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Dr.Reddy's Y;° 
CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHA.JIH3A 

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

Vi l .  Khol, Malaga rh  Road, Badi, 

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

Tel : +51 53166 56001-02 

www.rredys.com 

Product :/  
II OT KT: 

Batch No/  

Ce 1 .No 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTOpO1 (KeTOJOI1aK) JaCTBO] HBeHHOTO M BH' MMBIIIeHHOTO BBeIIeHHH, 30 Mr/MI 

: V25066 l Batch Quantity/ 454545 ampules / 
O6eM c e m M  454545 aMI IJ 

Analytical Report No/  
AHa.IHTHeeKH oTeT N 

: 890001828822 Date of Analysis/ 21.08.2025 

ara aHa13a 
Date of Manufacture / : 07 /2025 
Iara n,+013BO€TBa 

Analysis performed according ND / AHa13 1 

Date of Expiry/ 06/2027 

To[Ie I10 

oBene no HI: JII1-001365-230124 

Page 1 of 5 /  Crp. 1 13 5 

No 

No 
Test / Toa3are Results / Pe3y1Ta1I Specification / Hopwa 

1 Description / Oncaune Clear colorless solution. Clear colorless to slightly yellow color 
solution. / IHpo3par paCTBOp OT 
6eCLBeTHOTO IIO CBOTJIO-KeITOTO 
uIBeTa. 

I1po3pasri 6ecLBeTHI paCTBOp. 

2 Identification / 
IlOJIHHHOCT 

HPLC / BKX 

UV- spectrophotometry I 

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) / BpeMeHa 
yIIepKMBaHHI OCHOBHIX IIHKOB Ha 
XDOMaTOTpaMMe HCIITyeMOrO 
DaCTBOpa IIOTKHI COOTBeTCTBOBaT 
BDeMeHaM VIICDKHBaHHI OCHOBHIX 
IIHKOB Ha XpOMaTOIpaMMe 
cTaHIIapTHoTO pacTBopa (pa3ne1 
«KOJIeCTBeHHOe OIpeIIeICHHe») 

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 777 4 7  nm /V«-cneKTpM 

IOTJIOIIICHHH HCIIITyeMOTO paCTBOpa 
M paCTBopa CTaIapTHoro 06pa3ua 
KeTOpoIaKa TpOMeTaMHHa B O61aCTH 
OT 200 I10 400 HM IODKHI MMeT 

MaKCHMyMI 

322±2 HM. 
IIOTJIOIIIeHHH IpH 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJ[ 3am1oee: OIOBPEHO 
Prepared by/  Checked by/ Approved by: Manager/Executive / 
IloTOTOBJIeHO: Sarita IlpoBepeo: Pravesh Rana On106penHo: Mee/pxep / PyKOBOJIHTe1 

­ 
{ Pavan Kumar ShnfIIlll y 

t- 

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

Registered Office: $-2-337, Road No. 3, Benjara Hi l 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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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoVT: KeTOpon1" (KeTOpOIaK) paCTBOp III» BHVTDHBeHHOTO H BHVTDHM6ILIIOHOTO BBeICHHH, 30 Mr/MI 

Batch N o /  :  V250661 Batch Quantity / : 454545 ampules / 
CepH No O61eM CeDHH 454545 aMI1yJ1 
Analytical Report N o /  :  890001828822 Date of Analysis / : 21.08.2025 

AamITHecKHi oTeT N? Jara anan13a 
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 

JIaTa npom3Bop1cTBa Foe1 210 

Analysis performed according ND / AHa1H3 npoeeH nO HI: II1-001365-230124 

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

No 
Test / Iloa3are.n1» Results / Pe3yTaTi Specification / HopMa 

No 

3 Clarity / I1po3paocrs Complies / COOTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Ona1eCLIeHLIM 
IpeIapaTa He JIOJDKHa IIpeBILLIaT 
OIaIeCIIeHLIMO Ta10Ha CpaBHeHHM I. 

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

IlornOLICHHe IODKHO 6IT He 6oee 
0,20 Ip JUIHHe BOJ1HI 430 HM. 

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

6 Particulate matter / MexaeCKe BKJIOeHHH 

6A Visible particles/ Complies / CooTBeTCTByeT Should correspond to requirements. / 
BHJIMIe HaCTHLII B COOTBeTCTBHH C TpeOBaHHHMH. 

6B Invisible particles / 
HeBHJIHMIe HaCTHLII: 
1. Particles 2 10 m /  59 not more than 6000 per ampoule / 

HacTHuI pa3MepoM> He 6onee 6000 Ha aMIy1y; 
10 MKM 

11. particles > 25 m /  1  not more than 600) per amponle / 
HacTMLI pa3MepoM He Goree 600 Ha aMnyIy. 
25 MKM 

iii. 

7 Related substances / PocrBeHIe IIpHMecH 

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

CIN: L85195AP1984PLC004507 

www.drreddys.com 

& 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpMeaHe: IlpOIyKT COOTBeTCTByeT Tpe60BaHMM HJI 3a1oee: OIOBPEHO 

Prepared by / Checked by I Approved by: Manager/Executive I 
IloJrOTOBIIeHO: Sarita IlpoBepeno: Pravesh Rana OJ06peo: Mee;pep / PyKoBoHTeJ1 

9 

' 
Pavan Kumar Sharma :C 

I 
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Jlara: 23.08.2025 JlaTa: 23.08.2025 

Rey,istered Otiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - bUu3, Telangana, In1a 
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CEPTMDHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpOIyKT: KeTOpo (KeTOpOIaK) paCTBOD JIIH BHVTpHBeHHOTO M BHyTpHMIIIIeHHOTO BBeIIeHM, 30 M/M1 

Batch No/  ·  :  V250661 Batch Quantity / : 454545 ampules / 
Cep N O6eM CepH 454545 aMnyn 
Analytical Report No / : 890001828822 Date of Analysis / : 21.08.2025 

AHa.THecKH oTeT No Jara aamr3a 
Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027 

[Iara 1po3Bo€TBa Foe 210 

Analysis performed according ND / AHan3 npoBeIeH no HJI: JII1-001365-230124 

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

No 
Test / IloKa3are1» Results / Pe3y/1TaTI Specification / HopMa 

N? 

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

Impurity B / TIpMec B 
Below LOD (LOD =0.014 %) I 

not more than 0.50 % I He 6onee 

Hwe npenena O6HapyKeH (I1O= 
0,50 %; 

0.014 %) 

Impurity C /  IIpMec C Below LOD (LOD =0.010 %) / not more than 0 . 50% /  He 6o1ee 

HKe mpeena O6HapyKeHM (TIO 0,50 %; 

= 0.010 %) 

Impurity D /TIpMec D 
Not detected / He o6apyxeHa 

not more than 0 .20% /  He 6onee 
0,20%. 

Individual unidentified 
Below LOQ (LOQ= 0.05%) / Hwe 

Not more than 0 .20% /  He 6onee 
impurity / EI1HHHHa 0,20%. 
HeMJIeHTHpHLIMpOBaHHa 

IIpeIIe1a KOJIHHeCTB&HHOTO 

IIpHMeC 
onpe[eJeHM (IIKO =0.05%) 

Total impurities / CyMMa 0.1 % Not more than 1 .50 % I He 6on1ee 
npMecef 1,50 %. 

8 Eu atable vuluue / 10.2 ml/ 10.2 u Not lc33 than 10.0 ml (collectively 
MB1eKaeMIii 06eM measured volume of 10 ampoules)/ 

He MeHee 10,0 M1 (06eM, 
H3MCDCHHIf Ha OCHOBaHHH 
O66eIMHeHHOTO COJIepKMorO 10 
aMn1y.n1) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeaHe: IlpOIIyKT COOTBeTCTByeT Tpe60BaHHAM HJI 3am1oeme: O/IOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive/ 
IlOJIrOTOBIeHO: Sarita IIpoBepeo: Pravesh Rana O�o6petto: Mette)\>Kep / Py•b• 

2 

' 
Pavan Kumar Sharma 

/� 
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 23.08.2025 Jlara: 23.08.2025 Jlara: 23.08.2025 

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

IIpOyKT: KeTOpon"(KeTOpOnIaK) paCTBOp JUI BHyTDHBCHHOFO H BHyTDHMBHIIeHHOTO BBeIHH, 30 Mr/M1 

Batch No / : V250661 Batch Quantity / : 454545 ampules I 

Cep No O6eM cepuH 454545 aMn1yJI 

Analytical Report No I : 890001828822 Date of Analysis / · · : 21.08.2025 

AHa.JTHecKMi oTeT N? IaTa aan3a 
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 

Jara npo3Bo1cTBa Foe /10 

Analysis performed according ND / AHa1H3 poBeIeH 1O HJI: II1-001365-230124 

5 4 4 f 5  /  C  P  age 0 Tp. H3 

No 
Test / IHoKa3are.n1 Results / Pe3yTaTI Specification / HopMa 

Nh 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
BaKTepHanHIe /<=0.725 E/Mr Ketorolac Trometamol. / He 6onee 
HJI0TOKCHHEI 5,8 E/Mr KeTOp0IaKa TpOMeTaMHHa. 

10 Sterility (every 15th batch) / Complies / CooTBeTCTByeT Must be sterile. I JIoKeH 6IT 
CTep6HOCT (I11 Ka/I0if CT&pIHIM. 
15-oi cep) 

11 Assay / Konwecreoe 30.13 mg /30 . 13  Mr From 27.0 mg to 33.0 mg of 
ompepe.nee CH42NO«, (Ketorolac Trometamol) 

per 1 mL / Or 27,0 MT I10 33,0 Mr 
CHAN0¢ (KeTOp01aKa 
TpOMeTaMon1) B I Mn1. 

12 Alcohol content /rao1 11.86  % From 10.60 % (v/v) to 13 , 10  % (/v). 

I 

Or 10,60 % (06/06) I10 1 3 , 1 0 %  

(06/06). 

13 Packaging / YnaoBKa 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 m 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 
Tlo 1 MJI B aMnyJII 3 pack/ 
CBeTO3aIIIMTHOTO cTeK1a TeMHO­ Ilo 1 MJI B aMIIyJII H3 
KOpHHHeBOTO Kacca I (USP). B CBeTO3a1LIMTHOTO cTeKIa TeMHO­ 
BepXHe aCTH aMIyJII HaHeCeHBI KOpHHHeBoro LBeTa Kacca I (USP). B 

KOJILIO H TOHKa III pa310Ma. Ha BepxHe HaCTH aMn1yJIBI HaHeCeHBI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IIpOIyKT COOTBeTCTByeT Tpe60BaHHAM HJI 3ax1oeHe: OJIOEPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 

IlorOTOBIeHO: Sarita IlpoBepeo: Pravesh Rana Op06peHo: Mee[pep / PyKOBOIHTeJ1 

2 1 
Pavan Kumar Sharma f 

> 

I 
Reprint Date / Reprint Date / Reprint Date / 

Jlara: 23.08.2025 JlaTa: 23.08.2025 Ila ra: 23.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hi l is, 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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CEPTMDHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
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Product:/  
II OIyKT: 

Batch No/  
C e » »  Nh  

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Keropon1" (KeTOpOnIaK) aCTBO] HBeHHOTO H BH' HMILIeHHOTO BBe1eHHH, 30 Mr/MJI 

: V250661 Batch Quantity/ : 454545 ampules/ 
O@eM c e M H  454545 a J 

Analytical Report No/  
AHa.IHTMeeKHi oTeT No 

: 890001828822 Date of Analysis/ : -21.08.2025 

aTa aHa1IM3a 

5 5 P. 5 f 5 / C  

Date of Expiry / : 06/2027 

Foe 210 

oBeten no HJI: JII1-001365-230124 

Date of Manufacture/ : 07 /2025 

Analysis verformed according ND / AHa.1H3 n 
[Iara 1 03B0I€TBa 

age 0 Tp. H3 

No 
Test / IIoa3are1 Results / Pe3yIT2TI Specification / HopMa 

N 

aMIIyJIy HKJICHBaOT THKeTKy. KOJ1LIO M TOHKa JUI pa310Ma. Ha 
Ilo 10 aMnyJI C HHCTpyKLMe nIO aMIIVJIy HaKICHBaOT THKeTKy. 
IIDHMeHeHMO IIOMeLLIaOT Ilo 10 aMnyJ C MHCTpyKLHe I1O 
B IIBX/aOMIHHeBIi 6McTep. IpHMeHeHHO B IIBX/aIOMHHeBI 
Ilo 1 6nMcTepy B IIaKy KapTOHHyIO. 6McTep. Ilo 1 6crepy B naKy 

KapTOHHyo; On cmayuoapo: no 2, 
3, 5 61MCTeDOB B IIaHKy KapTOHHVIO. 

14 Labelling / MapKpoBKa According to ND / B cooTBeTCTBMH C HJI. 

15 Storage conditions/ In a place protected from light below 25 °C. Do not freeze. / B 3a1LIIeHHOM 
Xpaene oT cBeTa MecTe npH TeMnepaType He BILIe 25 C. He 3aM0paBaT. 

16 Shelf-life / CpOK rOIIHO€TH 2 years. / 2  ro1a. 

API name / HaMeoBane AdC: Ketorolac Trometamol / KeT0po1aKa TpOMeTaMon1 

INN /MHH: Ketorolac / KeT0po1aK 

API manufacturer batch number/ 
2KTM0120225 

HoMep Cep mpo3Boren AC: 

FP Manufacturer API Batch number/ 
FESA00161 

HoMep cep cy6cranuu npo3BoureJ1 II: 

API Manufactured by & country / Symed Labs Ltd., India/ 
IIpo3BoITeI AC, crpaHa: CaiMen Jla6c JITI., HHJ1HI 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
HpMeaHe: IlpOIIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oee: OIOPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IloIrOTOBIeHO: Sarita IlpoBepeo: Pravesh Rana Ono6peHo: Meerpep / Py@BourTe1 

2 : 
Pavan Kumar Sharma 

1== 
Reprint Date / Reprint Date I Reprint Date / w 

Ilara: 23.08.2025 JlaTa: 23.08.2025 laTa: 23.08.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PL€00450? 
www.drreddys.com 


