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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHAJI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Malagarh Road, Baddi, 

Distt. Soian, H.P,, 173 205, iNDIA 
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www.rreddys.con 

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTOpon" (KeTOpOJIaK) paCTBOD III BHVTDMBeHHOTO H BHVTDHMILIIeHHOTO BBeJIeHH, 30 Mr/MI 

Batch No/  :  V250627 Batch Quantity/ : 454545 ampules/ 
Cepin No O6LeM cepun 454545 aMn1yJI 

Analytical Report No/ :  890001828821 Date of Analysis/ : 23.08.2025 
AHa.HTHecKHi oTMeT No ~Iara aa13a 
Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 
[Iara npo3Bop€TBa 'Foe 210 

Analysis performed according ND / AHa1I3 IpOBCIeIH I10 HJI: JI1-001365-230124 
Page 1 of 5/Crp.  1  13 5 

No 

Ni 
Test / Hoa3aTen Results / Pe3yITaTL Specification / HopMa 

1 Description / Oncame Clear colorless solution. Clear colorless to slightly yellow color 
solution. / I1po3pat pacTBOp OT 
6eCIBeTHOTO JIO CBCTJIO-KeITOTO 
uIBeTa. 

Ilpo3past 6ecuBeTH5Ii1 pacTBOp. 

2 Identification / 

lOJJIHHOCT 

HPLC / B9KX 

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 
yIIepKHBaHH OCHOBHIX IIHKOB Ha 
XpOMaTOIpaMMe HCI6ITyeMOTO 
paCTBOpa JIOJDKHI COOTBeTCTBOBaT 
BpeMeHaM VIIpKHBaHHI OCHOBHIX 
IHKOB Ha XpOMaTOTpaMMe 
cTaHIIapTHOro pacTBopa (pa3ne1 
«KOHHeCTBeHHOe OIIpeIIeIeHMe») 

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-cneKTpM 
IIOTIOIIIeHHI HCIIITyeMOTO pa€TB0pa 
M paCTBopa CTaHapTHoro 06pa3ua 
KeTOpOIaKa TDOMeTaMHHa B O6I1CTH 
OT 200 J10 400 HM JIIODKHI HMeT 
MaKCHMyMI 
322±2 HM. 

IIOTJIOIIIeHHU npH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IlpoIyKT COOTBeTCTByeT Tpe~OBaHHM HJI 3ax.noeHe: OJIOBPEHO 
Prepared by / Checked by / Approved hy· Manager/Executive / 
IlonroToBeHo: Shagun llposepeuo: 1h Rana O106peHo: MeeppKep / PyKoBopTeJ1 

-L- 
Pavan Kumar Sharma / 

z .t== 
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 [Iara: 23.08.2025 Jlara: 23.08.2025 
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Date of Analysis/ 23.08.2025 
aTa aHa/1r3a 

: V250627 Batch Quantity/ 454545 ampules / O6eM c ep n n  454545 aMnyJI 

: 890001828821 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Keropon1" (KeTOJOIaK) aCTBO] IHBeHHOTO H BH' MMBIIIeHHOTO BBeJIHH1, 30 Mr/MI 

Product:/  
II, OT KT: 

Analytical Report No/  
AHaIHTHeeKHi oTeT N 

Batch No/  
Ce1 »n Ni 

5 2 f 5  I C  

06/2027 

p 2 

Date of Expiry/ 

Foe 210 

oBee no HJI: J1I1-001365-230124 

: 07/2025 Date of Manufacture / 
aTa I, 013BO2ICTBa 

Analysis verformed according ND / AHa13 I 

age 0 Tp. H3 

No 
Test / IloKa3aTen1 Results / Pe3y.TaTI Specification / HopMa 

No 

3 Clarity / I1po3paocT Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / O1an1eCIeHLIH 
npenapaTa He I0DKHa IpeBIIIIaT 
0na1eCIIeHLIMO TaI0Ha CpaBHeHH I. 

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

IlorIOIIIeHHe II0JDKH0 6IT He 6onee 
0,20 IpH JUIIHe B0IHI 430 HM. 

5 pH 7.2 From 6.9 to 7 . 9 . / 0 r  6,9 0 7,9. 

6 Particulate matter / MexaeCKe BKIOMeH 

6A Visible particles/ Complies / CooTBeTCTByeT Should correspond to requirements. / 
BJIM5Ie HaCTHLII B C00TBeTCTBHH C Tpe6OBaHHMM. 

6B Invisible particles / 
HeBJIHMIe HaCTMIII: 
i. Particles > 10  m /  46 not more than 6000 per ampoule / 

HacTHLI pa3Mep0M > He 6onee 6000 a aMnyny; 
10 MKM 

ii. particles 25 m /  1  not more than 600 per ampoule I 
HaCTHLI pa3MepoM He 601ee 600 Ha aMny1y. 
25 MKM 

. ..  

111. 

7 Related substances / PopcrBeHHte npHMecH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
TIpMeae: IlpOyKT COOTBeTCTBYeT TDe6OBaHM HI[ 33axmoee: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
lo/roToBeHo: Shagun llposepeHo: Pravesiana Ono6peno: Mee[pxep / PyKoBopIMTeJ1 

<L 
Pavan Kumar Sharma 

} . 

tr­ 
� 

" ­ 

­ Reprint Date / Reprint Date / Reprint Date / 
Iara: 23.08.2025 Jlara: 23.08.2025 Jlara: 23.08.2025 
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CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHA.JIM3A 
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Product:/ 
II oIyKT: 

Batch No I 

Ce No 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTopO1" (KeTOJOIaK) aCTBOJ HBeHHOTO M BHVT'MMIIIIeHHOTO BBeJICHHH, 30 Mr/Mn 

: V250627 Batch Quantity/ 454545 ampules / 
O6eM c e n n  454545 a M IT JI  

Analytical Report No I 
Aa.THecKHi oTeT N 

: 890001828821 Date of Analysis/ 23.08.2025 

Iara aam13a 

5 

06/2027 

3 f 5 / Cr  3  p  

:  JIIT-001365-230124 

Date of Expiry/ 

Foe 210 

: 07/2025 

Analysis performed according ND / AHaIH3 nIpOBeIeH I1O 

Date of Manufacture / 
aTa II 10H3BOICTBa 

age 0 D. H3 

No 
Test / IHoKa3aTen1L, Results / Pe3yJITaTLL Specification / HopMa 

.Ni 

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

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

not more than 0.50 % I He 6on1ee 

He npenena OHapyKen (IIO= 
0,50%; 

0.014 %) 

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

Hoe npeIe1a O6Hap yKeHH (TIO 0,50 %; 

= 0.010 %) 

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

not more than 0 .20% /  He 60nee 

Hwxe npenIena O6HapyxeHH (IO = 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 
impurity / EIMHHHHa Below LOQ (LOQ = 0.05%) / 0 ,20%. 
HeHIIeHTH]HLIHpOBaHHa HHKe npeIIeIa KOJIHHeCTBeHHOTO 
IIpMMec ompeneneH (TIKO =0.05%) 

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

8 Extractable volume/ 10 . 1  ml/ 10 .1 MJI Not less than 10.0 ml (collectively 
MB1eKaeMIii 061eM measured volume of 10 ampoules) I 

He MeHee 10,0 Mn1 (06eM, 
H3MepeHHLI Ha OCH0BaHMM 
O6eJIHHeHHOTO COIIepKIM0TO 10 
aMnyn1) 

Conclusion: APPROVED I 
3am1oeHe: OJIOBPEHO 

Approved by: Manager/Executive/ 
Op06peno: Mee[pxep / PyKOBOIIHTeJ1 
Pavan Kumar Sharma 

.> 
I  �--� 

Reprint Date / 
Jlara: 23.08.2025 

Reprint Date / 
JlaTa: 23.08.2025 

Prepared by / Checked by / llommosneuo:��agun ...--- llposepeHo: Pravejs_h_ Rana 

­ 
Registeret O 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@dreddys.com 
CIN:  L85195AP1984PLC004507 

www.drreddys.com 

Remarks: The Product confirms to ND/ 

IIpMeaMe: lpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 

Reprint Date / 
JIara: 23.08.2025 
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Dr.Reddy's Y;° 
Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Mi l l .  Khol, Malagarh Road, Badi, 

~istt. Solan,  H .P ,  173 205, INDIA 

Te l :  +219016€ 5600102 

CERTIFICATE OE ANALYSIS wwsu.rreddyc.con 
CEPTMWKAT AHA.JIM3A 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTOpon" (KeTOpOIaK) DaCTBOp JI BHVTDHBeHHOTO H BHVTDHMIIIIOHHOTO BBeIeHHH, 30 Mr/M 

Batch No/  :  V250627 Batch Quantity / : 454545 ampules / 
Cep N O6eM cepHH 454545 aMyJ1 

Analytical Report No/  :  890001828821 Date of Analysis / : 23.08.2025 
AHa1THecKH oTer N Iara aa13a 
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 
Iara 1po3Bo/I€TBa Foe II0 

Analysis performed according ND / Aman13 npoBeIeH no HI: JI1-001365-230124 

5 4 4 f5  / C  p  age 0 TD. H3 

No Test / IToa3are.n» Results / Pe3y.JTaTL Specification / HopMa 
No 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
EaKTepHaJIHIe /0.725 ED/Mr Ketorolac Trometamol. / He 6on1ee 
HIOTOKCHHI 5,8 E/Mr KeTOpO1aKa TpOMeTaMMHa. 

10 Sterility (every 15th batch) / Complies / CoOTBeTCTByeT Must be sterile. I J[oDKeH 6IT 
CTepJHOCT6 (III Ka10i CT€pHJIHIM. 
15-oi cepun) 

11 Assay / KonecrBeHoe 30.67 mg /30 .67 Mr From 27.0 mg to 33.0 mg of 
on pee.eHe CoH34NO« (Ketorolac Trometamol) 

per 1 mL / Or 27,0 Mr I10 33,0 Mr 
Co»H32NO% (KeTOpon1aKa 
TpOMeTaMO1) B I MI. 

12 Alcohol content / Drano 11.83% From 10.60 % (v/v) to 13 , 10  % (/v). 
I 

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

(06/06). 

13 Packaging / YnaKoBKa 1 mL in class I light-shielding dark 1 mL in class I (USP) light-shielding 
amher 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 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/ facilities: 2, 3, 5 blisters in a carton 
Ilo 1 MJI B aMI1yJILL H3 pack/ 
CBTO3aILIMTHOTO cTeK1a TeMHO­ Ilo 1 MJI B aMnyJII H3 

KODHHHeBOTO KacCa I (USP). B CBeTO3a1LIMTHOTO cTeK1a TeMHO­ 
BepxHe HaCTH aMIIyJII HaHeCeHI KOpHeBoro LIeTa KIacCa I (USP). B 
KOJILIO M TOHKa JU1I pa310Ma. Ha BepxHe aCTH aMIIVJII HaHCeHI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOIyKT COOTBeTCTByeT Tpe60BaHMAM HJI 3ax1oeHe: O/IOPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
loroToBIeHO: Shagun CTposepetto: Praih Rana Op06peHo: Mee[Dxep / PyKOBOIIHTeJT 

Pavan Kumar Sharma / 

.±= 1 
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 

"· 
Iara: 23.08,2025 

f 
' '  '  

JIara: 23.08,2025 
+ • 

· �  - ­  
% . 4 i f  '  .  -  .  

t  

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:  mail@drreddys.com 
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5 5 f5  / C  P  

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

IIpOIyKT: KeTOpO1" (KeTOpOJIaK) paCTBOD JUI BHyTDHBeHHOTO H BHyTDpHMBILIIeHHOTO BBeIIeHMI, 30 Mr/M1 

Batch No/  :  V250627 Batch Quantity / : 454545 ampules/ 

Cep No O6eM eepn 454545 aMnyJ 

Analytical Report No/  :  890001828821 Date of Analysis / : 23.08.2025 

AHa.ITHecKHi oTeT N Iara aa/13a 

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

[Iara 1po3Bop1cTBa Foe /10 

Analysis performed according ND / AHa1H3 npoBee IO HI: JII1-001365-230124 
age 0 'Tp. H3 5 

No 
Test / IIoa3are.n1 Results / Pe3yJTaT6I Specification / HopMa 

No I 

aMIIyJIy HaKIeHBaIOT THKeTKy. K0JIBLI0 H T0HKa II11 pa3n10Ma. Ha 
Ilo 10 aMIyJI C HHCTpyKLe nIO aMIIyJIy HaKICIBaIOT THKCTKy. 
IIpHMeHCHHO IIOMCIIIaOT Ilo 10 aMnyn C HHCTpyKIHef no 
B I1BX/a1OMHHeBI 61McTep. IpHMeHeHHIO B I1BX/aOMMHHeBM 
Ilo 1 61HCTepy B IIaKy KapTOHHyO. 61cTep. Ilo 1 6cTepy B nIaKy 

KapTOHHyo; O cmayuoapo: no 2, 
3, 561HCTepOB B IIaHKy KapTOHHy0. 

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

15 Storage conditions I In a place protected from light below 25 ·C. Do not freeze. / B 3a1LMuIeHHOM 
Xpaee OT cBeTa MeCTe IpH TeMIIepaTYpe He BIIIe 25 °C. He 3aMOpaKBaT. 

16 Shelf-life / CpOK TOUHOCTM 2 years. / 2  ro1a. 

API name / HaweoBae ADC: Ketorolac Trometamol / KeT0po1aKa TpoMeTaMon 
INN /MHH :  Ketorolac / Keropon1ax 
API manufacturer batch number/ 

2KTM0120225 
HoMep cep Ipo3BO[re1 AC: 
FP Manufacturer API Batch number/ 

FESA00161 
HoMep CepH Cy6CTaHUH npo3Bo[Te1 IJI: 

API Manufactured by & country/ Syrned Labs Ltd., India/ 
IIpo3BopHTe1L, AC, cTpaa: Ca'Men Jla6c JIT/1., HHIH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IlpoyKT COOTBeTCTByeT Tpe60Ba1HAM HJI 3ax.oeHHe: O[IOPEHO 

Prepared by I Checked by/ Approved by: Manager/Executive / 
IloIrOTOBJIeHO: Shagun ITposepetto: Prat Rana Op06peHo: Mee[pep / PyKOBOIIITeJ1 

L­ 
7 

7­ 
Pavan Kumar Sharma � 

..:::,,.,,,,/ 

Reprint Date / Reprint Date / Reprint Date / 

Jlara: 23.08.2025 Jlara: 23.08.2025 Jlara: 23.08.2025 
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