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CERTIFICATE OF ANALYSIS 

CEPTHOHKAT AHA.JJI3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product:/ 
Ipo er: 
Batch No/  
Ce1 Mn .No 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTOpo" (eTOpOIaK) paCTBO] [JMeHOrO yy T p M t LI e H O r O  BBCIIeHM, 30 Mr/Mn 

: V250585 Batch Quantity/ 454545 ampules/ 
O6eM cep 454545 aMn1y 

Analytical Report No/  
AHa.THecKHii oTeT Ng 

: 890001825334 Date of Analysis/ 04.08.2025 
aTa 2Ha51H3a 

Date of Manufacture/ : 07/2025 Date of Expiry/ 
Ton1en no 

onenen no HJI: J1I1-001365-230124 

06/2027 
Jara npow3BocrBa 
Analysis erformed according ND / A11an1H3 

Page 1 of5/Crp. 1  1 3 5  

No 
.N'2 

1 

2 

Test / Iloa3arent 

Description / Oncaue 

Identification / 
IOJIHHHOCT 

HPLC/ BKX 

UV- spectrophotometry / 

Yb-cIIeKTpO]OTOMeTpMH 

Results / Pe3y6TaTI 

Clear colorless solution. I 

I1po3pawn 6eCuBeTHBI paCTBOp. 

Complies as prescribed/ 

COOTBTCTByeT 

Complies as prescribed/ 

CooTBeTCTByeT 

Specification / HopMa 

Clear colorless to slightly yellow color 
solution, / I1po3pat pacTBOp OT 
6CCBeTHOTO JI0 CB&TIO-KeITOTO 
LIBeTa. 

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 
YIICpKHBaHHH OCHOBHIX IIHKOB Ha 
XpOMaTOIpaMMe HCIIBITyCMOrO 
paCTBOpa II0DKHEI COOTBeTCTBOBaT 
BpeMeHaM yIICpKHBaHH OCHOBHIX 
IIHKOB Ha XpOMaTOrpaMMe 
CTaHJaprHorO pacrBUpa (pw3suet 
«KOMHeCTBeHHOe Op&II&ICHHe») 

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. / Vq-cneKTp6I 
IIOTIOIIeHH MCnITyeMoro pacTB0pa 
H paCrBopa CTaHIIapTHoro o6pa3ua 
KeTOpO1aKa TpOMeTaMHHa B 061aCT 
OT 200 J10 400 HM IIOJDKHI MMeT 
MaKCHM/MI IIOTJIOIIIeHH IpH 
322±2 HM. 

Reprint Date / 
Ilara: 04.08.2025 

Reprint Date I 
JlaTa: 04.08.2025 

Conclusion: APPROVED / 
3auoee: OJIOPEHO 

Approved by: Manager/Executive / 
Op06peHo: Menerpxep / PyKOBOJIMTe1 
Amit Kumar 

Reprint Date/ 
Jlara: 04.08.2025 

Remarks: The Product confirms to ND/ 
IIpMeaHe: IIpOoIyKT COOTBCTCTByCT Tpe"OBaHHAM HI 

Prepared by / Checked by / 
Tio�nrro,rreHo: Pra1 Rana Tipo,epeao: Pardeep Kumar 

.l. 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500Q34, Telangana, I n d  
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L851954P1984PL004507 
www.drreddys.com 
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5 2 2 f 5 /  C  P  

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

IIpo1yKT: KeTopo" (KeTOpOIIaK) paCTBOp JU1 BHyTDHBeHHOT'O M BMYTpHMLIIIIeHOTO BBeJIeHM. 30 Mr/M. 
Batch No/  :  V250585 Batch Quantity/ : 454545 ampules / 
Cepin N 06eM cepw 454545 aunyJ 
Analytical Report-No/ : 890001825334 Date of Analysis /- · ­  :  04.08.2025 
AHaIHTHecKH oTeT No [Iara aHa.nw3a 

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027 
Iara 1po3Bo7CTBa Tone 210 

Analysis performed according ND / Aa3 npoBeIeI no HI: JJI1-001365-230124 
age 0 Tp. 1I3 

No 
Test / IIoKa3aTeJI Results / Pe3y1Tart Specification / HopMa 

Ni 

3 Clarity / IIpopaocr Complies / CooTBeTCTByeT The opalescence of the sample should 
not exceed opalescence of reference 
suspension I. / Ona1ecLIeHLIM 
IIpeIIapaTa HC [I01KHa IpCB6IIIaT 
OnaneCLIeHLIHO Ta10Ha CpaBHeHH I. 

-- - 
4 Color / LIBeTHOCT 0.04 Absorbance should be not more than 

0.20 at 430 nm. / 
IlOrJIOLIIeHHC JIOIKHO 6IT He o1ee 
0,20 1pH IUIHHe BO1HI 430 HM. 

5 pH 7.3 From 6.9 to 7 . 9 . /OT  6,9 110 7,9. 
-- - 6 Particulate matter / MexaHeCKHe BKIIOCHHI 

6A Visible particles / Complies / CooTBeTCTByeT Should correspond to requirements. / 
BgMIe aCTHLIH B C0OTBeTCTBHH C Tpe6OBaHMMMH. 

6B Invisible particles / --- 

HeBHJIMMEI€ HaCTHLII: 
i. Particles > 10 m /  296 not more than 6000 per ampoule / 

HacTMu, pa3MepoM > He 6o1ee 6000 Ha aMnyn1y; 
10 MKM 

ii. particles 25 m/ 4 not more than 600 per ampoule / 
aCTHu pa3MepoM > He 6oee 600 Ha aMnyny. 
25 MKM 

iii. 

7 Related substances / Popcrestc npMec 

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

CIN: L851954P1984PLC004507 
www.drreddys.com 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 

IlpMeaHe: IIpoIyKT C00TBeTCTByeT TpeOBaHM HJU 3amoee: OJI0PEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ 
IIoJrOTOBIeHO: Pravesh Rana IIposepeo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOMTeJIE 

I Amit Kumar 
{':-·•;,, ✓, 

. /  
.  

•  f  

Reprint Date I Reprint Date/ Reprint Date / 
Jlara: 04.08.2025 JIara: 04.08.2025 Ilara: 04.08.2025 

- 



CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 Vil l .  Khol, Nalagarh Road, Baddi, 
Dist. Solan, H.P., 173 205, INDIA 
Tel: +91 93165 56001.02 

www.drreddys.com 

Product: I Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
II o ;  'KT: KeTopon (eTOpOaK) aCTBO] HBCHIJ0TO H B H YT P M M BI LI e I I O T O  BBeJUeHMR, 30 Mr/Mn 

Batch No/ :  V250585 [Batch Quantity/ : 454545 ampules / 
CeD No O6eM c e n u  454545 a M : /J  
Analytical Report No/ :  890001825334 Date of Analysis/ : 04.08.2025 
Aa1wrwecKHi oreTN JIaTa aan13a 

Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 
Jara non3non€Ta [Toe /Io 

Analysis performed according ND / Aauw3 npoBe1en no HI: JIII-001365-230124 
• 3 f 5 / €  3  5  age 0 Tp. H3 

No 
Test/ IoKa3are16 Results / Pe3yJITaTI Specification / HopMa 

N% 

Impurity A / IIpMecs A 0. 12% not more than 0.20% I  He 60nee 
0,20%; 

- Impurity B / IlpHMec B 
Below LOD (LOD =0.014 %)/  

not more than 0.50% I  He 6onee 

Hoe npeena o61apyKeHH (IO = 
0,50%; 

0.014 %) 

Impurity C /  IIpMec C Below LOD (LOD =0.010 %) I not more than 0.50 % / He 6on1ee 

Hoe npezena 06HapyxeH (TIO 0,50%; 

=0 .0 10  %) 

Impurity D /IIp»Mee D 
Below LOD (LOD =0.014 %) / 

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

He npezena o6HapyxeI (TIO= 
0,20%. 

0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 
impurity / E J u r a  Rclaw 1 o Q ( I 0 Q  = 054) / 0,0 % 

HeHIIeHTHp HLIHpOBaHHaT H»Ke IIpeIIeIa KO1MHeCTB&HHOTO 
npMecs onpeIeneH (IKO =0.05%) 

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

8 Extractable volume / 10.2 m l /  10.2 M Not less than 10.0 ml (collectively 
H3BIeKaeMI 06eM measured volume of 10 ampoules) / 

He Meee 10,0 Mn (06eM, 
H3MepeHHEIH Ha OCHOBaHIIH 
O6&IMHeHHOTO COIICpKIMOTO 10 
aMny.n) 

Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IIpMeaHe: lpoIyKT C0OTBeTCTByeT Tpe6OBaHMM HI 3ax.m1oeue: OJIOPEHO 
Prepared by I Checked by I Approved by: Manager/Executive I 
IlozroTOBeHO: Pravesh Rana IIpoBepeo: Pardeep Kumar Op06peo: Mee[pep / PyKOBOIIMTe.JI 

✓r Amit Kumar 

' I (--✓ '. .} ... 

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

Registered Office: 8-2-337, Rod No. 3, Banjara Hills, Hyderabad -500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drredys.com 

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

CERTIFICATE OF ANAL YSJS 

CEPTHDMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vil l .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : ·91991€€56001  02 

www.drredys.com 

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpoyKT: KeTopon" (eTOpOn1a) paCTBOp JI BHyTpMBeHHOTO M BHYTDMMBILLIeHHOTO BBeeHM, 30 Mr/Mn 

Batch No I : V250585 Batch Quantity/ : 454545 ampules/ 
Cepwa N O6eM cepu 454545 aMIyJ 

Analytical Report No/  :  890001825334 [Date of Analysis/ : 04.08.2025 
AanwTHeCKH oTeT No JIaTa aan1w3a 
Date of Manufacture/ : 07/2025 Date of Expiry/ : 06/2027 
IlaTa npO3BOICTBa 'Toe /0 
Analysis performed according ND / Ana3 npoBepIeH Io HI: JII1-001365-230124 

Page 4 of5/  Crp. 4 a 5 

No 

• 
9 

10 

11 

Test / IIoKa3aTen 

Bacterial endotoxins / 
Sareptamwte 
HI0TOCCMHI 

Sterility (every 15th batch) / 
CTepHJHOCT (2119 Ka210i 
15-oii cepH) 

Assay / KonyecrBemoe 
onpeaenene 

Results / Pe3y.nTaTL 

<=0.725 EU/mg 
/<=0.725 E9/Mr 

NA 

30.05 mg /30.05 Mr 

Specification / HopMa 

Not more than 5 .8  EU/mg of 
Ketorolac Trometamol. I He 6onee 
5,8 E/Mr KeTopoaxa TpoMeTaMMHa. 

Must be sterile. / JIOKeH 66IT 
CTepHIHIM. 

From 27.0 mg to 33.0 mg of 
C»H4NO« (Ketorolac Trometamol) 
per I mL / Or 27,0 Mr 10 33,0 Mr 

CoH4NO (KeTopon1aa 
TpOMeTaM0I1) B I MI. 

12 

13 

Alcohol content / 3raH01 

Packaging /YnaKoBKa 

From 10.60 % (v/v) to 13 , 10  % (v/v). 
I 

Or 10,60 % (06/06) 110 13,10 % 

(06/06). 

1 mL in class I light-shielding dark I 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 
t O ampoules and a patient information leaflet in 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 
Ilo 1 MI B aMIyIL H3 pack/ 
CB&TO3ILITHOTO CTeKIa TEMHO- IIo ] MI B aMIIVJILI M3 
KOpHHHeBOro Kacca I (USP). B CB&TO3aIIIITHOTO CTeKIa TeMHO­ 
BepxHe aCT aMIyJI HaHeCeHI KOpHHHeoro BeTa KaCCa I (USP). B 
KOIILIO H TOHKa JUI pa310Ma. Ha BepxHe HaCTH aMIyI6I HaHeCeHBl 

1 1 .86% 

Reprint Date / 
Jlara: 04.08.2025 

Reprint Date I 
Jlara: 04.08.2025 

Conclusion: APPROVED / 
3axmuoeHe: OIOPEHO 
Approved by: Manager/Executive I 
Op06peo: Mee[pep / PyKOBOIIMTeTE 

Amit Kumar 

Reprint Date / 
Jlara: 04.08.2025 

Remarks: The Product confirms to ND/ 
TIpnMeae: TIpOJ1yKT CO0TBeTCTByeT Tpe6OBaHHM HJI 

Prepared by / Checked by/ 

ITo�roTOsneHo: Pravesf Rana flposepeHo:=-p Kwnar 

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

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

CEPTHOHKAT AHA.JIM3A 

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

Vi l l .  Khol,  Nalagarh Road, Baddi ,  
Disct. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml - - Product:/ 
pony1: KeTOpon"(KeTOpo1ax) pacrop_.'uy» Bnympg@Moro H UyyTpMeMoro B B e n e ,  30 Mr/Mn1 

Batch No/  :  V250585 Batch Quantity/ : 454545 ampules / 
CepuI N~ O6eM cepuu 454545 aMI1yJ1 

Analytical Report No I : 890001825334 Date of Analysis / : 04.08.2025 
AanrecKii orer N Iara aa1w3a 

Date of Manufacture/ : 07/2025 Date of Expiry / : 06/2027 
lara npo14Boerma FoIeH I0 

Analysis performed according ND / Aau3 npoee no HJI: J1I1-001365-230124 
5 5 5 f 5 / €  P  age 0 Tp. 1H3 

No 
Test / IIoKa3are% Results / Pe3yTaT6t Specification / HopMa 

Ni 

aMIyny HaKIeBaOT 3TMK&TKy. KOJIBLI A TOKa JU1IH pa310Ma. Ha 
lo 1 0  aMnyJI C HHCTpyKuMef no aMIyIIy HaKIeHBaOT 3THKeTKy. 
IpHMeHeHHO I1OMLI1aOT [Io 10 aMny.JI C HHCTpYKLIe no 
8 IIBX/aIOMHMeBH 6nHcTep. npMeHeHHO B I1BX/a1OMHHHeBL1 
Ilo 1 6nMCTepy B IaMKy KapTOHHyIO. 61MCTep. I1o I 6cTepy B Ia'HKy 

KapTOHHyo; n cmayuoapo: no 2, 

3 56CTeDOB B IIaKy KapTOHHyIO. 
14 Labelling / MapKHpoBa According to ND / B cooTBeTCTBM c HJI 

I5 Storage conditions / In a place protected from lght below 25 "C. Du uu fieeze. / B 3at»eHuM 

XpaHee oT cBeTa MecTe npH TeMnIepaType He BIIIe 25 °C. He 3aMOpaKBaTs. 

16 Shelf-life / Cpox ro1HO¢TH 2 years. / 2  rOIa. 

AI name / HaMeHoBae At: Keturulac Tutanuol / Kropona«a TpoioT0Mon 

INN / MHH: Ketorolac / KeTopona 
API manufacturer batch number / 
HoMep cepnt npo3Boren AC: 

2KTM0010125, 2KTM0120225 

FP Manufacturer API Batch number / 
Howep cep cy6craum npo3Bonrrenn IJI:; 

FESA00073, FESA0016I 

API Manufactured by & country / 
po3Boren AC, erpaa: 

Symed Labs Ltd., India / 
Ca'Men Jla6c JTI., HAM 

Remarks: The Product confirms to ND/ Conclusion: APPROVED I 
IlpMeae: IIpoIyKT CO0TBeTCTByeT 1pe60Ba1M HII 3a.1oeHe: OJIOBPEHO 
Prepared by / Checked by I Approved by: Manager/Executive I 
lorOToBeHO: Pravesh Rana IIpoBepeo: Pardeep Kumar Op06peHo: Mee[pep / PyKOBOJITenIE 

l 
Amit Kumar 

;­ <  /  }  

Reprint Date / Reprint Date / Reprint Date / 
lara: 04.08.2025 JlaTa: 04.08.2025 Ilarra: 04.08.2025 

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: L85195AP1984PLC004507 

www.drreddys.com 


