Dr.Reddy’s €3¢

Product : Telsartan (Telmisﬁan) Tablets 40 mg
Mpoayxr: Tencaprau® (tenmucapran) Tabnetku 40 mr

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Batch No/
Cepust Ne

: B2202395

Batch Quantity /
O6bem cepiin

Analytical Report No /
AHanuTHYECKHI oTueT Ne

: 2002FP22001588

JlaTa aHa/u3a

Date of Manufacture /
JlaTa npon3BoACTBA

: JUL-2022

Date of Expiry /
Ionen a0

Date of Analysis /

. 395.980 KG /395,980 K[

: 08-08-2022

: JUN-2025

Analysis performed according ND / Ananus nposeaes o HJI: JI[1-004161-030620 (amend Ne 1 from -
17.08.2020 / n3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

Pagelof4/Crp.1u3 4

No

Test / Iloka3arean
Ne

Result / PesyabraTbi

Specification / Hopma

1 Descripti_on / Onucanue

White modified capsule shaped,
biconvex tablet with ‘T” & ‘L’
debossed on either side of
breakline on one side and ‘40’
debossed on other side. /
Tabnerka KarcyJIoBUAHOMH
dopmbl, ABOSKOBbINYKIAs, 6enoro
uBeTa, Ha  OJHOW  CTOpOHE
pasaenuTenbHast pucka u
TucHenne «T» u «L» no pasHbie
CTOPOHbI OT Hee, Ha JApYyro
CTOpOHE TUCHEHHUE «40».

White to off white, modified capsule
shaped, biconvex tablet with ‘T & ‘L’
debossed on either side of breakline on
one side and ‘40’ debossed on other
side. / Tabnerka KancyaoBUIHOM
thopmbl, TBOAKOBLITYKIIAs, O€n0ro KM
nourh ©Oenoro uUBeTa, Ha OJHOH
CTOpPOHE pa3fenuTe/bHas pucka U
TucHenne «T» u «L» mno pazHbie
CTOPOHBI OT Hee, Ha APYrod CTopoHe
TUCHeHHUE «40».

2 | Identification /
IlogaMHHOCTH

The retention time of the main
peak in the chromatogram of the
test solution correspond to that in
the chromatogram of telmisartan

reference standard solution
(section Assay). /
BpeMst ynepxuBaHUS OCHOBHOIO
fnMKa Ha XpomarorpaMme
MCTBLITYEMOTO pacTBOpa
COOTBETCTBYET BpeEMeHYU
yAEPXKUBAHHUSI OCHOBHOIO MUKA Ha
xpomarorpamme pacTBopa
CTaHapTHOrO obpasua
TeaMKcapTaHa (paznen

«KonnuyecTBeHHOE OMNnpeaAcnCHHUC

"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). /
Bpemst yaep>kuBaHUSI OCHOBHOTO MUKa
Ha  XpoMmaTtorpaMMmMe  UCMbITYEeMOro
pacTBOpa JOMKHO COOTBETCTBOBATb
BpPEMEHU  YNCPXKUBAHUS OCHOBHOTO
nUKa Ha Xpomarorpamme pacTBopa
crauaapTHoro obpasua TenmMucapTaHa
(paznen «Konuuecrsennoe
onpeaeNcHUe»).

3 | Disintegration time /
Pacnapaemoctsh

08 min 31 sec/
08 muH 31 cek

Not more than 15 min/
He 6onee 15 muu

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykr cooTeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Jarta: 08-08-2022

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

[MoaroroBaeHo: Qg # [TposepeHo: @ Onobpero: Menemiep /
PykoBoanrenb Lmﬂp

Print Date / Print Date / Print Date / )

Hara: 08-08-2022

Jara: 08-08-2022

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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Dr.Reddy’s Qg'

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Batch No / : B2202395
Cepusi Ne o -
Analytical Report No / : 2002FP22001588
AHanuTHYECKH oTueT Ne

Date of Manufacture / : JUL-2022

|JlaTa Ipou3BOACTBA

Mpoaykr: Tencapran® (tenmucapran) Tabnetku 40 mr

Batch Quantity / : 395.980 KG /395,980 KI

~ |O6Bem cepuH |
Date of Analysis / : 08-08-2022
JlaTa aHa/in3a - - B
Date of Expiry / : JUN-2025
I'onen oo |

Analysis performed according ND / Ananu3s nposeaen no HJI: JI[1-0041
17.08.2020 / n3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 /u3m. Ne 2 ot 13.01.2021)

61-030620 (amend Ne | from

Page 2 of 4/ Ctp.2 u3 4

No

N Test / Iloka3aTesb Result / PesynabTaThl Specification / Hopma
4 | Dissolution / 102%, 101%, 103%, 102%, 102%, | Not less than 75 % (Q) of C33HzoN4O2
PacTBopeunne 102% (telmisartan) in 30 min. /

He menee 75 % (Q) C33HxN4O,
(Tenmucapran) yepes 30 MuH.

5 |Related Substances /

0.01%/0,01%

0.01%/0,01%

PoacTBeHHbIE NPHAMeECH Less than LOQ (LOQ=0.003%)

Less than Limit of Detection
(LOD=0.0014%)

Not detected / He obnapyxena

Less than Limit of Detection
(LOD=0.0019%)

Not detected / He obHapykeHa

Not detected / He obHapyxena

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

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

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

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

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

Chloro analogue impurity— not more
than 0.2 %/ npumech XJiOpo aHanora —
He Gostee 0,2 %

Any unspecified impurity — not more
than 0.2 % / equuuunas
HeuaeHTUULMPOBaHHAS TPUMECH —
ne 6onee 0,2 %

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

6 | Water /Boaa 2.2%w/iw / 2,2%

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

Remarks : The Product conforms to ND /

IIpumeuanne: [Tpoaykt coorBercTBYeT TpeboBaHusaM H/Y

Conclusion : APPROVED /
Saximouenue: OJIOBPEHO

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

IloarorosieHo: Q g‘.l [IpoBepeHo: Ono6peno: Menemxep /
PykoBsoauTesb ”M\D

Print Date / Print Date / Print Date / AN

Hara: 08-08-2022 Jara: 08-08-2022 Hara: 08-08-2022
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Telsartan (Telmisartan)Tablets 40mg
Hpoaykt: Tencapran® (Tesmucapran) Tabnerkn 40 mr

Analysis performed according ND / Anasnus nposeaen no HJI: JIT1-004161-030620 (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)

Page3 of 4/ Ctp.3 u3 4

Batch No / : B2202395 Batch Quantity / : 395.980 KG /395,980 KI'
Cepus Ne Oo6nem cepun

Analytical Report No / : 2002FP22001588 Date of Analysis / : 08-08-2022
AnajuTndecknii oTyeT Ne Jara anaansa B

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

JlaTa npon3BoOACTBA Ioaen 10

No

e Test / Iloka3aTenb Result / Pe3yabTaTsl Specification / Hopma

7 | Uniformity of dosage units/ 43/43 | The acceptance value (AV) should be
OpHOpoAHOCTH less than or equal to 15.0/
J03UPOBAHHS [Mokasarenb npuemaeMoctt (AV)

JIosKeH ObiTh He Dbonee 15,0.

8 | Microbiological limits / Mukpo6unoJjiorHieckas 4ucrora

' a) Total Aerobic Microbial - Less than 10 CFU/g/
Count / Ob1iee uucno Menee 10 KOE/r
a3poBHbIX MUKPOOPraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g/
mould count / Ob1uee yucno Menee 10 KOE/r
JPO%OKEBbIX U MIIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram /

OtcyTcTBYeTB 1 T

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

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

Absent in 1 gram /
OrcyrcTBUe B 1 1T

9 | Assay / KosqudecTBeHHOE 39.8 mg /39,8 Mr
onpejeieHne (99.4% / 99,4%)

38.0mg to 42.0mg of Ci3H3oN4O2
(telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 38,0 mMr no
42,0 mr C33HsoN4O, (Tenmucapran) (ot
95 nmo 105% oOT HOMHHaJILHOIO
conepkaHus) B TabneTke.

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT coorsercTByeT Tpebosannsam HIT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

[ToaroTosneHo: % ITposepeto: 8

Approved by: Manager/Executive /
OnobGpeno: Menemiep /
Pykosoauresb (Dgp

Print Date / Print Date /
Jara: 08-08-2022 Jata: 08-08-2022

Print Date /
Jara: 08-08-2022
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Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Telsartan (Telmisartan) Tablets 40 ng
Ipoayxr: Tencap an" (Tenmucapran) Tabnerku 40 Mr

Cepus Ne

Batch No/ : B2202395 Batch Quantity / : 395.980 KG /395,980 KI'
- O6bem cepun -

Analytical Report No / : 2002FP22001588 Date of Analysis / : 08-08-2022

AHaTMTHYECKHii oTHeT Ne JaTa anaamusa -

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

Jara nponssoacTsa T'open 10

Analysis performed according ND / Ananu3 nposejeH no
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021)

HI: JI[1-004161-030620 (amend Ne 1 from

Page 4 of 4/ ("Tp 4usd

No

Test / [loka3aTeab
Ne

Result / Pe3yabTaThl

Specification / Hopma

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 OGaAuCTEpE H3
(IBX/AI/TIA) donbru /
anomununesoit  donbru. Ilo 3
OaMcTepa BMeCTe ¢ MHCTPYyKuHEH
Mo NPUMEHCHWIO B Nauky
KApTOHHYIO.

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/Al/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
[lo 7 Tabnerox B Oaucrepe U3
(TIBX/AI/TTA) doabru / anomuHUeBo#
donbru. Ilo 2 unu 4 Giucrepa BMecTe
C HHCTpyKUMEel 1o NPUMEHEHHIO B
nayky KapToHHYHO.

[To 10 rabnetok B Onucrepe u3
(IIBX/AINTA) donbru / anoMuHHeBOH
doneru. [lo 3 Onucrepa BmecTe ¢
MHCTPYKUUEH TO0 [PUMEHEHHID B
MauKy KapTOHHYIO.

11 Labeling /MapkupoBKa

According to ND / B coorserctsuu ¢ HJI

12 | Storage condition /
Xpanenue

Below 25 °C / [Ipu Temnepatype He

Bhiwe 25 °C

13 | Shelf-life / Cpox roqnocTn

3 years / 3 roza

Remarks : The Product conforms to ND /
Tpumeuanne: [IpogyKT COOTBETCTBYET TpeOOBAHUAM HJT

Conclusion : APPROVED /
Zaxnouenue: OJJOBPEHO

Iata: 08-08-2022

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

[ToaroroBneHo: !fg ’ [Tposepeno: @ Onobpero: MeHemxep /
PykoBoguTtenn mM‘D

Print Date / Print Date / Print Date /

Harta: 08-08-2022

Hara: 08-08-2022
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