Dr.Reddy’s Q,‘."

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Nponyxkr: Tencapran® (tenvucapran) Tabneriu 80 mr

|Bateh No / : B2102702 Batch Quantity / : 150.165 KG /7 150,165 KT
Cepus Ne . ‘ Obnem mapTun
Analytical Report No / : 2002FP21001661 Date of Analysis / : 09-08-2021
AnaaprHueckdii oraer Ne Hara ananunsa
Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024
Jata Npou3BOACTEA I'ogex Ao

Analysis performed according ND / Ananus nposegen no HI;: JIT1-004161-030620 (amend Ne | from 17.08.2020 / u3am. Ne,

1 or 17.08.2020, amend No 2 from 13.01.2021 / m3m. Ne 2 ot 13

.01.2021)

Pagel of4/Crp.1n34

No

No Test / llokazaTtens

Result / PesynbTaTnl

Specification / Hopma

1 |Description /Onucanne |Complies as

CooTBercTBYET

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. / TabnmeTka KamcyIToBHIHOH
G$OpMEI, JBOAKOBBITYKNAS, OENoro MM
TIOUTH GENOro 1BETA, HA ONHOH CTOpPOHE
pazienuTelbHAS PHCKA H THCHEHHE «T»
1 «L» 10 pasHple CTOPOHB! OT Hee, HA

Ipyrofi cropode TucHeRRE «80».

" |Identification /
ToguuHoCTE

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). /
BpeMs yIepkHBaHus OCHOBHOFO NHKa
Ha  XpOMATOrpAMME  MCIBITYEMOTO
pacTRopa  JIOMKHO  COOTBETCTBOBATH
BPEMEHH YEPKHBAHWS OCHOBHOTO ITHKA
Ha XpoMmarorpaMme pacTeopa
cTaHjapTHoro obpazua TenMucapTaHa
(pazmen ' «KOn4ecTBEHHOE

ONPEHCICHHEY ).

Disintegration time /
PacnajxaeMocTh

08 min 37 sec /08 mun 37 cex

Not more than 15 min/
He 6onee 15 mun

Dissolution /

Pacteopenne 104%, 101%, 103%

104%, 102%, 104%,

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

He menee 75 % (Q) CaaH30N4O-
(Tenmucapran) uepes 30 mMun.

Remarks : The Product conforms to ND /
Ipumeuanue: l'Ipon_yKT COOTBETCTBYET TpeOOBaHMAM

Conclusion : APPROVED /

HIO 3axmouenne: OJIOBPEHO

Prepared by / !gz : Checked by /

b

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBojgHTENE A

HoarororneHo: [TposepeHo:
Print Date / lata: 11-08-2021

Print Date / Jlata: 11-08-2021

Print Date / JTata: 11-0872021

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 49002999 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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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHATA3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ilpoxyxr: Tencapran® (Tenmucapran) Tadaerky 80 mr

Batch No / + B2102702 Batch Quantity / : 150.165 KG /150,165 KT
Cepua No . : ObneM BaApTHH

Analytical Report No / : 2002FP21001661 Date of Analysis / : 09-08-2021
AHanuTHYecKHui oTaeT No Jata anaymza

Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024

Jdara spoH3BOACTBA I'onen po

Analysis performed according ND / Ananus nposexer no HJI; JIT1-004161-030620 (amend Ne 1 from 17.08. 2020 / uzm. Ner
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / nam. Me 2 or 13.01.2021)
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No
No

Test / IloxkasaTens

Result / PezynbraThl

Specification / Hopma

5

Related Substances /
PoacreeHHBIC DPHMECH

Less than LOQ (LOQ=0.003%)

0.01%/0,01%

0.02% /7 0,02%
0.01%/0,01%

Less than LOQ (LOQ=0.008%)

0.01%/0,01%

Not detected / He oBHapyxena

Not detected / ne o0HapyxeHa

Impurity A — not more than 0.2 % /
npuMeck A — te donee 0,2 %

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

Impurity D — not more than 0.2 % /
npumeck D — re Sonee 0,2 % -

impurity TMS1 - not more than 0.2 %/
npumeck TMS1 — ne 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech TRMEPHOH KHCIOTH —
He Bonee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npuMeck XI0Opo aHanora —
ne donee 0,2 %

Any unspecified impurity — not more
than 0.2 % / equan4Has
HeHACHTAQHITHPORAHHAS NPYMECE — HE
6onee 0,2 %

Total 1mpur1t1es — not more than 1.5 % /
cyMMa pumeceil — He Gonee 1,5 %.

Water / Bona

2.1%/2,1%

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

Uniformity of dosage
units/
OnnopoasocTh
NO3HPOBAHNS

32/3.2

The acceptance value (AV) should be
less than or equal to 15.0/
TMokazaTenb npreMIeMOCTH (AV)
Jonex GuiTh HE Bonee 15,0.

Remarks : The Product conforms to ND /
Tpumeuanne: [TponykT cootBercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3aknawyeane: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnexo: %L_, TIpoeepeno: % OnoGpeno: Mernemxep /

‘ _ o - PykoBoaurens
Print Date / JTata: 11-08-2021 Print Date / JTara: 11-08-2021 Print Date / Jata: 11-08-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLCO04507
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,

Teiangana, India. Tel :

9140 4464 2202 & 2203, Fax: 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

~ |Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykrt: Tencapran® (TenMucapras) Tabnerky 80 mMr

Batch Neo / : B2102702 Batch Quantity / : 150.165 KG /150,165 KT’
Cepuga Ne . (0BemM naApTHH

Analytical Report No / : 2002FP21001661 Date of Analysis / : 09-08-2021
Ananuraueckuii oryer Ne Jara anamuza

Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024

Jlara MpoH3BOACTBA ToaeH Ao

Analysis performed according ND / Anaaus nposeser no HJI: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Na
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / usm. Ne 2 o7 13.01.2021)

Page 3 of 4/ Crp.3 n3 4

No

Test / [lokazaTens
Ne :

Result / PesyabTaTsl Specification / Hopma

8 |Microbiological limits /
MuxpoGuHoJorHyecKas
YHCTOTA

a) Total Aerobic Microbial
Count / Obinee HHCIO
A9po0HbIX MHKPO-
OpraHu3MOoB

b) Total Combined Yeast
and mould count / O6mee
YHCIIO APOMIKEBEIX U
NTecHeRbIX IprOOE

¢) Escherichia Coli-

Less than 10 CFU/g/
Menee 10 KOE/T

Not more than 1000 CFU/g/
He 6omnee 1000 KOE/T

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
. |He 6onee 100 KOE/T

Absent in 1 gram /
OtcyrcrByeTB I T

Absent in 1 gram /
OtcyretBHe B 1T

80.0 mg / 80,0 Mr
(100.1% 7 100,1%)

76.0mg to 84.0mg of Cs:H3zeN4Os
(telmisartan) (95 to 105% of label
claim) per tablet. / Ot 76,0 Mr 1o
84,0 Mr Cs3sH3N4O, (Tenmucapran) (oT
95 mo 105% 0T HOMHHAILHOIO
COJIEpXKaHKA) B TAONETKE.

% |Assay / KojnyecTEeHHOE
OnpeIeTeHEe

Remarks : The Product conforms to ND /
Ipumeuanne: [TpogykT coorseTcTRYET TpeOoBanusam HJT

Conclusion : APPROVED /
3axmouenune: QFOBPEHO

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

TloaroToBneHo: @-‘ IIposepeno: g OnoGpero: Meremxep /
Pykosoautens %

Print Date / lata: 11-08-2021 Print Date / Jlata: 11-08-2021 Print Date / lata: 11-08-2021"

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
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Dr.Reddy’s Q_o.
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Product ; Telsartan (Telmisartan) Tablets 80 mg
ITpogykr: Tencapran® (tenmucapran) Tadnerku 80 Mr

Batch No / : B2102702 Batch Quantity / : 150.165 KG /150,165 KI'
Cepusa Ne , ObneM napTnH

Analytical Report No / : 2002FP21001661 Date of Analysis / : 09-08-2021
Anajurayeckuii oTaeT Ne Jara aHanmnza

Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024

Jata upou3BsoIcTea I'onen ao

Analysis performed according ND / Ananau3s nposenen no HJI: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. N8

1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 o1 13.01.2021)

Paged4of4/Crp. 4 n3 4

TT? Test / [lokazaTenn Result / Pesyaprarnl Specification / Hopma
10 |Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil / 7 tablets in a (PVC/AVPA) 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 taGneTok B GnucTEpe U3 10 tablets in a (PVC/AVPA) foil /
(TIBX/AVTIA) doneru / amroMuruesoi |aluminum foil blister. 3 blisters and a
thonsru. o 3 Gnuctepa BMECTE © patient information leaflet in a carton. /
HHCTPYKUMEH N0 NPUMEHESHUIO B ITo 7 Tabnerox 8 Smuctepe U3
HavKy KapTOHHYIO. (IIBX/AITIA) doneru / amoMuHHEBOH
donern. ITo 2 unu 4 GnAactepa BMecTe ©
HHCTPYKUHEH 0 IPUMCHEHHIO B NAa4Ky
KapTOHHYIO.
ITo 10 Tabnerok B OnHCTEpE U3
. (TIBX/AI/TTA) donbru / amoMAHHAECBON
¢donsru. [To 3 GaucTepa BMeCTE ¢
HHCTPYKLHEH N0 NPUMEHEHHIO B NAYKY
KapTOHHYIO. '
11 !Labeling /Mapknposka |According to ND /B coorserctsuu ¢ HJ{
12 |Storage condition / Below 25 °C / TIpu Temiiepatype He Bhinie 25 °C
Xpanenue
13 |SheH-life / Cpox 3 years /3 roga
roHOCTH

Remarks : The Product conforms to ND /
Hpumeuanue; TIponykr cootseTcrByeT Tpebopanusam HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBmcHO: | -~ %ﬁ' I1posepeHo: & OnoGpeno: Menemxep /

: PykoBonuTens
Print Date / Jara: 11-08-2021 Print Date / Jlara: 11-08-2021 Print Date / Jara: 1 1-08-202}

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, india. CIN : L85195TG1984PL.C004507
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 - 560 090,

Telangana, india. Tel

: 9140 4464 2202 & 2203, Fax: 9140 4464 2276, www.drreddys.com




