Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
MpoaykT: Teacapran® (Tenmucapran) Taénerku 40 mr

Market / Poinox

: Russia / Poccus

Batch No. /
Cepusn Ne

: B2600502

Pazmep cepun

Batch Quantity /

_ 600000 tab /
" 600000 Tab

Analytical Report No. /
AHaquTHYEeCKHi oTueT Neo

: 2002FP26000359

JlaTa ananun3a

Date of Analysis /

1 26-02-2026

Date of Manufacture /
JaTta npou3BoacTBa

: 30-01-2026

Date of Expiry /
lopen no

: 31-12-2028

Mfg. License No. /
IlpousBoacTBeHHAas
JuueH3us Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Anaau3s nposeaen no HJI Ne: JIIT-Ne(005432)-(PT'-RU)-130524

Pagel1of 5/Crp.1mu3S

No

No Test / ITokazaTenn

Result / PesyabraThl

Specification / Hopma

1 | Appearance / Onucanne

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 kancy0BUAHOM
¢dopMbl, OBOAKOBBIMYyKIAs, Oenoro UBETa,
Ha OJTHOIT CTOpOIIE pa3feNnHTeNbIIas pHCKa i
THCHEHHE «T» ¥ «L» Mo pazHble CTOPOHBI
OT Hee, Ha ApYrod cTopoHe THCHEHHUE «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. / Tabnerka KancyJOBHUIHOM
dopmbl, ABOSKOBBIMYK/As, O€nOro MM MOYTH
6enoro uBeTa, Ha OQHON CTOPOHE pazleNuTeENbHA
pucka 1 TucHeHue « T» u «L» 1o pa3Hbie CTOPOHBI
OT Hee, Ha APYroi CTOpoHe THCHEHHE «40».

2 | Identification /
Upentnduxauus

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 OCHOBHOrO IMHKa Ha
XpOMATOrpamMe HCILITYEMOrO 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 ymep>MBaHMUS OCHOBHOTO IMKa Ha
XpOMaTOrpaMMe KCTIBITYEMOTrO PacTBOpa AOJHKHO

COOTBETCTBYET BpPEMEHM YAEPKHBAHUS |COOTBETCTBOBATh BpEMEHH yaepKUBaHKS
OCHOBHOTO [MHKa HA XpPOMATOrpaMME |OCHOBHOTO MHKA Ha XpoMaTorpamme pacTBOpa
pacTBOpa CTaHJAPTHOrO obpasua |craHpaprHoro ofpasua TenmucapraHa (pasgen
TEJIMUCAPTAHA. «KonuuectseHHOE OnpeaeneH1e»).
3 | Assay/ KoainuyecTBeHHoe 39.4 mg /39,4 mr 38.0 mg to 42.0 mg of Ci3zH3oN4O> (telmisartan)
onpeaejieHue (98.4% / 98,4%) (95 to 105 % of label claim) per tablet. / Ot

38,0 mr 10 42,0 mr C33H30N4O; (Tenmucapran) (oT
95 mo 105 % OT HOMHMHAJIBLHOrO COAEPMHAHUA) B
TabneTke.

4 | Water / Boga

1.5%/1,5%

Not more than 6.0 %. /

He 6onee 6,0 %

5 | Disintegration /
Pacnapgaemocts

09 min 40 sec/
09 muH 40 cex

Not more than 15 min/
He 6onee 15 muu

Remarks : The Product confirms to ND/
ITpumeuanue: Npoaykr coorsercTByet TpedoBanuam HJJ

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by / [ToarotorneHo:
D. Latha - Quality control-

Team Member

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

Q-

Checked by (AQA) /
[Tpoeepeno (AOK):
Tajoddin Baba Shaik -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenne
kauecTBa/OTBETCTBEHHOE MULIO!

S. Haneef- Qualjty Assurance- Team
|[[Member »

Date /llata: 0 5 o) ) oV [

Date /I[a'ra;\)j—D \ -,QDQé

Date /[lata; 29-02-2026

Date /Jlara: a_i}‘ ~Q R( 7/0%




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
MpoaykT: Tencapran® (Teamucapran) Taéaern 40 mr
Market / PoiHok : Russia / Poccus
Batch No. / B Batch Quantity / . 600000 tab/
Cepusn Ne & B2d00302 Pasmep cepun * 600000 Tab
Analytical Repovrt No./ . 2002FP26000359 Date of Analysis / . 26-02-2026
AHaJHTHYECKHI oTUeT No JlaTa aHa/au3a
Date of Manufacture / . 30-01-2026 Date of Expiry / . 31-12-2028
JlaTa npousBoacTBa IoneH no
Mfg. License No. /
IMpousBoacTBeHHas 1 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
anueH3us Ne

Analysis performed according ND No / Anasu3 nposeaen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page 2 of 5/ Ctp.2 u3 5

1;.:) Test / Iloka3aTenns Result / PesyabTaTsl Specification / Hopma
6 | Dissolution / 102%, 103%, 105%, 104%, 102%, 103% |Not less than 75 % (Q) of C33H30N4O2

PacTBopenne

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

7 |Related Substances /
Poacreennnie npumecu

Less than LOQ (LOQ = 0.003%) / Huxe
npefesia  KOAMYECTBEHHOTO  ONpPENEseHuUs

(TTKO = 0,003%)
Not detected / He oOHapyskeHa

Not detected / ne oOHapyxeHa

Below Limit of detection (LOD = 0.0019%)
/ Hixe npenena oGuapysxkenus (ITO = 0,0019
%)

Less than LOQ (LOQ = 0.008%) / Huxe
npeaesa KOJNMYECTBEHHOrO  OMNpeaesieHuUs
(TTKO = 0,008%)
Less than LOQ (LOQ = 0.005%) / Hwxe
npenenia  KOSJWYECTBEHHOrO  OlpeAesieHus
(TIKO = 0,005%)

Not detected / e oGHapyxeHa

Not detected / e oGHapyskeHa

Impurity A — not more than 0.2 % /
npumech A — e Gonee 0,2 %

Impurity B — not more than 0.2 % /
npumecs B — e 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 — e 6onee 0,2 %

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

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

Any unspecified impurity — not more than 0.2 % /
€IMHUYHAS HEMAECHTU(DHUUMPOBAHHAS NPUMECE —
He 6onee 0,2 %

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

Remarks : The Product confirms to ND/
Ipumevanune: Ilpoaykrt coorBercTByeT TpeGoBaHuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / [ToarotosneHo:
D. Latha - Quality control-

Team Member

Checked by / Iposepeno: ||Checked by (AQA
A. Susmitha - Quality
control- Team Member

(e

Member

i

[Mposepeno (AOK):
Tajoddin Baba Shaik -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLO:

S. Haneef- Quality; Assurance- Team
’ Member p\

)/

Date /ara:

Ny —-=2r-D294]

Date /[lara: Q.- D&-M

Date /[lata: D3—cn—202%L

Date /[lara: &:‘— o) 9\~9\09\6




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Tescapran® (Teamucapran) Tadaerku 40 mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne + B2600502 Pazmep cepuu * 600000 Tab

Analytical Repourt No./ . 2002FP26000359 Date of Analysis / . 26-02-2026
AHATUTUYECKHUH oTueT N JlaTta anaan3a

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

JlaTa npou3BoAcTBa I'onen no

Mfg. License No. /

IIpousBoacTBenHasn ¢ 63/RR/AP/96/F/R MA number: / Homep PY @ JII-Ne(005432)-(PI'-RU)
JHLeH3HsA Ne

Analysis performed according ND No / Anann3 nposeges no H Ne: JITT-Ne(005432)-(PI'-RU)-130524

Page3 of 5/Crp.3 u3 5
i.ao Test / [Nokazarenan Result / PesyabTarTsi Specification / Hopma
8 | Uniformity of dosage units 1.0/ 1,0 Acceptance value (AV) should be not more than
/ 15.0./
OaHopoaAHOCTL [TokazaTens npuemaemoctu (AV) nomkeH ObITh

AO3HMPOBAHHBIX €IWHHL

He Gonee 15,0.

9 | Microbiological purity* / Mukpo4uo/jiornyeckas yuerora®

a) Total Aerobic Microbial
Count / Obee uncio
a3poOHBIX MUKPO-
OpraHu3MoB

b) Total Combined Yeast
and mould count / O6uee
HHCIIO APOXKIEBBIX U
MIeCHEBBIX MPHOOB

¢} 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 1

Remarks : The Product confirms to ND/
Tpumeyanmne: [Ipoaykrt cootBercryer Tpeboranusm HJI

|

Conclusion : APPROVED /
3axitouenne: OJJOBPEHO

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

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

L

Checked by (AQA) /
[Tposepeno (AOK):
Tajoddin Baba Shaik -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: ObecneueHue
xadecTBa/OTBETCTBEHHOE JIMLIO:

Member

—

Team Member

S. Haneef- Qualig Assurance- Team

Date /[Jata: QL 220V,

Date /Ham:&.}aﬂb_-—&ﬁ:lé

Date /Jara: 9.’4—122)"'07/@

Date /lata: &} -0 0 2b




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoayxt: Tencaprau® (Teamucapran) TadaeTku 40 mr

Market / PoiHoK : Russia / Poccust
Batch No. / . Batch Quantity / . 600000 tab /
Cepus No § EagnanT Pasmep cepuu * 600000 Tab

Analytical Report No. /
AHanuTHYeCKHid oTueT No

: 2002FP26000359

JlaTa ananusa

Date of Analysis /

: 26-02-2026

Date of Manufacture /
JaTa npou3BoacTBa

: 30-01-2026

Date of Expiry/
I'ogen go

¢ 31-12-2028

Mfg. License No. /
IlpoussoncTeeHnasn
JuueHsust Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Anaan3 nposegen no HJ{ Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page4 of 5/Crp.4m3 5
1;: Test / [lokasaTenab Result / PesyabTaTbl Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

OnucaHue yNaKOBKH

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

I[To 10 -Tabnetrok B Onucrepe U3
(IIBX/AVTIA) donsrn / amoMHHHEBOH
¢onbru. Ilo 3 OGunucrepa BmecTe ¢
HHCTPYKUMEH MO MNPUMEHEHHIO B [AUYKy
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 tabnerox B Gnucrepe u3z ([IBX/AITIA)
donbru / amomunueroit donsru. Ilo 2 unu 4
6IMCTEPA BMECTE C MHCTPYKLMEH 10 MPUMEHEHUIO
B MMayKy KapTOHHYIO.

[To 10 tabnerok B Guucrepe u3 ([IBX/AVITA)
donwru / amomunuesoii donsru. ITo 3 6aucrepa
BMECTE C UHCTPYKLIMEN 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.
* [IpoBOAMTCS MPOU3BOAUTENEM NPH BBITYCKE MEPHOAUHECKH (C MHTEPBAIOM B OAHO UctbiTaHue Ha 20 cepuit unu He MeHee | pasa B rof.)
[Toka3zarens MOXET ObITh HE BIJTIOUEH B CEPTH(HKAT aHanu3a GuUpMbI.

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

Telmisartan / TenmucaptaH

API manufacturer batch number /
Homep cepun npoussoautenn A®C:

ABSHO005573, ABSH003185

FP Manufacturer API Batch number /
Homep cepun cybetanuuu npoussoaurens [JI®:

FBSA00377, FBSA00228

API Manufactured by & country /
Iponssoaurtenb ADPC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
[-p Pennu’c Jlaboparopuc JIta., UHaus

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpoaykTt coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
Jaknwyenue: OJJOBPEHO

Prepared by / [ToarotoBnexo:
D. Latha - Quality control-

Team Member

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

Q.

Checked by (AQA) /
ITpoeepeno (AOK):
Tajoddin Baba Shaik -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
xadecTBa/OTBETCTBEHHOE JIHLO!

S. Haneef- Qualjty Assurance- Team
Member 91\)_7

Date /[lata: 9 - 2 —1-23(

Date /[lata: 9Y « 19 - D024

Date //lata: Q_f-)—aj_no')/g

Date /[Tata: &:), 00 L(J




Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJM3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoaykt: Teacapran® (Teamucapran) Tabaerku 40 mr

Market / Poinok : Russia / Poccus

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

Cepust Ne # B2600302 Pa3mep cepun * 600000 Tab

Analytical Repo“rt No./ . 2002FP26000359 Date of Analysis / . 26-02-2026
AHanuTHYeCKH oTueT No JlaTa anaausa

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

JlaTa npou3BoacTBa logen g0

Mfg. License No. /

IMpousBoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JHUEH3NsA Ne

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

Page5of 5/Crp.5u3 5

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) /
[TponzeoacreenHoe noapasaenenue-1l, Yuacrku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanau
Bunnamk, bauynannu Mannan, Menuan
Mankamxrupu ductpukr — 500 090, wrat
Tenanrana, Uuaus (JInueHzus Ne
63/RR/AP/96/F/R)

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

HaumenoBaHue, anpec, anuen3us ans [poussoacreennas
naomwanka / [lnomaaka koHTpoas kauecrsa / [liomwanka Bbinycka

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». /

3akaloueHune o coorseTcTBUH: «HacTosmum 1 noaTBepk a0, YTO NpUBEAeHHAs Bbille HHDOPMaLMS ABISETCS JOCTOBEPHOMH
1 TOUHOH. DTa cepus MPOLYKLIMH MPor3BeaeHa (BKIIFOYas YITaKOBKY (MAPKUPOBKY) M KOHTPOJIb KAYECTBA) Ha BhILIEyKa3aHHON
MPOU3BOACTBEHHOM muowanke (fUIoW@nkax) B T[OJHOM COOTBETCTBHM ¢ TpeboBanusamu [IpaBun  Haanexarueit
NpOW3BOACTBEHHOMN NMpakTHkK EBpazulickoro sxoHomudeckoro cotoza (NeGMP/EAEU/RU/02346-2025 ot 25 centsabps 2025)
U TpeOOBaHMAMM KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKXKe B COOTBETCTBUM CO Creud(pHUKALUAMH,
COMEPXKALUMMUCS B PErHCTPALMOHHOM 10ChE CTPaHbI-UMIIOPTEPA. 3aMiCH 110 NPOU3BOACTBY, YITAKOBKE W aHAJIM3Y NMPOBEPEHBI,
M YCTaHOBJIEHO HUX COOTBETCTBME TpeOoBaHusm [lIpaBun Haanexamed NPOWIBOACTBEHHOM mnpakTuku EBpasuiickoro

JRUHUMMHECRUL L CUR3SAM.

Remarks : The Product confirms to ND/
Ilpumeuyanue: Ilpoaykr coorBercTByeT TpeGoraHusm HJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

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

Team Member

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

&

Checked by (AQA) /
[Tposepero (AOK):
Tajoddin Baba Shaik -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuerue
kauecTsa/OTBETCTBEHHOE NNLLO:

S. Haneef- Quality Assurance- Team
Member z

Date /Jlara: o) ~ 5 ,¢||Date /Nata27-02 = 20|

Date /[lata: Q2F22p)6

Date /flara: 7} -OR -0l




