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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., 173 205, INDIA 

Tel . +£1901665500!  02 

www.drreddys.com 

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTropon1" (KeTOpOIaK) pacTBOp IUIH BHyTpHBeHHOT O H BHyTDHMIIIIeHHOTO BBCIeHH, 30 Mr/MI 

Batch No / : V250584 Batch Quantity/ : 454545 ampules/ 
Cep Nb O6eM cepnn 454545 aMnyJJ 
Analytical Report No/ :  890001825332 Date of Analysis/ : 04.08.2025 
AHaHTHecKHi oTeT N [JIaTa aa1u3a 
Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027 

Iara npo3BoncrBa 'To1en /o 

Analysis performed according ND / Aa1H3 pOBeIe no HJI: JII1-001365-230124 

Page 1 of5/CTp. 1  13 5 

No 

No 
Test / IloKa3are1% Results / Pe3yTaTL Specification / HopMa 

1 Description / Omcame Clear colorless solution. Clear colorless to slightly yellow color 
solution. / Ilpo3past pacTBop OT 
6eCLBeTHOTO IIO CBeTJJO-KeITOTO 
uIBeTa. 

I1po3paii 6eCLIBeTHIf paCTBOp. 

2 Identification / 

IOI1MHHOCT 

HPLC / B KX  

UV- spectrophotometry / 

yd-cneKTpOdOTOMeTpHA 

Complies as prescribed/ 

COOTBeTCTByeT 

Complies as prescribed/ 

COOTBCTCTByeT 

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 
yJIepKHBaHHH OCHOBHIX IIMKOB Ha 
XpOMaTOIpaMMe HCIBITyeMOTO 
paCTBOpa IIODKHI COOTBeTCTBOBaT 
BDeMCHaM VJICDHBaHIHI OCHOBHIX 
IHKOB Ha XpOMaTOrpaMMe 
CTaHIIapTHorO pacTBopa (pa3pen1 
«KOHHCCTBeHHOe OIIDeIIeICHHe») 

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 1 2 nm. / yd-cnCKTpM 
IIOTJIOLIIeHH HCITyeMorO paCTBOpa 
H paCTBOpa CTaHJIapTHOrO 06pa311a 
KeTOpoIaKa TDOMeTaMHHa B O61aCT 
OT 200 210 400 HM JIODKHI HMeTE 
MaKCHM yMBI 
322±2 HM . 

IIOTJIOIIIeHHM I1pH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IIpMeuae: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3a.10ewe: OIOBPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive/ 
IloJ1TOTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOIIMTeJ1 

4 f 
Amit Kumar \ 

­ <-4 
l 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 04.08.2025 Jlara: 04.08.2025 Jara: 04.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 5000?34, Telangana, I nd ia  
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mai l@drreddys.con 

CIN:L85195AP1984PLC004507 
www.drreys.com 
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Dr.Reddy's ;° 
CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulat ion Unit-6 

Vi l l .  Khol ,  alagarh Road, Baddi, 

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

Tei : +5919%165 5006l 02 

www.drreddys.com 

Product:/  
II, OT KT: 

Batch No I 
Ce1 1 No 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTop0J" KeTOJO1aK) paCTBOp JUIM BH' HBeHHOTO H BH' HMBIILIOHHOTO BBCIeHHM, 30 Mr/M1 

: V250584 Batch Quantity/ 454545 ampules / 
O6eM c e M M  454545 aMI J 

5 2 

06/2027 

2 f 5 /  C  p  

Date of Analysis/ 04.08.2025 

Jara anan3a 

: J11-001365-230124 

Date of Expiry / 

Fop1eH /Io 

: 07/2025 

- · : 890001825332 

Analysis erformed according ND / AaIM3 npoBeIeH 1IO 

Date of Manufacture / 

aTa I1 +0I13BO/ICTBa 

Analytical Report No I 
AHaHTHecKHi oTeT .N 

age 0 Tp. 3 

No 
Test / IloKa3are.E Results / Pe3yTar6I Specification / HopMa 

No 

3 Clarity / I1po3paocr Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Ona1eCLeHu1 
IpenapaTa He JIOJDKHa IpeBLILLIaT 
OnaeCLeHLIHO TaIOHa CpaBHHM I. 

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

IlOrIOILIeHHe IIOJDKHO 6IT He 6on1ee 
0,20 IpM IUIMHe BO1HI 430 HM. 

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

6 Particulate matter / MexaHeCKe BKIOHeHMH 

6A Visible particles/ Complies / CooTBeTCTByeT Should correspond to requirements. / 
BHIIHMIe HaCTMLIL B COOTBeTCTBHH C TDC~OBaHHIMH. 

6B Invisible particles / 
HeBHJIMMIe HaCTHII6I: 
1. Particles > 10 m /  49 not more than 6000 per ampoule / 

HacrHu pa3MepoM > He 6onee 6000 Ha aMny1y; 
10 MKM 

ii . particles > 25 m /  1  not more than 600 per ampoule / 
aCTHI pa'3MepoM ­ Hc Goree (00 HA AMI1y1y. 

25 MKM 
111. 

7 Related substances / PopeTBeHHIe IpHMeC 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IlpOyKT COOTBeTCTByeT Tpe6OBaHHM HII 3ax/oee: O/IOBPEHO 

Prepared by I Checked by/ Approved by: Manager/Executive / 
IloJrOTOBIeHO: Pravesh Rana IlpoBepeHo: Pardeep Kumar Op06peHo: Mee[pKep / PyKOBOIIHTeJJE 

' 
A1it Kua1 \  

f �/ 
J <- t  �  

Reprint Date I Reprint Date / Reprint Date / 
JlaTa: 04.08.2025 JlaTa: 04.08.2025 Jlara: 04.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad -00034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Emai l :  mail@drreddys.con 

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

CEPTMIKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vil .  Khol, Nalagarh Road, Baddi ,  
Distt. Solan, HP,, 173 205, INDIA 

T e l : + 9 1 5 6 1 6 6  5601 02 

www.drredudys.com 

Product:/  
II o,  KT: 

Batch No/  
Ce; 1 No 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeToo1 (KeTOpOIaK, paCTBO] HBCHHOTO M BH' MMIIIIeHHOTO BBCICHMM, 30 Mr/Mn1 

: V250584 Batch Quantity/ 454545 ampules I 
06eM c e r t  454545 aM I1 J  

5  3  

06/2027 

P 3 f 5 / C  

Date of Analysis/ 04.08.2025 

Jara aa13a 
: 07/2025 

· : 890001825332 

Date of Expiry / 

BO1CTBa Foe /Io 

erformed according ND / Aan3 m o e e  no HJI: II1-001365-230124 

Date of Manufacture / 

Analytical Report No/  
AHa.ITMeeKHi oTeT .N 

age 0 Tp. 3 

No 
Test / IIoKa3aTen1 Results / Pe3yJI6TaTLL Specification / HopMa 

No 

Impurity A / IIpHMec A 0 . 12% not more than 0.20 % I He 6onee 
0,20 %; 

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

not more than 0.50 % I He 6on1ee 

He mpenena o6HapyxeH (I1O= 
0,50 %; 

0.014 %) 

Impurity C /  TIpMee C Below LOD (LOD =0.010 %) I not more than 0 . 5 0 %  /  He 6on1ee 
He IpeeJ1a 06Hapyxen ([IO 0,50 %; 

= 0.010 %) 

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

not more than 0 .20% /  He 6oee 

He peen1a 06Hapye (TIO= 
0 ,20%. 

0.014 %) 

Individual unidentified Not more than 0 . 20% /  He 6onee 
impurity / EAMHHa Below LOQ (LOQ = 0.05%) / 0 ,20%. 
HeHIeHTHbHLIHpOBaHHa HKe IIpeIIeIa KOJIHHeCTBeHHOTO 
IIpHMeCE onpeeneHA (IKO =0.05%) 

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

8 Extractable volume / 10.3 ml/ 10.3 MIT Not less than 10.0 ml (collectively 
HaBIeKaeMIif 06eM measured volume ot IU ampoules)/ 

He MeHee 10,0 M1 (06eM, 
3MCDeHHI Ha OCHOBaHHH 
O6eIMHCHHOTO COJIepKIMOTO 10 
aMI1yJ1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe~0BaHHM HJI 3a10ee: OIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive I 
IloJroTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Op06peHo: Mee[pKep / PyKOBOIIMTeJ1E 

1 <4 
Amit Kumar 

' ,"'-;/ f 

Reprint Date / Reprint Date / Reprint Date / 
[Iara: 04.08.2025 JlaTa: 04.08.2025 JIara: 04.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 5000?4, Teangan, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreys.com 

CIN: L85195AP1984PLC004507 
www.drreys.com 



as 
Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTHOMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 

Vi l l .  Khoi ,  Na lagarh oad, Baddi, 

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

Te l .  + £ 1  915C 5001 02 

www.drreddys.com 

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

IIpOyT: KeTOpon1" (eTOpOIaK) paCTBOp JUI BIHyTpHBCHHOTO H BHyTpHMEILIIeHOTO BB[CHM, 30 M/Mn 

Batch No/  :  V250584 Batch Quantity / : 454545 ampules / 

Ce N O6eM cepHH 454545 aMmy 

Analytical Report No/ :  890001825332 Date of Analysis / : 04.08.2025 

AHaITHecKMii oTeT N [Iara a1am3a 

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

JIaTa 1po3BoncTBa Foe /Io 
Analysis performed according ND / Aa1H3 IpOBeIeH no HJI: JII1-001365-230124 

5 4 4 f 5 / C  p  age 0 TD. 3 

No 
Test / IIoKa3aren Results / Pe3y1TaTL Specification / HopMa 

Ni 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
BaxTrepaste /<=0.725 E/Mr Ketorolac Trometamol. / He 6on1ee 
HI0TOKCHHI 5,8 E/Mr KeTOp01aKa Tp0MeTaMHHa. 

10 Sterility (every 15th batch) / NA Must be sterile. I [oIeH 6LITE 
CTepnHOCT (II1 Ka/I0i CTepHJIBHBIM. 
15-oii cepm) 

11 Assay / KonecrBeoe 29.49 mg/29 .49 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»HAN»O% (KeTOpon1aKa 
TpOMeTaM01) B I Mn1I. 

12 Alcohol content / 3raHo/ 11 .96% From 10.60 % (v/v) to 13 , 10%(v/v) .  
I  

Or 10,60 % (06/06) 710 1 3 , 1 0 %  
(06/06). 

13 Packaging / NnaKoBKa 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 
10 ampoules and a patient information leaflet in 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 aMnyII H3 pack/ 
CBeT03LJIMTH0T0 cTeK1a TeMH0­ Ilo 1 MJJ B aMI1yJII H3 

K0pHHHeB0TO Kacca I (USP). B CB€T03aILIMTH0TO cTeK1a TeMH0­ 
BepxHe HaCTH aMIIVJII HaHeCCHI K0pHHHeBorO BeTa KIacca I (USP). B 
K0ILI0 H T0HKa JUI pa310Ma. Ha BepxHef aCTH aMIIyJILL HaHeCeHEI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
IlpMeae: IIpOIyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax0ee: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
loJroTOBeHO: Pravesh Rana IIpoBepeHo: Pardeep Kumar O106peHo: Mee[xep / PyKOBOIIHTeIE 

' 
<! 

Amit Kumar A 

! € 

Reprint Date / Reprint Date I Reprint Date I 
Jlara: 04.08.2025 Ila ra: 04.08.2025 Iara: 04.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 5G00?4, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drredys.com 
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Dr.Reddy's W;° 
CERTIFICATE OF ANALYSIS 

CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vill . Khol, Nalagarh Road, Baddi, 

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

Te l .  +512$166  500G; 02 

www.drreddys.com 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpO1VT: KeTOpon" (KeTOpOJ1aK) paCTBOp JUI1 BHyTDHBeHHOTO M BHVTpHMBIIIIOHHOTO BBe[ICHH, 30 Mr/MI1 

Batch No I : V250584 Batch Quantity I : 454545 ampules/ 
Cep No O6eM Cep 454545 aMnyJ1 

Analytical Report No I : 890001825332 Date of Analysis / : 04.08.2025 

AHaIHTeCKHii oTeT N? [Iara aan3a 

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

]Iara npo3Bo1cTBa Fo[en 2o 
Analysis performed according ND / Aa113 npOBeIeH I1O HI: JII1-001365-230124 

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

No 
Test / Iloa3are16 Results / Pe3y.1TaTl Specification / HopMa 

N 

aMIyJy HaKJIeHBOT TMKeTKy. KOJILLIO H TOHKa JUI pa310Ma. Ha 
Ilo 10 aMnyn c MHcTpyKuMef no aMIIyJIy HaKICHBaIOT THKeTKy. 
IpHMeHeHHO IIOMeIIIaOT lo 10 aMnyJ C HCTpyKue I1O 
I1BX/aOMHHHeBi 6HcTep. IpHMeHeHHO B I1BX/a1OMHHMeBHf 
[lo l 6McTepy B IaHKy KapTOHHyIO. 61HCTep. Ilo 1 6ncTepy B naKy 

KapTOHHyo; n cmayuoapo: no 2, 
3, 5 61CTepOB B IIaHKy KapTOHHyIO. 

14 Labelling / MapKup0Ba According to ND / B cooTBeTCTBHH c HJI 

15 Storage conditions/ In a place protected from light below 25 C. Do not freeze. / B 3au1IeHoM 
Xpanee oT cBeTa MecTe Ip TeMnepaType He BILIe 25 C. He 3aMOpaKMBaT. 

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

API name / HaMeoBame AC: Ketorolac Trometamol / Keropon1aKa TpoMeTaMon 

INN /MHH: Ketorolac / KeT0po1aK 

API manufacturer batch number/ 
2KTM0010125 

HoMep cep npo3Boren AC: 
FP Manufacturer API Batch number / 

FESA00073 
HoMep cep cy~crau npo3Bore1 IJId: 

API Manufactured by & country / Symed Labs Ltd., India/ 
IIpO3BOIIMTeI AC, erpaHa: Ca~wen Jla6c JITI., HIH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IHpMeae: IIpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax.m10eHe: OJIOEPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
TloJrOTOBIeHO: Pravesh Rana IlpoBepeo: Pardeep Kumar Ono6peno: Mee[pep / PyKOBOJIHTeJI 

: ! 
Amit Kumar 

A 

­ 
... 

Reprint Date / Reprint Date / Reprint Date / 
Jlara: 04.08.2025 Jlara: 04.08.2025 Iara: 04.08.2025 

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@drreys.con 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 


