Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
INpoaykt: Tencapran® (Teamucapran) Tabaerkn 80 mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne i BEGuCS0 Pasvep cepun " 400000 Tab
Analytical Report No. / . 2002FP26000383 Date of Analysis / . 25-02-2026

AHaJINTHYECKNi oTYeT Ne

JlaTta aHanu3za

Date of Manufacture /
Jlara npousBoacTBa

: 30-01-2026

Date of Expiry /
Iogen no

: 31-12-2028

Mfg. License No. /
IMpouseoacTBeHHAS
JHueH3us Ne

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

MA number: / Homep PY

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

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

Page1of 5/Crp.1u35

No

No Test / Iloka3aTenn

Result / PesyabTaTni

Specification / Hopma

1 | Appearance / Onucanue

Whitc, 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. / TabneTka kancynoBUIHON
tdopmbl, NBOSKOBBINYKIAA, O€/IOr0 LBETE,
Ha OJHO# CTOPOHE pa3AeUTeNIbHAsA PUCKa U
TUCHEHHE «T» U «L» Mo pa3Hbie CTOPOHBI
OT Hee, Ha Ipyroi cTopoHe THcHeHne «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 Kancy./OBHIHOMN
hopMBbl, ABOAKOBBINYKIAsA, OENOrO WM [OYTH
6enoro 1BeTa, Ha OJHOMN CTOPOHE pazfenuTenbHas
pucka U TucHeHue «T» 1 «L» Mo pasHbie CTOPOHBI
OT Hee, Ha ApYro# CTopoHe THCHeHHE «80».

2 | Identification /
UnenTuduxanus

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. /
Bpewms ynep)xkMBaHWs OCHOBHOrO MHKa Ha
XpOMarorpaMMe 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)./
Bpemsi yaep»kMBaHHA OCHOBHOrO MHKa Ha
XpOMATOrpaMMe UCIBITYEMOrO pacTBOpa JOJDKHO

COOTBETCTBYET BpEMEHH YICPIKMBAHHA |COOTBETCTBOBATH BPEMEHH yAEepPIKUBAHUS
OCHOBHOrO NHKa Ha XpOMATOrpaMmMme |OCHOBHOrO [MHKa Ha XpOMaTorpamMMme pactBopa
pacteopa CTaHAapTHOrOo obpa3ua [craHpaptHoro obpasua TenmucaptaHa (pazzmesn
TEJIMHCAPTAHA. «KoMueCTBEHHOE ONPEIEEHHEY).
3 | Assay/ KosuuecTBeHHOE 79.5 mg/ 79,5 mr 76.0 mg to 84.0 mg of Ci3HioN4O: (telmisartan)
omnpeaeneHue (99.3% / 99,3%) (95 to 105 % of label claim) per tablet. / Or

76,0 mr go 84,0 mr C33H30N4O; (Tenmucapran) (ot
95 no 105 % OT HOMMHANBHOTO COAEPXAHUA) B
Tabnerke.

4 | Water / Boaa

1.6%/ 1,6%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
Pacnanaemocth

09 minutes 26 seconds/
09 muH 26 cex

Not more than 15 min/
He 6onee 15 muu

Remarks : The Product confirms to ND/
Ilpumeuanne: I[ponykt coorBeTcTByeT TpeGosanusm HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality
control- Team Member

A

Checked by / IposepeHo:
A. Susmitha - Quality control-
Team Member

-

Checked by (AQA) / TTpoBepeHo
(AOK):

Tajoddin Baba Shaik - Quality
Assurance- Team Member

B

Approved by: Quality
Assurance/ Authorized person /
Onobpeno: Obecneuenue
xauecTea/OTBETCTBEHHOE JIMLIO:
S. Haneef- Quality Assurance-
Team Member g‘

Date %‘fﬁ‘bz A

Date /Jlata:;2 -0 9- 9026

Date /[lara: 231020 7/€

7} -01-20lh

Date /Hara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Teacaptan® (Teamucapran) Tabaern 80 mr

Market / Poinok

: Russia / Poccus

Batch No. / X Batch Quantity / . 400000 tab /

Cepus Ne & B2600507 Pasmep cepuu " 400000 Ta6

Analytical Repourt No./ . 2002FP26000383 Date of Analysis / . 25-02-2026
AHnanuTHyecKnii oTyer No JlaTa anaJjau3a

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JaTa npoun3BoacTBa I'oaeH no

Mfg. License No. /

lpou3BoacTBeHHASR : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT"-RU)

Jaunen3usi No

Analysis performed according ND No / Auaan3s npoeexen mo HJI Ne: JITT-Ne(005432)-(PI'-RU)-130524

Page2 of 5/Ctp.2 n3 5
1;_:) Test / [lokazaTens Result / PesyabTaThi Specification / Hopma
6 | Dissolution / 101%, 101%, 103%, 103%, 100%, 103% |Not less than 75 % (Q) of C33H30N4O2

PactBopeuue

(telmisartan) in 30 min. /
He menee 75 % (Q) C33H3oN4O: (Tenmucapran)
yepes 30 MUH.

7 |Related Substances /
PoacTBeHHbIE NpHMeCH

Less than LOQ (LOQ = 0.003%) / Huxe
npefena KOJIMYECTBEHHOrO  ONpedeseHUs
(TTIKO = 0,003%)

Not detected / He oGHapysxeHa

Not detected / He o6HapyxeHa

Not detected / He oGHapyskeHa

Less than LOQ (LOQ = 0.008%) / Humxe
npenena KOJTUYECTBEHHOro OMpeaeeHuUs

(ITKO = 0,008%)

Below LOD (LOD = 0.0018%) / Hmuxe
npenena obnapyxeHus (I10 = 0,0018%)

Below LOD (LOD = 0.017%) / Hwxe
npeaena oouapyxenus (IO = 0,017%)

Not detected / He oBHapyxeHa

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

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

Impurity D — not more than 0.2 % /
npumecsk D — He Gonee 0,2 %

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

Dimer acid impurity — not more than 0.2 %/
npUMech JUMEPHON KUCIoTh! — He Gonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
npuMech xJopo aHanora — He Gonee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eIMHUYHas HeuaeHTHhHULHUPOBAHHAS IPHUMECh —
He 6onee 0,2 %

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

Remarks : The Product confirms to ND/

(Conclusion : APPROVED /
3axmouenne: OJOBPEHO

IIpumeyanne: [Ipoaykt coorBeTcTByeT TpeboBaHusm HJ

Prepared by /
IMoarotoeneHo:

D. Latha - Quality
control- Team Member

\Lp

Checked by / [Tposepeto:
A. Susmitha - Quality control-
Team Member

&

Checked by (AQA) / Iposepeno
(AOK):

Tajoddin Baba Shaik - Quality
Assurance- Team Member

&

Approved by: Quality
Assurance/Authorized person /
OpobpeHo: ObecnieueHue
kauecTBa/ OTBETCTBEHHOE JTULO:
S. Haneef- Quality Assurance-
Team Member zz

Date /)IaTa:W 2 -AoLh

Date /[ara: 27 02 - 2024

Date /[lata: 93¢ 1_7,0%

Date /[lara:

. ;L 40Uy




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykt: Teacapran® (Teamucapran) Tabaericu 80 mr

Market / Peinox

: Russia / Poccust

Batch No. / . Batch Quantity / . 400000 tab/

Cepusa Ne LR sV Pazmep cepun * 400000 Tab

Analytical RepOft No./ . 2002FP26000383 Date of Analysis / . 25-02-2026
AHaATUTHYECKHH oTYeT No JlaTa ananusa

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JaTa npou3BoacTBa Togen oo

Mfg. License No. /

[IpousBoacTBeHHasn ¢ 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT'-RU)
JIHUeH3HsA No

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

Page3 of 5/ Crp.3 u35

‘1:.:) Test / [loka3aTenn Result / PesynabTaThi Specification / Hopma

8 | Uniformity of dosage units 3.6/3,6 Acceptance value (AV) should be not more than
/ 15.0/
OaHopoaHocTh INokasarens npuemnemoctu (AV) n1omkeH ObITh

AO3HMPOBAHHBIX €AUHHULY

He Gonee 15,0.

9 | Microbiological purity* / MukpoGuonornueckas uucrora*

Count / Obuee 1ucio
a3poOHbIX MUKPO-
OpraH{3MOB

YHCJIO APOXKKEBBIX U
TJIECHEBBIX rPHOOB

c) Escherichia Coli

a) Total Aerobic Microbial

b) Total Combined Yeast
and mould count / O6ee

Not Applicable

Not Applicable

Not Applicable

Not more than

Not more than

OrtcyTcTBHE B

10° CFU/g /

He 6onee 10 KOFE/r

102 CFU/g /

He 6onee 10* KOE/r

Absent in 1 gram /

Ir

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBercTRyeT TpebosaHusam HJJ

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by /
INoarorosneHo:

D. Latha - Quality
control- Team Member

WLp -

Checked by / lIposepeno:
A. Susmitha - Quality control-
Team Member

G-

Checked by (AQA) / INposepeto
(AOK):

Tajoddin Baba Shaik - Quality
Assurance- Team Member

&

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHue
kayecTBa/OTBETCTBEHHOE JIULO:
S. Haneef- Quality ﬁssurance-

Date /ZlaTa:g.;}_? Y

Date /[lata: 9509 _ 9004

Date //lara:

2012 Hh

Team Member
Date /[lara: gzq» 02290
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg

Mpoaykt: Tencapran® (Teamucapran) Tabnercu 80 mr

Market / PoiHok

: Russia / Poccus

Batch No. / , Batch Quantity / . 400000 tab /

Cepus Ne R (E2A00SH Pasmep cepun 400000 Tab6

Analytical Repo“rt No./ : 2002FP26000383 Date of Analysis / . 25-02-2026
AHaJUTHYECKHH 0TYeT No JlaTa anannsa

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

JaTa npouzBoacTea Toaen no

Mfg. License No./

IlpounsBoacTBeHHan : 63/RR/AP/96/F/R MA number: / Homep PY @ JIII-Ne(005432)-(PI'-RU)
JnLeH3Hs Ne

Analysis performed according ND No / Anasu3s nposeaen mo HJ{ Ne: JITI-Ne(005432)-(PT-RU)-130524

Page4 of S/ Crp.4u3 5

i.g Test / [okazaTennb Result / Pe3yabraThi Specification / Hopma
10 | Packaging / Ynakoska 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/Al/PA) foil / aluminum foil

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

I[To 10 Tabnerok ®r 6nucrepe w3
(TNIBX/AUTIA) doneru / anoMUHHEBON
¢donern. I[lo 3 Guuctepa BMecTe C
MHCTPYKUMEH MO MPHUMEHEHHIO B [MavKy
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 Tabnetok B Gnuctepe w3z ([IBX/AU/IIA)
donbru / amomunuesoit ¢oneru. o 2 unu 4
6nucTepa BMECTE C MHCTPYKLMEHN 10 MPUMEHEHUIO
B MMa4YKy KapTOHHYIO.

[To 10 Tabnerok B Gnucrepe uz (IIBX/AVIIA)
tdoneru / amomunuesoii gonsru. Ilo 3 Gnucrepa
BMECTE C MHCTPYKUHMEH MO NPUMEHEHHIO 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.
* TIpoBOAMTCS MPON3BOAMTENEM MPH BbIMYCKE NEPHOAMUYECKH (C MHTEPBAJIOM B OMHO MCMbITaHKe HA 20 cepuil Wi HE MEHEE

1 paza B ron.)

IToka3aTens MOXET ObITh HE BKIIIOUEH B CEPTHRHUKAT aHaNU3a PUPMBL.

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykr coorBercTByeT TpeboBaHusM HJ

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
[ToaroroBneHo:

D. Latha - Quality
control- Team Member

e

Checked by / [TposepeHo:
A. Susmitha - Quality control-
Team Member

%

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

Tajoddin Baba Shaik - Quality
Assurance- Team Member

<

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kadecTBa/OTBETCTBEHHOE JIMLIO:
S. Haneef- Quality Assurance-
Team Member ?f

Date /JlaTa: 29-21—14

Date /Jlata: @7-0 9- 2026

Date /[lata: 2207 —2o04

Date //lara: &;}/'07//%%




Dr.Reddy’s

1

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Teacaprau® (Teamucapran) Tabaerku 80 mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne i [asdosor Pasmep cepuu * 400000 Ta6

Analytical Repo“rt No./ . 2002FP26000383 Date of Analysis / . 25.02-2026
AHaJIMTHYECKHIT oTueT No JlaTa ananu3za

Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028

Jlata npou3BoacTBa Togeun oo

Mfg. License No. /

IMpousBoacTBeHHAsN : 63/RR/AP/96/F/R MA number: / Homep PY @ JIII-Ne(005432)-(PT-RU)
JuueH3usn Ne

Analysis performed according ND No / Auanu3 nposeaen no H Ne: JIIT-Ne(005432)-(PT'-RU)-130524

PageSof S/Crp.Su3 5

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

Telmisartan / Teamucapran

API manufacturer batch number /
Homep cepuu npoussoauresis ADC:

ABSHO005573, ABSH003185

FP Manufacturer API Batch number /
Homep cepun cy6cTanunu npoussoautenas ['JId:

FBSA00377, FBSA00228

API Manufactured by & country /
IMpoussoanrtenr A®C, crpana:

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennu’c JTabopatopuc Jita., Huous

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaumeHoBalue, aapec, nuuensus ana [lpoussoacreennas

naowanka / [lnomaaka kouTpoJs xkayecrea / [lnomwagka Beinycka

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) /
[MpouzBoncteeHHoe nonpasaenenue-I1, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynanau
Bunnamxk, bauynannu Mangan, Menuan
Mankamkrupu Juctpuxt — 500 090, wrar

Tenaurana, Uuaus (Jluuenzus 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/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». /

3akJ04eHne 0 cooTBeTcTBHM: «HacTosyM 5 NoaTBepKAak0, YTO NpUBEdEeHHas Bbilue HHPOpMaLUs ABIAETCS JOCTOBEPHOI
1 TOUHOMH. DTa cepus MpOLyKLMH MPOM3BEAeHa (BKIOUAs YNIAKOBKY (MAPKMPOBKY) ¥ KOHTPO/Ib KAYECTBa) Ha BbllleyKa3aHHOM
MPOM3BOJACTBEHHONW ruIolaake (myowaakax) B [OJAHOM COOTBETCTBHM ¢ TpebGosanusimu [lpaBun  Hamsexaluei
TIPOM3BOACTBEHHOH MpakTiku EBpazuiickoro sxonomuueckoro cowosza (NeGMP/EAEU/RU/02346-2025 ot 25 centsbpsa 2025)
M TpeOOBaHMSMH KOHTPOJISl KAuecTBa JIEKAPCTBEHHLIX CPENCTB, a TaKXK€ B COOTBETCTBMHM CO creuudHKauuiMu,
COAEPKALUMMUCS B PETUCTPALIMOHHOM IOChE CTPaHbI-UMIIOpTEPA. 3aMKCH M0 POU3BOACTBY, YNAKOBKE U @HaJIM3Y NPOBEPEHDI,
M YCTAaHOBJIEHO HX COOTBETCTBHE TpeOoBaHusM [IpaBun Haaiexalneid MPOM3BOACTBEHHON npakTHkU EBpasniickoro
IKOHOMHHYECKOTO COKO3a»,

Remarks : The Product confirms to ND/
IIpumeuanue: [lponyxT cooTBeTcTRYET TpeboBaHusm HJT

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by /
IMoarorosieHo:

D. Latha - Quality
control- Team Member

Checked by / Tlposepeno:
A. Susmitha - Quality control-
Team Member

@

Checked by (AQA) / Ipoeepeto
(AOK):

Tajoddin Baba Shaik - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenme
KavecTsa/OTBETCTBEHHOE JTULIO:
S. Haneef- Quality A}«;surancc-

Jp

Date //larta: A2V

2-3-°

Date /Jlara: Q1.0 9- 2 026

Date /ara:

230 2020

Team Member + 1
Date //laTa: :{;} )3 1//(7






