Dr.Reddy’s

o

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
| Mpoayxr: Teacapran® (Teamucapran) Tadaerkn 80 mr

Market / Peinok

: Russia / Poccus

Batch No. /

Batch Quantity /

: B2503298 : 406.000 KG /406,000 KI'
Cepnsa Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25002621 Date of Analysis / . 27.11-2025
AHaJIMTHYECKNii oTueT Ne Jara anaanza
Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028
JlaTa npousBoacTea Ioxen no

Mfg. License No. /
IlpoussoacTBeHHan
JuueHsns No

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

MA number: / Homep PY

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

Analysis performed according ND No / Anagus nposegen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page 1 of 5/Crp.1u3z 5

No
Ne

Test / lMoxka3zarenn

Result / PesyabTaTsl

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. / TaGaeTka kancynoBHAHOH
¢bopMbl, IBOAKOBBIMYKNAA, OENOro IBETA,
Ha OJHO# CTOPOHE pa3AeNNTENbHAS PUCKA U
TUCHeHUE «T» W «L» Mo pa3Hble CTOPOHBI
OT Hee, Ha ApYroii ctopoHe TrucHeHue «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 kancyJoBMOHOMH
(GOpMBbI, ABOSKOBBIMYKJAs, OENOro WM MOYTH
6enoro LBeTa, Ha O/(HOI CTOPOHE pa3le/uTebHAs
PHCKA W THCHEHHE « | » U «L.» M0 pa3Hble CTOPOHBI
OT Hee, Ha APYrod cTopoHe THCHeHHe «80».

2 | Identification /
HaenTndpuxauus

The retention time of the main peak in the
chromatogram of the test solution

telmisartan reference standard solution./
Bpems ynepKHBaHWS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBOpa

correspond to that in the chromatogram of

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 yaepkuBaHHST OCHOBHOIO TMNWKa Ha
XpOMATOrpaMMe HCIIBITYEMOTO PacTBOpa AOJDKHO

COOTBETCTBYET BPEMEHU  yIOEPKUBAHUA |COOTBETCTEOBATH BpEMEHH yAep>KUBaHHUS
OCHOBHOTO IMHKa HA XPOMATOrpamMe |OCHOBHOrO IMKa Ha XpOMaTorpaMMe pacTBopa
pacTBopa CTaHAapTHOro obpazua |craHmapTHoro ofpa3ua TenmucapraHa (pasgen
TeMUcapTaHa. «KonuyecteHHoe onpeneneHue»).
3 | Assay/ KonnuecTBennoe 79.2 mg/ 79,2 mr 76.0 mg to 84.0 mg of C33H30N4O; (telmisartan)
ompesesieHue (99.0% / 99,0%) (95 to 105 % of label claim) per tablet. / Ot

76,0 mr no 84,0 mr C33HioN4O; (Tenmucapran) (oT
95 no 105 % oT HOMHMHAIILHOrO COIepXKaHus) B
Tabnerke.

4 | Water/ Bona

1.8%/1,8%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
Pacnagaemoctn

09 minutes 41 seconds/
09 mun 41 cex

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product confirms to ND/
INpumeuanue: TpoaykT coorBercrayer Tpeboanuam HJT

Conclusion : APPROVIE/
3axkmouenue: OJOBPEHO

Prepared by /
[ToaroToBneHo:

B. Satyanarayana -
Quality control- Team

Member Q’df/

Checked by / ITposepeno:
D. Latha - Quality control-

Team Member

(AOK):

Checked by (AQA) / ITpoeepeHo

S. Meera Saheb - Quality

Assurance-}'l"@n Member

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance-

Team Member o

Date /Ilata: 2 04 ~LoX]|

Date /Nara: LoAl—12 e

Date /[lara: \ 'KO—(("MK/

E)ate /[ara: %6 /('/1«93-3/
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Npoaykr: Teacaprau® (Teamucapran) Tadaerku 80 mr

Market / Poinox

: Russia / Poccus

Batch No. /
Cepus Ne

: B2503298

Batch Quantity /
Pa3zmep cepun

: 406.000 KG /406,000 KI'

Analytical Report No. /
AHaIMTH4YeCKHIi oTueT No

+ 2002FP25002621

Jdara ananausza

Date of Analysis /

¢ 27-11-2025

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

JlaTa npou3BoJcTBa T'oaen a0

Mfg. License No. /

IIpou3BoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI"-RU)

JIHIEH3Us Ne

Analysis performed according ND No / Anaau3s nposenen no H/I Ne: JIII-Ne(005432)-(PI'-RU)-130524
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1;_00 Test / [lokazaTean Result / PesyasTaTsl Specification / Hopma
6 | Dissolution / 101%, 102%, 101%, 101%, 101%, 101% |Not less than 75 % (Q) of C33H3oN4O:

PacTBOpenne

(telmisartan) in 30 min. /
He menee 75 % (Q) Ci3HioN4O> (TenmucapTran)
uepes 30 muH.

7 |Related Substances /

PoacTBeHHbIE MPUMeCH

Less than LOQ (LOQ = 0.003%) / Huxe
LHpeleild  KUJIHYECTBEHHOI'Y  OLPEULIIEHUA
(ITKO = 0,003%)

Not detected / He oGHapyxeHa

0.01%/0,01%

Less than LOQ (LOQ = 0.006%) / Huxe
npeaena KOAMYEeCTBEHHOrO OnpeaeieH s

(ITKO = 0,006%)

Below LOD (LOD = 0.0025%) / Huxe
npeaena obHapyxenns (I10 = 0,0025%)

Not detected / e o6HapyskeHa

Below LOD (LOD = 0.017%) / Hmxe
npenena obHapyxenus (ITO = 0,017%)

Not detected / He oGHapyxeHa

Impurity A — not more than 0.2 % /
lpumees A — He Quiiee 0,2 %

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

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

Impurity TMS1 — not more than 0.2 %/
npumech TMS1 — He Gonee 0,2 %

Dimer acid impurity — not more than 0.2 %/
NpUMecs JUMEPHOM KucnoThl — He bonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
npHMech XJopo aHanora — He 6osee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eMMHUYHAS HeMISHTUPUUMPOBAHHAS IPUMECE —
o 6ouoe 0,2 %

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: IlpoayxT cooTBeTCcTBYET TpeboBaHuam HJI

3aximoyenne: OJOBPEHO

Prepared by /
INoarorosneHo:

B. Satyanarayana -
Quality control- Team

Member gi% —

Team Member

Checked by / [posepeHo:
D. Latha - Quality control-

L

Checked by (AQA)/ IIpoeepeno
(AOK):
S. Meera Saheb - Quality

Assuran%m Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneveHre
Kauectsa/OTBETCTBEHHOE JTMLIO:
S. Haneef- Quality Assurance-

Team Member e

Date f',[IaTa:EO-—ﬁrz,a?,;

4

Pate /[lara: g, (—20M

Date //lara: \ 20~ -lo U

[Date /flara: 370 /\I(&O?,S/
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Market / Peinok

: Russia / Poccus

patch No. 7 . B2503298 Balch Quantity/ . 406.000 KG / 406,000 KI
Cepns No Pa3zmep cepum

Analytical Repovrt No./ . 2002FP25002621 Date of Analysis / . 27-11-2025
AHanuTnyecknii oTuet Ne Jara anajau3za

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

Jara npoussoacTea T'oaen a0

Mifg. License No. /

IIpousBoacTBeHHARA ¢ 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)
JHIeH3na Ne

Analysis performed according ND No / Auasins nposeaes no HJ Ne: JITI-Ne(005432)-(PI'-RU)-130524
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AO3UPOBAHHBIX €AMHHNL

1;.00 Test / [lokxa3zaTenn Result / PesyabTaTbi Specification / Hopma

8 | Uniformity of dosage units 1.1/1,1 Acceptance value (AV) should be not more than
/ 15.0/
OaHopoaHoCTh [Mokazatens npuemaemoctu (AV) nomkeH ObiTh

He Gouee 15,0.

9 | Microbiological purity* / Muxpo6uoJjiornveckas 4ucrora*®

Count / O6wee yncno
23pOOHBIX MHKPO-
OpraHH3MOB

YHCIIO OPOXIKEBBIX U
[JICCHEBLIX [‘pl(I6OB

¢) Escherichia Coli

a) Total Aerobic Microbial

b) Total Combined Yeast
and mould count / O6uiee

Not Applicable

Not Applicable

Not Applicable

He 6onee 103

He 6onee 102

Not more than 10° CFU/g /

KOE/r

Not more than 10? CFU/g /

KOE/r

Absent in 1 gram /
OrcyrctBue B 1

=

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

Conclusion : APPROVED i
3axkmouenue: OJJOGPEHO

Prepared by /
IToaroTorieHo:

B. Satyanarayana -
Quality control- Team

Member gu% -

Checked by / Ipoeepeno:
D. Latha - Quality control-
Team Member

Ly —

Checked by (AQA) / Iposepeno
(AOK):
S. Meera Saheb - Quality

Assumn%n Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHne
kauecTsa/OTBETCTBEHHOE JHLO:

S. Haneef- QualitysAssurance-
Team Member E .

Date /[lara: 20 ~}] “Louf

Date /Jlara: go,_“_,wmf—

Date /[lara: \ 30r-\\‘—1o’1,(

Date /[lara: _3 0 \rtf’zj
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
|Npoayst: Teacapran® (Teamucapran) Tabaerkn 80 mr

Market / Poinok

: Russia / Poccus

patch No./ : B2503298 Batch Quantity / . 406.000 KG / 406,000 KT
Cepus Ne Pa3zmep cepuu

Analytical Repovrt No./ . 2002FP25002621 Date of Analysis / . 27-11-2025
Anaautnyeckuii oryer Ne Jdarta anaianza

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

JlaTa npousBoicTBa T'osxen 10

Mfg. License No. /

Ilpon3BoacTBeHHAsA : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT'-RU)
JIMueH3uA Ne

Analysis performed according ND No / Anaaus nposegen no HJI Ne: JITI-Ne(005432)-(PT'-RU)-130524
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foil blister. 3 blisters and a patient
information leaflet in a carton. /

[lo 10 -Tabmerok B Onucrepe H3
(IIBX/AVITIA) doasru / amoMuUHUEBOH
¢doneru. Ilo 3 OGmucrepa BMecTe ¢
HUHCTPYKUHeH N[O NPHMEHEHUIO B MaukKy
KapTOHHYIO.

1;.? Test / [TokasaTens Result / PesyabTaTbi Specification / Hopma
10 | Packaging / Ynakoska 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. /

ITo 7 Tabnerox B Gnucrepe n3 (IIBX/AI/TIA)
doneru / amomunuesoii dosaeru. Mo 2 wmm 4
GnUCTEpa BMECTE C HHCTPYKUHMEH M0 NPUMEHEHHEO
B Ma4Ky KapTOHHYIO.

ITo 10 tabnetok B Guucrepe w3 (IIBX/Al/TIA)
donbru / amomunueBoi donsru. ITo 3 6anuctepa
BMECTE C UHCTPYKLMEH MO MPUMEHEHHIO B Ma4Ky
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 MPOU3BOAMTENEM TIPH BbIMYCKE MEPUOAUYECKH (C UHTEPBAJIOM B OAHO McTbITaHUe Ha 20 cepuit MITH HE MeHee

1 pa3a B ron.)

[TokazaTens MOXET ObITh He BKJIIOYEH B cepTUdUKAT aHanuza GUpMBL.

Remarks : The Product confirms to ND/
IMpumeuanue: [Mpoaykr coorercTByeT Tpedoeanuam HJT

Conclusion : APPROVED /
Jaxatouenne: OJJOBPEHO

Prepared by /
[ToarorosaeHo:

B. Satyanarayana -
Quality control- Team

Member gL% -

Checked by / IpoeepeHo:
D. Latha - Quality control-
Team Member

e

(AOK):

Checked by (AQA) / IIporepeHo

S. Meera Saheb - Quality

Assurance-Tgm Member

Approved by: Quality
Assurance/Authorized person /
Onobpero: ObecrieueHue
kauecTea/OTBETCTBEHHOE MMLIO:
S. Haneef- Quality ghssurance-
Team Member X

Date /[lata: 204 < ¢V

Date /flara: To~t|—22]

Date //lara: \ 5o ~\\~Ley

Date /Nara: 30 — ‘rZOZ/{J/




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
INpoayxr: Teacapran® (Tenmucapran) Taénerkn 80 mr

Market / Poisok : Russia / Poccus

patch No. / : B2503298 Batch Quantity / : 406.000 KG / 406,000 KT
Cepust Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25002621 Date of Analysis / . 27-11-2025
Aunanutnyeckuii oryer No JlaTta anaauza

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

JlaTa npou3BoacTBa Tonen no

Mfg. License No. /

ITpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JIHueH3us Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
Page 5 of 5/ Ctp.5u35

Telmisartan / Tenmucapran

ABSH002999, ABSH003185

API name (INN) / Haumenoaune A®@C (MHH):
API manufacturer batch number /
Homep cepuu npoussoautens ADC:
FP Manufacturer API Batch number /
Howmep cepun cyGcTanuuu nponssoautens [J1d:

FBSA00227, FBSA00228

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

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennw’c JlaGoparopuc Jlita., MHaus

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaumenoBaHnue, aapec, anueH3us ais [Iponsgoacreennas

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgin District -

500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
IpounzsoacTeenHoe noapasaenenue-II, Yuacrku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu
Bunnamk, bauynannu Mannan, Meguan
Mankamxrupu ductpukr — 500 090, wrar
Tenanrana, Uuaus (JTuuenzust 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 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».

3akaroueHue 0 cOOTBETCTBHH: «HacTOsAIMM 7 MOATBEPIKALO, YTO NMPUBEJEHHAR BbllIe HHYOPMALIUS ABNAETCS JOCTOBEPHOM
¥ TOYHOH. JTa cepys NPOAYKUHH Npou3BeeHa (BKIIOUYas yakoBKY (MApKHPOBKY) M KOHTPOJb Ka4yecTBa) Ha BbILlleyKa3aHHOH
MPOU3BOACTBEHHOH ruiomanke (rUiowaakax) B [OMHOM COOTBETCTBMM ¢ TpebGosauuamu IlpaBun Hapnexaen
NPOU3BOACTBEHHON MpPaKTUKY EBpasuiickoro 3K0HOMHUYECKOrO coto3a U TpeGOBaHHAMH KOHTPOJIS KaYeCTBA JIEKAPCTBEHHBIX
CpEACTB, a TAKKE B COOTBETCTBUU CO crieUU(DHKAUMAMY, COACPXNKALIMMUCA B PETHCTPALINOHHOM NOChE CTPaHbI-MMMIOPTEpA.
3anucy Mo MpPOM3BOACTBY, YNMAKOBKE W aHAaNM3y IMpOBEPEeHbl, W YCTAHOBIECHO HX COOTBeTcTBUe TpeboBaHusm IlpaBun
HazIexauell MPOM3BOACTBEHHOM MpakTHKK EBpazuiickoro 3KOHOMHYECKOro COr3axn.

naomaaka / [lnomwaaka kouTpossi kayecrsa / [lnomaaka Beinycka

Conclusion : APPROVED /
3axsmouenne: OJJOBPEHO

Checked by / Iposepero: Checked by (AQA) / INposepetro |[Approved by: Quality

D. Latha - Quality control- (AOK): Assurance/Authorized person /
Team Member S. Meera Saheb - Quality Onobpeno: ObecnieueHune

Quality control- Team

Assurance- f8dam Member kayecrTsa/OTBETCTBEHHOE JHLO:
Member ¢ % — L—g\?—

S. Haneef- Quality Assurance-
Date /[lata: 2, - 0y ||Date /Aara: T ,_,“..M’Lf Date /[lata: \ ctS| _'1_5'\_;(

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilponykr coorBercTByeT TpedboBaHusam HJJ

Prepared by /
[MoaroToenexo:
B. Satyanarayana -

Team Member

Date /[lara:

ﬁ—‘{lrsz




