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Dr.Reddy's ';° 
CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H .P,  173 205, IND IA 

T l :  +91 92166 56001-02 

www.rreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOyKT: KeTOpon1" (KeTOpOIaK) paCTBOp JU11 BHyTpHBeHHOTO M BHVTpHMLIIIIeHOTO BBeJI0HM, 30 M/M 

Batch No/ :  V250625 Batch Quantity / : 454545 ampules / 
CepHs No O6eM CepHH 454545 aMn1y.J 

Analytical Report No I : 890001828819 Date of Analysis / : 19.08.2025 

AHaHTHecKH oTer N Iara aan13a 

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

[JIaTa 1po3Bop1cTBa To1en 210 

Analysis performed according ND / Aamm3 npOBeIeH I1O HJI: JII1-001365-230124 

Page 1 of 5/Crp.  1  13 5 

No 

Ni 
Test / Hoa3are.n Results / Pe3yITaTI Specification / HopMa 

1 Description / Oncae Clear colorless solution. I Clear colorless to slightly yellow color 
solution. / I1po3paHt pacTBOp OT 
6eCIIBeTHOTO JI0 CBeTJIO-KeITOTO 
LIBeTa. 

flpo3par 6ecuBeTHIM paCTBop. 

2 Identification / 
H O H H O C T 6  

HPLC / B3KX 

UV- spectrophotometry / 

VD-cIeKTpOpOTOMeTpH 

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) / BpeMea 
yIIepKHBaHHI OCHOBHIX IIHKOB Ha 
XpOMaTOTpaMMe MCIIITyeMOTO 
paCTBOpa IODKHI COOTBCTCTBOBaTL 
BDeMeHaM yIepKHBaHHH OCHOBHIX 
IHKOB Ha xpoMaTorpaMMe 
CTaHJIapTHOro pacTBopa (pa3en1 
«KOIHHeCTBeHHOe OIpeIIeIeHHe») 

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-cneKTpH 
IIOTJIOLIIeHH HCIBITyeMOro paCTBOpa 
H paCTBopa CTaHIapTHoro o6pa3ua 
KeTOpOIaKa TpOMeTaMHHa B O6acTM 

OT 200 J10 400 HM IIOJDKHI HMeT 

MaKCHM yML 

322±2 HM. 
IIOTJIOIIICHHT npH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
HpMeaHe: IIpOIyKT COOTBeTCTByeT Tpe60BaHMM HJI 3a1oeme: OJI0PEHO 

Prepared by I Checked by I Approved by: Manager/Executive/ ITowOToBJigsha Kumari IlpoBepeo: Pravesh Rana OJ106peHo: Mee[pep / PyKOBOIITeJ1 

f 
Pavan Kumar Sharma t 

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

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, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ';° 

CERTIFICATE OF ANALYSIS 
CEPTHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulat ion Unit-6 

Vil. Khol, Nalagarh Road, Baddi, 

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

T e l :  -91 99166 56001-07 

www.Grreddys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTopon" (KeTOpOJIaK) paCTBOp JUI BHVTpHBeHHOTO H BHVTDHMBIIIIeHOTO BBeIeHMM, 30 Mr/Mn 

Batch N o /  :  V250625 Batch Quantity / : 454545 ampules / 
Cep No O6eM cepH 454545 aMn1yJI 
Analytical Report No/ :  890001828819 . .  Date of Analysis / . : 19.08.2025 

AHanITHeCKHii oTHeT Ng Jlara aan3a 

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

IaTa npo3B0II€TBa Foe 210 
Analysis performed according ND / Aan3 npoeIeH no HI: JII1-001365-230124 

5 2 2 f5  I C  P  age 0 Tp. H3 

No 
Test / Iloa3are, Results / Pe3yI6Ta1I Specification / HopMa 

.No 

3 Clarity / I1po3paocr Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Onan1eCLIeH1tH 
npenapaTa He JIOJKHa IIpeBBILLIaT 
OIaIeCIIeHLIO Ta10Ha CpaBHeHM I. 

4 Color / IIBeTHOCT 0.04 Absorbance should be not more than 
0.20 at 430 nm. I 
IlOrJIOIIIeHHe IIOJDKHO 6IT He 6on1ee 
0,20 IpH JUIHHe BOIH6I 430 HM. 

5 pH 7.2 From 6.9 to 7 .9 . /  0Or 6,9 210 7,9. 

6 Particulate matter / MexaHecKHe BKIOHeHMH 

6A Visible particles/ Complies / CooTBeTCTByeT Should correspond to reqmrements. / 
BIIHMBIe aCTHLIL B COOTBeTCTBHH C TDe6OBaHHMH. 

6B Invisible particles / 
HeBIIHMIe HaCTHLII: 
l. Particles > 10 m /  46 not more than 6000 per ampoule / 

acTu1 pa3MepoM He 6onee 6000 a aMnyn1y; 
10  MKM 

11. particles 25 m /  1  not more than 600 per ampoule / 
aCTHII pa3MepoM He 6onee 600 a aMnyny. 
25 MKM 

iii. 

7 Related substances / PocrBeHHIe pHMecH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I HpHMeaHe: lpOIIyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3ax1oeHe: OJIOBPEHO 

Prepared by I Checked by I Approved by: Manager/Executive I 
IloJTOTOBJ1eHO: Nisha Kumari IIpoBepeHo: Pravesh Rana Ono6peHo: Meeppxep / PyKOBoIrTeJI 

MW ¥ 
Pavan Kumar Sharma � 

< ­ 

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

Registered Office: 8-2-337, Road No. 3, B2njara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, Email :  mail@drreddys.com 

CIN:  L851954P1984PLC004507 

www.drreddys.com 
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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol ,  Malagarh Road, Baddi, 

Distt. So lan,  H.P., 173 205, IND IA 

Tel : +01 9166 56001-02 

www.rreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyT: KeTopon1" (KeTOpO1a&) paCTBOp JUI BHyTpHBCHHOTO H BHyTpHM6IIIIOHHOTO BBeJICHM, 30 Mr/MJ1 

Batch No/  :  V250625 Batch Quantity/ : 454545 ampules/ 
Cep Nb O6eM cepm 454545 aMn1yI 
Analytical Report No/  :  890001828819 Date of Analysis/ : 19.08.2025 
AHanrHeeKHi orer N )Iara aan3a 
Date of Manufacture / : 07 /2025 Date of Expiry / : 06/2027 
[Iara npOH3BOJICTBa [Tope no 

Analysis performed according ND / AHa/1I3 pOBeIeH IO HJI: JII1-001365-230124 
Page 3 of 5 /  Crp. 3 13 5 

No 

N 
Test / IloKa3aTen1% Results / Pe3y.JTaTEI Specification / HopMa 

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

Impurity B /TIpMMec B 

Impurity C /  TIpMec C 

Impurity D / IIpMecs D 

Below LOD (LOD =0.014 %) / 
Hoe mpenena O6HapyKeH (TIO= 

0.014 %) 

Below LOD (LOD =0.010 %) I 
He Ipe1ea 06apyKeHH (TIO 

= 0 .010 %) 

Not detected / He o6apyxea 

not more than 0 . 50% /  He 6onee 
0,50%; 

not more than 0 .50% /  He 6on1ee 
0,50 %; 

not more than 0.20 % / He 6on1ee 
0 ,20%. 

Individual unidentified 
impurity / EnHHHa 

HeHAIeHTHHLIHpOBaHHa 
IIpHMeC 

Below LOQ (LOQ = 0.05%) / He 

IIpeJIeJIa KOIHHeCTB~HHOTO 
onpeIeJeHA (TIKO =0.05%) 

Not more than 0.20 % / He 6onee 
0,20%. 

Total impurities / CyMMa 
npMecef 

0 . 1  % Not more than 1.50 % / He 6onee 
1 ,50 %. 

8 Extractable volume / 

MB.neaeMi1 061eM 

10.4 m l/  10.4 MJI Not less than 10.0 ml (collectively 
measured volume of 10 ampoules)/ 
He MeHee 10,0 M1 (06eM, 
H3MepeHHI Ha OCHOBaHHM 
O6eIMHeHHOTO COJIepKHMOrO 10 
aMnyn1) 

6 ' J 'Y 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOpyKT COOTBeTCTByeT Tpe60Ba1HMM HJI 3ax1oeMe: OJI0PEHO 

Prepared by / Checked by/ Approved by: Manager/Executive I 
IlorOTOBIeHO: Nisha Kumari IlpoBepeo: Pravesh Rana Op06peHo: MeHeppKep / PyKOBOIIHTe1 

y f 
Pavan Kumar Sharma 

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

eristered Office: s-2-7, Road No. 3, Banjara HIs, Hyderabad- 500034, Telngam, Ti 



es 
Dr.Reddy's Y;° 

CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Badi, 

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

Tel :  -01 916€ 56001-02 

www.rredys.com 

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpO/IyKT: KeTOpOn1" (KeTOpOJIaK) paCTBOD JUI BHyTDMBCHHOTO H BHyTDHMIIIIeHHOTO BBeJIeHM, 30 Mr/M1 

Batch No/ :  V250625 Batch Quantity/ : 454545 ampules / 
Cep No O6eM cep 454545 aMI1yJI 
Analytical Report N o /  :  890001828819 Date of Analysis I : 19.08.2025 
Ana.nwTHecKHi oTeT N [Jlara aHa13a 

Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 
J[aTa 1po3BO2ICTBa 'Toe Io 

Analysis performed according ND / Aan3 poBeeH no HJI: JII1-001365-230124 
Page 4 of 5/Crp.  4  13 5 

No 

N 

9 

10 

11 

12 

13 

Test / IIoKaare1» 

Bacterial endotoxins / 
BaKrepaHste 

HIOTOKCHHEI 

Sterility (every 15th batch) / 
CTepnHOCTE (IJI Ka2I0i 
15-oi cep) 

Assay / KonecrBeHHoe 
onpeIeeue 

Alcohol content / a H ~ ! l  

Packaging / VnaxoBKa 

Results / Pe3y.n16TaTI 

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

Complies / CooTBeTCTByeT 

30.26 mg /30.26 Mr 

1 1 . 9 0  %  

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. 
10 ampoules and a patient 
information leaflet in a 
PVC/aluminum blister. 
1 blisters in a carton pack/ 
IIo 1 MII B aMIIyJI6I H3 
CBeTO3aIIHTH0TO CTOKI TeMHO­ 
K0pHHeBorO Kacca I (USP). B 
BepxHe aCTH aMIIyJII HaHeCeHI 
KOJILIO M T0HKa JU1H pa310Ma. Ha 

Specification / HopMa 

Not more than 5.8 EU/mg of 
Ketorolac Trometamol. / He 6oee 

5,8 E/MT KeTOpOIaKa TpOMeTaMHHa. 

Must be sterile. / JIOIKeH 6IT 

CTepJI6HEIM. 

From 27.0 mg to 33 .0 mg of 

CoH2NO¢ (Ketorolac Trometamol) 
per I mL / Or 27,0 Mr I10 33,0 M 

CoH4NO% (KeTopon1aKa 
TpOMeTaMO1) B I MJI. 

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

I 

Or 10,60 % (06/06) 110 1 3 , 1 0 %  
(06/06). 

1 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. IO ampoules and a patient 
information leaflet in a 
PVC/aluminum blister. 
I blister in a carton pack;for in-patient 

facilities: 2, 3, 5 blisters in a carton 
pack/ 
IIo 1 MI B aMnyJII H3 
CBOTO3aIIIMTHOTO CTeKIa TCMH0­ 
KOpHeBoro LIBeTa KacCa I (USP). B 
BepXHe aCTM aMIVJIEI HaHeCeHI 

Remarks: The Product confirms to ND/ 
IHpMeaHe: HpOIyKT COOTBeTCTByeT Tpe60BaHMAM HJI 

Prepared by I Checked by I ITonrornen�umari ITpoeepeHo: Prave?Jfana 
Conclusion: APPROVED / 
3ax.moeme: OJI0PEHO 

Approved by: Manager/Executive/ 
Op06peHo: MeHeppxep / PyKoBoIHTen16 
Pavan Kumar Sharma 

r-- 
Reprint Date / 
Jlara: 23.08.2025 Reprint Date / 

Jlara: 23.08.2025 Reprint Date / 
Ilara: 23.08.2025 

Registered Office: $-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@dreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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Dr.Reddy's Y;° 

CERTIFICATE OF .ANALYSIS 

CEPTMHKAT AHA.JIM3A 

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

Vi l l .  Khol, Ma lagarh Road, Baddi, 

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

Tel: -£1 9166 56001-02 

www.rreddys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIVKT: KeTopo" (KeTOpOIaK) paCTBOp JUI BHyTpHBeHHOTO H BHyTpHMBIIIJeHHOTO BBeJICHH, 30 Mr/MI 

Batch No/  :  V250625 Batch Quantity/ : 454545 ampules I 
CepH Nh 

. 
O6eM cepu 454545 aMn1y.J 

Analytical Report No/  --· : 890001828819 Date of Analysis / :-19.08.2025 

Ara.rHecKHi oTeT N Jara aan13a 
Date of Manufacture/ : 07/2025 Date of Expiry / : 06/2027 

Iara 1po3Bo/IcTBa Foe 210 
Analysis performed according ND / Aa/13 npOBeIeIH 10 HJI: II1-001365-230124 

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

No 
Test / IloKa3aren1» Results / Pe3yITaTI Specification / HopMa 

.No 

aMIIyJIV HaKICHBaIOT THKeTKy. K0IBLIO TOHKa II1 pa3J10Ma. Ha 
Ilo 10 aMnyJI C HHcTpyKuMe IIO aMIyJIy HaKIeHBaOT TMKCTKy. 
IIpHMeHeHHIO I0MeIIIaOT Ilo 10 aMny.JJ C HHCTpyKLHeii no 
B IIBX/aOMHHMeB 6MCTep. IIpHMeHeHHO B I1BX/aOMMHIHeB 
Ilo 1 61CTepy B IIaKy KapTOHHyIO. 6ncTep. Io 1 6McTepy B Ia'Ky 

KapTOHHy; on cmayuoapo6: mo 2, 
3, 5 61MCTepOB B IIaHKy KapTOHHy0. 

14 Labelling / MapKpoBa According to ND / B cOOTBeTCTBMM C HJI. 

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1MIIHH0M 
Xpanene OT cBeTa MeCTe IpH TOMIIepaType He BIIIe 25 °C. He 3aMOpaKHBaT. 

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

API name / HaMenoBane ADC: Ketorolac Trometamol / Ker0po1aKa TpoMeTaMo 

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

2KTM0I20225 
Howep cep npo3Bopre AC: 

FP Manufacturer API Batch number / 
FESA00161 

HoMep cepn cy6cram npo3Bowren IJl: 

API Manufactured by & country/ Symed Labs Ltd., India/ 
IIpow3BopTe1 AC, crpaHa: CaiMep Jla6c JITA., HHJ1HR 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
TIpMeaHe: IIpOJ1yKT COOTBeTCTByeT Tpe6OBaHMM HJ 3a1oeMe: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / not{rorowh• Kumari IlpoBepeHo: Pravesh Rana Op06peHo: Mee[pep / PyKOBOIIMTeJ1 

1 
Pavan Kumar Sharma .. ) 

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

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, T e l a n g a n a ,  India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


