Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ligi
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
_CE_PTH(I)HKAT AHAJI3A www.drreddys.com
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
IIpoaykr: Tencaprau™ AM (amnoaunuH-+TeIMUCapTaH) TabneTku 5 Mr+40 mr
Batch No / 1 V2302399 Batch Quantity / : 400000 tab /
Cepus Ne O0nem cepiti 400000 Tab
Analytical Reporxt No / : 890001702573 Date of Analysis / : 29.11.2023
AnanuTnyeckuii oTuer Ne Jara anaaunsa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BojcTBa I'osen no
Analysis performed according ND / Ananu3s nposeaen no HJL: JII1-004550-240822

Page 1 of 10 / Crp. 1 u3 10

biconvex, bilayered tablet with
whitc layer on one side and pale
pink layer with mottled appearance
on other side. / Tabnetku
NPOJONTOBaTOM ¢ opMBI,
JBOSIKOBEINYKJIbIE, JBYXCIOMHEIE,
OOMH  CJIOH  CBETIO-PO30BOrO
[BETa, C BKpalUleHWsMH OGenoro
LIBETA, BTOPOIA CI0ii 6esIoro Lpera.

I;‘:) Test / [lokasaTenb Result / PesyabTaThl Specification / Hopma
1 Description / Onucanne Oblong shaped, uncoated, | Oblong shaped, uncoated, biconvex,

bilayered tablet with off white to white
layer on one side and pale pink to pink
layer with mottled appearance on other
side. / Tabnetku NpPOJOJIrOBATON
(bopmsl, IBOSIKOBBIITYKJIBIE,
JBYXCJIOWHBIE, OJUH CJIOH — OT CBETJIO-
pO30BOTO IO PO30BOTO LIBETA, C
BKpamieHussMu Gesoro 1BeTa, BTOPOM
cnoif — 6enoro wid mo4TH Oenoro
LBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpOLYKT COOTBETCTBYET Tpebosannam HJI 3axarouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: TIposepeno: Santosh Kumar | Ono6peHo: Menemkep / PyKOBOAHTEIb
Pravesh Rana Maurya q@ Manoj Kumar

= el
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Hara: 29.11.2023 Jlara: 29.11.2023

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®UKAT AHAJIU3A www.drreddys.com
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoayxkr: Tencapran™ AM (amnoaunuu+renmucapran) tabnetky 5 mr+40 mMr
Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepnsa Ne O0bem cepun 400000 tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
AHaaHTHYecKHH oTyeT No Jara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara mponssoacTea I'onen no
Analysis performed according ND / Anann3s nposeaen no HJI: JITT-004550-240822

Page 2 of 10/ Crp. 2 m3 10

1;.00 Test / Iloka3aTesb Result / PesyabTaThl Specification / Hopma
2a Identification (HPLC) / The retention times of major peaks | The retention times of major peaks in

Ioanuunoctes (BIXKX)

Amlodipine and Telmisartan /
aMJIOJMIIMH ¥ TeIMHCAPTaH

in  chromatogram  of  test
preparation corresponds to that in
the chromatogram of Telmisartan
and Amlodipine besilate reference
standards solution as obtained in
the Assay. / Bpemena
YIEpXXHUBaHUA OCHOBHBIX ITHUKOB Ha

chromatogram of test preparation
should corresponds to that in the
chromatogram of Telmisartan and
Amlodipine besilate reference
standards solution as obtained in the
Assay. / DBpeMeHa ynepXuBaHUSL
OCHOBHBIX IHKOB Ha XPOMAaTOrpamme

XpoMaTtorpamMme HMCIIBITYEMOTIO HCIIBITYEMOI'O pacTBOpa JOJDKHBI
pacTBOpa COOTBETCTBYIOT COOTBETCTBOBATH BpEeMEHaM
BpEeMEHaM YAEPXKUBAHUA YACpXHUBAaHUA OCHOBHBIX ITHKOB Ha
OCHOBHBIX ITHKOB Ha XpoMaTtorpamMme pacTBOpa
XpoMaTorpamme pacTBopa | cTaHZApTHHIX OOpa3LOB TeIMHCApTaHa
CTaHAAPTHBIX obpa3uoB | ¥ amioaunuHa Oe3wrara (pasgen
TEIIMHACapTaHa 54 aMJIOOUIIMHA «KonnyecTBeHHOE onpe):[eneﬂne»).
Oesunara (pazmen
«KonuyecTBeHHOE
OnpeACIIEHUE).

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

[Ipumeuanue: I[IponykT cooTBeTCTBYET TpeboBaHmsiM HJT 3akmouenne: OJIOGPEHO

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

[loxrotrosneHo: Ilposepeno: Santosh Kumar | Omo6peno: Menemxep / PykoBoaureb

Pravesh Rana Maurya @: Manoj Kumar

— w
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Hara: 29.11.2023 Hata: 29.11.2023

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 ‘g'.

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
CEPTH®UKAT AHAJIN3A www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Mpoaykr: Tencapran® AM (ammoaunuu+renmucapran) tabnerky 5 mr+40 vr
Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepus Ne O6beM cepnn 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
AnaguTHyeckuii oryer Ne Hdata anaanza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA Ionen 10
Analysis performed according ND / Ananns nposexen no HJ/I: JITT-004550-240822

Page 3 of 10 / Crp. 3 3 10

1;;) Test / IlokasaTenn Result / PesyabTaThl 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
HoanuHHOCTD test and standard solutions, have | standard solutions, should have
Y®-cnexTpocKkonus absorption maxima at the same | absorption maxima at the same
(B2XKX (PDA-aeTexTop)) wavelengths (¥2nm) (section | wavelengths (+2 nm) (section "Assay")
" " .
Amlodipine and Telmisartan / Assay") VO-cnekTpsl  MOMVOLIEHUS  MHKOB
V®-crieKTpsl MOTJIOLICHUS NMUKOB | TeIMMCapTaHa H aMITOAMIIMHA,
aMJIOJUIIMH U TeJIMUCApTaH
TeJMHUCApTaHa ¥  aMJIOAMITHHA, | TIOTYy4EHHBIE npu
NOJIy4eHHbIE mpu | xpomarorpa¢UpoBaHHK HCIBITYEMOIO
XpoMatorpabHpoBaHuU ¥ CTAaHAAPTHOrO PAacTBOPOB, HOJDKHBI
MCIBITYEMOr0 ¥ CTaHHApPTHOrO | MMETh MAakCHMyMbl TOIVIOLICHHS MPH
pAcTBOPOB, HMEIOT MAaKCHMYMbl | OIHHX M T€X e JUIHHAX BOIH (+2 HM)
NOTJIOILEH s [IPH OJHUX U TeX ke | (pasjen «KonmaecTBeHHOE
IMMHaX BoNH (+2 HM) (pasmen | ompefeseHHe»)
«KonuuecTBeHHOE ONPEENIEHUE))
3 Dissolution / PacTBopeHue
a) Amlodipine / Unit-1 / Ta6mn.-1 100 % Not less than 75 % (Q) C20H25CIN2Os
AMIOTUITUH - = (Amlodipine) in 30 min. / He MeHee
Unit-2 / Ta6n.-2 100% | 75 9 (0) CaoHasCINOs (amouImHE)
Unit-3 / Ta6in.-3 98 % depe3 30 MHH.
Unit-4 / Ta6bn.-4 98 %
Unit-5 / Tabx.-5 98 %

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT cooTseTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PykoBoaurens
Manoj Kumar

Prepared by / Checked by /
IToaroroseHo: [Mposepeno: Santosh Kumar
Pravesh Rana Maurya jp\
- /‘—’_—
Reprint Date / Reprint Date / Reprint

Jlara: 29.11.2023

Jara: 29.11.2023

Hata: 29.11.2023

Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP13984PLC004507
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 AHAJIM3A www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnoaunuu+renmucapran) Tabnerku 5 Mr+40 mMr
Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepus Ne Ob6bem cepun 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
AHaJTHTHYeCKHH oTueT Ne JaTa ananuza '
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTa npousBoacTBa I'ogen no
Analysis performed according ND / Anayau3 nposesaen nmo HJI: JI1-004550-240822

Page 4 0of 10/ C1p. 4 m3 10

ITpumeuanme: IIpogykr cooTBeTCTBYET TpeboranusaM HJJ

i.? Test / [TokazaTesb Result / Pe3yabTaThl Specification / Hopma
Unit-6 / Tabmn.-6 98 %
b) Telmisartan / Unit-1 / Ta6n.-1 99 % Not less than 75 % (Q) C33H3oN4O;
Tenmucapran - (Telmisartan) in 30 min. / He menee
Unit-2 / Ta6n.-2 99 % 75 % (Q) C33H3oN4O, (Tenmucapran)
Unit-3 / Ta61.-3 100 % | 4epes 30 muH.
Unit-4 / Tabn.-4 98 %
Unit-5 / Ta6bn.-5 99 %
Unit-6 / Ta6bn.-6 100 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axkaouenne: OJJOBPEHO

Prepared by /
IToproTosneHo;
Pravesh Rana

Checked by /
ITposepeno: Santosh Kumar

Maurya &

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoautesb

Manoj Kumar w

Reprint Date /
Jara: 29.11.2023

Reprint Date /
Jlata: 29.11.2023

Reprint Date /
Jara: 29.11.2023

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 “:‘

Dr. Reddy's Laboratories Ligd
Formulation Unit-6

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

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

’ﬁgduct : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg
[ Iponyxr: Tencapran” AM (amI0AHNKH+ TeIMHUCApPTaH) Tabnetku 5 Mmr+40 mMr
Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepust Ne O6beM cepum 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
AHanuTHYeCKHH oTueT Ne JlaTa aHaJH3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa nIpoHu3BOACTBA T'oxeHn no
Analysis performed according ND / Anaju3 nposexen no HJI: JI[1-004550-240822

Page 5 of 10 / Crp. S u3 10

1;.: Test / [loka3zaTesb Result / PesyabTaTsl Specification / Hopma
4 Related Substances / PoacTBeHHbIE IPUMeECH

npumecen

A. Amlodipine / AMIOJUNINH

Impurity D / Ilpumecu D

Any unidentified impurity
/ EAuHMYHON HEUAEHTH-
buLHPOBAHHON NPHUMECH

Total impurities / Cymma

(ITO = 0.027 %)

Below LOD (LOD = 0.027 %) /
Huxe mpenena o0HapyKeHHs

Below LOQ (LOQ = 0.08%) /
Hike npenena KOIU4eCTBEHHOTO
onpenenenuns (ITIKO = 0.08 %)

Below LOQ / Hxe npeznena
KOJMYECTBEHHOTO ONpEeAeNICHHU

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

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

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

B. Telmisartan /
Tenmucapran

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoayKT cooTBeTCTBYET TpeboBanram HJI Bakawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosyieHo: IIpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoaurens
Pravesh Rana Maurya @\ Manoj Kumar

// w
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Jara: 29.11.2023 Jara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP13984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran® AM (amoaunuu+TenmucapTan) Tabaerku 5 Mr+40 mr

Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepus Ne O6BeM cepuu 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / 1 29.11.2023
AHamTHYeCKHH oTyeT No JlaTa aHaan3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA ToneH no

Analysis performed according ND / Anaiu3s nposeaen no HJI: JI[1-004550-240822

Page 6 of 10 / Cxp. 6 u3 10

No

No Test / I[loka3aTeanb

Result / PesyabTaThl

Specification / Hopma

Impurity A / [Ipumecu A

Below LOQ (LOQ = 0.004%) /
Huxe ripesiesia KONUYECTBEHHOTO
onpenenenus ([IKO = 0.004 %)

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

Dimer acid / JumepHoit
KHCJIOTBI

Any unidentified impurity
/ EAMHAYHON HEUNEHTH-
¢uLpoBaHHOM IpHMecH

Total impurities / Cymma
MpUuMecen

Not detected / He 0OHapyxeHa

Below BDL (BDL= 0.05%) /
Hwxe nopora perucrpauyu
(ITP =0.05%)

Below BDL / Huxe mopora
perucTpanuu

Not more than 0.2 % /
He Gonee 0,2 %

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: ITpoaykt cooTBeTcTBYET Tpebosanusm HJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: ITpoBepeno: Santosh Kumar | Ompobpeno: Menemxep / Pykosoaurensb
Pravesh Rana é Maurya | Manoj Kumar @';é

Ly
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Jlara: 29.11.2023 Jara: 29.11.2023

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
CEPTUDOUKAT AHAJIU3A www.drreddys‘com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Mponykr: Teacapran® AM (amnounus-+renMucapraH) Tabnetkn 5 Mr+40 mr
Batch No / : V2302399 Batch Quantity / : 400000 tab /
|Cepns Ne O6nem cepun 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
AHANHTHYeCKHH oTueT No JlaTta apaausa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npon3BoACTBa T'ogen oo
Analysis performed according ND / Anann3 nposegen no HJI: JI1-004550-240822

Page 7 of 10 / Ctp. 7 m3 10

1;.:) Test / Iloka3aTenb Result / PesyabTaTsl Specification / Hopma
5 Water / Bona 1.7% Not more than 4.0 % /
He 6onee 4,0 %
6 Uniformity of desage units/ OqHOpoOaAHOCTH 103 POBAHHS
a) Amlodipine / 3.7 The acceptance value (47) should be
Amitogunus less than or equal to 15.0 / ITokazarens
npuemieMocTH (4 V) nomkeH ObITE He
6onee 15,0.
b} Telmisartan / 3.6 The acceptance value (A7) should be
Tenmucapran less than or equal to 15.0 / IToka3artens
npremMiIeMocTH (4 V) nomKeH OBITh He
oonee 15,0.
7 Microbial enumeration tests* / MuxkpoGuonoruyeckast yucrora*

a) Total Aerobic Microbial
Count / Ob1ee yucio
a3pOoOHBIX MHKPOOPTaHH3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6oxee 1000 KOE/r

b) Total Combined Yeast and
moulds count / ObIee auciIo
OPOXKEBBIX U IUIECHEBBIX
rpubos

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6osee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByeTB 1 I

Shell be absent in 1 gram /
OrcyTcTBHE B 1 T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpoaykT cooTBeTCTBYET Tpebosanuam HJL 3akmouenue: OJJOBPEHO

Prepared by / ” Checked by / Approved by: Manager/Executive /
IToarorosneHo: ' IMposepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoauresnb
Pravesh Rana Maurya Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.11.2023 Hara: 29.11.2023 Jara: 29.11.2023

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 Laboratories Ltd,

@
DI’. ReddY’S ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

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

Iponyxr: Tencapran® AM (ammoaunun-+renmucapran) Tabaetku 5 Mr+40 mr

Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepus Ne O0beM cepui 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
AHATHTHYECKHIT 0TYeT Ne JlaTa aHaju3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA I'onen 10

Analysis performed according ND / Ananus nposenen o HJL: JI[1-004550-240822

Page 8 of 10 / Ctp. 8 m3 10

i.oo Test / IlokasaTeJb Result / PesynbTaThl Specification / Hopma
8 Assay / KonuuecTBeHHOe onpeneJieHue
a) Amlodipine / 498 mg/4.98 Mmr Not less than 4.5 mg and not more
AmioaunuH than 5.5 mg of C20HasCIN2Os
(Amlodipine) in tablet. /
Ot 4,5 mr 10 5,5 mr C2oHasCIN2Os
(ammomurivH) B TabyeTke.
b) Telmisartan / 39.8 mg/39.8 Mr Not less than 36.0 mg and not more
TenmucapTan than 44.0 mg of C33HioN4O:
(Telmisartan) in tablet. /
Ot 36,0 Mr o 44,0 mr C33H30N4O>
(TenmucapTaH) B TabneTKe.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpofyKT cooTBETCTBYET TpeboBanusam HJL Zakmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroToBneHo: / IIposepeno: Santosh Kumar | Omobpeno: Menemxep / Pykosoauresns
Pravesh Rana Maurya /3(_’ Manoj Kumar @u/&:ﬂ
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Jara: 29.11.2023 Jara: 29.11.2023

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



Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTU®HAKAT AHAJIM3A www.drreddys.com

Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg
[ IIpoxykr: Tencapran™ AM (amnopunnn-+renmucapran) tabnetku 5 mr+40 mr
Batch No / : V2302399 Batch Quantity / : 400000 tab /
Cepus Ne O0nem ceplil 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / 1 29.11.2023
AHajuTHYecKHH oTyeT Ne Jara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTa npou3BoACTBA T'ogen 1o
Analysis performed according ND / Anasin3 npoeaen no HJI: JI[1-004550-240822

Page 9 of 10/ C1p. 9 m3 10

blister with heat seal lacquer
coating and shellac coating.
4 blisters with leaflet in carton./ ITo
7 Tabnetox B OuucTepe U3

(IIBX/AVIIA) ¢onsru /
QIIOMHUHUEBOM donpru c
TEPMOKIICEBBIM NTaKOBBIM
HOKPHITHEM M IIEJJTAKOBBIM

nokpeiTeMm. Ilo 4 6mmcrepa B
nayKy KapTOHHYIO BMECTE C
WUHCTPYKLMEH N0 IPUMEHEHHIO.

1;.: Test / ITokasaTesb Result / PesynbTaThl Specification / Hopma
9 Package / YnakoBka 7 tablets in PVC/AlW/PA — Alu | 5 tablets in PVC/Alu/PA — Alu blister

with heat seal lacquer coating and
shellac coating. 2 blisters with leaflet in
carton.

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

ITo 5 Tabnerok B Onucrepe wu3
(IIBX/AVITA) donbru / amoMUHHEBOH
Gonbru ¢ TEPMOKICEBBIM JIAKOBBIM
MOKPBITHEM %4 ILIEJUTAKOBBIM
nokpeitHeM. Ilo 2 GnucTepa B Iauky
KapPTOHHYIO BMECTE C HHCTPYKIHEH M0
TIPUMEHEHHIO.

I[Io 7 Tabmerok B Onucrepe U3
(IIBX/AUTTA) ¢onpru / amoMiuHHEBOK
GONBrd ¢ TEPMOKIIEEBBIM JIAKOBBIM
TOKPBITHEM 31 IIEJUTAKOBBIM
nokpeiTdeM. [lo 2 wiu 4 GmicTepa B
Mayky  KapTOHHYKO  BMeCTE  C
HUHCTpPYKIHEl 110 IPUMEHEHHUIO.

10 Labeling / MapxkupoBka

According to ND /B cootserctBun ¢ HJ

Remarks : The Product confirms to ND/
Ipumeuanue: Iponykr cooreeTcTBYeT TpeboBanmsiM HJI

Conclusion : APPROVED /
3akmwouenune: OJIOBPEHO

Jata: 29.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoeepeno: Santosh Kumar | Omobpero: Menemxkep / PykoBonurens
Pravesh Rana Maurya ., Manoj Kumar

Oy o]
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023

Jara: 29.11.2023

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 “:‘

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Lig
Formuiation Unit-6

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

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Iponyxr: Tencapran® AM (amnoaunun-+renmucapran) Tabaetku S Mr+40 Mr

Batch No / : V2302399 Batch Quantity / : 400000 tab/
Cepusa Ne O0bem cepun 400000 Tab
Analytical Report No / : 890001702573 Date of Analysis / : 29.11.2023
Ananuruyeckuii oruer Ne Hara anaaunsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA Tozen mo

Analysis performed according ND / Anasms3 nposeaen no HJI: JII1-004550-240822

Page 10 of 10 / Ctp. 10 m3 10

No

Ne Test / ITokazaTennb

Result / PesynbTaTshl

Specification / Hopma

11 Storage conditions /
YciaoBus XxpaHeHHust

Below 25°C. / Ipu Temneparype He Boiwe 25 °C.

12 Shelf life /
Cpox roagHocTH

3 years /3 rona

*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 / TTpoBOAMTCS NMPOM3BOAMTENEM HpPH BBITYCKE MEPHOAMYECKH (C MHTEPBAIOM OJHO
wcrbiTanre Ha 20 cepuit win He MeHee 1 pasa B ron). [Tokasarenb MOXET ObITh He BKIHOYeH B CepTHdHKAT aHalN3a

dbupMmsI.

API name / Haumenosanue A®C:

Amlodipine Besilate /
Amnonunusa 6e3mnat

Telmisartan / TenMucapTan

npoussoautes LJIdD:

INN / MHH: Amlodipine / AMI0AUNIMH Telmisartan / TenMucapTan
APL manufacturer batch number / ACNH005299 ABQHO003131, ABQH003280
Howmep cepun npoussogurenss ADC:

FP Manufacturer API Batch number /

Homep cepun cyocTaHUHH FEOAQ0384 FEQA00280, FEQA00281

API Manufactured by & country /

Dr. Reddy’s Laboratories Ltd.,

Dr. Reddy’s Laboratories Ltd.,

Npouspoaurenn, ADC, crpana: India / India /
J-p Pequ’c JlaGoparopuc JIta., | J-p Pemmw’c Jlaboparopuc JITx.,
%03 01055 4 Wnpus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykt coorercTByeT TpebopaHuam HJI 3axmodenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoauresb
Pravesh Rana Maurya Manoj Kumar
' .S o]
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Jarta: 29.11.2023 Jarta: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




