
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, 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 
Ilpo,uyKT: KeTopoJJ® (KeTopoJJaK) paCTBOp .nm, BHyrpHBeHHOro H BHyrpHMhillie'rnoro BBe)],eHH51, 30 MrlMJJ 

Batch No/ 
: V260342 

Batch Quantity/ 454545 ampules / 
Cepm1 .N'!! O6'beM cepuu 

: 
454545 aMnyJJ 

Analytical Report No/ Date of Analysis/ 
AuaJinTnqecKnii oTqeT .N'!! : 890001880930 ,II:aTa auaJiuJa : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

llaTa nponJBO.UCTBa ro.ueu .uo 
: 

Mfg. License No. / 
IlponJBO.UCTBeuuaH : MB/05/264 MA number:/ 

: JU1-N2(008888)-(Pf-RU) 
JIUQeH3UH .N'!! HoMep PY 

Analysis performed accordin2 ND / AuaJiuJ npoee.ueu no JUI:: JU1-N2(008888)-(Pf-RU)-l 70225 
Page 1 of7 / CTp. 1 HJ 7 

}fo Test/ IloKa3aTeJih Results/ Pe1yJihTaThl Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Ilpo1paqub1i1. Clear colorless to slightly yellow color 
6ecusernhIH pacTBop. solution. I Tipo1paquh1H pacTBop OT 

6ecu,BeTHOro .no CBeTJIO-)l(eJlTOro l.{BeTa. 

2 Identification*/ 11.neuTmfmKaQHH* 

2a HPLC* I B3)K){* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. / BpeMll y.nep)l{HBaHIDI chromatogram of standard solution (Assay 
OCHOBHOro IUIKa Ha xpoMarnrpaMMe section). I BpeMH y.nep)l(HBaHIDI 
HCUbITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro UHKa Ha xpoMarnrpaMMe 
BpeMeHH y.nep)l(HBaHIDI OCHOBHOro IlHKa HCilhITyeMoro pacTBopa L(0Jl)l(H0 
Ha xpoMaTorpaMMe CTaH.napTHOro COOTBeTCTBOBaTb BpeMeHH y.nep)l(HBaHIDI 
pacTBopa. OCHOBHoro IlHKa Ha xpoMaTorpaMMe 

CTaH.napTHOro pacTBopa (pa1.ne11 
«KOJ1J1qeCTBeHHoe onpe.ne11eH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKmoqeu11e: O,l1;O1iPEHO IlpuMeqauwe: Tipo,nyKT cooTBeTcTByeT rpe6osaHIDIM HA 

Prepared by/ 

TTo.nrornsnetto: Vishal 

Sharma 

D ate / 

,1].ara: 13.05.2026 

Checked by I 
npo.Bep euo: Pardeep 

Kumar ~ 

Date / 
,[(am: 13.05.2026 

Checked by (AQA) I 
ITpoaepeH0 (AOK): 
Amit Kumar 

,-A 

Date/ 
}];am: 13.05.2026 

Approved by: Quality Assurance/ Authorized 

per on/ O.no6petto: O6ecneqemi:e 

KaqecTBa/OTBeTCTBeHHOe Jll11.{0: 

C1\, v 11-N I 
Date I 
)];am: 

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: L85195AP198dPLC004507 

www.drreddys.com 



••· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~UKATAHAJIII3A 

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

Tel: +9198166 56001-02 

www.drreddys.com 

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

IlpO.lJ.YJCT: KeTopoJI® (KeTOPOJlaK) paCTBOP ,[(Jl,11 BHYTPHBeHHOro H BHYTPHMbillle4HOro BBe,[(eHH,11, 30 Mr/MJ1 

Batch No I 
: V260342 

Batch Quantity/ 454545 ampules / 
: 

CepuH .N'2 O6'beM cepuu 454545 aMTTYJl 

Analytical Report No I Date of Analysis / 
AaaJIHTH'leCKHH OT'leT .N'!! : 890001880930 ,ll.aTa aaaJinJa : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

,ll.aTa npOH3B0.ll,CTBa ro.ll,eH .ll,O 
Mfg. License No. / 
IlpouJBO.lJ.CTBeaaaH : MB/05/264 

MA number:/ 
: JU1-Mi(008888)-(Pf-RU) 

JlH .. eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AaaJIHJ npose.ll,eH no H,ll.: J1TI-Mi(008888)-(Pf-RU)-l 70225 
Page 2 of 7 / CTp. 2 HJ 7 

.N'! Test I IloKaJaTeJih Results/ Pe1yJihTaTM Specification / HopMa 

2b UV- spectrophotometry* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y<t>-cneKmporjJomoMempuR * 
and the solution of the standard sample of and the solution of the standard sample of 
Ketorolac Tromethamine in the range from Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 200 to 400 nm should have absorption 
322 ± 2 nm. I Y<D-cneK-rphI nornomemrn maxima at 322 ± 2 nm. / Y<D-crreK-rphl 
liCIIhITYeMoro pacrnopa Ii pacrnopa rrornomeH11.11 HCIIhnyeMoro pacrnopa 11 
CTaH.ll,apTHOro 06pa3ua KeToponaKa pacrnopa CTaHJJ,apTHOro o6pa3ua 
'fPOMeTaMHHa B 0611acm OT 200 .ll,0 400 HM KeToponaKa 'fPOMeTaMHHa B 0611aCTH OT 
11Me!OT MaKCHM)'Mhl rrornomeHWH IIpH 200 .ll,O 400 HM .ll,0Jl)l(Hhl HMeTb 
322±2 HM. MaKCHMYMbl nornomeHliH npH 322±2 HM. 

3 Clarity/ IIpo1pa'iHOCTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHUHH rrperraparn suspension I. / OrranecuettuHH rrpenaparn 
tte rrpesbnuaeT orranecueHUWIO cycrreH3Hl1 He JJ,OJI)l(Ha rrpeBhIUiaTh onanecueHUHIO 
cpaBHeHHH I. cycrreH31111 cpasHeHwH I. 

4 Color/ ll,BeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. / 
ITornomeHwe JJ,OJI)KHO 6h1Th He 6011ee 0,20 
npH .ll,J111He BOJ1Hbl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 JJ,o 7,9 . 

6 Particulate matter / MexaHH'-leCKHe BKJIIO'fCHHB 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-laHue: IlpoJJ,yKT cooTBeTcrnyeT Tpe6osaH11.11M HA 3aKJIIO'-leHue: O.LJ:OliPEHO 

1:========::;-;::::======:::::::;-;========: 
Prepared by/ 

no.11.roTOBJleHo: Vishal 

Shanna 

~ 
Date / 

)],aTa: 13.05.2026 

Checked by/ 

ITposepetto: Pardeep 

Kumar 

h-
Date/ 

)],am: 13.05.2026 

Checked by (AQA) / 

ITposepetto (AOK): 

Amit Kumar 

,-A 
--

Date / 

Aarn: 13.05.2026 

Approved by: Quality Assurance/Authorized 

person I O.[lo6peHo: O6ecne'1em1e 

Ka'1eCTBalOTBeTCTBeHHOe nwuo: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

C\N: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIJI3A 

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

Tel: +9198166 56001-02 
www.drreddys.com 

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

IlpOJlYKT: KeTopon([O (KeTOPOJlaK) pacTBOP )],ml BHYTPHBeHHOro H BHYfPHMbillle'4HOro BBeJJ,eHH51, 30 MrlMJl 

Batch No/ : V260342 
Batch Quantity I 454545 ampules / 

Cepusr .M, 06'heM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! : 890001880930 ,ll.aTa anaJ1u1a : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

)J.aTa DPOH3B0llCTBa ro)leH llO 
: 

Mfg. License No./ 
Ilpou1B01lCTBennaH : MB/05/264 

MA number:/ 
: JII1-N2(008888)-(Pf-RU) 

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose)len no H,ll.: JIIT-N2(008888)-(Pf-RU)-170225 

.N'!! Test/ IloKaJaTeJib Results/ Pe3yJibT3TbI Specification / HopMa 

6a Visible particles / Complies / CooTBeTcrnyeT Should be absent. / 
BH)JJ!Mble '4aCTHUbl ,!J;OJDKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH)lHMbie qacTHUbl: 
I. Particles 2': 10 µm / 05 not more than 6000 per ampoule; I 

qaCTHU pa3MepoM 2': He 6onee 6000 Ha aMr1yny; 
10 MKM 

ii. particles 2': 25 µm / 00 not more than 600 per ampoule. I 
qacTHU pa3MepOM 2': He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A / IlpHMecb A 0.09 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / IlpHMech B Not detected / He o6ttapy)l(eHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C / IlpttMech C Below LOD (LOD = 0.010 %) / Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe)leJia o6ttapy)l(eHIDI (ITO = 0.010 %) 

Impurity D I IlpHMecb D Not detected/ He o6Hapy)l(etta not more than 0.20 % / He 6onee 0,20 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMettaHue: Ilpo)lyKT coorneTcrnyeT Tpe6oBaHHj!M Hg JaKJIIOtteHue: O.[{OliPEHO 

1:=======::;;::::======.-;::::======~ 
Prepared by I 
ITo)lroTOBJieHo: Vishal 
Sharma 

Date I 
)];am: 13.05.2026 

Checked by I 
Ilposepetto: Pardeep 
Kumar 

Date I 
,!J;am: 13.05.2026 

Checked by (AQA) I 
IlposepeH0 (AOK): 
Amit Kumar 

----
Date I 
)];am: 13.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O)lo6petto: O6ecneqeHHe 
Ka'4eCTBalOTBeTCTBeHHOe JIHUO: 

Date I 
)];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJilf3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, 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 

IIPOAYKT: KeTopo11® (KeTopoJiaK) pacrnop .urn1 BHYl'PHBeHHOro H BHYI'PHMbIWe1-rnoro BBe,UeHHH, 30 Mr/MJI 

Batch No/ : V260342 
Batch Quantity / 454545 ampules / 

CepuH .N'!! 061>eM cenuu 
: 

454545 aMTTYJI 

Analytical Report No/ Date of Analysis / 

AuaJiuTn'leCKnii OT'leT .N'!! : 890001880930 ,ll;aTa auaJiu3a : 13.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry/ 

03/2028 
,ll;aTa npoH3B0,UCTBa ro)].eH )].O 

: 

Mfg. License No./ 
Ilpou3BOACTBeuuaH : MB/05/264 

MA number:/ 
: JITT-N2(008888)-(Pf-RU) 

JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJiu3 nposeAen no H,ll;: JITT-N2(008888)-(Pf-RU)-170225 
Pal!e 4 of 7 / CTp. 4 03 7 

.N'~ Test/ IloKaJaTem, Results/ PeJyJI1>TaTbI Specification / HopMa 

Individual unidentified 
impurity/ EJJ.MHM1-1Ha» 

Below LOQ (LOQ = 0.050 %) I HmKe Not more than 0.20 % / He 6onee 0,20 %. 
HeJi!)ieHTJi!qJJi!U,11pOBaHHa}l 
np11MeCh 

npeJJ.ena KOJlJi!qecrneHHoro onpeJJ.eneHJi!H 
(ITKO = 0.050 %) 

Total impurities I CyMMa 
0.1 % 

Not more than 1.50 % / He 6onee 1,50 %. 
npHMecetl 

8 Extractable volume* / Not less than 10.0 ml ( collectively 

UJBJJeicaeMhlH o6beM* measured volume of 10 ampoules). I 
10.3 ml/ 10,3 MJl He Mettee 10,0 MJl (o6beM, HJMepeHHhIH 

Ha OCHOBaHH11 06beJJ.HHeHHOrO 
coJJ.ep)l<HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 

liatrrepuaJJhHhie /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 

3HJ].OTOKCHHhl KeTopoJiaKa TPOMeTaM11Ha. 

10 Sterility** I NA Must be sterile. I .IJ:on)l(eH fihITh 
CTepHJJhHOCTh ** CTepIUihHhIM. 

11 Assay/ KoJJuqecTBeHuoe 29.81 mg/29,81 Mr From 27.0 mg to 33.0 mg of Ketorolac 

onpeJJ.eJJeuue Trometamol per I mL. I OT 27 ,0 Mr JlO 

33,0 Mr KeTOponaKa TPOMeTaMOJla a 1 MJl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lauue: IlpOJlYKT cooTBeTcTByeT TPe6oaaH11J1M H.IJ: 3aicmoqeuue: O,llOliPEHO ~======;,:========,;======~ 
Prepared by / 

TToJlrnToeneHo: Vishal 

Sharma 

Date/ 

.IJ:arn: 13.05.2026 

Checked by / 

TTpoBepeHo: Pardeep 

Kumar 

d---
Date/ 

.IJ:arn: 13.05.2026 

Checked by (AQA) / 

TTpoaepeHo (AOK): 

Amil Kumar 

~ 

Date/ 
)];aTa: 13.05.2026 

Approved by: Quality Assurance/ Authorized 

person/ O.[(o6peHo: O6ecneqeH11e 

KaqecTBa/OrneTCTBeHHOe JlJi!U,0: 

Date/ 
}J;aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L851 9SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWMKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, 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 

Ilpo,uyKT: KeTopon® (KeToponaK) pacrnop ,nm, BHYfPHBeHHOfO 11 BHYfPHMbIWelJHOro BBe,neHmI, 30 Mr/MJI 

Batch No I : V260342 
Batch Quantity / 

: 
454545 ampules / 

CepuH .N'!! O6beM cepuu 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKnii OT'leT J\fo : 890001880930 ,Il.aTa auaJIH3a : 13.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry / 

03/2028 
lllaTa 11pon3BO.UCTBa ro[leH .llO 

: 

Mfg. License No./ 
IlpOH3B0,UCTBeHHaH : MB/05/264 

MA number:/ : JIIT-M!(008888)-(Pf-RU) 
JIHl.(eH3HH .N°!! HoMep PY 

Analysis performed according ND I AuaJIH3 npoee,ueu no H.,II.: Jlfl-NQ(008888)-(Pf-RU)-170225 

12 

13 

Test/ IloKaJaTeJib 

Ethanol content/ 3TauoJ1 

Packaging/ Onucauue 
ynaKOBKH 

Results/ PeJyJlhTaTbJ 

11.90 % 

1 mL in class I light-shielding dark amber 
glass ampoules. A cut ring and point in the 
upper part of ampoule. A label is attached 
to ampoule. 
10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Ilo 1 MJI B aMny11bI 113 csern3alUl1THoro 
cTeKJia TeMHo-Kopwrnesoro useTa Knacca 
I. B BepxHeii '!aCTl1 aMITYJibl HaHeCeHbI 
KOJlbU0 11 T0'!Ka )].JUI pa3Jl0Ma. Ha aMnyny 
HaKJ1e11BaIOT 3Tl1KeTKy. 
Ilo 10 aMnyn BMeCTe c JIHCTKOM-
BKJia)].bIIIIeM B ITBX/an10M11H11eBbIH 
6Jil1CTep. Ilo 1 6Jil1CTepy B na'!Ky 
KapTOHHyIO. 

Page 5 of 7 / CTp. 5 H3 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) no 13,10 % (06/06). 

1 mL in class I light-shielding dark amber 
glass ampoules. 
A cut ring and point are in the upper part 
of ampoule. A label is attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
Ilo 1 MJI B aMnyJlbl 113 CBeT03aIUHTH0ro 
cTeKJia TeMH0-KopHtJHesoro usern Knacca 
I. B BepxHett '!aCTH aMnyJibl HaHeceHbl 
K0Jlbl..l0 H T0'!Ka ,ll,JIR pa3JJOMa. Ha aMnyny 
HaKJieHBaIOT 3THKeTKy. 
Ilo 10 aMnyn BMeCTe c JlllCTK0M-
BKJia)].hillleM B ITBX/anIOMHH11esb1ti 
6JIHCTep. Ilo 1 6JJHCTepy s na'!Ky 
KapT0HHYfO; OJ/R cmaljU0Hapo13: no 2, 3, 5 
6JIHCTepoB B rra'!KY KaPTOHHYfO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMel.fattne: Ilpo)].yKT coorneTcTByeT TPe6oBaHIDIM HA 3aKJIIO'leuue: O,LJ:OliPEHO 

1:========:,;========;-;:::::========: 
Prepared by / 
Ilo)].roTOsnetto: Vishal 

Sharma 

~ 
Date/ 
Aarn: 13.05.2026 

Checked by/ 

Ilposepeuo: Pardeep 

Kumar 

~ 
Date/ 
)J;ata: 13.05.2026 

Checked by (AQA) / 

TipoaepeMO (AOK): 
Amit Kumar 

~~✓--
Date/ 

Aa-ra: 13.05.2026 

Approved by: Quality Assurance/ Authorized 
per on/ O.uo6petto: O6ecrre'!ett11e 
Ka'!eCTBalOTBeTCTBeHHOe Jl11U0: 

Date/ 

)J;aTa: 

Registered Office: 8-2-33_7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8S19SAP1984PLC004S07 

www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIB3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, 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 
Ilpo,L{y1u: KeTopon® (KeToponaK) pacrnop ,L{JIH BHyrpHBeHHOrO H BHyrpHMhIWe1rnoro BBe,L{eHHH, 30 Mr/MJI 

Batch No I : V260342 
Batch Quantity/ 454545 ampules / 

CeonH .N'!! O6'heM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AnaJIHTHqec1rnu oTqeT .N'!! : 890001880930 ,ll;aTa auaJIH3a : 13.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry / 03/2028 

llaTa npoH3BO.L{CTBa ro,L{eH ,L{O : 

Mfg. License No./ 
IlpoH3BO.L{CTBeuuaH : MB/05/264 

MA number:/ : JU1-NQ(008888)-(Pf-RU) 
JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose.L{eu no H,ll;: J1Il-NQ(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 H3 7 

* Tests are not performed during the stability investigation./* HcnhITaHHH He npoBO.D.HT B xo.n.e Hccne.n.osaHID! 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTponb KaLiecrna no noKa3arnmo npoBO.D.HTCH .[I.JlH Ka)K)].OH 15-oii cepHH. 

API name/ HauMeuosauue A<l>C: Ketorolac Trometamol / KernponaKa TPOMeTaMOJI 

INN/ MHH: Ketorolac / KernpoJiaK 

API manufacturer batch number/ 
2KTM0661125 

HoMep cepuu npou1BOAUTeJIS1 A<l>C: 

FP Manufacturer API Batch number / 

HoMep cepuu cy6cTaHUHH npOH3BOAHTeJIH FETA00132 
r .JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
ITpou1BOAHTeJ11> A<l>C, CTpaua: CawMe)l, Jla6c JlHMHTe)l,, I1HAHH 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, Nalagarh 
manufacturing site/ Control site/ Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site/ 
HauMeHOB3Hne, a,L{pec, JIHUeH3HSI )l,JISI 

.lJ:-p PeMH'c Jla6opaTOpHC JlTA., I1HAl1JI, ITpOH3B0)1,CTBeHHOe TT0)l,pa3)1,eJieHHe-6, 

ITpOH3B0)1,CTBeHH3SI UJIO(Ua,L{Ka / ITJIO(U3.L{Ka 
BHJIJI. Kxom,, Hanarapx Poy.n, Ea.11.lltt, ,lJ;HCTpHKT Conan, X.TI., 173205, I1HAHH 

K0HTp0JJSI Ka'!eCTBa / IlJIOUlaAKa BhmycKa 
(nm..1.eu111J1 N2 No MNB/05/263 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKAT AHAJIH3A 

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

IlpO.LJ;YKT! KeTOPOJl® (KeTOPOJlaK) paCTBOP .ll;Jl51 BHYTPJ--!BeHHOro 11 BHYfPHMhIWeqHoro BBe)].eHH51, 30 MrlMJl 

Batch No/ : V260342 
Batch Quantity / 454545 ampules I 

CepuH .N'!! O6-LeM ceouu 
: 454545 aMnyJI 

Analytical Report No / Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! : 890001880930 ,l),aTa auaJiu3a : 13.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry / 

03/2028 
,lJ,aTa npOH3B0/1.CTBa ro.ri:en AO 

: 

Mfg. License No./ 
IlpoH3BOACTBennaH : MB/05/264 

MA number:/ : JITT-NQ(008888)-(Pr-RU) 
JIHl(eH3HH .N'!! HoMep PY 

Analysis perfor·med accordin2 ND/ AnaJIH3 npose.ri:en no H,l],: JITT-NQ(008888)-(Pr-RU)-l 70225 
Page 7 of 7 / CTp. 7 H3 7 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 

manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 

requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 

Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 

Good Manufacturing Practice of the Eurasian Economic Union is established». / 

3aKJltOl.feHHe O COOTBeTCTBHH: «HaCTOJllllHM 51 no.nrnep)l(.naio, 1-ITO np1-rne.neHHaJ1 Bblllle HH<pOpMaU:IDI HBJIHeTCJI AOCTOBepHOH H 

TO'-IHOH. 3m cep1-rn npo.nyKU:Hli npOM3Be,a:eHa (BKJJIO'-laJI ynaKOBKY (MapKHpOBKY) 11 KOHTPOJJb Ka'-!ecrna) Ha BblllleyKa3aHHOH 

npoH3B0,UCTBeHHOH TTJJOJlla,UKe (nnoma.nKax) B ITOJJHOM COOTBeTCTBHH C TPe60BaHl1JIMl1 IlpaBHJJ Ha,a:Jie)Kamei1 np011380.[(CTBeHHOH 

npaKTJ1KH EBpa3HHCKOro 3KOHOMJ1'-leCKOro COI03a H Tpe6oBaHJ151MH KOHTPOJJJI Ka'-lecrna JJeKapcrneHHblX cpe,nCTB, a TaK)l(e B 

COOTBeTCTBHH co cneu:mj>HKaU:HJIM.11, co.nep)l(aJlll1MHCJI B perncTpaU:HOHHOM ,nocbe CTPaHbl-HMITOpTepa. 3am-1c1-1 no npott3B0ACTBY, 

ynaKOBKe H aHamny nposepettbl, J,! ycrnHOBJieHO HX COOTBeTCTBHe TPe6oBaHIDIM IlpaBHJJ Ha.nne)l(amei1 npoH3B0.[(CTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMJ1'-leCKOro COI03a». 

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
IlpttMe'lan11e: Ilpo.nyKT coorneTcrnyeT TPe6osaHIDIM H.D: 3ateJ1t0'1eHue: 0,/J.OJiPEHO 
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