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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoyKT: KeTopon1"(KeTOpOIaK) paCTBOp JUI BHVTpMBeHHOTO H BHVTDHMIIIIeHHOTO BBC[ICHHH, 30 Mr/MT 

Batch No/  :  V250666 Batch Quantity / : 454545 ampules I 
Cep No O6eM CepHH 454545 aMn1yJ1 
Analytical Report No/ : 890001830624 Date of Analysis / : 30.08.2025 

AaIHTHecKii oTeT Ng [Jlara aan13a 

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

[Iara 1po3Bo2cTBa Foe /10 

Analysis performed according ND / AHa1H3 npOBeIIeH IO HI: JII1-001365-230124 

Page 1 of 5/Crp.  1  1w3 5 

No 

No 
Test / IIoKa3are1 Results / Pe3y/16TaT Specification / HopMa 

1 Description / Oncae Clear colorless solution. I Clear colorless to slightly yellow color 
solution. / I1po3par pacTBop oT 
6eCLBeTHOTO JI0 CBTJIO-KeITOTO 
LIBeTa. 

Ilpo3pa 6ecLBeTHIM paCTBOp. 

2 Identification / 
IIoA/1HHOCT, 

HPLC/ BKX 

UV- spectrophotometry / 

V-cneKTpooToMeTpH 

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 
yIIepKHBHHH OCHOBHIX IIHKOB Ha 
XpOMaTOTpaMMe HCIITyOMOTO 
paCTBOpa IIODKHI COOTBeTCTBOBaT, 
BpeMeHaM yJICpKHBaHM OCHOBHBIX 
IIHKOB Ha XpoMaTorpaMMe 
cTaHIapTHOro pacTBopa (pa3men 
«KOJIMHeCTBeHHOe OIIpeIICJIeHHe») 

UV absorption spectra of the test 
solution and the solution of the 
standard sample of Ketorolac 
Tromethamine In the range trom '2UU 

to 400 nm should have absorption 
maxima at 322 ± 2 nm. / Vb-cneKTpI 
IIOrJIOIIICHHI HCIIITyeMOTO pacTBopa 
M paCTBopa CTaHIIapTHoro 06pa3ua 
KeTOpOIaKa TpOMeTaMHHa B O61aCTH 

OT 200 I10 400 HM II0JTKHI HMeT 
MaKCHM yMBl 

322±2 HM. 
nIOTJIOILIeHHH np 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IIpOyKT COOTBTCTByeT Tpe6OBaHHM HJI 3axmoenHe: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IloIroTOBeHo: Ramakant IHpoBepeo: Pardeep Kumar Op106peo: MeHeKep / PyKOBOIIHTeJ1 

• 
.' 

Amit Kumar ( 

}­ 
Reprint Date I 

\ 

Reprint Date / Reprint Date / 
Jlara: 30.08.2025 Jlara: 30.08.2025 Jlara: 30.08.2025 

Registered Office: 8-2-337, Road No. 3, Benjara 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 



e­ 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulat ion Unit-6 
Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P,, 173 205, 1 N DI A  

Tel. +91 98166 50001-02 

www.rreddys.com 

Product:/ 
II oIyKT: 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTOpOJ" (KeTOJOIaK, MBCHHOTO H BI HMILIJeHHOTO BB€II€HIM, 30 Mr/MI 

Batch N o /  
C e1 1  .No  

:  V250666 Batch Quantity/ 454545 ampules/ 
O6eM c e D II  454545 aMIT J1 

Analytical Report No I 
AHawTHecKHi oTeT Ng 

: 890001 830624­ Date of Analysis/ 30.08.2025 

Iara anan3a 

07/2027 : 08/2025 Date of Manufacture / Date of Expiry / 
JIaTa no13BocTBa [TopeH /0 

Analysis erformed accordin; ND / AHa1H3 IpOBeIeIH 1O HJI: II1-001365-230124 

5 2 P 2 f  5  /  C  age 0 TD. M3 

No 
Test / IIoKa3aTe16 Results / Pe3yJTaTL Specification / HopMa 

No 

3 Clarity / I1po3paocT Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Oma1eCIIeHLIM 
penapaTa He JI0IKHa IIpeBILIJaTL 
0IIaIeCLIeHLIHO Ta10Ha CpBHeHH I. 

4 Color / LIBeTHOCT 0.04 Absorbance should be not more than 
0.20 at 430 nm. I 
I[Or1OIIIeHHe JI0DKH0 6IT He 6onee 
0,20 I1pH JUIHHe B0IH5I 430 1HM. 

5 pH 7.3 From 6.9 to 7 . 9 . /  OT 6,9 10 7,9. 

6 Particulate matter / MexaHeCKe BKJIOHeHHH 

6A Visible particles / Complies / CooTBeTCTByeT Should correspond to requirements. / 
BIIMMI HaCTHLII B C00TBeTCTBHH C TDe6OBaHHHMH. 

6B Invisible particles / 
HeBJIHMIe HaCTHIII: 
I. Particles > 10 m /  137 not more than 6000 per ampoule / 

HacTMI pa3MepoM 2 He 6onee 6000 Ha aMI1yy; 
10  MKM 

11. particles 25 m /  2  not more than 600 per ampoule / 
acTu pa3MepoM He 6oee 600 Ha aMIyJ1y. 
25 MKM 

111. 

7 Related substances / PopcrBeHHIe IIpHMecH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IIpMeae: IlpOyKT COOTBeTCTByeT Tpe60Ba1HAM HJI 3a.mnoeHe: OIIOBPEHO 
Prepared by I Checked by I Approved by: Manager/Executive / 
IloIrOTOBeHO: Ramakant IlpoBepeo: Pardeep Kumar Op06peHo: Mee;pxep / PyKOBOJIHTeJIE 

4. 
Amit Kumar 

A 

<! 
-­ Reprint Date I \ Reprint Date I Reprint Date I 
' Jlara: 30.08.2025 Jlara: 30.08.2025 Jlara: 30.08.2025 

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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Dr.Reddy's KW;° 
CERTIFICATE OF ANALYSIS 

CEPTHDMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vill . Khol, Nalagarh Road, Baddi, 

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

Tel : +01 98166 56001-02 
www.rreddys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoVKT: KeTOpon1" (KeTOpO1aK) paCTBOp JI1H BHVTDMBeHHOTO M BHVTpHMIIIIeHHOTO BBeIIeHH, 330 MT/MI 

Batch No/ :  V250666 Batch Quantity/ : 454545 ampules / 
Cep No O6eM CepHH 454545 aMnyJu 

Analytical Report No/ :  890001830624 Date of Analysis / : 30.08.2025 

AHaITHeeKHi oTeT N [aTa aan3a 

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

JIaTa 1po3Bo/ICTBa FoIe /10 

Analysis performed according ND / AHa13 poBeen IO HJI: JI1-001365-230124 

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

No 
Test / IloKa3aTen1 Results / Pe3y1TaTI Specification / HopMa 

.Ni 

Impurity A / IIpMMec A 0.09% not more than 0.20% I  He 6on1ee 

0,20%; 

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

not more than 0 .50% I  He 6on1ee 

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

0.014 %) 

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

Hwe npen1en1a 06HapyKeHH (IIO 0,50%; 

= 0 .010%) 

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

not more than 0.20 % / He 6onee 

Hoe npenena o6HapyKe (IIO = 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 

impurity / EnMHa Below LOQ (LOQ = 0.05%) / 0,20%. 
HeHJIeHTHp HLIHpOBaHHa HoKe npeIIe1a KOJIHHeCTBeHHOTO 

IIpHMeC onpeneneHHR (TIKO =0.05%) 

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

8 Extractable volume / 10.5 ml /  10.5 MJJ Not less than 10.0 ml (collectively 
Ha1eKaeMIi 06eM measured volume of 10 ampoules)/ 

He Meee 10,0 Mn1 (06eM, 
M3MepeHHEH Ha OCHOBaHHH 
O6&J1IHeHHOTO COJICpKMoro 10 
aMny.n1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHIM HII 3ax.oeHe: OJIOEPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
lo1roTOBIeHO: Ramakant IlpoBepeno: Pardeep Kumar Op06peHo: Mee;prep / PyKoBop1Te 

@ 
Amit Kumar 

-2 .I 
Reprint Date / ' Reprint Date / Reprint Date / I 

Jlara: 30.08.2025 Jlara: 30.08.2025 Jlara: 30.08.2025 

Registered Office: $-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 



­ Dr.Reddy's W;° 
CERTIFICATE OF ANALYSIS 

CEPTMDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 
www.rreddys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyRT: KeTopo" (KeTOpOIaK) paCTBOD JI1 BHVTpHBCHHOTO M BHyTpHMEIIIIHHOTO BBeJIeHH, 30 Mr/Mn 

Batch No/  :  V250666 Batch Quantity/ · : 454545 ampules/ 
Cep No 

; 

06eM Cep 454545 aMn1y. 

Analytical Report No / : 890001830624 Date of Analysis / : 30.08.2025 

AaHTHeCKH oTeT No JIaTa aan3a 

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

[Iara npo3Bop1cTBa Foe 21o 
Analysis performed according ND / Aan3 npoBeIeH no HJI: JII1-001365-230124 

5 4 4 f5  I C  p  age 0 Tp. H3 

No 
Test / IloKa3are2 Results / Pe3yTaTL Specification / HopMa 

No 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
BaKTepHanHIe /<=0.725 E3/Mr Ketorolac Trometamol. I He 6o1ee 

HIOT0KCHHEI 5,8 E/MT KeTOp01aKa TpOMeTaMHHa. 

10 Sterility (every 15th batch) / Complies / CooTBeTCTByeT Must be sterile. I ]loxeH 6IT 

CTepIHOCT6 (2111 Ka2I0if CTepIHIM. 
15-oi cep) 

11 Assay / KonecrBeoe 30.81 mg / 30 . 8 1  Mr From 27.0 mg to 33.0 mg of 
onpepeneHe CoH42NO« (Ketorolac Trometamol) 

per 1 mL / Or 27,0 Mr I10 33,0 Mr 
Co1HANO% (KeTOpoIaKa 
TD0MeTaMO1) B I MI. 

12 Alcohol content/ raHon 11.76 % From 10.60 % (v/v) to 13 , 10  % (v/v). 
I 

Or 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 
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 
IO ampoules and a patient information leaflet 1n a 
information leaflet 1n 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 MI B aMIIyJIL 3 pack/ 
CBeTO3a1IMTHOTO cTeKIa T€MHO­ Ilo 1 MJI B aMIIy.JILL 3 

KOpHHHeBOTO Knacca I (USP). B CBeTO3aIIIHTHOTO cTeK1a TeMHO­ 
BepxHe aCT aMIyII HaHeCeHI KopHHHeBOTO IBeTa KIaCca I (USP). B 

KOJIIIO H TOHKa II pa3n10Ma. Ha BepXHef aCTM aMIIyJII HaHeCeHEI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
lpMeaHe: IIpOIIyKT COOTBeTCTByeT Tpe6OBaHHAM HI 3ax/oee: O/IOBPEHO 
Prepared by I Checked by I Approved by: Manager/Executive/ 
IloroTOBIeHO: Ramakant IIpoBepeo: Pardeep Kumar O106peHo: Mee/pep / PyKOBOJIHTeJ1 

.ls 
Amit Kumar 

4 

! y,,- 
Reprint Date / ' Reprint Date / Reprint Date / ' 

Jlara: 30.08.2025 Jlara: 30.08.2025 Jlara: 30.08.2025 

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, Email :  mail@drreddys.com 

CIN:  LS5195AP1984PLC004507 
www.drreddys.com 



Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIVKT: KeTOpOn" (KeTOpOJIaK) paCTBOD JULH BHyTDpHBeHHOTO M BHyTpHMILIIOHOTO BB&IHM, 30 Mr/M 

Batch N o /  :  V250666 Batch Quantity I : 454545 ampules / 
CepI No O6eM cepnn ' I 454545 aMny1 

Analytical Report N o /  -  -:-890001830624 Date of Analysis / : 30.08.2025 

AHaITMeeKHi oTeT N Iara aan3a 

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

)Iara 1po13Bo1cTBa Foe /10 

Analysis performed according ND / Aman3 1poBeen no H/I: JII1-001365-230124 

5 5 5 f 5 /  C  p  

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l i .  Khol, Nalagarh Road, Baddi, 

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

Tei : +91 96166 56001-02 

www.drreddys.com 
CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHA.JI3A 

age 0 TD. 1H3 

No 
Test / IIoKa3aTen Results / Pe3y16TaTI Specification / HopMa 

No 

aMIIyJIy HaKJICHBaOT THKeTKy. KOJI5LIO H TOKa JUI pa3n10Ma. Ha 
IIo 10  aMnyJI C HHCTpyKLMei no aMIyJIy HaKIeHBaOT THKeTKy. 
IIpHMeHCHHIO IIOMeLLIaIOT Ilo 10  aMIIy.JI C HHCTpyKLIMe no 
B IIDX/aOMHMCBIi 61HcTep. IIpMeHeHMIO B I1BX/amoMMHeRt 
Ilo I 61MCTepy B IaKy KapTOHHyO. 6McTep. IHo 1 6cTepy B IIaKy 

KapTOHHyo; On cmayuoapo6: no 2, 
3, 5 61MCTepOB B IIaKy KapT0JHyO. 

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

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3a1LIMIIIeHHOM 
Xpanene oT cBeTa MecTe Ip TeMnIepaType He BILIIe 25 C. He 3aMOpaKHBaTL. 

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

as 
Dr.Reddy's KW;° 

API name / HauMeoBane AC: Ketorolac Trometamol / KeTOpOnaKa TpoMeTaMo1 

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

2KTM0120225 
HoMep cep npo3Boren AC: 

FP Manufacturer API Batch number / 
FES A00161 

HOMcp cepI Cy~cTaIII IpOI3Boren FI: 

API Manufactured by & country/ Symed Labs Ltd., India/ 
IIposozren AC, crpaua: CaiMeI la6c JIrI., HHI1H 

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
lpMeawe: IIpOyKT COOTBeTCTByeT Tpe6OBaHHM HI 3ax1oeHe: OJIOPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
loJroTOBIeHO: Ramakant IIpoBepeo: Pardeep Kumar On06peHo: Mee[pxep / PyKOBOJIHTeJI 

@ 
Amit Kumar \.... 

d y/ 
Reprint Date I Reprint Date I Reprint Date I 
Jlara: 30.08.2025 Iara: 30.08.2025 Jlara: 30.08.2025 

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: L85195AP1984PLC004507 
www.drreddys.com 


