Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTHOMEKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 myg
Mpoaykr: Tencapran” (Teamucapran) TabsieTkn 80 Mr

Batch No / : B2202394 Batch Quantity / : 406.000 KG /406,000 KI"
Cepus Ne - O6bem napruu

Analytical Report No/ :+ 2002FP22001539 Date of Analysis / : 30-07-2022
AnagnuTH4YecKHil oTueT Ne Jdara anannsa

Date of Manufacture / : JUN-2022 Date of Expiry / : MAY-2025

JlaTa nponiBo/cTBA Foaen o

Analysis performed according ND / Ananns i'lpoaeueu no HJI: JITT-004161-030620 (amend Ne | from 17.08.2020 / u3m. Ne
|1 oT 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

Page 1 of 4/ C1p. 1 n3 4

No

Test / IlokazaTenn
Ne

Result / PesynbTathl

Specification / Hopma

Complies as
CooTBeTCTBYET

1 |Description/ Onucanne

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. / Tabnerka KancynoBWAHON
GopMbl, ABOSIKOBbINYKNas, Genoro unu
moyty 6eNoro 1BeTa, Ha OJHON CTOpPOHE
paszaenuTenbHas pucka U TucHerue «T»
u «L» 1o pasHble CTOPOHbI OT Hee, Ha
Jpyroii cropone TucHenne «80y.

2 |Identification /
IMoaIMHHOCTDL

Complies as
CooTBeTCTBYET

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 yjnep)KuBaHUsi OCHOBHOTO MHUKa
Ha  XpOMaTorpamMe  HCIbITYEMOro
pacTBOopa  JOMKHO  COOTBETCTBOBATH
BpEMEHH Y/1epKUBaHHs OCHOBHOTO NUKa
Ha Xpomarorpamme pacTBopa
CTanjapTHoro obpasua TenmucapTaHa
(paznen «KonuuecrsenHoe
onpeaeneHue).

3 |Disintegration time /
PacnanaemocTb

10 min 19 sec/ 10 mun 19 cek

Not more than 15 min/
He 6onee 15 Mut

4 |Dissolution /

PacrBopenue 102%, 99%, 99%

102%, 105%, 101%,

Not less than 75 % (Q) of C33H30N4O2
(telmisartan) in 30 min. /

He menee 75 % (Q) C33H30N402
(tenmucapraH) uepes 30 MuH.

Remarks : The Product conforms to ND /

Ipumeuanue: [poaykt coorBercsyer Tpebosannsm HJL

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO

Checked by /
[TposepeHo:

Prepared by /
TToAroTOBNEHO:

e

Approved by: Managcr/Execuljvc /

- Onobpeno: Menemxkep / ]
PykoBoANTEND i ﬂ(

Print Date / Hara: 31-07-2022

Print Date / lata: 31-07-2022

Print Date / {ara: 31-07-2022

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 : Surve.y 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 Qe
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : 'l'elsartan (I elmisartan) Tablets 80 mg
Mpoaykr: Tencapran® (tenmucapran) tabnerku 80 mr

Batch No / : B2202394 Batch Quantity / : 406.000 KG /406,000 KI'
Cepua Ne B O6beM mapruu N -
Analytical Report No / : 2002FP22001539 Date of Analysis / : 30-07-2022
AHAJIMTHYECKHIE oTyeT Ne - JlaTa aHa/Iu3a -

Date of Manufacture / : JUN-2022 Date of Expiry / : MAY-2025

JlaTa npon3BoACTBA I'oien ao

Analysis performed according ND / Anaaus nposeaen o HJL: JITT-004161-030620 (amend Ne | from 17.08.2020 / u3m. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

Page 2 of 4/ Cwyp.2 u3 4

No

Test / ITokazaTeJib
Ne

Result / PesynabTaTsi

Specification / Hopma

5 |Related Substances /
PoacTBeHHble IPUMeECH

Less than LOQ (LOQ=0.003%)
Less than LOQ (LOQ= 0.005%)
0.01%/0,01%

Less than Limit of Detection
(LOD=0.0019%)
0.01%/0,01%

0.01%/0,01%

Not detected / He oOHapyxkeHa

Not detected / He obHapyxeHa

Impurity A — not more than 02%/
npumech A — He 6onee 0,2 %

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

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

Impurity TMS1 — not more than 0.2 %/
npumecs TMSI — He Gonee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech AUMEPHOH KUCIOTbI —
e 6onee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npyMech X0po aHanora —
He 6onee 0,2 %

Any unspecified impurity — not more
than 0.2 % / eauHn4Has
HeuaeHTUHUUMPOBaHHAs NPUMECH — HE
6onee 0,2 %

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

6 |Water/Boaa

1.9% wiw /1,9%

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

7 |Uniformity of dosage
units/
OpHopoaHOCTD
A03MPOBAHUS

251725

The acceptance value (AV) should be
less than or equal to 15.0/
TMokasatens npuemnemoctu (AV)
nonex 6uITh He Gosnee 15,0.

Remarks : The Product conforms to ND /
Ipumeuanne: [TponykT coorsercryet Tpedosatuam HJL

Conclusion : APPROVED /
3aknouenue: OJJOGPEHO

Prepared by /
IToaroToBJieHO:

Ly

Checked by /
[Tposepeno:

vy

Approved by: Manager/Executive /

Ono6peno: Menenxep / W
PykoBoauTENIb

Print Date / JTlata: 31-07-2022

Print Date / JTara: 31-07-2022

Print Date / {ata: 31-07-2022

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
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Dr.Reddy’s Q,’
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Iponyxr: Tencapran” (tenmucapran) Tabnerkyn 80 mr - _ |
Batch No / : B2202394 Batch Quantity / : 406.000 KG /406,000 KI"
Cepus Ne O6beM napTruu
Analytical Report No / : 2002FP22001539 Date of Analysis / : 30-07-2022
Anannruyecknii oryer Ne JlaTa ananu3a
Date of Manufacture / : JUN-2022 Date of Expiry / : MAY-2025
Jlata npon3sojcTsa I'osten 10 o
Analysis performed according ND / Auaaus nposenen no HJL: JIT1-004161-030620 (amend Ne | from 17.08.2020 / uzm. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021) B -
Page30of4/Cap.3u3 4
1}2 Test / IlokazaTesb Result / Pe3yabTaThbl Specification / Hopma
8 [Microbiological limits /
Mukpo6uoJjioruiecKas
YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Ob1uee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
anpoOHBIX MUKPO-
OpraHu3mMoB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O6ee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO JPOAOKEBDIX M
nJjecHeBbIX rpuboB
¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram/
OtcyrcrByeT B 1 1 OtcyrctBue B 1 1
9 |Assay / KonmuecTBeHHoOe 80.3 mg/ 80,3 mr 76.0mg to 84.0mg of Ci3HiN4O>
onpepeieHue (100.3% / 100,3%) (telmisartan) (95 to 105% of label
claim) per tablet. / Ot 76,0 Mr mo
84,0 mr Ci3H3oN4O: (Tenmucapran) (ot
95 g0 105% OT HOMHUHAILHOIO
cojiepkaHus) B Tabnerke.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanne: [IpOAYKT COOTBETCTBYET TPEOOBAHUAM HI Bakmouenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToaroroBnexo: %t,_ [TposepeHo: é&% - OpnobpeHo: Meuemxkep / i
PykoBoAHTENh ﬂ?
Print Date / Jlara: 31-07-2022 Print Date / Jlata: 31-07-2022 Print Date / Jlata: 31-07-2022

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 : Surve.y 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




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOUKAL AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Tejcapran” (Teamucapran) tabnetku 80 mr

Batch No / : B2202394 Batch Quantity / : 406.000 KG /406,000 KI"
Cepus Ne O0beM NapTHH =
Analytical Report No / : 2002FP22001539 Date of Analysis / : 30-07-2022
AnanuTHyeckuii oTuer Ne |MlaTra aHa/u3a -
Date of Manufacture / : JUN-2022 Date of Expiry / : MAY-2025

Jara nponsBoacTBa Topen g0

1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

Analysis performed according ND / Ananus nposeaen no HJL: JI[1-004161-030620 (amend Ne | from 17.08.2020 / usm. Ne

Paged4 of 4/ Crp. 4u3 4

Ne Test / ITokazaTenan Result / PesysibTaThi

Specification / Hopma

N | 7
10 |Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a

1o 10 Tabnerok B 6nucrepe u3
(MIBX/AI/TIA) ponbry / anioMuH1eBoit
¢onsru. [To 3 6aucrepa BmecTe €
MHCTPYKLHEH MO MPUMEHEHHUIO B
navuKy KapTOHHY!IO.

7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 2 or 4 blisters and

patient information leaflet in a carton. /|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. /
1o 7 Tabaerok B 6nucrepe U3
(TIBX/AI/TTIA) donbru / antomuHueBoi
¢oabru. [To 2 unu 4 Gnucrepa Bmecte ¢
WHCTPYKLIMEH MO NPUMEHEHHIO B NAUKy
KapTOHHYIO.

[To 10 TaGnerok B GnucTepe 13
(TIBX/AI/TTIA) dosnbru / antomuHneBoi
doabru. [To 3 6aucrepa BMecTe ¢
WHCTPYKLHUEH MO MPUMEHEHHIO B Ma4Ky

KapTOHHYIO.

11 |Labeling /Mapkuposka |According toND /B coorserctaun ¢ HJI

12 [Storage condition / Below 25 °C / ITpu Temneparype He sbiie 25 °C
Xpaunenue
13 |Shelf-life / Cpox 3 years / 3 rona
rOJHOCTH

Remarks : The Product conforms to ND /
Ipumeuanne: [1PoAYKT COOTBETCTBYET TPEOOBAHUAM H

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Checked by /

Prepared by /
[ToaroToBNEHO: (gﬁdf__ [TpoBepeHo: M :

Approved by: Manager/Executive /

OpnobpeHo: Menemxep / v
PykoBojiTeb W

Print Date / Jlata: 31-07-2022 Print Date / lata: 31-07-2022

Print Date / Jlara: 31-07-2022

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,
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