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

CEPTllfl>HKAT ABA.Jlll3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, I1\JDIA 

Tel : +91 98166 56001-02 

Product:/ 
IlPOm'KT: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTOl)OnQl) (KCTOPOJlaK) pacTBOP )lJHI BHYTPl1BeHHOro 11 BHYTP.11Mb!Wel.fttOro BBeACHI-UI, 30 Mr/MJl 

Batch No I 
CeonH .NI! 
Analytical Report No/ 
AuaJJHTHlfeCKHii OT<IeT Jfo 

Date of Manufacture / 
aTa OP0113B0ACTBa 

Mfg. License No./ 
Ilpou1Bo~cTBeHHaH 

JIH~eHJHH N2 

: V260084 

: 890001861440 

: 01/2026 

: MNB/05/263 

Batch Quantity/ . 454545 amp~les / 

06'beM cep1111 • 454545 aMITYJl 

Date of Analysis / 
,lt;aTa auannJa 

Date of Expiry/ 
roAeH JJ:o· 

MA number:/ 
HoMep PY 

03.02.2026 

12/2027 

: Jlil-1'"2(008888)-(Pf-RU) 

Analysis performed accordinir ND/ AuaJIHJ npoBeAeR no HA: J1Il-N!!(008888)-(Pf-RU)-l 70225 
Pa2c 1 of7 / CTp. 1 HJ 7 

J(g Test / floKa1aTe111> Results/ Pe1yJ11>TaTbl Specification / HopMa 

1 Description / Onucanue Clear colorless solution. / Tip03pa'iHbIH Clear colorless to slightly yellow color 
6ecuseTHhitt pacTBop. solution. I npo3pa'lHl,IH pacrnop OT 

6ecu,aernoro JJ.O cse-rno->KeJIToro u sern. 

2 Identification*/ J,ueHTH'i>HKauuH* 

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. / BpeM» y,uepm1rnamrn chromatogram of standard solution (Assay 
OCH0BHoro mrna Ha xpoMaTorpaMMe section). I BpeM» y,uep)l<HBaHH)I 

HcnbnyeMoro pacTBopa COOTBeTcTByeT OCH0BHOro mtKa Ha xpoMaTorpaMMe 

BpeMem, yJlep:llnrnaHJ.f.!I OCHOBHOro HHKa 11cnhITyeMoro pacrnopa JlOJI)l(H0 

Ha xpoMarnrpaMMe CTaH,llapTHOro COOTBeTCTBOBaTb BpeMeHH y,uep>KHBamrn 

pacrnopa. OCHOBHoro ITMKa Ha xpoMaTm:paMMe 
CTaH,llapTHOro paCTBOpa (pa3aen 
«KonWJecTBeHHoe onpe,ueneHtte»). 

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

IlpHMelfaHuc: TipoayKT COOTBeTcTByeT -rpe6osaHIUIM HJ:( 3aKmO'ieHtte: O,ll,OliPEHO 

Prepared by/ 

gi::~:~••ue,h 

Date/ 

,IJ.a-ra: 04.02.2026 

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

npoeepeHo: Pravesh nponepeHO (AOK): person/ OJJ.o6peHo: O6ecneqem1e 

Rana i Amit Kumar KatJecTsa/OTeeTCTseHHOe mmo: 

/\~~- _ _C l)r.1 I'-. I(!}/\,\ Ill/ _ _ 

_--G"1{ 

Date/ Dale/ !Date / D t;:---c) 2 .-J.. 0 )_. Cc. 
)lara: 04.02.2026 )laTa: 04.02.2026 )::(aTa: 

Registered Office: 8-2-337, Road No. 3, B;;injara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

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

CEPTH~HKATAHA.Jm3A 

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

Tel : +9198166 56001-02 

Product:/ 
IToo.rwtcr: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
K eTopo;1® (KeToponaK) paCTB0p .nm, BHyrp1-rnem1oro H BHyrpHMblWeYnoro BBe,AeHH.11 , 30 MrlMJI 

1._rtrrn " rl \t 

Batch No/ 
CepuH N!! 

Analytical Report No/ 
AnaJIHTH'leCKHH OT'IeT N2 

Date of Manufacture/ 
aTa noonJso,ncTea 

Mfg. License No. / 
IlpOH3BO,!I.CTBeHHaH 

Jin~euJuH N!! 

: V260084 

: 89000 I 861440 

: 01/2026 

: MNB/05/263 

Batch Quantity/ . 454545 ampules/ 
06'beM CCPIUI • 454545 -aMnvn 

Date of Analysis / 
)],aTa anaJin3a 

Date of Expiry / 
ro.nen .no 

MA number:/ 
HoMcp PY 

03.02.2026 

12/2027 

: JHT-N!!(008888)-(Pf-RU) 

Analysis performed according ND / AnaJin3 rrpoee.neu no H,ll;: JITT-N!!(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTp. 2 HJ 7 

.N'! Test I TioKaJaTem, Results I Pe1yJJ1>TaTLI Specification / HopMa 

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

Y<P-cneKmpor/JomoMempzlH * 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 run. / Y<D-cneKTJ)hI nornomeH1rn maxima at 322 ± 2 run. / Y<D-cneKTpbI 
HCOhlTyeMOfO pacrnopa 11 pacTBopa nornomemm 11cnh1TyeMoro pacTBopa 11 
CTaHJlaprnoro 06pa3ua KernponaKa pacrnopa cTaHJJ.aprnoro 06pa3ua 
TJ)OMeTaMHHa s o6nacrn OT 200 AO 400 HM KeToponaKa TpOMeTaMHHa B o6JJaCTl1 OT 
HMelOT MaKCHM)'Mbl nornomem-ui np11 200 AO 400 HM ,llOJl)J(Hbl HMeTb 
322±2 HM. MaKCHM)'Mbl nornorueHJ,f,11 np11 322±2 HM. 

3 Clarity/ Ilpo1pa'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. / OnaJJecuettu1u1 npenaparn suspension I. / OnarrecueHUH}l npenaparn 
He npeBbJWaeT onanecueHUHJO cycneHJlm He .n:om,rna npeBbiillaTh onanecueHUHJO 
cpasHeHIDI I. cycneH3W11 cpastteHIDI I. 

4 Color / U,seTHOCTb 0.06 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 run./ 
TiornomeH11e .n:omKHO 6bITh He 6onee 0,20 
np11 ,llJlHHe BOJ1Hhl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 .no 7,9. 

6 Particulate matter I Mexau11qec1rne BKJIIO'leHHH 

6a Visible particles / Complies / CooTBeTcTByeT Should be absent. / 
B11AHMble 4aCTHUbl ,L{OJl)KHhl OTC)'"TCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpHMC'l3HHe: ITpo.n:yKT COOTBeTcTByeT Tpe6oBaHIDIM H,L( 3aKJII0'leHHe: O,l(OliPEHO 

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

no)lrOTOUJlzHO,: Yogesh nponepeHo: Pravesh TipoaepeHO (AOK): person/ 0JJ.o6petto: 06ecneqemrn 

Chauhan 1/ Rana 1 Amit Kumar 1<3 1.fCCTBa/0 TBCTCTBe1rnoe mm.o: 

. / I'~ .(Vrl1 L t<U•--1 f\ Q. 
__fe)} 

Date/ 
JJ,ara: 04.02.2026 

Date / Date/ r ate I o(~:i... - 1-0,,G 

.D:arn: 04.02:2026 .D:arn: 04.02.2026 :JJ.a-ra: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC00450t 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, 11\JDIA 
Tel : +91 98166 56001-02 

Product:/ 

IlPOAyKT: 
Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTopon® (KeTopoJ1aK) paCTBOp )],fl SI BHyrpMBCHHOro 11 BHYfPMMb1We4Horo BBCACHHSI, 30 MrlMJT 

Jftrl\f 

Batch No/ 
Cep1rn .M! 
Analytical Report No I 
AuaJIHTH<JecKun OT'ICT .N'!! 

Date of Manufacture/ 
8Ta DPOH3B0,llCTBa 

Mfg. License No./ 
IlpOH380,llCTBeHHaH 

JIHUCH3HH .N'!! 

: V260084 

: 890001861440 

: 01/2026 

: MNB/05/263 

Batch Quantity/ . 454545 ampules / 

06'heM CCPHU ' 454545 aMnYJI 

Date of Analysis / 
,U:aTa auaJIHJa 

Date of Expiry / 
Toaen 11.0 

MA number:/ 
HoMcp PY 

03.02.2026 

12/2027 

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

Analvsis performed accordio2 ND/ AuaJiu3 nooBCJJ.CH no HA: JH1-N2(008888)-(Pf-RU)-l 70225 
Page 3 of 7 / CTp. 3 H3 7 

.N'!! Test I IloKaJaTe.rtb Results/ Pe1yJ1bT3Tbl • Specification / HopMa 

6b Invisible particles / 
HeBH)J.11Mhle lfaCTl1llhl: 
I. Particles 2: 10 µm / 03 not more than 6000 per ampoule; / 

lJacT11LI. paJMepoM 2: He 6orree 6000 Ha aMnyny; 
10 MKM 

ii. particles 2: 25 µm / 01 not more than 600 per ampoule. / 
lfaCTJ-IH pa3MepoM 2'. He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpHMecu 

Impurity A/ Tip11Mech A 0.10% not more than 0.20 % / He 6011ee 0,20 %; 

Impurity B / TipuMec1, B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % I He 6onee 0,50 %; 
npe,n_ena o6Hanv)l{emrn (TIO= 0.014 %) 

Impurity C / TipttMec1, C Below LOD (LOD = 0.010 %) / HH)((e not more than 0.50 % / He 6orree 0,50 %; 
npe,n_ena o6Hanv)l{eHIDI (TIO= 0.010 %) 

Impurity D / TipMMeCh D Below LOD (LOD = 0.014 %) / HmKe not more than 0.20 % / He 6orree 0,20 %. 
npe,nena o6Hapy)l(eHID! (ITO= 0.014 %) 

Individual unidentified 
impurity/ E,1u1HW1Hal! 

Below LOQ (LOQ = 0.050%) I HmKe Not more than 0.20 % / He 6onee 0,20 %. Heu.n_eHTM~11HMpOBaHHasi 
npe.nena KOJIWiecrneHHoro onpe,uenettm1 

npHMeCb 
(TIKO = 0.050 %) 

Total impurities/ C)'MMa 0.1% Not more than 1.50 % / He 6onee 1,50 %. 
np11Mece11 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
flpHMe'f8HHe: ITpo.nyKT CO0TBeTCTByeT Tpe6oBaHHSIM H,[( 3a1rnt01.JeHne: O,l(OliPEHO 

Prepared by / 

no.n_roTosneHlo: Yogesh 
Chauhan 

/ 
Date/ 
)laTa: 04 .02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITposepeHo: Pravesh ITposepeHo (AOK): person/ OAo6peHo: O6ecnelfeH11e 
Rana 1 Amit Kumar 1<al1ecTBa/OrneTcTeeHHoe nttuo: 

(\~ _( \) f"l I L. k V M 0 (J.__ 

. ... - ( 1"--1 

Date/ Date/ IDate / OS'--01. -).0 ), l'> 
]J.aTa: 04.02.2026 ,[(am: 04.02.2026 ,[(aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 299':l, E_mail: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd. 

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

Tel: +919816656001-02 
\l,_f .,H & r ~m 

Product:/ Ketorolo.o (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Iloo~y1.:r: KeTopon® (KeTOPOJlaK) paCTBOP ,QMl nllYTPHBCl-tHOro H BHYTPHMblWettHOro BBeJl,emu1, 30 MrlMJl 

Batch No I 
: V260084 Batch Quantity / . 454545 ampules / 

Cennn .N'!! O6"LeM cepuu • 454545 aMnYJl 
Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKun 0T'leT .M! : 890001861440 ~aTa anaJinJa : 03.02.2026 

Date of Manufacture/ 
: 01/2026 

Date of Expiry / 
: 12/2027 l.llaTa npoHJB0JJ.CTBa ro}l,eHAO 

Mfg. License No. / 
llpou1eo,!).CTBeuuaH : MNB/05/263 MA number:/ 

: JIIT-N2(008888)-(Pr-RU) HoMep PY JIHQeH3HH .N'!! 

Analysis performed according ND/ AuaJIHJ npoue}l,en no H,ZJ;: JlCT-N2(008888)'-(Pf-RU)-170225 
Page 4 of7 / CTp. 4 HJ 7 

.N'! Test I floKaJaTem, Results / Pe3yJ1bTaTb1 Specification/ HopMa 

8 Extractable volume* / 10.7 ml/ 10,7 Mn Not less than 10.0 ml (collectively 
lhBJJeKaeMblH o6beM* measured volume of 10 ampoules)./ 

He Mettee 10,0 MJI (o6beM, H3MepeHHbIH 
Ha 0CH0BaHHH o6be,UHHeHHOro 
co,uep)l(HMoro 10 aMnyn). 

9 Bacterial endoto:xins / <=0. 725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
IiaKTepHaJJbHbJe /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,U0T0KCHHbl KeToponaKa T{l0MCTaMRHa. 

10 Sterility**/ NA Must be sterile. I )J,on)l(eH 6h!Tb. 
CTepHJJbHOCTb ** CTCpIU!hHb!M. 

11 Assay/ KoJJH'ICCTBCHHoe 30.61 mg /30,61 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.ueJJeHHe Trometamol per 1 mL. I OT 27,0 Mr .no 

33,0 Mr KCTOponaKa TJ)0MCTIIM0na e 1 MJI. 

12 Ethanol content/ 3TaHOJJ 11.70 % 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 / 

flpHMC'-1aH1te: ITpo.uyKT C00TBeTCTByeT -rpe6oeaH1-lllM H,ZJ; 3aKJJIO'leHHe: O.lJ:OliPEHO 

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

no11.rornsnei;10: ogesh npoeepetto: Pravesh npoeepe·Ho (AOK): person / O.uo6petto: O6ecneqem1e 

Chauhan _,.,/ Rana i Amit Kumar KaqecTBa/OTBCTCTBeHHOe nm.1.0: 

I '/ ~_/~-
__ .(.V;r-JIL f('{)1'\/J y:i.{L _ 

___ (,NJ 

Date/ Date/ Date / IDatc/ o r -,,,.o 2 ,-;.JJ 2-1:, 
JJ.arn: 04.02.2026 )lam: 04.02.2026 Aara: 04.02.2026 )].aTa: 

Registered Office: 8-Z-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: ~91 40 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 

www.drreddys .com 

I 



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

CEPTH<l>HKAT AHAJilil3A 

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

Tel: 7919816656001-02 
""" -• - •""ITI\/C -- •-

Product:/ Ketorol~ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIDO)lVKT: KeTopo11® (KeTopollaK) pacrnop .n.m1 8l·1Yrp11BeHHOl"0 H BHyrplfMb[llie'-IHOfO BBe.n,emrn, 30 Mr/MJI 

Batch No/ 
: V260084 Batch Quantity / . 454545 ampules I 

CeonH .N'!! O61.eM cepnu • 454545 aMnvn 
Analytical Report No/ Date of Analysis / 
AHaJIHTH'lec1rnit OT'le-r .N'!! : 890001861440 .Il:aTa aHaJin3a : 03.02.2026 

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

: 12/2027 .l(a-ra IlP0IIJB0ACTBa roAeH AO 
Mfg. License No. / 
IIponJBOACTBeHHaH : MNB/05/263 MA number:/ 

: JITT-N2(008888)-(Pr-RU) 
JIH~CH3HH .N'!! HoMep PY 

Analysis performed according ND I AnaJiul nponeAen no II,ll;: JITT-.N'!!(008888)-(Pf-RU}-l 70225 

x~ 
13 

Test/ TioKalaTeJJL 

Packaging/ Onttcatme 
ynaKOBKH 

Results/ PelyJ11>TaT1>1 

I 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. 
IO ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no I MJI B aMnyn&1 113 cseTo3all\HTttoro 
cTe101a TeMHO-Kopwrnesoro useTa K11acca 
I. B 0epxtteH qacTM aMny11b1 HaHecettbI 
KOJibUO 11 TOIJKa ,IIJUI pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3Tl1KeTKy. 
no IO aMny11 BMeCTe C JIHCTKOM-
BKJiaJ{l,IlllCM B TTBX/an10MHHHeBbTM 
6nHcTep. TTo I 61rncrepy B naqKy 
KapTOHHYJO. 

Page 5 of7 / CTp. 5 u1 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. 
I blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
ITo 1 MJl B aMnyJibl 113 CBCT03all\HTHOro 
CTCKJla TeMHO-KOpHIIHeBoro usern KJiacca 
I. B BepxHei-l: qaCTM aMTIYJibl HaHeCeHbl 
KOJlbllO H TOlJKa .nm, pa3JIOMa. Ha aMnyny 
HaKJieHBa!OT 3THKeTKy. 
no l O aMnyn BMecTe c JJHCTKOM-
BKJia,!lblllleM B TIBX/a1110MHHHeBbIM 
6nHcTep. Do 1 6n11cTepy s naqKy 
KapTOHHYJO; OJ/Jl cmaljUOHapo(J; no 2, 3, 5 
6JrncTepOB B na'!KY KaPTOHHYlO. 

* Tests are not performed during the stability investigation./* 11cnbITaHHH He nposo,n;HT B xo.n;e Hcc11e.n.osamui 
crn6HJIE,HOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITpH BhmycKe npenaparn 
K0HTp0Jib KaqecTBa no noKa:mTemo np0B0)l.HTCH )l.JIH Ka)K.D,OH l 5~0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion: APPROVED/ 
np11Mc<tam1e: flpOAYKT cooTseTcrnyeT Tpe6osaHIUIM HA 3ai<mo•1c11ue: 0)].0liPEHO 

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

ITo,nroTosne,lo: ogesh nposepetto: Pravesh Oposepctto (AOK): person/ O,uo6petto: 06ecneqeHHe 

Chauhan Rana { Amit Kumar Kat.JecTsa/OreercTBeHHoe mnto: 

// /"
.-----,--, __ ( V 1-,1 l L K\.J 1"-'f f\ L, 

r"- _ -<!.v"f 
Date/ Date/ Date / !Date/ 0 ~ --0 2 .--~JJL t 
J:(aTa: 04.02.2026 Aarn: 04.02.2026 .U,aTa: 04 .02.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Banjares Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F3x: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAJIH3A 

Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 

Product:/ 
Iloo.nyKT: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ke-ropon® (KeTOPOJlaK) J)aC'reop AJIH BHyrp1-me1rnoro l1 BHY!J)l1MblWCYHOro BBe,D.e1rn11, 30 Mf/MJJ 

w rl r r P l l (l\l 

Batch No/ 
Cemrn .N'!! 

: V260084 Batch Quantity/ . 454545 ampules / 
O6oeM cepun • 454545 aMITYII 

Analytical Report No I 
A11aJIHTDlfec1rnu OTlfeT .N'!! : 890001861440 

Date of Analysis / 
,l(aTa auaJiu1a 03.02.2026 

Date of Manufacture / 
aTa 01)011380.IJ.CTBa 

: 01/2026 Date of Expiry / 
ro.neu JW 

12/2027 

Mfg. License No./ 
IlpOH3BOACTBeHHaH 
JIH~eHJHH .N'2 

: MNB/05/263 MA number:/ 
HoMep PY Jlfl-N!i(008888)-(Pf-RU) 

Analysis performed accordin~ ND/ Ana.JJ.nJ npoBeAeH no H)J,: Jlil-1'fa(008888)-(Pf-RU)-l 70225 
- -

API name/ HauMeuooamre A<I>C: 
Page 6 of7 / CTr>, 6 H3 7 

Ketorolac Trometamol / KeTOponaKa TJ)OMeTaMOJJ 

INN/ MHH: Ketorolac / KernponaK 

API manufacturer batch number / 

HoMep cepnu npoH3BOJl.llTe.JlH A<I>C: 2KTM0621025 

FP Manufacturer API Batch number/ 

HoMep cepnH cy6cTaHI.{lfH npOH3B0.lllfTeJ1H FESA00567 
r JI<1>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Ilpon3BO.llHTeJlb A<I>C, cTpa11a: CatiMe.u Jla6c JlttMHTe.u, .HH.UIDI 

Name, address, authorization No for FP 
Dr. R.ed.dy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, Nalagarh manufacturing site/ Control site/ Release 
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / site/ 

• )].-p Pe.ruu1 'c Jla6oparopnc JlTJl., M11.u1-1,:i , □po10eo.ac'l'eeH11oe 110.npa3)].e11eH11e-6, HanMe11osan11e, a.npec, JJHl.{CHJHH .nJJH 
BHJJJJ. KxOJJb, Hanarapx Poy.n, 6aMli, )J;HCTPMKT Conan, x.n., 173205, l1H.lll1JI IlpOHJBO!lCTBCHHaH llJl0U(aJJ;JCa / IlJJOll..(8,IJ.Ka 

(Ilttl.leHJHR .N2 No MNB/05/263 K0HTp0JJH KaqecTBa / IlJJOU(a.nica BblflYCKa 

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»./ 

3aKJ110qen11e 0 C0OTBeTCTBlfll! «HacTOJIIUHM JI no.urnep)l(,n:aIO, 4TO npHBe)leHHaJI BhIWe 11HqJOpMaUID! }JBJJJleTC}J )lOCTOBepHOH If 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
CTpnMe'ianne: TTpo,nyKT COOTBeTcTByeT -rpe6oBaHID!M HJ]. 3a1rnioqen11e: O)lOliPEHO 

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

no1tr0Tonne11?;: ogesh npooepeno: Pravesh TTpoaepeHo (AOK): person/ O.no6petto: O6ecnetJe1111e 
Chauhan Rana 1. Amit Kumar 1(34eCTBa/0,·oeTCTBCHHOe m1uo: 

JV- _.(l),..JI L I( V,; v/ 1Z11L.._, 
/ --C.Jv/ 

Date/ Date/ Date/ 

IIDate / o s,, >o ·2- ,.}) 1-- ( 
)].ara: 04.02.2026 nara: 04.02.2026 )laTit: 04 .02.2026 :)lam: 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 

I 



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

CEPTH«l> HKA T AliAJI0.3A 

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 
·"•• H PPL., Ff ,.( IC r, .. _ 

Product:/ KetorolOJ) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,nyKT: KeTOPOJlQ<) (t<eTOPOJTaK) paCTBOp JJ.JTll BHyrpHBCHHOro H B11yrp11MblWC'-l}IOro BBC,O,CHHSI, 30 Mr/MJI 

Batch No/ 
: V260084 Batch Quantity I . 454545 ampules / 

CepHH .N'!! 06-LCM ccpnH • 454545 8MOYJI 
AnalyticaJ Report No/ Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N'!! : 890001861440 .l(aTa auaJIH3a : 03.02.2026 

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

: 12/2027 ,UaTa UPOH3BOJJ:CTBa roJJ:CIIJJ:0 
Mfg. License No. / 
IlponJBOJJ:CTBeuuaH : MNB/05/263 MA number:/ 

: JIIl-N!!(008888)-(Pf-RU) JIUQeH3UH ,N'!! HoMep PY 

Analysis performed accordin2 ND/ AHaJIH3 npoBeJJ:eH no H,ll:: JITT-N!!(008888)-(Pf-RU)-170225 

Page 7 of 7 I CTp. 7 H3 7 
TOtJHOM. 3Ta cepHH npQ.I.IYKUHH npo1nse.1.1eHa (sKmotJaJJ yrraKOBKY (MapKHpOBKY) J,i KOHTPOJlb KatJeCTRa) Ha BhIUieyKa3aHHOH 

npoH3B0,l.lCTBeHHOH nnoma.1.1Ke (nnoma.n.Kax) B rI0JlHOM CO0TBeTCTBIUI C Tpe6oaaH1-UIMH ITpaBl1Jl Ha,ll.JTe)((ameii np0H3BO,l.lCTBeHHOM 

npaKTHKH Eapa3HMCKOro JKOHOMHtJeCK0ro COI03a H Tpe6oaaHHHMl1 KOHTP0Jlll Ka'leCTBa neKapcrneHHb!X cpe.n.crn, a TaK)((e B 

COOTBeTCTBHH co crreuw<fmKaUHHMH, co.1.1ep)Ka1II.HMl1CH B perncTpaUHOHHOM .ll.OCbe CTpaHbl-11MnopTepa. 3an11CH no np0113B0,l.lCTBy, 

ynaKOBKe 11 aHan113y npoaepeHhl, Ii ycTaHOBJleHO HX CO0TBeTCTBHe Tpe6oBaHID!M TTpaawn Ha,l.lJle)KaUI.eH np0113B0,l.lCTBeHH0H 

npaKTHKJ,i Enpa3HHCKOrO 3K0HOMHtJeCKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipnMe'la11ue: ITpoJ.IYKT cooTBeTcrnyeT ·rpe6oaarrnJ1M HA 3a1CJ110"ICH1te: O)1.OEPEHO 

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

nol{roToanc~o: ogcsh ~;,~:•peH°jmvesh 
nposepe110 (AOK): person/ O.1.106petto: O6ecnetJeHwe 

Chauhan Amit Kumar Ka'leCTBa/OrseTCTBCHlfOe m1uo: 

1/ ~~ __ .( V iJ I L f< V rl r..<2_') 

__LvVJ 

Date/ Date/ Date/ l°ate I 0 c:::: ---r) 2-r l.,_C) l.-( 
):\ara : 04.02.2026 ));am: 04.02.2026 ));am: 04.02.2026 ,11,aTa: 

Registered Office: 8-2-337, Road No. 3, Banjar.:. 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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