Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoayxkr: TeﬂcapT_aH‘_E (renmucapran) Tabnetku 80 mr

Batch No / : B2203112 Batch Quantity / : 392.060 KG /392.060 KI'
Cepus Ne - - O0nem napTHH

Analytical Report No / : 2002FP22002203 Date of Analysis / : 29-10-2022

AHannTu4eckuii otaeT Ne. Jarta ananusa -
Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

JlaTa npor3BoaCTBA T'onen no

1 ot 17.08.2020, amend Ne 2 from 13.01.202

[ / u3m. Ne 2 ot 13.01.2021)

Analysis performed according ND / Ananus nposeaen mo HJ/L: JII1-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne

Pagelof4/Cip.1n34

" No
No
1

Test / [Toxa3aTenas

Descriptioﬁ / Onucanne

Complies
CooTBercTBYyeT

Result / PesynbTartsl

Specification / Hopma

as prescribed

/

White to off white, modified capsule
shaped, biconvex tablet with *'T” & ‘L’
debossed on either side of breakline on
one side and ‘80’ debossed on other
side. / Tabaerka KancynoBuaHOM
¢dopMbl, ABOSKOBBLINYKNAS, BEforo uiu
moyTH GeJIoro UBETA, HAa OIHON CTOPOHE
PA3ACINTEIbHASY pUCKA 11 ThcteHne « Ty
1 «L» Mo pasHble CTOPOHbI OT Hee, Ha
JpYrod cropoHe TucHenue «80».

Identification /
INopunHOCTEL

Complics
CooTtrercTByeT

as prescribed

The retention time of the main peak in
the chromatogram of the test solution
should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
Bpemsi yaep)kuBaHUsi OCHOBHOTO MHKa
Ha  XpoMarorpamMMe  UCHbITYEMOTO
pacTBopa  JO/DKHO — COOTBCTCTBOBATD
BPEMEHH YACPXMHUBAHUS OCHOBHOTO MUKa
Ha XpoMaTorpaMmme pacrsopa
cTaHaapTHoro obpasua resjMHcapraHa
(paznen «KonnuecTBeHHoe
ornpeaeeHue).

Assay / KonnuecTBeHHOE
onpenejieHHe

Water / Boga 1.9%

80.2 mg/ 80,2 Mr
(100.2% / 100,2%)

76.0mg to 84.0mg of Cx;HiN4O,
(telmisartan) (95 to 105% of labsl
claim) per tablet. / Ot 76,0 Mr po
84,0 Mr Cs3H3oN4O, (Tenmucapran) (ot
95 1no 105% oOT HOMHHaIBLHOIO
coJiepxanus) B TabaeTe.

w/w /1,9%

Not more than 6.0% w/w /
He 6onee 6,0 %

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykt cooteercTByeT TpeboBaHusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[ToarotoBneno:

-

Checked by /
[1posepeHo:

@g.

Approved by: Manager/Executive /

Opobpeno: MeHneaxep / /\Q%

PykoBogurenb

Print Date / ara: 31-10-2022

Print Date / Jata: 31-10-2022

Print Date / {ara: 31-10-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC 004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJM3A

Product : Telsartan (Telmisaman) Tablets 80 mg
Ilpoayxr: Tencapran” (tenmucaprat) Tabnerku 80 mr

Batch No / : B2203112 Batch Quantity / : 392.060 KG /392,060 KI'
Cepnsa Ne - O6bem naprum B -
Analytical Report No / : 2002FP22002203 Date of Analysis / : 29-10-2022
AHaJHuTHYecKHii oTyeT No |JaTa anajusa

Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

HarTa npoussoacrsa T'open no

Analysis performed according ND / Anaaus nposeaen no HJI: JIII-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. No
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

Page2of4/Crp.2uz 4

No

Test / IToka3zaTean
Ne

Result / Pe3ysibTarnl

Dis{ntegration time /
Pacnagaemocthb

5

10 min 46 sec/ 10 muH 46 cek

Specification / Hopma

'|Not more than 15 min /

He 6onee 15 Muu

Dissolution /
PacTBopeHne

102%, 102%. 102%,
102%, 101%. 100%

Not less than 75 % (Q) of C33H3N,0O»
(telmisartan) in 30 min. /

He menee 75 % (Q) C33HaoN4O:
(tenmucapTan) uepe3 30 MUH.

7 |Related Substances /
PojacTBeHHbIE IPUMeECH

Less than 1.0Q (LOQ=0.003%)

0.01%/0,01%

0.02%/0,02%
Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

0.01%/0,01%

Not detected / ne obHapyxeHna

Not detected / He oOHapykeHa

Impurity A —not more than 0.2 % /
npumech A — He 6onee 0,2 %

Impurity B — not more than 0.2 % /
npumechk B — He 6onee 0,2 %

Impurity D — not more than 0.2 % /
npumeck D — He Gonee 0,2 %

Impurity TMS1 — not more than 0.2 %/
npuMech TMS1 — He 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / 11puMECh UMMEPHUR KTV 1B —
He 6onee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npumMech x10po aHanora —
He 6onee 0,2 %

Any unspecified impurity — not more
than 0.2 % / enuHnuHas
HenaeHTH(hUIKMPOBaHHAS PUMECH — HL
oonee 0,2 %

Total impurities — not more than 1.5 % /
cymma npumeceii — He 6onee 1,5 %.

Remarks : The Product conforms to ND /
Ipumeuanne: [Tpoaykt coorBercTBYET TpebosaHuam HJI

Conclusion : APPROVED /
3axmouenne: OJTOBPEHO

Prepared by /
IoarorosneHo:

ey

Checked by /
[IpoBepeno:

M \

Approved by: Manager/Executive /

Onobpeno: Menemxep / /W'

PykoBoauTeb

Print Date / Tata: 31-10-2022

Print Date / [lara: 31-10-2022

Print Date / JIaTa: 31-10-2022

Reglstered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : LB6§196TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Emall : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, Indla. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxr: Tencapran® (Tenmucapran) Tabaeru 80 mr

;Batch No / : B2203112

Cepus Ne ~ |O0bem naprun -
Analytical Report No / : 2002FP22002203 Date of Analysis / : 29-10-2022
AHaJMTHYeCKHH oTueT Ne - Jarta ananusa

Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025
Jata npousBojcTsa T'oaen go

Analysis performed according ND / Ananu3s nposeaen no H/1: JIM1-004161-030620 (amend Ne | from 17.08.2020 / uzm. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 /wm3m. Ne2 ot 13.01.2021)

Page3of4/Cip.3n3 4

Batch Quantity / : 392.060 KG /392,060 KI' |

No
No
8

Test / [TokazaTennb

Result / PesyabTaTnl

Uniformity of dosage
units/
OnuopoagHocTb
J03HPOBAHHS

1.5/71,5

Specification / Hopma

| The acceptance value (AV) should be

less than or equal to 15.0/
[Tokazaresas npuemnemMoctd (AV)
Jlofiex ObITh He Oonee 15,0.

Microbiological limits /
MuxkpoOuonoruieckast
YHCTOTA

a) Total Aerobic Microbial
Count / O6uiee uncno
a’poOHbIX MUKPO-
OpraHu3MoB

b) Total Combined Yeast
and mould count / Obiiee
YUCJIO0 APOAOKEBBIX U
TMJIECHEBBIX IPHOOB

¢) Escherichia Coli

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

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

Absent in 1 gram /
OrcyrctByeT B | 1

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

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

Absent in 1 gram /
OrcyrcrBue B 1 ¢

Remarks : The Product conforms to ND /
ITpumedanue: [Ipoaykr coorseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axiouenue: OJOBPEHO

Pre

pared by /
[TogrorosieHo: té ,

Checked by /
Iposepeno: M g

Approved by: Manager/Executive /

Opobpeno: Menenxep / ,\%
PyKkoBoHTEND

Print Date / laTa: 31-10-2022

Print Date / lata: 31-10-2022

Print Date / lata: 31-10-2022

Registered Offlce : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangena, Indla. CIN : L85196TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Emall : mall@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Viliage, Bachupally Mandal, Medchal Malka]gir! District, Pin Code - 500 090,
Telangana, Indla. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS

CEPTHDH

KAT AHAJTH3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Tencapran” (Tenmucapran) TabneTku 80 mr

Batch No / : B2203112
Cepust Ne

Batch Quantity /
O6beM nmapThi

T . 392.060 KG /392,060 KI' |

Analytical Report No / : 2002FP22002203

Date of Analysis
| Mara ananusa

AnasinTHuecKkuii oTaer Ne
Date of Manufacture / : SEP-2022
JlaTa mpou3BoACTBA

Date of Expiry /
I'open 10

/ : 29-10-2022

: AUG-2025

Analysis performed according ND / Auanu3 nposeaen no HJL: JIN-004161-030620 (amend Ne | from 17.08.2020 / uzm. No .

nauky KapTOHHYH.

10 |Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
[To 10 Tabnetok B Oaucrepe w3
(TTBX/AI/TTA) donsru / amomuH1ieBoi
donbru. [To 3 6aucrepa BmecTe ¢
MHCTPYKIUEH N0 MPUMEHEHIIO B

| o1 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021} -
B Page4 of 4/ Crp. 434
l}? Test / Iloxazarenn Result / PesyabraTnbl Specification / Hopma

7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 2 or 4 blisters and
a patient information leaflet in a carton.
10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
[To 7 TabneTok B GrucTepe U3
(TIBX/AI/TTA) donbru / amomMuHUEBOH
donbru. [To 2 unu 4 6nuctepa BMecTe €
WHCTPYKUMEH 0 NPUMEHEHHUIO B AUKY
KapTOHHYO.

[To 10 Tabaerok B 6aucrepe U3
(TIBX/AI/TTA) donbru / anioMuHueBO#
donbru. I1o 3 Gnaucrepa BMecTe ¢
MHCTPYKLYEH 10 NPUMEHEHHUIO B MaykKy
KapTOHHYIO.

11 |Labeling /MapxupoBka |According to ND /B coorserctsuu ¢ HI

S S

12 [Storage condition / Below 25 °C / Ilpu Temnepa rvpe He Bbllue 25 °C
XpaHenue

I3 |Shelf-life / Cpox 3 years /3 rona
rOJHOCTH

Remarks : The Product conforms to ND /

pumeuanne: [Ipoaykt coorsercTyet TpedosaHusm H/L

Conclusion : APPROVED /
Jakmouenune: OJJOBPEHO

Prepared by / Checked by /
[loarorosnieHo: [TposepeHo:

@:‘*’fv— -
=

Approved by: Manager/Executive /

Opobpeno: Menemxep / /\%

PykoBoIUTENb

Print Date / Jara: 31-10-2022 Print Date / J]ara:

31-10-2022

Print Date / JTata: 31-10-2022

Registered Office i 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 600 034, Telangana, Indla. CIN : L85196TA1984PLCO04E07
Tel : +91 40 4900 2900, Fax : +91 40 4900 2099 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 46 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pln Code - 500 090,
Telangana, Indla. Tel : 9140 4464 2202 & 2203, Fex: 9140 4464 2276, www.drreddys.com



