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Dr‘ Reddy s '-. CERTIFICATE OF ANALYSIS
CEPTUHOHUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg o
poaykr: Teacapran®™ (resmucapran) tadnerku 80 mr - -
Batch No / : B2203113 Batch Quantity / : 395.750 KG /395,750 KI°
Cepus Ne - Obbem napruu .
Analytical Report No / : 2002FP22002189 Date of Analysis / : 30-10-2022
AHanuTHveckmii oTyer Ne HdaTta ananuza B
Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025
|laTa npousBoacTBa T'uaen po -
Analysis performed according ND / Anaans nposeaen mo HJI: JITT-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) o
Page 1 0of4/Curp. 1 u34
2.:) Test / [Toka3zateinn Result / PezyabTaThl Specification / Hopma
1 |Description / Onncauue |Complies as prescribed /|White to off white, modified capsule
CooTeeTcTBYyET shaped, biconvex tablet with ‘T” & ‘L.’
debossed on either side of breakline on
[ one side and ‘80 debossed on other
side. / Tabnetka KkancynoBuaHOM
(bopMbl, NBOSKOBBINYK:Ids, OENOro WM
no4ty GeNoro uBera. Ha OAHON| CTOPOHE
pazfenuTenbHas puckd o ucHeHue « Ty
H «L» mo paszHble CTOPOHLI OT Hee, Ha
JPYroi cTopoHe TUCHEeHHE «80.
2 |Identification / Complies as prescribed /| The retention time of the main peak in
IMonnmuHHOCTH CooTBeTCTBYET the chromatogram of the test solution
should correspond (o that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
BpeMmsi yaepxuBaHusi OCHOBHOrO MHKa
Ha  XpOMarorpamme  UCMbITYEMOro
pacTBOpa  JIOMKHO  COOTBETCTBOBATH
BPEMEHHU YAEPXKUBAHHS OCHOBHOIO NUKA
Ha XpoMaTorpamme pacreopa
CTaHAApTHOro obpasua TeJMUcapTaHa
(paznen «KonunyecrseHHoe
OnpefieNIeHUEN).
3 |Assay / KosinuecTBeHHOE 79.6 mg/ 79,6 mr 76.0mg to 84.0mg of Ci3H3N4O;
omnpejesieHnue (99.5% / 99,5%) (telmisartan) (95 to 105% of label
claim) per tablet. / Ot 76,0 Mr g0
84,0 mr Cs3H3oN4O» (1ecimicapran) (ot
95 a0 105% o1 HOMMHANbLHOIrO
coJiepKaHus) B TabneTke.
4 |Water / Bona 2.0% wiw /2,0% Not more than 6.0% w/w / N
He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tpoaykr coorsercrayet TpebGoBanusam HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: IMpoBepeno: @y Onob6peno: Menemxep / /\%
PykoBoauTenn
Print Date / lata: 31-10-2022 Print Date / Jlata: 31-10-2022 Print Date / Jara: 31-10-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 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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Product : Telsartan (Telmisane_ln) Tablets 80 m_g N
Ipoaykr: Tencapran® (Tenmucapran) Tabaetku 80 mr

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Batch No / : B2203113 Batch Quantity / : 395.750 KG /395,750 KI'
Cepusi Ne O6nem napTnu ] ]
Analytical Report No / : 2002FP22002189 Date of Analysis / : 30-10-2022

AHaJuTHYecKnii oTyeT Ne JlaTa anaaun3za ' - ___|
Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

JlaTa npon3BojcTBa I'ogen oo

Analysis performed according ND / Ananus npbl_seneﬂ mo H/: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. No
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 o1 13.01.2021)

»

Page2 of 4/ Cp. 2 uz 4

Result / PesyabTaTsl

Specification / Hopma

I}? Test / [Toka3aTenn
5 |Disintegration time /

PacnagaemMocTth

10 min 11 sec/ 10 muu 11 cex

6 |Dissolution /
PacTtBopenue

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

"|Not more than 15 min/

He 6onee 15 muH

Not less than 75 % (Q) of C33:HioNL,O,
(telmisartan) in 30 min. /

He menee 75 % (Q) C3sHzoN4O»
(TenmucaptaH) yepe3 30 MUH.

7 |Related Substances /
PoncTeeHHBIC IPUMECH

Less than L.LOQ (LOQ=0.003%)

0.01%/0.01%

0.01%/0.01%
Not detected / He obHapyxeHa

Less than L.imit of Detection
(LOD=0.0025%)

Less than Limit of Detection
(LOD=0.005%)

Not detected / He obHapyxkeHa

Not detected / He obHapyxeHa

—

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

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

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

Impurity TMS1 — not more than 0.2 %/
npumech TMS1 — e 6oneec 0.2 %

Dimer acid impurity — not more than
0.2 % / npuMech TUMEpPHON KUCIIOThI —
ne 6onee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npumech xJIOpo aHalora —
He bonee 0,2 %

Any unspecified impurity — not more
than 0.2 % / equHuyHas
HEUAEHTUDULMPOBAHHAS NPUMECH — HE
tonee 0,2 %

Total impurities — not more than 1.5 %/
cyMMa npumeceit — He Gonee 1.5 %.

Remarks : The Product conforms to ND /
IIpumeuanue: [poxyxr cooreTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IToaroTosneHo:

&

Checked by /
[IpoBepeno:

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoauTenb

Print Date / Tara: 31-10-2022

Print Date / lara: 31-10-2022

Print Date / Jlata: 31-10-2022

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

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.Red dY S N CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIHSA

Product : Telsartan (Telmisartan) Tablets 80 mg
IIpoaykr: Ten_cgay® (Teamucapran) Tabaerku 80 mr
Batch No / : B2203113

Cepust Ne -
Analytical Report No / : 2002FP22002189
| AHAJTHTHYECKHIT 0TyeT Ne

Date of Manufacture / : SEP-2022

JaTa npou3BoacTBa

YUCITIO APOAOKEBLIX U
NNECHEBbLIX FpH6OB

Batch Quantity / : 395.750 KG /395,750 KT’
O0beM napTuu

Date of Analysis / : 30-10-2022

JlaTa aHann3a B

Date of Expiry / : AUG-2025

Toxen oo

Analysis performed according ND / Ananus nposeaen o HJL: JI[1-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021)

Page3of4/Crp.3uz 4

1;.? Test / lokazaTesin Result / Pe3yabTaTnl Specification / Hopma

8 "'Uniformity of dosage 24/2,4 The acceptance value (A\mhould be
units/ less than or equal to 15.0/
OnnopoaHocTh [MokazaTens npuemaemMoctu (AV)
03U POBAHUA Jonex 6biTh He 6onee 15,0.

9 |Microbiological limits / - o
Mukpobuosornyeckasi |
YHUCTOTA |

|

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obiee yucao Menee 10 KOE/r He 6onee 1000 KOE/r
a9pOOHbIX MUKpO-
OpPraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g/
and mould count / Obiee Menee 10 KOE/r He 6onee 100 KOE/r

¢) Escherichia Coli Absentin | gram / Absent in 1 gram /
OrcytcrByer B 1T OrcyrcTBe B 1 1

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeuanue: [Ipoaykt coorBeTcTBYET TpeOOoBaHUAM H]| 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: (%;. [poeepeHo: @&/{. Onobpero: MeHemxkep / /\%
PykoBoautenb i
Print Date / Hata: 31-10-2022 Print Date / Tara: 31-10-2022 Print Date / Tata: 31-10-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L.85195TG1984PLC004507
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



Dr.Reddy’s ‘

. CERTIFICATE OF ANALYSIS
CEPTHO®UHKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg -
_M:J:)'ETeﬂuap'mﬁ{TenM|-|cap‘r;1||] tabneriu 80 mr - -
Batch No / : B2203113 . Batch Quantity / + 395.750 KG /395,750 KI"
Cepun Ne O6nem naprun -
Analytical Report No / : 2002FP22002189 Date of Analysis / : 30-10-2022
AHajuTH4YeCKH I oTHeT Ne - JlaTa anajnsa -
Date of Manufacture / : SEP-2022 3 Date of Expiry / : AUG-2025
Jata npoussojcrna Tojien 10
Analysis performed according ND / Ananus nposeaen mo HJL: JIM-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne
|1 or 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. No 2 ot 13.01.2021)
B Page 4 0of4/Crp. 413 4
1;.? Test / [lokazaTenn Result / Pe3ybTaThl Specification / Hopma
10 |Packaging / YnakoBka 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.
[To 10 Tabnerok B OaucTepe 13 10 tablets in a (PVC/AI/PA) foil /
(TIBX/AI/TIA) obru / amomutnesoit|aluminum foil blister. 3 blisters and a
donbru. [o 3 6nucrepa BmecTe ¢ patient information leaflet in a carton. /
MHCTPYKLMEN 10 PUMEHEHHIO B Mo 7 rabnerok B Gaucrepe U3
Mayky KapTOHHYIO. (TIBX/ATA) onbiu / ainomunnesoii
(rosnbrn. 1o 2 unmn 4 Gancrepa Bmecte ¢
1| HHCTPYKUME 110 TPHMEHEHHIO B NavKy
KapTOHHYIO.
[lo 10 rabnerok B Guncrepe U3
(IMBX/AINIA) donbru / amomMunnesoii
(hoswrn. [lo 3 Gancrepa Bmecte ©
HHCTPYKUMEH 110 NPHMEHEHHIO B aUuKy
- B KAPTOHHYIO. |
Il |Labeling /Mapkupobka |According to ND /B coorserctann ¢ HJI
12 |Storage condition / Below 25 °C / Ilpu temneparype ti¢ sbie 25 °C
XpaHeHHe
13 |Shelf-life / Cpox 3 years /3 rona
rOjIHOCTH
Remarks : The Product conforms to ND / Conclusion ;: APPROVED /
Ipumeuanne: [TpoxykT coorBeTcTBYeT TpeboBannm HJL 3akmovyenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: @ [Tpoeepeno: M Opo6petio: Menemxep / Nz};)"é
PykoBoauTeb
Print Date / [laTta: 31-10-2022 Print Date / ata: 31-10-2022 Print Date / Jata: 31-10-2022

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