Dr.Reddy’s €3¢

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
www.drreddys.com

CEPTHOUKAT AHAJIN3A

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

Ilponyxt: Tencapran” AM (amioaunuu+renmucapran) Tabnerku 10 mr+80 mr

Batch No / : V2300408 Batch Quantity / : 46,752 tab/
Cepusa Ne O6bem cepun 46,752 Tab
Analytical Report No / : 890001649746 Date of Analysis / : 14.03.2023
AnarnrHdyeckuii otyer Ne JaTa aHau3a

Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
Jarta npoussojcTrea I'onen no

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-004550-240822

Page 1 0of 10/ Crp.1 u3 10

1;.:) Test / Iloxa3aTenan Result / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Oblong  shaped, uncoated, | Oblong shaped, uncoated, biconvex,

biconvex, bilayered tablet with
white layer on one side and pale
yellow layer on other side. /

Tabnerku POIOJIrOBaToOM
dopmbl, JBOSIKOBBIMYKJIBIE,
JBYXCJIOWHBIE, ~ONUH  CJIOH

CBCTJIO-KCIJITOrO 1IBCTA, BTOpOﬁ
crioi outH 6enoro IIBE€TA.

bilayered tablet with off white to white
layer on one side and pale yellow to
yellow layer on other side. / Tabnerku
NpOJOJIrOBaTOM ¢bopMmeI,
IBOSIKOBBIITYKJIBIE, IBYXCIIOHHbIE,
ONUMH CJIOH — OT CBETJIO-XXENTOro A0
KeJTOro 1IBETa, BTOPOH cioii — 6enoro
WK oYTH HENoro LBeTa.

Remarks: The Product confirms to ND/
ITpumeyanue: ITponykrt coorseTcTBYeT Tpebopanusm HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Naresh

Kumar
(s

P

Checked by /
ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Ajay Sharma

4

Reprint Date /
Jlarta: 28.03.2023

Reprint Date /
Hara: 28.03.2023

Reprint Date /
Jarta: 28.03.2023

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 Ltd.
Formulation Unit-6

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

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

Product: Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran® AM (amnopunua-+renmucapran) Tabinerku 10 Mr+80 mr
Batch No / : V2300408 Batch Quantity / : 46,752 tab/
Cepus Ne Q0Bbem cepuu 46,752 tab
Analytical Report No / : 890001649746 Date of Analysis / : 14.03.2023
AHaTHTHYeCKHH oTueT No JlaTa ananu3a
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JlaTa npon3BoacTBa I'ogen 10
Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-004550-240822

Page 2 of 10/ C1p. 2 u3 10

Telmisartan / aMJIOJUIIHH
U TeJIMUCAPTaH

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

the Assay. / Bpemena
yIEep>KMBaHHs OCHOBHBIX IHKOB Ha
XpoOMaTorpaMMe  HCIBITYEMOIO
pacTBOpa COOTBETCTBYIOT
BpeMeHaM yIep>KUBaHUA
OCHOBHBIX IIUKOB Ha
XpomarorpaMme pacTeopa
CTaHIAPTHBIX o6pa3Los
TeIMHCApTaHa W  aMJIOAWNMHA
6e3mwnata (pazmen
«KonuuecTBeHHOE
OIpeeTICHUE»).

No A :
Ne Test / IlokasaTe/b Result / PesyapTare: Specification / Hopma

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

IHopnuuuaocTh (BIXKX) 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. / BpeMmeHa ynepxuBaHUA
OCHOBHBIX MMHKOB HAa XpOMaTOrpaMme
HCIIBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YOEP)KHUBAaHHS OCHOBHBIX ITMKOB Ha
XpomarorpaMmme pacTBopa
CTaHOapPTHBIX 00pa3LoB TeIMHCapTaHa
4 amiopgunuHa Oeswnara (pasgen
«KonnHuecTBEHHOE OnpeeNIeHUE).

Remarks: The Product confirms to ND/
IMpumeuanwue: [Ipogykr cooTeeTcTBYeT TpeboBanusim HJJ

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Naresh

Kumar &

—

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresns

l;; Ajay Sharma
O

Reprint Date /
Jata: 28.03.2023

Reprint Date /
JHara: 28.03.2023

Reprint Date /
Jara: 28.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
CEPTHUO®UKAT AHAJIU3A www.drreddys.com

Product: Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
IIpoaykr: Tencapran® AM (amnoaunun-+renmucapras) Tabaerkd 10 Mr+80 mr
Batch No / : V2300408 Batch Quantity / : 46,752 tab/
Cepus Ne O0nem cepun 46,752 Tab
Analytical Report No / : 890001649746 Date of Analysis / : 14.03.2023
AHaJdHTHYeCcKHi oTyer Ne HdaTa anamauza.
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JlaTa mpousBoacTBAa TI'ogen oo
Analysis performed according ND / Ananus nposeaen mo HJ{: JIT1-004550-240822

Page 3 of 10/ Crp. 3 w3 10

No g .
Ne Test / Iloka3aTenasn Result / PeayabTarTsl 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
IoannHHOCTH test and standard solutions, have | standard solutions, should have
Y ®-cnekTpockonus absorption maxima at the same | absorption maxima at the same
(BI9XKX (PDA- wavelengths (£2 nm) (section | wavelengths (+2 nm) (section "Assay")
AeTeKTop)) "Assay") V@-cnexTpsl  MOOIJIOLIEHHMA  NHUKOB
Amlodipine and V@-criekTphl MOMIOLICHAS MHKOB | TejMHcapTaHa % aMJIOJUIIHHA,
. TeJIMHCApTaHAa M aMJIOJWIIAHA, | NONydYeHHbIE npu
Telmisartan / aMJI0UNKUH
TOJIy4YeHHBIE npu | XpoMatorpagMpOBaHHM HCIBITYEMOTO
U TeIMHCApTaH
xpoMarorpabupoBaHUH ¥ CTaHAapTHOTO PacTBOPOB, AOKHBI
HCTLITYEMOr0 W CTaHOApTHOrO | HMMETh MAKCHMYMbI NOTIOIIEHHA NpH
pPacTBOpOB, WMEIOT MAaKCHMYMBbl | OJHMX U TeX *e ANHUHAX BOJNH (£2 HM)
MOTTIOLIEHHS NIPY OOHUX U Tex ke | (pazzen «KonuuecTreHHOE
IauHaX BOJH (+2 HM) (pa3men | oNpeleleHHe»)
«Konu4yecTBeHHOE ONpeeNICHIE»)
3 Dissolution / PacTBopeHue
a) Amlodipine / Unit-1/ Tabmn.-1 104 % Not less than 75 % (Q) C20H25CIN2Os
Amonunux - ~ (Amlodipine) in 30 min. / He menee
SnitZy/ laohe 101% | 75 o4 (0) CooHasCIN2Os (amnomurms)
Unit-3 / Ta6n.-3 100 % yepes 30 MuH.
Unit-4 / Tabn.-4 97 %
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpoaykT coorBercTBYeT TpebopanusM HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneHo: Naresh [Mpoeepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoaurens
Kumar Q Ajay Sharma
I~ C)‘f/, .
~ « @
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.03.2023 Hara: 28.03.2023 Hara: 28.03.2023

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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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
CEPTUOHUKAT AHAJIN3A www.drreddys.com

Product: Telsartan AM (amlodipinet+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran® AM (amnoaunus+renmucapran) Tabnerku 10 mr+80 mr
Batch No / : V2300408 Batch Quantity / : 46,752 tab /
Cepus Ne O0nem cepun 46,752 Tab
Analytical Report No / : 890001649746 Date of Analysis / : 14.03.2023
AHajuTHyecKkuii oTueT Ne Jara ananuza
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JlaTa Ipon3BOICTEA I'open g0
Analysis performed according ND / Anaians nposeaen no HJL: JIIT-004550-240822

Page 4 0of 10/ Crp. 43 10

1;.2 Test / IlokazaTesn Result / PeyabTaThl Speciﬁcaﬁon / Hopma
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 96 %
b) Telmisartan / Unit-1/ Ta6x.-1 94 % Not less than 75 % (Q) C33zH3oN1O,
T | e | v | (e 0 Heees
Unit-3 / Ta6n.-3 94 % yepe3 30 MuH.
Unit-4 / Ta6bn.-4 97 %
Unit-5 / Tabn.-5 93 %
Unit-6 / Tabn.-6 96 %

Remarks: The Product confirms to ND/
IMpumeuanue: Ilpoaykt cooreTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /
INoarorosneno; Naresh
Kumar ’

(-

~

Reprint Date /
Hara: 28.03.2023

Jlara: 28.03.2023

Checked by / Approved by: Manager/Executive /

Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoautens
C;L/ Ajay Sharma @

Reprint Date / Reprint Date /

Jara: 28.03.2023

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

CEPTUOPUKAT AHAJIU3A

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 (amlodipinettelmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran” AM (amnopunubtrenMucapran) Tabnerku 10 mr+80 mr

Batch No / : V2300408 Batch Quantity / : 46,752 tab/
Cepns Ne Ob6wem cepun 46,752 Tab
Analytical Report No / : 890001649746 Date of Analysis / : 14.03.2023
AHanurHueckuii oruer Ne Jarta ananuza

Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JlaTa npou3BoAcTBa T'open oo

Analysis performed according ND / Ananuz nposegen no HJ/I: JII1-004550-240822

Page Sof 10/ Ctp. Su3 10

Test / IToxazaTenn

Result / PesyabTaThl

Specification / Hopma

4 Related Substances / PoacTBeHHble npuMecH

A. Amlodipine /
AMITOUITHH

Impurity D / Tlpumecu
D

Any unidentified
impurity / EZHHUYHOM
HeuaeHTudu-
[UPOBaHHOM NpUMecH

Total impurities /
Cymma npumeceit

Below LOD (LOD = 0.027 %) /
Hixe npegena KOJMYeCTBEHHOTO
onpenenenus ([TKO = 0.027 %)

Below LOQ (LOQ = 0.08 %) /
Hmxe rpenena KOMTUYECTBEHHOTO
onpenenenus (ITKO = 0.08 %)

Below LOQ (Hwxe npenena
KOJHUYESCTBEHHOTO ONPEIENEHNU)

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

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

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

. Telmisartan /
Tenmucapran

Impurity A / Ilpumecu
A

Below Limit of Detection
(LOD:0.001%)/ Huxe npeaena

Not mo

He 6onee 0,2 %

re than 0.2 %/

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykr coorBercTBYeT TpeboBaHusM HJL

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Hara: 28.03.2023

Hara: 28.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh [MTposepeno: Pardeep Kumar | Opobpeno: Menemxep / PykopoauTens
Kumar N (’ Ajay Sharma
=T
—
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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 10 mg+80 mg
IIpoaykr: Tencapran® AM (amnoaunuu-+renmucapran) Tabnetku 10 mr+80 mr

Batch No / : V2300408 Batch Quantity / : 46,752 tab/
Cepust Ne O6Bem cepHH 46,752 Tab
Analytical Report No / : 850001649746 Date of Analysis / : 14.03.2023
AHanuTH4ecKHH oTyeT No Jarta ananusa

Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JaTta npon3soacTea TI'ogen go

Analysis performed according ND / Ananus nposexen no HJI: JII1-004550-240822

Page 6 of 10 / Ctp. 6 u3 10

No

Test / IlokazaTeis
Ne

Result / PesyabTaTnl

Specification / Hopma

Dimer acid / [lumepHoit
KHCJIOTEI

KOJIMYECTBEHHOTO ONPEAEICHHUA
(ITKO = 0.001 %)

Below Limit of Detection
(LOD:0.005%)/ Huxe npenena
o6HapyxeHus (T10 = 0.005%)

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

LIMPOBAaHHON MIpUMECH

Total impurities / Cymma
IpUMecer

Any unidentified impurity /
Enunwinoit HemneHTHPU-

Below LOQ (LOQ = 0.08 %) /
Huke npenena KONIHYECTBEHHOTO
ompenenenus (ITKO = 0.08 %)

Below LOQ / Hixe npenena
KOJIMYECTBEHHOTO ONPEACIICHUS

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

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

Remarks: The Product confirms to ND/
IMpumeuanue: IIpogykT cooTBeTCTBYET TpeboaHusM HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Naresh

Kumar
(v

~

Checked by / Approved by: Manager/Executive /
Ipoeepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoauTens
:j/_ Ajay Sharma g

Reprint Date /
Hara: 28.03.2023

Reprint Date /
Jara: 28.03.2023

Reprint Date /
Jlata: 28.03.2023

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 Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product: Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
IIpoaykr: Tencapran® AM (amnoaunuutrenmucapras) tabaerku 10 Mr+80 mr
Batch No/ 1 V2300408 Batch Quantity / : 46,752 tab /
Cepust Ne O0beM cepun 46,752 tab
Analytical Report No / : 890001649746 Date of Analysis / : '14.03:2023
AnannTuyeckuii oryer Ne Jata anainsa ;
Date of Manufacture / :.Jan=2023 Date of Expiry / : Dec-2025
JlaTa npou3BoacTBa T'open no
Analysis performed according ND / Anaxus nposegen mo HJI: JITIT-004550-240822

Page 70f 10/ Ctp. 7 m3 10

1}00 Test / IlokazaTenn Result / Pe3yabTaTht Specification / Hopma
5 Water / Bona 1.6 % Not more than 4.0 % /
He 6oiee 4,0 %
6 Uniformity of dosage units/ OaHopoaHoCTh A03UPOBAHHSA
a) Amlodipine / 13.3 The acceptance value (4¥) should be
AmnoaunuH less than or equal to 15.0 / [Toka3aTens
npuemMieMocTd (4V) noikeH ObITh He
6onee 15,0.
b) Telmisartan / 3.0 The acceptance value (4¥) should be
Tenmucapran less than or equal to 15.0 / [Toka3aTens
npuemieMocty (4¥) noyxeH ObITh He
6oiee 15,0.
7 Microbial enumeration tests* / Mukpo6uonoruyeckasi yncrora*

a) Total Aerobic Microbial
Count / Ob1mee 9uciIO0
a3pOOHBIX MUKPO-
OpraHU3MOB

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

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

b) Total Combined Yeast
and moulds count / O61ee
YHCIO JPONOKEBBIX U
IUIECHEBBIX IPUOOB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OtcytcTRyeTB 1T

Shell be absent in 1 gram /
OtcytctBUEe B 1 T

Remarks: The Product confirms to ND/
IMpumeyanue: IlpogykT coorBeTcTBYeT TpeboBaHusM HJ{

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
oarorosneHo: Naresh IMposepeno: Pardeep Kumar | Onobpeno: MeHemxkep / PykoBogurens
Kumar @ Ajay Sharma

g <;,.f—__—
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.03.2023 Jara: 28.03.2023 Hara: 28.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s Q_':'.

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
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product: Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoayxr: Tencapran® AM (amogunua-+renmucaprtad) tabnetku 10 Mr+80 mr
Batch No / : V2300408 Batch Quantity / : 46,752 tab /
Cepus Ne O6bem cepuu 46,752 Tab
Analytical Report No / :'890001649746 Date of Analysis / : 14.03:2023
AHanuTn4yeckuii oryer No Jara anannza
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JlaTa mpon3BoacTBa TI'onen oo
Analysis performed according ND / Ananu3s nposenen mo HJI: JII1-004550-240822

Page 8 of 10/ Crp. 8 u3 10

Test / Ilokazaresan

Result / Pe3yabTaThl

Specification / Hopma

8 Assay / KonmuecTBeHHOe onpeesieHne

a) Amlodipine /
AMnogurnug

10.06 mg/ 10.06 mr

Not less than 9.0 mg and not more
than 11.0 mg of CyH>5CIN,Os
(Amlodipine) in tablet. /

01 9,0 Mr o 11,0 'l\VH‘ C20H25CIN,Os5
(amnonunuH) B TablieTKe.

b) Telmisartan /
TenmucapTan

78.5 mg/78.5 mr

Not less than 72.0 mg and not more
than 88.0 mg of C33H3oN4O>
(Telmisartan) in tablet. /

Or 72,0 MI” IO 88,0 MTr C33H30N402
(TenMucapraH) B TabNeTKe.

Remarks: The Product confirms to ND/
[Tpumeuanue: Ilpogykt coorBeTcTBYeT TpeboBaHmaM HJJ

Conclusion: APPROVED /
Zaxmwouenne: OJOBPEHO

Prepared by /
IToarorosieno: Naresh

Checked by /
IIpoBepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PyxoBonurens

Ajay Sharma @/

Kumar '
N
b
Reprind Dale /

Jara: 28.03.2023

Repriul Date /
Jara: 28.03.2023

Reptiul Date /
Harta: 28.03.2023

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 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®UKAT AHAJIM3A www.drreddys.com

ﬁ’roduct: Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
IIpoaykr: Tencapran® AM (amnopununa+renmucaprat) Tabnerku 10 Mr+80 mr
Batch No/ : V2300408 Batch Quantity / : 46,752 tab/
Cepust Ne O0beM cepHH 46,752 Tab
Analytical Report No / : 890001649746 Date of Analysis / : 14.03.2023
AHaJUTHYeCKHH oTyeT N2 Jata ananuza
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
Jara npon3BoacTBa I'onen oo
Analysis performed according ND / Auaan3 nposenen no HJL: JII1-004550-240822

Page 9 of 10/ Ctp. 9 u3 10

blister with heat seal lacquer
coating and shellac coating.
4 blisters with leaflet in carton./ ITo
7 Tabnerok B Onucrepe u3

(IIBX/AVTIA) donbru /
ANOMUHHEBO doabra c
TEPMOKJIEEBbIM JIAKOBBIM
HOKPBITHEM  H  IUEJUIAKOBBIM

nokpertueM. Ilo 4 Gunucrepa B
Nayky KapTOHHYI0 BMeCTe €
WHCTPYKIHEH 10 NPUMEHEHHUIO.

1;00 Test / Iloka3zaTenn Result / Pe3yabTaTsl Specification / Hopma
9 Package / Ynakoeka 7 tablets in PVC/AIu/PA — Alu | 2 tablets in PVC/Alu/PA — Alu blister

with heat seal lacquer coating and
shellac coating. 5 blisters with leaflet in
carton.

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

[lo 2 Ttabnetku B Onucrepe U3
(IIBX/AVTIA) doneru / amoMHHUEBOM!
¢$oNeru ¢ TEPMOKIEEBBIM JIAKOBBIM
HOKpPBITHEM U LLIeJITIAKOBBIM
nokpeITAeM. 1o 5 6IHCTEPOB B MayKy
KapTOHHYIO BMeCTe C MHCTPYKIHEH Mo
NPHMEHEHUIO.

Ilo 7 Ttabnerox B Onucrtepe U3
(IIBX/AVITA) donsru / amOMUHAEBOH
dbompru ¢ TEPMOKIIEEBBIM JIAKOBBIM
MOKPBITHEM " IIEJITaKOBBIM
nokpeiTHeM. ITo 2 unu 4 Gauctepa B
nayky — KapTOHHY0  BMECTe ¢
HHCTPYKLUEH [0 IPUMEHEHHIO.

10 Labeling / Mapkupoeka

According to ND /B cootsercteuu ¢ HJ{

11 Storage conditions /
YcioBusa xpaHeHust

Below 25°C. / Ilpu Temnepatype He Bblie 25 °C,

Remarks: The Product confirms to ND/
IMpumeuanue: IIponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IMoaroroenexHo: Naresh

Kumar 67
Iy
/

Checked by /
Iporepeno: Pardeep Kumar

Q\(_.r-"’

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosogurens

Ajay Sharma @/

Reprint Date /
Jara: 28.03.2023

Reprint Date /
JHara: 28.03.2023

Reprint Date /
Jata: 28.03.2023

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.

’ * Formulation Unit-6

DI’. Reddy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com

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

Ipoaykr: Tencapran® AM (amnopunuu+renmucaptan) Tabaerka 10 Mr+80 mr

Batch No/ : V2300408 Batch Quantity / : 46,752 tab /
Cepus Ne O06bem cepun 46,752 Tab
Analytical Report No / : 890001649746 Date of Analysis/ - : 14.03.2023
Ananurudeckuii oryer Ne JlaTa ananu3za

Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2025
JaTa npou3BoacTBa I'ogen no

Analysis performed according ND / Anasns nposegen o HJI: JI[1-004550-240822

Page 10 of 10 / C1p. 10 3 10

1;‘00 Test / IlokazaTenan Result / Pe3syabTaThl Specification / Hopma
12 Shelf life / 3 years /3 roma

Cpok rogHocTu

*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 / IIpoBoaMTCS MPOM3BOIUTENEM HPH BHIMYCKE [EPUOAMYECKH (C HHTEPBAJIIOM OOHO
ucnbiTaHue Ha 20 cepuii wiu He MeHee 1 pasa B ron). [Tokasatesap MoxeT ObITh He BiJIIOYEH B CepTH(HUKAT aHaNM3a

(UpPMBL.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlpogykT cooTBeTcTBYET TpebopaHusM HJJ 3axnrouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneHo: Naresh IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoautens
Kumar ) - Ajay Sharma

(v L — @/

Rueprint Date / Ruptiut Date / Repriut Date /
Jlara: 28.03.2023 Jara: 28.03.2023 Hara: 28.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: 1L.85195AP1984PLC004507
www.drreddys.com




