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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkenpecc (KeToposiak) TabieTky, AMCreprupyemblie B oaocty pra, 10 mr
Batch No / : V2201723 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001610606 Date of Analysis / : 31.08.2022
AnaauTnyeckui oruer Ne JlaTa aHaau3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npou3BoJcTBa T'onen go
Analysis performed according ND / Ananu3 nposegen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / nusmenenne Nel ot 27.12.2021)

Page1 of 7/ Crp. 1 u3 7

No

N Test / TlokasaTenb 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. / Kpyrnble, niockue Kpyrnsle, nnockue TabiaeTky ¢ Hpackoi,
Tabnetku ¢ dackoii, ceeTno- CBETJIO-KENTOrO LBETa ¢ IPaBUPOBKOH
YKEJITOro 1IBETA C TPaBUPOBKOI «l» Ha OHOIE CTOPOHE.
«l» Ha OmHOM CTOpOHE.
2 Identification / [loanuHHOCTL
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and
Y®-cniexktpodoromMeTpus ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekrpsl
TOTJIOUIEHHS] UCIBITYEMOTO pacTBopa H
pacTBopa  craHmapTtHoro  ofpasua
KETOpOJiaka TPOMETAMHHA  JIOJKHBI
- UMETb MAaKCHUMYMBI TIpU OJHOM M TOM e
JUTHHE BOJHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: [TpoaykT coorBeTcTBYeT TpeboBaHHIM HJL 3akmouenue: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroeneno: Naresh Kumar | IIpoBepeno: Pardeep Kumar Opnobpeno: Menemxep A Pykosoaurens
@;/ [ Abhishek Chauhan |
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.08.2022 Hata: 31.08.2022 JlaTta: 31.08.2022

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

Tel

- +Q7 AN AQNN 290N, Fay: +91 AN 4900 2999, Fmail mail@drreddys com
CIN: L85195AP1984PLC0O04507
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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

www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally I_Dis_int_eg;ting Tablets 10 mg
IMpoaykr: Keropon” Dkenpecce (keTopoak) TabieTKH, UCNEprUpyeMbie B 110J10CTH pTa, 10 mr

Batch No / 1 V2201723 Batch Quantity / : 36,00,000 tab /
Cepusa Ne Ob6nem cepunu 36,00,000 Tab
Analytical Report No / : 890001610606 Date of Analysis / 31.08.2022
AHanuTH4YecKkuii oruer Ne JlaTa ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JdaTa npoussoacrsa T'onen no

Analysis performed according ND / Ananans nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 n3 7

No

Test / [MokazaTens
No

Results / Pe3ynbTaThl

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). / Bpemsa  yaepKHUBaHUA
OCHOBHOI'O THKa Ha XpoMmaTorpamme
UCMBITYEMOrO  pacTBOpa  JOJIKHO
COOTBETCTBOBATb BpEMeHH
yIep>XWBaHHsI OCHOBHOTO MHKAa Ha
XpOMaTorpaMme pacTBopa
cTaHmapTHOro ofpasua KeToponaka
TpoMeTaMHHa (pa3gen

«KonuuecTBeHHOE ONPENETICHUEN).

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpoxykT cooTBeTcTBYET TpebosanusM HJI

Conclusion : APPROVED /
3akimouenne: OJJOBPEHO

Jara: 31.08.2022

Jara: 31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotosieHo: Nares’lfLKumar [Tpoerepeno: Pardeep Kumar Opno6peno: Menemxkep / PyfkoBogurens
(1. P Abhishek Chauhan . /
b —r .
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALY SIS

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

CEPTUPUKAT AHAJIU3A

'Product : Ketorol Exp_ress (ketorolac) Orally Disintegrati_ng Tablets 10 mg
IpoaykT: Ketopon" Dxcnpecc (keToposak) TabneTky, AMCNEPrUpyeMbIE B IONOCTH pTa, 10 Mr

JlaTa npou3BoacTBA

Batch No / : V2201723 'Batch Quantity / + 36,00,000 tab /
Cepust Ne Oo6bem cepHu 36.00,000 Tab
Analytical Report No / : 890001610606 Date of Analysis / 31.08.2022
AHaJUTHYEeCKHH oTyeT Ne JarTa anaju3a

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

T'onen no

Analysis performed according ND / Ananns nposeaen o H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page3 of 7/ Crp.3mu3 7

1}00 Test / IloxasaTennb Results / Pesynbrats! Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToanuHHOCTL butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHU3O0N 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 ynepKHBaHUA
NUKOB  2-OyTMATMIPOKCHAHHM3ONA H
3-GYTWITHAPOKCUAHU30J1A Ha
XpoMaTorpaMmme UCTIBITYEMOTO
pacTBopa HNOMXHBl COOTBETCTBOBATH
BpEMeHaM yaep»KUBaHUA MHUKOB

2-0yTUNrHAPOKCUAHH30]1A U
3-6y TUNTHAPOKCHAHU301a Ha
XpoMaTorpamme pacTBopa
CTaHAApPTHOTO obpasua
OYTWITHAPOKCHAHU30]1A (pazzen
«Conepxanue

GyTHUITHAPOKCHAHU30MaR).

4 Average weight / Cpeanss
macca

70.4 mg/ 70.4 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/

TIpumeuanue: IIpofyKT COOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by /

IMoaroroeneno: Naresh Kumar | IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menekep / PyKoBOAUTENb
Abhishek Chauhan / f

Reprint Date /
Hara: 31.08.2022

Reprint Date /

Jara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Faa. +91 40 4900 2999, Cinail: 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

CEPTUOPUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopon® Dkcnpece (KeToposak) TAONETKH, AMCTIEPrUpYyeMble B NONOCTH pTa, 10 Mr

Batch No / 1 V2201723 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001610606 Date of Analysis / 31.08.2022
AHaiuTHYeCcKuH oTyeT Ne JlaTa anaan3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npon3BoJcTBA Togen no

Analysis performed according ND / Anann3s nposegen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Pagedof 7/ Crp-4u3 7

1;.2 Test / [loka3zaTeib Results / PesyabTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OAHOPOJHOCTH MACCHI 2/20 tablets - not more than = 20 % /

18/20 Ttabnerok — nHe Gonee + 10 %
2/20 rabnerok — He 6onee £ 20 %
5 Disintegration time / 16 sec / 16 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 96 % Not less than 75% (Q) of
) Ci5sH13NO3+C4H 1 NO3 (ketorolac
nigeATE0Re 100 % tromethamine) in 15 min / He menee
Unit-3 / Taén-3 100% | 75% (Q)  CisHisNO3*CsHiiNOs
) i (keTopofiaka  TpOMETaMMWH)  4epe3
Unit-4 / Tabn-4 97 % 15 Muu
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 100 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
ducnepcHOCTh 710 pm sieve is formed. / ObpazyeTcs
OIHOPOMHAS CYCMEH3Us, MPOXOAAIIAsn
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/

ITpumeuanue: [Tpogykr coorBeTcTBYET Tpeboranuam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

IMoarorosneHno: Naresh Kumar

3

[poeepeHo: Pardeep Kumar

={—

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykosoanTeib
Abhishek Chauhan &

-4

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56C01-02
www.drreddys.com

CEPTUPUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon" Dkcrnpecc (keTopoJiak) TablIETKH, JANCIEPrUpPYEMbIC B TIOJIOCTH pTa, 10 mr
Batch No / 1 V2201723 Batch Quantity / : 36,00,000 tab/
Cepus Ne Oo6bem cepuu 36.00.000 Tad
Analytical Report No / : 890001610606 Date of Analysis / 31.08.2022
AHanuTHYecKui oTyeT No Jlara ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTta npou3BoACTBA Toaen xo
Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / m3menenune Nel or 27.12.2021)
Page50f 7/Crp. 5u37
8 Related impurities / Poacreennnie npuMecn
ketorolac 1-hydroxy analog / 0.02% Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuaHaior
KeTOpoJlaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-xkeToaHaIOr KETOpOaKa
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eqVHUYHasA
HeuAeHTUGULHUpOBaHHAA
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumeceit
9 Water / Boaa 2.6 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OpraHu4YecKue pacTBOpUTeTH
Isopropyl alcohol / 05 pg/tab / 05 Mkr B TabneTke Not more than 350 pg/tab /
H3zonponaHoi He 6onee 350 MKr B TabneTke

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanusm HJ

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Naresh Kumar

&

/

Checked by /
IMposepeHo: Pardeep Kumar

= -

=

Approved by: Manager/Executive /
Onobpeno: MenemieR / PykoBpnurens
Abhishek Chauhan k F\

\ —

pom—

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad

- 500C324, Telangana, India

Tel: +91 40 4900 2000, Tax: 191 40 4900 2395, Email: mail@drreddys.com

CIN: L85195AP1234PLC004507
www.drreddys.com




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

CEPTHO®UHKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon" Dkenpece (KETOPOIAK) TabNeTKH, AUCNIEPTHPYEMBIC B MT0J10CTH PTa, 10 mr

Batch No / 1 V2201723 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepun 36.00,000 Tabd
Analytical Report No / + 890001610606 Date of Analysis / 31.08.2022
AHaJInTHUYECKHH oTHeT No JlaTa anaan3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BOaCTBA T'onen o

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Mukpo6uosornueckas 4ucrora™

a) Total Aerobic Microbial
Count / O611ee 4ncio
a’poBHBIX MUKPO-
OpraHU3MOB

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Obuiee
YHCNO APOMIKEBBIX U
[U1ECHEBBIX TPHOOB

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

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

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcytcTBUe B 1 T
12 | Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / IlpuemouHoe 3HaueHHe (AV) He
JA03MPOBAHUS 6onee 15,0.
13 Assay / KonudecTBennoe 9.9 mg/9.9 mr From 9.0mg to 11.0 mg of
onpejaesieHHe (99.0%) Ci5H3NO3°C4H1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 0
11,0 MT C15H13NO3'C4H11NO3
(ketoponaka tpomeramun) (ot 90,0 no
110,0 % OT 3asBJIECHHOTO KOJMYECTBA) B
Tabnetke

14 Butylhydroxyanisole
content / Coaep:xxaHne
Gy THIIrHAPOKCHAHH30/12

0.0961 mg/tab /
0.0961 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoAYKT COOTBETCTBYET TPEOOBaHUAM HI

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
[Toprorosneno: Naresh Kumar

(M

\_.(/

Checked by /
[Mposepeno: Pardeep Kumar

<{—

Approved by: Managey/Executive /
Ono6peno: Menemiep/ Pykosdauress
Abhishek Chauhan

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Hara: 31.08.2022

Reprint Date /
Jara: 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 10 1900 2000, Fax: +§1 40 4900 2999, Fraail- mail@drrecldys com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Formulation Unit-6
Dr‘ Reddy S ’. Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, INDIA

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

CEPTUPHUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| Mpoxyxr: Ketopon™ Dkenpece (KeToponak) TabierTky, AUCHepriupyeMbie B MoNoCcTH pra, 10 Mr

'Batch No / : V2201723 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001610606 Date of Analysis / : 31.08.2022
Apanurndeckuii oryer Ne Jlara ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTa npousBoacTBa T'ogen no

Analysis performed according ND / Ananus nposeaen no H/L:

JIM1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page 70f7/Cip. Tn3 7

15 | Package / YnakoBka 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. / Ilo 10 Tabnetok B
information leaflet in a carton | Onucrepe u3 (TTA/AJI/ITD c
pack. / TIlo 10 Tabnetok B | BnaronornotutenaeM/IISBIT) donbru //
Gaucrepe u3  (IA/AJI/TI3 ¢ | (I13/AJ]) donbru. ITo 1 unu 2 Gnvctepa ¢
srarornornotutenem/IIIBIT) UHCTPYKLHMEH NO NMPHMEHEHUIO B NAayKy
donbru // (IT3/AJ1) donsru. [To | KapTOHHYIO.

2 6aucrepa ¢ WMHCTPYKLUMEH IO

NpUMEHEHHIO B nayxy
KapTOHHYIO.

16 Labeling / MapkupoBka According to ND / B cootBetctBum ¢ HJI

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

Xpanenue

18 Shelf life / Cpok roaHocTH 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.

* IIpu BBIMYCKE JIEKAPCTBEHHOr0 MPENapara KOHTPOJIb KA4€CTBA [0 N0KA3aTeJI0
«MHKpPOOHOJIOrHYeCKAast YMCTOTA» MPOBOJUTCH Uit Kaxknoi 20-ok cepuu, MK 1151 OHOH CepUH B roj,
B 3ABHCHMOCTH 0T TOr'0, YTO HACTYNHT PaHBbIIIe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axnwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tonaroroeneno: Naresh Kumar | Ipoeepeno: Pardeep Kumar Onobpeno: Menejukp / Pykoonurens
/ ) ,
( t;,, ﬁ . Abhishek Chauhan ‘
Reprint Date / Reprint Date / Reprint Date / o
Jara: 31.08.2022 Jlara: 31.08.2022 Jara: 31.08.2022

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



