' D dd , ..'0 Dr. Reddy's Laboratories Ltd.
e Formuiation Unit-6
r. R y s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HKAT AHAJIM3A www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg

Ipoaykt: Tencaptan” AM (amaoauniuH+Ten ncapran) Tabnerky 5 mr+80 mMr

Batch No / : V2301994 Batch Quantity / : 173124 tab/
Cepns Ne O0beM cepiu 173124 Ta6
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AnanuTndeckuii order No JaTa anayin3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npou3Bo/AcTBA Iogen o

Analysis performed according ND / Anasus nposenen no HJL: JII1-004550-240822

Page 1 of 9/ C1p. 1 u39

1}2 Test / [lokazarenb Result / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Oblong _shaped, uncoated, biconvex, | Oblong shaped, uncoated, biconvex,
bilayered tablet with white layer on one side bilayered tablet with off white to white
and pale pink layer with mottled appearance Y d d pale pink ink
on other side. / TaGaerki NpooATORATO layer on on€ s10¢ and pale pink to p1
(OpMBI, ABOSKOBBIMYKIIBIC, BYXCTOMHBIC, layer with mottled appearance on other
ommi crojt ceerno-pososoro usera, ¢ | side. / Tabnerku NpPOJIONrOBATOM
BKpanseHuaMy 6e10ro 1BeTa, BTOpO# Croit lboprI JIBOSIKOBBIITYKITbIE
6enoro usera. - o ’
IBYXCIIOVHBIE, OJMH CJIOH — OT CBETJIO-
poO30BOTO  JI0 PO3OBOrO  IBETA, ©
BKpATIEHUsAMY OEOro LBeTa, BTOPOi
cnoii — Gemoro wmM TouTH OENOro
BeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumedanue: [poAYKT COOTBETCTBYET tpeborannam HJL Baknouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTOBNIEHO: ITposepeHo: OnobpeHo: Mengmkep / PykoBoauTenp
Santosh Kumar Maurya Pardeep Kumar (‘ Abhishek Chauh
C“,_Lr-:-:':'
[osiaai .
Reprint Date / Reprint Date / Reprint Date / '
Jata: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hydarabad - 500034, Telangana, lndia
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1884P1.CO04507
www.drreddys.com



Dr. Reddy’s “‘:‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJII3A www.drreddys.com

Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+80 mg
Ipoayxr: Tencapran” AM (amaomumin-+renmucapran) Tabnerku 5 mr+80 mr
Batch No / : V2301994 Batch Quantity / 173124 tab /
Cepus Ne O6bem cepuu 173124 1ab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AHaguTHYecKUH oTyeT No JaTa apanusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jlara npon3BoacTBA T'ogen 10
Analysis performed according ND / Anasin3 nposegen no HJI: JII1-004550-240822

Page2of 9/Crp.2 n39

Telmisartan / aMJIo AMITIH
U TeJIMHCapTaH

the chromatogram of Telmisartan
and Amlodipine besilate reference
standards solution as obtained in

the Assay. / Bpemena
yIep)XUBaHKUSA OCHOBHBIX MUKOB Ha
XpoMarorpaMMe  HCIBITYEMOTO
pacTtBopa COOTBETCTBYIOT
BpeMeHaM yIAepKUBAHHS
OCHOBHBIX MIHKOB Ha
XpOMaTorpamme pacTtBopa
CTaHJapTHBIX 00pa3uos
TeNIMHCApTaHa M aMJIOJUIIMHA
Oesuara (pazmen
«KonnyecTseHHoe
omnpe/ieICHAE)).

1}? Test / ITokasarens Result / PesysibTaThl Specification / Hopma
2a Identification (HPLC) / The retention times of major peaks | The retention times of major peaks in
Moanuunocts (BIIKX) in  chromatogram  of  test | chromatogram of test preparation
- preparation corresponds to that in | should corresponds to that in the
Amlodipine and chromatogram of Telmisartan and

Amlodipine besilate reference
standards solution as obtained in the
Assay. / BpemeHa yIepKUBaHHA
OCHOBHBIX IIMKOB Ha XpoMaTorpaMme
UCOBITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpEMEHaM
yIEp)KHBaHHs OCHOBHBIX IHKOB Ha
XpoMaTorpamme pacTBopa
CTaHIapTHBIX 00pa3loB TeIMHUCapTaHa
U amioaunuHa OeswiaTa (paszen
«KonuuecTBEHHOE OMpeIeNICHUe»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: Ipoaykr cooTeercTBYeT TpeboBanusm HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosieHo: IIpoBepeno: . Ono6peno: Menemxep / PykoBoauTes
Santosh Kumar Maurya Pardeep Kumar L/ Abhishek Chauhs

& ol N
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.10.2023 Jlara: 31.10.2023 Jlata: 31.10.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIN3A www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoayxt: Tencapran” AM (amnopnnuu-trenmucapran) tabnerku 5 mr+80 mr
Batch No / : V2301994 Batch Quantity / 173124 tab/
Cepusi Ne O6Bem cepun 173124 tab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AHaJauTHYecKHH oTyeT Ne Jdarta anaiusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npon3sojacTBA T'open o
Analysis performed according ND / Anann3 nposesen no HJI: JII1-004550-240822

Page30f9/Crp.3m39

i.? Test / Iloka3aTenb Result / PesyabTaTtsl Specification / Hopma
2b | Identification UV absorption spectra of the peaks | UV absorption spectra of the peaks of
UV-spectroscopy (HPLC of telmisartan and amlodipine, | telmisartan and amlodipine, obtained
with PDA) / obtained by chromatography of the | by chromatography of the test and
HoaJiMHHOCTD test and standard solutions, have | standard solutions, should have
Y@-cnekrpockonust absorption maxima at the same | absorption maxima at the same
(BIOXKX (PDA- wavelengths (£2nm) (section | wavelengths (¥2 nm) (section "Assay")
JIETEKTOoP)) "Assay") V®-criekTpbl ~ NOIJIOLIEHHA  ITHKOB
Amlodipine and V®-cneKTpsl MOTNIOUICHHS MHKOB | TeJIMUCApTaHa 7 amMJIOIVIIHHA,
. TeIMHCApTaHa W aMJIOJMIIMHA, | MOJYYEeHHBIE Tipu
Telmisartan / aMJI0JUITHH
TOJIy4eHHbIE mpu | XpoMatorpaUpoBaHUHM HCILITYEMOTO
U TeJIMHCApTaH
xpoMarorpadypoBaHUH U CTaHAApPTHOTO PACTBOPOB, JOJIMKCHBI
HCIIBITYEMOr0 M CTaHIAPTHOrO | HMETh MAaKCHMYMbl MOIJIOLIECHUs IPH
PAacTBOPOB, HMEIOT MAaKCHMyMbl | OIHHX M Te€X XKe JUIMHaX BOJH (£2 HM)
TOCTOMEHWS TNH ATHAX W TeX ke | (pasmen «Konu4yecTBeHHOE
IMHAX BOAH (+2 HM) (pasmen | OIpeaeneHue»)
«KonuuecTBeHHOE OTIPEIENCHHE)
3 Dissolution / PacTeopenue
a) Amlodipine / Unit-1/ Ta6n.-1 108 % Not less than 75 % (Q) C20H25CIN2Os
AMIIOIUITUH : (Amlodipine) in 30 min. / He meHee
Unit-2 / Tabn.-2 108% | 75 9 (Q) CaoHasCIN2Os (avromunHH)
Unit-3 / Ta6m.-3 105 % gepe3 30 MuH.
Unit-4 / Tabn.-4 106 %
Unit-5 / Tabn.-5 107 %
Unit-6 / Tabn.-6 106 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykt cooteercTByeT TpeboBanmsam HJI 3akmouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroneno: [IpoBepeno: Onobpeno: Megemxkep / Pykosoauresnnb
Santosh Kumar Meu.ag\ Pardeep Kumar Qﬁ/ Abhishek Chauhgn
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

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: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Mpoaykr: Tencapran” AM (amounustrenmucapran) tabnerkd S Mr+80 Mr

Batch No / : V2301994 Batch Quantity / 173124 tab /
Cepis Ne O0beM cepHn 173124 1ab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AHAJHTHYECKHH oTueT Ne Jlara apangusa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA T'ogen g0

Analysis performed according ND / Ananus nposeaes no H/L: JIT1-004550-240822

Page 4 of 9/ C1p. 4139

No

Test / IToxa3zaTenanb
Ne

Result / Pesyn1bTaTh!

b) Telmisartan /
TenmucapTan

Unit-1/ Tabn.-1

Unit-2 / Tabm.-2

Unit-3 / Ta6n.-3

Unit-4 / Ta6n.-4

Unit-5 / Tabn.-5

Specification / Hopma
99 % Not less than 75 % (Q) C33H30N402
96 % (Telmisartan) in 30 min. / He meHee
¢ 75 % (Q) C33H3o0N4O2 (TenmMucapTan)

99 % yepe3 30 MHH.

99 %

98 %

97 %

Unit-6 / Tabn.-6

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [IponykT cootBeTeTByeT Tpeboranuam HJL Bakmouenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: Iporepeno: Ono6peHo: Menemxep / PykoBoaHTEIIb
Santosh Kumar Maurya Pardeep Kumar CL, Abhishek Chauh:

’i"—ﬂ-—_ == \
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

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
C!N: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product : Telsartan AM (amlodipine-+telmisartan) Tablets 5 mg+80 mg
Ipoaykt: Tencapran” AM (amnomunuH+renm ucapraH) TabneTky S Mr+80 mMr

Batch No / : V2301994 Batch Quantity / : 173124 tab/
Cepusn Ne OGbem cepum 173124 1ab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AHaJuTHYeCKHi oTyeT Ne JiaTa aHa/IH3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jlara npoH3BOACTBA T'open g0

Analysis performed according ND / Anajin3 npoBeieH mno HI: JIT1-004550-240822

Page S of 9/Crp.Su3 9

1;.3 Test / TlokasaTesb Result / PesyabTaThl Specification / Hopma
4 Related Substances / PoacTBeHHbIe IPUMECH
A. Amlodipine /

AMIIOIUIIHH

Impurity D / Below LOD (LOD = 0.027 %) / Not more than 0.5 % /

IMpumecu D Huxe npenena o6HapyXeHus He 6onee 0,5 %

iy (IO = 0.027 %
Any up1dent1ﬁed } Below LOQ (LOQ = 3) 08 %) / Not more than 0.2 % /
impurity / EquHI4HOM H He 6omee 0,2 %
WKe npefiesia KOMUYeCTBEHHOTO

HeHHeHTI:Iqmu“' onpenenenus (ITKO = 0.08 %)

pOBaHHO MPUMECH

Total impurities / Below LOQ / Hixe npeaena Not more than 1.5 %/

Cymma npumecei KOJIMUECTBEHHOTO ONpeaeIeHus He Gonee 1,5 %

B. Telmisartan /

Tenmucapran

Impurity A / Below LOD (LOD = 0.001 %) / Not more than 0.2 % /

ITpumecu A Hinke mpezena oOHapyXeHus He 6onee 0,2 %

— 0,

Dimer acid / JumepHo#i Not detgclg d /22%161{/:1) - Not more than 0.2 % /

KUCJIOTBI 124 He 6onee 0,2 %

Any unidentified Below BDL (BDL= 0.05 %) / Not more than 0.2 % /

impurity / EnunauHOR Huxe nopora peructpauud (IIP = | He Gonee 0,2 %

HeUIEeHTHOULHU- 0.05 %)

POBaHHOM NpUMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoayKT COOTBETCTBYET TPEOOBAHHAM HJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBeHO: IporepeHo: Onobpeno: Menepkep / PykoBoaHTeIb
Santosh Kumar Maurya Pardeep Kuma;{;/ Abhishek Chauha?:&d
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoaykrt: Tencapran” AM (ammoaunuH-+renamycapTaH) tabnetku 5 Mr+80 mr

Batch No / : V2301994 Batch Quantity / 173124 tab /
Cepusi Ne O0beM cepHH 173124 tab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023

| AHatHTHYECKHiE oT4eT Ne JaTa ananuza

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npou3BOACTBA T'ogen oo

Analysis performed according ND / Anasius nposeaen no HJL: JIT1-004550-240822

Page 6 of 9/ Ctp. 6 u3 9

No

Test / Iloka3aTenanb
Ne

Result / PesyabTaTthl

Specification / Hopma

Total impurities /

Below BDL / Hibke nopora

Not more than 1.5 %/

Cymma npumeceit perucTpanum He Gonee 1,5 %
5 Water / Bona 1.8 % Not more than 4.0% /
He Gonee 4,0 %
6 Uniformity of dosage units/ OnHOpoAHOCTb 103MPOBAHUS
a) Amlodipine / 9.7 The acceptance value (4¥) should be
AMIonunuH less than or equal to 15.0 / TloxasaTens
npuemneMoctd (A7) nomxeH ObITh He
6onee 15,0.
b) Telmisartan / 1.4 The acceptance value (4¥) should be

TenMucapTaH less than or equal to 15.0 / TlokasaTens

npuemieMocti (4V) nomxkeH GbITb HE
oouee 15,0.

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

ITpumeuanue: [Ipoaykt cooreTcTBYeT TpeGosannsM HII Zaxmouenue: OJJOBPEHO

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

[ToarotosneHo: IIposepeHo: Ono6peno: MeHemxkep / Pykosoaurens

Santosh Kumar Maurya Pardeep Kumar ' Abhishek Cha

= o= K
Reprint Date / Reprint Date / Reprint Date /
JHara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

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




Dr. Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HUKAT AHAJIMU3A www.drreddys.com

Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+80 mg
Iponykt: Tencapran” AM (aMIOANTINH+TEIMHUCAPTAH) TabNeTKH 5 Mr+80 mMr
Batch No / : V2301994 Batch Quantity / : 173124 tab/
Cepus Ne O06bem cepnn 173124 Tab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AnanaTHyeckuii oTuer Ne Jara anajm3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA T"ogen 0o
Analysis performed according ND / AnaJjiu3 nposees no HJI: JI[1-004550-240822

Page 7 of 9/ Crp. 7 3 9

7 Microbial enumeration tests* / Mukpo6uooruueckas 4ucrora®

a) Total Aerobic Microbial

Less than 10 CFU/g/

Not more than 1000 CFU/g/

and moulds count / O61iee
YUCIIO ﬂpOX()KeBBIX u
IJIECHEBBIX l'pH60B

Count / O011€e YUCIIo Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-

OpraHM3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /

Menee 10 KOE/r

He 6onee 100 KOE/r

c) Escherichia Coli

Absent in 1 gram/
OrcyrcrByeT B 1 1

Shell be absent in 1 gram /
OrcytctBHE B 1 T

8 Assay / KosquecTBeHHOe onpeeJieHne

a) Amlodipine /
AMJIOIMITAH

5.14 mg/5.14 mr

Not less than 4.5 mg and not more
than 5.5 mg of ConzsClNzOs
(Amlodipine) in tablet. /

Or 4,5 MI' 01O 5,5 MI C20H25C1N205
(amnonunuH) B TablETKE.

b) Telmisartan/
Tenmucapran

80.1 mg/ 80.1 Mr

Not less than 72.0 mg and not more
than 88.0 mg of C33H30N402
(Telmisartan) in tablet. /

Ot 72,0 mr 1o 88,0 Mr C33H3oN4O2
(TenmucapTaH) B TabJeTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [1poayKT cOOTBETCTBYET tpebosannam HI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBieHo: IpoBepeHo: Opobpeno: Menemkep / PykoBoauresb
Santosh Kumar Mau%‘ Pardeep Kumar s Abhishek Chauljan

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.10.2023 Jlara: 31.10.2023 Iara: 31.10.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

CEPTHO®HKAT AHAJIN3A

www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg

Ipoaykt: Tencapran™ AM (amaoaunut-+resn MucapTam) T

abnetku 5 mr+80 mr

Batch No / : V2301994 Batch Quantity / 173124 tab/
Cepus Ne O0beM cepuH 173124 tab
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AHaJHTHYECKHH oTyeT N2 JlaTa aHau3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa NpoH3BOACTBA T'oxen g0

Analysis performed according ND

/ Ananus nposegen mo HJL: JIT1-004550-240822

Page 8 of 9/Crp. 8 w3 9

9 Package / YnaxkoBka

7 tablets in PVC/AlwW/PA — Alu
blister with heat seal lacquer
coating and shellac coating.
4 blisters with leaflet in carton./ ITo
7 Tabrnetox B OnucTrepe M3

(IIBX/AVITA) doneru /
ANFOMUHUEBOH donbru c
TEPMOKIIEEBBIM JIaKOBBIM
MOKPHITHEM M LIEJIAKOBBIM

nokpeiTieM. Ilo 4 Onuctepa B
nayky KapTOHHYIO BMeECTe C
HHCTPYKLHe [0 NPUMEHEHUIO.

2 tablets in PVC/Alw/PA — Alu blister
with heat seal lacquer coating and
shellac coating. 5 blisters with leaflet in
carton.

7 tablets in PVC/AlW/PA — Alu blister
with heat seal lacquer coating and
shellac coating. 2 or 4 blisters with
leaflet in carton. /

[lo 2 Tabnetku B Onucrepe u3
(TIBX/AUTIA) ¢poisry / amoMuHHEBOH
donbr € TEPMOKJIECBBIM JIAKOBBIM
TIOKPBITHEM " 1IIeJ1JIaKOBBIM
noxpsiTieM. ITo 5 6MCTEpOB B NAYKy
KApTOHHYIO BMECTE ¢ HHCTPYKLHEH 10
NpUMEHEHHIO.

[lo 7 TabneTok B OnucTepe U3
(TIBX/AVIIA) donbr / amoMuEneBoi
donErH C TEPMOKIIEEBBIM JIAKOBBIM
MOKPBITHEM " II€JITaKOBBIM
noxpbiTHeM. 1o 2 wiu 4 61ucTepa B
mayky ~ KapTOHHYIO ~ BMeCTE  C
MHCTPYKLIMEH 110 NPUMEHEHHIO.

10 Labeling / MapkupoBKa

According to ND /B coorserctsuu ¢ HJ{

11 Storage conditions /
Yc/10BUS XpaHEHHS

Below 25°C. / IIpu TeMnepaType He BbILIE 25 °C.

12 Shelf life /
CpoOK roHoCTH

3 years / 3 rona

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpuveuanne: [IpOIYKT COOTBETCTBYET tpebopannim HJL 3axmouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
I1oAroTOBJIEHO: ITpoBepeHo: Opobpeno: Mengmxep / PykoBoauTesb
Santosh Kumar Ma% Pardeep Kumar Abhishek Chaui{

{ I

i el \
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHO®HKAT AHAJIM3A www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Hpoaykr: Tencapran™ AM (amioamn nuH+TeaMuacapran) Tabnerky 5 Mr+80 mr
Batch No / : V2301994 Batch Quantity / : 173124 tab/
Cepus Ne O6beM cepHH 173124 1ab6
Analytical Report No / : 890001694612 Date of Analysis / : 31.10.2023
AHaauTHYecKHuil oTueT No Jarta ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jlara npoH3BOACTEA I'oaen 10
Analysis performed according ND / Anajiu3 npoBeacH 1o H]I: JIT1-004550-240822
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*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 / ITpoBOANTCS NPOM3BOAMTENEM MNPU BBIIYCKS MNEPHOMMICCKH (C MHTEpBWIOM OJHO
ucrbiTanye Ha 20 cepuii wik He MeHee 1 pasa B rop). ITokasarens MOXeT 6bITh He BKIIOUeH B CepTUdHUKAT aHanu3a

(dupmBbl.

API name / Haumenosanune ADPC:

Amlodipine Besilate /
Amtopunuaa 6e3unat

Telmisartan / TenmucapTan

Homep cepuu cyGcTaHUNH
npounssonirens LJID:

INN / MHH: Amlodipine / AMIOIUNIHH Telmisartan / TenmucapTau
API manufacturer batch number / ACNHO005299 ABQH003486 & ABQH003600
Homep eepin nponssoanrens ADC:

FP Manufacturer API Batch number / FEOA00384 FEQA00277 & FEQA00278

API Manufactured by & country /

Dr. Reddy’s Laboratories Ltd.,

Dr. Reddy’s Laboratories Ltd.,

Mpoussopurens ADC, crpaHa: India / India /
JI-p Penmu’c JlaGopatopuc JIta., | J-p Pennu’c Jlaboparopuc JITH.,
Wupus Huaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [TposyKT COOTBETCTBYET TPeDOBAHHAM HIL Baxmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: TpoBepeHo: Onobpeno: Menemiep / PykoBoauresb
Santosh Kumar Maury@ Pardeep Kumar ) Abhishek Chauhan
o sl '
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.10.2023 Jarta: 31.10.2023 Hara: 31.10.2023
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