Dr.Reddy’s “:‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pistt. Solan, H.P,, 173 205, INDIA

CEPTHO®HKAT

AHAJIM3A o[ ; +91 98166 56001-02

www.dreggysPEF9 / Crp. 1 u3 9

Product : Telsartan AM_(at;ﬂTodipine-Helmisartan) Tablets 5 mg+40 mg
Mponykr: Tencapran™ AM (amnopunus+renmucapran) Tabneiki 5 mrt40 mr

numenzud Ne

Market / PbiHOK : Russia / Poccus
Batch No. / j Batch Quantity / _ 400000 tab /
Cepnsi Ne R Paimep cepun * 400000 Tab
Analytical Repourt No./ . 040002874044 Date of Analysis / . 31.03.2025
ApanHTHYeCKHI 0TYeT N2 IlaTa aHanmu3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa MpoOHIBOACTBA Tonen g0 L
Mfg. License No. / -

. MA number: / _ JITI-Ne(002648)-
Tpon3BoACTBEeHHAS : MNB/05/263 Homep PY * (PT-RU)

:_Analysis performed according ND / Anaaus nposeien wo HJL: JITI-Ne(002648)-(1 I'-R1)-290623

No. Test / IloxazaTeib

Result / PezyasTathl Specification / Hopma

1 Description / Onucanue | Oblong  shdped,
biconvex, bilayered tablets with | biconvex, bilayered tablets with

pale pink layer with mottled | pale pink to pink layer with
appearance on one side and white | mottled appearance on one side
to off-white layer on other side./ | and white to off-white layer on
Tabnerxu npogonrosaroit | other side. !/ Tabnetku
dopMEl, JIBOAKOBBIITYKJIbIE, | NPOJOITOBATOM ¢dopmst,
OBYXCTOMHBIE, OAMH  CJOH | ABOAKOBBIMYKIEIE, JBYXCIOHWHEIE,

CBCTJIO-PO30BOro

1[BETA.,

BKparieHuAMu 6enoro UBera, | A0 pO30BOTO 1IBETA, c
BTOpO#l CIOH mouTH 6€e0ro | BKparsieHHAMH - 6enoro  1BeTa,

uncoated, | Oblong shaped, uncoated,

BETA C | OOHH cIIoH — OT CBCTIIO-pPO30BOI0

BTOPOIf CN0# — 6€10ro MK MOYTH
6enoro uBeTAa.

Remarks : The Product confirms to ND/
[Tpumeuanue: ITponykr cootBeTcTBYeT Tpebopannsam HII

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /

Kumar Maurya

IToarotosiaeHo: Santos

Checked by /

Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pyxopoaurent

Approved by: Manager/Executive /

Pavan Kumar Sharma

=

Reprint Date /
Jara: 31.03.2025

R
Reprint Date /
Hara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF A

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

NALYSIS  pistt. Solan, H.P, 173 205, INDIA

CEPTA®HUKAT AHAJIH3A Tel : +91 98166 56001-02

www.drreldgég-%)gfg /CTp.2 3 9

Product : Telsartan AM (anﬂodipine;telmisartan) Tablets 5 mg+40 mg
IIpoaykr: Tencaptan® AM (amnogunus+renmucapran) Tabnerku 5 mMr+40 mr

Market / PoiHoKk : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne P AR Pa3mep cepHu 400000 tab
Analytical Repo:‘t No./ . 040002874044 Date of Analysis / . 31.03.2025
AHanHTHYCCKHH oTUeT No JlaTa aHann3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JlaTa npoM3BOACTBA Conen 10

Mig. License No. /

: MA number: / _ JITI-Ne(002648)-~

IpousBoacTBeHHAS : MNB/05/263 Howep PY * (PT-RU)
aubensasg Ne _
Analysis performed according ND / Anamms nposejen no HJL: JITT-Ne(002648)-(PI'-RU)-290623

No. Test / IlokazaTeib Result / PeaynbTaThl _Specification / Hopma

2a Identification (HPLC)/ | The retention times of major | The retention times of the major

HAnenTudukanus peaks in chromatogram of test | peaks in the chromatogram of test
(BIXKX) preparation corresponds to that | preparation should correspond to
Amlodipine and in the chromatogram of | that in the chromatogram of

Telmisartan / aMJIONUITHH

M TEJIMHUCApPTAH

besilate reference

Telmisartan and Amlodipine | Telmisartan and  Amlodipine

standards | besilate reference standards

solution (section "Assay"). /| solution (section "Assay"). /

Bpemena yaepxusasni | Bpemena yIoep>KUBaHHA
OCHOBHBIX MHKOB Ha | OCHOBHBIX TIHKOB Ha
XpoMaTorpaMme MCIBITYEMOro | XpoMaTorpaMme  HCIBITYeMOTO
pacTeopa COOTBETCTBYIOT | pacTBopa JIOJI>KHbL
BpeMeHaM YIOEepPXKUBAHMA | COOTBETCTBOBATD BpeMEHam
OCHOBHBIX IMHKOB Ha | yOep)KHUBAHHUA OCHOBHEIX [THKOB
XpoMarorpaMMe pacTBopa | HA  XpOMaTorpaMme  pacTBopa
CTAHAAPTHBIX 06pasnoB | CTAHZAPTHBIX 06pa31loB
TeJMHCapTaHa M aMJIOOWIMHA | TEIMHCApTaHa MW aMJIOAWNUHA
besunara (pasmen | 6e3nnara (pazmen
«KonmHyecTBeHHOE «KonnuecTBeHHOE

OIpENCTCHHEY). OnpeneIEHHEN).

Remarks : The Product confirms to ND/
[pumeuanue: [Tponykr coorsercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
Saxmogenne: OJJOBPEHO

Kumar Maurya

Prepared by /
IMoarorosiedo: Santosh Ipoeepeno: Pardeep Kumar

' {

Checked by /

Approved by: Manager/Executive /
Onobpeno: MeHemkep / PykosoanTens
Pavan Kumar Sharma ;

S

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

{el 5L 40 4800 2800, Mua. +01 40 4000 2009,

Cinoil: moil@drroddys,.cem

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJNZA

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
el 1 491 98166 56001-02

www.drrgsieys §°8t 9 / Ctp. 3 w3 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran™ AM (amnomunun-+TeMMHCapTan) TabneTky 5 Mr+40 Mr

Market / PbrHok : Russia / Poccus
Batch No. / . RBatch Quantity / 400000 tab /
Cepus Ne N Pazmep cepun 400000 tab
Analytical Report No. / . 040002874044 Date of Analysis / . 31.03.2025
AHLIHTHYCCKHHA 0TYeT No JiaTa ananu3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
Jlata npoH3BOACTEA Tonen mo -
Mf{g. License No. /

u MA pumber: / . JITI-Ne(002648)-~
TIpoH3BOACTBEHHAS + MNB/05/263 Hosep PY * (PT-RU)
auuen3ns Ne

{Analysis performed according ND / Anann3 np_onenen mo H: JIT1-Ne(002648)-(PI-RU)-290623

No. Test / Iloxa3aTens Result / PesymbTaThl 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
HaenTuduranns chromatography of the test and | test and standard solutions, should
Y®-cneKTpPOCKONHSA standard solutions, have | have absorption maxima at the
(BIXKX (PDA- absorption maxima at the same | same wavelengths (2 nm)
JeTeKTOop)) wavelengths (£2 nm) (section | (section "Assay"). / YD-cieKTpbl
Amlodipine and "Assay"). / V®-criexTph! | MOTIOIIEHH [MMKOB
Telmisartan / aMTOUIHH | TIOTTIOLIEHHUA [IMKOB | TeMHCApTaHa M AaMIIOQUITHHE,
Y TEMHUCAPTaH TeIMHCAapTaHa W aMJIOJWIIMHA, | TIOTyYEHHEIE TIpH
TIOJTyHCHHbIE npu | xpoMarorpadpHpOBaHHH
xpomatorpadupoBaHuH HCTIBITYEMOTO M CTaHAApTHOrO
UCMIBITYEMOrG M CTaHZApTHOrO | pacTBOPOB,  JOJKHBI  MMETh
PACTBOPOB, MMEIOT MAaKCUMYMBbI | MAKCHMYMbl [ODIOLICHHR  TIpH
NOMIOIIEHHS TIPH OAHHMX M TeX | ONHMX W TEX JKe JUIMHAX BOJH
e JUTHHAX BoJH (£2 HM) (pasmen | (2 um) (pasaen
«KonuyectBeHHOE «Konn4ecTBeHHOE
onpeaesnieHHe). OTNpPeieNeHHen).
3 Dissolution / Pacreopenne
Amlodipine / Unit-1 / Tabn.-1 96 % Not less than 75% (@)
AMJIOIHIIHH Unit-2 / Ta6n.-2 93 % Cy0H2sCINzOs  (Amlodipine) in
Unit-3 / Ta6mn.-3 99 % 30min. / He menee 75 % (0)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: Ilpoaykr cootsercTayet Tpebosatnam HIL

3aknwouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMogroroeneHo: Santosh Nposepero: Pardeep Kumar | OnoSpeno: Menemiep / PyxoBonntesnb

Kumar Maurya ("',z_)/ Y Pavan Kumar Sharma -
i N "

Reprint Date / Reprint Date / Reprint Date /

Iara: 31.03.2025 Hara: 31.03.2025 Jlara: 31.03.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 404900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS gt solan, H.P, 173 205, INDIA

CEPTHO®HKAT AHAJIU3A Tel : +91 98166 56001-02

www.dripdds 44T 9 / Crp. 4 u3 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
IMpogyxT: Tencapran®™ AM (amnogunus-trenvucapras) Tabnetu 5 mr+40 mr

Market / PeiHok : Russia / Pocens
Batch No./ . Batch Quantity / . 400000 tab?/
Cepusn Ne 2 Y2300544 Pasmep cepun * 400000 Tab
Amnalytical Repog’t No./ . 040002874044 Date of Analysis / . 31.03.2025
AHanuTHIeCKH# oTueT No ara aHaaH3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa NpOH3BOACTBA I'onen no
Mfg. License No. /

" MA number: / . JIT-Ne(002648)-
Ilpon3BOACTBEHHAS ; MNB/05/263 Howmep PY * (PT-RU)
aunensns Ne

Analysis performed according ND / AHanu3 nposeaen mo HJ: JITI-Ne(002648)-(PT'-RU)-290623

ITpumeuatnne: [Ipoaykr coorBeTcTBYeET TpeboBanuam HJI

‘No. | Test/Toxazatens | Result/Pesyanrars Specification / Hopma
Unit-4 / Ta6n.-4 94 % C0H,5sCIN;O5 (aMn0aunuH) Yepes
Unit-5 / Tabs.-5 102 % 30 MuH.
el "l Unit-6 / Tabn.-6 99 %

Telmisartan / Unit-1 / Ta6i.-1 96 % Not less than 75% (Q)

TenmucapTas Unit-2 / Ta6n.-2 96 % Cy3H3oN4O2  (Telmisartan)  in
Unit-3 / Ta6:n.-3 96 % 30min. / He menee 75% (Q)
Unit-4 / Ta6n.-4 97 % C33H3oN4O; (Tenmucapran) depes
Unit-5 / Ta6n.-5 96 % 30 MuH.
Unit-6 / Tabmn.-6 96 %

4 Impurities / IIpsnecn .

Amlodipine /

AwmnoaunuH

Impurity D / ITpumecu D | Below LOQ (LOQ = 0.08 %) / Not more than 0.5 % /
Hiwxe npenena He 6onee 0,5 %
KOJTHYECTBEHHOTO OTIpeeNIeHA
(TIKO = 0.08 %)

Any unidentified Below LOQ (LOQ=10.08 %)/ | Not more than 0.2 % /

impurity / Eauanysoii Husxe npenena He 6onee 0,2 %

HEMIEHTUGHUMPOBAHHON | KONHYECTBEHHOTO ONpENCCHHA

OpHUMECH (ITKO = 0.08 %)

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

3axnouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TMoarorosnesa: Santosh IIposepeno: Pardeep Kumar | Omobpero: Menemiep / Pykosoaurens

Kumar Maurya f Pavan Kumar Sharma /.. " -
= " J'/-:'-“

Reprint Date / Reprint Date / Reprint Date /

JHara: 31.03.2025 Iata: 31.03.2025 Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5UUU34, ‘lelangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr, Reddy’s Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pijstt. Solan, H.P, 173 205, INDIA

CEPTH®HUKAT AHAJIA3ZA Tel : +91 98166 56001-02

www.drrgddye-€908 9 / Cp. S w3 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Tpoaykr: Tencapran® AM (amnoaunun+renmucapra) TabneTku 5 Mr+40 Mr

Market / PbiHok : Russia / Poccus
Batch No. / : Batch Quantity / . 400000 tab /
Cepnsi Ne AR Pasmep cepuH 400000 Tab
Analytical Report No. / . 040002874044 Date of Analysis / . 31.03.2025
AHaguTHIECKHIT oTueT N2 JlaTa ananusa
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2028
JlaTa MpoH3BOACTEA TCosen 1o
Mfg. License No. /

. MA number: / . JITI-Ne(002648)-
Ilpon3EoACTBEHHAsA + MNB/05/263 Howmep PY * (PTRU)
nunensus Ne

Analysis performed according ND / Anaans nposeen mo HJL: JITT-Ne(002648)-(1 F—RU;-“‘)%:‘J Epie)

No.

Test / lloxazareanb

Result / PesyabsTaTsl

Specification / Hopma

Total impurities / Cymma
npUMecei

Below LOQ / Huxe rlpe):(ena
KOITMYECTBEHHOIO OfpeAeeHus

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

Telmisartan /

TenmucapTan
Impurity A / ITpumecn A

Dimer acid / [JumepHoit
KHCJIOTBI

Any unidentified
impurity / EnuemraHon
HeuIeHTHHUIUPOBaHHOH
IpUMecH

Total impurities /Cymma
npumMeceH

Below LOQ (LOQ = 0.004 %) /
Hipxe npenemi
KOJIMYECTBEHHOTO OMNMpeIeIeH S
(TIKO = 0.004 %)

Not detected / He obHapyxeHa

Below BDL (BDL= 0.05 %) /
Hiwke nopora peructpaumu (ITP
=0.05 %)

Below LOQ / Hmxe npenena
KOJIMYECTBEHHOTO ONpede/ICHNS

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

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

He 6onee 0,2 %

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

Remarks : The Product confirms to ND/
[Tpumeuanue: lpogykr cooreercTBYeT Tpedosannanm HI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Santosh - Tposepeno: Pardeep Kumar | Omobpeno: Menemxep / Pyx\osomnenb
Kumar Maurya %/ :-f» Pavan Kumar Sharma =

I < — | =
Reprint Date / Reprint Date / Reprint Date /
JHara: 31.03.2025 Hara: 31.03.2025 JMara: 31.03.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIW3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drrwgﬁ-@m9 /CTp. 6 13 9

[Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Iiponvir: Tencapran™ AM (amnogunue-+TenmMucapTas) TabneTku 5 mr+40 mr
L1pon) p pT:

Market / Poinok : Russia / Poccus
[Bateh No. / , Batch Quantity / 400000 tab /
Cepns Ne RN Pasmep cepuu 400000 Ta6
Analytical Repourt Ne. / . 040002874044 Date of Analysis / . 31.03.2025
AaanuTHYecKuii oTgeT Ne JlaTa aHaIH3a il
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa npoH3BOACTBA I'open jo
Mfg. License No. /
. MA number: / . JII-Ne(002648)-~
IIpox3BoAcCTBEHHAA : MNB/05/263 Howmep PY * (P[-RU)
aunen3nsg Ne =

Analysis performed according ND / Ananu3 npoBeien no H: JII-Ne(002648)-(PT-RU)-290623

No. | Test/TloxazaTenn Result / Pe3yabTaThl Specification / Hopma
5 Water content / 1.6 % Not more than 4.0 % /
CopepxaHnne BOAbI He 6onee 4,0 %
6 Uniformity of dosage units/ OanopoaHocTH 103APOBARHBIX €XHHHIL
Amlodipine / 3.7 The acceptance value (4¥) should
AMITOTUITHH be less than or equal to 15.0 /
IMokaszaTens npuemneMoctd (AV)
nomxeH 6urth He Gonee 15,0.
Telmisartan / 35 The acceptance value (4¥) should
TenmucapTaH be less than or equal to 15.0 /
INokazatens npuemneMocTH (4V)
pomken 66T He Gonee 15,0.
7 Microbiological purity* / Muxpobnojornyeckan 4ncrora®
a) Total Aerobic Less than 10 CFU/g/ Not more than 10° CFU/g /
Microbial Count / O6umiee | Menee 10 KOE/r He 60see 10° KOE/r
YKCIIO @3pOOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 10> CFU/g/
and moulds count / Menee 10 KOE/r He 60nee 102 KOE/r
O6uiee 4ucno

Remarks : The Product confirms to ND/
[pumedanme: [IpoNYKT COOTBETCTBYET TpeObOBAHHAM HO

Conclusion : APPROVED /
Jarnouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToeneno: Santos! Iposepeno: Pardeep Kumar | Ono6pero: Meremxep / Pyrgnoaureis
Kumar Maurya rg ¢ Pavan Kumar Sharma

L S — (._.%’w-—‘_'— [ . =
Reprint Date / Reprint Date / Reprint Date / =
JHata: 31.03.2025 Jara: 31.03.2025 Jlara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Tuldtigdiid, hidia
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHZA

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - +91 98166 56001-02

www.drrepgé%G?'Hf9 /CTp. 7 13 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran® AM (amnogunun-renmucapran) TabaeTkA 5 mr+40 Mr

R
Market / Prinox : Russia / Poccus
Batch No. / . Batch Quantity / . 400000 tab/
Cepnsi Ne R Pasmep cepun * 400000 Tab |
Analytical Repo:'t No./ . 040002874044 Date of Analysis / . 31.03.2025
AHanHTH9ECKHIl oTyeT Ne Hata anajanza
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
Jlata npoM3BOACTBA Topen 10
Mfg. License No. /
. MA number: / _ JITI-Ne(002648)-
IMpou3BoACTBEHHAS : MNB/05/263 Howmep PY * (PT-RU)
[mnenzas Ne

Analysis performed according ND / AHa/in3 npoB¢/ieH 10

H4: JII-Ne(002648)-(PT-RU)-290623

Specification / Hopma

| No. | Test/ Iokasareab Result / PesynsTaTsl
JPOMOKEBBIX H
TUTECHEBBIX rpUGOB
¢) Escherichia Coli Absent in 1 gram/ Shell be absent in 1 gram /
OrcyrcetByer s 1 1 OtcytctBHe B 1 T
8 Assay / KosmndecTBenHoe onpeiefienne
Amlodipine / 4.90 mg / 4.90 Mr Not less than 4.5 mg and not more
AMJI0OHTIVH than 5.5mg of CaHzsCIN:Os
(Amlodipine) in tablet. /
Or4,5 Mr 0o 5,5 mr C0H25CIN20s5
(amnomuring) B TaOIETKE.
Telmisartan / 39.9mg/39.9 mr Not less than 36.0 mg and not
Tenmucaptan more than 44.0 mg of C33H30N4O2
(Telmisartan)  in  tablet. /
Ot 36,0 Mr 1o 44,0 mr C33H3oN4O2
(TenmucapTaH) B TabNETKE.
9 Package / Onncanune 7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
YNaKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / [To 7 Ta6nerok B Gmictepe u3 (ITIBX/AIIIA) donbra /
AMOMHHKMEBOH (OB C TEPMOKIEEBbIM JIAKOBBIM TNOKPHITHEM H
1eNnakoBEIM nokpeiTEeM. 1o 4 6nHcTepa B Ma4Ky KApTOHHYIO BMECTE
C MHCTPYKLHEH N0 NPUMEHEHHIO (JINCTKOM-BKIIAIBILEM).

Remarks : The Product confirms to ND/
IMpumeyanue: [IpoayxT cooTBeTcTRYeET Tpebosannam HII

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Santosh Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykosonnTent
Kumar Maurya _i/ Pavan Kumar Sharma

B o s 1 et
Reprint Date / Reprint Date / Reprint Date / E
Hara: 31.03.2025 Hara: 31.03.2025 Hara; 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500044, lelangan, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd,

®. Formulation Unit-6
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
* CERTIFICATE OF ANALYSIS Distt. Salan, H.P.,, 173 205, INDIA
CEPTHOHKAT AHAJMNM3A Jel : +91 98166 56001-02
www.drgdays€aFg / Cp. 8 n3 9
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 1
Ipoaykr: Tencapras® AM (amnoaunun-+renm ucapraH) Tabnetku 5 mMr+40 mr
Market / Peisiok : Russia / Poccus
Batch No./ ) Batch Quantity / . 400000 tab /
Cepusi Ne AL Pasmep cepHH 400000 Tab6
Analytical Repo:'t No./ . 040002874044 Date of Analysis / . 31.03.2025
AHaIRTHYeCKHI oTUeT Ne JlaTa aHaIH32 '
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTta npou3BOACTBA Tonen 10
Mfg. License No. / ) ) 1
ITpousBoacTBEeHAAN : MNB/05/263 ’ l;[:lzul;ger. . s _(TII};:JI\J{'_[(J())OZMS)
Jmnensns Ne m E p :
Analysis performed according ND / Ananu3s nposejen no HJL: JIII-Ne(002648)-(PT-RU)-290623 !

*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 / KouTpome NokasaTes OCYIUECTBAACTCS NPOM3BOIUTEICM TPH BBLINYCKE MEPHOAUICCKH (c MHTEpBANOM OIHO
ucTbiTanue Ha 20 cepuit uin He MeHee 1 pasa B roa). [Tokasatens MoxeT GhiTh He BKIIOHEH B Ccprudukat aHanusa Gupmbl.

API name / HaumenoBanue AQC: Amlodipine Besilate / | Telmisartan / Tenmucaptan
AmyionunuHa 6e3unat L)

INN / MHH: Amlodipine / AMIOIHITHH Telmisartan / TenMucapTas

API manufacturer batch number / ACNHO005299 ABRH010471, ABRH010544

Homep cepun npoussonnTenn ADC:
FP Manufacturer API Batch number / FEOA00384 FESA00013, FESA00055

Homep cepun cybcTaHuuu
npoussonuTens [JIP:

Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,
API Manufactured by & country / India / India /
Ipouseoauteas ADQC, crpana: I-p Pequmn’c Jla6opatopuc JIta., | H-p Pemau’c JlaGopatopuc Jita.,
Hupns Wnnns
g;l:l:;::g rc‘:ls;i:ut:?::l/zg;::rflos::: / Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
\ g Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
Release site / - MNB
HawnmenoBaHHe, aapec, JHIEH3UA Ans M)
o 2 i J-p Peanu’c JlaGopatopuc JIta., Uunus, [Ipon3sBocTBENHOE
POM3BOJICTBEHHAS N0ARKA /
T A ney ol nonpasnencuue-6, Bumn. Kxons, Hanarapx Poys, Bamas, JIMCTPHKT
P Conan, X.I1., 173205, Vs (nmmensns Homep MNB/05/263)

ILroiaaka BbIIyCKa

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuaune: [poaykr coorsercrayer Tpebosanusm HIT 3awiouenne: OJOBPEHO

Prepared by / Checked by / 5 Approved by: Manager/Executive /
I[loxroroenexo: Santosh Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoaurensb
Kumar Maurya .@ i ¢ Pavan Kumar Sharma | ;
Reprint Date / Reprint Date / Reprint Date /

Hata: 31.03.2025 Jara: 31.03.2025 Hara: 31.03.2025

Reglsterad Office: 8-2 337, Ruad Nu. 3, Banjara fliils, Ilyderabad S00N34, Telangana, (ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJTH3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166'56001-02
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f?roduct : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg_- -l = 1
Iponykr: Tencapran® AM (amnopunua-+renmucapran) rabnerku 5 mr 40) mr B
Market / PriHok : Russia / Poccns
Batch No. / . Batch Quantity / _ 400000 tab /
Cepua Ne QLI Paszmep cepun * 400000 Tab
Analytical Repo:'t No./ . 040002874044 Date of Analysis / . 31.03.2025
AHAJBTHIECKHIT oTyeT Ne JaTa anaausa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa NpoH3BOJACTEA Tonen oo
Mfg. License No. /

. MA number: / . JIT1-Ne(002648)-

IIpousBoacTBeHHan : MNB/05/263 Homep PY * (PT-RU)
Junensas No 1
Analysis performed according ND / Anann3 nposeaen no H/I: JII-Ne(002648)-(P1-RU)-290623

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».

3aK/TI04eHHe O COOTBETCTBHH: «HacTosAmuMM A MOATBEpXAar0, YTO MPHBENEHHas Bblle MH(OpMALMs
ABJIAETCS AOCTOBEPHO M TOYHO#. 3Ta CepHs NMPOAYKLMK IPOH3BE/IeHa (BKITIOUas YTAKOBKY (MApKHPOBKY) U
KOHTPOJIb KAyecTBa) Ha BbIIIEYKa3aHHOW IIPOM3BOJCTBEHHOW [U1ONIaJIKe (wnowankax) B TMOJHOM
COOTBETCTBHM ¢ TpeboBaHMAMH IlpaBMi Haanexkawell [POM3BONCTBEHHOH mpakTuku Epasuiickoro
sKOHOMHYecKoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centabpa 2022) u TpeboBaHUAMH KOHTPOJIA
KAaUeCTBA JIEKAPCTBEHHBIX CPENCTB, a TAKKES B COOTBETCTBHM CO CHEUMPHKALMAMH, COACPKAUMUMHCA B
PErHCTPALMOHHOM [I0CHE CTPaHBI-UMIIOPTepa. 3alvCH 110 IPOH3BO/CTRY, YTIAKOBKE H aHANH3Y NPOBEPEHBI, 1
YCTAHOBIEHO HX COOTBETCTBHe TpeGoBaHuaM IIpaBui Haanmexatled NPOH3BOACTBEHHOH MNPAKTHKH
Espasuiickoro 3k0OHOMHYECKOrO COrO3a».

Conclusion : APPROVED /
Baxnouenne: OJOBEPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoureih

Remarks : The Product confirms to ND/

IMpumeuanue: IlpoaykT cooTeeTcTBYeT TpeGoaumnam HJT

Prepared by / Checked by /

[Moarorosneno: Santosh TIpoeepeno: Pardeep Kumar

Kumar Maurya ﬁ\;" . Pavan Kumar Sharma <
= ‘-:_—-—-I-—" : = J.--" ===

Reprint Date /

Jata: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Ranjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



