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Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykt: Teacapran® (Teamucapran) Tadaerku 40 mr

Market / PoiHok : Russia / Poceust

Batch No./ : B2502559 Batch Quantity / : 406.000 KG / 406,000 KT
Cepusi Ne Pasmep cepuu

Analytical Repourt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AnajuTH4yeckuii oTyer Ne Jara anannsa

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

Jata npousBoacTaa T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAsS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT’-RU)
JuueH3us No

Analysis performed according ND No / Anaaus nposeaen mo HJ Ne: JITT-Ne(005432)-(PI'-RU)-130524

Page 1 of 6/ Crp.1 13 6

No

Test / [lokazarennb
No

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue

White, capsule shaped, biconvex tablet with
*“1” and “L” debossed on both sides from
break line on one side and “40” debossed on
the other side. / TabneTka xancymoBHAHOM
(GopMEl, IBOSKOBBITYKNIas, 0enoro LBeTa,
Ha OJTHOH CTOpOHE pa3lelIuTeIbHasl PICKa 1
THCHEHME «T» m «L» 1Mo pa3Hble CTOPOHEI
OT Hee, Ha pyroli CTOpoHe TUCHEHUE «40%.

White to off-white, capsule shaped, biconvex
tablet with ““I”” and “L” debossed on both sides
from break line on one side and “40” debossed on
the other side. / Tabnerka KamncynOBHIHOM
($OpMEI, [BOSKOBBLIIYKIAs, OENOro WIH IIOYTH
GeJioro LBeTa, Ha OJJHOM CTOPOHE pazaeauTe bHas
pucka U TucHeHHe «T» 1 «L» 1Mo pa3Hble CTOPOHBI
OT Hee, Ha Ipyroli cTOpoHe TUCHEHHE «40y.

2 | Identification /
HMaentudnkxauus

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 ynepxuBaHHS OCHOBHOTO IHKa Ha
XpOMaTorpaMMe MHCHBITYEMOIro pacTBopa
COOTBETCTBYET BpPEMEHH YAepPKUBAHHUSA
OCHOBHOIO [HKa Ha XpOMaTorpamme
pacrTBopa CTaHIapPTHOTO obpasua
TeIMHCAPTAIIA.

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)./
Bpemst ymepxuBaHHMS OCHOBHOTO TIMKa Ha
XpOMarorpaMMe HCTBITYEMOTO PacTBOPa HOJKHO
COOTBETCTBOBATD BpPEMEHHI yIepKUBaHUS
OCHOBHOTO [IMKAa Ha XpoMaTorpaMMe pacTBopa
CTaHIAPTHOTO oOpasla TenMmucapTaHa (pasnen
«KomH4cCcTBCHHOE ONpeieNneHIe ).

3 | Assay / KosimyecTBeHHOE

onpeaesiecHue

40.7 mg /40,7 mr
(101.8%/101,8%)

38.0 mg to 42.0 mg of Cs33H30N40- (telmisartan)
(95 to 105 % of label claim) per tablet. / Ot
38,0 Mr mo 42,0 mr C33H3N+O; (tenmucapras) (ot
95 1o 105 % OT HOMHMHAJBHOTO CONEpIKaHUA) B
TabIeTKe.

4 | Water / Bona

1.9%/1,9%

Not more than 6.0 %. /

He 6onee 6,0 %

5 | Disintegration /
Pacnapaemocrs

09 min 19 sec/
09 mun 19 cex

Not more than 15 min /
He 6onee 15 mun

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

D. Latha - Quality control-
Team Member

Prepared by / [Tonrotoeneso:

p

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

X

Checked by (AQA)/
ITposepeno (AOK):
S. Meera Saheb - Quality

Assurance- E eam Member

Approved by: Quality

Assurance/Authorized person /

Onobpeno: Obecneuenne

xagecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- (Klily Assurance- Team
s

Date /[laTa: 26-08-2025

Date /Ilarta: 26-08-2025

S
Date /data: 26-08-2025

Member
Date /Jlata: 26-08-2025




br. Reddy’s “!‘.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoaykr: Tencapran® (Team

ucapras) tadnaerku 40 mr

Market / PoiHok : Russia / Poccus

Batch No./ . B2502559 Batch Quantity / : 406.000 KG / 406,000 KT

Cepusa Ne Paszmep cepum

Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025

AHanuTHyecKHi oTueT Ne Jarta ananusa |
Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npousBojicTBa I'open oo

Mfg. License No. /

IIpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
JuneH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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l;.? Test / IlokazaTenn Result / PesynbTaTtsl Specification / Hopma
6 | Dissolution / 102%, 100%, 99%, 101%, 100%, 101% |Not less than 75 % (Q) of C33H30N4O>

PacrBopenue (telmisartan) in 30 min. /
He meree 75 % (Q) Cs3H3oN4O; (Tenmucaptan)
yepes 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Hwxe |Impurity A — not more than 0.2 % /

PoncrBennbie NpuMecH

npeaena KOJIUYECTBECHHOTO OnpencieHna
(TTKO = 0,003%)

Not detected / He oGHapyxena

Not detected / He ob6HapyxeHa

Not detected / He oOHapyxeHa

Less than Limit of Detection (LOD =
0.0025%) / Hwmxe npenmena oOHapy:keHHS
(1O = 0,0025%)

Less than LOQ (LOQ = 0.005%) / Hwxe
nopenena  KOJWYECTREHHOTO  OMpEsieneHus
(IIKO = 0,005%)

Not detected / He o6HapyxeHa

Not detected / ne oOHapy»xeHa

npumechk A — He bonee 0,2 %

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

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

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

Dimer acid impurity — not more than 0.2 % /
TIpUMeECh IMMEPHOI KUCIOTHI — He Gonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
IpUMeCh XJIOpo aHajora — He Gonee 0,2 %

Any unspecified impurity — not more than 0.2 %/
eIMHUYHAsA HeUNEHTU(GUIMPOBaHHAsA IPUMECE —
He 6osiee 0,2 %

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

Remarks : The Product confirms to ND/
IIpumedanne: IIpoaykT cooTBeTCTBYET TpeboBanusM HI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / IToarorosneno:
D. Latha - Quality control-

Team Member

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

A

Checked by (AQA)/
ITpoesepeno (AOK):

S. Meera Saheb - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHre
kayecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quglity Assurance- Team
Member o

Date /[Tata: 26-08-2025

Date /lara: 26-08-2025

Date /[laTa: 26-08-2025

Date /[Tata: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Market / PeiHoK : Russia / Poccus

Batch Quantity /

BatcliiNeLf : B2502559 : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepuu

Analytical Repovrt No. / © 2002FP25002001 Date of Analysis / . 23-08-2025
AHaJuTHYECKHUil oTueT Ne JlaTa aHaIu3a

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JaTta npousBoacTBa T'ogen oo

Mfg. License No. /

IIpou3BOACTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)

Junen3ust No

Analysis performed according ND No / Ananus nposegen mo HJ Ne: JIIT-Ne(005432)-(PI'-RU)-130524
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i‘o Test / IlokasaTenn Result / PesynbTaTsi Specification / Hopma
o
8 | Uniformity of dosage units 1.6/1,6 Acceptance value (AV) should be not more than
/ 15.0./
OnHopoaHoCTH IToxazarens nmpuemneMmocTu (AV) nommkeH ObITh

AO03UPOBAHHBIX €ANHHN

He 6oinee 15,0.

Microbiological purity* / Mukpo6uosiornueckasi uncrora™

a) Total Aerobic Microbial
Count / Ob1ee yucno
a3po0HBIX MHKPO-
OpraHU3MOB

b) Total Combined Yeast
and mould count / O61ee
YHCIO JPOANOKEBBIX U
IIECHEBBIX rpUbOB

¢) Escherichia Coli

Not Applicable

Not Applicable

Not Applicable

Not more than 10° CFU/g /
He Gonee 10° KOE/r

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

Absent in 1 gram /
OrcytcTBUE B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpomykT cooTBeTCTBYET TpeboBauusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

4

Prepared by / IToarotopneHo:
D. Latha - Quality control-

Team Member

Checked by (AQA)/
[Tposepero (AOK):
S. Meera Saheb - Quality

Assuranc;%am Member

Approved by: Quality
Assurance/Authorized person /
OpobpeHo: ObecnieueHue
kagecTBa/OTBETCTBEHHOE JULO:

S. Haneef- QElity Assurance- Team

Member s

Date /Tata: 26-08-2025 Date //lata: 26-08-2023

N
Date /dara: 26-08-2025

Date /Tata: 26-08-2025




Dr. Réddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mponykr: Tescapran® (Tenmucapran) Tabnerkn 40 mr

Market / Puinok

: Russia / Poccus

Batch Now/ : B2502559 BalcIQUan ity . 406.000 KG / 406,000 KT
Cepus Ne Pa3mep cepun

Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AnanuTHyeckuli oTueT Ne JlaTa aHann3a

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa NpoU3BOACTBA I'onen oo

Mfg. License No. /

IIpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI"-RU)
Jauuen3usa Ne

Analysis performed according ND No / Ananu3 nposenen mo HI No: JITI-Ne(005432)-(PI'-RU)-130524
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No

Test / Iloka3aTensb
Ne

Result / PesynbTaThl

Specification / Hopma

10 | Package appearance /
OrmnucaHue yIakoBKH

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

I[lo 10 Tabnetox B OGuucrepe U3
(IIBX/AVITA) doneru / anroMuHHEBOR
domeru. Ilo 3 6Onucrepa BMecTe ¢
HHCTPYKLMEH 10 NPUMEHEHUIO B MAayYKy
KapTOHHYIO.

7 tablets in a (PVC/AI/PA) foil / aluminum foil
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. /

ITo 7 rtabnetox B Onuctepe w3 ([IBX/AIIIA)
¢oseru / amomunueBoil ¢oseru. [lo 2 win 4
6aucTepa BMeCTe ¢ MHCTPYKLIHEH M0 IPHMEHEHHIO
B MaYKy KapTOHHYIO.

ITo 10 Tabnetok B Omuctepe m3 (IIBX/AIIIA)
¢oneru / amomuHueBoil donsru. Ilo 3 6mucrepa
BMECTE C MHCTPYKIIHEH M0 NMPUMEHEHHIO B MA4Ky
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.
* TIpOBOMTCA NPOU3BOAUTENEM IPH BEITYCKE IICPUOAMYECKH (C HHTEPBAIIOM B OAHO HCIBITaHKE Ha 20 cepuii nim He MeHee 1 pasa B rou.)
[MokasaTens Moxker ObITh HE BKIIFOYEH B cepTUdMKAT aHau3a PUpMBIL.

Remarks : The Product confirms to ND/
IMpumeyanne: [poaykT coorBercTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

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

sl B

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

Checked by (AQA)/
ITpoeepeno (AOK):
S. Meera Saheb - Quality

Assurance/—%&am Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnedyenHune
kayecTpa/OTBETCTBEHHOE JIULIO:
S. Haneef-
Member =

Date /JTata: 26-08-2025 Date /[ara: 26-08-2025

Date /[laTa: 26-08-2025 Date /[Tata: 26-08-2025

ality Assurance- Team
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Tencaptan® (Teamucapran) Taénerxu 40 mr

Market / PoiHok : Russia / Poccus

Batch NG : B2502559 PatciQuantityl] . 406.000 KG / 406,000 KT

Cepust No Pa3smep cepuu

Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025

AHanuTnuyeckuii oryet Ne JaTa ananuza ]
Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npoUM3BOACTBA T'ogen no ]
Mfg. License No. /

IIpon3BOACTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JII-Ne(005432)-(PI'-RU)
JuueHsusi Ne

Analysis performed according ND No / Anaaus npoeeaen mo H Ne: JITI-Ne(005432)-(PI'-RU)-130524
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API name (INN) / Haumenoauune A@C (MHH):

Telmisartan / TenmucapraH

API manufacturer batch number /
Homep cepuu nponssogutenss ADC:

ABSH002691, ABSH002448

FP Manufacturer API Batch number /
Homep cepun cyGeranuun npoussoaurens [JId:

FBSA00197, FBSA00196

API Manufactured by & country /
Ipousepoautens APC, crpana:

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

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaumenoBanue, anpec, nuuensust ansi [Ipoussoacreennas

miowaaka / Inomanaka KOHTPOJISI Ka4yeCcTBa / Tlnouwiaaka BBIITYCKa

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) /
ITpouzBoacTBEHHOE NoApasAeiieHre-11, YuacTku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bumnanxk, bauynannu Mannan, Meauan
Mankamkrupu Juctpukt — 500 090, mtat
Tenanrana, Muousa (JIuuensus 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».

Remarks : The Product confirms to ND/
ITpumeuanne: [IpogyKT COOTBETCTBYET Tpeboranmsam H]I

Conclusion : APPROVED /
3akmwyenne: OJOBPEHO

D. Latha - Quality control-
Team Member

N.V. Krishna - Quality
control- Team Member

il

Prepared by / Ioarotoneno: ||Checked by / IIposepeno: [|Checked by (AQA) /
[Tposepeno (AOK):
S. Meera Saheb - Quality Opobpeno: ObecrieueHne

Assurancegm Member ||kauectsa/OTBeTCTBEHHOE JTHLIO:

Approved by: Quality
Assurance/Authorized person /

Member .

S. Haneef- QEIH}* Assurance- Team

Date /lata: 26-08-2025

iy
Date /Iara: 26-08-2025 Date /JlaTa: 26-08-2025

Date /[{ata: 26-08-2025
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CEPTUOHUKAT AHAJIN3A
Product : Telsartan (Telmisartan) Tablets 40 mg
IpoaykT: Tencapran® (Tesmucapran) Tabmerkn 40 Mr -
Market / PoiHok : Russia / Poccus
Batch No. / . B2502559 piteh Quaniity) . 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepuu
Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AHaJUTHYeCKUIi 0TUeT No Jara ananusa
Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028
JlaTa npon3BoAcTBa T'oxen oo
Mifg. License No. /
ITpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JuueH3usi Ne

Analysis performed according ND No / Anann3s nposened mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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3ak0yeHMe 0 COOTBeTCTBHM: «HacToAnmMm st HOATBEPIKAl0, YTO MPUBEIECHHAS BhILIe HHGOPMAaMs ABJIIETCA JOCTOBEPHOM
¥ TOYHOH. DTa cepris MpoAYKLMA Hpom3BeieHa (BKIIOUYas YIakoBKY (MapKUPOBKY) ¥ KOHTPOJIb Ka4eCTBa) HA BhILICYKa3aHHOM
NPOU3BOACTBEHHON miomianke (IUIOMIAAKaX) B I[OJHOM COOTBETCTBUM ¢ TpeOoBaHwiMM IIpaBun Hamnexaei
MPOU3BOICTBEHHO# mpakTHkN EBpasuiickoro skonomudeckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
I TPecOOBAHIIMH KOHTPOJA KA'ICCTBA JICKAPCTBCHHEIX CPEIOCTB, 4 TAKKEC B COOTBETCTBMH CO CHEUMPHMKAUMAMH,
COZIEPKAIUMUCA B PETUCTPALMOHHOM JOChE CTpaHbl-UMIOPTEPA. 3alKCH [0 IPOU3BOICTBY, YNIAKOBKE ¥ aHAIIN3Y TIPOBEPEHBEL,
H YCTaHOBJICHO WX COOTBETCTBHME TpeGoBaHUWsAM IlpaBun Hamiexamieil NpoW3BOACTBeHHOH mpakTuku Espasuiickoro
KOHOMHYECKOIO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [Ipoaykt cooTBeTCTBYET TpeboranusM HIT 3akmouenue: OJJOBPEHO
Prepared by / [Toarorosneno:  [|Checked by / INposepeno: |[Checked by (AQA) / Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality ITposepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member S. Meera Saheb - Quality Ono6peno: ObecneueHue
\ g [ Assurance- Team Member ||kauectBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance- Team
Member A
Date /[lata: 26-08-2025 Date /JlaTa: 26-08-2025 Date /JTata: 26-08-2025 Date /[lata: 26-08-2025




