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CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykt: Keropon™ Dkenpecce (keToposnak) TabieTkH, AUCTIEprupyeMLIC B MOIOCTH pTd, 10 Mr

Batch No / : V2300220 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6meM cepiin 36.00,000 Tab
Analytical Report No / : 890001644787 Date of Analysis / 16.02.2023
ﬂann’mqecmlﬁ otueT No JlaTa aHaH32

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
JlaTa mpon3BoJacTBA T'omen no '

Analysis performed according ND / Ananu3 npose/ieH 1o HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Pagelof7/Crp. 1u3 7

Y®-cnexTpoHoTOMETPHS

No . .
No Test / llokasaTesb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrinble, I0CKHE Kpyrible, IIIOCKHE TaONETKU ¢ packoi,
TabneTky ¢ ¢ackoii, cBeTIIO- CBETIO-XEITOTO LBETa C IPaBUPOBKOMH
AKEJITOTO 1BETA C IPABUPOBKOM «l» Ha OIHOH CTOPOHE.
«|» Ha OIHOH CTOpOHE.
2 Identification / [ToanuxHHoCcTHL
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®-crnekrtpsl
TIOTTIOIIEHHs UCIIBITYEMOIO pacTROpa 1
pacTBopa  CraHmapTHoro  obpasua
KETOpOJidaka TPOMETAMHMHA  JIOJDKHBI
UMETb MAKCHMYMBI [IPH OJHOH U TOM e
JUTMHE BOMHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanue: [IpoayKT COOTBETCTBYET TPEOOBAHUSM HA

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
INosrotosneHo; Ramakant

Checked by /
IMposepeno: Pardeep Kumar

P

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosojurens

Manoj Kumar A /)
Al

Reprint Date /
Jara: 16.02.2023

Reprint Date /
Jara: 16.02.2023

Reprint Date /
Hara: 16.02.2023

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: L85195AP1984PLCO04507
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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon® Dkenpecc (keTopoJiak) TaGIeTky, AHCNIEPripyeMBbIe B NOJIOCTH pra, 10 Mr

Batch No / : V2300220 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001644787 Date of Analysis / 16.02.2023
AHaguTHYEeCKHH 0T4eT N2 Jarta anannsa

Date of Manufacture / : Jan.2023 Date of Expiry /- Dec.2024
JlaTa npoH3BOACTBA T'onen mo

Analysis performed according ND / Ananu3 nposegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel or 27.12.2021)
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No

Test / [Toka3aTennb
No

Results / Pe3ysnbTaTthl

Specification / Hopma

b) By HPLC / BDXKX

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). / DBpemsa  yACpXKHBaHHA
OCHOBHOIO IHKa Ha XpoMaTrorpaMme
WCTBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEeMeHH
yAepXKUBaHHS OCHOBHOIO IMKAa Ha
XpOMaTorpamme pacTBopa
CTaHIAPTHOTO KeTopo.JIaKka
TpOMeTaMMHa (pazzen
«KonHU4ecTBEHHOE OMpeneeHUEN).

obpasua

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBercTByeT TpeboBanwsim HII

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

MHara: 16.02.2023

Hara: 16.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakan IIpoeepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBojuTteis
Manoj Kumar /
@\Ww/ - ! gt
Reprint Date / Reprint Date / Reprint Date /

Jara: 16.02.2023

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, iINDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHNKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpece (keToposiak) TabIeTKH, AMCIIeprupyeMsle B MOJIOCTH pra, 10 Mr

Batch No / : V2300220 Batch Quantity / : 36,00,000 tab/
Cepns No Oo6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001644787 Date of Analysis / 16.02.2023
AnaanTHYecKHi oTyeT Ne Jara ananusa

Date of Manufacture / - :Jan.2023 Date of Expiry / Dec.2024
JlaTa npon3BoACTBA Topen no

Analysis performed according ND / Ananu3 nposegen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page3of 7/Ctp.3u37

No
Ne

Test / [Toka3zaTeb

Results / Pe3yabTaTht

Specification / Hopma

3

Identification
Butylhydroxyanisole /
ITopAuHHOCTDL
OYTHATHAPOKCUAHU30.T

Complies / CooTBeTCTBYET

times of  2-
butylhydroxyanisole and 3-
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). / BpeMena ynepXHBaHHA
[MUKOB  2-O6yTUArMOPOKCHaHHU30JIa U
3-6y THArHAPOKCHAHU301a Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTBopa [HOMXKHBI COOTBETCTBOBATH
BpeMeHaM yaepKHUBaHHS TIHKOB
2-0yTWITHAPOKCHAHU301a u
3-6yTHATHAPOKCHAHU301a Ha
XpomarorpaMme pacTBopa
CTaHAaPTHOTO ofpasna
GyTHITUAPOKCHAHK30]1a (pazmen
«Conepxanue

Oy 1 U MIPOKCHAHN3ON ).

The retention

Average weight / Cpeauss
Macca

70.1 mg/ 70.1 mMr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr oo 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
IMpumeuanue: ITpoaykT coorBeTcTBYET TpeOopaHuam H/I

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarororneHo: Ramakant %

Dt

gz

Checked by /
ITposepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Ono6peno: Menezukep / Pykosoaurenb
Manoj Kumar ; /

s

Reprint Date /
JHara: 16.02.2023

Reprint Date /
Hara: 16.02.2023

Reprint Date /
JHara: 16.02.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Okcnpecc (keToponak) TabneTkH, AMCIeprupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2300220 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepru 36,00,000 Tab
Analytical Report No / : 890001644787 Date of Analysis / 16.02.2023
AHajHTHYecKHi oT4yeT Ne JaTa anajusa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jara npoun3sBoacTrea T'onen no

Analysis performed according ND / Auasus nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)
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No

Test / Iloka3aTenan
No

Results / PezyabTaThi

Specification / Hopma

Uniformity of weight /
OnHopoaHOCTL MacChl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than £ 20 % /
18/20 Tabnetrox — He Oojee + 10 %
2/20 tabnetok — He Goee + 20 %

5 Disintegration time /

16 sec /16 cex

Not more than 3 min / He 6onee 3 Mmun

Pacnagaemocthb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 101% | Not less than 75% (Q) of
. CisH13NO3*C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 1062 tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 100% | 75% (Q)  CisHisNO3*C4HNOs
. . (xeToponaka  TpOMETaMUH)  4epes
Unit-4 / Ta6n-4 97% 15 Mun
Unit-5 / Tabn-5 100%
Unit-6 / Ta61-6 99%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
ducnepcHocTb 710 um sieve is formed. / OOpa3yercs

ONHOpONHAs CYCHEH3US, MPOXOIAluas
CKBO3b CHTO C pa3MepOM OTBEPCTIii
710 MKM.

Remarks: The Product conforms to ND/

ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeGoBanusm HJT

Conclusion: APPROVED /
Sakmoyenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

okt

Checked by /
ITposepeno: Pardeep Kumar

-

—

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoanyens
Manoj Kumar Nymdettet ?

Reprint Date /
Jara: 16.02.2023

Reprint Date /
Hara: 16.02.2023

Reprint Date /
Hara: 16.02.2023

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.
Ferrmulation Unit-6

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keTopoiak) TabneTkH, IMCIieprupyemble B N10JI0CTH pra, 10 Mr

Batch No/ : V2300220 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepaH 36,00,000 Tab
Analytical Report No / : 890001644787 Date of Analysis / 16.02.2023
AnajnuruyecKuil oryet No JlaTa ananuza

Date of Manufacture / : Jan.2023 Date of Expiry / : ‘Dec.2024
JlaTa mpou3BogcTBA T'onen oo

Analysis performed according ND / Ananns nposenen no HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3smenenne Nel ot 27.12.2021)

PageSof 7/Crp.5u3 7

8 Related impurities / PoncTBenbie npuMecH

1-ruapokcuananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huske npenena obuapyxedus (I10 =

Not more than 0.5 % / He 6onee 0,5 %

KeTopoJaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaIIOT KETOpOJIaKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6osee 0,5 %
€IMHUYHAaA 0.04%
HeuneHTHHHUINPOBaHHAs
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa nmpumecei

9 Water / Bona 2.4% Not more than 7.0% w/w /

He 6ounee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OPraHH4eCcKHEe PAaCTBOPHTENIH

Isopropyl alcohol /
HzomnponaHon

4 pg/tab / 4 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
IMpumeuanue: IIpogykT cootBercTBYET TpeboBanuam HIJ

Conclusion: APPROVED /
Zakmwouenne: OJOBPEHO

Jlarta: 16.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Noxarotorneno: Ramakant IIporepeno: Pardeep Kumar Onobpeno: Menemxkep / PykosoanTens
Manoj Kumar f : ]
v il / - (Pl Le
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 16.02.2023

Jara: 16.02.2023

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: L85195AP1984PLC0O04507
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, iND|A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dxenpecc (keToposiak) TabneTky, JUCIEPrUpyeMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2300220 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepHH 36,00,000 Tab
Analytical Report No / : 890001644787 Date of Analysis / : 16.02.2023
AHajHTHYECKHH oTyeT Neo JlaTa aHa/H3a

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
/JlaTa npon3BoacTBA T'omen mo

Analysis performed according ND / Ananus nposeaen no HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / MukpoGHoiornueckast Uncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee yucno He 6onee 1000 KOE/r
a3pOoOHbBIX MUKpPO-
OpraH13MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6osee 100 KOE/r
YHCIIO POXKEBBIX U
TUTECHERBIX MPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OTtcyTtcTBHE B 1 T
12 Uniformity of dosage units / 32 Acceptance value (AV) not more than
OaHopoAHOCTD 15.0 / Tpuemoutoe 3HaueHue (AV) He
A03UPOBAHMSA 6onee 15,0.
13 | Assay/KonuuecTBeHHOe 10.2 mg/ 10.2 Mr From 9.0mg to 11.0mg  of
onpeaeeHne (102.2%) CisH13NO3*C4H 1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 MrI C15H13N03'C4H11NO3
(ketoponaka TpomeTamuH) (oT 90,0 no
110,0 % oT 3asBICHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0988 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.0988 mr B TabieTke He menee 0,042 mr B Tabnerke
Oy THATHAPOKCHAHN30/1A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuvanue: [IpogykT cooTBeTcTBYeT TpeboBanuam H/L 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonroTornexHo; Ramakan} IposepeHo: Pardeep Kumar OnobpeHo: Menemxep / Pykosoautens
[ Manoj Kumar '
%&w‘fﬁ}’ ob— : Yorfuesich
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.02.2023 Jara: 16.02.2023 Jara: 16.02.2023

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: L85195AP1984PLC0O04507
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 : 491 98166 56001-02

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoayxT: Keropon™ Dkenpece (ketoponak) Tabnerks, ucneprupyempie B I0J10CTH pra, 10 Mr

Batch No / : V2300220 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 a6
Analytical Report No / : 890001644787 Date of Analysis / 16.02.2023
AnanuTH4eckHit oTuer Ne JaTa anannza

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
JdaTta npousBoacTBa T'ogen oo

Analysis performed according ND / Ananus nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 7of 7/ Cyp. Tus 7

15 | Package/ Ynakoska 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / [To 10 Tabiaerok B
information leaflet in a carton | Gnmcrepe u3 (ITA/ATI/TID c
pack. / Tlo 10 Tabmerox B | Bmaromorsnotutenem/II3BII) donbru //
Gancrepe uz  (ITA/AJUIID ¢ | (II3/AJI) onsru. [o 1 unu 2 6nucrepa ¢
Biaronoraoruresnem/[13BIT) MHCTPYKIMEH N0 NPHMEHEHUIO B NAYkKy
doneru // (IID/AJT) poneru. Ilo | kapToHEYIO.

2 Ouuuropu ¢ HUCIPYRUMEHA 10
TIPHMCHCHHIG B nayKy
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B cooteerctBun ¢ H]J
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boime 25 °C.
XpaHeHue
18 Shelf life / Cpok roaHocTn 2 years /2 roma

* 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.

* IIpH BhIIycKe JIEKAPCTBEHHOIO MPENapaTa KOHTPOJIb KA4eCTBA N0 MOKA3aTEI0
«MukpoGHoIOTHYecKast YHCTOTA» NPOBOXHTCS MJISL KXo 20-0ii CEPHH, HJIH XJIsl OJHOH CepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYHHT paHbIIe.

Remarks: The Product conforms to ND/
Iprimeuanue: [Mpoaykr cooTseTcTByeT TpeGoBanussm HJT

Conclusion: APPROVED /
Sakmouenue: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ramakalg

-

Checked by /
ITpoBepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosoaurens
Manoj Kumar j

s

Reprint Date /
Hara: 16.02.2023

Reprint Date /
Harta; 16.02.2023

Reprint Date /
Hara: 16.02.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




