
•·· Dr. Raddy's "llllli~• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-5 
Viii. Kho!, Naiagarh Road, Baddi, 
Oistt. Sola,1, :-l.P., 1/3 205, INDIA 

www.cirrec1c.ys.cc,m 

Product:/ Ketorol0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlPOllVKT: KeTOPOJl n<) (KeTOPOJlaK) paCTBOP ,UJlll BHyrpi,rneHHOro H BHYTPHMhJWe'-IHOro BBe,UeHHJI, 30 MrlMJl 

Batch No/ 
: V250929 

Batch Quantity / 454545 ampules / 

CepuH X!! 06beM cepuu 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH 0T<feT X!! : 890001848746 ,rt:aTa auanuJa : 29.11.2025 

Date of Manufacture/ 
11/2025 

Date of Expiry/ 10/2027 
)laTa np0H3B0/J,CTBa 

: 
ro1.1.eu 1.1,0 

: 

Mfg. License No. / 
IlpoHJBOllCTBeuuaH : MNB/05/263 MA number:/ : JHI-N2(008888)-(Pr-RU) 
JIHQeH3HSI .N°!! HoMep PY 

Analysis performed according ND/ Auanu3 np0Be1.1,eu no H,n:: JII1-N2(008888)-(Pr-RU)-l 70225 
Pa!!e 1 of7 / CTp. 1 H3 7 

.N'! Test I TioKaJaTeJJb Results/ PeJyJJbTaTbt Specification / HopMa 

1 Description/ Onucauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
Tipo3paifHhitt pacTBop csen10-)KeJnoro solution. I Tip03paifHbitt pacrnop OT 
useTa. 6ecu:seTuoro ilO cseTJJO-)KeJJToro !..(Bern. 

2 Identification*/ U)leHTuit>uKaQust* 

2a HPLC* I B3JKX* 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. / BpeMH y)lep)KMBaHM chromatogram of standard solution (Assay 
OCHOBHOro llMKa Ha xpoMaTOrpaMMe section). I BpeMH y .nep)l(HBaHH51 
HCllblTyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro nuKa Ha xpoMaTOrpaMMe 
BpeMeHu y!lep)KMBamrn OCHOBHOro IlHKa HCilbITyeMoro pacTBopa )lOJJ)KHO 

Ha xpoMaTOrpaMMe CTaH)lapTHOro COOTBeTCTBOBaTb BpeMeHH y.nep)KHBaHI-UI 
pacTBopa. OCHOBHOro IlHKa Ha xpoMaTOrpaMMe 

CTaH)lapTuoro pacTBopa (pa3)leJJ 
«KOJJHifeCTBeHHOe onpe)leJJeHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipHMelfauue: IlpOilYKT cooTBeTcTByeT TPe6oBaHMM H,ll; 3aKJJIO<Jeuue: O,I(Ol>PEHO 

Prepared by / !Checked by I !Checked by (AQA) I Approved by: Quality Assurance/ Authorized 

Ilo)lrOTOBJJeuo: Yogesh TTposepe1-10: Pravesh TTpoeepe1-10 (AOK): person/ O.)lo6pe1-10: O6ecneqeu11e 

Chauhan r~ 
Date/ 

)];am: 29.11.2025 

R ana i Amit Kumar 
"-.. 

Ka'!eCTBa!OTBeTf BeHHOe m1po: 

~ _,/ ~ ' }::J~ 
Date/ D ate / Date/ ~ .-11- J.,-<.>vf 
,ll;a-ra: 29 .11.2025 )];am: 29.11.2025 )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy'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: -,-91 SE'.166 56001-02 
www.drrecidys.com 

Product: I Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.uy1n: KeTopon00 (KeTopoJlaK) paCTBOP ,11,m1 BHYTPHBeHHOro H BHYTPHMbillleqHoro BBe,11,eHH}I, 30 MrlMJl 

Batch No/ 
: V250929 

Batch Quantity / 454545 ampules / 
CepuH .M! O6'beM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'leCKHii OT'leT .M! : 890001848746 ,[(aTa auaJiu3a : 29.11.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 
10/2027 

.I{aTa npOH3B0,ll;CTBa 
: 

ro.a:eu ,a:o 
: 

Mfg. License No. / 
Ilpou3eo,a:cTeeuuaH : MNB/05/263 MA number:/ : JIIl-NQ(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ AuaJIH3 npoee,a:eu no H,U: JITI-NQ(008888)-(Pr-RU)-170225 
Page 2 of7 I CTp. 2 H3 7 

.N"! Test I Iloica1aTeJ1b Results I Pe1yJ1bTaTbI Specification / HopMa 

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

Y(fJ-cneKmporjJomoMempU51 * 
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. / Y<I>-cneKTJ)hI nornoIIJ,eHIDI maxima at 322 ± 2 nm. / Y<t>-cneKTJ)hI 
HCilhITyeMoro pacTBopa H pacTBopa nornoIIJ,eHIDI HCilhITyeMoro pacTBopa H 
CTaH.11.apTH0ro 06pa1u:a KernponaKa pacrnopa CTaH.11.apTH0ro 06pa1u:a 
TJ)0MeTaMHHa B o6JiaCTH OT 200 .11.0 400 HM KeToponaKa TJ)0MeTaMHHa B o6JiaCTH OT 
HMeJOT MaKCHMYMhl nornoIIJ,eHIDI nptt 200 .11.0 400 HM )J.0Jl)l{Hhl HMeTh 
322±2 HM. MaKCHMYMhl Il0rJI0IIJ,eHIDI npH 322±2 HM. 

3 Clarity/ Ilp01palfHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / Onanecu;eHu;H.ir npenapa-ra suspension I. / Onanecu;eHu;tt.ir npenapa-ra 
He npeBhtIIIaeT onanecu;eHU:HJO cycneHJHH He .11.0JI)l(Ha npeBhtIIIaTh onanecu;eHU:HJO 
cpaBHeHIDI I. cycneHJHH cpaBHeHIDI I. 

4 Color / lJ.BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
IIornoIIJ,eHtte .11.0JI)l(H0 6hITh He 6onee 0,20 
nptt )J.JIHHe B0JIHhl 430 HM. 

5 pH 7.4 From 6.9 to 7.9. I OT 6,9 .11.0 7,9. 

6 Particulate matter/ MexanulfeCKHe BKJIIOlfennH 

6a Visible particles / Complies I CoorneTcTByeT Should be absent. I 
BH.11.HMi.Ie qacTHU:hl .lJ:OJI)l(Hbl 0TCYTCTB0BaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
lipttMelfanue: Ilpo.11.YKT coorneTcrnyeT 1"pe6osaHIDIM H,n: 3aicmoqeuue: O.il:OliPEHO 

Prepared by / !Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

noJJ,roTOBJJeHo: Yogesh Ilpoaep eHo: Pravesh npoBepeHO (AOK): person / O.11.06petto: O6ecneqetttte 

Chauhan 

f~ 
Rana i Amit Kumar Ka<1ecrna/OTBeTCTB HH0 JIHI.J;0: 

~_/~ ~ ~ 
Date / Date I Date / 

!
D ate / y, ---, I .- ,.,., v(' 

,n::m1: 29.11.2025 )].am: 2 .1 1.- 025 )J.trra: 29 .11 __ Q25 .lJ:aTa: 

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: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTM<l>MKAT AHAJIH3A 

Dr. Reddy's Laborarnries Ltd. 
Formulation Unit-5 
Vil!. Khol, f\Jaiaga,h Road, Bacidi, 
Oist,. Soian, ,-i.P., :i.73 2J5, ii\lDIA 

wvvw.dm:cicivs.:::o," 

Product:/ Ketorol0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO,!J,YKT: KeTOPOJI"'' (KeTopoJiaK) paCTBOp ,11,m, BHyrp1--1BeHHOro 1--1 BHYTPI--IMblWe'-!HOro BBe,11,eHml, 30 MrlMJl 

Batch No/ 
: V250929 

Batch Quantity / 454545 ampules / 

Cepua .N'!! O6beM cepuu 
: 454545 aMnyJ1 

Analytical Report No I Date of Analysis / 
AnaJIHTH'lecicuu OT'leT .N'!! : 890001848746 ,ll.aTa auaJiu3a : 29.11 .2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 
10/2027 

,ll;aTa DPOH3B0,!J,CTBa ro,!),eu;w 
: 

Mfg. License No. / 
IlpoH3BO,!J,CTBeuuaa : MNB/05/263 MA number:/ : JITI-N2(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npoBe,!J,en no H,ll.: JITI-N2(008888)-(Pr-RU)-170225 
Page 3 of 7 / CTp. 3 H3 7 

x~ Test I IloKa3aTeJlb Results I Pe3yJlbTaTbl Specification/ HopMa 

6b Invisible particles / 
Hea11,[l,11Mh1e '-!acn11..1h1 : 
1. Particles 2 10 µm / 10 not more than 6000 per ampoule; / 

qacrnu pa3MepoM 2 He 6onee 6000 Ha aMrryJiy; 
10 MKM 

11. particles 2 25 µm / 1 not more than 600 per ampoule. / 
'-!aCTHU pa3MepoM 2 He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / Ilp1-1Mec1t 

Impurity A / Ilp11MeCh A 0.11 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / Ilp11Mech B Below LOD (LOD = 0.014 %) I Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe;::i:ena o6Hapy)KeHIDI. (ITO = 0.014 %) 

Impurity C / Ilp11Mech C Below LOD (LOD = 0.010 %) I H11)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe;::i:ena o6Hapy)KeHJ-ui (ITO = 0.010 %) 

Impurity D / Ilp11Mech D Not detected / He o6Hapy)KeHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ E,!J,11H11'-!Hm1 

Below LOQ (LOQ = 0.050%) I Htt)Ke HeH,[l,eHTl1~111.(11pOBaHHa~ 
rrpe,!J,ena KOn11'-!eCTBeHHoro orrpe,!],eneHIDI. np11MeCh 

(ITKO =0.050%) 

Total impurities I CYMMa 0.1 % Not more than 1.50 % / He 6onee 1,50 %. 
rrp11Mecett 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqau1-1e: Ilpo,!J,yKT coorneTcrnyeT -rpe6oaaHIDI.M HA 3aKmoqeuue: O,[(OJiPEHO 

Prepared by I 
Ilo,!J,rOTOBnetto: Yogesh 
Chauhan 

I~/ 
!Date I 
, Aarn: 29 .11.2025 

:c hecked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITp eepeuo: Pravesb npoeepeHo (AOK): person / O,!J,o6petto: O6ecrreqeu11e 
Rana i Amit Kur _,/..--- ,raqecTBaiOTBmmITo;';'.>' 

Dato / Date/ IDate I ~~1r-w1') 
;[(a,-a: 29.11.2025 ,n:arn: 29.11 .2025 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, B,rnj ara Hills, Hyderabad - 500034, Tel angan a, Ind ia 
Tel : +9140 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH«I> llKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 55001-02 
www.drreddys.com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlPOAVKT: KeTopon00 (KeTopoJiaK) paCTBOP )],JISI BHYTPHBeHHOro H BHYfpHMbIUJeYHOro BBe)],eHHSI, 30 MrlMJI 

Batch No I 
: V250929 

Batch Quantity / 454545 ampules / 

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

Analytical Report No / Date of Analysis / 
AnaJiuTnqecKnii oTqeT .M! : 890001848746 .l(aTa auaJinJa : 29.11 .2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 10/2027 
.l(aTa npOH3B0)).CTBa ro)).eH)).0 

: 

Mfg. License No./ 
Ilpon3BOJJ.CTBenuaH : MNB/05/263 MA number:/ : JII1-}fa(008888)-(Pf-RU) 
JIHIJ,eH3HH .N°!! HoMep PY 

Analysis performed according ND I AuaJIH3 npoee)).eu no H.l(: JII1-N!!(008888)-(Pf-RU)-l 70225 
Pa2:e 4 of 7 / C11>. 4 HJ 7 

.N"!! Test / IloKa3aTem, Results/ PeJyJibTaTbl Specification / HopMa 

8 Extractable volume* / 10.3 ml / 10.3 MJI Not less than 10.0 ml (collectively 
H3BJieKaeMblH o6beM* measured volume of 10 ampoules). / 

He MeHee 10,0 MJl (o6beM, H3MepeHHhlH 
Ha 0CH0BaHHH o6be.D:HHeHHOro 
co;:i:ep)l<HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJibHble /<=0. 725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H)).OTOKCHHbl KeTOponaKa TJ)0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I .LJ:omKeH 6hITb 
CTepHJibHOCTb ** CTepHllhHhlM. 

11 Assay/ KoJIH'-teCTBeuuoe 30.04 mg I 30.04 Mr From 27 .0 mg to 33.0 mg of Ketorolac 
onpeJJ.eJieuue Trometamol per 1 mL. / OT 27,0 Mr .no 

33,0 Mr KeToponaKa TJ)0MeTaMOJla a 1 MJl. 

12 Ethanol content / 3nnoJI 11.65 % / 11.65 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .no 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpnMel.faHue: Ilpo;:i:yKT C00TBeTCTByeT -rpe6oBaHHSIM H.LJ: 3aKmoqemre: O,l(OliPEHO 

Prepared by I Chec.ked by I Ch eked by (AQ ) I Appr ved by: Quality Assurance/ Authorized 

flo)lroToane.Ho: ogesh Tipoaepe.Ho: Pravesh ilpoaepeHo (AOK): per on/ O,D,o6peHo: O6ecrre'leHHe 

Chauhan (/ Rana j Amit Kumar KaSecrnalOTmCTBel ~:;-v -o 
' 1/ v~ 

Date I D ate / Date/ Date / 
9 -f l .--L''11 .LJ:arn: 29 .11 .2025 ,l:{aTa: 29.11.2025 .[(aTa: 29. U .202 5 .LJ: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: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJIH3A 

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

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

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo}],y1n: KeTopon00 (KeTopoJiaK) paCTBOp )],ml BH)'TPHBeHHOrO H BH)'TPHMbIWe1rnoro BBe)],eHml, 30 MrlMJI 

Batch No/ 
: V250929 

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

: 454545 aMnyn 
Analytical Report No I Date of Analysis / 
AuaJiuTuqecKuii oTqeT N!i : 890001848746 ,ll;aTa auaJiuJa : 29.11.2025 

Date of Manufacture/ 
: 11/2025 

Date of Expiry / 10/2027 
llaTa nponlB0JJ.CTBa ro11eu 110 

: 

Mfg. License No./ 
IlpoHJBOJJ.CTeeuuaH : MNB/05/263 MA number:/ : JHI-N!!(008888)-(Pr-RU) 
JIH .. CH3HH .N'!! HoMepPY 

Analysis performed according ND/ AuaJIH3 npoeeJJ,eu no 11,U: JIIT-N!!(008888)-(Pr-RU)-170225 
Page 5 of7 / CTp. 5 Hl 7 

Test/ IIoicaJaTeJJb Results/ PeJyJJbTaTbt Specification/ HopMa 

13 Packaging/ Onucauue 
ynate0BICH 

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. 

1 mL in class I light-shielding dark amber 
glass ampoules. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Ilo 1 MJI B aMnyJihl 03 CBeT03amMTHOro 
cTeKJia TeMHO-KopwIHeBoro uBeTa Knacca 
I. B nopimoil: •moTu m,mynu uauooouu 
KOJihUO H TO'!Ka )J,JHI pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
Ilo 10 aMnyJI BMeCTe c JIHCTKOM­
BKJia/].bIIIIeM B IlBX!aJIIOMHHHeBI,Iii 
6nttcTep. Ilo 1 61111cTepy B na'IKY 
KapTOHHYIQ. 

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. 
/ 
Ilo 1 MJI B aMnyJihl H3 CBeT03amHTHOro 
CTeKJia TeMHO-KOpH'!HeBoro UBeTa KJiacca 
I. B BepxHeii '!aCTH aMTIYJibl HaHeCeHbl 
KOJihUO 11 TO'!Ka /].JI.SI pa3JIOMa. Ha aMnyny 
HaKJiettBalOT 3THKeTKy. 
Ilo 10 aMnyJI BMeCTe c JIHCTKOM­
BKJia)].bIIIIeM B IlBX/anIOMHHtteBhiii 
6110cTep. Ilo 1 6110cTepy B na'!KY 
KapTOHHYIQ; OJIR cmatfUOHapoe: no 2, 3, 5 
6JrncTepoB B na'IKY KapTOHHYIQ. 

* Tests are not performed during the stability investigation. /* 11:cnhrTam!H He nposo.1u1T B xo,ll,e 1-1ccne.n.osamur 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe nperraparn 
KOHTpOJib KaqecTBa no ITOKa3aTemo rrpoBO,ll,HTCH .n.m1 Ka)l(,ll,OH 15-0H cepHH. 

Remarks: The Product confirms to ND/ 
IlpnMe•-1auue: IlpoeyKT cooTBeTcTByeT rpe6oBaHHHM H,[( 

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

D ate/ 
;r(aTa: 29.11.2025 

Checked by/ 
llpoBepeHo: Pravesh 

Rana 1 
Date / 
.D;ara: 29.11.2025 

Checked by (AQA) / 
np0Bepe1-ro (AOK): 
Amit Kumar 

D ate / 
,D;aTa: 29.11.2025 

Conclusion : APPROVED / 
3a1-:mo•1crrne: O,[(OliPEHO 

Approved by: Quality Assurance/ Authorized 
person / 0)].o6peHo: 06ecneqeHtte 
Ka'!eCTBa!OTBeTCTBeHHOe mmo;,Q 

I 

Date / 
,D;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: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

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

Tel: +91%16656001-02 
www.drreddys.com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilponv1n: KeTopoJJ°'1 (KeTopoJJaK) pacTBOp ,LJ,ml BHYfPHBeHHOfO H BHyrpHMb!We1rnoro BBe,LJ,eHH51, 30 MfiMJJ 

Batch No/ 
: V250929 

Batch Quantity / 454545 ampules / 

CepnH .M! O6'heM cepnn 
: 454545 aMIIYJJ 

Analytical Report No/ Date of Analysis / 
AuaJJnTnqec,rnii oTqeT .M! : 890001848746 ,[l;aTa auaJJnla : 29.11.2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry/ 10/2027 
.lJ:aTa npOH3B0,!lCTBa roneu .!lO 

: 

Mfg. License No./ 
Ilpon1sot1;cTBeuuaH : MNB/05/263 MA number: I : J1IT-N!!(008888)-(Pr -RU) 

HoMep PY JJHQeu1uH X!! 

Analysis performed according ND/ Ana.JJHl nposet1;eu no H,[I;: J1IT-N!!(008888)-(Pr-RU)-l 70225 
Pag-e 6 of 7 / CTp. 6 n1 7 

API name/ HauMeHoBauue A<l>C: Ketorolac Trometamol / KernponaKa TJ)OMeTaMOJI 

INN /MHH: Ketorolac / KeToponaK 

API manufacturer batch number / 
2KTM0320625 

HoMep cepuu npou1BOJ1.HTeJIS1 A<l>C: 

FP Manufacturer API Batch number / 

HoMep cepuu cy6cTaHQHH npOH3B0.[I.HTeJUI FESA00395 
rJI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpOHlB0/1.HTeJib A«I>C, cTpaua: CattMeJJ. Jla6c JluMuTe,n, 11.HJJ.llil 

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 
HauMeHOBaHue, a)].pec, JIHQeH3HSI )].JISI 

,I(-p Pe,zu.i:0'c Jla6opaTop0c JlTJJ.., 11.HJJ.llil, Ilpo01ao,ncrneHHOe no,npa1,11,eneH0e-6 , 

l1pOH3B0,llCTBeHHaSI UJIOUJ.a.[I.I~a / IlJIOI.Qa.[1.Ka 
BBJIJI. Kxonh, Hanarapx Poy,11,, Ea,zu.i:0, ,I(BCTJ)BKT ConaH, X.11., 173205, 11.H,11,0.si 

KOHTpOJISI Ka'leCTBa / l1JIOUJ.a,1J,Ka BbIUYCKa 
(nm.1,eH3llil N!! No MNB/05/263 

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»./ 

3aKJIIO'leHHe O C00TBeTCTBHH: «HaCTO.Sllll,0M .SI Il0,11,TBep)K,11,aIO, '{TO np0Be,11,eHHa.SI BhIIIIe 0Hq>OpMaUllil .SIBJI.SleTC.SI ,11,0CTOBepHOH H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: IIpo,11,yKT coorneTcrnyeT TJ)e6oBaHllilM H,I( 3aKJIIO'lenue: O,[(OBPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IIo,nroTOBJieHo: Yogesh CTpoBepetto: Pravesh IlpoaepeHo (AOK): person/ 0,11,06peHo: 06ecne'ieH0e 
Chauhan 

(/ 
Rana 1 Amit Kumar ...... Ka.ec;a,/OTOeTCTB~HOV 

f"_/--

Date/ Date / Date / Date/ - ---1 l ,- },P "-) '3f-' ,I(ara: 29.11.2025 }],am: 29.11.2025 ,I(ara: 29.11.2025 ,I(aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: l85195AP1984PLC004507 
www.drreddys.com 



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

CEPTU: <I> MKA T AHAJilI3A 

Dr. Reddy's Laborawries Ltd 
Formulat:on Uni',-5 
\Jill. Khol, Naiaga;h Road, Baddi, 
Dist,. Sola;i, '-LP. lt3 205, il\lDIA 

www.drreduys.:o,77 

Product:/ Ketorol0<' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ifoo;w1n: KeTOPOJT0
·" (KeTOPOJlaK) paCTBOP )],Jl.s! BHYfPHBeHHOro 11 BHyrpHMblllle'IHOfO BBe)],eHH.s!, 30 MrlMJl 

Batch No I 
: V250929 

Batch Quantity/ 454545 ampules / 

Cep1rn .M! O6beM cepuu 
: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJIHTH"IecKnii OT'IeT .M! : 890001848746 ,Il;aTa auaJin3a : 29.11.2025 

Date of Manufacture / 
11/2025 

Date of Expiry/ 10/2027 
l.lI.aTa npon3BO,ll.CTBa 

: 
ro,ll.eH ,ll.O 

: 

Mfg. License No./ 
Ilpou3BO,ll.CTBeuuaH : MNB/05/263 MA number:/ : JIIl-N2(008888)-(Pf-RU) 
JIHQeH3HSI N!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee,1J.eu no H,Il;: JITT-N2(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 H3 7 

TO'IHOtt. 3m cepilll npo.uyKJ.(1111 np0H3Be}leHa (BKJIIO'Ia.s! ynaK0BKY (MapKHpOBKY) 11 K0HTJ)0Jib Kaqecrna) Ha BbIWeyKa3aHHOtt 

npOH3B0/lCTBeHHOtt n11oma.uKe (rrnoma.uKax) B TI0JJH0M C00TBeTCTBHH C TJ)e6oBaHH.s!MH TTpaBHJl Ha}lJJe)l(amett. np0H3B0/lCTBeHHOH 

npaKTHKH Espa3HHCKOro 3K0H0MH'IeCK0f0 C0I03a H TJ)e6osamrnMH KOHTP0JI.s! Ka'IeCTBa JieKapCTBeHHbIX cpe.UCTB, a TaK)l(e B 

C00TBeTCTBHH co cneumpHKal.(H.s!MH, co.uep)l(all.lHMHC.s! B perHCTJ)al.(HOHHOM /lOCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0/lCTBY, 

ynaKOBKe " aHaJJH3Y nposepeHbl, " ycTaHOBJieH0 HX C0OTBeTCTBHe Tpe6oBaHillIM TipaBHJl Ha,1lJie)l(all.J,ett. np0H3B0/lCTBeHHOtt. 

npaKTHKH Espa3HHCKOro 3K0H0MH'IeCK0r0 C0I03a». 

Remarks : The Product confirms to ND/ 
IlpttMe'tauue: TipOJlYKT C00TBeTcTByeT TJ)e6osaHllIM H,lJ; 

:========,;::::=======;-;========: 
Prepared by / 

TI0.n.rorn1rnetto: Yogesh 

Chauhan ,,, 

Date I 
)J.aTa: 29.11.2025 

Checked by/ 

Date/ 

,lJ;arn: 29.11.2025 

Checked by (AQA) / 

£1po.sepe1m (AOK): 
Ami1 Kumar 

Date/ 

,lJ;arn: 29.11.2025 

Conclusion : APPROVED I 
3a1-:mo'len11e: O,ll.OliPEHO 

Approved by: Quality Assurance/ Authorized 

person/ O.uo6peHo: O6ecneqeHwe 

Katfecrna/OrncTcTBe1rnoe mu:i: 

Date / 
,[(aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


