Dr.Reddy’s Q:.'-'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykt: Teacapran® (Teamncapran) Tabaerku 80 mr

Market / Poinok : Russia/ Poccus

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

Cepun No » B250055 Pa3vep cepun " 400000 Tab

Analytical Repovrt No./ + 2002FP26000384 Date of Analysis / . 26-02-2026
AHaJTUTHYECKHH oTueT N JlaTa ananusa

Date of Manufacture / . 05-02-2026 Date of Expiry / . 31-01-2029

Jarta npoussogcrea Tlopen g0

Mfg. License No. /

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

Analysis performed according ND No / Ananau3s nposegen no H/ Ne: JIIT-Ne(005432)-(PI'-RU)-130524

Page 1 of 5/ Ctp. 1 u3 5

No
Ne

Test / [TokazaTenn

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanne

White, capsulc 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 kancyaoBUIHON
opMBI, BOSKOBBIMyKNas, Oenoro LBeTa,
Ha OJTHO# CTOPOHE pa3NeUTENbHAS PUCKA 1
TUcHeHne «T» U «L» Mo pa3zHele CTOPOHBI
OT Hee, Ha IpYroi CTopone TuCHeHHE «80».

White to off-white, capsulc shapcd, biconvex
tablet with “T” and “L” debossed on both sides
from break line on one side and “80” debossed on
the other side. / TabneTka kancynoOBHAHOH
¢dopmbl, NBOSKOBBIMYKIAs, O€NOro WM MO4TH
6esioro ugera, Ha 0JJHOI CTOPOHE pa3fAeUTENbHAs
pucka U TucHeHHE «T» U «L» 1o pa3Hele CTOPOHBI
OT Hee, Ha Ipyroii ctopoHe TucHeHue «80».

2 | Identification /
Uagentudukanus

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 ymepkuBaHus OCHOBHOrO rMuka Ha
XpOMAaTOrpaMMe HCIIBITYEMOrO pacTBOpa
COOTBETCTBYET BPEMEHH YICPKHUBAHHS
OCHOBHOTO [HKa Ha XpOMarorpaMmme
pacTBopa CTaHOApTHOro obpasua
TeIMHUCapTaHa.

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 yzepkuBaHus OCHOBHOrO TIIMKa Ha
XpOMaTorpaMme UCIbITYEMOTO pacTBOpa AQJDKHO
COOTBETCTBOBATh BPEMEHHU yIAepKUBAHUS
OCHOBHOTO IHKa Ha XpOMaTorpaMMe pacTBopa
cTaHgapTHoro ofpasua TenmucapraHa (pasnen
«KonmuecrseHHOe oMnpenesieHUE).

3 | Assay/ KosnyecTBenHoe

onmpenesneuue

80.2 mg/ 80,2 mr
(100.2% / 100,2%)

76.0 mg to 84.0 mg of Ci3H3NsO (telmisartan)
(95 to 105 % of label claim) per tablet. / Or
76,0 mr no 84,0 mr C33H30N4O- (Tenmucapras) (ot
95 no 105 % OT HOMUHAIBLHOTO COAEpP)KaHHA) B
TabneTKe.

4 | Water / Boaa

1.8%/ 1,8%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
PacnagaeMocTthb

09 minutes 19 seconds/
09 muu 19 cek

Not more than 15 min/
He 6onee 15 muu

Remarks : The Product confirms to ND/
Ilpumeuanne: [Ipoaykt cootBercTByeT Tpebopanuam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
MoaroTtosiaeno:

D. Latha - Quality
control- Team Member

\Zy

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

-

(AOK):

Checked by (AQA) / ITposepeHo

Tajoddin Baba Shaik - Quality
Assurance- Team Member

ot

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieyeHue
rauecTBa/OTBETCTBEHHOE JULIO:
S. Haneef- Quality Assurance-
Team Member .Q

Date /[lara: 25-02--182¢)

Date /Hara:

Date /[larad+ -02- 2 024

2F02-22C

Date /Hara: &}’OLQ‘D%




Dr. Reddy’s Q':’.

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg

Hpoaykt: Tencapran® (Teamucapran) Tabnerin 80 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne + B2600559 Pa3mep cepun * 400000 Tab
Analytical Repovrt No./ . 2002FP26000384 Date of Analysis / . 26-02-2026
AHaJUTHYECKHH oTueT No JlaTa aHaau3a

Date of Manufacture / . 05-02-2026 Date of Expiry / . 31-01-2029
JarTa npou3BoiacTBa T'oaex a0

Mifg. License No. /
IMpouszsoacrBennasn
auueH3us Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Ananus nposegex no HJI Ne: JITT-No(005432)-(PT-RU)-130524

Page2 of 5/Ctp.2 u3 5

1;.“0 Test / [lokasarensn Result / PesyabTaTsr Specification / Hopma
6 | Dissolution / 105%, 104%, 104%, 103%, 104%, 105% |Nol less than 75 % (Q) of C33H30N1O»

PacTBopenue

(telmisartan) in 30 min. /
He menee 75 % (Q) C33H30N+O: (TenmucapraH)
gepes 30 MUH.

7 |Related Substances /

PoacreenHbIe npuMecH npenciaa

0,0018%)

Huxe
0,017%)

Less than LOQ (LOQ = 0.003%) / Huxe
KOJMYECTBEHHOTO  OTpefeNeH s
(TTIKO = 0,003%)

Not detected / He obHapykeHa

Not detected / He oGHapyskeHa
Not detected / He obHapyeHa
Less than LOQ (LOQ = 0.008%) / Huxke

npefena KoJM4eCTBEHHOrO ONpeNe/ICHHU
(ITKO = 0,008%)

Below Limit of Detection (LOD = 0.0018%)

/ Huxe upenena o6uapyxenus (I10 =

Below Limit of Detection (LOD = 0.017%) /
npejena

obuapyxenuss (I[I0 =

Not detected / He o6HapyskeHa

Impurity A —not more than 0.2 % /
npumeck A — He Gonee 0,2 %

Lputily B — nol wote than 0.2 % /
npumecs B — He 6onee 0,2 %

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

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

Dimer acid impurity — not more than 0.2 %/
npuMech AUMepHOit kucioTsl — He bonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NpUMECh XJIOpo aHanora — ue 6onee 0,2 %

Any unspecified impurity — not more than 0.2 %/
€IMMHUYHAS HeUIeHTUDHLMPOBAHHAS [IPUMECh —
He 6onee 0,2 %

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

Eemarks : The Product confirms to ND/

IIpumeuanue: [IpoayxT cooTBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToororosneHo:

D. Latha - Quality
control- Team Member

Ly

Team Member

Checked by / ITposepeno:
A. Susmitha - Quality control-

(AOK):

Checked by (AQA) / Iposepeto

Tajoddin Baba Shaik - Quality
Assurance- Team Member

=l

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauecTea/OTBETCTBEHHOE THLLO:
S. Haneef- Quality Agsurance-
Team Member Pﬂ

—

Date /Jlata:

9 5 <n—iorg,||Pate /Rara N -0D-D 06

Date /[lata: 23Ftq —2c26

Date /Tara; 2} 02 olb
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Teacapran® (Tenmucapran) Tabaerkn §0 mr

Market / PoiHok : Russia / Poccus

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

Cepusn Ne 1 BZ600553 Paszmep cepuu * 400000 Ta6

Analytical RepO“rt No./ . 2002FP26000384 Date of Analysis / . 26-02-2026
AHajuTHYeCKUil oTyeT No Jara ananusa

Date of Manufacture / . 05-02-2026 Date of Expiry / . 31-01-2029

JaTa npouszBoacTea Tonen no

Mfg. License No. /

IIpousBoacTBeHHasn : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND No / Auaaus nposeaen no HJ{ Ne: JITE-No(005432)-(PI'-RU)-130524

Page3 of 5/Crp.3u3 5

Result / Pe3yabtaTni

Specification / Hopma

1;_00 Test / [lokazaTenan

8 | Uniformity of dosage units
/
OaHopogHocTh

AO3MPOBAHHBIX eAHHHL]

34/34

15.0/

Acceptance value (AV) should be not more than

IMokazarens npuemneMoct (AV) gomxkeH ObITh
He Gostee 15,0.

9 | Microbiological purity* / Mukpo6uonorundeckan yucrora*

Cuunl/ OCuwee yneiu
a3pO6HBIX MUKPO-
OpraHUu3MOB

YUCIIO JPOAOKEBBIX U
MiecHeBbIX rpubos

¢) Escherichia Coli

a) Total Aerobic Microbial

b) Total Combined Yeast
and mould count / O6iiee

Not Applicable

Not Applicable

Not Applicable

Not more than 10° CFU/g /
He Gunee 10° KOE/

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

Absent in 1 gram /
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTByeT TpeboBanHusm HJI

Conclusion : APPROVED /
3axmwodenue: OJJOBPEHO

Prepared by /
IMoarorosnieHo:

D. Latha - Quality
control- Team Member

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

%-

Checked by (AQA) / INposepero
(AOK):

Tajoddin Baba Shaik - Quality
Assurance- Team Member

@n

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecneueHue
kauecTea/ OTBETCTBEHHOE JIMLIO!
S. Haneef- Quality Agsurance-
Team Member IE

L=

Date /}laTa'q_q 0L A0

Date «’ﬂa’ra:&,ﬁ(-@&,&@é

Date /[lata: 2909 2,24

Date /Jara: 2:{ P




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Market / Poinox : Russia / Poccns

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

Cepun Ne ~ B2600535 Pasmep cepun * 400000 tab

Analytical Repourt No./ . 2002FP26000384 Date of Analysis / . 26-02-2026
AHaauTHYecKHi oTdeT Ne Jara ananusa -

Date of Manufacture / . 05-02-2026 Date of Expiry / . 31-01-2029

JlaTa npou3BoACTBA B T'oxen no

Mfg. License No. /

IIpousBoacTBeHHAst : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
JuneH3ust Ne

Analysis performed according ND No / Ananu3s nposeaen no HJL Ne: JIIT-Ne(005432)-(PI'-RU)-130524

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

[ITo 10 Tabnerox B Onucrepe U3
(TIBX/AUTIA) doneru / amoMuHUEBOR

¢donbru. Ilo 3 OGnucrepa BMecTe ¢
UHCTPYKLUHMEH MO MPUMEHEHHIO B MaykKy
KapTOHHYIO.

Page4 of 5/ Crp.4u3 5
1;.2 Test / ITokazaTensn Result / PesyabTaTsl Specification / Hopma
10 | Packaging / YnaxkoBka 10 tablets in a (PVC/AI/PA) foil / aluminum |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. /

Ilo 7 Tabnerok B Gnucrepe uz (I[IBX/AI/TIA)
doneru / amomuHueroii donbru. Mo 2 wunu 4
6aucTepa BMECTE ¢ MHCTPYKLUHEH MO NPUMEHEHHIO
B MAYKYy KApPTOHHYIO.

ITo 10 tabnerok B Guucrepe uz (IIBX/AUTIA)
doneru / amomunnesoil doasru. Tlo 3 6nucrepa
BMECTE C MHCTPYKLUMEH [0 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.
* [IporoaMTCS NPOU3BOLUTENEM MPH BhIMYCKE NEPUOAUYECKHU (C MHTEPBAJIOM B OAHO McnbiTaHue Ha 20 cepuil UiIM He MeHee

1 paza B roa.)

ITokazaresib MOXET ObITh HE BKJIIOHEH B cepTUdHKaT aHann3a QUpMBL.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cooreeTcTByeT TpeboBanmsam HJJ

Conclusion : APPROVED /
Jakawuenue: OJJOBPEHO

Prepared by /
IMoaroTorneuHo:

D. Latha - Quality
control- Team Member

=

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

%

(AOK):

Checked by (AQA) / IpoeepeHo

Tajoddin Baba Shaik - Quality
Assurance- Team Member

il

Approved by: Quality
Assurance/Authorized person/
OnobpeHo: ObecneueHre
kauecTea/OTBETCTBEHHOE NNLO:

S. Haneef- Quality z(. ssurance-

Team Member

Date /[ara: 25034 s34,

Date /daradT00- 0.6

Date /[lata: 2 Fpp 224

Date /[lara: g)\:ﬁl =L ‘l‘@%
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Dr.Reddy’s Qe

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
MpoaykT: Teacapran® (Tenmucapran) Ta6aerku 80 mr

Market / Poinok

: Russia / Poccusa

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

Cepusi Ne & BA600S5 Pazmep cepun * 400000 Tab

Analytical Repo“rt No./ . 2002FP26000384 Date of Analysis / . 26-02-2026
AHanuTHYECKHI oTueT Ne Jlara ananusa

Date of Manufacture / . 05-02-2026 Date of Expiry / . 31-01-2029

Jara npoussBoacTBa T'ogeH ao

Mfg. License No. /

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

Analysis performed according ND No / Avaau3s nposeaen no HJI Ne: JIT-Ne(005432)-(PI'-RU)-130524

PageS of 5/Ctp.5u35

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

API manufacturer batch number /

A
Howmep cepun npoussoautenss A®C: ABSHR05642, ABSHOD5643

FP Manufacturer API Batch number /

Homep cepun cyoctanuuu npoussoautessi [JID: st

Dr. Reddy’s Laboratories Ltd., India /
J-p Pepan’c Jlaboparopuc JIta., Unaus

API Manufactured by & country /
Ipoussoaurtenr APC, cTpana:

Formulations Tech Ops - I, 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) /
[MpousBoacreeHHoe noapazaeneHue-Il, Yuactiu
Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, Bauynannu
Bunnanxk, bauynannu Mannan, Meauan
Mankamkrupu ductpukt — 500 090, wrat
Tenaurana, Muaus (JTuuenzus Ne
63/RR/AP/96/F/R)

Name, address, authorization No for FP manufacturing site /
Control site / Release site /

HaumeHnoBaHue, aapec, nuuen3un ais [lpoussoacTeennas
naowmanka / [lmomaaka kouTpoas kavecrsa / [liowaaxa Boinycka

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». /

3akJ04eHHe 0 cOOTBeTCTBHH: «HacTosAUMM 5 MOATBEPK A0, YUTO NPUBEACHHAs Bbile HHGOPMALIUS ABIAETCA JOCTOBEPHOM
1 TOYHOM. DTa cepust MPOAYKLMH NPoHU3BeaeHa (BKIIHOUas yrakoBKy (MapKHPOBKY) M KOHTPOJIb Ka4ecTBa) Ha BbILIEyKa3aHHON
MPOM3BOACTBEHHOM muowanke (ruiollankax) B [MOJHOM COOTBETCTBHM ¢ TpebGoBaHMsAMM [IpaBun HapsexaueH
Npou3BOACTBEHHOMN npakTukH EBpasuiickoro sxoHomudeckoro corosza (NeGMP/EAEU/RU/02346-2025 ot 25 centadps 2025)
¥ TpeOOBAHWAMM KOHTPOJISI KA4yecTBA JIEKApCTBEHHBIX CPEICTB, a Taikke B COOTBETCTBMM CO cneuuduKkauuamMu,
COAEPXKALIMMHCA B PETUCTPALIMOHHOM JOChE CTPAHbI-UMIIOPTEPA. 3aMMCH 10 MPOU3BOJCTBY, YIIAKOBKE W AHATH3Y MPOBEPEHBI,
U YCTaHOBJIEHO WX cooTBeTcTBue Tpebosanuam [IpaBuy Haanexaluedl NPOM3BONCTBEHHOW npakTuku Espasuiickoro
IKOHOMHYECKOTO COrO3a».

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusim HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality
control- Team Member

g

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

Q-

Checked by (AQA) / IlposepeHo
(AOK):

Tajoddin Baba Shaik - Quality
Assurance- Team Member

i

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieweHne
kauecTBa/OTBETCTBEHHOE JTULO!
S. Haneef- Quality Assurance-

Team Member N v

Date /ﬂa% 301 0n)

Date /llata:d 108~ R ¥ A

Date /lata: 27302 _1o2LB

Date /[lata: ;L:}: 0L-ToLh






