
­ Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, i NDIA 

T el :  : 9 1 9 £ 1 6 6  56001-02 

www.drreddys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoIyKT: KeTOpO(KeTOpOJIaK) DaCTBOD JUI BHyTDHBeHHOTO M BHyTDHMBILIIeHOTO BB&IICHHH, 30 Mr/MJ1 

Batch No/  :  V250665 Batch Quantity / : 454545 ampules / 

Cepin No O6eM cepMH 454545 aMI1yJI 

Analytical Report No / : 890001830623 Date of Analysis / + 

: 30.08.2025 

AnanITHecKHi oTeT N? [Iara anan13a 
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027 

[aTa 1po13Bon1cTBa Foe /10 

Analysis performed according ND / Aa3 mpoBee no HI: JI1-001365-230124 

Page 1 o f 5 /  Crp. 1 13 5 

Test / Iloa3are1 Results / Pe3yJT2TL Specification / HopMa 

1 Description / Oncae Clear colorless solution. Clear colorless to slightly yellow color 
solution. / IIpo3pas pacTBop OT 
6eCLIBeTHOTO IIO CBeTIO-KeITOTO 
uIBeTa. 

I1po3paHf 6eCLIBeTHI paCTBOp. 

2 Identification/ 

Io1JIHHHOCT 

HPLC/ BKX 

UV- spectrophotometry / 

Vb-cneKTpOdOTOMeTp 

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) / BpeMena 
yJIepKHBaHHH OCHOBHIX IIHKOB Ha 
XpOMaTOpaMMe MCIITyeMOTO 
paCTBOpa JIODKHI COOTBOTCTBOBaT 
BpeMeHaM JICpKHBaHH OCHOBHEIX 
IIHKOB Ha XxpoMaTOrpaMMe 
CTaHIapTHoro pacrBopa (pa3n1en1 
«KO1HHeCTBeHHOe OIIpeIeIeHHe») 

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. / yd-cneKTpI 
IIOTJIOIIIeHHH HCIITyeMOro pa€TB0pa 
H paCTBOpa CTaIIapTHOro 06pa3ua 
KeTOp0IaKa TpOMeTaMHHa B O61ACTH 

OT 200 J10 400 HM IIOJDKHI HMeT 

MaKCHM yMI 

322±2 HM. 
IIOTJIOIIIeHHH I1pH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOIIyKT COOTBeTCTByeT Tpe"OBaHHM H/I 3axmnoeHe: OJI0PEHO 
Prepared by / Checked by I Approved by: Manager/Executive / 
loJrOTOBJIeHO: Ramakant IIpoBepeo: Pardeep Kumar O06peHo: MeneJpxep / PyKOBOIIMTeJ1E 

&4!- 
Amit Kumar 

.­ [ 
Reprint Date / Reprint Date / Reprint Date / 
JlaTa: 30.08.2025 JlaTa: 30.08.2025 Jlara: 30.08.2025 

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: L8519SAP1984PLC004507 
www.drreddys.com 
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTopO" (KeTOpOIaK) paCTBOD JUI BHyTDHBeHHOTO H BHVTpHMBIIIICHHOTO BBeJIeHM, 30 Mr/M 

Batch No/ :  V250665 Batch Quantity / : 454545 ampules / 
Cepa No O61eM CepM 454545 aMnyJ1 

Analytical Report No/ : 890001830623 Date of Analysis / : 30.08.2025 

AHaHTHecKMii oTeT N JI,ara aa.n3a 

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027 

/JIaTa npo3Bo2cTBa Fop1eH 210 
Analysis performed according ND / AHa1H3 poBeIe IO HJI: JII1-001365-230124 

5 2 2 f 5  I C  p  age 0 Tp. M3 

No 
Test / loKa3aTen1 Results / Pe3yJITaTL Specification / HopMa 

N? 

3 Clarity /I1po3patocr Complies / COOTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Onan1eCLIeHLIM 
npenapara He IODKHa IpeBBILIIaT 
Onan1eCLICHIII Ta1OHa CpaBHeHH I. 

4 Color / IIBeTHOCT 0.04 Absorbance should be not more than 
0.20 at 430 nm. / 
IlorIOIIIeHHe JIODKHO 6IT He 6on1ee 
0,20 I1pH IUIHHe BOJIHE1 430 1HM. 

5 pH 7.3 From 6.9 to 7.9 . /0T 6,9 J10 7,9. 

6 Particulate matter / MexaHeCKe BKIOeHH 

6A Visible particles/ Complies / CooTBeTCTByeT Should correspond to requirements. / 
BHIMMIe HaCTHLI6I B cOOTBeTCTBHH C Tpe6OBaHHHMM. 

6B Invisible particles / 
HeBHJIMIe HaCTMIII: 
I. Particles > 10 m /  76 not more than 6000 per ampoule / 

HacTHL pa3MepoM He 6oee 6000 Ha aMI1yIy; 
lU  MKM 

ii. particles> 25 m /  I  not more than 600 per ampoule / 
aCTHu pa3MepoM He 6oee 600 1a aMny1y. 
25 MKM 

. 

lll. 

7 Related substances / PopcrBeHHIe nIpHMecH 

Remarks: The Product confirms to ND/ 

II M e a e :  IIpOyKT COOTBeTCTByeT Tpe60BaHM HJI 

Approved by: Manager/Executive/ 
Op106peHo: Mee[pxep / PyKOBOJIMTeJI 
Amit Kumar 

Conclusion: APPROVED / 
3ax.moeHHe: OJIOBPEHO 

Reprint Date / 
Iara: 30.08.2025 

Reprint Date I 
Jlara: 30.08.2025 

Prepared by / Checked by / 
IloroToBIeHo: Ramakant IlpoBepeo: Pardeep Kumar 

Reprint Date I 
Jlara: 30.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02 

CEPTMHKAT AHAI3A www.drreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOyKT: KeTOpo1" (KeTODO1aK) paCTBOp JII BHVTDHBOHHOTO M BHyTDHMIIIIHHOTO BBeJICHH, 30 M/Mn 

Batch No/  :  V250665 Batch Quantity I : 454545 ampules / 
Ceps Nb O6eM CepHH 454545 aMn1yJ1 

Analytical Report No / : 890001830623 l .  Date of Analysis / : 30.08.2025 . .  

AHaITHecKHi oTeT Ng Jara aan1r3a 
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027 

JIaTa 11po13BOIICTBa FoIeH 210 

Analysis performed according ND / AHaw3 npoBeIeH no HJI: JII1-001365-230124 

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

No 
Test / IHoKa3aTe1 Results / Pe3yJITaTLI Specification / HopMa 

No 

Impurity A / IIpMec A 0.09% not more than 0 .20% I  He 60nee 
0,20 %; 

Impurity B /TIpMMec B 
Below LOD (LOD =0.014 %) / 

not more than 0 .50% I  He 6oee 

Hoe npenena O6HapyKeHH (IIO= 
0,50 %; 

0.014 %) 

Impurity C /  IIpMec C Below LOD (LOD =0.010 %) / not more than 0 . 50% /  He 6onee 

Hwe IIpeIeJ1a O6Hapyes (TIO 0,50%; 

= 0 .010 %) 

Impurity D /IIpMecs D 
Below LOD (LOD =0.014 %) / 

not more than 0 .20% /  He 60nee 

Hoe npen1ena O6HapyKeHH (TIO = 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0 .20% /  He 6onee 

impurity / EIMHHa Below LOQ (LOQ = 0.05%) / 0 ,20%. 

HeJIeHTHp HLIHpOBaHHa HKe IIpeIeIa KOIHHeCTBeHHOTO 
IIpHMeC OIpeIeJeHA (IIKO =0.05%) 

Total impurities / CyMMa 0.1  % Not more than 1 .50 % I  He 6onee 

IIpHMece 1,50 %. 

8 Extractable volume / 10.3 ml/ 10.3 M1 Not less than 10.0 ml (collectively 

H3BIeKaeMi 061eM measured volume of 10 ampoules)/ 
He MeHee 10,0 Mn (06eM, 
H3MepeHHLI Ha OCHOBaHHH 
O6eIMHeHHOTO COIICpKHMOTO 10 
aMn1yI1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
HpMeaHe: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HII 3axmoeHe: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IloIroTOBIeO: Ramakant IlpoBepeno: Pardeep Kumar Op106peHo: Mee;pep / PyKOBOJIHTeJI 

2hat .1 
Amit Kumar 

\ 

• Ii 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 30.08.2025 Ilara: 30.08.2025 Jlara: 30.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIpoIIVKT: KeTOpon" (KeTOpOIaK) paCTBOp JUI BHVTDHBeHHOTO M BHyTpMMBILIIeHHOTO BBeIeH, 30 MI/Mn1 

Batch No / : V250665 Batch Quantity/ : 454545 ampules / 

Cep No O6eM CepHH 454545 aMn1yJI 

Analytical Report No/ :  890001830623 Date of Analysis / : 30.08.2025 

AHa1HTHecKHi oTeT N? IaTa aan3a 
Date of Manufacture/ : 08/2025 Date of Expiry/ : 07/2027 

JIaTa npo3BopcTBa Foe /10 

Analysis performed according ND / Aa3 npoBe1en no HI: JII1-001365-230124 
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CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHA.JI3A 
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Formulation Unit-6 
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5 4 4 f S / C  P  age 0 Tp. 113 

No 
Test / Iloxa3aTe1 Results / Pe3yJTaTLI Specification / HopMa 

.N2 

9 Bacterial endotoxins / <=0. 725 EU/mg Not more than 5.8 EU/mg of 
BaTepa1Hie /<=0.725 E9/Mr Ketorolac Trometamol. / He 6o1ee 
HI0TOKCHHI 5,8 E/Mr KeT0po1aKa TpOMeTaMHHa. 

10 Sterility (every 15th batch) / Complies / CooTBeTCTByeT Must be sterile. I [[ome 6IT 
CTep/HOCT (/I11 Ka2I0if CTepHI6HIM. 
15-oi1 cep) 

11 Assay / KonecrBeHoe 30.37 mg/30 .37  Mr From 27.0 mg to 33.0 mg of 
onpee.nee CoH2NO« (Ketorolac Trometamol) 

per I mL / OTr 27,0 Mr I10 33,0 MT 
CoHN»O% (KeTOpo1aKa 
TpOMeTaMOn1) B I MI. 

12 Alcohol content / TraHon1 11.66 % From 10.60 % (v/v) to 13,10 % (v/v). 
I 

Or 10,60 % (06/06) 110 13 , 10  % 

(06/06). 

13 Packaging / YnaKoBKa 1 mL in class I light-shielding dark I mL in class I (USP) light-shielding 
amber glass ampoules (USP). A cut dark amber glass ampoules. 
ring and point in the npper part of A cut ring and point are in the upper 
ampoule. A label lS attached to part of ampoule. A label is attached to 
ampoule. ampoule. 10 ampoules and a patient 
10 ampoules and a patient information leaflet 1n a 
information leaflet 1n a PVC/aluminum blister. 
PVC/aluminum blister. I blister in a carton pack; for in-patient 

1 blisters in a carton pack I facilities: 2, 3, 5 blisters in a carton 
Ilo I MJI B aMn1yJIL H3 pack/ 
CBeTO3aIIIHTHOTO cTeKIa TeMHO­ Ilo I ML B aMIIy.JIL H3 
KOpHHHeBOTO KIacca I (USP). B CBTO3IIIMTHOT O cTeKIa TeMHO­ 
BepxHe HaCTH aMIIVJII HaHeCeHI KopHHHeBoro LBeTa Knacca I (USP). B 
KOILIO H TOHKa JUI pa310Ma. Ha BepxHef aCTH aMIIVJII HaHeCeHBI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IIpHMeaHe: IpoIIyKT COOTBeTCTByeT Tpe60Ba1HM HJ[ 3ax/oeHe: OJI0PEHO 

Prepared by I Checked by/  Approved by: Manager/Executive / 
loJrOTOBIeHO: Ramakant Ilposepeno: Pardeep Kumar Op106peo: Mee[pep / PyKoBoJTe1 

@.t • ! 
Amit Kumar 

1 

} 
Reprint Date I Reprint Date I Reprint Date I 
Jara: 30.08.2025 JlaTa: 30.08.2025 Jlara: 30.08.2025 

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L851954P1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi l l .  Khol, Nalagarh Road, Baddi, 
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTopon1" (KeTOpOIaK) paCTBOp JUI BHVTDHBeHHOTO H BHyTpHMBILIIeHHOTO BBeJIeHMI, 30 Mr/ML 

Batch No/ :  V250665 Batch Quantity·/ : 454545 ampules / 
Cepm N O6eM cepHH 454545 aMn1y1 
Analytical Report-No/ : 890001 830623 Date of Analysis/ . .  30.08.2025 

AHa.HTeeKMii oTeT N Iara aa13a 

Date of Manufacture / : 08/2025 Date of Expiry/ : 07/2027 

Iara 1po3BO[IcTBa Foe /10 

Analysis performed according ND / Ana1w3 npoBeen no H/I: II1-001365-230124 

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

No 
Test / IIoKa3are.n Results / Pe3yI6TaT6I Specification / HopMa 

No 

aMIyJIy HaKIeHBaOT THKeTKy. K0JIBLI0 M T0HKa JI1 pa3n10Ma. Ha 
Ilo 10 aMnyn C HHCTpyKuMe nIO aMnyJIy HaKIeHBaOT THKeTKy. 
IIpHMeHeHHO IIOMeLIIaOT Ilo 10 aMIyJ C HHCTpyKue no 
B IIBX/aOMHHHeBI 61MCTep. IIpHMeHCHHIO B I1BX/a1OM HHHeBI 
Ilo 1 6MCTepy B IIaHKy KapTOHHyO. 6nMcTep. IIo I 6ncTepy B IaHKy 

KapTOHHyo; on cmayuoapo&: no 2, 
3, 561MCTepOB B IIaKy KapTOHHyIO. 

14 Labelling / MapKupoBKa According to ND / B co0TBeTCTBMH C HJI 

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1IIIeHHoM 
Xpaene oT cBeTa MecTe npM TeMIIepaType He BILe 25 °C. He 3aMOpaKBaTb. 

16 Shelf-life / CpOK TOIIIOCTH 2 years. / 2  r01a. 

API name / HaMeoBaHe AC: Ketorolac Trometamol / KeTop0n1aKa TpoMeTaMon 
INN /MHH: Ketorolac / KeTopon1ax 
API manufacturer batch number/ 

2KTM0120225 
HoMep cep npo3Bowren ADC: 

FP Manufacturer API Batch number / 
FESA00161 

HoMep Cep cy6CTaHur npo3Boren1 II: 

API Manufactured by & country/ Symed Labs Ltd., India/ 
IIpo3BopTeIL AC, crpaHa: CaMen Jla6c JITI1., HHIH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IlpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax1oee: OIOBPEHO 
Prepared by / Checked by I Approved by: Manager/Executive/ 
Ilo1TOTOBeHO: Ramakant IlpoBepeo: Pardeep Kumar Op06peno: MeHe/pep / PyKOBOIIHTeJ1 

a­ ! 
Amit Kumar ( 

­ Reprint Date / Reprint Date / Reprint Date I 
Jlara: 30.08.2025 Jlara: 30.08.2025 Iara: 30.08.2025 

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 


