Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Teacaprau® (Texmucapran) Ta6aerkn 80 mr

Market / PeiHOK : Russia / Poccus

o : B2404183 Batch Quantity / : 406.000 KG / 406,000 KT
Cepusa Ne Pasmep cepunu

Analytical Repovrt No./ . 2002FP25000035 Date of Analysis / . 11-01-2025
AHanuTnyeckuii oryer Ne Jarta anaansa

Date of Manufacture / . 21-12-2024 Date of Expiry / . 30-11-2027

Jara npousBoacTBa T'onen Ao

Mfg. License No. /

IIpou3sBoaCTBEHHAN : 63/RR/AP/96/F/R MA number: /Homep PY : JIII-Ne(005432)-(PT'-RU)
JuneH3us No

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

Page1ofS/Crp.1u35

No
Ne

Test / Iloxa3zaTean

Result / PezyabTaTst

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 “80” debossed on
the other side. / Tabnerka kancynoBUAHOM
($OpMEIL, NBOSKOBBIMYKJIas, Georo Ipera,
Ha OTHOU CTOPOHE pazAeIUTENIRHAS PUCKA U
THCHeHME «T» U «L» Mo pazHble CTOPOHEI
OT Hee, Ha APYroi cTopoHe TUCHeHue «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 KarcynoBUIHON ¢dopmMsl,
JIBOSIKOBBIMYKJIas, GeNoro wiu modtu Gesioro LBera,
M3 OLHUIM  Clupunl  pasiuIdIGILbHAA  PULKRA U
THCHeHue «T» u «L» 1o pasHble CTOPOHEI OT Hee, Ha
JIpyro# cropoHe TucHeHue «8§0».

Identification /
HnenTnpnxanns

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 ymepxuBaHHS OCHOBHOTO IHKAa Ha
XpOMaTorpaMMe HCIBITYEeMOrO pacTBOpa
COOTBETCTBYET BpPEMEHH YACPMUBAHHUA
OCHOBHOTO NHKa Ha XpOMAaTorpamme
pacTBOpa CTaHIapTHOTO obpasna
TeNIMUCAPTaHA.

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  yIepkuBaHMs ~ OCHOBHOrO THKa Ha
XpOMaTOrpaMMe HCIEITYEMOr0o pacTBOpa HOJIKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBaHUA OCHOBHOIO
MUKa Ha XpOMaTorpaMMe pacTBOpa CTaHIAapTHOTO
obpazua TenmucapraHa (pazmen «KoiudectBeHHoe
onpeneenue» ).

Assay / KonnyecTBeHHOE
onpegeneHHe

80.8 mg/ 80,8 mr
(101.1 %/ 101,1%)

76.0 mg to 84.0 mg of C33H30N4O- (telmisartan) (95 to
105 % of label claim) per tablet. / Or 76,0 Mr mo
84,0 mr Cs3H30N4O- (Tenmucapran) (ot 95 mo 105 %
OT HOMMHAJILHOTO COAEPXKAaHUs) B TabJIETKE.

Water / Boga

2.0% w/w / 2,0%

Not more than 6.0% w/w /

He Gosee 6,0 %

Disintegration /
PacnagaeMocTn

09 minutes 07 seconds/
09 muH 07 cek

Not more than 15 min /
He 6onee 15 muu

Remarks : The Product conforms to ND /
IIpnmeuanue: IlponykT cooTBeTcTByeT Tpebopanmam HJT

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by / ITonrotorneno:

CH. Prasad- Quality control- Team Member

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

Member \ g; ,

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member n

A

Print Date /Tata: 11-01-2025

Print Date /JTata:11-01-2025

Print Date /Jlata: 11-01-2025
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
ITpoaykr: Tencapran® (Teamucapran) Tabaerknu 80 mr

Market / Peidok

: Russia / Poccust

Batch Quantity /

Batch No./ : B2404183 : 406.000 KG / 406,000 KI'
Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25000035 Date of Analysis / . 11-01-2025
AHanuTHYECKHI oTUeT Ne JlaTa anannsa

Date of Manufacture / . 21-12-2024 Date of Expiry / . 30-11-2027

Jara npoussoacTea I'omen o

Mfg. License No. /
IlpousBoacTBeHHAS
JUeH3Hsa Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Ananus nposeaen mo HJI Ne: JITI-Ne(005432)-(PT-RU)-130524
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No ~ Test / IloxazaTean Result / Pe3yasTaThl Specification / Hopma
6 | Dissolution / 101%, 99%, 100%, 101%, 100%, 100% |Not less than 75 % (Q) of C33H30N4O: (telmisartan)
Pacreopenue in 30 min. /

He menee 75 % (Q) Cs3H3oN4O: (TenMucaprtan)
yepe3 30 MuH.

7 |Related Substances /
PoacreeHHble npuMecH

Less than LOQ (LOQ = 0.003%) / Huxe
Tpefiena  KOJIMYECTBEHHOTO  OINPENEICHHUS
(IIKO = 0,003%)

Not detected / He oGnapyxena

Not detected / He oOHapykeHa

Not detected / He oOHapykeHa

Not detected / ne oGuapyxena

Less than Limit of Detection (LOD =
0.0018%) / Hmxe mpenena oOHapy>KeHHS
(I10=10,0018%)

Less than Limit of Detection (LOD =
0.017%) / Hixe npenena o6Hapyxenus (I1O
=0,017%)

Not detected / ue oOnapyxena

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

Impurity B — not more than 0.2 %/
npumeck B — He 6oinee 0,2 %

Impurity D — not more than 0.2 % /
npuMeck D — He 6oee 0,2 %

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

Dimer acid impurity — not more than 0.2 % /
MIPUMECh TUMepHOH KUCTOTH — He 6onee 0,2 %

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

Any unspecified impurity — not more than 0.2 % /
eNMHUYHAA HEHOeHTU(UIMPOBaHHAsA IPHUMECE — HE
6onee 0,2 %

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

Remarks : The Product conforms to ND /

IIpumeuanue: Ipoaykr cooTBeTcTBYET TpeHorauuam HII

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / I[Tonrotosneno:
CH. Prasad- Quality control- Team Member

il

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

Member E§ >

Approved by: Manager/Executive /
OnoOpeHo: Menemxep / PykoBogurens
Ajay Kumar - Quality Assurance- Team
Member —~

Print Date /Ilata: 11-01-2025

Print Date /Marta:11-01-2025

Print Date /[laTa: 11-01-2025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A

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

Market / PoiHok : Russia / Poccus
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Mfg. License No. /
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No

Ne Test / Ilokazarensn Result / Pe3yabTaThl Specification / Hopma
8 | Uniformity of dosage units | 1.9/1,9 Acceptance value (AV) should be not more than 15.0
/ /
OanopoaHocTh IMokazarens npueMiaeMocTH (AV) nomxkeH OHITh He
JTO3HPOBAHHBIX €IHHHIL 6onee 15,0.

9 | Microbiological purity* / Muxpofnonoruieckast 4ucTora”

a) Total Aerobic Microbial Not Applicable Not more than 10°* CFU/g /
Count / O6mee uncio He 6onee 10° KOE/r
a3pOOHBIX MHKPO-

OpraHH3MOB

b) Total Combined Yeast Not Applicable Not more than 10? CFU/g /
and mould count / O6mee He Gonee 10? KOE/r

YHCIIO JPOMIKEBBIX U
TUIECHEBBIX I'PHOOB

c) Escherichia Coli Not Applicable Absent in 1 gram /
OtcytrcrBUue B 1 1

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: IlponykT cooTBeTcTBYeT TpeGoBanusam HJT 3axmouenne: OJOBPEHO
Prepared by / IToarororneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team Member D. Latha - Quality control- Team OnobpeHo: Menemxkep / PykoBoaurenb

Member Ajay Kumar - Quality Assurance- Team

Member o
(o

Print Date /[Tata: 11-01-2025 Print Date /JJata:11-01-2025 Print Date /Hara: 11-01-2025
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CERTIFICATE OF ANALYSIS

CEPTUOUNKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykr: Tencapran® (Teamucapran) Taaerku 80 mr

Market / PoiHok

: Russia / Poccus

Batch Not# : B2404183 JSAIEH (O Ran ity . 406.000 KG / 406,000 KT
Cepusn Ne Pazmep cepun

Analytical Repo“rt No./ . 2002FP25000035 Date of Analysis / . 11-01-2025
AHaJHTHYeCKHii oT4eT No JaTta aHaanza

Date of Manufacture / . 91-12-2024 Date of Expiry / . 30-11-2027

JlaTa npon3BoACTBa I'onen no

Mfg. License No. /

IIpousBoaCcTBEeHHASA : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
nuneH3un Ne

Analysis performed according ND No / Ananns nposegen mo HJ{ Ne: JITI-Ne(005432)-(PI'-RU)-130524
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No

N Test / IlokazaTean

Result / PesynbTaTs!

Specification / Hopma

10 | Packaging / YnakoBxa

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

IIo 10 Tabnerox B Omucrepe u3
(IIBX/AVITA) domeru / amoMHHHEBOI

Quibin. TIu 3 Gumiiepa  smecie o
MHCTPYKIMEH IO NPHUMEHEHHIO B MayKy
KapTOHHYIO.

7 tablets in a (PVC/AVl/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
catton. /

ITo 7 ta6bnerok B 6mucrepe u3 (IIBX/AI/TIA) donsru
/ amomunmeroii ¢ponsru. ITo 2 mim 4 6aucrepa BMeCTe
C HHCTPYKIIMe# 10 IPUMEHEHHUIO B TAYKy KapTOHHYIO.
ITo 10 Tabneroxk B Gimcrepe u3 (IIBX/AVIIA) donsru
/ amomunueroit ¢oneru. Ilo 3 Gaucrepa BMecTe ¢
HHCTPYKLMCH MO NPUMEHEHHUIO 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.
* TIpOBROMMTCS MPOU3BOIUTENIEM TP BBIMYCKE MEPUOUYECcKH (C HHTEpBAJIIOM B ONHO HCIIBITaHKE Ha 20 cepHii UM HE MEHee

1 paza B ron.)

ITokazaTenb MOXeT OBITh He BKIIOYEH B CEPTH(UKAT aHaNTH3a QUPMEL

Remarks : The Product conforms to ND /
IIpumeuanue: ITpoayxt coorseTcTBYeT TpeGoranusaM HJT

Conclusion : APPROVED /
3axknouenune: OJIOBPEHO

Prepared by / ITonrotoeneHo:

CH. Prasad- Quality control- Team Member

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

Member % ;

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoponurens
Ajay Kumar - Quality Assurance- Team
Member 0

A

Print Date /Mara: 11-01-2025

Print Date /Harta:11-01-2025

Print Date /[lara: 11-01-2025




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJITHW3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Iponykr: Tencapran® (Teamucapran) TaGrerkn 80 mr

Market / PoiHOK : Russia / Poccus

g eI : B2404183 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pa3mep cepun

Analytical Repovrt No./ . 2002FP25000035 Date of Analysis / . 11-01-2025
AHanntudecknii oTuer Ne JlaTa anaansa

Date of Manufacture / . 91-12-2024 Date of Expiry / . 30-11-2027

Jlata npon3BoacTBa T'onen mo

Mfg. License No. /

IlpousBoacTBEHHAN : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-Ne(005432)-(PI'-RU)
JuneH3ust Ne

Analysis performed according ND No / AHanu3 npoBenes mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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API name (INN) / HaumenoBanne A®C (MHH):

Telmisartan / TenmucapTaH

API manufacturer batch number /
Howmep cepun nponssoaurens ADPC:

ABRH009408, ABRH009407

FP Manufacturer API Batch number /
Homep cepun cy6crannuu nponspoaurens I'JId:

FBRA00627, FBRA00626

API Manufactured by & country /
MMpomragurent ADC, cTpana:

Dr. Reddy’s Laboratories Ltd., India /
JI-p Peanw’c JTaGopatopuc Jlta., Uuoua

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HanmeHoBaHue, aapec, JuueH3us Ans [Ipou3BoacTBeHHast

Formulations Tech Ops - 11, 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) /
IIpouzeoacrBeHHoe noapa3aenenue-II, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannm
Bunnamxk, bauynamm Maunaain, Meggan
Mankamkripu Juctpukt — 500 090, mrar
Tenanrana, Mamus (JIunensus Ne
63/RR/AP/96/F/R)

naowmaaka / Ilnowagxa kouTpons kavecrsa / Ilnomaaka BLIycKa

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».

3akmodeHHe 0 cO0TBETCTBHH: «HacToAIMUM 5 MOATBEPHKAAI0, UTO NPHBEECHHAs BHILIE HHPOpMaLUA ABIIETCI JOCTOBEPHOM
¥ TOYHOMN. 3Ta cepHsl NPOLYKUMH NPOU3BEAcHa (BKIIOYas YIAKOBKY (MapKUPOBKY) H KOHTPOJIb Ka4eCTBA) HA BHIIIEYKA3aHHOM
NpPOU3BOJCTBEHHOM IUomaake (MUomankax) B IIOJHOM COOTBeTCTBUM ¢ TpeboBaHmamu IlpaBun Hapsexawei
HPOM3BOICTBEHHOM MPaKTHKH EBpasuiickoro skoHoMmueckoro coroza (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
U TpeGOBAaHUAMH KOHTPOJI KauyecTBa JIEKAPCTBEHHBIX CPENCTB, & TAKXKe B COOTBETCTBHUM CO CIEUMPUKALMAMH,
COJIEPKALIMMHUCS B PETCUCTPALIMOHHOM [0ChE€ CTPAaHBI-UMIIOPTeEPa. 3alHCH 110 IPOH3BOICTBY, YIIAKOBKE H aHA/IM3y TIPOBEPEHEI,
M YCTaHOBJEHO MX COOTBercTBMe TpebGopanusam [Ipaswi Haiexaumieil INPOM3BOACTBEHHOM NpakTHKK Espasmiickoro
SKOHOMHYECKOTO COHO3a».

Remarks : The Product conforms to ND /

IIpumeuanue: Ilponykt coorpercrByeT TpeboBanusm HIT

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by / IloarotoeneHo:
CH. Prasad- Quality control- Team Member

|

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

Member g ;

Approved by: Manager/Executive /
OpoGpeno: Menemxkep / PykopoauTens
Ajay Kumar - Quality Assurance- Team
Member "n

AL

Print Date /[aTa: 11-01-2025

Print Date /[Jata:11-01-2025

Print Date /MMarta: 11-01-2025




