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

CEPTUDPUKAT AHAJIM3A

av

IIpoayxr: Ketopon

Product : Ketorol Express {ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToposnak) TableTKy, AMCeprupyemble B MojocTH pTa, 10 mr

Batch No / : V2201721 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AnaauTnyeckuii oTyet Ne Jara ananusza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jarta npouzBoacTBa I'ogen no

Analysis performed according

ND / Anasmus nposeaen no HJL:

JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menedune Nel ot 27.12.2021)

Page 1 of 7/ Crp. 1 m37

No ] :
N Test / [lokasaTennb Results / PesynsTaTsi Specification / Hopma
1 DesEription / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[* debossed on one side. /
side. / Kpyrisle, ruiockue Kpyrieie, mnockue Tabnetku ¢ $packoi,
TabneTku ¢ ackoi, CBETIO- CBETJIO-KEJITOrO LBeTa ¢ rpaBUPOBKOM
JKEJITOTO LIBEeTa C rpaBUPOBKOH «l» Ha OZIHO# CTOpOHE.
«l» Ha OIHOI CTOpOHE.
2 Identification / [ToaauHBOCTL
Ketorolac / Kemoponak 1
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

Y®-cnextpodoromeTpus

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cniekTpsl
HOIJIOUIEHNS MCIBITYEMOTO PacTBOpa U
pacTBopa  CTaHAapTHOro  obpasua
KeTopojiaka TpOMETaMMHa  JOJDKHbI
UMETb MaKCUMYMBI MPH OJHOM U TOH xKe
JUTMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeyanue: Ilpoaykr coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: Manish Sharma | Tlposepeno: Himesh Kumar Ono6peno: Menemxkep / Pykosoautens

(,_‘_ZLLL — = Manoj Kumar :h\gﬂ*‘ (7_1
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2022

Jata: 28.08.2022

JlaTa: 28.08.2022

Registered Office; 8-2-337, Road Na. 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 : +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Mponykr: Keropon’

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Axrenpece (ketoposak) TabjeTki, AMCHEPripyemble B MONK0CTH PTd. 10 mr

Batch No / : V2201721 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepui 36,00,000 Tab
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AHanuTHuecKHii oTueT No Jara anaausza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npoH3BOACTBA I'onen xo

Analysis performed according ND / Ananu3 nposeeH no HA:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page2 of 7/ Crp. 2 u3 7

No

No Test / Iloka3areanb

Results / Pe3ybTaThl

Specification / Hopma

b) By HPLC/ BXX

Complies / CooTBETCTRYET

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  ynepxuBanus
OCHOBHOTO MNHWKa Ha Xpomartorpamme
HCMBITYEMOro  pacTBopa  NOJDKHO
COOTBETCTBOBATh BpEMEHH
yAEpXUBAHUS OCHOBHOTO [KKa Ha

XpoMaTtorpamMmme pacTBopa
cTangapTHoro obpasua KeToponaka
TpOMeTaMUHa (pazzen

«KONM4ECTBEHHOE OMPEAETIEHHEN).

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayKT COOTBETCTBYET tpeGosanuam HJT

Conclusion : APPROVED /
Zaxmouenue: QJIOGPEHO

Prepared by /
[oarorosieno: Manish Sharma

e

—

Checked by /
ITposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / Pykoroautens
Manoj Kumar ' /

Yoduel

Reprint Date /
Jlara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jlara: 28.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaik: 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, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJI3A

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

Mpoaykr: Keropon™ Dkenpece (KeTopoak) TabneTkN, ANcneprupyemble B nonoctu pra, 10 mr -
Batch No / : V2201721 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AnaJuTHYecKuii orueT Ne JlaTa ananusa

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

JlaTa npoM3BOJCTBA Toxen oo

Analysis performed according ND / Ananu3 npoBe/ieH no HA:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3amenenue Nel or 27.12.2021)

Page3 of 7/Crp.3 m3 7

1}? Test / [TokasaTellb Results / Pe3yabTaThl Specification / Hopma

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

OYTHATHAPOKCHAHU30

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 yaepXHBaHWA
NMKOB  2-6yTWIrMIOpOKCHaHM30Na U
3-6yTHIrHIPOKCHAaHU301a Ha
XpoMarorpamme UCTILITYEMOTO
pacTBOopa JOJDKHBI COOTBETCTBOBATH

BpeMeHaM yOep)KUBAHUA NHKOB
2-6yTIIrUAPOKCHAHH30J1a "
3-6yTHITHIPOKCHAHN3001a Ha
XpoMaTorpamMMe pacTBOpa
CTaHJAPTHOTO obpasua
OyTUATMAPOKCHAHH30JIa (paznen

«Copnepianie
6)*'1‘1mr|mpumcnax—msona»).

4 Average weight / Cpeausnsi
macca

69.7 mg/ 69.7 mr

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

Remarks : The Product conforms to ND/
Tpimeuanne: [TpoykT cOOTBETCTBYET TPEOOBAHHAM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TTonrororneno: Manish Sharina

= o e P ]
-

Checked by /
[posepeno: Ilimesh Kumar

—— =
.

Approved by: Manager/Executive /
Ono6peno: Menenxkep / PykoBoputens

Manoj Kumar \ /
L _)h Lu_!,u =

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Hara: 28.08.2022

Reprint Date /
Jlara: 28.08.2022

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: 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

CEPTUOUKAT AHATH3A

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

Tpomyxr: Keropon Dkcripece (KeToposak) TabneTku, ANCTepriipyembie B NONOCTH PTd, 10 mr ]
Batch No / : V2201721 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AHaUTHYeCKH oT4eT Ne Jlara ananusa

Date of Manufacture / 1 Aug.2022 Date of Expiry / Jul.2024

Jara npoM3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposeaen o HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menennue Nel ot 27.12.2021)

Page4of 7/ Crp.4n3 7

1;.3 Test / [TokasaTenb Results / PezyabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnetrox — He Gonee * 10 %
2/20 Tabnerok — He Gonee + 20 %
5 Disintegration time / 17 sec / 17 cex Not more than 3 min / He 6onee 3 mun
PacnagaemocThb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. C5H13NO3*C4H;1NO3 (ketorolac
= - 0
Unit-2 / Ta6n-2 99 % tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 99 % 75% (Q)  CisHisNO3*CeHiiNO;3
. . (keTOoponaka  TpOMETaMMH)  4epe3
Unit-4 / Tabn-4 100 % 15 mun
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 96 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucrnepcHOCTh 710 um sieve is formed. / Obpasyercs
OIHOPOAINYL  CYCUCLOILI, TPOXOMALLN
CKBO3b CMTO C pa3sMepoM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/

[Tpumeuanue: IIpoxykt cootsercTByet Tpedosanusam HII

Conclusion : APPROVED /
3axmwogenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosnaeHo: Manish Sharma | TTposepeno: Himesh Kumar Ono6peno: Menemkep / Pykoronurenh
By e I i g -
L__ff:"zbﬂ__f:f_ﬂ,.f = _—— Manoj Kumar Yol

Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.08.2022 Hara: 28.08.2022 JHara: 28.08.2022

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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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

Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Dkenpecc (keToponak) TabneTkH, AMcneprupyembie B nonocty pra, 10 mr

Batch No / 1 V2201721 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AHaNuTHYeCKUIl 0TUeT Ne Jdara anannsa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npousBoacTea Toaen xo

Analysis performed according ND / Anann3s nposexen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nzmenenne Nel ot 27.12.2021)

Page50f 7/ Crp.5u3z 7

8 Related impurities / PoacTBeHHBIe TpuMecH
ketorolac 1-hydroxy analog / 0.02% Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuananor
KeToponaka
ketorolac 1-keto analog/ 0.07 % Not more than 0.5 % / He 6onee 0,5 %

1-keroananor KETOpOJIaKa

Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas

HeUIeHTUQUUUPOBAHHAs

npUMech

Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %

Cymma npumeceii

2.7 % Not more than 7.0% w/w /
He Gosnee 7,0 %

9 Water / Boga

10 | Residual solvents by GC/ OcTaTouHble OpraHu4ecKHe pacTBOPUTENH

Isopropyl alcohol /
HzonponaHoi

10 pg/tab / 10 Mxr B TabneTke

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

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

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

[_IOﬂ,FOTg[H'lﬂI_O_L_MBIﬁSh Sharma | ITponepeiio: Himcsh Kumar Onobpcrno: McHemxep / Pykopogurens
= .F&—-— wv’/_ P B ., ~ ;
—— g Manoj Kumar :\ﬂ? ﬁ_gd_

Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2022 JlaTa: 28.08.2022 Jata: 28.08.2022

RERIstaren UITice: 5-2-337, Road N0, 3, banjara fis, nyaer

abad - SUUUSE, 1elangand, indid

Tel: +91 40 4900 2900, £ax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q;

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoayxt: Keropon"™ Dxenpece (keToponak) TabneTku, AMCMEprupyemble B NojiocTu pra, 10 mr
Batch No / : V2201721 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AHannrudyecknii oryer Ne Jlara aHaJusza
Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BOACTBA Toaen no
Analysis performed according ND / Asanu3 nposegen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)
Page 6 of 7/ Crp. 6 u3 7
11 Microbial enumeration tests / Mukpo6Guonornieckasn yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obiuee yHcao Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uwee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCNO APOKIKEBBIX H
TUTECHEBBIX IPpHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTcTBHEB 1 T
12 Uniformity of dosage units / 5.1 Acceptance value (AV) not more than
OaHopoaHoCTh 15.0 / TlpuemouHoe 3HadyeHue (AV) He
A03UPOBAHUS Gonee 15,0.
13 Assay / KonnuyecTBeHHOE 9.9 mg/9.9 mr From 9.0 mg to 11.0 mg of
onpejesieHHe (99.5%) Ci5H13NO3+CsH 1 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr mo
11,0 Mr C15H13NO3'C4H1 1NO3
(keToponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asABJIEHHOTO KONMWYeCTBa) B
tabneTke
14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.0954 mr B Tabnetke He menee 0,042 mr B TabneTke

Oy THArNIPOKCHAHH30J1a

Remarks : The Product conforms to ND/
ITpumeuandue: [Iponykr coorBeTcTBYET TpeboraHusm HJ

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Mpoecpero: Himesh Kumar Onobpeno: Menemxcep / Pykosoaurens
C._\v : e Manoj Kumar \"'}Bf&l‘"/(—-
Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2022

Jara: 28.08.2022

Jlarta: 28.08.2022

Hegistered Oiice: 8-2-337, Road No. 3, Banjara Allls, 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 ":

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

CERTIFICATE OF ANALYSIS

CEPTU®PHUKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Dkenpece (KeToponak) TabneTKu, AMCTIepripyembie B nojoctd pra, 10 mr

Batch No / : V2201721 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61beM cepuu 36,00,000 Tad |
Analytical Report No / : 890001610384 Date of Analysis / 28.08.2022
AHaauTHYeCKHii oTUyeT Ne JlaTa anaanza

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

JaTta npou3BoACTBA T'onen go

Analysis performed according ND / Ananns npoeeaen no HJ/L:
JIIT-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel or 27.12.2021)

Page7 of 7/ Crp. Tuz 7

15 Package / YnakoBka

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 Tabnerox B
onucrepe u3z  ([TA/AJITID ¢
pnaromnorinotuteneM/I[13BIT)
doneru // (I19/AJ1) donsru. Ilo
2 6nucTepa ¢ HHCTpYKUMEH mo
MPUMEHEHHIO B nauky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 tabnerok B
oaucrepe 3 (TTA/ATITID c
piaronornotutenem/II3BIT)  donern //
(T13/AJ1) donbru. ITo 1 unn 2 6nucrepa ¢
MHCTPYKUMEH 10 NMPUMEHEHHIO B MauKy
KapTOHHYHO.

16 Labeling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJ

17 | Storage conditions /
XpaneHnne

Below 25 °C. / Ipu Temnepatype He Bbile 25 °C.

18 Shelf life / Cpok roaHocTn

2 years /2 roja

* 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.

* TIpu BBIMYCKE JIEKAPCTBEHHOI0 NPenapara KOHTPOJib KA4ecTBa N0 MOKAa3aTeJIo
«MHKpPOGHOJIOrHYECKAs] YHCTOTA» NPOBOAUTCS JJ1s KakKaok 20-0li cepuu, HIIM JUIA OAHOH cepHH B Iof,
B 3ABHCHMOCTH OT TOT0, 9TO HACTYNHT paHkbile.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHUAM H /|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMourorosiedo. Mauish Shiariua
o= AL

,—_E‘.Z’* i
—_—

Checked by /
Mpurepeno: Hineslh Kumar

Approved by: Manager/Executive /
Opob6pecHo: McHenxep / Pyxopoaurens

Manoj Kumar ]—} /L
1Las Ao

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jlara: 28.08.2022

Registared UTice: 8-2-23 7, Road Mo, 3, Barnjala NS, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




