Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hpoaykr: Teacapran® (Tesamucapran) Tadaerku 40 mr

Market / PoiHok : Russia / Poccust

oaich Ion : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus No Pasmep cepun

Analytical Report No. / . 2002FP25000016 Date of Analysis / . 08-01-2025
AHanuTnyeckuii oryer No Jara ananuza

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BoacTBa T'ogen po

Mfg. License No. /

IIponseoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT'-RU)
JHneH3na Ne

Analysis performed according ND No / Ananns nposexen mo HJI No: JIII-Ne(005432)-(PT-RU)-130524
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“T” and “L” debossed on both sides from
break line on one side and “40” debossed on
the other side. / TaGnerka karncyJOBHIHON
¢dbopMEI, IBOSKOBBINYKJasi, Geloro IBera,
Ha OJIHOM CTOPOHE Pa3lieNIUTE/IbHAS PUCKA U
TrcHeHue «T» 1 «L» Mo Pa3HbIe CTOPOHEI
OT Hee, Ha APYr'oH cTOpoHe TUCHEHHE «40y.

l;:) Test / Iloka3aTens Result / Pe3ynbTaThl Specification / Hopma
1 | Appearance / Onucanue White, capsule shaped, biconvex tablet with [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. / Tabmerka KanCynoBHIHOMN
¢$OpMEL, JBOAKOBEITYKNIasA, OENOro MM HOYTU
6eJsioro LBera, Ha OTHOH CTOPOHE pPazoe/TUTeNbHAL
pricka u TucHeHue «T» 1 «Ly» o pasHele CTOPOHBI
OT Hee, Ha APYroU CTopoHe TUCHEHHE «40%.

The retention time of the main peak in the
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2 | Identification / The retention time of the main peak in the
NnenTuduxanus chromatogram of the test solution [chromatogram of test solution should correspond
correspond to that in the chromatogram of [to that in the chromatogram of telmisartan
telmisartan reference standard solution./ |reference standard solution (Assay section)./
BpeMs ynmep:kuBaHHs OCHOBHOIrO nuka Ha |Bpems ymepkuBaHMS OCHOBHOrO ITHKa Ha
XpOMaTorpaMMe HMCOBITYEMOTO PacTBOPa |XPOMATOrpaMMe HCIBITYEMOrO PacTBOPA JOJDKHO
COOTBETCTBYeT BpEMEHH YACPKMBAaHHUS |COOTBETCTBOBATE BPEMEHH YACPKUBAHUA
OCHOBHOIO IIMKa Ha XpOMaTOrpamMMe |OCHOBHOrO MNHKa Ha XpOMaTorpaMMe pacTBopa
pacTBOpa CTaHAAPTHOTO obpasua |crangaptHoro ofpasna TenMHcapTaHa (paszen
TEJIMHCApTaHa. «KonuyecTBeHHOE OnpeaeneHue).
3 | Assay/ KonnuyecTBenHoe 39.8 mg/ 39,8 mr 38.0 mg to 42.0 mg of Cs3H30N4O: (telmisartan)
onpeaeaeHue (99.4% / 99,4%) (95 to 105 % of label claim) per tablet. / Ot
38,0 mr go 42,0 mr Cs3H3oN4O; (Tenmucapran) (ot
95 mo 105 % OT HOMUHANIEHOTO COHEpPKaHUs) B
TablerKe.
4 | Water / Boga 1.8%/1,8% Not more than 6.0 %. /
He Gonee 6,0 %
5 | Disintegration / 08 min 55 sec/ Not more than 15 min /
PacnagaeMocTh 08 MuH 55 cex He 6onee 15 mun
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuyanne: Ilpoaykt coorBercTByeT TpeboBaHmaM H]| 3axmouenne: OJIOGPEHO
Prepared by / IlogroTorneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

Ono6peHo: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance-
Team Member  #7

cl)

Print Date /JTara: 09-01-2025

Print Date /Jara:09-01-2025

Print Date /ara: 09-01-2025
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
| Hpoaykr: Teacapran® (Tenmucapran) Taénerxu 40 mr

Market / PoiHox : Russia / Poccus

BRtchion/ : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000016 Date of Analysis / . 08-01-2025
AHaJuTHYecKHi oT4eT No JaTa anayuuza

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JaTta nponssoacTea Toxen xo

Mfg. License No. /

IIpoussoxcTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JHIeH3Hsa No

Analysis performed according ND No / Ananu3s nposeges o HJI Ne: JIII-Ne(005432)-(PT-RU)-130524

Page2 of 5/Ctp.2 135

No

N Test / IToxazaTensn Result / Pe3yasTaThl ~ Specification / Hopma
6 | Dissolution / 101%, 100%, 100%, 100%, 100%, 101% |Not less than 75 % (Q) of Cs3H30N4O>
PacTrBOopenue (telmisartan) in 30 min. /
He menee 75 % (Q) Cs3H3oN4O; (TenMucaptan)
yepe3 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Hinke|Impurity A — not more than 0.2 %/

PoacTeeHHbIe npumMecn

npeacjia  KOJMHUYECTBEHHOTO  OIPCACIICHUS
(TIKO = 0,003%)

Less than LOQ (LOQ = 0.005%) / Himxe
npenena KOJHYECTBEHHOTO OMNPENECIICHUS
(IIKO = 0,005%)

Not detected / He oOHapyxeHa

Less than Limit of Detection (LOD =
0.0019%) / Humxe npemena oOHapyXeHHA
(ITO = 0,0019%)

Not detected / ue oGuapyxena

Not detected / He 0GHapyxeHa

Less than Limit of Detection (LOD =
0.017%) / Hwxe npepena obHapyxenus (I1O
=0,017%)

Not detected / He oGHapyxeHa

npuMeck A — He 6onee 0,2 %

Impurity B — not more than 0.2 % /
npumMeck B — He Gonee 0,2 %

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

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

Dimer acid impurity — not more than 0.2 % /
MPUMECH TUMEPHOI KUCIOTH — He Oonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NPUMECH XJIOpO aHajora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 %/
eqUHHYHAA HeUISeHTUGUIMPOBAHHAS IIPHUMECE —
He bouee U,2 %%

Total impurities — not more than 1.5 % / cymma
mpuMecei — ne Gonee 1,5 %.

Remarks : The Product conforms to ND /
TIpumeuanue: IIponykr cooTBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED/
3axmouenne: OJJOBPEHO

Prepared by / IToarotosneHo:

Ch. Prasad- Quality control- Team

Member

(

Checked by / ITpoepeHo:
D. Latha - Quality control- Team

Member \ z :

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens
Ajay Kumar - Quality Assurance-

Team Member n
ezl

Print Date /Hata: 09-01-2025

Print Date /Marta:09-01-2025
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3IA

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxt: Tencapran® (Tenmucapran) Tabaerin 40 mr

Market / PoiHOK : Russia / Poccus

e : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepuns Ne Pa3mep cepun

Analytical Repovrt No./ . 2002FP25000016 Date of Analysis / . 08-01-2025
Anajgutrndecknii oTdeT Ne JlaTa aHanu3a

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. /

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

Analysis performed according ND No / Anaan3s npoeenen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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/
OgHopoaHOCTH
J03MPOBAHHBIX eTHHHUI

1‘:.? Test / IlokasaTean Result / PesynbTaTsl Specification / Hopma
8 | Uniformity of dosage units 21/2,1 Acceptance value (AV) should be not more than

15.0./
TTokazarens npuemneMocTH (AV) nomxkeH OHITE
He Goiee 15,0.

Microbiological purity* / MukpoGuoJiornyeckasi Y4ucToTa*

4) Tulal Aerobic Mictubial
Count / O61ee yucno
a3pOOHBIX MUKPO-
OpraHH3MOB

b) Total Combined Yeast
and mould count / O61uee
YHCIIO APONOKEBEEX
IJIECHEBBIX TPHOOB

¢) Escherichia Coli

Noul Applicable

Not Applicable

Not Applicable

Nol mwore (han 107 CFU/y /
He Gonee 10° KOE/r

Not more than 102 CFU/g /
He 6onee 10? KOE/r

Absent in 1 gram /
OrcyrcrBue B 1 1

Remarks : The Product conforms to ND /

IIpumeuanne: IIpoaykT cooTBeTCTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by / ITonroropneHo:
Ch. Prasad- Quality control- Team

Member (?

Checked by / ITpoeepeHo:
D. Latha - Quality control- Team

Member L? :
f—

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance-
Team Member /)

e

Print Date /Hara: 09-01-2025

Print Date /IlaTa:09-01-2025

Print Date /Tata: 09-01-2025




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Teacapran® (Teamucapran) TabaeTkn 40 mr

Market / Peinok : Russia / Poccnst

patcti Ko, : B2404181 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus Ne Paimep cepun

Analytical Repovrt No./ . 2002FP25000016 Date of Analysis / . 08-01-2025
AHaJuTHYeCKH# oTyeT No JlaTa aHanau3za

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JlaTa npousBoACTBA Toxen no

Mfg. License No. /

IIponseoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-N2(005432)-(PT-RU)
JuueH3uss Ne

Analysis performed according ND No / Anaun3s nposeaen no HJI Ne: JITI-Ne(005432)-(PT-RU)-130524
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I;.? Test / Iloxasarens Result / PesyasTaTs! ) Specification / Hopma
10 | Package appearance / 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/AI/PA) foil / aluminum foil

Onucanue ynakoBxKu

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

IIo 10 Tabmerok B OmucTepe U3
(IIBX/AVITIA) donern / aXOMUHHMEBOM
doneru. Ilo 3 Ommcrepa BMeECTE C
HHCTpYKIHell MO NpUMEHEHHIO B IadKy
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 Tabnerok B 6Gnucrepe u3 (IIBX/AIIIA)
donsru / amomunueroit Qonsru. Ilo 2 umu 4
6nmcTepa BMECTE ¢ HHCTPYKLHEH 10 IPHMEHEHHIO
B IAUKy KapTOHHYIO.

Ilo 10 tabnerox B Gmucrepe u3 (IIBX/AVIIA)
doneru / amomunueroil donsru. Ilo 3 6muctepa
BMECTE C HHCTPYKIHel 10 MPUMEHEHHIO B MaYKy

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.
* TIpOBOUTCA IIPOH3BOIUTENEM TIPH BHITYCKE TIGPUOMMYECKH (C HHTEPBATIOM B OHO HCTIbITaHMe Ha 20 cepuit wiw He MeHee 1 pasa B rof.)
Tlokasatens MoskeT ObITh HE BKIIOUYEH B cepTUdHKaT ananu3a GUpMEL

Remarks : The Product conforms to ND /
Ilpumeuanne: IponykT coorercTByeT TpeGoranmsM HJT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / IloarotoBneHo:

Ch. Prasad- Quality control- Team

Member

i

Checked by / IIpoBepeHo:
D. Latha - Quality control- Team

Member b g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTeNb
Ajay Kumar - Quality Assurance-

Team Member A
C

Print Date /Hara: 09-01-2025

Print Date /JTata:09-01-2025

Print Date /[lata: 09-01-2025




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

’Eoduct : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Teacapran® (Tenmucapran) Ta6aeriu 40 mr

Market / Poinox : Russia / Poccus

BatciiNoa/ : B2404181 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP25000016 Date of Analysis / . 08-01-2025
Ananurnyeckuii oryer Ne JIaTa aHaaH3a

Date of Manufacture / . 04-12-2024 Date of Expiry / . 30-11-2027

JlaTta npon3BoacTBa T'ogen no

Mfg. License No. /

IIpousBoacTBeHHast : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
JauneH3nsa No

Analysis performed according ND No / Ananus npoesen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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Telmisartan / Tenmucapran

ABRH009318, ABRH007539

API name (INN) / Haumenopaune AOC (MHH):
API manufacturer batch number /
Homep cepun npousBoautesn APC:
FP Manufacturer API Batch number /
Homep cepnn cy6craHuun npoussoantensa [JI®:

FBRA00619, FBRA00499

Dr. Reddy’s Laboratories Ltd., India /

API Manufactured by & country /
I-p Penau’c JIaGopatopuc Jita., Uaous

Hpoussogntenr A®C, crpana:

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) /
ITpomseoacreenHoe noapasaencHue-II, Yyactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Buninamxk, bauynannu Manpan, Mengan
Manxamxrupu Juctpukt — 500 090, mrat
Tenaurana, Uuaus (Jluuensus Ne
63/RR/AP/96/F/R)

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

HanmeHoBanne, agpec, tunensus aus lpoussoacreeHnas
nromanka / Iltomagka koHTposa kavecTsa / Ilnowaaka 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».

3axuioueHHe 0 cooTBeTeTBNN: «HacTosmmum s moaTBepKAaro, YTO NPUBEICHHAS BEIIE HHGOPMALIUA ABISETCS JOCTOBEPHOM
Y TOYHOH. OTa cepys NPOAYKLUU MPOU3BEIeHa (BKII0Yas YIaKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4eCTBa) HA BBIILECYKAa3aHHOH
NpPOU3BOACTBEHHOH IUIomanke (IUIOMaAkax) B TOJHOM COOTBETCTBHM ¢ TpebopaHusamu IIpaBun Hapnexame
MPOU3BO/ICTBEHHOI Mpakrukk EBpasuiickoro sxoHomuueckoro cowsa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
U TpeOOBaHHAMHM KOHTPOJS Ka4decTBa JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHH CO CHELMHKALILIMH,
coIeprKallMMHCS B PErUCTPALIIOHHOM JOCHE CTPAaHBI-MMIIOPTEpa. 3aIKCH 10 IPOU3BOACTRY, YIIAKOBKE U aHAJIU3y IIPOBEPEHEI,
H YCTaHOBIIEHO HX COOTBETCTBHE TpeGomaHusaM IlpaBun Hajanexamed NPOW3BOACTBEHHOH mnpakTuku EBpasumiickoro
9SKOHOMHYECKOIO COI03a».

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
Approved by: Manager/Executive /
OnoGpeno: Menemxep / Pykopoaurens
Ajay Kumar - Quality Assurance-
Team Member ~

Remarks : The Product conforms to ND /

IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHmsM HJL

Prepared by / [Togroroeneno: Checked by / IIpoeepeHo:

Ch. Prasad- Quality control- Team D. Latha - Quality control- Team

Member CCQ; Member L&F,

Print Date /[arta: 09-01-2025 Print Date /Mata:09-01-2025 Print Date /JlaTa: 09-01-2025




