Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IMpoaykt: Tesncapran® (Teamucapran) Taénerxn 40 mr

Market / Poinok

% Russia / Poccus

Batch No. /
Cepus Ne

: B2601942

Pazmep cepun

Batch Quantity /

. 600000 tab /
© 600000 Tab

Analytical Report No. /
AHaJUTHYECKNH oTueT No

: 2002FP26001476

JlaTa anaau3a

Date of Analysis /

1 24-06-2026

Date of Manufacture /
JlaTa npousBoacTea

: 01-06-2026

Date of Expiry /
Iogen o

: 31-05-2029

Mfg. License No. /
IlponssoacTeeHHas
JnueH3Hsa Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Anaan3 npoeeaen mo HJ Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page1lof 5/Ctp.1mu35

Test / [lokazarean

Result / PesyabraThl

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 kancynoBHUIHOMN
dopmbl, MBOAKOBBIMYyKIas, OENOro LBETa,
Ha OUHON CTOPOHE Pa3AEIUTENLHAS PUCKA U
TucHeHHe «T» 1 «L» no pasHble CTOPOHBI
OT Hee, Ha ApYroii 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. / Ta6nerka KancynoBUIHOMN
dopmbl, ABOAKOBBIMYKJAsA, O€IOro WM TNOYTH
GeJIoro LDOTA, 11a OAIION OTOPOIIC PAIACTHTCIILIIAN
pucka u TucHeHue «T» u «L» 1o pa3HbIe CTOPOHBI
OT Hee, Ha APYroi cTOpoHe TUCHEHHUE «40».

2 | Identification /
Upentuduxkanus

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 ynep>kvBaHHS OCHOBHOrO MHKa Ha
XpoMaTorpaMMe HCIIBITYEMOro pacTBOpa

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 yaepkuBaHWs OCHOBHOIO [MKa Ha
XpoMaTorpaMmme HCIBITYEMOrO PacTBOpa JOJKHO

COOTBETCTBYET BpPEMEHH YACPIKHBAHUS |COOTBETCTBOBATH BPEMEHH yAep>KUBaHusI
OCHOBHOTO MHWKa Ha XpOMAaTrorpamMMe |OCHOBHOIO IMKa Ha XpoMaTorpaMme pacTBopa
pactBopa CTAHOAPTHOrO obpasua |crangaprHoro obpasua TenMucaptaHa (pazzen
TenIMUCapTaHa. «Konu4ecTBEHHOE ONPEAENEHUER).
3 | Assay / KonuuyecTBeHHOe 39.7 mg/ 39,7 mr 38.0 mg to 42.0 mg of C33H3oN4O» (telmisartan)
onpeaeseHue (99.2% / 99,2%) (95 to 105 % of label claim) per tablet. / Ot
38.0 mr a0 42.0 mr C33HinN4O» (Teamucaptan) (0T
95 no 105 % oT HOMHHAJIBHOTO COAEPXKAaHHs) B
TabrneTke.
4 | Water / Boaa 2.1%/2,1% Not more than 6.0 %. /
He 6oee 6,0 %
5 | Disintegration / 09 min 21 sec/ Not more than 15 min /
PacnagaemocTts 09 muH 21 cek He 6onee 15 muu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Iponykrt coorsercryeT Tpeboanusm HJJ 3aknwouenue: OJOBPEHO
Prepared by / ITogrotoeneno: [[Checked by / Ipoeepeno: ||Checked by (AQA) / Approved by: Quality
A.Susmitha - Quality control- [[N.V Krishna - Quality [Mpoeepero (AOK): Assurance/Authorized person /

Team Member

s

control- Team Member

%

Amol Ashokrao Rakshale -
Quality Assurance- Team
Member

Onobpeno: Obecneuerue
kauecTBa/OTBETCTBEHHOE JIHLIO:

S. Haneef- Quality Assurance- Team
Member :g

Date /[Jara: 30-06-2026

Date /Jara: 30-06-2026

Date /[lara: 30-06-2026

Date //1ara: 3 \) /ég ﬁg%
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IMpoaykr: Tencaprau® (Teamucapran) Tabaerku 40 mr

Market / Peinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 600000 tab /

Cepusi Ne  EZCRLRE Pazmep cepuu * 600000 Tab

Analytical Repourt No./ . 2002FP26001476 Date of Analysis / . 24-06-2026
AHaauTuyecknii oTuer Ne JlaTa aHaJinza

Date of Manufacture / . 01-06-2026 Date of Expiry / . 31-05-2029

JaTa npou3BoacTea [oaen oo

Mfg. License No. /

IlpousBoacTBeHHAas : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
auueH3ust No

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

Page2 of 5/Crp.2 35

i‘: Test / [ToxasaTensb Result / Pe3yabTaTsi Specification / Hopma
6 | Dissolution / 101%, 102%, 102%, 103%, 101%, 101% |Not less than 75 % (Q) of C33H3oN4O2
PacTtBopenne (telmisartan) in 30 min. /

He menee 75 % (Q) Cs33H3oN4O; (Tenmucapran)
yepe3 30 MuUH.

7 |Related Substances /
PoacTBeHHbIe IpUMecH

Less than LOQ (LOQ = 0.003%) / Hwmxe
npenena  KOJIMYECTBEHHOrO  OMNpeeNeHHMs
(ITKO = 0,003%)

Not detected / e oGHapyxeua

Not detected / He obHapyskeHa

Below Limit of detection (LOD = 0.019%) /
Huxe npeaena obuapyxenus (ITO = 0,019
%)

Less than LOQ (LOQ = 0.008%) / Huxe
npefena KOJMYECTBEHHOTO OMNpeleseHus
(TTKO = 0,008%)

Not detected / He 0GHapyxeHa

Below Limit of detection (LOD = 0.017%) /
Hmxe npenena oGuapyxeuus (I10 = 0,017
%)

Not detected / He oGHapyxeHa

Impurity A —not more than 0.2 % /
npumecs A — ue 6onee 0,2 %

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

Impurity D — not more than 0.2 % /
npumecst D — He Gosee 0,2 %

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

Dimer acid impurity — not more than 0.2 % /
NpUMECh IUMEPHOI KUCOTH — He Gonee 0,2 %

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

Any unspecified impurity — not more than 0.2 % /
€NMHUYHAS HEUAEHTUDHUIMPOBAHHAS TPUMECH —
ne Gonee 0,2 %

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

Remarks : The Product confirms to ND/
[Ipumeuanue: [IpoxykT coorBercTByeT TpedoraHusam HJI

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Prepared by / [ToarorosneHo:
A.Susmitha - Quality control-
Team Member

3

Checked by / Ipoeepero: ||Checked by (AQA
N.V.Krishna - Quality

control- Team Member

A

[TpoeepeHo (AOK):
Amol Ashokrao Rakshale -
Quality Assurance- Team

Member f-\/

)/ Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHre
kadectea/OTBETCTBEHHOE JIMLO:

S. Haneef- Qual?}y Assurance- Team

Member

Date /[Jara: 30-06-2026

Date /Tara: 30-06-2026

Date /[lata: 30-06-2026

Date /[lara: % 0 é,ﬁk)‘%
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Teacapran® (Teamucaprau) Tabaeru 40 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 600000 tab /

Cepus Ne : [BEANo8 Pasmep cepuu * 600000 Tab

Analytical Repourt No./ . 2002FP26001476 Date of Analysis / . 24-06-2026
AHanuTHYeCKHNi oTueT Ne JlaTa ananu3a

Date of Manufacture / . 01-06-2026 Date of Expiry / . 31-05-2029

Jara npousBoacTea Toaen a0

Mfg. License No. /

Ipon3BoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)

anuensus Ne

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

Page3 of 5/Crp.3 u3 5

1;.:) Test / [loka3zaTens Result / PesynbtaThl Specification / Hopma

8 | Uniformity of dosage units 29720 Acceptance value (AV) should be not more than
/ 15.0./
OaHopoaHocTh IMokaszarens npuemnemocti (AV) nomkeH ObITh

OO3UPOBAHHBLIX €AHHHL

He 6osee 15,0.

9 | Microbiological purity* / Mukpo6uosorndeckasi 4yucrora*

a) Total Aerobic Microbial
Count / Ob1uee yucno
a3pOOHBIX MUKPO-
OpraH13MOB

b) Total Combined Yeast
and mould count / O61uee
YKCJIO IPOMIKEBBIX U
IJIECHEBBIX rPpUOOB

¢) 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 10> KOE/r

Absent in 1 gram /
OrcyrctBue B 1 r

Remarks : The Product confirms to ND/
INpumeuanue: [NMpoaykr cooreercrayer Tpedosannsam HJL

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

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

%

Prepared by / [ToarorosneHo:
A.Susmitha - Quality control-
Team Member

@

Checked by (AQA) /
[Tposepeno (AOK):

Amol Ashokrao Rakshale -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenue
kadectBa/OTBETCTBEHHOE JULIO:

S. Haneef- Quality Assurance- Team
Member Q

Date /Mara: 30-06-2026 Date /[ata: 30-06-2026

Date /Jlata: 30-06-2026

Date /[Tara: 7‘?0 -0 g(fl_o'l,é,
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Tescapran® (Teamucapran) Taéaerkn 40 mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 600000 tab /

Cepusi Ne s BEGAIRD Pasmep cepuu * 600000 TaG

Analytical Repo“rt No./ . 2002FP26001476 Date of Analysis / . 24-06-2026
AHanuTHYeCKHH oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 01-06-2026 Date of Expiry / . 31-05-2029

JlaTta npou3BoacTBA Tonaen g0

Mfg. License No. /

TMpou3BoacTBeHHAR : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-N(005432)-(PI'-RU)

JanueH3usn Ne

Analysis performed according ND No / Auaau3s nposeaen mo HJI Ne: JIIT-Ne(005432)-(PI'-RU)-130524

Page4 of 5/ Crp.4u3 5

1;.00 Test / lMokasarean Result / PesyabTaTsi Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

Onucanune YnaxkoBKH

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

[To 10 Trabnerox B Onucrepe U3
(TIBX/AVTIA) donbru / anmoMUHHEBOMN
taneru, Tla 3 Anuctepa RMecTe o
MHCTPYKLUHMEH MO MNPUMEHEHHIO B [Ma4Ky
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 /

[To 7 tabnetok B Gaucrepe uz (IIBX/AI/TTA)
doneru / amomuHueBoit donsru. [lo 2 wim 4
6aucTepa BMECTE C MHCTPYKLIMEH M0 PUMEHEHHIO
B MM24Ky KAPTOHHYIO.

[To 10 tabnerok B Gmuctepe uz (TIBX/AITIA)
donbru / amomunnesor doabry. Ilo 3 Snucrepa
BMECTE C MHCTPYKLMEH MO MPUMEHEHHIO B MAUKy
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.
* [[poBOAUTCS ITPOM3BOIMTENEM IIPU BBIMYCKE MEPHOAHUECKH (C MHTEPBAIOM B OHO HCMbranue Ha 20 cepuil nin He MeHee 1 pasa B rof.)
[Tokasarens MOKET OBITh HE BKITFOUEH B CepTH(UKAT aHain3a GUPMBI.

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

Telmisartan / Tenmucaprtan

API manufacturer batch number /
Homep cepun npoussoautesia ADC:

ABTH000091,ABTH000095

FP Manufacturer API Batch number /
Homep cepnu cyGcTaHuuu npoussoaurens [JID:

FBTA00024,FBTA00025

API Manufactured by & country /
[Iponssoautens ADC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Penan’c JTabopatopuc JIta., Unnus

Control site / Release site /

Name, address, authorization No for FP manufacturing site /

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,

Remarks : The Product confirms to ND/
IMpumeyanne: [Iponykr coorsercTByeT TpeGosanusm HJJ

Conclusion : APPROVED /
3axnouenne: OJJIOBPEHO

Prepared by / [ToarotoeneHo:
A.Susmitha - Quality control-
Team Member

&

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

%

Member

Checked by (AQA)/
[Tposepeno (AOK):

Amol Ashokrao Rakshale -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuexne
kauecTea/OTBETCTBEHHOE JIMLLO:

S. Haneef- Qualipy Assurance- Team
Member %

Date /[lata: 30-06-2026

Date /dara: 30-06-2026

Date /[lata: 30-06-2026

Date /[lata: (56_/6@;2/@\%




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykt: Teacaprau® (Teamucapran) Tabaerku 40 mr

Market / PeiHoK : Russia / Poccust

Batch No. / . Batch Quantity / . 600000 tab /

Cepus Ne ¢ BRsOLH Pazmep cepun * 600000 Tab

Analytical Repourt No./ . 2002EP26001476 Date of Analysis / . 04-06-2026
AHaIMTHYECKHIH 0T4eT Ne JlaTa anaaunza

Date of Manufacture / . 01-06-2026 Date of Expiry / . 31-05-2029

Jlara npou3BoacTBa TlogeH g0

Mfg. License No. /

IMpoussoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
JauueH3nsa Ne

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

Page S of 5/Ctp.5u3 5§

Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
[TpouzeoacTeeHHoe noapazaenenue-II, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynanau
Bunnamk, bauynannu Mannan, Menuan
Mankamkrupu ductpukt — 500 090, wrat
Tenanrana, Uuaus (Jluuenzus Ne
63/RR/AP/96/F/R)

HaumenosaHne, agpec, suneHzus aisa IlNpoussoacreeHHas
naowanka / [lnomaaka koHTpoas kadyecrsa / [lnowaaka Beinycka

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/02346-2025 dt. 25 September 2025) 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». /

3akioueHHe 0 co0TBeTCTBHHU: «HacToAMM 51 MOATBEPXkKAA0, YTO NMPUBEAEHHAS Bbile HHOPMaLH ABIAETCS JOCTOBEPHOI
¥ TO4HOM. DTa cepys MPOAYKLMU Mpou3BeeHa (BKIIIOYas YIaKOBKY (MApKUPOBKY) H KOHTPO/Ib Ka4ECTRA) HA BhILIEYKa3aHHO
MPOM3BOJCTBEHHOH ruiowaake (Mmiowlafkax) B [OJHOM COOTBETCTBMM ¢ TpeboBaHusiMu IlpaBun Haanexaueit
NPOU3BOACTBEHHOM npakTuku Epasuiickoro sxoHomuueckoro corosa (NeGMP/EAEU/RU/02346-2025 ot 25 centsdps 2025)
M TpeOGOBaHMAMH KOHTPONsS KadecTBa JIEKAPCTBEHHBIX CPEACTB, @ TakKe B COOTBETCTBHU CO CeLMPHKALUMAMH,
CoAEpKAIMMHCS B PETHCTPALIMOHHOM J0ChE CTPaHbI-UMIIOPTEPA. 3AMUCH MO MPOU3BOACTBY, YNIAKOBKE U aHAIHU3Y MPOBEPEHBI,
M YCTAHOBJIEHO WX COOTBETCTBME TpebosanusM [IpaBui Haanexaileid NpPOU3BOACTBEHHONW mpakTuku EBpasuiickoro
KOHOMHUECKOTO COL03a».

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHusm HJ|

Conclusion : APPROVED /
3axnrouenne: OJOBPEHO

Prepared by / [TonrotosneHo:
A.Susmitha - Quality control-
Team Member

Checked by (AQA) / Approved by: Quality
Assurance/Authorized person /
Onodpeno: Obecneuenue
kauecTBa/OTBETCTBEHHOE JTHLO:
S. Haneef- Quag'ty Assurance- Team

Member

Checked by / ITpoeepeHo:
N.V Krishna - Quality [Mposepeno (AOK):
control- Team Member Amol Ashokrao Rakshale -

Quality Assurance- Feam
% Member

Date /Jara: 30-06-2026

e

Date /[ara: 36 /@é"p"o IZ8

Date /[lata: 30-06-2026 Date /[Tara: 30-06-2026






