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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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dxenpece (keToposak) TabiaeTky, AUCIEprupyemsle B ojiocTu pra, 10 mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / : -17.01.2023
AunajuTuyeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa npou3BoJcTBa I'open no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)
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No

Test / Iloka3zaTennb
Ne

Results / Pe3yabTaThbl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble, riockue
TabeTKH ¢ Gackoii, CBETIIO-
XKENTOTrO L{BETa C rPaBUPOBKOH
«l» Ha OIHOH CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, nnockue TabneTku ¢ Hackoii,
CBETJIO-KENTOrO LBETa C IPaBHPOBKOK
«l» Ha OIHOM CTOPOHE.

2 Identification / IloagJiIMHHOCTD

Ketorolac / Kemopoaaxk

a) ByuUv/
V®-cnexrpodoTomeTpust

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
NOrJONIEHH UCIBITYEMOrO pacTBOpa
pactBopa  CTaHIapTHOro  obpasua
KeTopoJiaka TpPOMETaMHHA  HOJIKHBI
UMETb MAaKCUMYMBI IIPY OHOM U TOH Xe
JUIMHE BOJTHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: [Iponykt coorBeTcTBYET Tpebosanuam HJJ

Conclusion: APPROVED /
3axkaroyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Shivani Devi ITposepeno: Ramakant |, Onobpeno: Menemxep / P}'KOBO,E[HIG."IB
T 2 (Y Manoj ku = ]
AJ Sur,t.\(;}' ano) xumat Ehl@:(;
Reprint Date / Reprint Date / Reprint Date /
Hara: 17.01.2023 Jara: 17.01.2023 Hara: 17.01.2023

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@d:reddys.com

CIN: L85135AP1984PLC0O04507
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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Dkenpecc (keToponak) TableTkH, AUCIepripyeMble B MOJI0CTH pTa, 10 Mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepnn 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AHasmTHYecKkHi oTueT Ne Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTta npon3BoacTBa T'ogen go

Analysis performed according ND / Auanun3 nposeaen nmo HJ[:
JIIT-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page2of 7/Cup- 2 w37

No

No Test / IToka3zaTeab

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC/B3XX

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). / BpeMms  yaepXuBaHUA
OCHOBHOrO IHKa Ha XpoMaTorpamme
HCOBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHU
yOep)KUBaHHS OCHOBHOrO IIMKa Ha
XpoMaTorpamMmMe pacTBOpa
CTaHJapTHOro obpasua KeTopoJiaka
TpOMETaMHHa (paszmen

«KonuyecTBeHHOE ONpeneNeHne).

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cootBercTByeT Tpedopanusm HJT

Conclusion: APPROVED /
3akmouenne: OIOBPEHO

Jara: 17.01.2023

Jara: 17.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Shivani Devi IIpoeepeno: Ramakant Ono6peHo: Menemxep / PykoeosnTens
—_— hi . —
A] &%w Manoj kumar R;&_&-&L
Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2023

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, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkenpecc (keroponak) TabyeTkH, AHCHeprupyeMbie B MOJIOCTH pTa, 10 mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bemM cepuu 36.00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AnagaTuyeckuii oryer Ne JlaTa anannza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npon3soacTBa I'ogen oo

Analysis performed according ND / Ananns nposenen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / nu3menenne Nel ot 27.12.2021)
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i? Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HNoanuHHOCTH butylhydroxyanisole peaks on the
Gy THATHAPOKCHAHU30J1 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). / DBpemena yaepKHBaHHS
NMKOB  2-OyTWITHIPOKCHMaHH30Jla |
3-0yTUNTHIPOKCHAHU301a Ha
Xpomarorpamme UCOBITYEMOTO
pacTBopa JOJDKHBl COOTBETCTBOBATDH
BpeMeHaM yAepXXUBAHUA TUIKOB
2-0y TWITHAPOKCHAHH30.1a u
3-6yTWIrHAPOKCUAaH|301a Ha
XpoMarorpaMmme pacTBoOpa
CTaHOAPTHOTO obpasua
OyTUNTHAPOKCHAHU301a (paznen
«Copepixalie
Oy THITHIPOKCHAHN30JI»).
4 Average weight / Cpeanss 69.1 mg/ 69.1 mMr 67.2 mgto 72.8 mg (70.0 mg = 4.0 %)./
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/

[Mpumeuanue: [Ipoaykt cooTBeTCTBYET Tpebosanuam HJ

Conclusion: APPROVED /
3akaouedue: OJJOBPEHO

Prepared by /
IloaroroBneHo: Shivaxzi Devi

A

Checked by /
ITposepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoautenb
Manoj kumar Vomeirttlel

Reprint Date /
Jara: 17.01.2023

Reprint Date /.
Jata: 17.01.2023

Reprint Date /
Hara: 17.01.2023

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

CEPTUO®UKAT AHAJIU3A

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
Hpoaykr: Keropon®™ Dkcnpece (keToponak) TabneTky, Aucneprupyembie B nonocti pra, 10 mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0bem cepu 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AHaJIMTHYECKHIi oTyeT Ne JaTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npon3BoicTBa TI'oaen no

Analysis performed according ND / Ananu3 nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

Page40of 7/Crp. 4 u3 7

No

No Test / Ilokazarenn

Results / PesyasTaThl

Specification / Hopma

Uniformity of weight /
OaHOpOAHOCTb MACCHI

Complies / CooTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Oomnee + 10 %
2/20 tabneTok — He 6onee + 20 %

5 Disintegration time /
Pacnapaemocthb

17 sec /17 cek

Not more than 3 min / He 6onee 3 Mun

6 Dissolution / PacTBopenune

Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
. C15H13NO3°C4H 1 NO3 (ketorolac

Unit-2 / Ta6n-2 97% tromethamine) in 15 min / He menee

Unit-3 / Ta6n-3 97% 5% (Q  CisHisNO3*CsH11NO;s
. . (xeToponaka  TPOMETaMHH)  4epe3

Unit-4 / Tabn-4 101% 15 MuH

Unit-5 / Tabn-5 100%

Unit-6 / Tabn-6 99%

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / OGpasyercs
OIHOPOJHAsl CYCIIEH3Ms, NPOXOAALIas
CKBO3b CHTO C pPa3MepOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
pumeuanue: [IponykT coorBeTcTBYeT Tpeboanuam HJI

Conclusion;: APPROVED /
3axmouenue: OJIOGPEHO

Jara: 17.01.2023

Jara: 17.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Shivani Devi IIposepeHo: amakant+ Onobpeno: Menemxep / Pykosoaurens

A' ." " “:’\/L" Manoj kumar (1:;11- )Ltt!-
Reprint Date / Reprint Date / Reprint Date /

Jlata: 17.01.2023

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

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJI3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dxenpecc (ketoposiak) TabNeTKH, AUCTIEPrHpYEMBIE B MONOCTH pTa, 10 Mr
Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepust Ne Obmbem cepin 36,00,000 a6
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AHAJTHTHYECKHH 0TYeT No JlaTa ananusa
Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa NpoH3BOACTBA I'onen 1o
Analysis performed according ND / Ananus nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page 50f7/Ctp. 5n37

8 Related impurities / PoagcTBeHHbIE npuMecH

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor
KeTopoJiaka

Below limit of detection (LOD =
0.0010 %) / Huxe npezcna
obuapysxenus (ITO = 0.0010%)

ketorolac 1-keto analog/

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

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

1-KeToaHaJIoT KeToposaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAL 0.05%
HEHIeHTUHUIIUPOBAHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMMma npumecei
9 Water / Bona 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4nble OpraHuiecK1e pacTBOpUTEH

Isopropyl alcohol /
H3zonponaHon

7 pg/tab / 7 mxr B Tabnertke

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

Remarks: The Product conforms to ND/
[Npumeuanue: ITpoaykt coorercTByeT TpeboBanuam H/L

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarorosnenHo: Shivani Devi

Checked by /
[posepeno: Ramakant

) )
PotpC

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pyxoao,ugTenb

Manoj kumar % ﬁ‘iﬁ/’

)
Reprint Date /
Jara: 17.01.2023

Reprint Date /
Jlarta: 17.01.2023

Reprint Date /
Jlata: 17.01.2023

Regictered 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, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTHOHUKAT AHAJIN3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Ketopon® Dkenpece (keToponak) TabneTku, AUCIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / : 17.01.2023
AHanuTHYECKH oTueT Ne Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JaTta npounsBoacTBa TI'onen go

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page 6 of 7/Crp. 6 m3 7

11 | Microbial enumeration tests / MukpoGHonornyeckasi yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee uucio He 6onee 1000 KOE/r
a3pOoOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuee He 6onee 100 KOE/r
YHCIIO APONOKEBBIX H
TUIECHEBLIX I'PHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTctBHEe B 1 T
12 | Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / Tlpuemounoe 3HaueHHe (AV) He
JO3UPOBAHMA Gonee 15,0.
13 | Assay/KoanyecTBeHHoe 9.7mg/9.7 mr From 9.0mg to 11.0 mg of
onpegeeHue (97.5%) CisHi3NO3*C4H; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr mo
1 1,0 MIr C15H13N03'C4H1 1NO3
(xeToponaka TpoMetamuH) (ot 90,0 mo
110,0 % oT RafRIEHHOTO KONWYECTRA) R
Tabnerke
14 | Butylhydroxyanisole 0.0964 mg/tab / Not less than 0.042 mg/tab /
content / Copepxaunue 0.0964 mr B Tabnerke He menee 0,042 mr B TabneTke
Oy TMITHAPOKCHAHH30J1a

Remarks: The Product conforms to ND/
[Ipumeuanue: Ilpoaykr cootBeTcTBYeT TpeGoBanmsam HJT

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by /
IoarorosneHo: Shivani Devi IIposepeno: Raglakan!

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / P_vxoaoiljwem

T Ly Manoj kumar B
s (O d % 3
3 dudl sl
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2023 Jata: 17.01.2023 Jara: 17.01.2023

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.ccm

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Okcnpecc (keToposiak) TabeTKy, AMCIeprupyeMble B MOJIOCTH pTa, 10 Mr
Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6bem cepun 36,00,000 tab
Analytical Report No / : 890001639458 Date of Analysis / : 17.01.2023
AvaanTuyeckuii oruer Ne JlaTa ananusa
Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jarta nponsBoacTBa T'ogen no
Analysis performed according ND / Ananus nposenen no HJI;
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page 7of 7/ Crp. 7u3 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. / Ilo 10 Tabrnerok B
6aucrepe u3 (I[NA/AJVIID ¢
Biaaromnoriorurenem/I12BIT)

donbru // (IID/AJT) doneru. ITo
2 bnucTepa ¢ MHCTPYKLHMEH [0

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. / ITo 10 Tabnertok B
6nucrepe u3 (ITA/AJI/ITD c
snaronoraotutenem/II9BIT) doneru //
(IT3/AJT) ponbru. Mo 1 unu 2 6nucTepa ¢
MHCTPYKLMEH M0 NPUMEHEHHIO B Mauky
KapTOHHYIO.

XpaHenue

HNpHMEHEHHIO B nagky
KapTOHHYIO.

16 | Labeling / Mapkupoeka According to ND / B cootBeTcTBHH ¢ HJT

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boitue 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.

* Ilpn BbINMycKe JIEKAPCTBEHHOI'0 IPENapaTa KOHTPOJIb KA4ecTBAa N0 MOKA3aTeI0
«MHKpOGHOIOrHYeCKas YHCTOTA» MPOBOAHTCH st Kax0ii 20-0if cepHn, WJIH /ISl OAHOI CEpPHH B rox,

B 3ABHCHMOCTH OT TOI'0, YTO HACTYNIHT paHbUIe.

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

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeGoBaHusM HJT 3akawuenune: OJJOBPEHO

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

IMoarorosneno: Shivani Devi I[Tposepeno: Ramakant L Ono6peno: Menemkep / Pykosogurens
» T L-'JU‘--[-'F[ /, _‘ Manoj kumar ‘Mﬁi

Reprint Date / Reprint Date / Reprint Date /

Hara: 17.01.2023 Hara: 17.01.2023 Jara: 17.01.2023

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

CIN: L85185AP1984PLC0O04507

www.drreddys.com




