
•·· Dr. Reddy's "lllllil;• 

CERTIFICATE OF ANALYSIS 
CEPTMWIIKATAHAJilI3A 

Dr. Reddy's Labo ratories Ltd_. 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product:/ Ketorol<i\1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO}WKT: KeTopo110<i (KeToponaK) pacrnop ,[(mI Bttyrpirnettttoro 11 Bttyrp11Mblllie'-lttoro BBe.[(emrn:, 30 Mr/Mn 

Batch No/ 
: V260343 

Batch Quantity / 454545 ampules / 

CepuH .M! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuu OT'leT .N'!! : 890001881084 ,[I;aTa auaJiu3a : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,[I;aTa DPOH380.[(CTBa ro}J;eH }J;O : 

Mfg. License No./ 
Ilpon3BO}J;CTBeuuaH : MB/05/264 

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

JIHD;eH3HH .N°!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe}J;eu no H,n:: JII1-N2(008888)-(Pr-RU)-l 70225 
Page 1 of7 / CTp. 1037 

.N'2 Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specifi~ation / HopMa 

1 Description/ OnHcanHe Clear colorless solution. / Ilp03pa'-1HbIH Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I Ilpo3pa'-1HbIH pacrnop OT 

6ecuseTnoro AO cserno-)KeJITOro usern. 

2 Identification*/ l-beHTH4'HKaum1* 

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 main peak in the 
standard solution. / BpeM51 yAep)K11BaHH51 chromatogram of standard solution (Assay 
0CH0BH0ro ITHKa Ha xpoMaTOrpaMMe section). I BpeM51 yAep)K11BaHH51 
HCIThITyeMoro pacrnopa C00TBeTcrnyeT 0CH0BH0ro ITHKa Ha xpoMaTOrpaMMe 
speMeHH yAep)KHBaHH51 0CH0BH0ro ITHKa llCIThITyeMoro pacrnopa .ll,0JI)KH0 
Ha xpoMaTorpaMMe CTaH.ll,apTHOro C00TBeTCTB0BaTb speMeHll y Aep)KHBaHll51 

pacrnopa. 0CH0BH0ro ITHKa Ha xpoMaTOrpaMMe 
CTaH.ll,apTH0ro pacrnopa (pa3.ll,eJI 
«KonWiecTBeHHOe orrpe.ueneHHe» ). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
np11Me•rnn11e: Ilpo.uyKT coorneTcTsyeT Tpe6osaHll51M HA 3aKJ1 10'-ietme: 0)1,0liPEHO 

Prepared by / 

n o)l,roToBJl'eHo: Vishal 

Sharma 0,,,-
!D ate / 

1J1.ani: 13.05.2026 

Checked by / Checked by (AQA) / A pproved by: Quality Assurance/ Authorized 

nposepetto: Par deep ITpoBepeHo (AOK): person / O.uo6peHo: O6ecne'-leHHe 

Kumar ArnitKu~ 
Ka'-lecrna/OrneTCTBeHHOe JI11U0: 

C> F ~WVAtJ l 
~ t""\ 

Date/ Date / Date / ( ~s1.J)?-b ,l(an1: 13.05.2026 .z:t:arn: 13.05.2026 ,UaTa: 
C 

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: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> IIKA T AHAJIII3A 

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 
Ilpot1.v1n: KeTopo1{"1 (KeTopoJiaK) pacrnop AJUI BHyrpHBeHHOro H BHyrpHMblllie4HOro BBeAeHml, 30 MrlMJI 

Batch No/ 
: V260343 

Batch Quantity/ 454545 ampules/ 
: 

CepuH .N'!! O6beM cepuu 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKun oTqeT .N'!! : 890001881084 )],aTa auaJIH3a : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

)laTa npoH3BOtJ.CTBa roti.eH AO 
Mfg. License No. / 
Ilpou3BOtJ.CTBeuuaH : MB/05/264 

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

JIHIIeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeti.eu no HJ:(: JITT-.N2(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTp. 2 u3 7 

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

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

Y<P-cneKmpo¢omoMempuR * 
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<t>-crreKT])hI rrornomemrn maxima at 322 ± 2 nm. I Y<t>-crreKTpbI 
HCilbITyeMoro pacrnopa H pacrnopa rrornomeHm1 HCilbITyeMoro pacrnopa H 

CTaHJl3pTHOro o6pa3ua KeToponaKa pacrnopa CTaH,llapTHOro 06pa3ua 
T])OMeTaMHHa B o6JiaCTH OT 200 ,/lO 400 HM KeToponaKa T])OMeTaMHHa B o6nacTH OT 
HMe!OT MaKCHMYMbl rrornomeHm1 rrpH 200 ,/lO 400 HM )lOJI)KHbl HMeTb 
322±2 HM. MaKCHMYMbl rrornomeHm! rrpH 322±2 HM. 

3 Clarity / Ilpo3paquocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / Orranecuem.1_m1 rrperraparn suspension I. / Orranecu.eHL(Hjl rrperraparn 
He rrpeBhmrneT orranecu.eHU.HIO cycrreH3HH He JlOJI)l{Ha rrpeBbIIIIaTh orranecueHU.HIO 
cpaBHeHHji I. cycrreH3HH cpaBHeHHji I. 

4 Color/ QBeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm./ 
ITornomeHtte JlOJI)KHO 6bITb He 6onee 0,20 
rrpH )lJIHHe BOJIHbl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 .no 7,9. 

6 Particulate matter/ MexaHuqecKtte BKJIIOlfeHHH 

Remarks : The Product confirms to ND/ 
IlpttMelfaHue: ITponyKT coorneTcrnyeT -rpe6oBaHHj!M HA 

Conclusion : APPROVED I 
3aKJIIOlfeHue: O,II:OliPEHO ::=========:::;-;:::========:::;-;::::========:::: 

Prepared by/ 

ITonroTOBJieHo: Vishal 

Sharma 

Date/ 

Aarn: 13.05.2026 

Checked by / 
nponepeHo: Pardeep 

Kumar 

Date I 
)J.a-ra: I 3.05.2026 

Checked by (AQA) / 
npoeepeHo (AOK): 

Amit Kumar 

~ ------
Date / 
J].aTa: 13.05.2026 

Approved by: Quality Assurance/ Authorized 

person / Ono6peHo: O6ecrre'-lem1e 

K3'-lecrna/OrneTCTBeHHOe JIHL(O: 

Date / 
,UaTa: 

~L\ \\)A-µ' 

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: L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTH <l>HKA T AHAJIII3A 

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 

IlpOJ.J.Vl-:T: KeTopon® (KeTOponaK) pacrnop J.J.J151 BHyrpHBeHHOfO H BHyrpHMhllliellHOro BBe,!],eHH51, 30 Mr/MJI 

Batch No/ 
: V260343 

Batch Quantity I 454545 ampules / 

Cepm1 .N'!! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTHIJecKun OT'leT .N'!! : 890001881084 ,ll;aTa auaJiu1a : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

.IJ:aTa npOH3BOJ.J.CTBa ro.11:eu J.J.O 
: 

Mfg. License No./ 
Ilpou1BOJ.J.CTBeuuaH : MB/05/264 

MA number:/ : JII1-.N2(008888)-(Pf-RU) 
JIHQeu1uH N!! HoMep PY 

Analysis performed according ND/ Ana.JIH3 npoee.11:eu no H.IJ:: JII1-N2(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 u1 7 

.N'!! Test/ IloKaJaTeJJb Results/ Pe1yJ1bTaTb1 Specification / HopMa 

6a Visible particles / Complies / CooTBeTcTByeT Should be absent. / 
Btt)ll1Mble qacTHI..l,bl JJ:omKHbl OTCYTCTBOBaTb. 

6b Invisible particles/ 
HeBH,!l,HMble qacTHI..l,bI: 
1. Particles c: 10 µm / 00 not more than 6000 per ampoule; I 

qacrnu pa3MepoM c: He 6011ee 6000 Ha aMrryny; 
10 MKM 

11. particles c: 25 µm / 00 not more than 600 per ampoule. / 
qaCTHI..I, pa3MepoM c: He 6011ee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpuMecu 

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

Impurity B / IlpttMecb B Not detected I He o6Hapy)l{eHa not more than 0.50 % / He 6011ee 0,50 %; 

Impurity C I IlpttMecb C Below LOD (LOD = 0.010 %) / Htt)l{e not more than 0.50 % / He 6011ee 0,50 %; 
rrpe,nena o6Hapy)l{eHtt51 (ITO= 0.010 %) 

Impurity D / IlpttMecb D Not detected I He o6Hapy)l{etta 

Remarks : The Product confirms to ND/ 
IlpuMe'laHue: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHH51M HJJ: 
:=::::========:::;-;:::========:::;;;;;=========; 
Prepared by / 
Ilo,nroTOBJieHo: Vishal 
Sharma 

Date I 
}J,aTII: 13.05.2026 

Checked by I 
n posepeHo: Pardeep 
Kumar 

:=::::=======::::: 
Date/ 
,[\a-ra: 13.05.2026 

Checked by (AQA) / 
nposepeHo (AOK): 

Am;t K~ 

Date / 
JJ,a-ra: 13 .05 .2026 

not more than 0.20 % / He 6011ee 0,20 %. 

Conclusion : APPROVED / 
3aKmO'leHue: O)1,OliPEHO 

Approved by: Quality Assurance/ Authorized 
person / O,D,o6petto: O6ecneqett11e 
Ka•1ecTBalOTBeTcTBeHHOe nuuo: 

Date I 
Aarn: 

~ \i\\\.Ht~' 

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: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTII<I> IIKA T AHAJIII3A 

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:/ Ketorolq,i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)];y1n: KeTopon® (KeToponaK) paCTBOp ,[(ml BttyrpHBeHHOro tt BHyrpHMblllJeqttoro BBe,[(eHml, 30 Mr/Mn 

Batch No/ 
: V260343 

Batch Quantity / 454545 ampules / 
CepuH .M! O6neM cepuu 

: 
454545 aMTIYJl 

Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii OT'IeT .M! : 890001881084 ,ll;aTa auaJiu3a : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)laTa npOH3BOJJ.CTBa roueu JJ.O 
: 

Mfg. License No. / 
IIponJBOJJ.CTBeuuaH : MB/05/264 MA number:/ 

: JII1-N2(008888)-(Pr-RU) 
JIHQeH3HH .M! HoMep PY 

Analysis performed according ND/ AnaJIH3 npose,1J,eu no ff.ll: JII1-N2(008888)-(Pr-RU)-l 70225 
Page 4 of 7 / CTp. 4 u3 7 

x~ Test/ IloKa3aTeJib Results/ Pe3yJibTaTbt Specification/ HopMa 

Individual unidentified 
impurity / E,11,1-rn11qttaH 

Below LOQ (LOQ = 0.050 %) / HmKe Not more than 0.20 % / He 6onee 0,20 %. HeH.[(eHTH~HUHpOBaHHaH 
np11MeCb 

npeAeJia Kon11qecrnettttoro onpeAeJieHHH 
(ITKO = 0.050 %) 

Total impurities/ CYMMa 
0.1 % 

Not more than 1.50 % / He 6onee 1,50 %. 
np11Meceii 

8 Extractable volume* / Not less than 10.0 ml (collectively 
lhBJieKaeMbtii o6beM* measured volume of 10 ampoules)./ 

10.3 ml/ 10,3 MJI He Mettee 10,0 MJI (o6beM, H3MepeHHhltt 
Ha 0CHOBaHHH o6be,[\HHeHHOro 
C0Aep)l(HM0ro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepHaJibHb!e /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,[\OTOKCHHbl KeToponaKa rpoMeTaM11tta. 

10 Sterility** / NA Must be sterile. I ,/J,OJI)l(eH faITb 
CTepHJibHOCTb ** CTepHJihHblM. 

11 Assay/ KoJiu'leCTBeuuoe 29.68 mg I 29,68 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeAeJieuue Trometamol per 1 mL. I OT 27 ,0 Mr L(0 

33,0 Mr KeToponaKa rpoMeTaMona s 1 MJI. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMeLtau11e: ITpo,nyKT coorneTcrnyeT rpe6osattHHM H,l], 3aKmo'lettue: O,[I,OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
IToAroTosnetto: Vishal □pol3epeMo : Pardeep ITposepetto (AOK): person/ OAo6petto: O6ecrreqem1e 
Sharma 

~/ 
Kumar Amit Kumar KaqeCTsa/OrneTcrnettttoe 1rnuo: 

=1--:- f\ ~-- ~ 4\ \} A-0' 
/'"\ 

Date I Date I Date/ Date I r,~<lJ\o~ )],am: 13.05.2026 )],am: 13.05.2026 .D:am: 13.05.2026 )],am: 
- r 

Registered Office: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

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

www.drreddys .com 



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

CEPTH~HKATAHAJIH3A 

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<!!l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;:w1n: KeTopoJI® (KeTOPOJiaK) paCTBOp )],JI51 BHYfPHBeHHOro H BHYfPHMhIWe'-IHOro BBe)],eHH51, 30 Mr!MJI 

Batch No/ 
: V260343 

Batch Quantity / 454545 ampules / 
CepuH .N"!! 06beM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKuii 0T'leT .M! : 890001881084 ,l(aTa auaJiu3a : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

lllaTa npouJBOllCTBa ro)leH )],0 
: 

Mfg. License No./ 
IlpouJBOJlCTBeunaH : MB/05/264 MA number:/ 

: JH1-N2(008888)-(Pf-RU) 
JIHQeH3HH .N°!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe)].eu no Hl{: J1IT-N2(008888)-(Pf-RU)-170225 

12 

13 

Test/ IloicaJaTeJlh 

Ethanol content/ 3rnHOJ1 

Packaging/ Onucauue 
ynaKOBKH 

Results/ PeJyJ1bT8TbI 

l l.92 % 

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. 
I blister in a carton pack. / 
Tio 1 MJI B aMnyJihl 113 CBeT03all.(11TH0ro 
cTeKJia TeMHO-Kopwrnesoro useTa Knacca 
I. B BepxHett 'laCTl1 aMnyJihl HaHeceHbl 
K0JihU0 11 TO'lKa ,!lJIH pa3JIOMa. Ha aMnyny 
HaKJie11BaIOT 3Tl1KeTKy. 
Tio 10 aMnyJI BMeCTe c Jil1CTKOM­
BKJia,!lblllieM B TIBX/an10M11H11eBhitt 
6Jil1CTep. Tio 1 6n11cTepy B rra'lKY 
KapTOHHYJO. 

Page 5 of7 / CTp. 5 HJ 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .n:o 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 1s attached to 
ampoule. l 0 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
l blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
Tio 1 MJI B aMnyJihl HJ CBeT03all.(HTHoro 
cTeKJia TeMHO-Kopwrnesoro usern Knacca 
I. B Bepxueii 'laCTl1 aMITYJibl HaHeCeHbl 
KOJihU0 11 TO'lKa ,!lJIH pa3JIOMa. Ha aMnyny 
HaKne11BaIOT 3Tl1KeTKy. 
Tio 10 aMrryn BMeCTe c JIHCTKOM-
BKJia,!lblllleM B TIBX/anIOMl1Hl1eBbltt 
6n11cTep. Tio l 6n11cTepy B rra'lKY 
KapTOHHYJO; ORR cmaz1uoHap011: no 2, 3, 5 
6Jil1CTePOB B rra'lKY KapTOHHYJO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJ1to'leuue: O)1,OliPEHO IlpttMe'laHne: Tipo,11,yKT C00TBeTCTByeT Tpe6osaHHHM H,[( 

Prepared by / 

no.n:roroeneuo: Vishal 
Sharma 

/ 
Date/ 
):{ara: 13.05.2026 

Checked by / 

ITpoaepetto: Pardeep 

Kumar J._ 

Date/ 

j:{aTa: 13 .05.2026 

Checked by (AQA) / 

npoeepeHo (AOK): 
Amit K umar 

Date/ 
lJ,ara: 13 .05.2026 

Approved by: Quality Assurance/ Authorized 
person / O.n:o6petto: O6ecrre'-lett11e 

Ka'lecrna/OrnercTBettHoe n11uo: 

Date / 
,[(am: 

g~lVAµI 

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

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

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product:/ 
fi O)]. KT: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTo on® (KeTo onaK HBeHttoro H BH HMhtwelrnoro BBe)WHHJI, 30 Mr/Mn 

Batch No/ 
Ce nH.N'!! 

: V260343 
Batch Quantity/ 454545 ampules / 
O6beM ce nu 454545 aMn JI 

Analytical Report No/ 
AuaJinTuqecKuii oTqeT .N'!! : 890001881084 

Date of Analysis / 
,ll,aTa auaJiuJa 13.05.2026 

Date of Manufacture / 
aTa D OH3B0)].CTBa 

Mfg. License No./ 
IlpouJBOJJ.CTBeuuaH 
JIHU:eH3HH .N'!! 

: 04/2026 

: MB/05/264 

Date of Expiry / 
ro)].eH )].O 

MA number:/ 
HoMep PY 

03/2028 

: JII1-N2(008888)-(Pr-RU) 

Analysis erformed accordin ND / AuaJinJ n oBe)].eu no : JII1-N2 008888 -(Pr-RU -170225 
Page 6 of7 / CTp. 6 uJ 7 

* Tests are not performed during the stability investigation./* I1cnbITamrn He npoBOJJ.JIT B xo)].e ttccJie)].OBaHHJI 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJih KaqecTBa no IlOKaJaTemo npoBO)].HTCJI )].JIJI Ka)K)].OM 15-oii cepHH. 

API name/ HauMeHoBaHue A<I>C: Ketorolac Trometamol / KernponaKa TPOMeTaMOJI 

INN /MHH: Ketorolac I KernpoJiaK 

API manufacturer batch number/ 
2KTM0661125 

HoMep cepuu npottJBOJJ.UTeJIH A<I>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTami:uu npouJBOJJ.UTeJIH FETA00132 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
Ilpou1BOJJ.UTeJib A<I>C, cTpaHa: CattMeJJ. Jia6c JlttMHTe.n, l1tt.nuJ1 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 
manufacturing site / Control site / Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site I ,[1,-p Pe.n.n11'c Jia6oparnp11c JIT.n., 11HJJ:Hjj, Ilpomso.ncrneHHOe rro.npa1.nenett11e-6, 
HauMeHoBauue, aJJ,pec, JIUQeHJHH JJ,JIH 

BttJIJI. KxoJih, Hanarapx Poy.n, Ea.n.n:11, )J,11cTpHKT CoJiaH, X.Il., 173205, Htt.nlijj 
IlpOH3B0,D:CTBeHHaH UJIO[Ua;::uca / IlJIO[UaJJ,Ka 

(n11ueHJHJ1 N2 No MNB/05/263 
KOHTpOJIH Ka'leCTBa / IlJIO[UaJJ,Ka BbmycKa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: Ilpo,nyKT coorneTcrnyeT TPe6oBaHHj!M HA 3aKJI10'leu11e: O,II:OliPEHO 

1:========::;;=======~;:::=========: 
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Date I 
].J:aTa: 13.05.2026 

Checked by I 
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c.J • 
Date I 
)laTa: 13.05.2026 

Checked by (AQA) I 
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Date / 
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Approved by: Quality Assurance/Authorized 
per on/ O,no6petto: O6ecrre'!ett11e 
Ka•1ecTBa/OreeTcraeHttoe m1uo: 
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Date/ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJilI3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

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

Product:/ Ketorol10 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)J.y1n: KeTopo111!<l (KeTopo11aK) paCTBOp )],ml BHyrpHBeHHOro H BHyrpHMbillleYHOro BBeJJ,eHmI, 30 MrlMJI 

Batch No/ 
: V260343 

Batch Quantity I 454545 ampules / 
CepuH .M! O6beM cepuu : 454545 aMny11 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH'lecKuii: OT'leT .N'!! : 890001881084 ,II:aTa auaJiuJa : 13.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

lllaTa npouJBO)J.CTBa ro)J.eH )J.O 
: 

Mfg. License No./ 
IlpOH3BO)J.CTBeuuaH : MB/05/264 MA number:/ 

: JITT-M1(008888)-(Pf-RU) 
JIHQeHJHH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npone)J.eu no H,n:: JITI-NQ(008888)-(Pf-RU)-170225 
Page 7 of7 / CTp. 7 HJ 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»./ 

3aKJJIO'leuue O COOTBeTCTBHH: «HaCTOHI.UHM » IlO)],TBep)l{)].alO, 'ITO np11Be)].eHHa» BbIUie l1Hq>OpMau:m1 HBJrneTCH JJ.OCTOBepHOH 11 

TO'IHOH. 3m cepmI npo)].yKU:1111 npOH3BeJJ,eHa (BKJUOYa» ynaKOBKY (MapKHpOBKY) 11 K0HTP0Jih Ka'lecrna) Ha BhIUieyKa3aHHOH 

np0113B0JJ.CTBeHHOH ruJOJ..U;aJ].Ke (illIOJ..U;aJ].Kax) B TIOJIH0M C0OTBeTCTBl111 C Tpe60BaHJ1HMl1 IlpaBHJI HaJJ,Jie)l{ameii np0113B0JJ.CTBeHHOH 

npaKTl1Kl1 Espa311HCKOro 3K0HOMWieCKOro COI03a 11 Tpe6oBaHl1HMH K0HTpOJIH KaYeCTBa JieKapCTBeHHblX cpeJJ.CTB, a TaK)l{e B 

C00TBeTCTBl1H co cneu:11<p11Kau:11»Ml1, COJJ.ep)l{al.Ul1Ml1CH B perl1CTPaU:110HHOM JJ.OCbe CTPaHbl-11MilOpTepa. 3an11c11 no npOH3B0JJ.CTBY' 

yrraK0BKe 11 aHaJIH3Y rrposepettbl, 11 ycmHOBJieH0 11X CO0TBeTCTBl1e Tpe6oBaHIDIM IlpaBlIJI Ha)],J1e)l{amei1 rrp0113B0JJ.CTBeHH0H 

rrpaKTHKl1 Espa311HCKOro 3K0H0M11'1eCK0ro COI03a». 

Remarks : The Product confirms to ND/ 
IlpuMelfauue: IlpoJJ.yKT coorneTcrnyeT TPe6osaHIDIM H)], 

1:=========:::::;-;:========::::;;:==========: 
Prepared by I 
IloJJ,roTOBJieHo: Vishal 

Sharma 

Date I 
)],am: 13.05.2026 
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Ilposepetto: Pardeep 

Kumar 

Date I 
)],am: 13.05.2026 

Checked by (AQA) / 

IlposepeHo (AOK): 

Amit Kumar 

Date I 
)],am: 13.05.2026 

Conclusion : APPROVED / 
3aKJJIOYeuue: O)];OliPEHO 

Approved by: Quality Assurance/ Authorized 

person/ OJJ.o6petto: O6ecrre'lem1e 

Ka'lecrna/OrneTCTBeHHOe JI11U:0: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




