® o
Dr.Reddy’s ‘3‘
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Anannraveckuii oruer Ne
Date of Manufacture /
JMaTa npoussoacrea

Analysis perforﬁd?cc&dﬁg

i Aug2021

06.07.2020/ uswm. Ne 1 ot 06.07.2020)

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJTU3A

in_e+te_hnis_ahl1an) Tablets_SEngO mg
(amA0nnHtTEAMICapTan ) TabneTin

5 Mr_+80_MF_

Batch No / : V2101423 Batch Quantity / 1399994 tab/
Cepa e == __ |O6sem cepuu 399994 ta6
rAnalytical Report No / : 890001542180 Date of Analysis / : 31.08.2021

Jata anannza

T'oxen no

ND / Ananns nposenen

No | |
No Test / Tlokazarens Result / PesysbtaTe
i 1 _Description / Onucanue __'(mmg shaped,_uncoated, biconvex,
bilayered tablet with white layer on one side
and pale pink layer with mottled appearancc
on other side. / Tabnetku MPOAONTOBAaTOM
dopmei, NBOAKOBLINYKNbIC, JBYXCAOLHEIE,
ONMH CJIOA  CBETNO-PO30BOrO  LBeTa, ¢
BKpanieHuAMH Genoro upeTa, BTOPOii ¢10id
Genoro usera.
2 Identification / The retention times of major peaks
Hogaunnocte In chromatogram  of test
o reparation corresponds to that in
Amlodipine and prep P

Telmisartan / amnonumun
U TENIMUCAPTaH

the chromatogram of Telmisartan

Date of Expiry /

no HJI;: JIT-004550-010819 (amend Ne 1 from

——

and Amlodipine besilate reference
standards solution as obtained in
the Assay. / Bpemena
YAEPXKUBAHNS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme  UCHBITYEMOro
pacTBopa COOTBETCTBYIOT
BpeMeHaM YAEpKUBAHNS
OCHOBHbBIX MHKOB Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHBIX 0bpasios
TeAMUCApPTAHA M AMJIOJMNHHA
besnsara (pasnen
«Konuuectsennoe
OTIpE/IENIEHUEY). |

: July.2023

__Page1of7/Crp.1u

Specification / Hopma

bilayered tablet with off white to white
layer on one side and pale pink to pink
layer with mottled appearance on other
side. / Tabretku npogonrosaroif
dopmel, JBOAKOBBIIYKIIBIE,
ABYXCJIOMHBIE, OMH CJIOH — OT CBETIIO-
PO30BOTO 10 pO30BOrO LBETa, ¢
BKpamieHuamMu Genoro usera, BTOpoit
CIOH — 6enoro miaM moutH 6enoro
IBeTa.

The retention times of major peaks in
chromatogram of test preparation
corresponds  to  that in  the
chromatogram of Telmisartan and
Amlodipine besilate reference
standards solution as obtained in the
Assay. / BpeMeHa ynepxuBaHus
OCHOBHBIX ITHKOB Ha XpOMarorpamme
HCIIBITYEMOTO  PacTBOpa  JIOJKHBI
COOTBETCTBOBATD BpeMeHaM
YACPXKHMBAHUS OCHOBHBIX IMKOB Ha
Xpomarorpamme pacTBopa
CTaHIAPTHBIX 00pA3LOB TEIMHCAPTaHA
M amjopunuHa Geswrtata (paszen
«KonnuecrsenHoe ompejeneHue»).

|

Oblong shaped, uncoated, bic_omgc, l

Remarks : The Product confirms to ND/
lpumeuanue: ponyicr coorsercTByer Tpebosanuam HJJ

Conclusion : APPROVED /
3akawuenune: OJIOBPEHO

Prepared by /
Ioaroroeneno:
Ramakant

Reprint Date /
JlaTa: 09.09.2021

! Reprint Date /

Checked by /
Ipoeepeno:
Naresh Kurnar

fig

Approved by: Manager/Exccutive /
Ono6pero: Menemxep / PykoBogurens
Amit Kumar f&/ A

Hara: 09.09.2021

Reprint Date /
Hara: 09.09.2021

Registered Office: 8-2-337, Road No. 3
Tel: 91 40 4900 2900, Fax: 91 4

CIN: L85195AP [ 984P1C 004507
www.drreddys.com

» Banjara Hills, Hyderabad - 5001 134, AP, India
0 4900 2999, Email: mail@drreddys.com
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? o CERTIFICATE OF ANALYSIS
Dr’ Reddy s ‘-. CEPTUDOUKAT AHAJIN3A

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

[

Ipoaykr: Tencapran™ AM (amnoaunun-+renmucapran) Tabnetkn S mr+80 mr

Batch No/ 1 V2101423 Batch Quantity / : 399994 tab /
Cepus Ne - O0bem cepuu 399994 Tab
Analytical Report No / : 890001542180 Date of Analysis / : 31.08.2021
AHaJTHTHYeCKHH oTyeT Ne JlaTa anam3a

Date of Manufacture / : Aug.2021 Date of Expiry / : July.2023

HaTa npou3BoACTBA T'onen no

Analysis performed according ND / Anannz nposegen nmo HJI: JIT1-004550-010819 (amend Ne 1 from
06.07.2020 / mam. Ne 1 ot 06.07.2020)

Page2 of 7/ CTp. 2 u3 7

3 Dissolution / PacTBopenue
a) Amlodipine / Unit-1/ Ta6n.-1 96 % | Not less than 75 % (Q) CaoHasCIN2Os
AmnoaunuH - (Amlodipine) in 30 min. / He menee
Unit-2 / Tabn.-2 I 98_% | 75 % (Q) CaoblnsCINOs (amnomuamu)
Unit-3 / Ta6a.-3 98 % yepes 30 MuH.
Unit-4 / Tab6n.-4 94 %
Unit-5 / Ta67.-5 102 %
Unit-6 / Ta6n.-6 98 %
b) Telmisartan / Unit-1/ Tabn.-1 98 % Not less than 75 % (Q) C33HzoN40;
TenmucapTan —_— —| (Telmisartan) in 30 min. / He menee
Unit-2 / Ta6n.-2 100 % 75 % (Q) C33H3oN4O; (Tenmucapran)
Unit-3 / Ta6n.-3 99 % yepes 30 MuH.
 Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 99 %
~ Unit-6 / Ta6n.-6 99 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IponykT cooTBeTcTBYET Tpedopanusm HJJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: IlpoBepeHo: Ono6peno: Menemxkep / PykoBoaurens
Ramakant — Naresh Kumar @5/ Amit Kumar /;_.“_; al”
Reprint Date / . Reprint Date / Reprint Date /
Hara: 09.09.2021 Jara: 09.09.2021 Jara: 09.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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
CEPTU®UKAT AHAJIN3A

Ipoaykr: Tencapran®

Product : Telsartan AM (Amlodipinet+telmisartan) Tablets 5 mg+80 mg
AM (amaoaunuu+renmucapran) Tabuerku 5 Mr+80 mr

Batch No /

Cepus Ne

Analytical Report No /
AHanauTH4YecKH i oTueT Ne
Date of Manufacture /
Jlara mpouzBoacTBa

1 V2101423 Batch Quantity / : 399994 tab /
|O06bem cepun 399994 Tab

: 890001542180 Date of Analysis / : 31.08.2021
Jara ananausa

: Aug.2021 Date of Expiry / : July.2023
I'onen a0

Analysis performed according ND / Ananus nposeaen no HJI: JII1-004550-010819 (amend Ne 1 from
06.07.2020 / u3m. Ne 1 ot 06.07.2020)

Page3of 7/Crp.3u37

4 Related Substances / PoacTBennble npumMecH

A. Amlodipine /
AMnoaunuH

Impurity D /
IMpumecn D

Any unidentified
HeuaeHTHHUIM-
pOBaHHOM NpUMECH

Total impurities /
CymMa npumeceit

impurity / ExpuHuuHOM

Below BDL (BDL=0.05 %) /
Hke nopora peructpauuu (ITP —
0.05 %)

BDL (Disregard limit 0.05%) /
Huwxe nopora peructpauun (ITP =
0.05%)
Below BDL / Hike nopora
pErncTpanu1

Not more than 0.5 % /
He Gonee 0,5 %

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

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

B. Telmisartan/
Tenmucaprax

Impurity A /
llpuvecu A

KHCJIOTBI

Any unidentified

Dimer acid / luMepHo#i

impurity / ETuHUYHOIA

Below BDL Area (828) / Huxe
nopora peructpaumu (ITP = 828)

Below LOQ (LOQ = 0.015 %) /
Hipke npenena KOJIHYECTBEHHOTO
onpenenenus (ITIKO = 0.015 %)
Below BDL (BDL= 0.05 %) /
Hwxe nopora perucrpauuu (ITP =

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

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

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

HeueHTUuiu-
POBaHHON NPUMECH

Total impurities /
Cymma npumeceit

0.05 %)

perucTpauu

Below BDI,/ Huxe niopora

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

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT coorBeTcTBYET TpeOoBanusim HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managcr/Exccutive /
MoproToraeHo: [Tposepeno: N Ono6peno: Menepiep,/ A:)-'H(}Bt},'lll'l'l:illl
Ramakant Naresh Kumar &, Amit Kumar | ol

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.09.2021

Hara: 09.09.2021

Jara: 09.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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|Product : Telsartan AM (Amlodipinet+telmisartan) Tablets 5 mg+80 mg

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Mpoayxkr: Tencapran®™ AM (amnoaunuu+renmucapran) Tabnetkyn 5 mr+80 mr

Batch No / 1 V2101423 Batch Quantity / : 399994 tab /
Cepua N O0bem cepun 399994 tab
Analytical Report No / : 890001542180 Date of Analysis / : 31.08.2021
AHaauTHYecKH# oT4yeT No Jara anaamsa

Date of Manufacture / : Aug.2021 Date of Expiry / : July.2023

JlaTa npou3BoACTBA T'open o

Analysis performed according ND / Ananus nposeaen nmo HJI: JI[1-004550-010819 (amend Ne 1 from
06.07.2020 / uzm. Ne 1 ot 06.07.2020)

Page4of 7/ Ctp.4u37

5 Water / Boaa 1.5% Not more than 4.0% w/w /
He 6ouiee 4,0 %
6 Uniformity of dosage units/ OaHopoaHoCTb 103MPOBAHHSA
' a) Amlod_ipine/_ 3.1 The acceptance value (AV) should be
AMIIoauTIMH less than or equal to 15.0 / Iloka3zaTens
npuemieMocTH (AV) fokeH ObITb He
6onee 15,0.
b) Telmisartan/ 2.2 The acceptance value (AV) should be
Tenmucapran less than or equal to 15.0 / ITokazaTens
npuemiieMoctd (AV) nonxeH ObITh He
Gonee 15,0.
i/ Microbial enumeration tests / Mukpobuonoruyeckasi Y4HCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / OG1ee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCJIO APOAOIKEBBIX U
TUTECHEBBIX rprbOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyTcTBYeTB 1 T OtcytcTBUe B 1 T
8 Assay / KosinvecrseHHoe onpejesienne -
a) Amlodipine / 4.88 mg / 4.88 mr Not less than 4.5 mg and not more
AMToIUITUH than 5.5 mg of Cy0HsCIN;Os
(Amlodipine) in tablet. /
Ot 4,5 Mr 110 5,5 Mr C0H25CIN2Os
(amnogunun) B TabneTke.

Remarks : The Product confirms to ND/
[Tpumeuanue: IlpoaykT coorsercTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prcpared by / } Lﬁ Checked by / Approved by: Manager/Executive /
[loxaroroeneHo: M L~ ITporepeHo: Onobpeno: Meunemxkep / PykoBoauresns
Ramakant Naresh Kumar @/ Amit Kumar PM: =

—
Reprint Date / N m Date/ : Reprint Date / o
Hara: 09.09.2021 Mara: 09.09.2021 Hara: 09.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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 AHAJIN3A

Product : Telsartan AM (Amlodipine+telmisartan) Tablets 5 mg+80 mg_
IIpoaykr: Tencapran” AM (amnoannuH+renmucapran) tabnerku 5 mr+80 mr

Batch No / : V2101423 Batch Quantity / : 399994 tab /

Cepns Ne ~ |O06Bem cepuu 399994 1a6
Analytical Report No / : 890001542180 Date of Analysis / : 31.08.2021
AnajauTHYeckHi oTyeT No ~|/aTa anajn3a

Date of Manufacture / : Aug.2021 Date of Expiry / : July.2023

JaTta npousBojacTBa . T'ogen no

Analysis performed according ND / Ananus nposcacn mo HJL: JITI-004550-010819 (amend Ne 1 from

06.07.2020 / u3m. Ne 1 ot 06.07.2020)

b) Telmisartan /
Tenmucapran

79.0 mg / 79.0 mr

PageSof 7/ Crp.Sm3 7

Not less than 72.0 mg and not more
than 88.0 mg of C33H30N40O2
(Telmisartan) in tablet. /

Ot 72,0 Mr g0 88,0 Mr Cs3H3gN4O>
(TesMmcapTaH) B TabNeTKe.

Remarks : The Product confirms to ND/

[Tpumeuanue: IlpogykT coorBeTcTBYeT TpeboBanusam HJ|

Conclusion : APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by. Mauager/Executive /
TToroToRNeHO: (‘%},L d/j_..-f TMporepeHo: . Onofipenn: Menemxep / 1_‘\}'Kﬂf%t)_J'I,H"I"Cj'II:
Ramakant : Naresh Kumar (%, Amit Kumar /3‘,,/

|
Reprint Date / Reprint Date / Reprint Date /
Jara: 09.09.2021 Jara: 09.09.2021 Hata: 09.09.2021

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

www.drreddys.com
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|Product : Telsartan AM (Amlodipine+telmisartan) Tablets 5 mg+80 mg_

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Mpoayxr: Teﬂcz}pTaH“° AM (amnoaunuutrenmucapran) Taduerku 5 mr+80 mi

Batch No / 1 V2101423 Batch Quantity / : 399994 tab /
Cepus Ne O0bem cepun 399994 Tab
Analytical Report No / : 890001542180 Date of Analysis / : 31.08.2021
Ananutndeckuii oTuer Ne - Jara ananunsza

Date of Manufacture / : Aug.2021 Date of Expiry / : July.2023

Jlara mpou3BOACTBA TI'onen no

Analysis performed according ND / Ananns nposeaen no HJI: JITT-004550-010819 (amend Ne 1 from
06.07.2020 / uzm. Ne 1 ot 06.07.2020)

9 Package / YnakoBka

Page 6 of 7/ Crp. 6 u3 7

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

7 Tabnetok B Ouucrepe H3
(IIBX/AVTIA) donbru /
ATOMHHMEBOI ¢donbru c
TEPMOKJIEEBBIM JIAKOBBIM

HOKPHITHEM K IUEJUIAKOBBIM
nokpeiTeM. [lo 4 OnucTepa B
Mauyky KapTOHHYIO BMECTE C
UHCTPYKUMEH 10 MPUMEHEHHUIO.

Tablet 5 mg+40 mg and 10 mg+40 mg
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/Aluw/PA — Alu blister
with heat seal lacquer coating and
shellac coating. 2 or 4 blisters with
leaflet in carton.

Tablet 5 mgt 80 mg and 10 mg+80 mg
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/Alu/PA — Alu blister
with heat seal lacquer coating and
shellac coating. 2 or 4 blisters with
leaflet in carton. /

Tabaetkn 5 mr + 40 mru 10 mr + 40 mr
I[lo 5 Tabneroxk B Onucrepe u3
(11IBX/AVTIA) donbry / anioMUHHEBOU
GONBIH ¢ TEPMOKIIEEBbIM  JIAKOBBIM
NOKPBITHEM U HIENNAKOBBIM
nokpeitueM. Ilo 2 6nucrepa B navky
KapTOHHYIO BMECTE C MHCTPYKUHUEH I10
TIPUMEHEHHIO.

Ilo 7 rabnerox B Onnctepe u3
(TIBX/AVIIA) donbru / amoMUHHEBOM
¢$oNbrd C TEPMOKIICEBBIM JAKOBBIM
NOKPBITHEM 1%} I1EJJIAKOBBIM
nokpbiTieM. [lo 2 unu 4 Gnucrepa B
Mayky  KapTOHHYI0  BMeCTe  C
MHCTPYKIMEH 110 IPUMEHEHHIO,

Remarks : The Product confirms to ND/
ITpumeuanne: [Tponykr cootseTcTBYeT TpeboBatusm HJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

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

[ToarotosneHo: [TpoBepeHo: Ono6peno: Menemxkep / Pykosoaurens

Ramakant — Naresh Kumar @g/ Amit Kumar < N
P\""‘/

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.09.2021 Hata: 09.09.2021 Hara: 09.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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 AHAJIM3A

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

IIpoaykr: TencapT_aH“° AM (amnoaunubtrenMucapran) Tabnetku 5 mr+80 mr

Batch No / 1 V2101423 Batch Quantity / : 399994 tab /
|Cepnn Ne O6bem cepuu 399994 Tab B
Analytical Report No / : 890001542180 Date of Analysis / : 31.08.2021
Anajutnueckuii order Ne JlaTta ananusa

Date of Manufacture / : Aug.2021 Date of Expiry / : July.2023

Jara npou3BOACTBA Toaen no

Analysis performed according ND / Anaaus nposeaen no HJI: JIT-004550-010819 (amend Ne 1 from
06.07.2020 / usm. Ne 1 ot 06.07.2020)

Page 7 of 7/ Crp. Tus 7

Tabnerku 5 mr+ 80 Mru 10 mr + 80 Mr
[lo 2 Tabnerku B Onmcrepe U3
(TIBX/AVTIA) dosnbru / anioMUHUEBOH
GdoNeru ¢ TEpPMOKIEEBLIM JIAKOBLIM
MOKPBITHEM u IIENTAKOBBIM
noxpsiTreM. [lo 5 6iucTepoB B mauky
KapTOHHYIO BMECTE ¢ MHCTPYKIMEN 1o
TPUMEHEHMIO.

I[lo 7 Tabmetok B Onucrepe U3
(TIBX/AVITA) donbru / amoMIHHEBOM
GOoNBrY € TEPMOKIIEEBBIM JIAKOBBIM

TIOKPBITHEM U LIENINaKOBbIM
noxportueM. Ilo 2 unu 4 6nauctepa B
nayky  KapTOHHYO  BMECTe ¢

HHCprKLIPIeﬁ o NPUMEHEHHUIO.

Cpok roaHocTH

10 Labeling / MapkupoBka According to ND /B cootsetcTuu ¢ HJI

11 Storage conditions / Below 25°C. / TIpu Temnepatype He Bbiwe 25 °C.
YcinoBusi XpaHeHHs

12 Shelf life / 2 years / 2 rojia

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpebosaHuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Lq Checked by / Approved by: Manager/Cxccutive /
ogrotorneHo: f M- TTpoRepeHn: . OnobpeHo; Menemwkep / Pykosoaurens
Ramakant Naresh Kumar @g/ Amit Kumar W

Reprint Date / Reprint Date / Reprint Date /

Jata: 09.09.2021 Hara: 09.09.2021 Hara: 09.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 46 4900 2560, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



