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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJMU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg |
Hpoaykr: Ketopoa" Dxenpece (ketoponak) Tabnerki, Ancneprupyemeie B nojoct pra, 10 mr
Batch No / : V2201406 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O6bem cepnn 36,00,000 Tab
Analytical Report No / : 890001603583 Date of Analysis / : 27.07.2022
AHaauTHYeCKMH 0T4eT No Jara ananunza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npouzBoacTea I'onen o
Analysis performed according ND / Ananus npoeeaen no HJIL:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Pagel of 7/ Crp. 1mu3 7

-
i.‘? Test / Ioka3zaTens Results / PesyabTaTsi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnbie, miockue
TabneTku ¢ dackoit, ceTio-
KeJITOrO LBETA C rPaBUPOBKOI
«» Ha oaHOM cTOpOHE.

with "[" debossed on one side. /
Kpyraeie, nnockue Tabnetku ¢ dackoi,
CBETJIO-XENTOro LBETa ¢ IPaBUPOBKOI
«» Ha oZiHO¥ cTOpOHE.

2 Identification / ITogauHHOCTL

Ketorolac / Kemoponax

a) ByUv/
VY®-cnexktpodoTomerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard
solution should have peaks at the same
wavelength ( 2nm). / VY®-cnekrpht
NOTJIOWEHHS HCTILITYEMOTO PacTBOpPa U
pacTBopa  cTaHgapTHOro  ofpasua
KETOpOJaKka TPOMETaMMHA  AOJKHbI
HMMeTh MaKCUMYMBI [IpK OBHOHR M TOM ke
JNUHE BONHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBetcTByeT Tpeboranusam HJJ

Conclusion : APPROVED /
3aknoyenne: OJJOBPEHO

Prepared by /
Ilogrorosneno: Emakanr

il

Checked by /
[Iposepeno:-Santosh Kumar

Maurya *’(_FEQLQ

Approved by: Manager/Executive /
Onobpeno: Mcuemxep / Pykosoantens

Pavan Kumar Sharma . _—
=N X s e

Reprint Date /
Hara: 27.07.2022

Reprint Date /
Hara: 27.07.2022

Reprint Date /
Hara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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’ ® Formulation Unit-6
Dr.Red dY S Q.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon" Dkrenpece (ketoponak) TabraeTku, JHCIEPrupyemsle B noaocTy pra, 10 mr

Batch No / : V2201406 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0nem cepuu 36,00.000 Ta6
Analytical Report No / : 890001603583 Date of Analysis / : 27.07.2022
AnannrTudecknii oryer Ne Hara ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / ¢ Jun.2024
Jara npouszBoacTBa I'open no

Analysis performed according ND / Ananns nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page2 of 7/ Crp.2n3 7

No

No Test / [NokazaTenn Results / PesyabTaTsl Specification / Hopma

b) By HPLC/BDXX Complies / CooTBeTcTBYET The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems ynepxuBaHus
OCHOBHOTO MNHKa HA XpOMaTOrpaMMe
UCOBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeHU
YIOEPXKHBAHUA OCHOBHOIO TMHKAa Ha
XpoMartorpamme pacTBopa
CTaHmapTHoro ofpasia KeTopoJjaka
TpOMeTaMUHa (pa3zen
«Konu4ecTBEHHOE OMpeaeeHHER).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr cooreercTayeT TpebosaHmnsIM HJ1 3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HOAFOTOBHCHOZ(R:}H@:E@ ITporepeno: Santosh Kumar Onobpeno: Meremiep / Pyicoponutenp

— -

Maurya ﬂfL < Pavan Kumar Sharma =yl

Reprint Date / Reprint Date / Reprint Date /
Hara: 27.07.2022 Hara: 27.07.2022 Jara: 27.07.2022
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2396, Email: mail@drreddys.com

CIN: LE5195AP1984PLC0OV4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dkenpece (ketoponak) tabieTkH, aucriepripyenmble B nogocty pra, 10 mr

Batch No / 1 V2201406 Batch Quantity / : 36,00,000 tab /
Cepusn Ne Oo6nem cepun 36,00,000 Tab
Analytical Report No / : 890001603583 Date of Analysis / 27.07.2022
|AHAJTMTHYECKHIT oTYeT Ne Jara anaausza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JarTa npousBoacTea Tonen go

Analysis performed according ND / Ananus nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3 of 7/Crp.3u3 7

OyTuaruapoxkcuaHuson

i‘“o Test / okaszarean Results / Pe3ynbTaThi Specification / Hopma

3 Identification Complies / CoorBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannuHoOCTL butylhydroxyanisole peaks on the

chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpemeHa yznepxuBaHus

NHKOB  2-OyTUNTMApPOKCHAHU3ONA H
3-0yTUITHAPOKCHAHU30J1A Ha
XpoMaTorpaMmme UCITBITYEMOTO
pacTBopa HOMKHbl COOTBETCTBOBATH
BpEMEHAM YIOepKUBaHUS TIHKOB
2-0yTUArHAPOKCHAHHU30Ta 1
3-OyTUnruapoxcuaHuzona Ha
XpoMarorpamMMe pacTBopa
CTaHAAPTHOTO obpasua
OyTHITHIPOKCHAHK30a (pazmen
«Coaepxanue

OYTUITHIPOKCHAHU30IA»).

4 Average weight / Cpenusis
Macca

69.9 mg/ 69.9 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 mMr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
[Ipumeyanue: [poaykr cooTseTcTBYET Tpe6GoBaHHAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneto: amakarltlt [Tposepener)Santosh Kumar Onobpeno: Menemxep / !?yKOBOﬂl;I_‘["eJ]b
Q?waf/ Maurya }%{{-[ / Pavan Kumar Sharma l _,_-’_-j:.'ifi
' = YL
Reprint Date / " Reprint Date / Reprint Date /
Hara: 27.07.2022 Hara: 27.07.2022 Hara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2393, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOPUKAT AHAJIH3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dkenpecce (ketoponax) tabaerkn, JHCnepriipyemble B NoJocTH pra, 10 mr

AHanHTHYecKHl oTyeT No

Batch No / 1 V2201406 Batch Quantity / : 36,00,000 tab /
Cepus No Obnem cepun 36.00.000 Tab
Analytical Report No / : 890001603583 Date of Analysis / 1 27.07.2022

Jdara ananusa

}IaTa MNpOU3BOACTBA

Date of Manufacture / : Jul.2022 Date of Expiry / ¢ Jun.2024

Tonen no

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

Sl

i.oo Test / [lokasaTens Results / PesysibTaTsi Specification / Hopma
Uniformity of weight / Complies / CoorBeTcTBYET 18/20 tablets - not more than = 10 %
OnHopoaHocTs Macenl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 21 sec/ 21 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocre
6 Dissolution / PacTsopenue Unit-1 / Ta6n-1 105% Not less than 75% (Q) of
X C15sH;3NO;C4H NO; (ketorolac
Unit-2/ Ta6x-2 105% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% 75%  (Q)  CisHizNO3*C4H; NO;
. (keToponaka  TPOMETaMMH)  4Yepes
Unit-4 / Tabn-4 99% 1 v
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102%

7 Fineness of Dispersion/ Complies / CooteTcTBYET A uniform suspension passing through a

JAucnepcrocts 710 um sieve is formed. / O6pasyercs
ONHOPOIHAsA CYCIEH3WA, NPOXOAsias
CKBO3b CHTO C DPa3MEpPOM OTBEPCTHI
710 MKM.

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

[1pumeuanue: IpoaykT cooTBeTcTBYET TpeGoBanusam HJT 3axiawuenune: OJIOBPEHO

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

HoarotosneHo: Ramakant IMposepeHo: Santosh Kumar Onobperio: Mencmxep / P{"KOBD}IE{?JL&;

L

Maurya M Pavan Kumar Sharma

Reprint Date /
Hara: 27.07.2022

Reprint Date / Reprint Date /
Jara: 27.07.2022 Hara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91

40 43900 2900, Fax: +91 40 4900 2395, Email: mail@drreddys.com
CIN: {85195AP1284PLC0O04507
www.drreddys.com
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’ e Formulation Unit-6

Dr‘ Reddy S . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUDPUKAT AHAJIM3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
pomyrr: Keropon” ")hul]}ct.c (KeToposiak) TabaeTKi. AHCHEprupyemMbic B NOJ0CTH p ra, 10 mr
Batch No / 1 V2201406 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36.00,000 Tab
Analytical Report No / : 890001603583 Date of Analysis / ¢ 27.07.2022
AHanUTHYECKHH oTueT No Hara ananuza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npoussogcTea T'open o
Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Crp. Smus 7

8 Related impurities / PoncTBennbie npumecn

ketorolac 1-hydroxy analog / Less than LOQ (LOQ:0.0032%) Not more than 0.5 % / He Gonee 0,5 %
1-ruapoxkcuananor
KeToponaka

ketorolac 1-keto analog/ 0.06 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor keToposaka

Any unidentified impurity / 0.04% Not more than 0.5 % / He 6osee 0,5 %
eJMHuYHas
HeHIeHTH)UUUpOBaHHAs
npUMech

Total impurities / 02 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii

9 Water / Boaa 2.1% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OctaTounble opranuueckue pacTBOpPUTENH

Isopropyl alcohol / 3 pg/tab / 3 Mkr B TabneTke Not more than 350 pg/tab /

HzonponaHon He 6onee 350 Mkr B TabiieTke
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITponykT coorserctByet TpeGosanmsm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Mana ger/Executive /
ITogroroerneno: R IIporepeno: Santosh Kumar Onobpeno: Menemxep / P} KORO mﬂ'fl'lb

L@ Maurya ‘@W Pavan Kumar Sharma/L/
7.5~ —)f 20 3

Reprint Date / Reprint Date / Reprint Date /
Hara: 27.07.2022 MHara: 27.07.2022 Hara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +31 40 4900 2595, Email: mail@drreddys.com
CIN: LE5195AP1984PLC0O04507
www.drreddys.com
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’ Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxt: Keropon" Dkenpece (ketoponak) TaGneTky, avcnepriupyemoie B noJoctu pra, 10 mr
Batch No / : V2201406 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6nbem cepun 36,00.000 Tab
Analytical Report No / : 890001603583 Date of Analysis / : 27.07.2022
AnajguTuueckuii oTuer Ne JaTa ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / ¢ Jun.2024
Jarta npouzBoacTea TI'onen g0

Analysis performed according ND / Ananus nposexes no HA:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Muixpo6uonoruueckas uncrora™

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee yncnio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHbIX MHKPO-

OpPTaHH3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r

4HCIO0 APOXKIKEBBIX U
IIECHEBBIX IPpHOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyrcTBYeET OtcyrctBue B 1 1
12 | Uniformity of desage units / 4.6 Acceptance value (AV) not more than
OanopoavocTsb 15.0 / IlpueMoutoe 3Ha4yeHue (AV) He
JO03UpOBaHMSI Gosee 15,0.
13 | Assay/KoauuecTBeHHoe 99 mg/9.9 mr From 90mg to 11.0mg  of
onpeaeneHue (98.9 %) CisHisNO3+C4H 1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 MIr C15H13N03'C4H11NO3
(xeroponaka Tpometamun) (ot 90,0 no
110,0 % OT 3aKIEHHOIO KOJIMYECTBRA) B

tabnerke
14 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab /
content / Copepxaune 0.0960 mr B Tabnerke He menee 0,042 mr B Tabnerke
OYyTHITHAPOKCHAHU30/12
| y p
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: IpoaykT cooTsercTyer TpeGoBanusm HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosneno: Ramakant [poeepeno: Santosh Kumar Onobpeno: Menemxkep / Pykoroauzens
J F y { o
@L&Q}ﬁ Maurya ;&KM‘(‘ S Pavan Kumar Sharma ,L/.:.;:;; 5 3
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.07.2022 Jara: 27.07.2022 Hara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2398, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Mpoxykr: Keropon” Kenpece (KeToponak) TapieTky, AUCNEprupyemsle B nosioctu pra, 10 mr

Batch No / 1 V2201406 Batch Quantity / : 36,00,000 tab /

Cepua Ne O6bem cepun 36,00.000 Tab

Analytical Report No / : 890001603583 Date of Analysis / 27.07.2022

AHaJIHTHYECKHIT oTyeT No Jara anannza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024

arta npouseoacrea T'onen oo

Analysis performed according ND / Ananuz nposenen no H:

DIH—OO4929-011119 (amend Nel from 27.12.2021 / usmenenne Nol ot 27.12.2021) N
Page 7 of 7/ Crp. 7us 7

[ 15

Package / Ynakoeka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 rtabnerox &
Omucrepe w3z (IA/AJIITD ¢
Biaronornotutenem/TI3BIT)
thonwru // (IID/AJ1) donsru. o
2 GnucTepa ¢ MHCTpYKLHEH Mo
NPUMEHEHHIO B nauxy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE wﬂ
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabnetox B
6uctepe u3 (TIA/ATI/TID c
Brnaronornorutenem/IISBIT)  donabru //
(TI3/AJ1) donbrin. Mo 1 um 2 Gnucrepa c
MHCTPYKLHEH MO NPUMEHEHHIO B Mauky
KapTOHHYO.

16 | Labeling / Mapkuposka

According to ND / B cooTBeTCTBIH ¢ HAO

17 Storage conditions /
XpaHenune

Below 25 °C. / Ipu TeMIneparype He Bhliue 25 °C.

18 Shelf life / Cpok rognoctn

L

2 years/ 2 ropa

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* Ilpu BBIMyCKe EKapCTBeHNHOrO lipemapara KOHTPOJIb KavyecTBa IO MOKA3ATeI0
«MHKpoGHOIOTHYeCKAS YHCTOTAY NpoBoaHTCS AN KaxKN0# 20-0ii cepun, wian qas oxHoii CEepHH B rop,
B 3ABHCHMOCTH OT TOI0, YTO HACTYNHT PAHBIIC,

Remarks : The Product conforms to ND/
Ipnmeuanue: [ponykr coorsercTByeT TpeboBanHam HJJ

Conclusion : APPROVED /
3akmoyenne: OIOBPEHO

Prepared by /
HO}IFOTOBHCHO!{{?H}&I(&HT

\_ LL&C@L |

Checked by /
lMposepeto: Santosh Kumar

Maurya ;@W

Approved by: Manager/Exe(;_utive /
Onobpeno: Menemxkep / Py’ﬁ{‘momrlggh

Pavan Kumar Sharma

e

-‘r‘f.';/? D) v

Reprint Date /
Hara: 27.07.2022

Reprint Date /
Hara: 27.07.2022

Reprint Date /
Mara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507

www.drreddys.com



