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

CEPTII <I> IIKAT AHAJIII3A 

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

Tel: +9198166 56001-02 
I& ... H ..., J-1. · - ... -. ---

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

Ilpo,1:,;yKT: KeTopoJI@ (KeTOPOJiaK) pacrnop .n,m, BHYTPHBeHHOro H BHYTPHMh!We•rnoro BBe.D,eHml, 30 Mr/MJI 

Batch No/ : V260061 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTu11ecKuii oT11eT .N'!! : 890001859698 .rt:aTa auaJiuJa : 25.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry / 12/2027 

.rt:aTa npOH3B0ACTBa roAeH AO 
: 

Mfg. License No./ 
IlpouJBOACTBeuuaH : MNB/05/263 

MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHQeH3HSI J(g HoMep PY 

Analysis performed accordine ND/ Ana.rtnJ nposeAeH no H,n:: JITI-N2(008888)-(Pf-RU)-170225 
Pae:e 1 of7 / CTp. 1 HJ 7 

.N'! Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTbI Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / TTpo3pa<IHhIH Clear colorless to slightly yellow color 
6ecuseTHblH paCTBOp. solution. I TTpo3pa<IHhIH paCTB0p OT 

6ecuseTHoro Ll0 ceen10-)l(e1noro usern. 

2 Identification*/ l1,[lenT1-1<1>1-1icaum1* 

2a HPLC* I B3)KX* 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. I BpeM» yJ:lep)l(ttBamrn chromatogram of standard solution (Assay 
OCH0BH0ro n11Ka Ha xpoMarnrpaMMe section). I BpeM» yJ:lep)l(ttBaHtt» 
HCnhITyeMoro pacrnopa C00TBeTCTByeT OCH0BHOfO nttKa Ha xpoMarnrpaMMe 
BpeMeHH y,l:lep)l(HBaHH» 0CH0BHOro nHKa 11cm,nyeMoro pacTBopa ,[l0Jl)l(H0 

Ha xpoMarnrpaMMe CTaH,l:lapTH0ro C00TBeTCTB0BaT!, BpeMeHH yJ:lep)l(HBaHHll 
pacTBopa. 0CH0BH0fO nttKa Ha xpoMarnrpaMMe 

CTaH,l:lapTH0ro pacTBopa (pa3,[leJJ 
«Ko11H1.JeCTBeHHoe onpe,l:leJJeHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: TTpo,l:lyKT C00TBeTCTByeT Tpe6oBaHM»M H.r( Jaicmo'teH11e: O,U:OliPEHO 

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

floD.rorooneHo: Pravesh Tipoeepelio: Pardeep TTpooepeHo (AOK): per on/ Ono6peHo: O6ecne<IeHtte 

Rana i Kumar Amit Kumar Ka"leCTea/OneTcTeeHHOe 1111uo: 

~ /\/-- !J.Ur-.11 L ¥-.V "-I l'1I fL. 
,--.t '-'1 

ID ate / Date/ Date / Date / ~j.__ '1! / .-:J.Jf/.k 
,[(am: 25 .01.2026 ,Uarn: 25.01.2026 ,[(am: 25 .01.2026 )J.aTa: -6.,-J 1.,....---1.,->-11t,L 

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

CIN: L8519SAP1984PLC004507 
www. d rred dys. corn 



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

CEPTH<l>HKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
rn ,HH -1..1 .. , r-nm 

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

Ilf)OAYKT: KeTOpOl lo)Q (KeTopoJiaK) pacrnop )].JI51 BH)'TPHBeHH0fO H BHyTPHMbIWe4H0ro BBe)].eHml, 30 MrlMJI 

Batch No I : V260061 
Batch Quantity/ 

: 
454545 ampules / 

CepuH .N'!! O6beM cepuu 454545 aMnyJI 

Analytical Report No I Date of Analysis / 

AnaJIHTH'leCKHH OT'leT .N'!! : 890001859698 ,ll;aTa anaJiuJa : 25.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry/ 

: 12/2027 
)].aTa npOU3BOACTBa roAeH AO 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIHU,CH3HH .N'!! HoMep PY 

Analysis performed according ND / Ana1111J npoeenen no H,ll.: JTIT-N2(008888)-(Pf-RU)-l 70225 
Pa2e 2 of 7 / C-rp. 2 03 7 

.N'! Test I IloKaJaTeJib Results/ PeJyJibT3Tbl Specification / HopMa 

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

Y([J-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. / Y<l>-crreKrpb1 rrornomeHm1 maxima at 322 ± 2 nm. / Y<l>-crreK-rpb1 
l1CITblTYeMoro pacrnopa l1 pacrnopa rrornomeHIDI 11crrbnyeMoro pacrnopa 11 
CTaH.UapTHOrO o6pa3ua KeTopoJJaKa pacrnopa CTaH.uapTHOro o6pa3ua 
TpoMeTaMHHa B o6JJacrn OT 200 .uo 400 HM KeTopoJJaKa TJ)OMeTaMHHa s o6JJaCTl1 OT 
l1MelOT MaKCl1MYMbl rrornomettm1 rrp11 200 .uo 400 HM .uomKHbl l1MeTb 
322±2 HM. MaKCl1MYMbl rrornomeHID! rrpl1 322±2 HM. 

3 Clarity/ Ilp03pa'IHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrraJJecueHUHH rrpenaparn suspension I. / OrraJJecueHUIDI rrperraparn 
He npesbllnaeT orraJJecueHUHIO cycneH3l1H He .uom1<Ha npeBbIIIIaTb onanecueHUHIO 
cpaBHeHIDI I. cycneHJHH cpasHeHIDI I. 

4 Color / U:BeTuocTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
Tiornomettwe .uom1<Ho 6bITb He 6oJJee 0,20 
np11 .l(Jll1He BOJIHbl 430 HM. 

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

6 Particulate matter / MexauuqecKHe BKJIIO'leHHH 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
Bl1.Ul1Mbie 'IaCTl11.(bl ,n:omKHbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo.uyKT COOTBeTCTByeT -rpe60B3Hl151M H,n: 3aKJJIO'leHue: O,lI:OliPEHO 

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

Tio.urornsneHo: Pravesh npooepetto: Pardeep OpoaepeHo (AOK): per on / O.uo6peHo: O6ecneIJeH11e 
Rana i Kumar Amit Kumar KaIJeCTBalOTBeTCTBeHHOe JIHI.(O: 

~ V -- _<;, \J ~ I l K\iv"'\f'.Jt1_ 
,..L~ 

Date I Date/ Date I !Date/ J..-~ -ti I ,-.l-0 )_ G 
,n:arn: 25.01.2026 ,n:arn: 25.01.2026 ,n:arn: 25 .01.2026 ,n: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 
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••• 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 
-' ---

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

IlpO)],YKT: KeTOpon® (KeTOponaK) pacrnop )],ml BHyrp1,1BeHHOro H BHyrpHMhIWe1rnoro BBe)],eHml, 30 Mr/MJI 

Batch No/ 
: V26OO61 

Batch Quantity/ 454545 ampules / 
CepnH .M, O6beM cepuu 

: 
454545 aMrryn 

Analytical Report No/ Date of Analysis / 
AaaJIHTnqecKuu oTqeT N!! : 890001859698 ,l);aTa aaaJIH3a : 25.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry / 

12/2027 
llaTa npoH3B0./lCTBa rot1;eH )],0 

: 

Mfg. License No./ 
IlpoH3BO)],CTBeHHaH : MNB/O5/263 

MA number:/ 
: JIIT-N2(OO8888)-(Pf-RU) 

JIHUeH3HH N!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee)],eH no H,l];: JIIT-N2(OO8888)-(Pf-RU)-17O225 
Page 3 of 7 / CTp. 3 H3 7 

.N'! Test/ IloKa3aTeJib Results/ Pe3yJibT3TbI Specification / HopMa 

6b Invisible particles / 
HeBH)l.HMbie 1-rnCTHUhI: 
1. Particles 2: 10 µm / 9 not more than 6000 per ampoule; / 

qacmu pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2: 25 µm / 4 not more than 600 per ampoule. / 
4acn11.-1 pa3MepoM 2: He 6onee 600 Ha aMny11y. 
25 MKM 

7 Impurities / IlpHMecH 

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

Impurity B / TipHMecb B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpe)l.ena 06Hapy)l(eHml (TIO= 0.014 %) 

Impurity C / IlpttMecb C Below LOD (LOD = 0.010 %) / HH)l(e not more than 0.50 % / He 6onee 0,50 %; 
rrpe)l.e11a 06Hapy)l(ett11.11 (TIO= 0.010 %) 

Impurity D / TipHMecb D Not detected/ He o6ttapy)KeHa not more than 0.20 % / He 6011ee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity I E)l.HHwrnaH 

Below LOQ (LOQ = 0.050%) I H11)1(e 
HeH)l.eHTH~HUHpOBaHHaH 

npe)l.ena KOnH1IecTBettttoro onpe)l.eneHHH 
npHMeCb 

(TIKO = 0.050 %) 

Total impurities I CyMMa 0.1% Not more than 1.50 % I He 6011ee 1,50 %. 
npHMece0 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe1.Jam1e: Tipo)l.yKT COOTBeTCTByeT Tpe6oBaHHHM H.D: 3aKJIIOT.JeHHe: 0.L(OliPEHO 

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

noJJ,l'OTOBJleHO°d. P ·avesh .11posepeHo: Pardeep TiposepeHO (AOK): person / 0)1.o6peHo: 06ecne4em1e 

Rana Kumar Amit Kumar Ka4eCTBal0TBeTCTBeHHOe m1uo: 

~ I'<'--
_(:Vr-ll L K \Jv'-1 /C~ e__ 

_c v--,j 
Date/ Date/ Date/ IDate / J. )-:ll h( 0l-G 
)1.aTa: 25.01.2026 ,!J.aTa: 25.01.2026 )],aTa: 25.01.2026 JJ;arn: 

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. d rreddys. corn 

I 

I 



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

CEPTH~IIKATAHAJIB3A 

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

Tel: +9198166 56001-02 
"' .J.J . ·-- ·- ---

Product:/ KetorolQ~ (Ketorolac) solution for intravenous and intramuscufarTnjections, 30 mg/ml 

Ilpo.uyKT: KeTopon® (KeToponaK) pacrnop ,IJ.Jl.H BHYTPHBeHH0ro H BHYTPHMbIWe'-IH0ro BBe,IJ.eHH.H, 30 MrlMJl 

Batch No/ 
: V260061 

Batch Quantity/ 454545 ampules / 

CepuH .N'2 06'beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AnaJIHTHlfecKuii OTlfeT .N'!! : 890001859698 )];aTa auaJIH3a : 25.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

.l(aTa npOH3B0)J:CTBa roii:eu )J:O 
: 

Mfg. License No./ 
IlpOH3BO)J:CTBeHHaH : MNB/05/263 MA number:/ 

: JIIT-N2(008888)-(Pf-RU) 
Jiuu;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoeeii:eu no H)];: JIIT-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 HJ 7 

.N'!! Test / IloKaJaTem, Results/ PeJyJtbTaTbI Specification / HopMa 

8 Extractable volume*/ 10.2 ml/ 10,2 Mn Not less than 10.0 ml (collectively 
lhBJteKaeMblH o6beM* measured volume of 10 ampoules)./ 

He Mettee 10,0 Mn (o6beM, mMepeHHhIW 
Ha 0CH0BaHIHI 06be.D,IIHeHHOro 
co.uep)l(HMoro 10 aMrryrr). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6aKTepHaJ1bHbie /<=0.725 E3/Mr Trometamol. I He 6orree 5,8 E3/Mr 
3H.[(0TOKCHHbl KeTOporraKa TJ)0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I )].OJI)KeH falTh 
CTepttJtbHOCTb ** CTepHJibHblM. 

11 Assay / KoJ1H1IecTseuuoe 29.95 mg I 29,95Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.D,eJteHHe Trometamol per 1 mL. / OT 27 ,0 Mr .uo 

33,0 Mr KeTOporraKa TpOMeTaMOJia B I MJI. 

12 Ethanol content/ 3TaHOJJ 11.65 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .uo 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpttMet.JaHtte: Tipo.n:yKT coorneTcTByeT TJ)e6oBaHH.HM HA Ja1<mo<1eu1-1e: O.LI.OEPEHO 

Prepared by I Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
ITo.n:roToBrreHo: Pravesh ITposepeHo: Pardeep npoaepeHo (AOK): person/ O.n:o6peHo: O6ecne1JeH11e 
Rana 1 Kumar 

d-::-
Amit Kumar \ KalJeCTBa/OrneTCTBeHHOe rrm.,10: 

['/~ '-Q U)--l\ C ~u vvi f\lL 
_l ,---\ 

Date/ Date/ Date / 'Date I ,)_ ~ --o I~ .!._OU, 
)].aTa: 25.01.2026 )].aTa: 25.0 l.2026 )].am: 25.0 1.2026 )].am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$HKATAHAJIII3A 

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 
..... ,,,.,rl 1-1,,- ~h-

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOAYKT: KeTopon® (KeTOPOJlaK) paCTBOP .[l,JUI BHyrp11BeHH0ro H BH)"fPHMblllle•rnoro BBe.D,eHml, 30 Mr/MJ1 

Batch No I : V260061 
Batch Quantity / 454545 ampules / 

Cepm1 .N'!! O6beM cepuu : 454545 aMnyJI 
Analytical Report No I Date of Analysis / 
AuaJIHTH'lec1rnii OT"IeT N2 : 890001859698 )]:aTa auaJIHJa : 25.01.2026 

Date of Manufacture / : 01/2026 Date of Expiry / 
12/2027 

llaTa nponJBO.D,CTBa ro,!J;eH )J;O 
: 

Mfg. License No./ 
IlpouJBOJJ;CTBeuuaH : MNB/05/263 MA number:/ : JUI-N2(008888)-(Pf-RU) 
Jiuu;euJHH N2 HoMep PY 

Analysis performed according ND/ AuaJIHJ npoeeJJ;en no H,n:: J1I1-N2(008888)-(Pf-RU)-l 70225 

13 

Test I IloKa3aTeJJb 

Packaging / Onucauue 
ynaKOBKH 

Results/ Pe3yJJbTaTbl 

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. / 
no 1 MJI B aMDYJibl H3 CBeT03al.I..ll1THOro 
cTe1crrn TeMHO-Kopwrneeoro ueeTa KJiacca 
I. B eepxHeH lfaCTl1 aMnyJihl HaHeCeHhl 
KOJ!bl..(0 11 TO'fKa )l.JUI pa3JIOMa. Ha aMnyJiy 
HaKJie11ea10T 3Tl1KeTKy. 
no 10 aMnyJI BMeCTe c Jll1CTKOM­
BKJia)],blllleM e ITBX/aJI10M11H11eeb111 
6Jil1CTep. ITo 1 6Jil1CTepy B nalfKY 
KapTOHHYIO, 

Page 5 of 7 / CTp. 5 HJ 7 

Specification / HopMa 

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 
ITO 1 MJI B aMnyJihl 113 CBeT0331.I..ll1TH0ro 
cTeKIIa TeMHO-KOpl1'{Heeoro QBeTa KJiacca 
I. B eepxHeH lfaCTl1 aMnyJihl HaHeceHbl 
KOJibl..(0 11 TO'fKa )],JIJI pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
Do 10 aMnyJI BMeCTe C Jil1CTKOM-
BKJla)],blllleM B TIBX/aJI10M11H11eBbI i1 
6JIHCTep. [lo 1 6Jil1CTepy B na'-!KY 
KapTOHHYIO; OJJR cmal,fUOHapoa: no 2, 3, 5 
6Jil1CTepoe B nalfKV KaPTOHHYJO. 

* Tests are not performed during the stability investigation./* 11crrhITaHH51 He npoBO.D,JIT e xoAe HCCJieAoBaHHJI 
CTa611JlbHOCTl1. 

** Release quality control of the perfomance is carried out for every 15th batch./** TI pH BhmycKe rrperraparn 
K0HTpOJib Kal.JeCTBa 110 noKa3aTemo rrpoBO.[l,HTC51 .[1,JI51 Ka)l(AOH 15-0H cep1111. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe•-rnHue: Tipo.QyKT coorneTcTByeT Tpe6oeaHl1JIM HA 3aKJIIO"leHne: O,L(OliPEHO 

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

nowoTOBJieHo: Pravesh npoeepeHo: Pardeep TTpoaepeHo (AOK): person/ O.no6peHo: O6ecnelfeHHe 

Rana i Kumar AmitKuma~ Ka'-1eCTBa!OTBeTCTBem1oe Jll11..(0: 

=1--c- t --- _Q, Ur- l \.. k. \/ w\ ~1\-, 
_(v/ 

Date/ Date/ Date/ IDate / -0 f r ,l_/Jl-6 
)];am: 25.01.2026 ,ZJ,arn: 25.01.2026 .D;arn: 25.0 12026 ,Uarn: 

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

CIN: L85195AP1984PLC004507 

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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

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

Tel: +9198166 56001-02 
... u .,. .. ~ -t ... -- ~ .... ,I\,~ ,.."'""" 

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

IIPOAYKT: KeTopon® (KeToponaK) pacrnop .urn, BHYTPHBeHHOro H BHyrpHMbillJe<rnoro BBe,D,eHH51, 30 Mr/Mn 

Batch No/ : V260061 
Batch Quantity / 454545 ampules / 

CepuH .N'!! 06neM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH<feCKHH OT'IeT .N'!! : 890001859698 ,ll;aTa auaJiu3a : 25 .01.2026 

Date of Manufacture/ : 01/2026 
Date of Expiry / 

12/2027 
lllaTa npoH3B0ACTBa ro.ueu .uo 

: 

Mfg. License No. / 
1Ipon3BO,l.l,CTBeuuaH : MNB/05/263 MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee.ueu no H,n;: JITI-N2(008888)-(Pf-RU)-l 70225 
Page 6 of 7 / CT1>. 6 u3 7 

API name/ HauMenosanue A<l>C: Ketorolac Trometamol I KernponaKa TpoMeTaMOJI 

INN I MHH: Ketorolac I KernponaK 

API manufacturer batch number/ 
2KTM0621025 

HoMep cepuu npoH3BO,ll.HTe.Jlst A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHUHH npOH3B0,lJ.HTe.flst FESA00567 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpouJBO,ll.HTeJib A<l>C, cTpaua: Caj;jMeJJ. Jla6c JIHMHTe,ll., 11tt.llH51 

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/ ,D;-p PeMH'c Jla6opaTOpHC JIT,ll.., 11H.ll1UI, ITpOH3B0,ll.CTBeHHOe rro.n:pa3,n:enem1e-6, 
HauMenoeauue, a,ll.pec, nnueuJnst ti:Jist 
IlpoH3BO,ll.CTBennast nnomaJJ.Ka / Ilnoll(a,ll.Ka 

BHJIJI. Kxonb, Hanarapx PoyJJ., EaMH, ,lJ;HcTpHKT Conan, X.IT., I 73205, 11H.llH.H 

KOHTponsi Ka'feCTBa / IlnomaJJ.Ka BbmycKa 
(m1u.eH3IDI 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'feHHC O COOTBCTCTBHH: «HacTO.!llUHM 51 IIO,llTBep)!{,llaIO, qTQ rrpHBe,lleHHa.H Bblllie 11Hq>OpMaU.IDI .!IBJI.HeTC.H .llOCTOBepnoj;l " 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
IlpuMe'iauue: ITpo.llyKT coorneTcrnyeT TPe6oeaHIDIM H,D; 3a1m10'1em1e: O~O6PEHO 

P repared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TToArOTOBJietto: Pravesh Tipo.eepeHo: Pardeep TTpoBepeHO (AOK): person/ O.llo6peno: O6ecrre'-!enrre 
Rana i Kumar Amit Kumar 1<a"'-leC'foa/OTBeTCTBC HllOC JIHU.O : 

~ ~r--
__ (IJ r-J\ l ~V""\ ~ L 

_.t.. ""'l 
Date I Date I Date / 'Date I .)_~ /4' ,--Jj L,(;, 
,D;arn: 25.01.2026 ,D;arn: 25.01.2026 }].aTa: 25.01.2026 ,D;arn: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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••· 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: +9198166 56001-02 ,.,, .,_,_ - ,,r rA..,., 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular.injections, 30 mg/ml 
IlPO.L(VKT: KeTOPOJT@ (KeTopoJTaK) pacrnop ,LI.JUI BHyrpirneHHOro 11 BH_yrpHMbIWe'IHOro BBe,[{eHml, 30 Mr/MJT 

Batch No/ 
: V260061 Batch Quantity/ 454545 ampules / 

CepnH .N'!! O6beM cepuu : 
454545 aMCTYJT 

Analytical Report No/ Date of Analysis / 
AuannTH'lec1rnu 0T'leT N!! : 890001859698 ,U:aTa auannJa : 25.01.2026 

Date of Manufacture / 
: 01/2026 Date of Expiry / 

12/2027 )(aTa np0HJB0JJ;CTBa roJJ;eH )1;0 
: 

Mfg. License No./ 
IIponJBOACTBeuuaH : MNB/05/263 MA number:/ 

: JIIT-M~(008888)-(Pf-RU) 
nnQeHJHH N!! HoMep PY 

Analysis performed according ND/ AuanuJ npoBe.L(eu no H,11;: JIIT-N2(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 HJ 7 

T01IHOH. 3m cepH.Sl rrpo,nyK1.um rrpomBe,neHa (BKJUO'lall yrraK0BKY (MapKHpOBKY) H K0HTP0J!b Ka1IeCTBa) Ha BbIWeyKa3aHHOH 

npOH3B0JJ.CTBeHHOH IlJI0I.IJa,nKe (IlJ!OI.IJa.nKax) B IT0JIH0M C00TBeTCTBHH C Tpe6oBaHHl!Ml1 ITpaBHJI Ha,nJie)Kal.lJeH np0113B0JJ.CTBeHHOH 

npaKTJiKH EBpa31.fHCKOro 3K0H0Ml11.JeCK0ro C0J03a 11 Tpe6oBaHH:l!Ml1 KOHTpOJill Ka'leCTBa JieKapcTBeHHblX cpe,ncTB, a TaK)Ke B 

COOTBeTCTBHH co crre1.1mjlHKaI.JHl!MH, co.nep)Kal.lJHMHCll B perncrpaI.JHOHHOM JJ.OCbe CTpaHbl-HMITOpTepa. 3aITH:CH ITO rrpOH3BOJJ.CTBy, 

ynaKOBKe H aHanmy rrpoBepeHbl, H ycrnHOBJieHO I.fX COOTBeTCTBHe Tpe6oBaHHRM ITpaBH:Jl Ha,nJie)Kal.lJeH npOH3BOJJ.CTBeHHOH 

rrpaKTI.fKH EBpa3HHCKOrO )KOHOMH'leCK0ro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
npuMe•rnuue: ITpo,nyKT coorneTcrnyeT Tpe6oBaHI.fRM HA 3a1rn10'1em1e: O)];OliPEHO 

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

ITo.nroTOBJieHo: Pravesh ITpoBepeHo: Pardeep □posepeHo (AOK): per on/ O,no6peHo: O6ecne11eH11e 

Rana 

1 
Kumar Amit Kumar Kal.!eCT.Ba/OrneTCTBe.1-lHOe m11.10: 

=1--c- ~ _Q\) ~, l KV'-''1 A '2__ 
~ v-1 

Date I Date I Date I !Date I L ~ -1) l .~ () Lf, 
)];am: 25.01.2026 )];am: 25.01.2026 )];am: 25.01.2026 )];am: 

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.corn 
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