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Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJINZA

Product : Telsaltan_(Tel_lnisartan) Tablets 40 mg_
Mponykr: Teacapran® (Tenmucapran) rabaerkn 40 mr

|Batch No / : B2203346 Batch Quantity / . 162.440 KG /162,440 KIT |
Cepus Ne - O6nem cepuu

Analytical Report No/ : 2002FP22002204 Date of Analysis / : 30-10-2022

AHanuTHuecKmii oTyer Ne Jarta ananusza

Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

JlaTa npoussojiersa T"ojen o

Analysis performed according ND / Anaan3 nposeaen no HJI: J1[1-004161-030620 (amend Ne | from
17.08.2020 / n3m. Ne | or 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021)
Page 1 of 5/ Crp. p. 1u35

1}? Test / [Toka3aTesp Result / PesyabTarnl Specification / Hopma
1 Description / Onucanne | White modified capsule shaped, | White to off white, modified capsule
, biconvex tablet with ‘T* & L’ | shaped, biconvex tablet with “T* & ‘L
i debossed on either side of | debossed on either side of breakline on
breakline on one side and ‘40’ | one side and ‘40’ debossed on other
debossed on other side. /|side. / Tabnerka kancyJsoBuaHOW
Tabnetka KancynosuaHoMN | hopMbl, JBOSKOBbLINYKIAs, O€noro unu
(GopMbl, ABOSIKOBbINYKAas, OeAoro | nouty  Genoro  UBeTa, Ha  OAHOM
UBe€Ta, Ha  OZHOI  CTOpPOHE | CTOPOHE pa3feNuTENbHAs pUCKa U
pasfenuTenbHas pHCKa u | Tucnenne «T» n «L» no pasuble
TucHenne «T» u «L» no pasHble | CTOPOHbI OT Hee, Ha APYrol CTOpOHE
CTOPOHBI OT Hee, Ha /Apyroil | TucHeHue «40».
CTOpOHE TUCHEeHHKE «40».
2 : Identification / The retention time of the main | The retention time of the main peak in
[oaannaocTh peak in the chromatogram of the | the chromatogram of the test solution
' test solution correspond to that in | should correspond to that in the
the chromatogram of telmisartan | chromatogram of telmisartan reference
reference standard solution | standard solution (section Assay). /
(section Assay). /| Bpems yaepXKUBaHUsl OCHOBHOIO nuKa
| BpeMs yaepxUBaHWs OCHOBHOIO | HA  XpOMATOrPaMMe  HCMbITYEMOro
I nuKa Ha XpomatorpaMme | pacTBopa  JOJ/KHO — COOTBETCTBOBATDH
i HCBITYEMOrO pacTBOpa | BpEMEHW  YAEPXKHBAHWS  OCHOBHOTO
: COOTBETCTBYET BpEMEHU | MMKA Ha XpomaTorpaMMme pacTBopa
i YAEPKUBaHKsL OCHOBHOTO THMKA Ha | CTaHAapTHoro obpasua Ttejmucapraia
| Xpomarorpamme pacTBopa | (paszaen «KonnyecTseHHOE
: CTaHAAPTHOTO oOpasiia | onpeleneH1en).
| TeNMUcapTaHa (pazaea
: «KonuuecreeHnoe onpeueﬂemu |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [1poyKT cooTBeTCTBYET TpeboBarusam HIT 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toar otosneHo: L&‘ [1posepeHo: @e/ Ono6peHo: Menemxep /
Pvkosoautens /\%
Print Date / Print Date / Print Date /
Jara: 31-10-2022 Hata: 31-10-2022 Hara: 31-10-2022

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



Dr" Reddy,s ‘... CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Telsartan E’lielmisarfan) Tablets 40 mg o l
HNponykt: Tencapras™ (tenmucapran) Tabnerku 40 Mr

Batch No / : B2203346 Batch Quantity / . 162.440 KG /162,440 KIT |
Cepust No Obbem cepuu -
Analytical Report No / : 2002FP22002204 Date of Analysis / : 30-10-2022

AnajnTuyeckuii oTyer Ne Jara ananusa - -
Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

JlaTta nponisojacrsa Tojien 1o |

Analysis performed according ND / Anaan3 nposenen no HJL: JIM1-004161-030620 (amend Ne 1 from
17.08.2020 / n3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / w3m. Ne 2 ot 13.01.2021) -
Page2 of 5/Cap.2 u3z 5

l}? Test / Iloka3zaTeJib Result / Pe3yjabTaTnb Specification / Hopma
3 | Assay/ KoJin4ecTBeHHOE 40.9 mg /40,9 mr 38.0 mg to 42.0mg of Ci33H30N4O
onpeaeseHne (102.2% / 102,2%) (telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 38,0Mr no
42.0 mr Ca3H3oN4O2 (Tenmucapran) (o1
95 no 105% OT HOMHHAJIBLHOIO
co/lepxkanus) B TabneTke.
|
4 | Water / Bona 1.9 %w/w / 1,9% 'Not morc than 6.0% w/w /
He 6onee 6,0 %
5 | Disintegration time / 07 min 45 sec/ Not more than 15 min/ '

PacnaiaemMocTb 07 MuH 45 cek He Gonee 15 muH
|

6 | Dissolution/ 102%, 104%, 102%, 102%, 99%. | Not less than 75 % (Q) of C33HN:sOz

PacTBOpeHue 99% (telmisartan) in 30 min. /
He menee 75 % (Q) C33HioN4O2

| (resmucapran) depes 30 MUH.

Remarks : The Product conforms to ND / Conclusion ;: APPROVED /
Tpumeuanue: | 1poaykT cooTBeTcTBYET TpeboBaHUsam HJL 3akmouenne; OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosineHo: \ g / [TpoBepeno: @!,,,\P, 0100peHo: Menexep /

Py kosoauTenb /\%
Print Date / Print Date / Print Date /
HNara: 31-10-2022 JHara: 31-10-2022 Nara: 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



® o
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykt: Teacapran" (Teamucapran) Tabnerku 40 mMr

Batch No / : B2203346 Batch Quantity / : 162.440 KG /162,440 K
Cepus Ne O6bem cepuu B ]
Analytical Report No / : 2002FP22002204 Date of Analysis / : 30-10-2022

AnanuTudeckuii oruer Ne - - Jara aHajn3a ]
Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

Jata npou3BoACTBA I'ogen Ao

Analysis performed according ND / Anauus nposegen mo HJI: JIT1-004161-030620 (amend Ne 1 from o
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 ot 13.01.2021)

Page 3of 5/ Crp.3 u3 5

No

Test / Tloka3zaTeanb
Ne

Result / PesysibTaTh!

Specification / Hopma

7 |Related Substances /
PoacreeHHbIe ipuMecH

Less than LOQ (LOQ=0.003%)

0.01%/0,01%

0.01%/0,01%
Not detected / He oOHapyxkeHa

Not detected / He oOHapyxeHa

Less than Limit of Detection
(LOD=0.0018%)

Less than Limit of Detection
(LOD=0.017%)

Not detected / He oOHapyxeHa

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

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

Impurity D —not more than 0.2 % /
npumech D - He Gouee 0,2 %

Impurity I'MS1 — not more than 0.2 %/
npumeck TMST — ne 6onee (0,2 %

Dimer acid impurity — not more than
0.2 % / npumech AMMEPHON KUCIOTb! —
He 6osee 0.2 %

Chloro analogue impurity— not more
than 0.2 %/ npumecs XJ10po aHanora —
He bosacee 0.2 %

Any unspecified impurity — not more
than 0.2 % / eaHuuHas

HEUAEH 1 H(PHILMPOBAHHAS TPUMECH —
He bonee 0.2 %

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

8 Uniformit_y of dosage units/
OaHopoxHoCTL
JA03HPOBaHMsI

22/22

The acceptance value (AV) should be
less than or equal to 15.0/

[Tokazatc b npuemnemoctu (AV)
Jomken Ouith He 6osiee 15,0.

Remarks : The Product conforms to ND /
IMpumeuanne: [Ipoay k1 coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
Zakmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [TposepeHo: 2 Onoopeto: Mexexep /

L%'J PykoBo. uiTens ,\%
Print Date / . Print Date / Print Date /

Hara: 31-10-2022

JHara: 31-10-2022

Jara: 31-10-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195T(G1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Telsartan (Telmisaﬁaﬁ) Tablets 40 mg )

Mpoaykr: Tencapran® (teamncaprau) radnerkn 40 Mr

: 162,440 KG /162,440 KI'

Batch No / : B2203346 Batch Quantity /

Cepust Ne O6bem cepuun

Analytical Report No / : 2002FP22002204 Date of Analysis / : 30-10-2022

AHaJuTHYCCKHIT oTUeT No Jara anaausa - N
Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

JaTa mpoussoscrsa Toaen 10

Analysis performed according ND / Anaau3 nposeaen no HJI: JIT1-004161-030620 (amend Ne | from
17.08.2020 / uam. Ne | ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 or 13.01.2021)

Pagedof 5/Crp. 4u3 5

No

No Test / lloka3zaTean

Result / PesyabTaTnl

Specification / Hopma

9 | Microbiological limits / MukpoOuoaoruyeckasi 4ucToTa

a) Total Aerobic Microbial
Count / OGLuee 4ucno
a’pO0HBIX MUKPOOPraH13MOB

b) Total Combined Yeast and
mould count / Obuee uticao
JPOMOKEBbIX M MICCHCBBIX
rpn6os

c) Escherichia Coli

Packaging / YnakoBka

10 tablets in a (PVC/Al/PA) foil /-

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

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

Absent in 1 gram/
OtcyrctByeTB 1 T

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

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

Absent in 1 gram /
OrcyTcTBUE B | |

aluminum foil blister. 3 blisters
and a patient information leaflet in
a carton. /

[To 10 Tabnetok B Oauctepe M3
(NMBX/AI/TIA) dbonbru /
aniomuuureBoi  Qoneru. Ilo 3
Onuctepa BMECTE C HHCTPYKLMEH
N0  MNPHMEHEHUID B  MayKy
KapTOHHY!O.

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/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
[lo 7 Tabnerok B Ojucrepe U3
(IIBX/AVIIA) poasru / antoMHHUEBO
donsru. Ilo 2 11.m 4 énucrepa BMecre
C HUHCTPyKuIeii 110 TPUMEHEHHUIO B
MayKy KapToHH) 10,

[To 10 Tadaciok B Onucrepe u3
(TIBX/AVTTA) doiibru / antomunueBoit
donbru. Ilo 3 Oamucrepa BMmecte ¢
MHCTPYKUMEH 110 [PUMCHEHMIO B
auKy KapToHHY .

Remarks : The Product conlorms to ND /
ITpumeuanne: [Tpoaykr coorrercTyer Tpedosanusm HJT

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

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

[ToaroToBEHO: lg p [poBepeHo: yz Ono6peno: Mene vkep /
PykosoauTesin

Print Date / Print Date / Print Date /

Iara: 31-10-2022

Hara: 31-10-2022

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,
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDHEAT AHANMIA

'Product : Telsartan (Telmisartan) Tablets 40 mg

Mpomykr: Tencapran” (Tenmucapran) tadneriku 40 mMr - N
Batch No/ : B2203346 Batch Quantity / . 162.440 KG / 162.440 KT
Cepus Ne - Oo0Bbem cepun B -
Analytical Report No/ : 2002FP22002204 Date of Analysis / : 30-10-2022
AHanuTnuyeckuii oTuer Ne Jara apanusa -

Date of Manufacture / : SEP-2022 Date of Expiry / : AUG-2025

Jlara mpon3BoACTBA T"open 1o

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-00416
17.08.2020 / uam. Ne 1 ot 17.08.2020. amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021)

1-030620 (amend Ne | from

Page 5 of 5_/_(_.‘_'rp._5 uzs

No

Test / IlokazaTeab
Ne

Result / PesyabraThl

Specification / Hopma

11 | Labeling /MapxupoBka

According to ND / B coorserctun ¢ HJI

12 | Storage condition /
Xpanenue

Below 25 °C / Tlpu Temneparype e Bbiiue 25 °C

13 | Shelf-life / Cpok roanoctu

3 years /3 roga

Remarks : The Product conforms to ND /
Mpumeuanue: [IpoaykT coorsercTByet rpedosatusM HJL

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/l:xecutive /

Hara: 31-10-2022

[loarorosneHo: [Tposepeno: @ e Onobpeno: Menemxep / /\%
= Pykosoaurens -
Print Date / Print Date / Print Date /

Jlara: 31-10-2022

Jara: 31-10-2022

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