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Product/ : Ketorol gel for external use 2 % 

IIpo1YKT KeT0po@, Te JUII HapyKHOTO IIpHMeHeHH 2 % 

Market/ 
Russia / Pocc 

PIHOK 

Batch No/  :  V250558 Batch Quantity / : 32387.00 units/ 

CepH No Pa3Mep cep 32387.00 e1IHHLI 

Analytical Report N o /  :  040003007298 Date of Analysis / : 28.07.2025 

AHa.IHTHeCKH oTeT No [Iara aHan13a 

Date of Manufacture/ : 07/2025 Date of Expiry / : 06/2027 

JI[aTa 1po3B0[cTBa Foe /0 (BR/1.) 

Mfg. License No. / : MNB/05/263 MA number/ : JII1-N(001119)-(PF­ 

IIpOI3BO[ICTBeHHaH JJHIIeH3H HoMep PY RU) 

N? 

Analysis performed according to ND / AHan1I3 npoBeIeH no HI: JIII-No(001119)-(PF-RU)-210623 

N Test / IIoKa3are/1% Result / Pe3yI6raTl Specification / HopMa 

1 Description / Oncae Homogeneous transparent gel with Homogeneous transparent or semi- 
characteristic odor / OJ1H0pO1HE1f transparent gel with characteristic odor / 
IIpO3paHIM TeI C XapaKTepH6IM OJ1HOpOIIHBI IpO3paHHBI HIM 
3an1ax0M. IIOIyIIpO3paHIf TeI C XapaKTepHIM 

3an1ax0M. 

2 Identification / HeTHbHKauIH 
2a Ketorolac tromethamine I Complies as prescribed / The retention time of the main peak in the 

KeTO0po1aKa TpOMeTaMHH COOTBeTCTByeT chromatogram of test solution should 
correspond to that in the chromatogram 
of ketorolac tromethamine reference 
standard solution (Assay section). I 

BpeM yJICDKHBaHHI OCHOBHOrO I1Ka 
Ha xpoMaTorpaMMe MCIIITyeMOTO 
pacTBopa IOJDKHO COOTBCTCTBOBaT 
BDeMeHH VJIeDKHBaHH OCHOBHOTO I1HKa 
Ha XpOMaTO1paMMe pacrBopa 
CTaHJIapTH0TO 06pa3ua KeT0poIaKa 
Tp0MeTaMHHa (pa3men 
«KO1HHeCTBeHHOe OIIpeIIeIeHHe») 

Remarks: The Product conforms to ND /  Conclusion : APPROVED / 
IIpMeaHe: IIpOIyKT C0OTBeTCTByeT Tpe6OBaHHM HII 3ax1oeHHe: OJIOEPEHO 

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

no,roro,rroHo, Prnvosh Rana i IlpoBepeHo: Ramakant Omo6peno: Menez1ep / PyKOBOnTen1» 
e Amit Kumar {-.-- 

. ..,,,,- 

Reprint Date I Reprint Date / ' Reprint Date / ¥ 

Jlara: 28.07.2025 IlaTa: 28.07.2025 Jara: 28.07.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ind ia 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

ww.drredys.com 
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Product / : Ketorol gel for external use 2 % 

IpoyKT KeTOp0n1, Te1E III HaDyKHOTO IIpMMeHeHM 2 % 

Market / 
Russia / Pocc 

PLIHOK 

Batch N o /  :  V250558 Batch Quantity/ : 32387.00 units/ 

CepH Nh Pa3Mep cep 32387.00 eIIMHLI 

Analytical Report No / : 040003007298 Date of Analysis/ : 28.07.2025 

AHa1TMecKHi oTeT No JlaTa aHa13a 

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027 

JlaTa Ipo3BO1cTBa Foe 110 (BK1.) 

Mfg. License No. / : MNB/05/263 MA number/ : JI1-N(001119)-(PT­ 

IlpO3BOICTBeHHaH JIHLIeH3HH HoMep PY RU) 

Ni 

Analysis performed according to ND / AHa1I3 npoBeIeH IO HJI: JII1-Nb(001119)-(PF-RU)-210623 

No Test / IIoKa3aTe916 Result / Pe3yJI6TaTI Specification / HopMa 

2b Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl 
benzoate and sodium propyl CooTBeTCTByeT parahydroxybenzoate and sodium propyl 
parahydroxybenzoate / parahydroxybenzoate peak 1n the 
MeTHIITaparntpoxc6e3oaT chromatogram of the sample preparation 
HaTpH M IpOIIHJIIIapaTHJIpOKCH­ corresponds to that in the chromatogram 
6eH3OaT HaTpH of the standard preparation (Assay 

section). I BpeMeHa yJIepKHBaHH 
OCHOBHIX nHKOB Ha XxpoMarorpaMMe 
HCIITyeMOTO pacTB0pa IIOJDKHI 
COOTBeTCTBOBaT BpeMeHaM 
yJIpKHBaHH OCHOBHblX IIHKOB Ha 
XpOMaTOrpaMMe paCTBOpa CTaHIIapTHIX 
06pa3LOB MeTHIIapaTJIpOKCHeH30aTa 
H IpOIJInapar/poxc6er3oaTa. 
(pa3neJ «KOIHeCTBCHHOe 
onpeJIeIeHHe») 

3 Weight of package content/ 30.5 g /30.5 r Should correspond to the requirements / 
Macca COIepMOro B CO0TBeTCTBHH C TpeOBaHHIMH. 
ynaKOBKH 

4 pH of aqueous suspension / 6.9 6 . 0 - 7 . 8 / 0 1  6,0 10 7,8 
pH BOJIHOi CyCneH3HH 

Remarks : The Product conforms to ND /  Conclusion : APPROVED I 
IIpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 33ax0eHHe: O/IOBPEHO 
Prepared by / 

S 
Checked by/ Approved by: Manager / Executive / 

IloITOTOBIeHO: Pravesh Rana IlpoBepeHo: Ramakant Ono6peno: Mee[pep / PyKOBOIIMTeJ1 
84! 

Amit Kumar _ 
Reprint Date / Reprint Date / I Reprint Date / I 

Jlara: 28.07.2025 [Iara: 28.07.2025 Ilara: 28.07.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 509034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 
CIN: L85195AP1984PLC004507 

ww.drredys.com 
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Product/ :  Ketorol gel for external use 2 % 

IponyKT KeTOp0n1~, Ten JIJIH HapyKHOTO IIpHMeHeH 2 % , 

Market/ 
Russia / Poccn 

PI1HOR 

Batch N o /  :  V250558 Batch Quantity / : 32387.00 units/ 

Cep No Pa3Mep cep 32387.00 eJMHIL 

Analytical Report No / : 040003007298 Date of Analysis / : 28.07.2025 

AHa1THeCHi oTeT Ng [Iara aan3a 

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 

JIaTa 1po3Bo1cTBa FOJ1eH AI0 (BR1.) 

Mfg. License No./  :  MNB/05/263 MA number/ : JII1-N(001119)-(PF­ 

II p03BO[ICTBOHHaH JIHI1eH3HH HoMep PY RU) 

Nh 

Analysis performed according to ND / AHa3 npOBeeH IO HI: JIII-N(001119)-(PF-RU)-210623 

No Test / IIoKa3aTeJ1 Result / Pe3y.TaTI Specification / HopMa 

5 Viscosity / B3KO€TE 7.2 poise /7 .2  nya3 Between 5 and 12 poise / 
OT 5 J10 12 11ya3 

6 Related substances / IIpMec 
Ketorolac 1-keto analogue I Below LOQ (L0Q= 0.020 %)/ Not more than 1.0 % /He 6onee 1,0 % 

l-eToaHanor KeTOpo1aKa HKe IpeIea KOMHeCTBeHHOTO 

Ketorolac I-hydroxy analogue/ 
onpeIeeHA (IIKO = 0.020 %) 

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

I-rHIpOKCHaHaIOT KeTOp01aKa Below LOQ (L0Q=0.020 %)/ 
Hxe npe[ea KOIHHeCTBeHHOTO 

Any single unidentified onpeIeeH (IIKO = 0.020 %) Not more than 1.0 % / He 6onee 1 ,0 % 

impurity/ EIMHHa Below LOQ (LOQ = 0.025 %) I 
HeHJIeHTHHLIMpOBaHHa HKe IpeIIeIa KOJIHeCTBeHHOO 
IIpHMeC 

onpenenes» (IIKO = 0.025 %) 

Total impurities / CyMMa Below LOQ / He npenena Not more than 3.0 % / He 6onee 3,0 % 

mpMcceif KOJIPIOCTDIII1OTO 0IpeJI8IOI1IHI 

7 Microbial limits / MpooorHeea cToTa 

Total aerobic microbial count/ Less than 10 CFU/g /Meee 10 Not more than 10 CFU/g / 
O6IIee MC1O apO6HIX KOE/r He 60nee 10 KOE/r 
MMKpOOpTaHH3MOB 

Remarks : The Product conforms to ND / Conclusion : APPROVED / 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax10eHHe: OIOBPEHO 

Prepared by/ f Checked by I Approved by: Manager / Executive / 
lOrOTOBI&HO: Pravesh Rana IlpoBepeHo: Ramakant O106peHo: Mee[pep / PyKOBOIIMTeJI 

d. 
Amit Kumar I\ 

­ Reprint Date / Reprint Date / ' Reprint Date / 1 

JlaTa: 28.07.2025 IIaTa: 28.07.2025 IlaTa: 28.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 

CIN:  L85195AP1984PLC004507 
ww.drredys.com 
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Product/ : Ketorol gel for external use 2 % 
I1pop1yKT KeTOpOn1, Ten1 JUI HapyKHOTO IpMMeHeHH 2 % 

Market/ 
Russia / PoccH 

PIHOR 

Batch No/  :  V250558 Batch Quantity / : 32387.00 units/ 

CepH N Pa3Mep cep 32387.00 eIIHLI 

Analytical Report No / : 040003007298 Date of Analysis / : 28.07.2025 .  

AHa.HTHeCKMi oTeT No Jara aa13a 

Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 

[Iara 1po3Bon1cTBa FoIeH A10 (BK1.) 

Mfg. License No./  :  MNB/05/263 MA number/ : JII1-N(001119)-(PT­ 

IIpO3BOIICTBeHHaH JIHUIeH3HH HoMep PY RU) 

N? 

Analysis performed according to ND / AHau3 npoBeIe1 no HJI: JIII-N(001119)-(PF-RU)-210623 

No Test / IloKa3are/1 Result/ Pe3yITaTI Specification / HopMa 

Total combined yeast and Less than 10 CFU/g /MeHee 10 Not more than 10 '  CFU/g / 
molds count / O6IIee MC1O KOE/r He 60nee 10 KOE/r 
IIpOOKCB6IX H IUIeCHeBIX 
rp16OB 

Pseudomonas aeruginosa Absent in l g/ OTCyTCTByeT B Ir Should absent in I g/ OTCyTCTBHe B lr  

Staphylococcus aureus Absent in 1 g/ OrcyTCTByeT B 1r  Should absent in I1 g/ OTCyTCTBMe B Ir  

8 Assay / KonecrBeHoe onpepenee: 

Ethanol / 3TaHo1 99 . 1  % NLT 85 % and NMT 1 1 5  %  of the 
labeled amount I 

Or 85 II0 1 1 5  %  OT 3aBI€ HHOTO 
KoeCTBa 

Dimethyl sulfoxide / 99.4 % NLT 90 % and NMT 110 % of the 
JMeTWICyJIpOKCHI labeled amount / OT 90 p0 1 1 0 %  0T 

3aBICHHOTO KOIHHeCTBa 

Sodium methyl parahydroxy- 99 .1 % NLT 90 % and NMT 11 0 %  of the 
benzoate / Mer1apa­ labeled amount / OT 90 110 1 1 0 %  0T 
THIIpOKCH6eH3OaT HaTpH 3aBJI&HHOTO KOIHHeCTBa 

Sodium propyl parahydroxy- 98.6 % NLT 90 % and NMT 11 0 %  of the 
benzoate / lponunapa­ labeled amount / OT 90 110 1 1 0 %  0T 
TJIpOKCH6eH3OaT HaTpH 3aBI&HHOTO KOIHHeCTBa 

Remarks: The Product conforms to ND I Conclusion : APPROVED I 
IpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3a0ee: OIOBPEHO 
Prepared by / 

4 
Checked by/ Approved by: Manager/ Executive / 

lOrOTOBIeHO: Pravesh Rana TlpoBepeHo: Ramakant Op106peHo: Mee[Dxep / PyKOBOIIMTe1 
!' Amit Kumar - '  

·  u  Reprint Date I Reprint Date / \ Reprint Date / 
. 

JlaTa: 28.07.2025 Iara: 28.07.2025 Jara: 28.07.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l .  maii@drreddys.com 
CIN:  L85195AP1984PLC004507 

ww.drredys.com 
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Product/ :  Ketorol gel for external use 2 % 

IIpoIyT KeTOp0n1, Ten16 JUI1 HapyKHOTO IpHMeHeHH 2 % 

Market / 
Russia / Poccs 

PIHOK 

Batch No I : V250558 Batch Quantity/ : 32387.00 units/ 

Cep No Pa3Mep cep 32387.00 e1HM 

Analytical Report No / : 040003007298 Date of Analysis/ : 28.07.2025 

AHa1THecKHi oTeT N? JlaTa aan3a 

Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 

[Iara 1po3Bo/cTBa FoeH /I0 (BK1.) 

Mfg. License No. / : MNB/05/263 MA number/ : JII1-NA(001119)-(PF­ 

IIpO3B0ICTBeHHaH JIHLICH3H HoMep Py RU) 

Ni 

Analysis performed according to ND / AHau3 npoBeeH no HI: JIII-N2(001119)-(PF-RU)-210623 

No Test / IIoKa3are!1 Result / Pe3yITaTI Specification / HopMa 

Ketorolac tromethamine / 100.2 % NLT 90 % and NMT 1 10  %  of the 
KeTopo1aKa TpoMeTaMH labeled amount / Or 90 110 1 1 0  %  0T 

3aBI€HHOTO KOIHHeCTBa 

9 Package / Oncae 30 g i n  a  laminated aluminum tube equipped with tamper-evident membrane. 1 
ynaK0BKH tube together with patient information leaflet in a carton. / Io 30 T B Ty6y 3 

JIaMHHHpOBaHHOTO aOMHHHH, CHa6KeHHyIO MeM6paHo JU1H KOHTpOJ1 
IIepBOTO BCKpITH. Ilo 1 Ty6e BMeCTe C HHCTpyKuIMe IO MCJIHIIHHCKOMy 
IIpHMeHeHHO (IHCTKOM-BKIaJIILIeM) B IIaHKy KapTOHHVO. 

Remarks : The Product conforms to ND I Conclusion : APPROVED / 
IpuMeaHe: IIpOIyKT COOTBeTCTByeT Tpe60BaHM HJI 3am0ee: O[IOPEHO 

Prepared by / £ Checked by/  Approved by: Manager / Executive / 
lOrOTOBIeHO: Pravesh Rana IIpoBepeo: Ramakant O106peHo: Mee[DKep / PyKOBOIMTeJJ 

» 
Amit Kumar 

• /' 
Reprint Date / Reprint Date I Reprint Date / 
Jlara: 28.07.2025 [Iara: 28.07.2025 IlaTa: 28.07.2025 

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

CIN: L85195AP1984PLC004507 
www.drretys.com 
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Product/ : Ketorol gel for external use 2 % 

Ipo1yKT KeTOpon1@, TeI JUI HapyKHOTO IIpHMeHeHH 2 % 

Market/ 
Russia / Poccn 

PIHOK 

Batch No/  :  V250558 Batch Quantity I : 32387.00 units/ 

Cep No Pa3Mep cep 32387.00 eIMHHL 

Analytical Report No/  :  040003007298 Date of Analysis / : 28.07.2025 

AHa1HTHeeKHi oTeT Ng Iara aan13a 

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 

Jlara 1po3BoncTBa FoJeH I10 (BK1.) 

Mfg. License No. / : MNB/05/263 MA number/ : JII1-N@(001119)-(PT­ 

IIpO3BO[ICTBeHHaH JIM1I€H3HH HoMep PY RU) 

No 

Analysis performed according to ND / Aa13 npOBCIeH I1O HJI: JIII-N2(001119)-(PF-RU)-210623 

API name / HanMeoBae AC: Ketorolac tromethamine / KeTop01aKa TpOMeTaMHH 

INN /MHH :  Ketorolac / Keropon1ax 

API manufacturer batch number / 
ABSH001207 

HoMep cep npo3Boren1 AC: 

FP Manufacturer API Batch number/ 
Howep cep cy6cTau FESA00168 
npo3BopTen1 FJI: 

API Manufactured by & country/ 
Dr. Reddy's Laboratories Ltd., India / JI-p Penc la60paT0pH3 JIrI, HI1M IIpo3oTe1, AC, crpaa: 

Name, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, 
FP manufacturing site / Control site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
Release site / MNB/05/263) I 
HaHMeHOBaHe, aJpeC, JIIeH3H II1H I-p Pe1r'c Jla6opaTopHc JITI., HHIM, I1po3BOIICTBeHHOe 
IIpo3BopcTBeHHa noua/Ia / non1pa3neneHMe-6, BHI. Kxon, Hanarapx POyI, BaI, JICTpuKT COn1aH, 
IIJOLIaIKa KoHTpoI KaecTBa / X.II., 173205, MIII (1MLeH3HA HOMep MNB/05/263) 
II.oura/a BInIyCa 

Remarks : The Product conforms to ND / Conclusion : APPROVED / 
IIpMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.moeMe: OJIOPEHO 

Prepared by / I Checked by/ Approved by: Manager I Executive / 
IloroToBeHO: Pravesh Rana IlpoBepeHo: Ramakant Op06peHo: MeHeIKep / PyKOBOJIHTe1 

2de! 
Amit Kumar t\ 

,v --- 
Reprint Date I Reprint Date / ' Reprint Date / V 

Iara: 28.07.2025 IlaTa: 28.07.2025 Jlara: 28.07.2025 

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

CIN: L85195AP1984PLC004507 
www.drredys.com 
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Product/ :  Ketorol gel for external use 2 % 

IIpoIyKT KeT0pon@, Ten6 IJIH HapyKH0T0 IpMMeHeHH 2 % 

Market / Russia / Pocc 
PIHOK 

Batch N o /  :  V250558 Batch Quantity/ : 32387.00 units/ 
CepH N Pa3Mep cep 32387.00 eI1MHHLI 
Analytical Report No I : 040003007298 Date of Analysis/ : 28.07.2025 
AHaHTHecKHi oTeT No Jara ama13a 

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027 
JIaTa 1po3Bo/IcTBa Foe II0 (BK/1.) 

Mfg. License No . /  :  MNB/05/263 MA number/ : JII1-N»(001119)-(PF­ 
IIpO3BOICTBeHHaH JIII1IeH3HH HoMep PY RU) 
N? 

Analysis performed according to ND / Aa1H3 npOBeIeH IO HJI: JIII-N2(001119)-(PF-RU)-210623 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch 
of product has been manufactured, including packaging/labeling and quality control at the above mentioned 
site(s) in full compliance with the GMP requirements of the Eurasian Economic Union (No 
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the 
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and 
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic 
Union is established». 

aKJIOMeHHe O COOTBeTCTBMM: «HaCTOIM IOJITB€pKJIaO, HTO IIpHBeJIeHHaI BBILIIe MHpOpMaLI 
BJUI€TC JIOCTOBeDHO~ M TOHO. Ta Cep IIpOJyKIHH IIDOH3BeIeHa (BKIIOHaI yIIaKOBKy (MapKHpOBKy) H 

KOHTpOI KaHeCTBa) Ha BIIIeVKa3aHHOH IIpOH3BOICTBeHHO IIOIII@JIKe (IIJIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBHH 
C Tpe6OBaHHMH IlpaBI HaJUIOKaIIIeH IIpOH3BOJICTBeHHO IpaKTHKH EBpa3MCKOrO KOHOMHHeCK0TO CO03a 
(No GMP/EAEU/RU/00554-2022 0T 02 ceHT16p 2022) M Tpe60BaHHIMH KOHTpOJ1I KaecTBa neKapcTBeHH6IX 
CpeCTB, a TaKKe B COOTBeTCTBHH CO CIICLIMpHKaLIHMH, COJICpKaIIIHMHCI B DeTHCTpaLIHOHHOM JIOCe CTpaHI­ 
HMIIOpTepa. '3anMC IO IpOH3BOJICTBy, VIIaKOBKe H aHaIM3y IIpOBepeHI, H yCTaHOBIeHO MX COOTBeTCTBHe 
Tpe6OBaHMM IHpaBHI HaJUIOKaLIIeH IIpOH3BOICTBHHO IIpaKTHK EBpa3MCKOTO KOHOMHHeCKOTO CO103a». 

Remarks : The Product conforms to ND / Conclusion : APPROVED / 
IIpweaHe: IIpOIyKT C00TBeTCTByeT TpeOBaHMM HJI 3ax/oeHMe: OJIOPEHO 

Prepared by • Checked by/ Approved by: Manager / Executive / 
lororoBeo: Pravesh Rana/ nposepetto,Ra�� Ono6peo: Mee rep / PyOBo1Ten1» 

Amit Kumar ­ 
Reprint Date I Reprint Date / ' Reprint Date / . 

Ilara: 28.07.2025 Jara: 28.07.2025 laTa: 28.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 509034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drredys.com 


