Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets §0 mg

IIpoaykr: Tencapran® (Tenmucapran) Tabnerku 80 Mr

Batch No / : B2200113 Batch Quantity / : 397.080 KG /397,080 KI'
Cepus Ne ~ |O6bem mapTun

Analytical Report No / : 2002FP22000153 Date of Analysis / : 27-01-2022

AHAJTHTHYECKHI 0T4eT Ne |[daTa aHaan3a - _
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

Jara npousBoacTsa I'ogen 1o

Analysis performed according ND / Auaaus nposexen mo HJI: JII1-004161-030620 (amend Ne 1 from 17.08.2020 / m3m. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021)

Page1of4/Crp.1u3 4

No

Test / [Toxa3zaTeanb
- Ne

Result / Pe3yabTaTht

Specification / Hopma

1 Description/_OImcaHne

Complies as prescribed

COOTBETCTBYET

/

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. / Tabmetka KamncyJoBUIHOMN
dopMbI, JBOSKOBBIMYyKIas, Oeloro uiu
noyuTH Oenoro IBeTa, Ha OAHOM CTOpPOHE
pasnenuTesbHAs pucka U TUCHeHHE «T»
i «L» Mo pasHbIC CTOPOHBI OT HCC, Ha
JIPyroi CTOpOHE THCHEHUE «80».

Identification /
IMopnuHHOCTH

Complies as prescribed

CoOTBETCTBYET

/

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). /
BpeMmsi yaepKMBaHHS OCHOBHOTO MMKa
Ha  XpoMmarorpaMMe  HCTBITYEMOro
pacTBopa  JODKHO  COOTBETCTBOBATH
BpEMEHH yIep)KUBAHUSI OCHOBHOTO MHKa
Ha XpomarorpaMme pacTBopa
CTaHOapTHOro obpa3la TenMucapTaHa
(paznen «KonuyectseHHoe
oInpelneNieHUue»).

Disintegration time /
PacnagaeMocThb

09 min 53 sec/ 09 MuH 53 cek

Not more than 15 min /
He 6oniee 15 muu

Dissolution /
PacTBOopenne

102%, 100%, 100%,
99%, 101%, 102%

Not less than 75 % (Q) of C33sH30N4O:
(telmisartan) in 30 min. /

He menee 75 % (Q) C33H30N402
(Tenmucapran) yepes 30 MuH.

Remarks : The Product conforms to ND /
ITpumeyanne: ITpoaykT cooTeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
[ToarorosneHo:

hy

Checked by /
[Iposepero:

Approved by: Manager/Executive /
Ono6peno: Menenxep / OQ‘F
Pykosoanrennb

Print Date / Jlata: 29-01-2022

Print Date / [lata: 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 : +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
CEPTUOUKAT AHAJTHU3A

Qe
Dr.Reddy’s €3¢

Product : Telsartan (Telmisartan) Tablets 80 mg
Ilpoayxr: Tencaptan® (TenmucapTan) Tabnetkn 80 mr

Batch No / : B2200113 Batch Quantity / : 397.080 KG /397,080 K"
Cepusa Ne - _ |O6bem napruu

Analytical Report No / : 2002FKP22000153 Date of Analysis / : 27-01-2022
AnanuTHueckHif oTyeT Ne JlaTa anaansa

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

JlaTa NpoH3BOACTBA Togen no

Analysis performed according ND / Ananus nposeaen no HJ/I: JITT-004161-030620 (amer;d No 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)

Page 2 of 4/ Crp. 2 u3 4

No

Test / Iloka3zaTeanp
No

Result / Pe3yabTaThl

Specification / Hopma

5 |Related Substances /
PoacrBennbie npumecH

Less than LOQ (LOQ=0.003%)
Less than Limit of Detection (LOD=
0.0014%)

0.02%/0,02%
Less than LOQ (LOQ=0.006%)

Not detected / He oOHapyx)eHa

0.01%/0,01%

Not detected / He oOHapyxeHa

Not detected / He o6HapyxeHa

Impurity A —not more than 0.2 % /
npumMeck A —He Oonee 0,2 %

Impurity B — not more than 0.2 %/
npumMeck B — He Gonee 0,2 %

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

Impurity TMS1 — not more than 0.2 %/
npumech TMS1 — e 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech AUMEPHON KMCIIOTEI —
He Gonee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npumech XJI0po aHanora —
He 6onee 0,2 %

Any unspecified impurity — not more
than 0.2 % / enuHnuHast

HeuAeHTU HULHPOBAHHAS TPUMECH — He
6onee 0,2 %

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

6 |Water /Boaa

1.9% w/w /1,9%

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

7 |Uniformity of dosage
units/
OaHopoIHOCTH
J03UPOBAHHUS

1.3/1,3

The acceptance value (AV) should be
less than or equal to 15.0/
ITokazarensb npuemiemMoct (AV)
JoJiexx ObITH He Oonee 15,0.

Remarks : The Product conforms to ND /
ITpumeuanue: [Tpoaykt cootBeTcTBYET TpeboBanusm HII .

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno:

[

Checked by /
IIpoBepeHo:

Approved by: Manager/Executive /
Opobpeno: Menemxep / u:\\
PykoBoauTenb

Print Date / {ata: 29-01-2022

Print Date / Jata: 29-01-2022

Print Date / lata: 29-01-2022
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y & CERTIFICATE OF ANALYSIS
Dr.Red dy S Ne CEPTHU®UKAT AHAJI3A
Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxr: Tencapran® (Tenmucapran) Tabnerky 80 Mr

Batch No / : B2200113 Batch Quantity / : 397.080 KG /397,080 KT"
Cepus Ne O6bem naprTuu ____
Analytical Report No / : 2002FP22000153 Date of Analysis / : 27-01-2022

| AHasuTHYecKHIT oTdeT Ne |MaTa ananusa -
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

|[laTa mpou3BoOACTBA I'ogen o

Analysis performed according ND / Anaaus nposepex no HJI: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 ot 13.01.2021)

Page3of4/Crp.3u3 4

No

Ne Test / Iloka3aTesb Result / PesyabTathl Specification / Hopma
|8 |Microbiological limits / ' -
MukpoOHoI0THYecKas
YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Ob1ree yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKpPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O6iee Menee 10 KOE/r He Gonee 100 KOE/r

YUCJIO APOXKKEBBIX U
MNECHEBBIX FpI/I60B

¢) Escherichia Coli Absent in 1 gram/ Absent in 1 gram /
OtcytctByeT B 1T OrcyrctBue B 1 1
9 |Assay/ KoanuyecTtBenHoe 81.4 mg/ 81,4 mr 76.0mg to 84.0mg of Ci3H3oNsO,
onpeaeieHHe (101.7% / 101,7%) (telmisartan) (95 to 105% of label

claim) per tablet. / Or 76,0 Mr 1o
84,0 mr Cs3H30N4O; (Tenmucapran) (0T
95 nmo 105% or HOMHHAIBHOrO
COJEpXKaHus) B TabJieTKe.

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

IIpumeuanue: ITponykt cootBeTcTByeT TpebopanusM HJI 3akmouenue: OJJOBPEHO

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

IToaroToBneHO: (%L. IIposepeHo: /g Ojnobpeno: Menemxep / MS
PykoBoaureb

Print Date / JlTata: 29-01-2022 Print Date / lata: 29-01-2022 Print Date / Jlata: 29-01-2022
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CERTIFICATE OF ANALYSIS

@
Dr. Reddy’s ‘.o. CEPTHOUKAT AHAJM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykt: Tencapran® (Tenmucapran) Tabnerkn 80 Mr
Batch No / : B2200113

Cepus Ne

Analytical Report No / : 2002FP22000153
AHanuTHYeCKHii 0T4yeT Ne

Date of Manufacture / : Dec-2021

JaTa npousBoacTBa

O6bem napTuu

|Batch Quantity / : 397.080 KG /397,080 KI"

JlaTa aHaIH3a

" [Date of Analysis / . 27-01-2022 )

Date of Expiry /
T'open no

: Nov-2024

Analysis performed according ND / Anaaus nposesaen no HJI: JITT1-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne

1 or 17.08.2020, amend Ne 2 from 13.01.2021 / w3m. Ne 2 ot 13.01.2021)

No
No

Test / Iloka3aTean Result / PesyabTaTnl

naykKy KapTOHHYIO,

10 |Packaging / YnmakoBka 10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
Ilo 10 Tabnetok B 6nuctepe U3
(IIBX/AVTIA) donbru / anroMuHUEBOH
¢oneru. [No 3 6aucrepa BmecTe ¢
HHCTPYKLKEH Mo MpHMEHEHHIO B

Page 4 of 4/ Crp. 4 u3 4

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/AV/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
ITo 7 Tabnerok B 6icTepe U3
(IIBX/AUTIA) donbru / amoMuHueBON
donsru. Io 2 wiu 4 Gimcrepa Bmecte ¢
HHCTPYKIEel Mo NpUMEHEHHIO B MauKy
KapTOHHYIO.

ITo 10 TabneTok B bnuctepe U3
(TIBX/AI/TTA) donbru / antomMmuHueBoit
¢onwru. [o 3 6nmictepa BMecTe €
UHCTPYKLHEH MO MPUMEHEHHIO B NAUKy

KApTOHHYIO.

11 Labeling /MapxupoBka |According to ND /B cootBetrcTBun ¢ HJI

12 |Storage condition / Below 25 °C / I1pu Temnepatype He Bbille 25 °C
Xpanenue

13 |Shelf-life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND /

IIpumeuanne: IIponykt coorBeTcTBYET TpeboBanusam H]I

Conclusion : APPROVED /
Zaknwuenne: OJOBPEHO

Prepared by / Checked by /
[ToproToBneHo: %{; I[Tposepeno:

Approved by: Manager/Executive /
Onobpeno: Menemxkep / c,é]\
PykoBoauTenb

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

Print Date / Jlata: 29-01-2022
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