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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml IIpoIIyRT: KeTOpo" (eTOpOJIaK) paCTBOD JUI1 BHVTDHBeHHOTO M BHVTDHMIIIIOHHOTO BBeIeHMM, 30 Mr/MI Batch No/  :  V250519 Batch Quantity I : 454545 ampules/ Cepn N? O6LeM Cep 454545 awn1y.J1 Analytical Report No / : 890001821871 Date of Analysis / : 16.07.2025 Ana1rHeeKHi oTeT N /[Iara anan13a Date of Manufacture / : 06/2025 Date of Expiry/ : 05/2027 Jara 1po3Bo/I€TBa FoeH /0 Analysis performed according ND / Aa3 npOBeIeH IO HJI: JII1-001365-230124 

Page 1 of5/Crp.  1  5  

No 

Ni 
Test / IIoKa3are Results / Pe3yITaTI Specification / HopMa 

I Description / Onucane Clear colorless solution. I Clear colorless to slightly yellow 
color solution. / I1po3paHsf 
pacTop oT ecupeToro /I0 cDeTIO 
K&JI'TUI'U LIBeTd. 

Ilpo3par 6ecuIBeTHI paCTBOp. 

2 Identification / 
IlonHHOCTE 

HPLC/ BKX 

UV- spectrophotometry / 

yd-cneKTpOpoTOMeTpH 

Complies as prescribed/ 

CooTBeTCTByeT 

Complies as prescribed/ 

CooTBeTCTByeT 

The retention times of the main 
peaks in the chromatogram of test 
solution should correspond to those 
in the chromatogram of standard 
solution (Assay section) / BpeMeHa 
yIIeDKHBaHHH OCHOBHIX IIHKOB Ha 
XpOMaTOIpaMMe MCIIITyeMOTO 
paCTBOpa II0DKHI COOTBeTCTBOBaT 
BpCMCHaM YIDKHBaHHI OCHOBHIX 
IHKOB Ha XpOMaTOIpaMMe 
CTaHIIapTHoro pacTBopa (pa3pen 
«KOnIHHeCTBCHHOe OIpeIeIeHHe») 

UV absorption spectra of the test 
solution and the solution of the 
standard sample of Ketorolac 
Tromethamine in the range from 200 

to 400 nm should have absorption 
maxima at 322 ± 2 nm. I Y<l>­ 

CnIeKTpI IIOTJIOLIICHHH 
HcmITyeMoro pacTBOpa M pacTBopa 
CTaHIapTHOrO 06pa3ua Keroponaxa 
TDOMeTaMHHa B O61aCTM OT 200 210 
400 M JIOJDKHI HMeTE MaKCHM/MI 

IIOTJIOIIIeHMI I1pH 322±2 HM. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED/ IlpMeae: IlpOIIyKT COOTBeTCTByeT Tpe6OBaHMAM HJI 3am1oeHe: OIOPEHO 
Prepared by / Checked by/  Approved by: Managt/Executive / IIoJrOTOBIeHO:Ramakant IHpoBepeHo: Pardeep Kumar O�o6petto: Mette.,,c� / PyKOBOIITeI 

3 
J Abhishek Chauhan _4 <-J ,__,,. 

� 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 17.07.2025 Jlara: 17.07.2025 Iara: 17.07.2025 

Registered Office: 9-2-237, 8ad No, 3, Ba nja ra  Hi l ls ,  Hyderabad - 500034, Telangana,  India 
Tel: +91 40 1900 2900, Fax: +91 410 4900 2999, Email :  mail@drreddys.com 

CIN: L351954P1984PLC004507 
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CERTIFICATE OF ANALYSIS 
CEPTHMKAT AHA.JIM3A 

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

Wil l .  Khol, Nalagarh Road, Baddi, 

Dist. Solan,  H . P. ,  173 205, I N DI A  
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoVKT: KeTOpOn1" (KeTOpOIaK) paCTBOD JUI BHVTpHBeHHOTO M BHVTDMMEILIIeHOTO BBeJIeHHR, 30 Mr/M1 

Batch No/  :  V250519 Batch Quantity/ : 454545 ampules/ 
Cepa N O6eM CeDHH 454545 aMn1y 
Analytical Report No / • : 890001821871 Date of Analysis f · : 16.07.2025 

Ana1THeeKH oTeT N? Iara aan3a 
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027 

JIaTa 1po3BoncTBa Fop1eH /10 

Analysis performed according ND / Aa113 npoBeIeH 1IO HI: JII1-001365-230124 

2 5 2 f 5 / C  P  age 0 Tp. H3 

No 
Test / IloKa3are1, Results / Pe3yITaTI Specification / HopMa 

N? 

3 Clarity / I1po3paHoers Complies / CooTBeTCTByeT The opalescence of the sample 
should not exceed opalescence of 
reference suspension I / 
Ona1ccueuwI pen1apaTa 1Ie 
JIOJIKHa IIpeBEIILIaT OIaIeCIICHLIHO 
Ta1OHa CpaBHeHM I 

4 Color / LIBeTHOCT, 0.05 Absorbance should be not more 
than 0.20 at 430 nm. / 
[IODIOLIeHHe JIOJDKHO 6TL He 
6on1ee 0,20 np JUIHHe BOIIHL 
430 HM. 

5 pH 7.4 From 6.9 to 7 .9 . /Or 6,9 I10 7,9. 

6 Particulate matter / M e x a e C e  BRIOHeHH 

6A Visible particles / Complies / CooTBeTCTByeT Should correspond to requirements. 
BHJIHMIe HaCTHLII I 

B cOOTBeTCTBHM C Tpe6OBaHHHM. 

6B Invisible particles / 
HeBHJIHMIe HaCTHLII: 
l. Particles > 10 m /  49 not more than 6000 per ampoule / 

HacTHu1 pa3MepoM He 6onee 6000 Ha aMnyny; 
IO MKM 

11. particles > 25 m /  01 not more than 600 per ampoule / 
HaCTLu pa3MepoM He 6onee 600 Ha aMnyn1y. 
25 MKM 

7 Related substances / PoncrBeHIe npMecH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpMeaHe: IlpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax1oee: OIOBPEHO 
Prepared by / Checked by/  Approved by: Mana� /Executive/ 
IloIr OTOBIeHO: Ramakant IlpoBepeo: Pardeep Kumar O�o6petto: Meae.a,K[. PyKoeomrrenh 

4. c:,r Abhishek Chauhan ] 
r � 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 17.07.2025 Jlara: 17.07.2025 Jlara: 17.07.2025 

Registered Ofiice: -2-37, mod io. 2, Buja1 Hi l l s ,  Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fa:: +91 410 4900 2999, Emai l :  mai l@drreddys.com 

CI!: LS5125AP1984PLC004507 
ww::.drreddys.cor 
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CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIVKT: KeTopon1" (KeTOpOJIaK) paCTBOp JUIH BHVTDHBCHHOTO M BHyTDHMIIIIeHHOTO BBeIeHH, 0 M/M1 

Batch No I : V250519 Batch Quantity I : 454545 ampules / 
Ceps N? O6LeM cepH 454545 aMn1yJ 
Analytical Report No I : 890001821871 Date of Analysis / : 16.07.2025 

AHa1HTHecKMi oTeT No Iara aa13a 

Date of Manufacture / : 06/2025 Date of Expiry / . 05/2027 

[Iara 1pow3Bop€TBa Foe Io 
Analysis performed according ND / Aa13 IpoBeeH Io H/I: II1-001365-230124 

3 5 3 f 5 /  C  p  age 0 Tp. H3 

No 
Test / Iloa3are1 Results / Pe3y1TaT6I Specification / HopMa 

Ni 

Impurity A /TIpMecs A Below LOQ (LOQ = 0.049%) I not more than 0.20 % / He 60nee 
He npeIeIa KOJIMHeCTBCHHOTO 0,20%; 

onpeIeneH (IIKO = 0.049%) 

Impurity B /IIpHMecE B nl m0re than 0 .50% /  He 6oee 
Below LOD (LOD = 0.014%) I  0,50%; 
Hoe IpeIena O6HapyxeHH (IIO= 
0.014 %) 

Impurity C /  IIpMec C 
Below LOD (LOD = 0.010 %) / 

not more than 0.50 % / He 6on1ee 

Hoe npee1a O6HapyeHH (IIO = 
0,50%; 

0.010%) 

Impurity D /IIpHMec D 
Below LOD (LOD = 0.014 %) I 

not more than 0.20 % / e 6on1ee 

Hwxe npeJena o6HapyKeHH (IIO= 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0.20 % I He 6onee 
impurity / E I M H a  0.09% 0,20%. 
HeHJIeHTH]HLIHDOBaHHa 
IIpHMeC 

Total impurities / CyMMa 0. 1% Not more than 1 . 5 0 %  /  He 6oee 
npMece 1 ,50 %. 

8 Extractable volume / 10.3 ml I 10.3 MJJ Not less than 10.0 ml (collectively 
M3BIeKaeMLIii 06eM measured volume of 10 ampoules)/ 

He MeHee 10,0 Mn1 (06eM, 
H3MCDeHHI Ha OCHOBaHHH 
O6IMHeHHOTO COII&pKHMOTO 10 

aMnyJ1) 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIponyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax1oeHe: OJIOPEHO 
Prepared by / Checked by/ Approved by: Manager]Executive/ 
IloJroTOB1eHo:Ramakant IHpoBepeo: Pardeep Kumar 0.n.o6petto: MeHe)J)Ke{ / PyKOBO.D.HTe11b 

R. .f Abhishek Chauhan � � �, 
� � Reprint Date / Reprint Date / Reprint Date / JlaTa: 17.07.2025 JlaTa: 17.07.2025 JIara: 17.07.2025 

Registered Office: £-2-237, Road Mo, 3, Bnjara Hi l ls, Hyderabad - 500034, Telangana, India 
Tel: +91 10 1900 2900, Fax: +91 40 41900 2999, Emai l :  mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drredys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHA,JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Mill. Khol, Malagarh Road, addi, 

Dist Solan,  H . P ,  1 73  205, IND IA  

www.drreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoI1yKT: KeTOpOI" (KeTOpOIK) paCTBOp JII BHVTpHBeHHOTO H BHVTpHMIIIIeHHOTO BBeJIeHMM, 30 Mr/MJ 

Batch N o /  :  V250519 Batch Quantity I : 454545 ampules / 
Cepn No O6eM Cep 454545 aMI1yJ1 
Analytical Report No/  :  890001821871 Date of Analysis / : 16.07.2025 

AHaTHecKH oTeT N aTa aan1w3a 

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027 

[Iara np03BO2ICTBa FoJ1en 210 

Analysis performed according ND / AHam13 npOBeIeH I1O HI: JI1-001365-230124 

4 5 4 f 5 /  C  p  age 0 Tp. H3 

No 
Test / IIoKa3aren1, Results / Pe3y.nTaTL Specification / HopMa 

No 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
BaKTepHansrte /<=0.725 E9/Mr Ketorolac TrometamoL / He 6onee 
HJ(U1AK(HHbl 58 F'/wr CTOp I7 

TpOMeTaMHHa. 

10 Sterility (every 15th batch) / NA Must be sterile. I JIonKeH 66IT 
CTepnHOcT5, (1JI Ka2I0i CTepJIH6IM. 
15-oi cepu) 

11 Assay / KonecrBeHoe 30 .10 m g / 3 0 . 1 0  Mr From 27.0 mg to 33.0 mg of 
on pee.eHe CoHANO% (Ketorolac 

Trometamol) per 1 mL / OT 27,0 Mr 
I10 33,0 Mr C,oH4NO (eToponaa 
TpOMeTaMon1) B I MI. 

12 Alcohol content /TraHo1 1 1 . 98  % From 10.60 % (v/v) to 13 , 10  % 

(v/v). / 
Or 10,60 % (06/06) I10 1 3 , 1 0 %  

(06/06). 

13 Packaging / YnaoBKa 1 mL in class I light-shielding dark 1 mL in class I (USP) light-shielding 
amber glass ampoules (USP). A cut dark amber glass ampoules. 
ring and point in the upper part of A cut ring and point are in the upper 
ampoule. A label is attached to part of ampoule. A label is attached 
ampoule. to ampoule. 10  ampoules and a 

10 ampoules and a patient patient information leaflet 1n a 
information leaflet 1n a PVC/aluminum blister. 
PVC/aluminum blister. 1 blister in a carton pack; for in- 

1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a 
Ilo 1 MJl B aMIIyII H3 carton pack I 
CBeTO3aIUIMTHOTO cTeK1a TeMHO­ Ilo 1 MJI B aMIIyJII H3 
KODHHHeBOTO KIacca I (USP). B CBeTO3aLLIMTHOTO cTeKa TeMHO­ 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oee: OJIOBBEHO 
Prepared by I Checked by/ Approved by: Manager/Executive / 
IloJroTOBIeHo:Ramakant IlpoBepeo: Pardeep Kumar 0Ao6peHo: MeHCAlK•cAHTOnb 

4, <[ Abhishek Chauhan 

Reprint Date / \ Reprint Date I Reprint Date I 
Jlara: 17.07.2025 Jlara: 17.07.2025 Ilara: 17.07.2025 

Registered Oiiice: $-2-337, Rod iMo, , 6njara Hi l l s ,  Hyderabad -500034, Telanana, Ind ia  
" Tel: +91 404900 2900, Fa3x: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195A\P1984PLC004507 
w . d r r e d y s . c o m  
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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JI3A 

Dr. Reddy's Laborator ies Ltd 
Formulation Unit-6 
V il .  hol, Nalagarh Road, Baddi, 

Distt. Solan,  H.P. ,  173 205, IND IA  
T - ! - 0 1  0 0 1 6 6  56001 @) 
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIIyKT: KeTOpon" (KeTODOIaK) paCTBOp JUIH BHVTDMBeHHOTO M BHyTpHMILIOHHOTO BBC[IeHH, 330 M/ML 

Batch No/  :  V250519 Batch Quantity / : 454545 ampules / 
Cepa No O65eM CepHH 454545 aMn1yJ1 
Analytical Report No/ :  890001821871 Date of Analysis / : 16.07.2025 

AHaITHecKHi oTer N J[ara aan3a 

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027 

Iara 1po3Bop1cTBa To1eH /10 

Analysis performed according ND / Aa1I3 npoBeeH no HI: II1-001365-230124 

f I Page 5 o 5 CTrp. 5 13 5 

No 
Test / IHoKa3aTe1% Results / Pe3y1TaT6 Specification / HopMa 

Ni 

BCpXHe~ HaCTH aMIIyJII HaHeCeHI KOpHHeBoo LIBeTa KIacca I (USP). 
KOJILIO H TO9HKa JI1 pa310Ma. Ha B BepxHe aCTM aMIyJI HaHeCeHI 
aMIyJIy HaKJIeHBaOT THKCTKy. KO1ELIO M TOHKa [U11 pa310Ma. Ha 
Ilo 10 aMny.n c HcTpyKue n1O aMIyIy HaKIeMBaOT THKeTKy. 
IIpMeHeHMO IIOMeLLIaOT lo 10 aMnyJI C MHCTpyKLIMe IO 
B IIBX/a1OMHHHeBIi 6nMcTep. IIpHMeHeHHO B 
Ilo l 61MCTepy B IIaKy KapTOHHyO. IIBX/a1OMHHHeB1% 6McTep. Ilo 

1 6cTepy B nIaHKy KapTOHHyO; 
on cmapuoHap0G: no 2, 3, 5 
6nHCTeDOB B IIaHKy KapTOHHVIO. 

14 Labelling / Mapp0Ba According to ND / B cOOTBeTCTBHH c HI. 

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aIL1IIIeHHOM 
XpaHeHe oT cBeTa MecTe IpH TeMIIepaType He BILe 25 C. He 3aMOpaKBaT. 

16 Shelf-life / CpOK TOIIHOCTH 2 years. / 2  roIa. 

API name / HaMeoBae AC: Ketorolac Trometamol / KeTOpon1aKa TpOMeTaMon1 

INN /MHH: Ketorolac / KeToponax 

API manufacturer batch number / 
Howep cep npow3Boren1 AC: 2KTM0010125 

FP Manufacturer API Batch number / 
HoMep Cep Cy6cTa npo3Bopre.n IJI: FESA00073 

API Manufactured by & country/ 
Symed Labs Ltd., India/ 

IIpo3BoHTeJ1 AC, crpaHa: Ca'Men Jla6c JITI., HJ1H 

Remarks: The Product confirms to ND/ Conclusion : APPROVED/ 
IIpHMeaHe: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3axmnoeHHe: OJIOPEHO 

Prepared by I Checked by/ Approved by: Manager/ Executive / 
IloproToBeHo:Ramakant IlpoBepeo: Pardeep Kumar OJ106peHo: MeHe;pKep PyKOBOJIMTe1 

$ <j Abhishek Chauhan 

Reprint Date / \ Reprint Date I Reprint Date I 
Jlara: 17.07.2025 Jlara: 17.07.2025 Jlara: 17.07.2025 

Roistered Oitice: $-2-337, Eod Pio, , Banjara H i l l s ,  Hyderabad - 500031, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 10 4900 2999, Email :  mail@Grreddys.com 

C I N :  L85195/P198PLC0050/ 
:ww.drreddys.con 


