Dr.Reddy’s Q,’:‘o

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A
Product : Telsartan (Telmisartan) Tablets 80 mg
TlpoayKT: Tescapran® (Tenvucapran) TabneTky 80 Mr
Batch No / : B2102704 Batch Quantity / - 397.800 KG /397,890 KI"
Cepnsa No ) ‘ O6neM NAPTHH
Analytical Report No/ : 2002FP21001662 Date of Analysis / : 09-08-2021
AusanaTadeckuii oTyeT Ne Jata anaania
Date of Manufacture / : Jul-2021 - Date of Expiry / : Jun-2024
JaTa ppoH3BOXCTEA Togen A0
Analysis performed according ND / Ananus nposenen mo HJI: JII-004161-030620 (amend Ne | from 17.08.2020 / nam. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)
Page10of4/Crp. 1 m3 4 _
1;.? Test / Tloxasareb Result / Pe3yabnTaThl Specification / Hopma ;
1 jDescription / Onucanne Complies as  prescribed /[ White to off white, modified capsule
CooTBeTCTBYET shaped, biconvex tablet with ‘T” & ‘L’
debossed on either side of breakline on
one side and ‘80’ debossed on other
side. / TabneTka XancylnOBHJIHOH
dOpMBI, ABOSKOBBITYKIAd, Oenoro WM
NOYTH OENoro LBeTa, Ha O{HOH CTOPOHE
pasfienuTenbHas picka n TucHenue «T»
1 «L» Mo pasHblE CTOPOHBI OT Hee, Ha|
IPYTOii cTOpOHE TrHCHenHe «80».
2 |Identification / Complies as prescribed /| The retention time of the main peak in
HoanAHHOCTL ) CoOTBETCTRYET the chromatogram of the test solution
should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
BpeMs ynepKUBaHHS OCHOBHOIO NRHKA
Ha  XpoMarorpaMMe¢  HCIbITYCMOTO
pacTeopa JIOIDKHO ~ COOTBETCTBOBATD
BpEMEHH yCPAKHBaHH OCHOBHOIO HKA
Ha XpoMaTorpaMMe pactBopa
crappapTHoro ofbpasnma TelMHcapTaHa
(pazgen «Komu4ecTBeHHOS
ONpEECHAEY ).
3 |Disintegration time / 08 min 43 sec /08 mun 43 cex Not more than 15 min/
PacmagaemMocTh He Gonee 15 MuH
4 |Dissolution / 102%, 101%, 102%, Not less than 75 % (Q) of CaHzoN4O:2
PacTBopenue o a ° (telmisartan) in 30 min. /
101 A)’ 101 A)’ 101% He menee 75 % (Q) C33H30N402
(Teamucapran) Yepes 30 MUH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpameuanue: [1poaYKT COOTBETCTRYET tpeGopanusam HII Zarmouenne; OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBIIEHO: %L TIposepeno: @ OnoBpeno: Mesemxep /
PyKOBOIHTEID
Print Date / Jlara: 11-08-2021 Print Date / Jlata: 11-08-2021 Print Date / lara: 11-08-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLCOO4507
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 8 2203, Fax { 9140 4464 2276, www. drreddys.com



Dr.Reddy’s Qr:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJM3IA
Product : Telsartan (Telmisartan) Tablets 80 mg
IMpoaykr: Tencapran® (Tenmucapran) Tabnerky 80 Mr
Batch No / : B2102704 Batch Quantity / : 397.890 KG /397,890 KI"
Cepus Ne . ‘ OdbeM napTHi
Analytical Report No / : 2002FP21001662 Date of Analysis / : 09-08-2021
Apamrndeckuii oTyer No Jata anainza
Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024
JlaTa npeH3BOACTEA Y'open oo
Analysis performed according ND / Anaaus nposeaen no HJX;: JIII-004161- 030620 (amend Ne 1 from 17.08.2020 / uam. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / mam. Ne 2 o1 13.01.2021)

Page2 of 4/ Ctp.2 n3 4
l‘:.ﬂo Test / Iloxasarenn Resuit / PesyabTaTs) Specification / Hopma

5 |Related Substances / Impurity A — not more than 0.2 % /
Poncreendbie rpumecn  |Less than LOQ (LOQ=0.003%) npumMech A — He Bonee 0,2 %

Impurity B — not more than 0.2 %/
o 0,

0.01%/0,01% npumecsk B — se Gonee 0,2 %
Impurity D — not more than 0.2 % /

0.01%/0,01% npumecs D — e 6onee 0,2 %
Impurity TMS1 — not more than 0.2 %/

)] 0,

0.01%/0,01% npumecs TMSI — ge Sonee 0,2 %

Less than LOQ (LLOQ=0.008%) Dimer acid impurity — not more than
0.2 % / npamech AMMEPHOH KHCIOTH —

. ue Gonee 0,2 %
=0.005% . )

Less than LOQ (LOQ=0.005%) Chiloro analogue impurity— not more
than 0.2 %/ upuMech XIT0po asanora —
He bonee 0,2 %
Any unspecified impurity — not more

Not detected / He obnapyxena than 0.2 % / enyHU4HAd
HeHAeHTR(HINPOBAHHAS IPUMECH — He
oonee 0,2 %

_ {Not detecied / He obHapyxeHa Total impurities — not more than 1.5 % /
' cymMa npumeceit — He Honee 1,5 %.
6 [Water /Boma 22%/22% Not more than 6.0% w/w /

He 6oaee 6,0 %

7 |Uniformity of dosage 25/25 The acceptance value (AV) should be
units/ less than or equal to 15.0/
OaropoOIHOCTE Tlokaszarenk npueMieMocTH (AV)
J03HPOBAHHY Jonex GeITh He Gonee 135,0.

Remarks : The Product conforms to ND /
Tpumeuanue: [IpoNyKT coOTBETCTBYET TpeGosanuaM HJY

Conclusion : APPROVED /
3axmouenne: ONOEPEHO

Prepared by /
TlogrorogneHo:

e

Checked by /
1Iposepeno:

5

Approved by: Manager/Executive /
Onobpeno: Menremxep /
PykosoadTenn

Print Date / JJata: 11-08-2021

Print Date / Jata: 11-08-2021

Print Date / Jlata: 11-08- 2021

: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1284PLC004507

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 Malksjgiri District, Pin Code - 500 090,

' Telangana, India. Tel :

9140 4464 2202 & 2203, Fax{ 9140 4464 2275, WWW. drreddys.com




Dr.Reddy’s Q_?‘

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJN3A

Product : Telsartan (Teimlsartan) Tablets 80 mg
Mpoayxr: Tesncapran® (Tenmucapran) Tabnetiu 80 mr

Batch No / : B2102704 Batch Quantity / : 397.890 KG /397,890 KI'
Cepust No O6bem mapTuu
Anatytical Report No / : 2002FP21001662 Date of Analysis / : 09-08-2021
AHaauTHYeCKHH oT4eT No Jara anaauza
Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024

{JdaTa npoH3BONICTEA T'ogen mo

Analysis performed according ND / Ananus nposexen no HJI; JITT-004161-030620 (amend Ne 1 from 17.08.2020 7 nam. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021)

Page3of 4/Crp.3n3 4

No

Tést / Tlokazarein
Ne

Result / PesyinTaThl

Specification / Hopma

8 Microbiolegical limits /
MuxkpoGuosorH¥ecKan
YHCTOTA

a) Total Aerobic Microbial
Count / Obuiee uncnio
a9p0oOHBIX MUKPO-
OPraHH3IMOB

b) Total Combined Yeast
and mould couvnt / OBiee
YHCIIO APOACKEBRIX U
[UIECHEBBIX MPUOOB

¢} Escherichia Coli

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

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

Absentin 1 gram /
- OrcyreteyerB 1T

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

Not more than 100 CFU/g /
He 6onee 1060 KOE/r

Absent in 1 gram /
OtcyrctBHE B I T

9 |Assay / Konngyecreennoe
ollpeneenne

80.4 mg / 80,4 mr
(100.4% / 100,4%)

760mg to 84.0mg of CiHaN,O2
(telmisartan) (95 to 105% of label}
claim) per tablet. / Or 76,0 Mr 1o
84,0 mr C33HaoN4O; (Tenmucapran). (ot
95 mo 105% oOr HOMHHAILHOTO
cofiepxaHns) B TabJeTKe.

Remarks : The Product conforms to ND /

ITpumeuanne: IIpoaykt cootBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3axawyenne: OAOBPEHO

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

Iloarorosneno: \&L, IIpoeepeHo: Onobpeno: Menemxep /
PykoBoauTens

Print Date / [lata: 11-08-2021 Print Date / Jata: 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 : +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, Pm Code 500 090,

Telangana, India. Tel :

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




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A
Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoxyxr: Teacaprau® (Tenmucaptan) Tabaetku 80 mr
Batch No / : B2102704 Batch Quantity / : 397.890 KG /397,890 KI'
Cepus No . O0neM HAPTHH
Analytical Report No / : 2002FP21001662 Date of Analysis / : 09-08-2021
ABanuTHYecKuil oTyeT Ne JaTa anaiam3a
Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024
[dara npou3BoACTBA Tonen 1o
Analysis performed according ND / Ananus nposeaen mo HJL: JIE-004161-030620 (amend Ne 1 from 17.08.2020/ p3m. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / nam. Ne 2 ot 13.01.2021)
Page4of4/Crp. 4u3 4
i.? Test / HloxkazaTenn Result / PesyapraThl Specification / Hopma
10 |Packaging / YmaxkeBKka 10 tablets in a (PVC/AVPA) foil / 7 tablets in a (PVC/AL/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.
Tlo 10 Tabnerok B GucTepe U3 10 tablets in a (PVC/AL/PA) foil /
(TIBX/AIIIA) $onsri / amomuunesoii |aluminum foil blister. 3 blisters and a
donsru. [o 3 6nucTtepa sMecTe ¢ patient information leaflet in a carton. /
HHCTPYKUHEH 110 TPUMEHEHHIO B ITo 7 Tabaetox B GnucTepe U3
[aYKy KapTOHHYIO. (IBX/AITIA) donbru / amOMHHKEBOR
dousru. ITo 2 uny 4 Graucrepa BMeCTe ¢
HHCTPYKITHEH MO MPUMEHCHHIO B HAYKY
KapTOHHYIO.
Io 10 Tabnetox B OnHCTEPS H3
(TIBX/AI/TIA) ¢poreru / amoMHHHEBOR
donsru. Ilo 3 Gimcrepa BMeCTe €
HHCTPYKLMEH 10 TPUMEHEHHKIO B TAYKY
KapTOHHYIO. '
11 |Labeling /Mapxnposka |According to ND /B cootsercrsuy ¢ H/[
12 |Storage condition / Below 25 °C / Ipu Temnepatype He Bbille 23 °C
Xpanenne
13 [Shelf-life / Cpox 3 years /3 ropa
roEHOCTH

Remarks : The Product conforms to ND /
I pumeuanne: [Tpoaykr cooteeTcTBYeT TpeGopanusam HIL

Conclusion : APPROVED /
3araouenne: QJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IloprotoBneHo: Q%L' I1posepeno: Onobpeno: Menenaep / _ :
' PyKkoBONIHTEE % :/' A
Print Date / [lara: 11-08-2021 Print Date / JJata; 11-08-2021 Print Date / Jlara:  11-08-202 :
Registere ice 1 8-2-337, Road No. 3, Ban

ara Hills, Hyderabad - 500 034, Telangana, India. CIN : LB5195TG1984PLC004507

Tel : +91 40 4800 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,

Tetangana, India. Tel

: 91404464 2202 8 2203, Fax ¢ 9140 4464 2276, www.drreddys.com



