
as 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 

Vi l i .  Khol, Malagarh Road, Baddi,  

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

Tel : +19016€  56001-02 

www.drreddys.com 

Batch Quantity I · : 454545 ampules / 
O6eM c e I  454545 aMI1VJ 

HBCHHOTO M BH' HMBIIIIeMHOTO BBCICHHR, 30 Mr/MI 

: V250662 

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

Product:/  
II, OIIyKT: 

Batch No/  
Ce Nb 

Analysis performed according ND / AHa1I3 n o B e e I  1IO 

Page 1 of5/Crp.  1  13 5 

Date of Analysis/ :- 21.08.2025 

Iara aan13a 
Analytical Report No/  
Aa.IHTHecKHi oTMeT N 

Date of Manufacture / 
[Iara I, 1013B0/1CTBa 

: 890001828823 

: 08/2025 Date of Expiry / 

To1e II0 

: J111-001365-230124 

: 07/2027 

No 

Ni 
Test / IHoKa3are.n1% Results / Pe3y.TaTI Specification / HopMa 

I1po3past 6ecuBeTHHf paCTBOp. 
1 Description / Oncae Clear colorless solution. Clear colorless to slightly yellow color 

solution. / I1po3pa1 pacTBOp OT 
6eCLIBeTHOTO IIO CBeTJIO-KeJITOTO 
BeTa. 

2 Identification / 
Ilo.JIHHOCTE 

HPLC/ BKX 
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 
VIICpKBaHHH OCHOBHIX IIHKOB Ha 
XpOMaTOrpaMMe HCIHEITyeMOTO 
paCTBOpa [I0JDKHEI COOTBeTCTBOBaT 

BDCMeHaM yJICDKHBaHHI OCHOBHIX 
IMKOB Ha XpoMaTOrpaMMe 
cTaHJIapTHOro pacTBopa (pa3pen 
«KOnMeCTBeHHOe OIpeIeIeHHe») 

UV- spectrophotometry / 

yd-cneKTpopoTOMeTp 

Complies as prescribed/ 

CooTBeTCTByeT 

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. / Vb-cneKTpM 
IIOTJIOIIIeHHI MCIIITyeMOTO pa€TB0pa 
H paCTBOpa CTaHIapTHOrO 06pa3ua 
KeTOpOIaKa TpOMeTaMHHa B O61aCT 
OT 200 J10 400 HM IIOJJKHI HMeTE 
MaKCHMyMI 
322±2 HM. 

IIOTJIOIIIeHHH IpH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeaHe: HpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.moeMe: OIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive I 
IloIrOTOBIeHO: Sarita TTposepeao: Pr{h Rana Op06peHo: Mee[DKep / PyKQBOIIMTeJ1 

fy/ Pavan Kumar Sharma 

.­ .,,.�- 

Reprint Date / Reprint Date I Reprint Date I 
Jlara: 23.08.2025 [Iara: 23.08.2025 JlaTa: 23.08.2025 

Registered Office: 8-2-327, Road No. 3, Banjara Hil is, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L851954AP1984PL€004507 

www.drreddys.com 



as 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHA.JIM3A 

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

Wili .  Khol, Malagarh Road, Baddi, 

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

T e l :  +01 9615€ 56001 02 

www.rreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTOpO1" (KeTOpOJIaK) paCTBOp JU11 BHVTDHBeHHOTO M BHVTpHMILIIeHHOTO BBeJIeHH, 30 Mr/Mn1 

Batch No/  :  V250662 Batch Quantity I : 454545 ampules / 
Cep No O6eM Cep 454545 aMn1y1 

Analytical Report No/ :  890001828823 Date of Analysis / : 21.08.2025 .. 

AHam1THecKHi oTeT N Iara aa13a 

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

JIaTa npor3Bop1cTBa FoIe /10 

Analysis performed according ND / Aa1w3 npOBeIeH nO H/I: II1-001365-230124 

5 2 2 f 5 / C  p  age 0 'Tp. I3 

No 
Test / Iloa3are1 Results / Pe3y./1Ta2TI Specification / HopMa 

.No 

3 Clarity / I1po3paocr Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / OaIeCLIeHLIM 
Ipenapara He IOKHa IIpeBIIuaT 
OIIaIeCLeHLIHIO Ta10Ha CpaBHeHH I. 

4 Color / LIBeTHO€TE 0.04 Absorbance should be not more than 
0.20 at 430 nm. / 
IIorIOIIIeHMe JIOJDKHO 6IT He 6on1ee 
0,20 Ip IIHHe BOIIH5I 430 1HM. 

5 pH 7.2 From 6.9 to 7 .9 . /01 6,9 10 7,9. 

6 Particulate matter / MexaHeCKe BKJIOeHHH 

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

6B Invisible particles / 
HeBMIHMIe HaCTHLII: 
i. Particles 2 10 m /  67 not more than 6000 per ampoule I 

HacTHuI pa3MepoM 2 He 6on1ee 6000 Ha aMny1y; 

10  MKM 

11. particles 25 m /  I  not more than 600 per ampoule I 
HaCTLI pa3MepOM He 60nee 600 Ha aMnyny. 
25 MKM 

iii. 

7 Related substances / PopcrBeHHIe pHMecH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3ax/1oeMe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IloroTOBIeHO: Sarita IlpoBepeo: Pravesh Rana Op06peo: Mee[pKep / PyKoBopTeJ1 

y ; 
Pavan Kumar Sharma ) 

ji= 
Reprint Date I Reprint Date / Reprint Date / 
Ilara. 23.08.2025 Jlara: 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: L85195AP1984PLC0041507 
www.drreddys.com 



­ Dr.Reddy's W;° 
CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHAJIW3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Wili. Khol ,  Malaga rh  Road, Baddi, 

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

Tel • +91 9316€ 5600102 

www.Grreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTOpon1" (KeTOpOJIaK) paCTBOD JII BHVTDHBeHHOTO H BHyTpHMIIIeHHOTO BBeICHMM, 30 Mr/MI 

Batch No/  :  V250662 Batch Quantity/ : 454545 ampules / 
CepI N O6eM cepMII 454545 aMnyJI 

Analytical Report No/  :  890001828823 Date of Analysis / : 21.08.2025 .  

AHa1HTecKH oTeT N Jara aan13a 

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

Iara 1po3BO2I€TBa To1en 1I0 

Analysis performed according ND / Aaw3 npoBeIe no HI: JI[1-001365-230124 

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

No 
Test / Iloa3aTe1 Results / Pe3yTa2TB Specification / HopMa 

.Ni 

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

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

not more than 0.50 % I He 6on1ee 

Hwe npenena O6HapyxeHn (TIO= 
0,50%; 

0.014 %) 

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

Hoe mpenena o6apyKeHM (TIO 0,50 %; 

= 0.010 %) 

Impurity D /IIpuMecs D 
Not detected / He o6apyxeHa 

not more than 0 .20% /  He 6on1ee 
0,20%. 

Individual unidentified 
Below LOQ (LOQ= 0.05%) / Hoe 

Not more than 0.20 % / He 6onee 
impurity / EIHHa 0,20%. 
HeHJIeHTHp HLIHpOBaHHa 

IIpeJIeJIa KOJIHHeCTBeHHOTO 

IIpHMeC 
onpeneJeHH (IIKO =0.05%) 

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

8 Extractable volute / 10.3 m l / 1 0 . 3  Mn Not lcss than 10.0 ml (collectively 
MB1eKaeMri 06eM measured volume of 10 ampoules) I 

He MeHee 10,0 MI (06eM, 

H3MCDeHHHM Ha OCHOBaHHH 
O6LeIMHeHHOTO C0JIepKMOrO 10 
aMI1y1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IHpMeae: IIpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3axuoeHe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IloJrOTOBIeHO: Sarita IIpoBepeo: Pravesh Rana Op106peHo: Mee[pxep / PyKOBOIIHTe1 

e f 
) 

Pavan Kumar Sharma ­ 

_E 
Reprint Date / Reprint Date / Reprint Date / 
JIara: 23.08.2025 Jlara: 23.08.2025 JlaTa: 23.08.2025 

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

CIN:  L85195AP1984PLC004507 
www.drreddys.com 



­ Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTHDMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l i .  Khol, Ma laga rh  Road, Baddi, 

Distt. Solan, H.P., 1 7 3  205, iNDl# 

T e l :  / 0 1 9 3 1 €  5600102 

www.drredys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTOpOJ1 (KeTOpOnIaK) paCTBOp JUI1 BHyTpHBeHHOTO M BHyTpHMIIIIeHOTO BBeleHH, 30 Mr/MJ 

Batch No/  :  V250662 Batch Quantity / : 454545 ampules / 
CepH No O6eM cepH 454545 aMnyJ1 
Analytical Report No / : 890001828823 Date of Analysis / : 21.08.2025 

AHa.JIHTHecKHii oTeT N [Iara ana13a 
Date of Manufacture/ : 08/2025 Date of Expiry / : 07/2027 

JIaTa npor3BoncTBa Foe no 
Analysis performed according ND / Ana1w3 npoBeIe no HI: JI1-001365-230124 

5 4 4 f 5  I C  p  age 0 TD. 13 

No 
Test / IloKa3aTen Results / Pe3yJITaTL Specification / HopMa 

No 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
Bacrepa1rte /<=0.725 E/Mr Ketorolac Trometamol. / He 6onee 
H/IO0TOKCHHI 5,8 E'/MT KeTOpO1aKa TpOMeTaMMHa. 

10 Sterility (every 15th batch) / Complies / CooTBeTCTByeT Must be sterile. I JIoeH 6IT 
CTepJIHOCTL (II11 Kap10if CTepHJIHIM. 
15-oii cepn) 

11 Assay / KonecrBeHoe 30.36 mg /30 .36  Mr From 27.0 mg to 33.0 mg of 
on pee.eHHe C»HANO« (Ketorolac Trometamol) 

per I mL / OT 27,0 Mr I10 33,0 Mr 
CoHAN»0% (KeToponaKa 
TpOMeTaMOn) B I MI. 

12 Alcohol content / 3raoa 1 1 . 8 4 %  From 10.60 % (v/v) to 13,10 % (lv). 
I 

Or 10,60 % (06/06) 210 13 , 10  % 

(06/06). 

13 Packaging / YnaKoBKa 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 
10 ampoules and a patient information leaflet in a 
information leaflet in 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 aMIIyJII H3 pack/ 
CBCTO3a1IHTHOTO cTeKIa TeMHO­ Ilo I MJI B aMIyJ1I H3 
KOpHHHeBOTO Kacca I (USP). B CBeTO3aIIHTHOTO cTeKIa TeMHO­ 
BepxHe HaCTH aMIIyJII HaHeCeHI KOpHHHeBOrO uIBeTa KIacca I (USP). B 
KOILIO M TOHKa II pa3n10Ma. Ha BepXHef HaCTH aMIIyJJI HaHeCCHI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IHpMeaHe: IIpOyKT COOTB~TCTByeT Tpe6OBaHHM HJI 3ax1oee: O]IOPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IlorOTOBeHO: Sarita IlpoBepeHo: Pravesh Rana Op06peHo: Mee[xep / PyKOBOIIMTeJ1L 

�/ # 
Pavan Kumar Sharma 

K-_?7 
f e a  

­  Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Jlara: 23.08.2025 JlaTa: 23.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



­ Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Wi l i .  Khol ,  Nalagarh Road, Baddi, 

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

Tel. +219816€ 5600102 

www.drredys.corn 

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
I O I y K T :  K e T Op O "  (eT0JO1aK) aCTBO] HBHHOTO H BI HMBIIIIOHHOTO BBeIeHHH, 30 Mr/M 

Batch N o /  :  V250662 Batch Quantity/ 454545 ampules/ 
Ce 1 .No O6eM c e n t  454545 a M I1 VJ1  

Analytical Report N o l  :  890001828823 Date of Analysis/ 21.08.2025 
AHa.ITHecKHi oTeT N aTa aaJm3a 

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

aTa I}03Bo/I€TBa FoJeH 2I0 

Analysis performed according ND / AHa1I3 IpOBeIIeH no HI: II1-001365-230124 

P. 5 f5  /  C  5  5  age 0 Tp. H3 

No 
Test / IIoKa3are.n1 Results / Pe3y.nTaTL Specification / HopMa 

Ni 

aMnyJy HaKeHBaOT THKeTKy. K0JI6LI0 H T0HKa JI1H pa310Ma. Ha 
Ilo 10 aMnyn c HcTpyKIMef 110 aMIIyJIy HaKIHBaIOT THKeTKy. 

IIDHMCHeHHIO II0MeILIaOT Ilo 10 aMnyJI C MHCTpyKLIMei no 
B IIBX/a1OMHHMeBIii 61HcTep. IIpMMeHeHHO B I1BX/aOMHHHeBL 
[lo l 61HCTepy B Ia{Ky KapT0HHYO. 6ncTep. Ilo 1 6ncTepy B IaKy 

KapT0HHyo; ~ cmayuoapo: no 2, 
3, 5 61MCTepOB B IIaKy KapTOHHVO. 

14 Labelling / MapKpoBca According to ND / B c00TBeTCTBMM c HJI. 

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1IMIIeHH0M 
Xpanene oT cBeTa MecTe IpH TeMnepaType He BIIIe 25 °C. He 3aMOpaKBaT. 

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

API name / HaMeoBae AC: Ketorolac Trometamol / KeroponaKa TpoMeraMon 

INN/MHH: Ketorolac / KeTop0na 
API manufacturer batch number/ 

2KTM0l20225 
HoMep cep npo3Bore AC: 

FP Manufacturer API Batch number / 
FESA00l61 

HoMep cepn cy~cranut npou3Boren1 DJ: 

API Manufactured by & country/ Symed Labs Ltd., India / 
IIpo3BopTen16 AC, crpaa: Ca~Men Jla6c JIr., HHJH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I IIpMeae: IIpOJ1yKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.moee: OJIOBPEHO Prepared by / Checked by I Approved by: Manager/Executive / IloJrOTOBIeHO: Sarita IIpoBepeo: Pravesh Rana Op06peHo: Mee[pep / PyKopOIIMTeJ1 
2 1 

Pavan Kumar Sharma � 

Reprint Date / Reprint Date / Reprint Date / Jlara: 23.08.2025 Ilara: 23.08.2025 Jlara: 23.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


