
­ Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. Soian, H.P., 173 205, INDIA 

T e l :  +91 9£166 56001-02 

www.Grredys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpo" (KeTOpOIaK) paCTBOp JU1 BHVTpHBeHHOTO M BHyTDHMBILIIeHHOTO BBeICHHH, 30 Mr/MI 

Batch N o /  :  V250624 Batch Quantity / : 454545 ampules / 
Cepn No O6eM cepHM 454545 aMnyJI 
Analytical Report No/  :  890001828796 Date of Analysis / : 18.08.2025 
AHaITHecKHi oTeT No Jlara anan3a 
Date of Manufacture/ : 07/2025 Date of Expiry / : 06/2027 
[Iara 1po3Bo2cTBa To1e 2I0 

Analysis performed according ND / AHa3 npoBeIeH no HI: II1-001365-230124 

Page 1 of5/Crp.  1 13 5 

No 

No 
Test / IloKa3are» Results / Pe3yJITaTI Specification / HopMa 

1 Description / Oncae Clear colorless solution. Clear colorless to slightly yellow color 
solution. / I1po3paHI pacTBOp OT 
6eCLIBeTHOTO II0 CBeTIO-KeITOTO 
uIBeTa. 

I1po3pa 6eCLBeTH51 paCTBOp. 

2 Identification / 

ITO1WHHOCTL 

HPLC/ BKX 

UV- spectrophotometry / 

yd-cneKTpOOTOMeTpH 

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 m the 
chromatogram of standard solution 
(Assay section) / BpeMeHa 
yIIepKHBaHMI OCHOBHIX IIHKOB Ha 
XpOMaTOrpaMMe HCIIITyeMOTO 
paCTBOpa JIOJDKHI COOTB&TCTBOBaT 
BpeMHaM yJICpKHBaHHI OCHOBHIX 
IIHKOB Ha XpOMaTOTpaMMe 
CTaHIapTHoro pacTopa (pa3pen 
«KOHeCTBeHHOe 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. / Vd-cneKTpI 
IIOTJIOIIIeHHH MCIIITyVeMOTO paCTB0pa 
H pacTBopa CTaapTHoro o6pa3ua 
KeTOpOJIaKa TpOMeTaMHHa B O61aCTH 

OT 200 J10 400 1HM JIOJIKHI MMeT 

MaKCHM/MI 

322±2 HM. 
IIOTJIOIUIeHH pH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oeHHe: OJI0BPEHO 
Prepared by / Checked by I Approved by: Manager/Executive / 
IloroTOB1eHO: Shagun IlpoBepeno: Pravesh Rana O,uo6petto: Mette,u)Kep / PDono)l1neJih 

# 
Pavan Kumar Sharma 

L< 
- 
----- 

� 2 

Reprint Date/ Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Iara: 23.08.2025 Jlara: 23.08.2025 

Registered Ofiice: 8-2-337, 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 :  L85195AP1984PLC004507 
www.drreddys.com 
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2 I C  

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

IIpoIyKT: KeTOpO" (KeTOpOIaK) paCTBOp JU1H BHyTpHBeHHOTO M BHVTpHMBIIIIOHHOO BBeJIeHHH, 30 Mr/M1 

Batch No/ :  V250624 Batch Quantity / : 454545 ampules / 

CepHs No O61eM Cep 454545 aMnyJ1 

Analytical Report No / : 890001828796 Date of Analysis / : 18.08.2025 

Aa1THecKH TeT No Jara an1an13a 
Date of Manufacture / : 07/2025 Date of Expiry I : 06/2027 

[JI[aTa 11po3Bo/I€TBa Foe 210 

Analysis performed according ND / AHa1H3 pOBeIeH no HI: II1-001365-230124 
Page of 5 Tp. 2 113 5 

No Test / IloKa3aTe1 Results / Pe3yTaTI Specification / HopMa 
Ni 

3 Clarity / I1po3paocT Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Oan1IeCIeHLIM 
npenapaTa He JIOJDKHa IIpeBBILLIaT 
OIIaIeCLeHLIM Ta10Ha CpaBHeHH I. 

4 Color / IIBeTHocT 0.04 Absorbance should be not more than 
0.20 at 430 nm. / 
[IOrJIOIIIeHHe IIOJDKHO 6IT He 6on1ee 
0,20 npM IUIHHe BO1HI 430 HM. 

5 pH 7.3 From 6.9 to 7. 9 . / O T  6,9 210 7,9. 

6 Particulate matter / MexaHeCKMe BKIIOMeHH 

6A Visible particles/ Complies / CooTBeTCTByeT Should correspond to requirements. / 
BJIMMIe HaCTHLII B COOTBeTCTBHM C Tpe6OBaHHHMH. 

68 Invisible particles / 
HeBHJIHMIe HaCTHIII: 
I. Particles > 10 m /  60 not more than 6000 per ampoule / 

HacTH1 pa3MepOM He 60nee 6000 Ha aMnyny; 
10 MKM 

ii. particles> 25 m /  3  not more than 600 per ampoule / 
HaCTHu1 pa3MepoM He 6onee 600 Ha aMnyny. 
25 MKM 

iii. 

7 Related substances / PopcrBeHHIe npHMecH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMIM HJI 3a/uoeHe: OJIOPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ 
IlonroToBIeHO: Shagun HpoBepeo: Pravesh Rana O106peHo: Mee/pep / PyKoBonren 

5= t 
Pavan Kumar Sharma r 

T= _., 

Reprint Date / Reprint Date / Reprint Date / 
Jara: 23.08.2025 JlaTa: 23.08.2025 JlaTa: 23.08.2025 

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, Email :  mail@drreddys.com 

CIN: L851954P1984PLC004507 
wwwdrreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHA.JIM3A 

Dr. Reddy's Laborator ies Ltd. 
Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

Distt. 5oian, H.P,, 173 205, INDIA 
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www.drreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: Keropon1" (KeTOpO1aK) paCTBOp JU1 BHVTpHBeHHOTO M BHVTDHMEILIeHHOTO BBeIHH, 30 Mr/MI 

Batch No/ :  V250624 Batch Quantity/ : 454545 ampules / 
Cep No 061eM CepH 454545 aM1yJ 
Analytical Report No/ : 890001 828796 Date of Analysis/ ·· - · "  18.08.2025 . 

AHaTHecKi oTeT N [Iara anan13a 

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

JIaTa 1po3Bo[cTBa FoJIeH 210 

Analysis performed according ND / AHa1H3 npOBeIeH no HI: JII1-001365-230124 

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

No 
Test / IHoa3are1 Results / Pe3y.1TaT6I Specification / HopMa 

No 

Impurity A / IIpMec A 0.09% not more than 0 .20% I  He 6on1ee 
0,20%; 

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

not  more than 0 . 50% I  He 6on1ee 

Hoe npenena O6Hapye (TIO= 
0,50 %; 

0.014 %) 

Impurity C /  IIp»Mee C Below LOD (LOD =0.010 %)/  not more than 0 .50% /  He 6oee 

Hwe npeIIe1a O6Hap yKe1HM (TIO 0,50%; 

= 0.010 %) 

Impurity D /TIpMec D 
Below LOD (LOD =0 .014%)/  

not more than 0 .20% /  He 6on1ee 

Hwe npenena O6Hapyxe (IO = 
0,20% .  

0 .014%) 

Individual unidentified Not more than 0.20 % / He 6onee 

impurity / EI»Han Below LOQ (LOQ = 0.05%) I 0 ,20%. 
HeHJICHTH]HLIMpOBaHHa HKe Ipeea KOJIMeCTBeHHOTO 
IIpHMeCE onpen1eneHH» (TIKO =0.05%) 

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

8 Extractable volume / 10.3 ml/ 10 .3 MJJ Not less than 10.0 ml (collectively 

M3BIeKaeMIi 061€M measured volume of 10 ampoules)/ 
He Meee 10,0 MI (06LeM, 
H3MCDeHHIH Ha OCHOBaHHM 
O6eJIMHeHHOTO COJI€pKMoro 10 
aMn1y.n1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
TIpHMeae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHMAM HII 3ax.moee: O/IOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IloJroTOBIeHO: Shagun IIposepeo: Pravesh Rana O/106peHo: Mee[pep / PyxoBoren 

: 
Pavan Kumar Sharma > 

- 
5 � 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 IlaTa: 23.08.2025 Jlara: 23.08.2025 

Registered Office: S-2-337, 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: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ';° 
CERTIFICATE OF ANALYSIS 

CEPTMHKAT AHA.JI3A 

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

VilI Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, iNDIA 

Tel : +91 98166 56001-02 

www.dreddys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections; 30 mg/ml 
IIpoyKT: KeTopon" (KeTOpOIaK) paCTBOp JUI1 BHVTDHBeHHOTO M BHyTDHMILIIeHOTO BBeJIeHHH, 30 Mr/MI 

Batch No/  :  V250624 Batch Quantity/ : 454545 ampules / 
CepH No ' O6eM cepH ' 454545 aMn1yI 

Analytical Report N o /  :  890001828796 Date of Analysis / - 
• .  18.08.2025 

AHa.JmTHeCKMi oTeT N Jara aa13a 
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 

)Iara npo3Bo2IcTBa FoJIe 210 
Analysis performed according ND / AHaw3 npoBee no HJI: JII1-001365-230124 

5 4 4 f5  I C  p  age 0 Tp. H3 

No 
Test / IloKa3aTe1 Results / Pe3y.IT2T Specification / HopMa 

No 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
BarepaJ1HIe /<=0.725 E9/Mr Ketorolac Trometamol. / He 6on1ee HIOTOKCHHI 5,8 E/MT KeTOpOIaKa TpOMeTaMHHa. 

10 Sterility (every 15th batch) / Complies / CooTBeTCTByeT Must be sterile. I [omxe 6IT CTepHIHOCT (III1 Ka/I0i CTepJIHBIM. 15-oi cep) 
11 Assay / KonecrBeHoe 30.40 mg / 30.40 Mr From 27.0 mg to 33.0 mg of onpere.neHHe CoH4NO« (Ketorolac Trometamol) 

per 1 mL / Or 27,0 MT I10 33,0 Mr 
Co9HANO¢ (KeT0po1aKa 
TpOMeTaMO1) B I MI. 12 Alcohol content /TaHO1 1 1. 9 1 %  From 10.60 % (v/v) to 13,10 %(/v) 
I 

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

(06/06). 

13 Packaging / YnaKoBxa I 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 to 
ampoule. ampoule. 10 ampoules and a patient 
IO ampoules and a patient information leaflet 1n a 
information leaflet 1n a PVC/aluminum blister. 
PVC/aluminum blister. 1 blister in a carton pack;for in-patient 
1 blisters in a carton pack / facilities: 2, 3, 5 blisters in a carton 
Ilo 1 MJI B aMI1yJII 3 pack/ 
CBeTO3aILIHTHOTO cTeK1a TeMHO­ Ilo 1 MJI B aMIyJII H3 

KOpHHHeBOTO Kacca I (USP). B CBeTO3aIIIHTHOTO cTeK1a T€MHO­ 
BepxHef aCTH aMIyJII HaHeCeHEI KOpHHHeBOrO LIeTa KIacca I (USP). B 

KOIBLIO M TOHKa pU1 pa3I0Ma. Ha BepxHef HaCTH aMIyJII HaHeCeHI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHJM HI 3axmoee: O/IOBPEHO 
Prepared by I Checked by I Approved by: Manager/Executive / 
IloJOTOBeHO: Shagun IlposepeHo: PraveiRana Opo6peo: Mee[pxep / PyKOBOIIHTe1 

5­ 
Pavan Kumar Sharma 

£ 
� 

Reprint Date I Reprint Date I Reprint Date I 
JIara: 23.08.2025 JlaTa: 23.08.2025 Ilara: 23.08.2025 

Registered Office: S-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: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

V i l l .  Khol, Ma laga 1h  Road, Badi, 

Distt. Solan,  H.P ,  173 205, iND IA 

CERTIFICATE OF ANALYSIS 
CEPTHMKAT AHA.JI3A 

Tel . 9 1 9 $ 1 6 €  5500102 

www.Grready5.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTopo" (KeTOpOIaK) paCTBOD JUI BHyTDHBeHHOTO H BHyTpHMMLIIOHHOTO BBeJIeHH, 30 Mr/MI 

Batch No/  :  V250624 Batch Quantity/ : 454545 ampules/ 
Ceps Nb O6eM CepIHM 454545 aMn1yJ 

Analytical Report No/ :  890001 828796 Date of Analysis / : 18.08.2025 - 

AHaITHeCKHi oTeT .N Jara aan3a 
Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027 

/[Iara 1po3Bo/1cTBa Tone 10 

Analysis performed according ND / Aa3 poBe/IeH no HI: JI[1-001365-230124 

5 5 5 fS  I C  p  age 0 Tp. H3 

No 
Test / IoKa3are.n Results / Pe3yJTaTL Specification / HopMa 

No 

aMIIyJIy HaKICHBaOT THKeTKy. KO.JJBLIO H TOKa 2IJIH pa3n10Ma. Ha 
lo 10 aMIIyJI C HHCTpyKLHe nIO aMIyJIV HaKICHBaOT THKeTKy. 
IIpMeHeHHIO n0MeLIaOT Ilo IO aMnyJI C MHCTpyKLMe no 
B I1BX/aIOMHMeBr 6HcTep. IpHMeHeHHO B I1BX/aOMMHMeBLH 
Ilo 1 6MCTepy B IIaKy KapTOHHy1O. 6McTep. Ilo 1 6ncTepy B IaKy 

KapTOHHyo; O cmayuonapo6: no 2, 
3, 56CTepOB B IIaHKy KapTOHHyIO. 

14 Labelling / MapKpoBKa According to ND / B cOOTBeTCTBHH c HJI 

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aUteHHoM 
Xpanene oT cBeTa MecTe Ip TeMIepaType He BIIIIe 25 C. He 3aMOpaKBaT. 

16 Shelf-life / CpOK TOIIHOCTH 2 years. / 2  roI1a. 

-- 

API name / HaMewoBae AC: Ketorolac Trometamol / KeTopon1aKa TpoMeTaMon 
INN/MHH: Ketorolac / KeTropon1ax 
API manufacturer batch number/ 

2KTM0120225 
HoMep cep npo3Boren1 AC: 

FP Manufacturer API Batch number / 
FESA00I61 

HoMep cep ey6cTaHM npo3Bore1 IJId: 

API Manufactured by & country/ Symed Labs Ltd., India/ 
IIpow3Borre.n AC, cTpaa: CaMen Jla6c JIT1., HHJM 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
lpMeae: IlpOyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.oeHe: O/IOPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IlorOTOBIIeHO: Shagun IHpoBepeno: Pravesh Rana Op106peHo: Mee[pxep / PyKOBOJHTeJIL 

.L 

' 
Pavan Kumar Sharma . 

1= ------ 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Iara: 23.08.2025 Jlara: 23.08.2025 

Registered Office: S-2-327, Road No. 3, Banjara Hi l ls,  Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 


