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Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykt: Tencapran® (Tenmucapran) Ta6nerku 80 mr

Batch No / : B2200111 Batch Quantity / : 406.000 KG / 406,000 KI"
Cepus Ne B O06beM mapTuu -
Analytical Report No / : 2002FP22000152 Date of Analysis / : 27-01-2022
AHaanTHYCCKHIT oTueT Ne - Jara ananusa -
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

Jlata npoussojcTBa I'open go

Analysis performed according ND / Anaaus nposeaen mo HJI: JI[1-004161-030620 (amend Ne 1 from 17.08.2020 / usm. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021) B

Pagelof4/Crp.1 u3 4

No

Ne Test / IlokazaTesnb Result / PesynabTaThl Specification / Hopma

1 |Description / Onucanne |Complies as prescribed /|White to off white, modified capsule
COOTBETCTBYET shaped, biconvex tablet with ‘T’ & ‘L’
debossed on either side of breakline on
one side and ‘80° debossed on other
side. / Tabierka KancyJIOBMAHOMN
(hopMbI, ABOSKOBBINMYKIAs, OEJIOro Wiu
no4Tty Oenoro 1BeTa, Ha OJHOMN CTOpPOHE
pasaeuTeNbHas PUCKA W TUCHeHHe «T»
u «L» 1o pa3Hble CTOPOHBI OT Hee, Ha
Jpyroii cTopoHe THCHeHUE «80»,

2 |Identification / Complies as prescribed /|The retention time of the main peak in
IopaunuocTh CootBeTcTBYET the chromatogram of the test solution
should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
Bpemsi ynepxuBaHHsi OCHOBHOTO MHKa
Ha  XpOMaTorpamMMe  HCIBITYeMOro
pacTBopa JOJDKHO  COOTBETCTBOBATh
BPEMEHH YAep>KUBAHUS OCHOBHOTO NUKa
Ha Xpomarorpamme pacTBOpa
cTanjapTHoro otpasia TeJaMucapTaHa
(pasmen «KonnuecTeeHHOE
OIpeeICHUE).

3 |Disintegration time / 10 min 13 sec/ 10 muH 13 cek Not more than 15 min /
Pacnapaemoctn He Gonee 15 mun

4 |Dissolution / 100%, 99%, 100%, Not less than 75 % (Q) of C33:H30N4O;
Pacreopenue o o o (telmisartan) in 30 min. /

100 A)’ 100 /0, 101 A) He menee 75 % (Q) C33H30N402
(Tenmucapran) yepes 30 MUH.

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

Ipumeuanue: [Ipoaykt cootBercTByeT Tpedoanusm HJJ 3axmouenue: OJJOGPEHO

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

IToarotorneHo: qﬁ%/, ITposepeHo: % Opnobpeno; Menemkep/
PykoBojnTEND A

Print Date / lata: 29-01-2022 Print Date / JTata: 29-01-2022 Print Date / Tata: 29-01-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : 49140 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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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg

|Opomyxr: Tencapran® (TenmucapTan) Tabnetky 80 Mr

Batch No / : B2200111 Batch Quantity / : 406.000 KG /406,000 KI' |
Cepusa Ne e O6bem napTun

Analytical Report No / : 2002FP22000152 Date of Analysis / : 27-01-2022

AnaguTHYeCKHi oTyer Ne _|MaTa anaau3a - o -

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

JaTa npon3BoJcTBa Iopen no

Analysis performed according ND / Ananun3 nposegen mo H/I; JITT-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne

1 or 17.08.2020, amend Ne 2 from 13.01.202

1 /u3m. Ne 2 ot 13.01.2021)

Page2 of4/Crp.2 uz 4

No

Test / lloxa3aTeJanb
No

Result / Pe3yanTaThl

Specification / Hopma

5 |Related Substances /
PoacrBenHbie NpUMecH

0.001

Less than LOQ (LOQ=0.003%)

Less than Limit of Detection (LOD=

4%)

0.02%/0,02%

Less than limit of Detection
(LOD=0.0019%)

Not detected / He oOHapyxeHa

0.01%/0,01%

Not detected / He 0OHapyskeHa

Not detected / He 0OHapyxeHa

Impurity A — not more than 0.2 % /

npumech A — He Gonee 0,2 %

Impurity B — not more than 0.2 %/
npumeck B — ue 6onee 0,2 %

Impurity D — not more than 0.2 % /
npumeck D — He 6onee 0,2 %

Impurity TMS1 — not more than 0.2 %/
npuMech TMS1 — ne 6osee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech TUMEPHOM KHCIIOTHI —
He 6onee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npuMech XI0po aHaora —
He Oonee 0,2 %

Any unspecified impurity — not more
than 0.2 % / enuHn4Has

HenJIeHTH GUIIUPOBAHHAA IPHUMECh — HE
6onee 0,2 %

Total impurities — not more than 1.5 % /
cymma nipumeceii — He Gonee 1,5 %.

6 |Water /Bona

1.8% w/iw /1,8%

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

7 |Uniformity of dosage
units/
OagHopoaHoCTL
JO3UPOBAHUS

2.0/2,0

The acceptance value (AV) should be
less than or cqual to 15.0 /
IToxazarens npuemnemoctu (AV)
nonex OeITE He Oonee 15,0.

Remarks : The Product conforms to ND /
ITpumeuanmue: IIpoaykt coorBeTcTByeT TpeboBanuam HJL

Conclusion : APPROVED /
3axnouenune: OJJOBPEHO

Prepared by /
IToaroroBneno:

i

Checked by /
IIpoBepeHo:

Approved by: Manager/Executive /
Opnobpeno; Menemxep/  ~
PyKOBOAHTEND A

Print Date / Jlata: 29-01-2022

Print Date / [Tata: 29-01-2022

Print Date / ata: 29-01-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 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



CERTIFICATE OF ANALYSIS
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Dr.Re d_dy’_s ".' CEPTHOHKAT AHAJTH3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykr: Tencapran® (tenmucapran) Tabnerkn 80 Mr S
Batch No / : B2200111 Batch Quantity / : 406.000 KG /406,000 KI' |
Cepus Ne ~ |O6bem napTun -
Analytical Report No / : 2002FP22000152 Date of Analysis / : 27-01-2022
AHanuTHYeCKHUIi oTueT No Jara ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024
JaTta npousBoacTrsa TI'omen go
Analysis performed according ND / Auanu3 nposegen mo HJI: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. No
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021) ___
Page3 of4/Crp.3 u3 4
1;.2 Test / Iloka3zaTesb Result / PesyabTaTh! Specification / Hopma
8 |Microbiological limits /
MuxpoOuosorudeckas
YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obuiee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MHKPO-
OpraHu3MOoB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O6uiee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCJIO IPOXKEBBIX U
TJIECHEBBIX IPUOOB
¢) Escherichia Coli Absent in 1 gram / Absentin 1 gram/
OrcyrctByeTrB 1T OrcyrctBue B 1 1
9 |Assay/ KosuuyecTBeHHOE 80.9 mg/ 80,9 mr 76.0mg to 84.0mg of Ci3H3N4O,
omnpejejenne (101.1%/101,1%) (telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 76,0 Mr mo
84,0 mr Cs3H3oN4O, (TenMucapran) (ot
95 mo 105% oOT HOMUHAILHOTO
coJiepkaHus) B TaOJIETKe,
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axmwuenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: [IpoBepeHo: A% Opobpeno: Menemxep / &2
PykoBojuTens
Print Date / lara: 29-01-2022 Print Date / JTara: 29-01-2022 Print Date / Jlata: 29-01-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
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o ...‘ CERTIFICATE OF ANALYSIS
Dr. Re ddy S [) CEPTU®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
IIpopyxr: TencapTa}_l® (Tenmucaptan) Tabaetky 80 Mr

Batch No / : B2200111 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne ~ |O0bem napTun |
Analytical Report No / : 2002FP22000152 Date of Analysis / : 27-01-2022

AnanuTHyeckuii oryer Ne - Jara anajimsa -

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

JaTa npou3BoacTBa I'open 1o

Analysis performed according ND / Auanus np_o?eneu mo HJ1: JII1-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne
10t 17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 ot 13.01.2021)

Page 4 of 4/ Crp. 4 u3 4

No

Ne Test / [lokazaTean Result / Pe3yasTaThl Specification / Hopma

10 |Packaging/ Ynakoska |10 tablets in a (PVC/AI/PA) foil / 7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a |aluminum foil blister. 2 or 4 blisters and
patient information leaflet in a carton. /|a patient information leaflet in a carton.

ITo 10 Tabnerok B bnuctepe 13 10 tablets in a (PVC/AI/PA) foil /
(IIBX/AVTIA) donbru / amomunueBoii|aluminum foil blister. 3 blisters and a
donsru. Io 3 6nucTepa BMecTe ¢ patient information leaflet in a carton. /
UHCTPYKUMEH N0 NPUMEHEHHUIO B ITo 7 Tabnetox B 6amcTEpe U3

NavykKy KapTOHHYIO. (ITIBX/AI/T1IA) donpru / anoMUHAEBOMH

doneru. [Mo 2 unu 4 6rUCTEpa BMECTE C
MHCTPYKLHEH [0 IPUMEHEHHUIO B MaYKy
KapTOHHYIO.

Io 10 Tabnetok B GmucTEpe K3
(ITBX/AVTIA) donbru / anroMuHAEBO
¢onsru. ITo 3 6nucrepa BMecTe ¢
MHCTPYKIHEH N0 MPUMEHEHHUIO B MayKy
_ - KapTOHHYIO.

11 |Labeling /MapxupoBka |According to ND /B cootBerctBun ¢ H]JT

12 |Storage condition / Below 25 °C / ITpu teMmnepatype He Bbiie 25 °C

XpaseHue
13 |Shelf-life / Cpox 3 years / 3 ropna

TO/AHOCTH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanusM HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: [IpoBepeno: & Onobpeno: Menemxep / a«?

Pykosoaurenb

Print Date / lata:  29-01-2022 Print Date / Jlata: 29-01-2022 Print Date / Jlata: 29-01-2022
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