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Specification / HopMa 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyT: KeTOpOn" (KeTOpOIaK) paCTBOp JUI BHYTDHBeHHOTO M BHyTDHMIIIJeHHOTO BBeIeHHM, 30 Mr/Mn1 
Batch No/  :  V250626 Batch Quantity/ : 454545 ampules / 
Ceps No O6eM cepH 454545 aMIyJI 

Analytical Report No/ -· : 890001828820 Date of Analysis / ; .. : -  19.08.2025 
AHaITHeCKHi oTeT No Jlara an1a13a 

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 
JlaTa 1po13BoncTBa FoIeH /I0 

Analysis performed according ND / Aa1H3 mpoBeIe IO HI: JII1-001365-230124 

­ Dr.Reddy's ;° 

I Description / Oncane Clear colorless solution. Clear colorless to slightly yellow color 
solution. / I1po3past paCTBop OT 
6eCLBeTHOTO II0 CB€TIO-KeITOTO 
IBeTa. 

Hpo3pat 6eCuBeTHI paCTBop. 

2 Identification / 
lo1JIHHHOCT 

HPLC / BKX 

UV- spectrophotometry I 

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 
YJIepKHBaHH OCHOBHIX IIMKOB Ha 
XpOMaTOpaMMe HCIIITyeMOTO 
paCTBOpa IOTKHI COOTBeTCTBOBaTE 
BpeMeHaM yIIepKHBaHHH OCHOBHIX 
IAKUI II0 Xp0MaTOIpaMMO 
CTaHIIapTHOro pacrBopa (pa3en 
«KOIHHeCTBeHHOe OIIpeJIeIeHMe») 

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

to 400 run should have absorption 
maxima at 322 ± 2 nm. / Vb-cneKTpM 
IIOTJIOIIICHHH HCIITyeMOTO pa€TB0pa 
H paCTBOpa CTaHIapTHoro 06pa3ua 
KeTOpOIaKa TDOMCTaMMHa B O61aCT 

OT 200 II0 400 HM IIOKHI HMeT 
MaKCHM yMBI 

322±2 HM. 
IIOTJIOILIHHH np 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpHMeae: lpOyKT COOTBeTCTByeT Tpe60BaHHAM HJI 3amoeue: OJI0BPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ OoArOTkha Kumari IlpoBepeHo: Pravesh Rana Op106peo: Mee;DKep / PyKOBOIIMTeJ1 

i 
Pavan Kumar Sharma ) 

i= 
Reprint Date I Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Jlara: 23.08.2025 Jlara: 23.08.2025 

Registered Office: S-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.drreddys.com 



as 
Dr.Reddy's ;° 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi l l .  Khol ,  Nalagarh Road, Baddi, 

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

CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHA.JIM3A 

T e l :  + 9 1 9 2 1 6 5  55001-02 
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOyKT: KeTOpO1" (KeTOpOJIaK) paCTBOp JIU BHyTDHBeHHOTO H BHyTDHMBIIIIeHHOTO BBeJICHH, 30 Mr/ML 

Batch No/  :  V250626 Batch Quantity / : 454545 ampules / 
Cep N O6eM cepHH 454545 aMn1yJI 

Analytical Report No/  :  890001828820 Date of Analysis / : 19.08.2025 

AHa1HTHecKHi oTer N JIaTa aHa13a 
Date of Manufacture/ : 07/2025 Date of Expiry / : 06/2027 

Iara npow3BopcTBa Foe 2I0 

Analysis performed according ND / Ana1u3 npOBeIeH IO HI: JII1-001365-230124 

age 0 Tp. w3 5 

No Test / IloKa3aTe!I Results / Pe3y./1TaTL Specification / HopMa 
N 

3 Clarity / I1po3paocT Complies / CoorBeTcTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Ona1eCLIeHLI 
npenapaTa He JIOTKHa IIpeBBILUIaT 
OIaIeCLICHIIHIO Ta10Ha CpaBHeHH I. 

4 Color / HBeTHOCT 0.04 Absorbance should be not more than 
0.20 at 430 nm. I 

IlorOIIeHHe JIOJIKHO 6IT He 6on1ee 
0,20 Ip JUIHHe BO1HE1 430 1HM. 

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

6 Particulate matter / MexaHeCKe BKIIOHCHHH 

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

6B Invisible particles I 
HeBJIMMIe HaCTHLII: 
1. Particles > 10 m /  25 not more than 6000 per ampoule / 

HacrMLI pa3MepoM> He 6on1ee 6000 Ha aMnyn1y; 
10 MKM 

11. particles> 25 m /  I  not more than 600 per ampoule I 
acTu pa3MepoM He 6on1ee 600 Ha aMn1y1y. 
25 MKM 

iii. 

7 Related substances / PopcrBeHHIe npHMecH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
HpMMeaHe: IIpOIyKT COOTBeTCTByeT Tpe60BaHMAM HJI 3ax/oeHe: OJIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / no�roT� Kumari IlpoBepeHo: Pravesh Rana Ono6peHo: Mee/pep / PyKOBOIIMTeJ1 

% 
Pavan Kumar Sharma [ 

t= 
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Ilara: 23.08.2025 Jlara: 23.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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Analytical Report No I 
AanTHeeKHi oTeT N? 

: V250626 Batch Quantity / 454545 ampules / 
O6eM cep 454545 aMnIyJI 

Date of Analysis/ 19.08.2025 
aTa aHaIH3a 

: 890001828820 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTopo1" (KeTOJOJaK) aCTBO] HBeHH0TO H BI VT'HMILIIeHHOTO BBC/ICHH, 30 Mr/M1 

Product:/  

II o r 'KT :  

Batch No I 

Ce No 

5 3 f 5 / C  

06/2027 

P. 3 

Date of Expiry / 
Foe /Io 

oBeten mo HJI: J1I1-001365-230124 Analysis performed according ND / Aa1H3 I 

Date of Manufacture / : 07 /2025 
aTa I 03Bo0I£TBa 

age 0 Tp. 1H3 

No 
Test / IIoKa3are51» Results / Pe3yJITaTI Specification / HopMa 

.No 

Impurity A / IlpnMecs 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 6onee 

Hoe npenena 06HapyxeHM (TIO= 
0,50%; 

0.014 %) 

Impurity C /  IIpMec C Below LOD (LOD =0.010 %) I not more than 0 .50% /  He 6on1ee 

Hoe mpepen1a 06HapyKen (TIO 0,50%; 

= 0 .010 %) 

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

not more than 0 .20% /  He 60nee 

Hoe upeIena O6Hapye (IIO = 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0 .20% /  He 6on1ee 
impurity / EAMHHHa Below LOQ (LOQ = 0.05%) I 0 ,20%. 
HeHJIeHTH]HLIHpOBaHHaH Hxe Ipeea KOJIMHeCTBHHOTO 
IIpHMeCE onpeIeeHI (I1KO =0.05%) 

Total impurities / CyMMa 0.1 % Not more than 1.50 % / He 6onee 
IpHMeceif 1,50 %. 

8 Extractable volume / 10.2 ml /  10.2 Mn Not less than 10.0 ml (collectively 
MB.eKaeMIii 06eM measured volume of 10 ampoules)/ 

He MeHee 10,0 MI (06eM, 
3MCDHHI Ha OCHOBaHHH 
O6eIHHeHHOTO COIIepKIMOTO 10 
aMn1yI1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IIpOIyKT C00TBeTCTByeT Tpe6OBaHHM HJI 3ax1oeMe: OIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ Tionroyh• Kumari IIpoBepeo: Pravesh Rana Opo6peHo: Mee;pep / PyKOBOJIHTeJ1 

1 
Pavan Kumar Sharma / 

= Reprint Date / Reprint Date / Reprint Date I 
Jlara: 23.08.2025 Jlara: 23.08.2025 JlaTa: 23.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS CEPTMHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 
Vi l l .  Khol, Malagarh Road, Baddi, 

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

Tel 91 321656001 02 

www.drreddys.corn Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml IIpOyKT: KeTOpOJ1" (KeTODO1aK) paCTBOD JUI BHyTDHBeHHOTO M BHyTpHMHIIIHOTO BBe/IeHM, 30 Mr/MJ1 Batch No I : V250626 Batch Quantity/ : 454545 ampules / CepH N O6eM cep 454545 aMn1y1 Analytical Report No I : 890001828820 Date of Analysis/ : 19.08.2025 AHa1TMecKMi oTeT N? JIaTa anan1r3a Date of Manufacture / : 07 /2025 Date of Expiry / : 06/2027 
JIaTa IpOH3BOICTBa 'Toe 20 Analysis performed according ND / AHa113 npoBeIeH nO HI: II1-001365-230124 Page 4 of 5/Crp .  4  1w3 5 

No 

No 

9 

10 

11 

12 

13 

Test / IIoa3aTen 

Bacterial endotoxins / 
BaxTepnan6HBIe H/I0TOKCHHI 
Sterility (every 15th batch) / 
CTepJHOCT (III1 Ka/I0i 

15-oii cep) 

Assay / KonecrBeoe 

onpere.nee 

Alcohol content/ raHo1 

Packaging / YnaKoBKa 

Results / Pe3y6Ta2TL 
<=0.725 EU/mg 
<=0.725 E9/Mr 

Complies / CooTBeTCTByeT 

30.00 mg /30 .00 Mr 

11.82  % 

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

ampoule. 
IO ampoules and a patient 
information leaflet in a 
PVC/aluminum blister. 
I blisters in a carton pack / 
Ilo l MI B aMIyJII H3 

CBeTO3aIIIHTHOTO CTCKIa TCMHO­ 
KOpHHHeBOrO Kacca I (USP). B 

BepXHe aCTH aMIyJII HaHeCCHL 
KOJILIO M TOKa UH pa310Ma. Ha 

Specification / HopMa 

Not more than 5.8 EU/mg of 
Ketorolac Trometamol. / He 6on1ee 
5,8 E/Mr KeTOpo1aKa TpOMeTaMHa. 

Must be sterile. / JIoKeH 6IT 

CTepHIHBIM. 

From 27.0 mg to 33.0 mg of 
CoH4NO¢ (Ketorolac Trometamol) 
per 1 mL / Or 27,0 Mr I1O 33,0 Mr 
CH4NO« (KeTOp0/1aKa 
Tp0MeTaM01) B I MJI. 

From 10.60 % (v/v) to 13 , 10  % (/v). 

I 

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

(06/06). 

I mL in class I (USP) light-shielding 

dark amber glass ampoules. 
A cut ring and point are in the upper 
part of ampoule. A label is attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a 
PVC/aluminum blister. 
1 blister in a carton pack;for in-patient 

facilities: 2, 3, 5 blisters in a carton 

pack/ 
IIo 1 MI B aMnyJII H3 
CBCTO3aIIIHTHOTO CTeKIa TCMHO­ 
KOpHHHeBOro uIeTa Kacca I (USP). B 

BepXHe aCTH aMIIVJII HaHeCeHEI 

Remarks: The Product confirms to ND/ 
HpMeaHe: IlpOJIyKT COOTBeTCTByeT Tpe~OBaHMM HJI 

Prepared by / Checked by / Tio�ro� Nisha Kumari Ilposepeuo: Pravesiana 
Conclusion: APPROVED/ 3amnoee: O/IOBPEHO 
Approved by: Manager/Executive / 
Op06peHo: MeHeIDKep / PyKOBoHTeJIL 
Pavan Kumar Sharma 4 _> 

• Reprint Date / 
Jlara: 23.08.2025 

Reprint Date / 
JlaTa: 23.08.2025 

Reprint Date / 
Jlara: 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, Emai l :  mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CEPTHHKAT AHA.JIM3A 
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Product:/  
IL, Io. T: 

Batch No/  
C e 1 I  No  

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTOOJ1"  (KeTOJO1aK) aCTBO] IBeHHOTO H BHVT'HMIIIICHHOTO BBeIeHH, 30 Mr/M 

: V250626 Batch Quantity) 454545 ampules / 
O6eM c e M  454545 aMI 'J1 

5 5 

06/2027 

5 f S / C  P  

:  J1I1-001365-230124 

Date of Analysis/ 19.08.2025 
aTa aHa/1H3a 

Date of Expiry / 

Tope no 

: 07/2025 

: 890001828820 

Analysis erformed according ND / AHa1H3 I] B e I e H  1IO 

Date of Manufacture / 
2Ta I013BO/ICTBa 

Analytical Report No/ 
AanrwecKH oTeT No 

age 0 Tp. H3 

No 
Test / IloKa3aTe1 Results / Pe3yTaTL Specification / HopMa 

.Ni 

aMIIyJIy HaKIeHBaOT 3THKeTKy. KOJ1LIO M TOHKa JI1H pa310Ma. Ha 
Ilo 10  aMny C MHCTpyKLIMe I1O aMIyJIy HaKIeHBaOT THKeTKy. 
IpHMeHeHHO IIOMeILIaT Ilo 10 aMnyJ C MHCTpyKLHef no 
B IIBX/aOMMHMeBIM 6McTep. IpHMeHeHHO B I1BX/a1OMHHHeBIi 
[Io l 61HCTepy B IIaKy KapTOHHyO. 6nMcTep. lo 1 6cTepy B IIaKy 

KapTOHHyo; cmayuonapo: no 2, 
3, 5 61CTepOB B IIaHKy KapTOHHy1O. 

14 Labelling / MapKHpoBKa According to ND / B cooTBeTCTBHM c H]I 

15 Storage conditions / In a place protected from light below25 ·€. Do not freeze. / B 3auIIIIeHoM 

Xpaee oT cBeTa MecTe Ip TeMnepaType He BILIe 25 C. He 3aMOpaKBaT. 

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

APl name / HaMeHoBaMe A C :  K&tOrOlaC TrUItaruL / KCTUUI 1puMe1uut 

INN /MHH: Ketorolac / KeTopo1aK 

API manufacturer batch number / 
2KTM0120225 

HoMep cepn npon3Boren1 ADC: 

FP Manufacturer API Batch number / 
FESA00161 

HoMep cepH cy6CTaHIUIH IIpOH3BOIHTeJ1 II: 

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

Ipow3BoITeJI AC, crpaHa: Ca'Men Jla6c JITI., HHJH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IpOIyKT C00TBeTCTByeT Tpe60BaH1HAM HJI 3ax1oeHHe: OIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / nouroTOBr· Kumari IpoBepeHo: Pravesh Rana Op06peo: Mee;pKep / PyKOBOJIHTeJ1 

f 
Pavan Kumar Shanna � 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Jlara: 23.08.2025 Jlara: 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: L85195A4P1984PLC004507 
www.drreddys.com 


