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CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHA.JIM3A 

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

»  gart 

. 1 7  

Product : /  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpon1" (KeTOpOIaK) paCTBOp JUUH BHyTDHBeHHOTO M BHyTDHMEHIIIeHOTO BBeICHM, 30 Mr/MJ1 

Batch No I : V250543 Batch Quantity / : 454545 ampules / 
Cepn No O6eM cep 454545 aMnyn1 
Analytical Report No I : 890001821872 Date of Analysis / : 16.07.2025 

AHaITHeeKHi oTeT N Jara aan3a 
Date of Manufacture / : 06/2025 Date of Expiry/ : 05/2027 

[[Iara 1po3BoncTa Fop1eH 2I0 

Analysis performed according ND / AI1a/1I13 IpOBeJIeH 1IO HJI: JII1-001365-230124 

Page 1 o f 5 /  Crp. 1 3 5 

Test / IloKa3aTe1L Results / Pe3yITaTL Specification / HopMa 

1 Description / Oncae Clear colorless solution. Clear colorless to slightly yellow 
color solution. / I1po3par 
paCTDOp OT ~eCLID@TIOro I0 CDeT10 
K&TOT'O LIBeTa. 

I1po3paHI 6eCLBeTHIf paCTBOp. 

2 Identification / 

IOI'IHHHOCT 

HPLC / BKX 

1IV. snertrphotometry l 

yd-cneKTpOpoTOMeTpH 

Complies as prescribed/ 

COOTBeTCTByeT 

Complies as prescrihed/ 

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) / BpeMena 
yIIepKHBaHHH OCHOBHIX IIHKOB Ha 
XpOMaTOTpaMMe HCIIITyeMOTO 
paCTBOpa JIOJIKHI COOTBeTCTBOBaT 
BpeMeHaM yIICpKHBaHHH OCHOBHIX 
IIHKOB Ha XpOMaTOTpaMMe 
CTaHIIapTHoro pacTBopa (pa31en 
«KOIHHCCTBeHHOe OIpCJIeIHHe») 

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. / Y<l>­ 

CneKTpI IIODJIOIIIeHH 
MCnITyeMOTO pacTB0pa M pacTBopa 
CTaHIIapTHorO 06pa31a KeT0po1aKa 
TDOMeTaMHHa B O61aCTH OT 200 p10 
400 HM JIOJIKHI HMeT MaKCHMyMI 
IIOJIOIIIeHH I1pH 322±2 HM. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpMeaHe: IIpOJyKT COOTBeTCTByeT Tpe~OBaHHM HJI 3am1oeMe: OJIOPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive/ IToaroToaneHo:,�Chauhan IIpoBepeo: Pardeep Kumar O06peHo: Mee[pep / PyKOBOJIHTeJ16 

/ 
Amit Kumar ( 

"'.--· f 

Reprint Date / U/ Reprint Date / Reprint Date / d 

Jlara: 16.07.2025 [Iara: 16.07.2025 Jlara: 16.07.2025 

e g i r e d  O i l . 9 - 2 - 3 3 7 , £ a  N o . 3 ,  S a  i l E , d b ; d  -  C O ,  Teal=nan, ch 
T I  -1 04800 7 3 0 0  Fax: +£1 4£ 4 5 0 7 9 5 9 ,  Emil :  m i! re d d y s. c o m  
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CERTIFICATE OF ANALYSIS 
CEPTMDMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpon1" (KeTOpOIaK) paCTBOp JUI BHVTpHBeHHOTO H BHyTpHMBIIIIeHHOTO BBeIICHH, 330 Mr/MJ 

Batch No/  :  V250543 Batch Quantity / : 454545 ampules / 
Cepa No O6eM cepH 454545 aMnyJU 
Analytical Report No / : 890001821872 Date of Analysis / : 16.07.2025 

AaIHTHeCKHi oTeT .N Iara aan1w3a 
Date of Manufacture/ : 06/2025 Date of Expiry/ : 05/2027 
[Iara 11po3BO/ICTBa Foe 210 

Analysis performed according ND / AHaw3 npoBee no HI: JII1-001365-230124 

5 2 2 f 5 /  C  p  age 0 Tp. H3 

No 
Test / IIoKa3are1 Results / Pe3y/1TaTLL Specification / HopMa 

Ni 

3 Clarity / I1po3panocT Complies / CooTBeTCTByeT The opalescence of the sample 
should not exceed opalescence of 
reference auaponion l . /  

OnanccuIcILuI pcnapuTU IIC 
JIOJDKHa IIpCBIIIIT OIIaIeCLIeHLIMO 
3Ta10Ha CpaBHeHH I. 

4 Color / LIBeTHOCT 0.05 Absorbance should be not more 
than 0.20 at 430 nm. / 
IlOrIOIIIeHHe JIOJDKHO 6IT He 
6on1ee 0,20 IpH JUIMHe BOIHI 
430 HM. 

5 pH 7.4 From 6.9 to 7 .9 . /01 6,9 710 7,9. 

6 Particulate matter / MexaHIeCKHe BKJIIOHeHMM 

6A Visible particles / Complies / CooTBeTCTByeT Should correspond to requirements. 
BHIIMMIe HaCTMLII I 

B c00TReTCTBMH C TDe6OaHMHMM. 

6B Invisible particles / 
HeBIMMBIe HaCTHIIBI: 
I. Particles > 10 m /  68 not more than 6000 per ampoule / 

Hacru pa3MepoM > He 6onee 6000 Ha aMny1y; 
IO MKM 

11. particles > 25 m /  0 1  not more than 600 per ampoule / 
aCTMuI pa3MepoM He 6onee 600 Ha aMn1y1y. 
25 MKM 

7 Related substances / PopcrBeHHIe pHMecH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpMMeae: IlpOJyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3amoene: OIIOBPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive / lloAroTOBJ1eHo:7;;hauhan IIpoBepeo: Pardeep Kumar O06peHo: Mee[pKep / PyKOBOJ1Te1 

<! 
Amit Kumar 

A­ 
Reprint Date / " Reprint Date / Reprint Date / y 

JIaTa: 16.07.2025 JlaTa: 16.07.2025 Jlara: 16.07.2025 

g i s t a r e  Gr ~ i ce :  S-2-337,  ad Ne , £ n j r  i l l ,  Hy&ea/ad 5CUN3, T el a n p n ,  I d i s  
Tl: +91 10 4800 7200, Fa +91 40 4 £ 6 n  7 s R : ,  Emai l :  mail@lrreddy.con 

CI!: L 5 1 5 F £ : e 4 F L € 0 0 i 5 0 7  
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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 

For·nulation Unit-6 
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpOn1" (KeTOpOJIaK) paCTBOp JI1 BHyVTpHBOHHOTO M BHyTpMMIIIIeHHOTO BBJIeHH, 30 Mr/MI 

Batch N o /  :  V250543 Batch Quantity / : 454545 ampules / 
Cepm N O6eM CepHH 454545 aMI1yJ1 

Analytical Report No / : 890001821872 Date of Analysis / : 16.07.2025 

AHaTHeKHi oTeT .N [Iara aa13a 

Date of Manufacture/ : 06/2025 Date of Expiry / : 05/2027 

Iara 1po3Bo/cTBa Foe 210 

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

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

No 
Test / IIoKa3aren Results / Pe3y1Ta2TI Specification / HopMa 

No 

Impurity A / IIpHMec A Below LOQ (LOQ = 0.049%) I not more than 0.20 % / He 6on1ee 
He npeIea KOJIHHeCTBCHHOTO 0,20%; 

npenenem (IKQ - 0 049%) 
-- 

Impurity B / TIpuMecs D IIOl IIIUIC tlau 0 . 5 0 %  /  1Ie 6one 
Below LOD (LOD = 0 .0 14%)/  0,50 %; 
Hoe npeIen1a O6HapyKeHH (TIO = 
0.014 %) 

Impurity C /  IIpMec C 
Below LOD (LOD = 0. 0 1 0 % ) /  

not more than 0 .50% /  He 6on1ee 

He npeea O6HapyKeHM (I1O= 
0,50%; 

0.010%) 

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

not more than 0 .20% /  He 6onee 

Hwe npenen1a O6HapyKeHM (IO= 
0,20%. 

0 .014 %) 

Individual unidentified Not more than 0.20 % I He 6onee 
impurity / EIMHHHHa 0.09% 0,20%. 

HeHJIeHTHp HLIHpOBaHHa 
IIpHMeC 

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

npHMece 1,50 %. 

8 Extractable volume / 10.3 ml/ 10.3 M.1 Not less than 10.0 ml (collectively 

MB.IeKaeMtii 06eM measured volume of 10 ampoules) I 
He MeHee 10,0 MI (06eM, 
H3MepeHHEI Ha OCHOBaHHH 
06eIMHeHHOTO COJIepKIMOTO 10 
aMn1y.J1) 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpMMeaHe: IIpOIyKT COOTBTCTByeT Tpe60BaHHAM HJI 3ax.uoee: OJIOBPEHO 

Prepared by / Checked by I Approved by: Manager/Executive / fioAroToBJiettof;; Chauhan IlpoBepeo: Pardeep Kumar O106peHo: Mee[pxep / PyKOBOpMTe1 

- '  
Amit Kumar U 

-� } 
" 

Reprint Date/ >  Reprint Date / Reprint Date / I 

IlaTa: 16.07.2025 Jlara: 16.07.2025 /Iara: 16.07.2025 

e n t e r e d  O~ice -2-337,  F a  i t ,  3, En;r i l l ,  +derabz - 5 ~ 5 3 1 ,  Te l » a n ,  Ii 
" Tl + 9 1  40960 209, F a :  + 2 1  40 41500 2 8 £ ,  E m a i l :  m a i i r r e d i y s . c o n  

C I R ! :  L5;95AF1924FL004507 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

l . .  P  

CERTIFICATE OF ANALYSTS 
CEPTMDHKAT AHA.JIM3A 

as 
Dr.Reddy's W;° 

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIVKT: KeTopon (KeTOpOIaK) paCTBOD JUI BHVTDMBCHHOTO M BHVTDHMBILIIeHHOTO BBCICHHH, 30 Mr/ML 

Batch N o /  :  V250543 Batch Quantity/ : 454545 ampules / 
CepH No OeM CepH 454545 aMnyJI 

Analytical Report No/ - :  890001821872 Date of Analysis/ : 16.07.2025 
AaIHTHeCKHi oTeT N [Iara aman13a 
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027 
[aTa 11DOH3BOICTBa2 FoIeH I0 
Analysis performed according ND / Aman3 npoBepIeH no HJI: JI1-001365-230124 

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

No 
Test / IIoKa3are/1 Results / Pe3y/1TaT6 Specification / HopMa 

No 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of 
Baxrepan1He /<=0.725 E9/Mr Ketorolac Trometamol. I He 6onee 
HI0TOKCHHI 5,8 E/Mr KeTOp0on1aKa 

TpOMeTaMHHa. 

10 Sterility (every 15th batch) / NA Must be sterile. I JIoKeH 6BITE 
CTepJIHOCT5, (I11 KaRpIoi CT&pHIHIM. 
15-oit cep) 

11 Assay / KonecrBeHHoe 30 . 12  mg / 3 0 . 1 2  Mr From 27.0 mg to 33.0 mg of 
on pee.neHe CH2NO% (Ketorolac 

Trometamol) per I mL / OT 27,0 Mr 
I10 33,0 Mr CH,NO¢ (KeToponaKa 
TpOMeTaMO1) B I MI. 

12 Alcohol content / raHo.n 12.07 % From 10.60 % (v/v) to 13,10  % 

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

(06/06). 

13 Packaging / VnaxoBxa 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 
ampoule. to ampoule. 10 ampoules and a 
10 ampoules and a patient patient information leaflet Ill a 
information leaflet in a PVC/aluminum blister. 
PVC/aluminum blister. 1 blister in a carton pack; for in- 

1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a 
Ilo 1 MII B aMIIyJIBI H3 carton pack / 
CB€TO3aLIIMTHOTO cTeKIa TeMHO­ Ilo 1 MJI B aMIIyJII H3 

KODHHHeBOTO KacCa I (USP). B CBeTO3aIIIMTHOTO cTeKIa TeMHO­ 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IIpHMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HI 3a.moeHe: OJI0BPEHO 
Prepared by I Checked by/  Approved by: Manager/Executive/ 

"w" 
IHpoBepeHo: Pardeep Kumar O06peo: Mee[pKep / PyKOBOJIMTeJIE 

.I 
Amit Kumar \ 

-_ 
Reprint Date / ' Reprint Date / Reprint Date / l 

Jlara: 16.07.2025 Jlara: 16.07.2025 Jlara: 16.07.2025 

Reitered iiice. £ - 2 - 3 3 7 , n d 1 N o  , ~ n y r  ti + + : d e r b a d  - 5 6 r ,  ie l = n a n ,  Ind. 
Tl :  91 G 9002CU, Fax. +1 40 4 £ 0 2 3 £ ,  Emai l  s i l h r e d  .co 

CI !  L 9 5 r F ± 9 C M 5 0  
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CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHA.JIM3A 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoIyKT: KeTOpon1""(KeTOpOIaK) paCTBOp JUI BHVTpHBeHHOTO H BHVTpHMHIIIOHHOTO BBeIIeHM, 30 Mr/Mn1 

Batch No/ :  V250543 Batch Quantity / ; 454545 ampules / 
Cep N O6eM Cep 454545 awn1y.n 
Analytical Report No I : 890001821872 Date of Analysis / : 16.07.2025 

AHa1THecKHi oTeT Ng Iara a1an13a 

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027 

J[aTa npo3Bon1cTBa Toe 2I0 

Analysis performed according ND / A1a/113 npOBeIeH IO HI: JI1-001365-230124 

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

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

Ni 

BepXHe aCTH aMIyJII HaHeCCHI KOpHeBoro uBeTa Iacca I (USP). 

KOJI6LIO H TOHKa JUI1 pa310Ma. Ha B BepxHef aCTH aMIyJI HaHeCeHI 

aMIyIy IQKJICHBAIOT THKCTKy. KO1LLIo TO'Ka JU11 pa10Ma. Ila 
llo I0 aMnyn c HCTpyKLMei I1O aMIIyJIy HaKJIeHBaOT THKeTKy. 

IpHMeHCHHO II0MeLIaOT Ilo 10 aMnyJI C HHCTpyKLHeij n1O 

B IIBX/aOMMHHeBI; 6HcTep. IIpHMeHeHH B 
Ilo 1 6nMcTepy B IIaKy KapTOHHyIO. TIBX/aJI1OMHHHeB 6McTep. Ilo 

1 6cTepy B IIaKy KapTOHHyO; 
0 cmapuoap06: nIO 2, 3, 5 
61HCTepOB B IIaHKy KapTOHHyIO. 

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 3a1IIIeHHoM 
Xpanene oT cBeTa MecTe Ip TeMnIepaType He BLIIIe 25 C. He 3aM0paKBaT. 

16 Shelf-life / CpOK TOIIHOCTH 2 years. / 2  r01a. 

API name / HaMeoBae AC: Ketorolac Trometamol / KeToponaKa TpoMeTaMon 

INN /MHH: Ketorolac / KeTOpOn1ax 

API manufacturer batch number/ 
HoMep cep npo3Boren AC: 2KTM0010125 

FP Manufacturer API Batch number/ 
Howep cep cy~cramu npo3Borre II: 

FESA00073 

API Manufactured by & country/ 
Symed Labs Ltd., India/ 

IIpo3BopTeJ1L, AC, cTpaa: CaMe Jla6c JITJ1., HHIH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeaHe: IHpOIIyKT COOTBeTCTByeT Tpe6OBaHMAM HJI 3ax/oee: OIIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / Do•r=enetto:U'Chauhan IHpoBepeo: Pardeep Kumar Ono6peHo: Meepep / PyKOBOIHTe16 
l 

Amit Kumar / 
Reprint Date / - Reprint Date / Reprint Date / I 

Jlara: 16.07.2025 Jlara: 16.07.2025 Jlara: 16.07.2025 

Peirteread  O i l i c e . - 2 - 3 5 » , P c « d  to , £a njra Hiis ,  Hyderabad - 6 00 ,  Telanzan, Ida 

Tel +91 4 0  S0& 2 G 0 , F = :  21 40. 1$00 2995, £rail r  l @ r r e d c y s , c o m  

CI L 5 ! 9 E I S 0 a 5 0 ?  


