Dr.Reddy’s €z¢

@ CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg

IIpoaykr: Teacapran® (Teamucapran) Taénerkn 80 Mr

Market / Poinok : Russia / Poccus

Batch No. / : B2502766 Eatch Opantity/ : 406.000 KG / 406,000 KI"
Cepus Ne Pa3zmep cepuu

Analytical Repovrt No./ . 2002FP25002199 Date of Analysis / . 13-09-2025
AHanurnmieckHii oTyet Ne JarTa ananuza

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

Jara npou3BoacTBa I'ogen go

Mfg. License No. /

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

JInneH3ust Ne

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

Page 1 of 5/ Cxp.1u35

No
No

Test / IToka3zarenan

Result / Pe3yabTaThl

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 “80” debossed on
the other side. / TabneTka xancyIoBHMIHOH
¢opmbl, IBOSAKOBEIIYKJIAA, O€oro IBeTa,
Ha OJHOM CTOPOHE pa3/ieIuTeNbHAs PUCKa U
THcHeHHe «T» U «L» no pazHble CTOPOHBI
OT Hee, Ha APYro# CTOpOHE TUCHEHHE «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. / TabneTka KarcynOBUIHOM
(GOpMEI, ABOAKOBBINYKJAad, O€NIOro WIM TOYTH
Oenoro [BeTa, Ha OOHOM CTOPOHE pa3HeNnuTebHas
pucka ¥ THCHEeHHE «T» U «L» 110 pa3Hble CTOPOHBI
OT Hee, Ha Apyroil cropoHe TUCHEHUE «80».

2 | Identification /
Unentudpukanus

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 ynepxuBaHHA OCHOBHOTO ITHKa Ha
XPOMATOTPaMMe HCIBITYEMOTO pacTBopa
COOTBETCTBYET BpPEMEHH YyIEpPKUBAHUS
OCHOBHOTO IIMKa Ha XpOMaTorpaMme
pacTBOpa CTaHIAPTHOT O obpasua
TEeNMHUCAPTaHa.

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)./
Bpemsa yIepxuBaHUA OCHOBHOTO IHKa Ha
XpOMAaTOTrpaMMe HCITLITYEMOTO PacTBOpa NOJDKHO
COOTBETCTBOBATh BpEMEHH YIAepKUBaHUS
OCHOBHOIO INHKa Ha XpoMaTorpamMe pacTBopa
CTaHmapTHOro obpasua TeaMucapTaHa (pasnen
«KonmyecTBeHHOE OnpeneneHue).

3 | Assay / KosnuecTBeHHOE

onpeaeaeHnue

80.1 mg / 80,1 mMr
(100.1% / 100,1%)

76.0 mg to 84.0 mg of Cs3H3oN4O> (telmisartan)
(95 to 105% of label claim) per tablet. / Ot
76,0 Mr mo 84,0 mr Cs3H30N4O- (Tenmucaptan) (oT
95 mo 105 % 0T HOMHMHAIIEHOTO COAEPKAaHUS) B
TabrneTke.

4 | Water/Bopaa

1.7%/ 1,7%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
Pacnagaemocth

10 minutes 15 seconds/
10 MuH 15 cek

Not more than 15 min /
He Gonee 15 mun

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoayKT cooTBeTCTBYET TpeOGoBaHMAM H]J

Conclusion : APPROVED /
3axmwuenue: OJOBPEHO

Prepared by /
IloprorosneHo:

D. Latha - Quality
control- Team Member

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

&

Checked by (AQA) / IIposepeno
(AOK):

V. Prashanth - Quality
Assurance- Team Member

)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHne
kayecTBa/OTBETCTBEHHOE JIHLIO:

Date /laTa: 17-09-2025

Date /[lata: 17-09-2025

t
Date //lata: 17-09-2025

S. Haneef- Qualify Assurance-
Team Member E\ 2

Date /[lata: 17-09-2025
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Cepus Ne Pazmep cepun
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1;.00 Test / IToxazaTtens Result / PesyabnTaTh! Specification / Hopma
6 | Dissolution / 99%, 99%, 100%, 100%, 100%, 99%  |Not less than 75 % (Q) of C33H30N4O,
PacrBopenue (telmisartan) in 30 min. /

. |He menee 75 % (Q) Cs3H30N4O2 (TemucapTan)
yepe3 30 MuH.

7 |Related Substances /
PoacTBeHHbIe NpHMecH

Less than LOQ (LOQ = 0.003%) / Humxe
npefena  KOJMYECTBEHHOTO — ONPEHENEeHUs
(IIKO = 0,003%)

Not detected / He oGHapyxeHa

Not detected / He o6Ha;;y>KeHa

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.008%) / Hixe
npemena KOTMYECTBEHHOTO ONPEAEHeH s
(ITKO = 0,008%)
Less than LOQ (LOQ = 0.005%) / Hike
npenesa KOJM4eCTBEHHOTO ONMpEAeICHUs]
(TIKO = 0,005%)

Not detected / He 06Hapyx)eHa

Not detected / He 0GHapyxeHa

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

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

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

Impurity TMS1 — not more than 0.2 %/
mpumeck TMS1 — He Sonee 0,2 %

Dimer acid impurity — not more than 0.2 % /
MPUMECH TAUMEPHO! KUCIOTHL — He 6onee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
IpUMech XJI0po aHanora — He 6oinee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eMHIYHas HenAeHTHGHUINPOBaHHAS IPUMECh —
He 6onee 0,2 %

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

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanmam HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToaroToBneHO:
D. Latha - Quality

control- Team Megber

Checked by / TIposepeHo:
N.V. Krishna - Quality

(AOK):

Checked by (AQA) / ITpogepeHo

Approved by: Quality
Assurance/Authorized person /

control- Team Member

£

V. Prashanth - Quality
Assurance- Team Member

)

Opobpeno: ObecnedeHue
kadectsa/OTBETCTBEHHOE JTULIO:
S. Haneef- Quality Assurance-
Team Member Q)’

=

Date /JlaTa: 17-09-2025

Date /Jlata: 17-09-2025

Date /[laTa: 17-09-2025

L
Date /Hara: 17-09-2025
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A0O3UPOBAHHBIX €AMHHUIL]

1}? Test / ITokazaTenn Result / PesyabTaThl Specification / Hopma

8 | Uniformity of dosage units 1.7/1,7 Acceptance value (AV) should be not more than
/ 15.0/
OpaHopoaHoOCTL INoka3zatens mpuemieMocTH (AV) nosmkeH GHITh

He Goiee 15,0.

9 | Microbiological purity* / Mukpo6uonorndeckasi yucrora*

Count / Oblree 9ucIo
a3pOOHBIX MHKpO-
OpTaHU3MOB

YHCIIO APOAIKEBEIX U
TUTECHEBBIX IPHOOB

¢) Escherichia Coli

a) Total Aerobic Microbial

b) Total Combined Yeast
and mould count / O6mee

Not Applicable

Not more than 10* CFU/g /
He 6onee 10° KOE/r

Not Applicable Not more than 10? CFU/g /
He 6onee 10* KOE/r
Not Applicable Absent in 1 gram /

OtrcyrctBHE B I T

Remarks : The Product confirms to ND/
[Mpumeuanne: IIpogykT cooTBeTcTBYeET TpeboBanusM HJI

Conclusion : APPROVED /
3akmodenne: ONOBPEHO

Prepared by /
IToaroToBIEHO:
D. Latha - Quality

control- Team Mezber

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

A

Checked by (AQA) / IIporepetro
(AOK):

V. Prashanth - Quality
Assurance- Team Member

1Y)

Approved by: Quality
Assurance/Authorized person /
OpoGpeno: ObecneueHue
kadecTBa/OTBETCTBEHHOE JIMIIO:
S. Haneef- Quality Assurance-
Team Member )\ _~

Date /JlaTa: 17-09-2025

Date /[ara: 17-09-2025

.
Date //lata: 17-09-2025

Date /ata: 17-09-2025

]
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Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Tencaprau® (Tenmucapran) Tabaerku 80 Mr

Market / Prinox : Russia / Poccus

gatch Ro. / . B2502766 eI QUANIY . 406.000 KG / 406,000 KT
Cepust N2 Pazmep cepun

Analytical Repo:‘t No./ . 2002FP25002199 Date of Analysis / . 13-09-2025
Ananurmdecknii oTyer No JaTta ananunsa

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa npoH3BoacTBa Togen o

Mfg. License No. /

IIpouseoAcTEREeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI"-RU)
JIHLEH3HsT Ne

Analysis performed according ND No / Ananus nposenen no HJI Ne: JITI-Ne(005432)-(PT-RU)-130524
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i.? Test / IloxasaTenn Result / PesyabTaThl Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AVPA) foil / aluminum foil

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

Ilo 10 Tabmetox B Omucrepe u3
(ITBX/AVITA) donern / amoMHHHEBOH
¢onern. Ilo 3 Onmcrepa BMecTe ¢
HHCTPYKIMEH 1O TpUMEHEHMI0 B IayKy

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. /

ITo 7 tabnerox B Onucrepe u3 (IIBX/AVIIA)
¢doneru / amomuHueBoil gomsru. ITo 2 wnm 4
OnucTepa BMECTE ¢ HHCTPYKIHEH [0 TIPpUMEHEHHUIO
B Ha4Ky KapTOHHYIO. N

ITo 10 tab6nerox B Onmucrepe u3 (IIBX/AUTIA)
¢doneru / amroMuHueBoi ¢oasru. Ilo 3 6nuctepa
BMECTE C MHCTpYKLMEH 10 NPUMEHEHHIO B NaykKy

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.
* [IpOBOAWTCS IPOU3BOIUTENEM TIPH BBIMYCKE [IEPUOMIECKH (C HHTEPBaJIOM B OHO HCTIBITaHUE Ha 20 cepHit UM He MeHee

1 pasa B ron.)

[Toka3atenb MOXKET ObITh HE BIJIIOYEH B CepTU(HKAT aHau3a GUPMBIL.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykT cooTBeTCTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
Zaxiarwyenue: OJJOBPEHO

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

4

Prepared by /
[MoarorossneHo:

D. Latha - Quality
control- Team Member

Checked by (AQA) / TIposepeHo
(AOK):

V. Prashanth - Quality
Assurance- Team Member

i/

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnieuenue
kauecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance-
Team Member t;\ =

p—

Date /Ilata: 17-09-2025

Date /[laTa: 17-09-2025

{
Date /Mlata: 17-09-2025

=
Date /[laTa: 17-09-2025
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API name (INN) / Haumenopauue A®C (MHH): Telmisartan / TenMucapTan
API manufacturer batch number / ABSH002999
Howmep cepun npouspogurenss ADC:
FP Manufacturer API Batch number / © FBSA00227

Homep cepun cy6erannun npounssogurtensi IJID:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pexmm’c Jlabopatopuc JIta., Unansa

API Manufactured by & country /
IIponmseoautens ADC, cTpana:

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) /
IIpomssoncreeHHOe noapazaenenue-I1, Ygactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bunnamk, bauynamuiu Manpai, Menuan
Mankamxrupu Juctpukt — 500 090, mtat
Tenanrana, Uunusa (JInnensus Ne
63/RR/AP/96/F/R)

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

HaumenoBanue, aapec, JuueHsus As IIpousBoacTBeHHAs!
niomanka / Ilnomaaka konTposs kadecrsa / ILnomaaka BeIMycKa.

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».

3akiroueHue o cooTBeTcTBUN: «HacTosmum st noATBEpXK a0, YTO IPUBEACHHAS BBIIIC HHGOpPMAIW SABIAETCS JOCTOBEPHOM
M TOYHOI. DTa Cepus NPOLYKIMH IPOU3BEAEHa (BKIIFOYAs YTAKOBKY (MapKHUPOBKY) M KOHTPOINb Ka4eCTBA) HA BhILIEYKa3aHHOM
NpOM3BOACTBEHHON IDIomanke (IUIOMIAAKaX) B IOJHOM COOTBETCTBHMM ¢ TpeOGosaHMamM IlpaBun Hamjiexamei
POM3BOACTBEHHOI npakTuku EBpasuiickoro sxkoHoMmueckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
H TpeGOBaHHSIMM KOHTPOJISI KayecTBA JIEKAPCTBEHHBIX CPENCTB, a TaKXke B COOTBETCTBHH €O CIeHMbHKALMAMH,
COZIEPXKALIMMUCS B PETHCTPALIMOHHOM JI0ChE CTPAHBI-MMIIOpTEpa. 3amkcH [0 POU3BOJICTBY, YIAKOBKE M AHAIIU3Y IIPOBEPEHEL,
M YCT2HOBIEHO HX COOTBETCTBHME TpeOoBaHuAM [IpaBun Hajexanmeld NOpOW3BOACTBEHHOH NpakTukM Espasuiickoro
SKOHOMHYECKOTO COK3a.

Remarks : The Product confirms to ND/
IMpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBaHMAM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToaroTosneHo:

D. Latha - Quality
control- Team Member

Kt

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

&

Checked by (AQA) / ITpoBepeno
(AOK):

V. Prashanth - Quality
Assurance- Team Member

iha/)

Approved by: Quality
Assurance/Authorized person /
Onobpero: Obecrieuenme
kayecTsa/OTBETCTBEHHOG JTULO:
S. Haneef- Quality Assurance-
Team Member A _~

Date /flaTa: 17-09-2025

Date //Tara: 17-09-2025

3
Date /[Tata: 17-09-2025

Date /arta: 17-09-2025




