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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMbMKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi l l .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 $3166 56001-02 

www.drreddys.com 

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpon" (KeTOpOaK) paCTBOp JI1 BHyTpMBeHHOTO H BHVTpHMBILIIeHHOTO BBeIeHH, 30 Mr/MJ1 

Batch No/  :  V250623 Batch Quantity I : 454545 ampules/ 
Cep No O6eM cep 454545 aMnyJI 
Analytical Report No/ :  890001825681 'Date of Analysis/ : 05.08.2025 -·  
AanTHecKHi oTeT N [/Iara aa13a 

Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 
JIaTa mp0H3BoIcTBa 'Foe /0 

Analysis performed according ND / AHa21I3 IpOBeIeIH 10 HI: JII1-001365-230124 

Page 1 of5/C T D .  1  1a3 5 

No 

N2 
Test / IHoKa3are1 Results / Pe3y.nTaTL Specification / HopMa 

I Description / Oncae Clear colorless solution. Clear colorless to slightly yellow color 
solution. / Ilpo3past~ pacTBop OT 
6eCIIBeTHOTO IIO CB&TIO-KeITOTO 
LuBeTa. 

IHpo3par 6eCLBeTH6I paCTBOp. 

2 Identification / 
IO/JIWHHOCT 

HPLC/ BKX 

UV- spectrophotometry / 

yd-cneKTpObOTOMeTpH 

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 
yIIeDKHBaHHH OCHOBHIX IIHKOB Ha 
XpOMaTOIpaMMe HCIITyeMOTO 
paCTBOpa IOKHEI COOTBeTCTBOBaT 
BpeMeHaM yJIeDKHBaHHT OCHOBHIX 
IIHKOB Ha XpOMaTOrpaMMe 
CTaIIapTHOrO pacTBopa (pa3pen1 
«KOHHeCTBeHHOe OIIpeIICIeHHe») 

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-cneKTpL 
IIOFJIOIIICHHI HCIITyeMOTO paCTBOpa 
M pacrBopa CTa/aprHoro 06pa31a 
KeTOpOJIaKa TpOMeTaMHHa B O61aCTH 

OT 200 J10 400 HM IIOJJKHEI HMeT 

MaKCHM yMI 

322±2 HM. 
nIOTJIOIIIHH Ip H 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HII 3ax1oeHe: OIIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 
lo1roTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBOIIHTeJI 

• 
p 

Amit Kumar t 
I 

}-­ </ 

Reprint Date I Reprint Date I Reprint Date I 
Jlara: 05.08.2025 Iara: 05.08.2025 JIara: 05.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls, Hyderabad -500O34, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:  mail@drreddys.con 

CIN: L85195AP1984PLC004507 
www.drredys.com 



­ Dr.Reddy's YW;° 
CERTIFICATE OF ANALYSIS 

CEPTMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol ,  Nalagarh Road, Baddi, 

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

Tel • + 9 1 € 1 5 €  56001 02 

www.drreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpOn" (KeTOpOIaK) paCTBOD JI11 BHVTpHBCHHOTO M BHyTDHMIIIIOHHOTO BBeIeHHA, 30 Mr/M1 

Batch No/  :  V250623 Batch Quantity / : 454545 ampules / 
Cep No O6eM CeDHH 454545 aMn1yJ1 

Analytical Report No/  :  890001825681 Date of Analysis / : 05.08.2025 
AHaITHeeKHii oTeT N? Jara aa.n3a 

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 
JlaTa 1po0H3BO/I€TBa FoIeH 210 

Analysis performed according ND / AHa1H3 npoBeIe no HI: II1-001365-230124 
5 2 2 f5  I C  p  age 0 Tp. 3 

No 
Test / IloKa3aTe1 Results / Pe3yTaTI Specification / HopMa 

.N2 

3 Clarity / IIpo3panocrL Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Onan1eCLIeHLIH 
penapara He JI0JDKHa IpeBBILLJaT 
OIaneCLIeHLIMO Ta1OHa CpaBHeHH I. 

4 Color / LIBeTHOCT 0.04 Absorbance should be not more than 
0.20 at 430 nm. / 
IlOrIOILIeHHe JIOJTKHO 6IT He 6on1ee 
0,20 Ip JUIIIIC 1OJI1LI 430 11M. 

5 pH 7.3 From 6.9 t0 7. 9 . / O T  6,9 I10 7,9. 

6 Particulate matter / MexaHecKHe BK/IOHeHHH 

6A Visible particles / Complies / CooTBeTCTByeT Should correspond to requirements. / 
BHJIHMIe HaCTHLIBI B COOTBeTCTBHH C Tpe6OBaHHHMM. 

6B Invisible particles / 
HeBMIMMIe HaCTHLIEE: 

1. Particles > 10 m /  54 not more than 6000 per ampoule / 
HacTMLI pa3MepoM > He 6oee 6000 Ha aMny1y; 
10 MKM 

ii. particles z 25 m/ 1  not more than 600 per ampoule / 
HaCTHuI pa3MepoM He 60nee 600 Ha aMnyIy. 
25 MKM 

. . .  
111. 

7 Related substances / PocTBeHHIe IIpHMeCH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IIpMeae: IlpoJIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax.noeHe: OIOBPEHO 

Prepared by I Checked by I Approved by: Manager/Executive / 
TloITOTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBOJIMTeJI 

¥ .4 
Amit Kumar 

r: 
Reprint Date / Reprint Date I Reprint Date / 
Jlara: 05.08.2025 Jlara: 05.08.2025 [Iara: 05.08.2025 

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

CIN: L85195AP1984PLC004507 
www.drredys.com 



s 

Dr.Reddy's YW;° 
CERTIFICATE OF ANALYSIS CEPTMDHKAT AHA.JIM3A 

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

Vi l l .  Chol, Malagarh Road, Baddi, 

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

Te!: : 9191€6 5600! 02 

www.drredys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml IIpoIVKT: KeTOpO" (KeTOpOaK) paCTBOp JUI BHyTpMBeHHOTO H BHyTDHMLIIIIeHHOTO BBCIeH, 30 Mr/M Batch N o /  :  V250623 Batch Quantity / : 454545 ampules / Cepn No O6eM cep 454545 aMI1yJ1 Analytical Report No/  :  890001825681 Date of Analysis / : 05.08.2025 AHa1MTHHecKii oTeT N? Iara a1an13a Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 Iara 1po3Bo/IcTBa Tope 2I10 Analysis performed according ND / Aa3 npOBeIe1 10 HJI: JI1-001365-230124 

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

No 
Test / IIoKa3are1 Results / Pe3yITaT6I Specification / HopMa 

No 

Impurity A /IlpmMec A 0.12% not more than 0 .20% I  He 6onee 
0,20%; 

Impurity B /TIpMec B 
BelowLOD (LOD =0.014 %) / 

not more than 0.50 % I He 6o1ee 

Hwe npepena O6HapyxeH (IO= 
0,50 %; 

0 .014 %) 

Impurity C /  IIpHMec C BelowLOD (LOD =0.010 %) / not more than 0 . 50% /  He 6on1ee 

Hoe npeIIena 06HapyKen (TIO 0,50 %; 

= 0 , 0 1 0 % )  

Impurity D /IIpMec D 
BelowLOD (LOD =0.014 %) / 

not more than 0 . 20% /  He 6on1ee 

Hoe tpenen1a o~HapyKeHH (IO= 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0 .20% /  He 6on1ee 
impurity / EIMHa Below LOQ (LOQ = 0.05%) / 0,20%. 
HeHJIeHTH]HLIHpOBaHHa HKe IIpeIIeIa KOJIMHeCTBeHHOTO 
IpHMeC onpeIeneHA (IIKO =0.05%) 

Total impurities / CyMMa 0.1 % Not more than 1 .50 % / He 60nee 
npMeceif 1,50 %. 

8 Extractable volume/ 10.4 ml/ 10.4 MJI Not less than 10.0 ml ( collectively 
M3B.1eKaeMIii 0~eM measured volume or I~ ampoules)/ 

He Meee 10,0 MI (061eM, 
H3MODCHHI Ha OCH0BaHHM 
O6eJIHeHHOTO C0IIepKHMOTO 10  
aMny.n1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
HpMeae: IHpOyKT COOTBeTCTByeT Tpe6OBaHHM H[I 3am1oenHe: OJIOPEHO 
Prepared by I Checked by I Approved by: Manager/Executive / TionroTOBneHO: Prave{na IIpoBepeo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOIIHTeJ1 

Amit Kumar A 
p 

('- -- ------ CV 

' Reprint Date / Reprint Date / Reprint Date/ 
Jlara: 05.08.2025 JlaTa: 05.08.2025 Jlara: 05.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls,  Hyderabad -500034, Telangana, India 
Te!: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHA.JIM3A 

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

Vil !  Khol, Nalagarh Road, Baddi, 

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

Te l .  +91 93166 56001 02 

www.drreddys.com 

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

IIpoIyKT: KeTopO1" (KeTOpO1aK) paCTBOD JI1H BHyTDHBeHHOTO M BHVTpHMBILIeHHOTO BBeJIHM, 30 Mr/M1 

Batch No/  :  V250623 Batch Quantity/ : 454545 ampules / 

Cep No O6eM Cep 454545 aMI1yJ1 

Analytical Report No/ ·  -  -  :  890001825681 Date of Analysis / : 05.08.2025 

AHaHTHecKHi oTeT .No /Jlara aan3a 
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 

Iara 1po3Bo€TBa FoIeH /10 

Analysis performed according ND / Aa/I3 poBeIeH 10 HJI: JI[1-001365-230124 

5 4 4 f 5  /  C  p  age 0 Tp. 1H3 

No 
Test / Hoa3aTen1L Results / Pe3y./1T2TL Specification / HopMa 

N% 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
BaKTepaHLIe /<=0.725 E/Mr Ketorolac Trometamol. / He 6oee 
HII0TOKCHHE 5,8 E/MT KeTOp01aKa TpOMeTaMHHa. 

10 Sterility (every 15th batch) / NA Must be sterile. I JIoJKeH 61TE 
CTepJHOCTL (III Ka0if CTCpHJIH6IM. 
15-oi cepm) 

11 Assay / KonecrBemoe 29.98 mg /29 .98  Mr From 27.0 mg to 33.0 mg of 
onpe/re.neHne CoH»NO« (Ketorolac Trometamol) 

per 1 mL / Or 27,0 MT I10 33,0 Mr 
CoHANO¢ (KeT0po1aKa 
TpOMeTaMOJ1) B I MI. 

12 Alcohol content / raon 11.70% From 10.60 % (/v) to 13 , 10  % (v/v). 
I 

O1 10,60 % (06/06) /10 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. I O  ampoules and a patient 
IO ampoules and a patient information leaflet 1n 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 
IIo 1 MJI B aMIIyJJBI 3 pack/ 
CBeTO3a1LIHTHOTO cTeKIa TeMHO­ IIo 1 MI B aMIyJII H3 
KOpHHHeBOTO Kacca I (USP). B CBeTO3aILIHTHOTO cTeKIa TeMHO­ 
BepxHe aCTH aMIIyJII HaHeCeHI KOpHHHeBoro uBeTa KIacCa I (USP). B 

KOJTELIO M TOHKa JI1 pa3n0Ma. Ha BepxHe aCTM aMIIyJJBI HaHeCeHL 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
HpMeaHe: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax.moee: O/IOBPEHO 
Prepared by / Checked by/  Approved by: Manager/Executive/ 
IlonroTOBneHo: Pravesh Rana IIpoBepeo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBoIIHTe1 

# t 
Amit Kumar « 

-­ ' Reprint Date / Reprint Date I Reprint Date / 
Jlara: 05.08.2025 Jlara: 05.08.2025 Jlara: 05.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50004, Telangana, India 
Te!: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.con 

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

CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H . P. ,  1 7 3  205, I N D I A  

T e l :  9 1 9 8 1 5 6  5001 02 

www.drredys.con 

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
II»oIyKT: KeTOpO1" (KeTOJOIaK) aCTBOJ HBeHHOTO H BHT 'HMBJIIICHHOTO BBeIeHHA, 30 Mr/M. 

Batch No / : V250623 Batch Quantity/ 454545 ampules/ 
C e a  No  O6eM c ep n  454545 aMn1y 

Analytical Report No/ :  890001825681 Date of Analysis/ 05.08.2025 
AHa1TMeeKH oTer No ~Jlara aam3a 
Date of Manufacture / : 07 /2025 Date of Expiry/ 06/2027 

JIaTa I03Bo/ICTBa 'FOIeH 10 
Analysis performed according ND / Anan3 npoBeIen no HJI: II1-001365-230124 

Page 5 of 5 / CT .  5  3  5  

No 
Test / HoKa3aTe01 Results / Pe3y1TaTI Specification / HopMa 

No 

aMIyJIy HaKICHBaOT THKCTKy. K0JI5LI0 M TOHKa 2U1 pa3J10Ma. Ha 

Ilo 10 aMnyJI C HHCTpyKLIHe nIO aMIIyJIy HaKJIeHBaOT 3THKCTKy. 
IIpHMeHCHHO IIOMeIIIaOT Flo 10 aMnyJI C HHCTpyKLe no 
B I1BX/aOMHHHeBI; 6CTep. IpMeHeHMIO B I1BX/aOMMHMeBI% 
lo I 6nMCTepy B IIaHKy KapTOHHyIO. 6ncTep. Ilo 1 6HcTepy B IIaHKy 

KapT0HHyO; On cmayuonapo: no 2, 

3, 5 61MCTepOB B IIaHKy KapTOHHyO. 

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

15 Store condition/ In n plnco protected from light helow 5 ·¢ p)0 not freee / R eHHOM 

Xpawee oT cBeTa MecTe Ip TeMnepaType He BBIIIe 25 °C, He 3aMOpaBaTL. 

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

API name / HaueHoBae AC: Ketorolac Trometamol / KeToponaKa TpoMeTaMon 

INN /MHH: Ketorolac / Keropon1ax 

API manufacturer batch number / 
2K TM0120225 

HoMep cepn npo3Boren AC: 

FP Manufacturer API Batch number/ 
FESA00I61 

HoMep eep ey6craHu npo3Bowren DJ: 

API Manufactured by & country I Symed Labs Ltd., India/ 
IIpo3BoHTe.JI AC, crpaHa: CaMen la6c JITI., HJ1H 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax1oeHe: OIOBPEHO 

Prepared by I Checked by I Approved by: Manager/Executive / 
IlonroToBnIeHO: Pravesh Rana IIpoBepeo: Pardeep Kumar Op106peHo: Mee[pep / PyKOBOIIMTeJ16 

' 
Amit Kumar k 

<! .­ ]  «  

I  
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 05.08.2025 Iara: 05.08.2025 Jlara: 05.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drredys.com 


