Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

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

Ipoaykr: Tencapran” AM (amnoannun+renmucapran) Tabnetku S mrt40 mMr

Batch No / : V2301275 Batch Quantity / : 13313 tab/
|Cepnsn Ne ' O6nem cepun 13313 Tab

Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023

Ananurndyecknid oTyer Ne Jlara anann3za

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

JlaTa npou3BOACTBA T'onen xo

Analysis performed according ND / Anaau3s nposeaen no HJI: JI[1-004550-240822

Page 1 of 10/ Crp. 1 u3 10

131%0 Test / [TokasaTenns Result / PesyabTaTsi Specification / Hopma
1 Description / Onucanue Oblong shaped, uncoated, | Oblong shaped, uncoated, biconvex,

biconvex, bilayered tablet with
white layer on one side and pale
pink layer with mottled appearance
on other side. / Tabnetku
MPOAONITOBATON bopmsl,
JIBOSIKOBBIITYKJIbIE, JBYXCJIOMHBIE,
OJMH  CIOM  CBETJIO-PO30OBOTO
uBeTa, ¢ BKpalUIeHHAMH Oenore
1BeTa, BTOpPOii cioii 6esioro 1peTa.

bilayered tablet with off white to white
layer on one side and pale pink to pink
layer with mottled appearance on other
side. / TabneTrku mPOLOJITOBATOM
bopmbl, NBOSIKOBBIMYKJIbIE,
JIBYXCIIOMHbIE, OIUH CIIOH — OT CBETJIO-
pO30BOrO O PO30BOrO LBETA, C
BKpaIUIEHHsAMH Oesloro Lsera, BTOpOH
cnoilt — 6enoro WiM TmouTH Oenoro
BeTa.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: [poaykr cooTBeTCTRYET Tpeboranusm HJL

3akarouenue: OJJOBPEHO

Hara: 21.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIposepeno: Pardeep Kumar | Onobpeno: Menemwxep / PykoBoaunreb
Ankit & Amit Kumar

il Ao
Reprint Date / Reprint Date / Reprint Date /

JHata: 21.07.2023

Jara: 21.07.2023

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
www.drreddys.com

_ CEPTHOUKAT AHAJIM3A -
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoayxr: Tencapraw” AM (amnopnnuu+renmucapran) Tabnetku 5 mr+40 mr
Batch No / 1 V2301275 Batch Quantity / : 13313 tab/
Cepus Ne O0bem cepun 13313 tab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
AHaanTHdeckui oruer No JlaTa aHanmn3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jlara npou3BoACTBA I'omen 1o
Analysis performed according ND / Ananus nposeaen no HJI: JI1-004550-240822

Page 2 of 10/ Crp. 2 n3 10

‘1;? Test / [TokazaTennb Result / PesyabTaTsl Specification / Hopma
2a Identification (HPLC) / The retention times of major peaks | The retention times of major peaks in
MopnuuHocTs (BIXKX) in  chromatogram  of  test | chromatogram of test preparation
- . preparation corresponds to that in | should corresponds to that in the
?;?11;;1/111;11;1? Ziig;gg;ﬁin/ the chromatogram of Telmisartan | chromatogram of ‘Telmisartan and
and Amlodipine besilate reference | Amlodipine besilate reference
standards solution as obtained in | standards solution as obtained in the
the Assay. / Bpemena | Assay. / DBpemeHna ynepkuBaHus
yIEPKHMBAHUS OCHOBHBIX NMKOB HA | OCHOBHBIX ITMKOB Ha XpOMaTOrpaMMe
XpOMaTorpaMMe  MCIBLITYEMOIO | HCIBITYEMOrO — pacTBOpa  JOJDKHSI
pacTBopa COOTBETCTBYIOT | COOTBETCTBOBATbH BpEMeHam
BpEMeHaM yAepXMBAaHHA | YIEpKUBAaHWs OCHOBHBIX ITHKOB Ha
OCHOBHBIX TIHKOB Ha | Xpomarorpamme pactsopa
XpomaTtorpamme pacTBOopa | CTaHAApTHBIX 06pa3lOB TENIMUCAPTAaHA
CTaHJApPTHBIX obpasioB | ¥ amjomunuHa Oe3unata (pasaen
TeIMHUCApTaHa W amyopunuHa | «KonMuecTBEHHOE OMpeJeNeHUER).
Geszunata (paspmen
«KonuuecTBeHHOE
OIpENIENICHUEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipogykr coorsercTByeT TpeboBanusam HJI 3axaruenue: OJJOBPEHO
Prepared by / Checked by / - | Approved by: Manager/Executive /
IlonrorosneHo: Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
Ankit Amit Kumar
f ——
ﬂ == {& o
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.07.2023 Jara: 21.07.2023 Jata: 21.07.2023

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 €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

Ipoaykr: Tencapran® AM (amnoaunun+renmucapran) Tabnetku 5 mr+40 mr

Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus Ne O6beM cepun 13313 1ab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
AHaJHTHYEeCKnH oTyeT Ne Jara ananusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npoussoacTsa T'onen oo

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

Page 3 of 10 / Crp. 3 m3 10

i.:) Test / IloxasaTenn Result / PesyabTaTh! 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 chromalography of the test and
IMoaNHHHOCTE test and standard solutions, have | standard solutions, should have
Y®-cneKTpocKonust absorption maxima at the same | absorption maxima at the same
(B2XKX (PDA-neTexTop)) wavelengths (¥2nm) (section | wavelengths (+2 nm) (section "Assay")
Amlodipine and Telmisartan / Assay") V®-cnexTpbl  NOMIOIIEHUS  MUKOB
V®-crieKTphbl TOMNOIEHHs] THKOB | TeJIMHUCapTaHa u amMJIOUIIMHA,
aAMJIOIUITHH ¥ TENIMUCApTaH
TeIMHCApTaHa W aMJIOAMIKHA, | TOTy4eHHbIE npu
NOJIyueHHbIE npu | xpomartorpadpupOBaHHH HCIBITYEMOTO
XpoMaTorpadupoBaHuu ¥ CTaHJapTHOTO PacTBOPOB, NOJDKHBI
HCTBITYEMOTO M CTAHAAPTHOrO | MMeTh MaKCHMYMBI NOTNOIIEHHs IpH
PacTBOPOB, MMEIOT MAKCHMYMbl | ONHHX M Te€X XK€ JUIMHAX BOJH (+2 HM)
TOTJIOLIEHYs] TIPK OJIHMX U TeX ke | (pa3men «KonuuecTBeHHOE
JnuHaxX BOJH (+2 HM) (pas;men | omnpeneleHHe»)
«KoniecTBeHHOE OMPEACIEHUEN)
3 Dissolution / PacTBopenue
a) Amlodipine / Unit-1 / Tabn.-1 99 % Not less than 75 % (Q) C20H25CIN2Os
AmnonumiH - = (Amlodipine) in 30 min. / He meHee
Unit-2/Taba.-2 104% | 75 94 (0) CooHsCIN;Os (amtonummH)
Unit-3 / Tabn.-3 101 % gepe3 30 MuH.
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 98 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mprmeyanue: [IpoaykT coorBeTcTBYeT TpeboBanuam HJI 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: I[Iposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoaurens
Ankit Amit Kumar

L = r i
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.07.2023 Jara: 21.07.2023 Jara: 21.07.2023

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

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

an

Ipoayxr: Tencaprai

[Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
AM (amnoannuH+renMucaprad) Tabnetku 5 mr+40 mr

Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus Ne O0bem cepun 13313 Tab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
AunannTnyecknii otuer Ne JaTa apasinza

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jara npou3BoACTBA I'ogen no

Analysis performed according ND / Ananu3s nposeaen nmo HJI: JI[1-004550-240822

Page 4 of 10 / Crp. 4 u3 10

i,: Test / IloxazaTens Result / PesyabTaThbt Specification / Hopma
Unit-6 / Tabn.-6 101 %
b) Telmisartan/ Unit-1/ Tabn.-1 92 % Not less than 75 % (Q) CaaHioN4O»
Temmeapra Unit2 / Tabn.-2 93 % %ﬁ}:’;ﬁgfgﬁ;}‘&?gj‘?Te/niig‘a‘g;:{)

Unit-3 / Ta6n.-3 94 % uepes 30 MuH.
Unit-4 / Ta6n.-4 96 %
Unit-5 / Tabn.-5 93 %
Unit-6 / Tabn.-6 81 %
Unit-7 / Tabn.-7 87 %
Unit-8 / Ta6n.-8 92 %
Unit-9 / Tabn.-9 91 %

Unit-10 / Tabmn.-10 93 %

Unit-11 / Tabn.-11 94 %

Unit-12 / Tabn.-12 90 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanue: [Tpoaykr coorercTByeT Tpedosanusm HJL 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoauress
Ankit Amit Kumar e

ﬁ 1 ‘/X(/
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.07.2023 Hata: 21.07.2023 Hara: 21.07.2023

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: L85135AP1984PLC0O04507

www.drreddys.com




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

CEPTHOPUKAT AHAJIU3A
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
ITpoaykr: Tencapran® AM (amnogunuH-+renmucapran) tabnetkn S Mr+40 mr ;
Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus Ne O0bem cepuu 13313 tab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
Ananurnyecknit oryer Ne Jarta ananuza
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jara npon3BoacTBA I'ogen jo
Analysis performed according ND / Auanus nposeaen no HJI: JIT1-004550-240822

Page 5 of 10 / Ctp. S m3 10

1;.2 Test / [loka3zaTennb Result / PesyabTaThl Specification / Hopma
4 Related Substances / PoacTBeHHbIe pUMecH

A. Amlodipine / AmsioaMnuH
Impurity D / [Tpumecu D

Any unidentified impurity
/ EAMHUYHON HEUNEHTH-
¢dhurLupoBaHHO NPUMECH

Total impurities / Cymma
npuMecei

Below LOD (LOD = 0.027 %) /

Hwxe npenena oGHapyx eHHs
(IO = 0.027 %)

Below LOQ (LOQ = 0.08%) /
Hmxe npejienia KOJMIECTBEHHOTO
onpenenenus (ITKO = 0.08 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpeIesieHus]

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

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

Not more than 1.5 %/
He Gonee 1,5 %

B. Telmisartan /
TenMucapTan

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykt coorsercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakauenne: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosnexo: IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaurens
Ankit ﬂ Amit Kumar N
TN N
4/ /
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.07.2023

Hara: 21.07.2023

Hara: 21.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- 4Q1 4N 49NN 29NN, Fax- +91 4N 4900 2999, Fmail: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran™ AM (amnoaunuu+renmucaprat) rabnerku's mr+40 mr

Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus Ne O6nem cepuu 13313 Tab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
Ananarudeckuii oryer Ne JaTa ananusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npou3BoacTaa I'oaen g0

Analysis performed according ND / Ananm3s nposeaen mo HJIL: JI1-004550-240822

Page 6 of 10/ Ctp. 6 u3 10

No

Test / [Toka3zaTenn
Ne

Result / PesyabTaThl

Specification / Hopma

Impurity A / TIpumecu A

Below LOD (LOD = 0.001 %) /
Hwxe npenena oOHapyXeHHS
(IO = 0.001 %)

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

Dimer acid / {lumepHoii
KHUCJIOTBI

Any unidentified impurity
/ ENMHUYHON HEUASHTH-
(bULHpOBaHHOI NpUMeECH

Total impurities / Cymma
npumecei

Not detected / He o6HapyxeHa

Below BDL (BDL= 0.05%) /
Hwxke nopora peructpaunu (ITP =
0.05 %)

Below BDL / Hwxe nopora
perucTpanyu

Not more than 0.2 % /
He 6onee 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/

TTpumeuanue: [Tpomykr coorsercTayer TpeboBanuam HJI

Conclusion : APPROVED /
Bakmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroToRieHO: Iposepeno: Pardeep Kumar | Ono6peHo: Menemxep / PykoBoauress
Ankit ﬂ ? Amit Kumar —

- /
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.07.2023 Hara: 21.07.2023 Jara: 21.07.2023

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

www.drreddys.com

CEPTUPHUKAT AHAJIU3A L
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran” AM (amacannuntreavucapran) TabneTku 5 mr+40 mr g ]
Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus Ne Oo6bem cepun 13313 tab
Analytical Report No / : 890001673698 Date of Analysis / ¢ 21.07.2023
AHanuTHueckuii oTyeT No JaTa aganuza
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npousBocTsa Tonen no
Analysis performed according ND / Ananns nposexen no HJL: JITT-004550-240822

Page 7 of 10/ C1p. 7 u3 10

a3pOBHBIX MHKPOOPraHU3MOB

1;.00 Test / ITokaszaTennb Result / PeayabTaThbl Specification / Hopma
5 Water / Bona 1.7% Not more than 4.0 % /
He 6onee 4,0 %
6 Uniformity of dosage units/ O1HOpoAHOCTb 103UPOBAHUS
a) Amlodipine / 6.7 The acceptance value (47) should be
AMJIIOIUITAH less than or equal to 15.0 / [Tokazarens
npuemieMocTH (4V) nomxeH ObITh He
6osnee 15,0.
b) Telmisartan / 2.5 The acceptance value (4¥) should be
TenmucapTan less than or equal to 15.0 / IToka3arens
NpUEMIEMOCTH (4 V) nomikeH ObITh He
6ounee 15,0.
7 Microbial enumeration tests* / Mukpo6uonoruyeckas yucrora*
a) Total Aerobic Microbial 5 CFU/g/ Not more than 1000 CFU/g /
Count / Obmee uncno 5 KOE/r He 6onee 1000 KOE/r

rpuboB

b) Total Combined Yeast and
moulds count / O611iee YucIo
NPOMOKEBBIX U IIECHEBBIX

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 /
OtcytcTBYeTB 1 T

Shell be absent in 1 gram /
OtcyrctBue B 1 1

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoayKT COOTBETCTBYET rpebopannsam HJI

Conclusion : APPROVED /
3akmouenne: OJJOEPEHO

Jlara: 21.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotorieHo: IMposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTens
Ankit Amit Kumar

¢ Do
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.07.2023

Hara: 21.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

t/ °® Formulation Unit-6

Dr’ Reddy ) ° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 55C01-02
www.drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAMN3A

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

Hpoaykr: Tencapran™ AM (amnoa1nuH+Tenmucapran) TabaeTku 5 mr+40 mr

Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus No O0bem cepun 13313 Tab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
AHaauTHYECKHI oTyeT No JlaTa aHaM3a

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3BoacTBa I'ogen o

Analysis performed according ND / Ananu3s nposenen mo HJI: JIT1-004550-240822

Page 8 of 10 / Crp. 8 u3 10

1}: Test / [lokasaTennb Result / PeayabTaThbi Specification / Hopma
8 Assay / KonuuecTBeHHOe onpefeieHue
a) Amlodipinc / 4.96mg / 4.96 mr Not less than 4.5 mg and not more
AMJIoAMINH than 5.5 mg of CaHasCIN2Os
(Amlodipine) in tablet. /
Ot 4,5 mr 10 5,5 Mr CaoHasCIN2Os
(amaoaunuy) B TabneTke.
b) Telmisartan / 39.1 mg/39.1 Mmr Not less than 36.0 mg and not more
Tenmucaprad than 44.0 mg of C33H30N4O2
(Telmisartan) in tablet. /
Ot 36,0 mr o 44,0 mr C33H30N4O>
(TenMucapTaH) B TaOJNETKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoaykr coorBeTcTBYeT Tpeboranusam HJI 3akmaouenue: OJIOBPEHO 5
Prepared by / Checked by / Approved by: Manager/Executive /
[loxrorosneHo: TIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosonuresb
Ankit V Amit Kumar /\ -~
— /
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.07.2023 Hata: 21.07.2023 Jara: 21.07.2023

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 Q':‘

CERTIFICATE OF ANALYSIS

T CEPTHOHKAT AHAJII3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 93166 55001-02
www.drreddys.com

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

Mpoaykt: Tencapran” AM (amnogumis+renmucaprat) tabnerku 5 mr+40 mr .

Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepus Ne O0Bem cepun 13313 1ab.
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
AHAJUTHYECKHH oTYeT No JlaTa anaiusa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

JlaTa npoH3BOACTBA T'oaen oo

Analysis performed according ND / Ananus nposejien 1no H;: JIT1-004550-240822

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 Tabjgerok B OnHMcTepe M3

(IIBX/AVITA) ¢bonbru /
ATIOMUHHUEBOM ¢doneru c
TEPMOKJIEEBBIM T1aKOBBIM

MOKPHITHEM U ILUEJIAaKOBLIM
nokpsitieM. [lo 4 6nucrepa B
Mayky KapTOHHYIO BMeECTE C
MHCTpYKUMEH M0 MPUMEHEHHIO.

1;.:) Test / [lokazaTennb Result / PesyabTaThl Specification / Hopma
9 Package / YnakoBka 7 tablets in PVC/Alu/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. /

Mo 5 Tabnetox B Onucrepe U3
(TIBX/AVITA) donbry / alntoMMHHEBOMH
¢Gonbru ¢ TEPMOKIIEEBBIM JIAKOBBIM
HOKPHITHEM " I1IEJITaKOBBIM
nokpeiTHeM. Ilo 2 6nucrepa B mayky
KapTOHHYIO BMECTE C MHCTPYKLMEN 0
NIPUMEHEHUIO.

[Mlo 7 Tabnetox B Onucrepe u3
(TIBX/AI/TIA) donsru / antoMHHHEBOH
Gonpr ¢ TEPMOKIEEBBIM JIAKOBBIM
NOKPBITHEM u LIENIaKOBBIM
nokpbiTieM. [lo 2 unm 4 6auctepa B
nayky  KapTOHHYI0  BMECTe €
HMHCTPYKLHEH [0 MPUMEHEHHIO.

10 Labeling / MapkupoBka

According to ND /B cootsetctBiu ¢ H]I

Remarks : The Product confirms to ND/
[Mpumeyanue: [Tpoaykr coorsercrayer Tpedopanuam HJI

Conclusion : APPROVED /
Bakarouenue: OJJOBPEHO

Hara: 21.07.2023

Jara: 21.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosneHo: IIporepeno: Pardeep Kumar | Omo6peno: Menemxkep / PykoBoautenns
Ankit Amit Kumar

- P
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.07.2023

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 82166 55001-02
www.drreddvs.con

bk CEPTUO®UKAT AHAJIM3A
|Product ; Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Mpoaykr: Tencapran” AM (amnogunin-+reamucapran) tabnerki 5 mr+40 mr
Batch No / : V2301275 Batch Quantity / : 13313 tab/
Cepna Ne O6bem cepun 13313 Tab
Analytical Report No / : 890001673698 Date of Analysis / : 21.07.2023
ApaauTH4eckuii oruer Ne JlaTa ananu3za
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npon3BoaAcTBA Togen oo
Analysis performed according ND / Anasnus nposenen no HJI: JIT1-004550-240822

Page 10 of 10 / Ctp. 10 u3 10

i‘? Test / [TokasaTenn Result / PesyabTaThl Specification / Hopma
11 Storage conditions / Below 25°C. / Tlpu Temmniepatype He Bbile 25 °C.

Ycenosusi XxpaHeHust
12 Shelf life / 3 years /3 rona

CpoK rogHocTH

*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 / [IpoBoaMTCS NPOM3BOAWTENEM [PH BBIMYCKE NEPHOAMYECKH (C HHTEPBANOM OIHO
ucrbsiTanne Ha 20 cepuii wiu He mMeHee 1 pasa B rox). [Tokasarens MOXeT 6bITh HE BKIIIOYEH B CepTudukaT aHanusza

(bupMBI.
API name / HaumenoBanne A®C: Amlodipine Besilate / Telmisartan / TenmucapTtaH
AmnoaunuHa 6e3unat

INN / MHH: Amlodipine / AMJIOIUNIHH Telmisartan / TenmucapTau

API manufacturer batch number / ABPH010313, ABPH010020,

Homep cepuu npoussoguTens ADC: ACNHO05299 ABQH000374

FP Manufacturer API Batch number / FEPA04331, FEPA04333,

Homep cepuu cy6cTanumu FEOA00384

FEQA00041

npouspoautesn [JID:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,

IIponspoautens ADC, crpana: India / India /

JI-p Pennu’c Jla6opatopuc JIta., | H-p Pemmw’c Jlaboparopuc Jita.,
Wnpus Wnpus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Ipoxykt cooTBeTcTBYET TpeboBanusam HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: IIpoepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoautens
Ankit f Amit Kumar X
~ ~ —

Reprint Date / Reprint Date / Reprint Date /
Hara: 21.07.2023 Jlata: 21.07.2023 Hara: 21.07.2023

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




