuiickoro skoHoMuueckoro coroza (Ne GMP/EAEU/RU/00573-2022 ot 19 asrycra 2022)
U TpeGOBaHMAMH KOHTPOJSL Ka4yecTBa JIEKAPCTBEHHBIX CPEACTB, 4 TAKKE B COOTBEICTBHU CO CrenubUKalMAMH,
COJIePIKALINMHCS B PETUCTPAlIHOHHOM JIOChE CTPaHBI-UMIOPTEPa. 3aMiCH 10 NPOM3BOACTBY, YIIAKOBKE M aHaJIH3y IPOBEPEHEI,
M YCTAHOBIEHO WX COOTBeTCTBHE Tpebopanmsam IIpaBun Haanexainelf NPOM3BOICTBEHHOH NpakTHku Espasumiickoro

3KOHOMHYECKOTrO COK3a».

Remarks : The Product conforms to ND /

Ipumeyanne: IIponykT coorBercTRYeT TpeboBaHusaM HJ{

Conclusion : APPROVED /
3axnwuenune: OJJOBPEHO

Prepared by / ITonrorosneHo:
Ch. Prasad- Quality control- Team

Member C’%

Checked by / IIpoeepeno:
D. Latha - Quality control- Team

Member ] g

Approved by: Manager/Executive /
Opo6peno: MeHemxep / PykoBoaurens
Ajay Kumar - Quality Assurance-
Team Member ¢

ce)

Print Date //Tara: 09-01-2025

Print Date /[lata:09-01-2025

Print Date /arta: 09-01-2025




