Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOUKAT AHAJITM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (ketoponak) TabneTkH, ANCMEPrHPYEMbIC B NONOCTH PTd, 10 mr

Batch No / 1 V2200509 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001579653 Date of Analysis / 21.03.2022
AHanuTHYecKHil oruyeT Ne JlaTa apanusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npou3BOCTBA T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 u37

No . .
Ne Test / ITokazaTens Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrable, miockue Kpyrisle, miockue TabneTku ¢ dackoi,
TabJeTKy ¢ $Hackoi, CBETIO- CBETVIO-KENTOrO [BeTa ¢ FPaBHPOBKOM
XEJITOTO I{BETa C PABUPOBKOM «l» Ha ONHOM CTOPOHE.
«l» Ha omHOH CTOPOHE.
2 Identification / IlopnuHHOCTL
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
MOMJIOLIEHHs HCIIHITYEMOIO pacTBopa H
pacTBopa  cTaHmapTHoro  ofpasua
KETOpoJaka TPOMETaMHMHA  JOJDKHBI
MMETb MAKCHMYMbI [IPY OIHOM U TOM ke
JUTHHE BOJIHBI (+ 2 HM).

V®-cnektpodoromMeTpHs

Conclusion : APPROVED /
Bakmwuenne: OJJIOGPEHO

Remarks : The Product conforms to ND/
Mpumeuanne: [poaykt cooTseTcTByeT Tpebosanusam HJT

Prepared by / Checked by / Approved by: Manager/Executive /
TlonroToBeHos Ramakant ITporepeHo: Ashish Kumar Ono6peno: Menemxkep / Pykosoauresns
Reprint Date / ‘ Reprint Date / Reprint Date /

Jara: 21.03.2022 Jara: 21.03.2022 Jara: 21.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S5195AP1984PLC0O04507
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

IToarortosneno: Ramakant

[Tpoeepeno: Ashish Kumar

S

CEPTH®UKAT AHAJIM3A

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

Hpoayxr: Keropon™ Bchpecc (ketoponak) TabneTkH, AUCTIeprupyemMbie B OJOCTH pTa 10 Mr

Batch No / 1 V2200509 Batch Quantity / : 36,00,000 tab/

Cepusi Ne O6bem cepun 36,00,000 Tab

Analytical Report No / : 890001579653 Date of Analysis / 21.03.2022

AnaauTHyeckuii oruer Ne Jara anaansa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024

JlaTa nponsBoacTBa I'open no

Analysis performed according ND / Anann3 nposenen no H/I:

JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2of 7/Crp. 2 37
1}? Test / ITokazaTeb Results / Pe3ynbTaTsl Specification / Hopma
b) By HPLC/B2XX Complies / CoOoTBETCTBYET 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). / Bpemsa y#epXHBaHHUA
OCHOBHOIO IMKa Ha XpoMarorpaMme
UCMBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATH BpE€MEHU
YACPXKKUBAHUA OCHOBHOI0O TMHKa Ha
XpoMaTorpaMMe pacTBopa
CTaHJAapTHOIO o6pa3ua KETOpOJIaKa
TpoMeTaMHHa (pa3men
«KonuuecTBeHHOE ONPEIEeHUE).

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

ITpumeuanue: IIpOAYKT cOOTBETCTBYET Tpebopanusam HJI 3akawuenue: OJJOBPEHO

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

Ono6peno: Menemxep / Pykosoaurens
Manoj Kumar

(sl

Reprint Date /
Jara: 21.03.2022

Reprint Date /
Jlara: 21.03.2022

Reprint Date /
ﬂm‘a: 21.03.2022

istered Office: 8-2-337, Road Ne. 2

3, Banjara Hills, Hy

yad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Red dy,s ‘... _ Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxcnpecc (keToponak) TabaeTkH, Aucneprupyembie B MoJI0CTH pra, 10 mMr

Batch No / : V2200509 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001579653 Date of Analysis / : 21.03.2022
AnanuTHYecKHil oTyeT Ne JlaTa ananusza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jarta mpon3BoJacTBa I'open mo

Analysis performed according ND / Ananus nposeen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

1}? Test / [IokasaTeanb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToanuHHOCTL butylhydroxyanisole peaks on the
Oy TUIITHAPOKCHAHU30J 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). / Bpemena yaepxuBaHuA
DUKOB  2-OyTUINTHAPOKCUAHM3ONA H
3-6yTUATMAPOKCHAHU30J1a Ha
XpoMarorpamme HCIBITYEMOTO
pacTBopa JMAOJKHBI COOTBETCTBOBATH
BpeMEeHaM yaepKUBaHHA MTHKOB
2-6yTUNTMAPOKCHAHU30TIA U
3-6yTUITHAPOKCHAHU30JIa Ha
XpOMaTorpamme pacTBopa
CTaHAAPTHOTO ofpasma
OyTHIrHAPOKCHAHU30MA (paznmen
«ConepxaHnue
OyTHITHAPOKCHAHU3O0TIA»).
4 Average weight / Cpennsis 679 mg/ 67.9 Mr 67.2 mg to 72.8 mg (70.0 mg £+ 4.0 %). /
Macca Ot 67,2 Mr g0 72,8 mr (70,0 Mr+ 4,0 %).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt cooTseTcTBYeT TpeboBanmsaM H/I 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexp: Ramakant Iposepeno: Ashish Kumar Ono6peno: Menemxep / PykoBoauteb
(g\;\\\g/ ﬂﬁ/l_,«/ Manoj Kumar @ ‘%&
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.03.2022 Jlata: 21.03.2022 Hata: 21.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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

CEPTUO®HNKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropon" Dkenpece (ketoponak) TabIETKH, JIMCIEPrUPYEMbIE B MOJOCTH PTa, 10 mr

Batch No / : V2200509 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0BemM cepnu 36,00,000 a6
Analytical Report No / : 890001579653 Date of Analysis / 21.03.2022
AHaJIMTHYECKHI oTyeT Ne JlaTa anannsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npoussoacTrea T'onen no

Analysis performed according ND / Ananns npogsegen no HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page4 of 7/Crp.4m3 7

1;.0(_) Test / IlokazaTenn Results / Pe3yjibTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OHOPOAHOCTHL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Ooyee + 10 %
2/20 tabnetok — He 6onee = 20 %
5 Disintegration time / 20 sec/ 20 cek Not more than 3 min / He 6onee 3 MuH
Pacnapaemocrtb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
. C15sH13NO3¢C4H;1INOs3 (ketorolac
Unit-2 / TaGn-2 97% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 99 % 75% (Q)  CisHisNO3*CsHiNOs
) . (keToposnaka  TPOMETaMMH)  4epes
Unit-4 / Tabn-4 100 % 15 MHH
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 97 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / ObpasyeTtcs
OJJHOPOIHAs CYCTEH3Us, NpPOXOIsIas
CKBO3b CHTO C pPa3MepoM OTBEPCTHi
710 MKM.

Remarks : The Product conforms to ND/

Tpumeuanue: [Ipoaykt cooteTcTBYeT Tpebosanusm HJT

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

Prepared by /
[MoaroToBNeHO; Ramlﬁcam

Checked by /
[Tposepeno: Ashish Kumar

He—

Approved by: Manager/Executive /
Opno6peno: Menepkep / PykoBoaurens

Manoj Kumar 'M—/

Reprint Date / -
Jata: 21.03.2022

Reprint Date /
Jara: 21.03.2022

Reprint Date /
Jlara: 21.03.2022

Registered Office: 6-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon" Dxenpece (keToposiak) TaGMeTKH, IUCTeprupyeMble B moocTH pra, 10 mr

ApaaurTadecknii oTuer Ne

Batch No / : V2200509 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepii 36,00,000 Tab
Analytical Report No / : 890001579653 Date of Analysis / : 21.03.2022

Jlata aHaJn3a

JaTa npou3BoACTBA

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

Tomen ao

Analysis performed according ND / Ana;u3 nposejies 1o HA:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmeHeHHe Nel or 27.12.2021)

Page 5of 7/ Crp. Su3 7

8 Related impurities / PoacTBeHHbIe TPUMeECH

ketorolac 1-hydroxy analog /
1-ruapoKcHaHaAIOT

Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
Huxe npenena obHapyxenus (10 =

KeTopoJaka 0.0010 %) .
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6onee 0,5 %
1-KeTOaHaNoT KeTopoJlaKka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eUHUYHAA
HengeHTHHUIpOBaHHASA
NpUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6oisee 1,0 %
CymmMa nipumecei

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHH4YeCKHE PACTBOPUTE/IH

nDRFOTOMEHWI [IpoBepeHo: A}jhish Kumar Ono6peHo; Menemkep / PykoBoaurens

Isopropyl alcohol / 2 pg/tab / Not more than 350 pg/tab /

HzonponaHon 2 MKT B TabneTke He 6onee 350 Mxr B TabneTke
Rcmarks : The Product conforms to NI/ Conclusion : APPROVED /
[Tpumeuanue: [TpoaykT COOTBETCTBYET tpebosannam HII Saxaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

;Qﬁ X Manoj Kumar r@ yi

Reprint Date / = \ Reprint Date / Reprint Date /
Jara: 21.03.2022 Jara: 21.03.2022 Jara: 21.03.2022

Registered Office: 5-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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

CEPTHO®HKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Dkenpecc (keToponak) TabNeTKH, AMCNEPrHpyEMbIC B TI0JIOCTH PTd, 10 Mr
Batch No / : V2200509 Batch Quantity / : 36,00,000 tab /
Cepua Ne O6beM cepHI 36,00,000 Tab
Analytical Report No / : 890001579653 Date of Analysis / 21.03.2022
AnanuTuaeckuii oruer Ne JlaTa anaau3za
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa NpOM3BOACTBA T'ogen no
Analysis performed according ND / Ananu3s nposejen 1o HA:
JITI-004929-011119 (amend Nel from 27.12.2021 / nzsmenenne Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / MukpoGuoJoruieckas YMcTora®

—a) Total Aerobic Microbial
Count / Obiee YUCIIO
a3p0oOHBIX MUKpPO-
OpTaHU3MOB

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

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

b) Total Combined Yeast
and moulds count / O61iee
YUCIIO JPOHOKEBBIX U
IUIECHEBBIX IPHOOB

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

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

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeTB 1 T

Shell be absent in 1 gram /
OtcyrctBUe B 1 T

content / Coaep:xanue
Gy THIrHAPOKCHAHM3012

12 | Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OIHOPOAHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
A03UpPOBAHMS 6osiee 15,0.

13 Assay / KonuuecrsenHoe 9.7mg /9.7 mr From 90mg to 11.0mg of
onpejesieHHe (97.4 %) C15sH13NO3*C4H | 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
o 11,0 Mmr CsH13NO3°C4H1NO3
(xeToponaka TpomertamuH) (oT 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTke

14 | Butylhydroxyanisole 0.0925 mg/tab / Not less than 0.042 mg/tab /

0.0925 mr B TabaeTke

He menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: [pogykr coorserctsyeT TpeGosanmam HJL

Conclusion : APPROVED /
3axkmwoueane: OJJOSPEHO

Hara: 21.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHO: ziﬁakant IMposepeno: Ashish Kumar Ono6peHo: MeHemxkep / PykoBoauTens
w@wx U ' : Manoj Kumar _
§ / M Ll
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.03.2022

Hara: 21.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr. Reddy’s‘_':‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxcnpecc (keToposiak) TabJeTKH, AUCIIEPrHpyeMbI€ B TIOJIOCTH PTa, 10 Mr

Batch No / 1 V2200509 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001579653 Date of Analysis / 21.03.2022
AHaJuTHYeCKHUI oTuer No JlaTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npou3BoaAcTBa T'ogen oo

Analysis performed according ND / Ananus nposezen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel ot 27.12.2021)

Page 70f 7/ Crp. 7Tn3 7

15 | Package/ YnaxoBKa

foil. 2 blisters with patient | leaflet

2 6nucrepa ¢ WHCTPYKLUEH IO
TPMMEHEHUIO B na4Ky
KapTOHHYIO.

10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information

information leaflet in a carton | Ta6nerok B Gmuctepe u3 (ITA/AJI/IIS ¢
pack. / Mo 10 Ta6metox B | Brnaromormorurenem/IIOBIT) donsry //
6nucrepe w3 (MA/AJITID ¢ | (IT9/AJT) donbru. Io 1 wiu 2 Gnmctepa
prnaronoraoTutenem/IIOBIT) C HHCTpYKUMEH IO NpPUMEHEHUIO B
doneru // (TID/AJT) donbru. Ilo | Nauky KapTOHHYIO.

in a carton pack. / Ilo 10

16 | Labeling / MapxupoBKa

According to ND / B cootsetctBum ¢ HJI

17 Storage conditions /
Xpauenue

Below 25 °C. / IIpu Temneparype He Boiuie 25 °C.

18 | Shelf life / Cpok rognoctu

2 years / 2 rona

* 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.

* [Ipu BbIDYCKE JIEKAPCTBEHHOT0 MPenapaTa KOHTPOJIb Ka4ecTBAa N0 II0KA3aTe/I0
«MHuKPOGHOIOrHYECKAS] YHCTOTA» NPOBOANTCH A1t Kaxaoii 20-0# cepun, nuu UIsl OXHOMH CePHH B roj,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT pPaHbIUE,

Remarks : The Product conforms to ND/
ITpumeyanue: [poaykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxaouenue: OJOBPEHO

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

TMoaroroeneHgyRamakant ITpoeepeHo: Ashish Kumar OnobpeHo: Menemxkep / PykoBoauTenb
E\wl W Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 21.03.2022 Hara: 21.03.2022 Hara: 21.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0045C7
www.drreddys.com



