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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Npoaykr: Tencapran” AM (amnoaunun+renmucapran) Tabnetku 10 Mr+80 mr

Market / Peinok

: Russia / Poccus

Batch No. / ; Batch Quantity / . 400000 tab /
Cepusa Ne g V00992 Pa3mep cepun " 400000 Tab
Analytical Report No./ . 040002800434 Date of Analysis / . 30.01.2025
AHanuTHYeCKHH oTyeT No JlaTa aHaJiH3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
Jara nmpoussoacrea Togen go
Mfg. License No. /

. MA number: / . JITI-Ne(002648)-
ITpouzBoacTBeHHAA : MNB/05/263 Homep PY ' (PL-RU)
Junen3ua Ne

Analysis performed according ND / Anan3 npoeenen no HJ(: JITI-Ne(002648)-(PI'-RU)-290623

No.

Test / IlokazaTenb

Result / Pesyasrarsl

Specification / Hopma

1 Description / Onncanne

Oblong shaped, uncoated,
biconvex, bilayered tablets with
pale yellow layer on one side
and white layer on other side. /
Tabnetku npogonroearoi
(hOpMEL, IBOSKOBBIMTYKIIbIE,
JBYXCJIOHHBIE, OIUH CJION
CBETJIO-KETOro 1IBETA, BTOPOH
cnoi 6esnoro 1geTa.

Oblong shaped, uncoated,
biconvex, bilayered tablets with
pale yellow to yellow layer on one
side and off white to white layer on
other side. / Tabnetku
MPOIOTOBATON dopmbl,
JIBOSIKOBBIITYKJIbIE, JIBYXCIIOMHEIE,
OIMH CJIOH — OT CBETJIO-XKEJITOro
JI0 JKEJITOrO LBEeTa, BTOPOM CJIOH —
Oenoro WK no4TH 6e51oro HBeTAa.

Remarks : The Product confirms to NI/
ITpumeuanune: Ilponykr cootBercTRyeT TpeGoBanmsm HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara: 31.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroeneHo: (@w\\}d/ IIpoBepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoauTenb
Rama Kant Amit Kumar , N

Reprint Date / \ Reprint Date / Reprint Date / :

Jara: 31.01.2025

Jara: 31.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Page 2 of 11/ Ctp. 2 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran” AM (amnoaunun-+renmucapran) tadaerin 10 mr+80 mr

Market / Peidok : Russia / Poccus

Batch No. / ] Batch Quantity / 400000 tab /

Cepun Ne - EUORYE Pazmep cepusn " 400000 tab

Analytical Repourt No. / . 040002800434 Date of Analysis / . 30.01.2025

AnanuTudaeckuii orger Ne Jara ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BoICTBA Tojen go

e : MNB/05/263 e A el  JIT-Ne(002648)-
i ‘ Homep PY * (PL-RU)

auuensus Ne

Analysis performed according ND / Ananus nposenen no H/L: JIII-Ne(002648)-(PT'-RU)-290623

2a Identification (HPLC)/ | The retention times of major | The retention times of the major
Unentuduxanus peaks in chromatogram of test | peaks in the chromatogram of test
(B2XKX) preparation corresponds to that | preparation should correspond to
Amlodipine and in the chromatogram of | that in the chromatogram of
Telmisartan / amnogunue | Telmisartan and Amlodipine | Telmisartan and  Amlodipine
U TeIMUCApPTaH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaepxupanus | Bpemena yAEpKUBAHUS
OCHOBHBIX fIHKOB Ha | OCHOBHBIX MIHKOB Ha
XpOMarorpaMMe MCIBITYeMOrO | XpOMaTorpaMMe  HCIBITYEMOro
pactBopa COOTBETCTBYIOT | pacTBopa TIOJI>KHBI
BpeMeHaM yIEpXUBaHHUs | COOTBETCTBOBATh BpeMeHaM
OCHOBHBIX [IMKOB Ha | yaepKHUBaHMs OCHOBHBIX THKOB
XpoMmaTorpamme pacTBOpa | HA  XpoMaTorpamMMe€  pacTBopa
CTaH/IapTHBIX 0o0pa3lloB | cTaHAapTHRIX obpasios
TEIMMCApTaHa M aMIIOAMIIMHA | TEeJIMHUCApPTaHa M aMJIOJWITMHA
6e3uiara (pazmen | 6e3unata (pa3nen
«KonnuecTreHHOE «KonuuecTBeHHOE
omnpeaeneHue). OlpesieSICHUE»).

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Jara: 31.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
TToarororneHo: U,LQ, I[Tposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaurenb
Rama Kant / P Amit Kumar —

=l — for—
Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.01.2025

Hara: 31.01.2025

Re-gistered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Tetangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

I L8Z18SAR1IO04TLCO0LSZ0T
www.drreddys.com
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CEPTHO®HKAT AHAJIM3A
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 10 mg+80 mg
Mpoaykrt: Tencapran™ AM (amnoaunuu-+renmucapran) tadnerkyu 10 Mr+80 mr

Market / PbiHOK : Russia / Poccus

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

Cepus Ne S VVOTe Pasmep cepun " 400000 Tab6

Analytical Report No. /. 44002800434 DES D nalysiil : 30.01.2025

AHAJIHTHYECKHH oTYeT Ne Jara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npoH3BoACTBA To/ien o

e R : MNB/05/263 SIE DBy  JUI-Ne(002648)-
P 2 ' Homep PY " (PT-RU)

aunensus Ne

Analysis performed according ND / Anaans nposenen o H/L: JITI-Ne(002648)-(PT-RU)-290623

No. Test / IlokazaTesn Result / Pe3ynbTarsl Specification / Hopma
2b Identification UV absorption spectra of the | UV absorption spectra of the peaks
UV-spectroscopy peaks of telmisartan and | of telmisartan and amlodipine,
(HPLC with PDA) / amlodipine, obtained by | obtained by chromatography of the
WnenTnduxanus chromatography of the test and | test and standard solutions, should
Y ®-ciiekTpockonns standard solutions, have | have absorption maxima at the
(BOXKX (PDA- absorption maxima at the same | same  wavelengths (£2 nm)
NeTeKTOP)) wavelengths (2 nm) (section | (section "Assay"). / Y®-criekTpsl
Amlodipine and "Assay"). / Y®-cneKTpsl | NOMIOLIEHUA TUKOB
Telmisartan / aMmJIOAUITHH | MOTJIOLECHUS NMKOB | TEIMHCApTaHa W  aMJIOJMIIHHA,
M TeJIMHCapTaH TEIMMCAPTAHA M aMJIOAUIIMHA, | MOJy4EHHEIE Tpu
NoJy4YeHHBIE npu | xpomarorpadupoBaHUH
xpomarorpadupoBaHUH HCIIBITYEMOTO U CTaHJAPTHOIO
MCOBITYEMOrO M CTaHIApTHOTO | pacTBOPOB,  JOJDKHBI  MMETb
PacTBOPOB, UMEIOT MAKCHMYMbI | MAKCUMYMBI  MOTJIOLIEHHS  TIpU
NOIJIOMIEHHs TPU OJHUX M TeX | OAHUX M TeX >Xe [UIHHAX BOJH
ke JUTMHaX BojiH (£2 HM) (pasgen | (2 Hm) (paspaen
«Konn4yecTBeHHOE «KonuyecTBEHHOE
OIIpeHeICHHEY). ofpelieJICHUE).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cootBeTcTBYeT Tpebopanuam HJY 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: (}df ITposepeHo: Pardeep Kumar | Omo6peno: Menemxep / Pykosoautesns
Rama Kant M s QL/:/ Amit Kumar F(/
Reprint Date / Reprint Date / Reprint Date / )
Jlara: 31.01.2025 Hara: 31.01.2025 Hara: 31.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +#91 40 4500 2999, Email: mail@drreddys.com
CIN, .851954R1284MLCO04A507
www drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
ITpoaykr: Tencapran™ AM (amnoaunuu+tenmucapras) Tabaetkn 10 mr+80 mr

auueHsus Ne

Market / Poinok : Russia / Poccus

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

|Cepust Ne £ V2500092 Pazmep cepuu " 400000 Tab

Analytical Repo“rt No./ . 040002800434 Date of Analysis / . 30.01.2025

AHaINTHYECKHH oTueT No JlaTa anannza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa mpoH3BOACTBA I'ogen no

o somoyeesewnss . MNB/05/263 108 nTreRsl/  JITI-Ne(002648)-
P A ' Homep PY * (PI'-RU)

Analysis performed according ND / Anann3 nposenen no HJI: JITI-Ne(002648)-(PT-RU)-290623

No. Test / IlokazaTesib | Result / Pesy1bTarthl | Specification / Hopma
3 Dissolution / PacTBopenue
Amlodipine / Unit-1 / Ta6bn.-1 98 % Not less than 75% (Q)
AMnoaunuH Unit-2 / Tabn.-2 101 % C20HsCIN2Os  (Amlodipine) in
Unit-3 / Tabn.-3 98 % 30 min. / He menee 75% (Q)
Unit-4 / Tabn.-4 96 % C20H25CIN2Os (amnoaunuH) uepes
Unit-5 / Ta6x.-5 98 % 30 mun.
Unit-6 / Tabxn.-6 102 %
Telmisartan / Unit-1 / Ta6n.-1 98 % Not less than 75% (Q)
Tenmucapran Unit-2 / Tabn.-2 99 % C33H3oNsO2  (Telmisartan)  in
Unit-3 / Ta6n.-3 97 % 30min. / He menee 75 % (Q)
Unit-4 / Tabn.-4 98 % C33H3oN4O; (TenMucapraH) depes
Unit-5 / Ta6n.-5 97 % 30 muH.
Unit-6 / Tab1.-6 100 %
4 Impurities / Ilpumecn

Remarks : The Product confirms to ND/
INpumeuanue: Ipoayxr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotoseHo: %}4 IMpoeepeno: Pardeep Kumar | Opobpeno: Menemxkep / PykoBoaurens
Rama Kant Amit Kumar (i

Reprint Date / Reprint Date / Reprint Date /

Jata: 31.01.2025

Jata: 31.01.2025

Hara: 31.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L.85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJTM3A

Page Sof 11/ Crp. S m311

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Hpoaykr: Tencapran®™ AM (asnoaunun-+renmucapran) rabnerkn 10 mr+80 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ¥ SN0 Pasmep cepun " 400000 Tab

Analytical Report No./ . 040002800434 Date of Analysis / . 30.01.2025

AHanuTHYeCKHHA oTYeT Ne JlaTa anannia

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BoACTBA I'ogen go

it S - MNB/05/263 e ; JI1-2e(002648)-
s ' Homep PY * (PT-RU)

JHueH3us Ne

Analysis performed according ND / Anann3 nposeaen mo HJI: JITI-Ne(002648)-(PT-RU)-290623

No.

Test / ITokazaTean

Result / PesyabTaThl

Specification / Hopma

Amlodipine /
AMIOAUNUH

Impurity D / Ilpumecu D

Any unidentified
impurity / EnquHnYHOM
HEHXeHTUOULMPOBAHHOHA
npHMecH

Total impurities / Cymma
npuMecen

Below LOD (LOD =0.027 %) /
Hiwxe npeaena oGHapyKeHUs
(I10 =0.027 %)

Below LOQ (LOQ =0.08 %) /
Huxe npenena

KOJIMYECTBEHHOT'O ONpeIENeHus]
(IIKO = 0.08 %)

Below LOQ /
Huxe npenena
KOJIHYECTBEHHOI'O OTpeleNIeHHs

Not more than 0.5 %/
He 6oiee 0,5 %

Not more than 0.2 % /
He 6onee 0,2 %

Not more than 1.5 %/
He 6onee 1,5 %

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akarouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautesns
Rama Kant oi-” Amit Kumar /\//"

Reprint Date / Reprint Date / Reprint Date / )

Hara: 31.01.2025 Hara: 31.01.2025 Hara: 31.01.2025

Registered Office: -2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4600 2999, Email: mail@drreddys.com

CIN: L85 LYSAP1984PLLONA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 6 of 11/ Crp. 6 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Hponyxt: Tencapran” AM (amnoaunus+renvucaprat) tabnerky 10 mr+80 mr

Market / Peinok : Russia / Poccus

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

Cepust Ne 3 MESI0n-2 - Pazmep cepuu * 400000 Tab

Analytical Repourt No./ . 040002800434 Date of Analysis / . 30.01.2025

AHanMTHYECKHI 0TYeT Ne Jara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npouzsojcrsa Togen 10

Ll OO . MNB/05/263 A Ly  JIL-Ne(002648)-
p A . Howmep PY * (PT-RU)

auuenzus Ne
Analysis performed according ND / Ananu3s nposesen no HJl: JITT-Ne(002648)-(PT-RU)-290623

No. Test / Iloka3zarennb Result / Pe3yabTaThbl Specification / Hopma
Telmisartan /
TenMucapran
Impurity A / Tlpumecu A | Below LOQ (LOQ = 0.004 %) / | Not more than 0.2 % /
Huxe npenena He 6onee 0,2 %

KOJIMYECTBEHHOTO OTIpeieNieH s
(TIKO = 0.004%)

Dimer acid / qumepnoit | Below LOD (LOD = 0.005 %)/ | Not more than 0.2 % /
KucnoTts! Huwxe npenena oGHapyKeHHUs He 6omnee 0,2 %

(ITO = 0.005%)

Any unidentified Below BDL (BDL=0.05%) / Not more than 0.2 % /
impurity / EnuaudHO#M Hwxe mopora perucrpauud (IIP | He 6onee 0,2 %
neuaenTuduuuposannoii | = 0.05%)
pUMeCH
Total impurities /Cymma | Below BDL / Hiwke nopora Not more than 1.5 %/
npumece perucTpanuu He 6onee 1,5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumedanue: [Ipoaykr cooTeeTcTBYET TpeGoBanusam HJT Zakmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: J TIposepeno: Pardeep Kumar | Onobpeno: Menemwxkep / Pykosoaurenp
Rama Kant > Amit Kumar AL
Reprint Date / Reprint Date / Reprint Date/
Hara: 31.01.2025 Jara: 31.01.2025 Hara: 31.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com
CIN: L35195AP1984PLCO0A507
wwiv.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Page 70f 11/ Crtp. 7 uz 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran” AM (amnoaunuu-+renmucaprat) Tabnerku 10 mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / _ Batch Quantity / 400000 tab /

Cepns Ne g VESTOE Pasmep cepun " 400000 Tab

Analytical Repourt No. / . 040002800434 Date of Analysis / . 30.01.2025

AnannTH4yeckuii oTuer Ne Jlara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BoAcCTBa T'ogen no

i o . MNB/05/263 Ay g = I OOZEEE
A ' Homep PY * (PI-RU)

JuneH3nst No

Analysis performed according ND / Anann3s nposenen mo HJL: JITI-No(002648)-(PT-RU)-290623

| No. Test / [TokazaTeanb Result / Pe3yapTarhl Specification / Hopma
5 Water content / 1.3% Not more than 4.0 % /
Copep:kaHne BOAbI He Gonee 4,0 %
6 Uniformity of dosage units/ OaHOpOAHOCTH 103UPOBAHHBIX ¢JHHHIL
Amlodipine / 4.2 The acceptance value (4¥) should
AMIIOUIINH be less than or equal to 15.0 /
[Tokasarens npuemieMoctd (AV)
noJpkeH 6bITh He 6ostee 15,0.
Telmisartan / 1.4 The acceptance value (4V) should
Tenmucapran be less than or equal to 15.0 /
IMokasarens npuemnemoctu (AV)
JoJKeH 6biTh He Oosee 15,0.
L/ Microbiological purity* / MukpoGHoJlorudeckasi YacTora*
a) Total Aerobic Less than 10 CFU/g / Not more than 103 CFU/g/
Microbial Count / O6uiee | Menee 10 KOE/r He 6onee 103 KOE/r
YKCII0 a9POOHBIX MHKPO-
OpraHHU3MOB
b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 10> CFU/g /
and moulds count / Menee 10 KOE/r He 6onee 10? KOE/r

Remarks : The Product confirms to ND/
ITpumeuanue: TIpoyKT COOTBETCTBYET TpeOOBAHHUAM HIO

Conclusion : APPROVED /
Zakmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToemneHo: dﬁ I[Tpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosonuresns
Rama Kant M‘/ £ Amit Kumar —

P4 . = ) /\</ —
Reprint Date / Reprint Date / Reprint Date / N
Jara: 31.01.2025 Jara: 31.01.2025 Hara: 31.01.2025

Registered Office: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AF18S4PLCO04507
www.drreddys.com




Dr. Reddy's Lakoratories Lid.
’ ?‘ Formulation Unit:6
Dr‘ Reddy s @ Vill. Khol, iMalagarh Read, Baddi,
, Distt, Sofan, H.P., 173 205, IND4 A
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 8 of 11/ Ctp. 8 m3 11

Product : Telsartan AM (amlodipinettelmisartan) Tablets 10 mg+80 mg
Ipoaykt: Tencapran” AM (amoaunun+renmucapran) Tadaerku 10 mr+80 mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne + V2500092 Pa3mep cepun " 400000 Tab

Analytical Repovrt No./ . 040002800434 Date of Analysis / . 30.01.2025

AHaJIHuTHYeCKHH oTueT No Jlata anasu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BoacTBA T'onen no

M ammonernennas . MNB/05/263 ponusibers/  JIT-Ne(002648)-
e ' Homep PY * (PI-RU)

JuueHsus Ne

Analysis performed according ND / Anasnm3 nposeaen no H/I: JIII-Ne(002648)-(PT-RU)-290623

No. Test / IlokazaTeinb Result / Pe3yabTarhl Specification / Hopma
O01ee yucio
IPOAOKEBBIX U
[UIECHEBBIX IPUOOB

c¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrcTByeTB 1 T OtrcyrctBue B 1 T
8 Assay / KonuuecTBeHHOE onpeaeseHue
Amlodipine / 10.00 mg / 10.00 mr Not less than 9.0 mg and not more
AMIOIUIHH than 11.0mg of CioHysCIN2O:s

(Amlodipine) in tablet. /
Ot 9,0 mr zo 11,0 mr
CooH2sCIN;Os  (amogunus) B

TabneTke.
Telmisartan / 80.1 mg/ 80.1 mr Not less than 72.0 mg and not
Tenmucapran more than 88.0 mg of C33H30N4O;

(Telmisartan)  in  tablet. /
Ot 72,0 MI' 1O 88,0 MI’ C33H30N402
(Tenmucapral) B TabJIeTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: TIpoayKT COOTBETCTBYET TpedoBanuaM HJJ Zakarwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: J_ IMposepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoaurens
Rama Kant Q\WX‘}/ c:-.L Amit Kumar N 2

AN o Ne= —
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.01.2025 Hara: 31.01.2025 Jara: 31.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500024, Telanguna, India
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 9 of 11/ Ctp. 9 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Hpoayxr: Tencapran™ AM (amnogunuu-+renmucapran) tadnerku 10 mr+80 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne : V2500092 Pa3zmep cepHH 400000 Tab

Analytical Repovrt No./ . 040002800434 Date of Analysis / . 30.01.2025

AHATMTHYECKHI oTdeT No JlaTa aHa/1M32

Date of Manufacture / . 12/2024 Date of Expiry / . 1172027

JaTa nponsBojacTBa TI'ogen 10

s . MNB/05/263 T pumiber: [  JIMT-Ne(002648)-
A ‘ Homep PY " (PT-RU)

auneHsust Ne

Analysis performed according ND / Ananus nposenes mo HJI: JITI-Ne(002648)-(PI'-RU)-290623

Result / PesyabTaThl | Specification / Hopma

7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / [To 7 Tabnetok B Gaucrepe u3 (IIBX/AVIIA) donbru /
ANFOMHUHUEBOM (OJNBIH C TEPMOKJICEBBIM JIAKOBBIM IOKPBITHEM U
LIe/UIaKOBBIM NOKpbITHEM. [0 4 6ricTepa B NauKy KapTOHHYIO BMECTE
C MHCTPYKLHEH 0 MPUMEHEHHIO (JIMCTKOM-BKIIAJBILLIEM).

No. Test / IlokazaTen
9 Package / Onucanne
YIAKOBKH

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis / KOHTposb MokasaTeNs OCYIIECTBIAETCS NPOM3BOAUTENEM MPH BBIYCKE TICPHOAMYECKH (C HHTEPBANIOM OJHO
ucnbiTanye Ha 20 cepuii uny He MeHee | pasa B rox). [Tokasarens MoskeT 6brTh He BkmoueH B CepTuduKar ananmmsa GupmMeL

API name / HaumeHopanne A®C: Amlodipine Besilate / Telmisartan / TenmucapTtan
Amnonununa 6e3unar

INN / MHH: Amlodipine / AMioAUIHH Telmisartan / TenmucapTad
API manufacturer batch number / ACQHO002992 ABRH009435,ABRH009396
Howmep cepuu npouspoaurtens A®C:
FP Manufacturer API Batch number / FEQA00620 FERA00708, FERA00625
Homep cepun cybeTaHUHH
npoussoanTeasa I'JI®:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

INpumeyanue: [Ipoaykr coorseTcTByeT Tpebosanuam HJT 3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INloaroToBneHo: ( J‘-\ TIposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonurens
Rama Kant l%}&‘:’d’/ ) Amit Kumar b

L p
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.01.2025 Jara: 31.01.2025 Jara: 31.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indio
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maill@drreddys.com
CIN: L85 L95AP1984PLCD0AS07
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT

AHAJIA3A

Di. Reddy's Lakborateries Ltd
Formulation Unit-6

Vill. Khot, Malagarh Road, Baddi,
Disit. Soian, H.P., 173 205, IND £
Toi+91 88166 ©6001-C2

wyww direddys.com

Page 10 of 11/ Ctp. 10 13 11

Product : Telsartan AM (amlodipinettelmisartan) Tablets 10 mg+80 mg
Ipoayxr: Tencapran™ AM (amiogunuu-treamucaprat) Tabnerku 10 mr+80 mr

Market / Peinok : Russia / Poccus

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

Cepus Ne b e Pazmep cepun " 400000 Tab6

Analytical Repourt No./ . 040002800434 Date of Analysis / . 30.01.2025

AnpanuTHyecKknii oTyer Ne Jlara anannsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BOACTBA Tomen 10

i e i : MNB/05/263 o B ; JIT-Ne(002648)-
R ‘ Homep PY " (PI-RU)

aunen3uda Ne

Analysis performed according ND / Ananns nposeaen no HJL: JITI-Ne(002648)-(PT’-RU)-290623

API Manufactured by & country /
ITpouspoautens A®C, cTpana:

Dr. Reddy’s Laboratories Ltd.,
India /
I-p Peqmy’c Jlaboparopuc JITx.,
Usnus

I-p Pennu’c Jlaboparopuc JIta,,

Dr. Reddy’s Laboratories Ltd.,
India /

Hunus

Release site /

Ilnowaaka BLIMYCKA

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

HaunmeHoBaHue, ajpec, JIHUEH3Us Mg
IIpou3sBoAcTBeHHAS TUIOIIAAKA /
IlioiaaKa KOHTPOJISl KauecTsa /

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
I-p Penan’c Jla6oparopuc Jita., Muans, IlpoussoacTeeHHOS
noapasaenenune-6, Bunn. Kxons, Hanarapx Poyn, Bapun, Juctpukr
Coian, X.I1., 173205, Unaua (mmuensus aomep MNB/05/263

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykt coorBeTcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakmwouenne: OJJOBPEHO

Hara: 31.01.2025

Hara: 31.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorogsneHo: k I[Ipoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoauress
Rama Kant UA_r CJ’_’, Amit Kumar o=

= /\;/
Reprint Date / Reprint Date / Reprint Date / )

Jata: 31.01.2025

Pogisterad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 1900 2900, Fax: +91 40 4800 2998, Email: mail@drreddys.com
CIN: L25195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 11 of 11/ Ct1p. 11 m3 11

Product : Telsartan AM (amlodipinet+telmisartan) Tablets 10 mg+80 mg

Ilpoaykr: Tencapran® AM (amnogunuH+renmucapras) Tabnetku 10 Mr+80 mr

Market / PeiHOK : Russia / Poccus

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

Cepus Ne 8 V2500092 Pasmep cepuu * 400000 Tab

Analytical Repo:*t No./ . 040002800434 Date of Analysis / . 30.01.2025

AHajuTHYecKHiT oTueT No JlaTa anaau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npou3BoAcTBa T'osgen no

?ﬁﬁéﬁ”ﬁfiﬁ;ﬁﬂ : MNB/05/263 MA number: / g T AN
P A : Homep PY - (PT-RU)

JaHueH3Hs No

Analysis performed according ND / Anan3s nposenen nmo HJT: JITI-Ne(002648)-(PT-RU)-290623

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/00554-2022 dt. 02 September 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».

3akaoueHHe o coorBercTBuHM: «HacTosiuuMm 1 MOATBEpXKIalo, 4YTO NPHBEIEHHAs BbIIE MHYOpMAalMS
ABJISAETCS IOCTOBEPHOM M TOUHON. DTa cepus MPOAYKILIMM NPOH3BeaeHa (BKIKOUas YyaKoBKy (MapKUpOBKY) H
KOHTPOJIb Ka4yecTBa) Ha BhILICYKA3aHHOW MPOM3BOACTBEHHOH IUomaake (IUIOLIAAKax) B IIOJIHOM
COOTBETCTBUH C TpebomaHusiMu [IpaBun Haanexaiied NPOM3BOACTBEHHOM mpakTkd EBpasuiickoro
skoHoMHueckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeGOBaHUSIMH KOHTPOA
KauecTBa JIEKAPCTBEHHBIX CPENCTB, a TakKe B COOTBETCTBUH CO CHeLMPUKALMAMM, COAEPKALMMHUCSA B
PEruCTPALMIOHHOM J1I0Che CTPaHbI-UMIIOpTepa. 3alMCH 0 IPOU3BOJACTBY, YIIAKOBKE W aHAIN3Y MTPOBEPEHBI, U
YCTaHOBJIEHO HX cooTBercTBHe Tpebopanusm IlpaBun Haanexauled HPOU3BOJCTBEHHON MNPAKTHKH
EBpa3suiickoro 3KOHOMHU4ECKOT0 COH03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumMeuanue: IpoaykT cooTBeTCTBYET TpebGoranusam HJJ 3akmwouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: (1) J [Tposepeno: Pardeep Kumar | Opo6peno: Menemxkep / Pykosoauresns
Rama Kant % L' L f Amit Kumar ~
S \/x(/

Reprint Date / Reprint Date / Reprint Date /
Jara: 31.01.2025 Jara: 31.01.2025 Jara: 31.01.2025

Registered Office: £-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 300034, Telangana, Indio

900, Enail mal D direadyva.com

LCO0A507

wiwwarreddys.cém
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