
•·· Dr. Reddy's "'llllfi;• 

CERTIFICATE OF ANALYSIS 
CEPTIT~HKATAHAJilf3A 

Dr. Reddy's Laboratories Ltd . 

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

Tel : +9 l 93J 66 56001-02 
'vVww.drredclys.com 

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

IJPOJIVKT: KeTOPOJT
1

~ (Ke-ropoJTaK) pacTBOp ,[\JTSI BHYfPIIBe,rnoro H BHYfPHMbJWe•rHoro aae,neHH51, 30 MrlMJl 

Batch No/ 
: V260006 

Batch Quantity / 454545 ampules / 

CepuH .N'!! O6neM cepuu 
: 454545 aM ny11 

Analytical Report No I Date of Analysis / 
AHaJ1HTH'lec1rnii OT'leT .N'!! : 890001857293 ,[I;aTa a11aJ1u1a : 08.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
,[I;aTa IlPOH3BOACTBa 

: 
ro.l{eH AO 

: 

Mfg. License No./ 
Ilpou3BOACTBeHHaH : MNB/05/263 MA number:/ : Jlll-.NQ(008888)-(Pf-RU) 
JIH~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJJnJ npoBeAeH no H,[I;: Jlll-Mi(008888)-(Pr-RU)-170225 
Pa2e 1 of 7 / CTp. 1 113 7 

.N"!! Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 

1 Description / OnucaHue Clear colorless solution. I ITp03pa'1HbIH Clear colorless to slightly yellow color 
6ecuseTHbTH pacrnop. solution. I ITpo3pa'IHbTH pacrnop OT 

6ecuseTHoro /lO csenJO-)KeJnoro useTa. 

2 Identification*/ JI.ueHTH(j>HKauusi* 

2a HPLC* I B3)l{X* 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 in the 
standard solution. / BpeMSI y/lep)KHBaHIDI chromatogram of standard solution (Assay 
OCHOBHOro IlHKa Ha xpoMaTOrpaMMe section). I BpeMSI y.uep)KHBaHHSI 
1-1cnb1TyeMoro pacrnopa COOTBeTCTByeT OCHOBHOfO IlHKa Ha xpoMaTOrpaMMe 
speMeHl-1 y)lep)KHBaHIDI OCHOBHOro IlHKa 1-1cnhnyeMoro pacTBopa .UOJJ)KHO 
Ha xpoMaTOrpaMMe cmH.uapTHOro COOTBeTCTBOBaTb BpeMeHH y.uep)K11BaHIDI 
pacTBopa. OCHOBHOro Ill-!Ka Ha xpoMaTOrpaMMe 

CTaH)lapTHOro pacTBopa {paJ)leJJ 
«KOJJW{ecTBeHHOe onpe)lenem,re» ). 

Remarks : The Product confirms to ND/ ConcJusion : APPROVED / 
Ilp11Me'laH11e: TTpo/lyKT cooTBeTcTByeT Tpe6oBaHIDIM H,U 3aKJ110'ICH11e: O,IJ:OJiPEHO 

Prepared by / 

TTo.uroT013JJeAo: Ashish 

Kumar 

ft1-
Date / 

)];am: 08.01.2026 

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

ITposepeHo: Pravesh TTponepetto (AOK): person/ O.uo6peHo: O6ecne'!eH1-1e 

Rana { ' Amit Kumar Ka'!ecTBa/OTBeTCTBeHHOe JJI-IJJ,O: 

{" ~ -C L'r·•\ L k..v H r,,L_ 
2 ~1,-J/ 

I 

Date / 

I 
Date / 'Date I C ~--t• 1-. .1..m.--1~ 

)];am: 08.01.2026 )J;a-ra: 08.01.2026 )];am: 
- -

Registered Office: 8-2-337, Roc:d No. 3, Banjara Hills, Hyderabad - ::.U0034, Tel,.ngana, 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<l>HKAT AHAJIH3A 

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

Tel: +91 93166 56001-02 
www.drredciys.com 

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

Ilpo~VKT: KeTOPOJl(\{) (KeToponaK) pacrnop )],ml BHYfPHBeHHOro 11 BHyrpHMblWe'lHOfO BBe)],eHH51, 30 Mr/Mn 

Batch No I 
: V260006 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTnqecKuii oTqeT .N'!! : 890001857293 ,[t;aTa anaJIH3a : 08.01.2026 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2027 : : 

.l{aTa DPOH3BO~CTBa ro~eu )W 

Mfg. License No. / 
IlpOH3BO~CTBeHHaH : MNB/05/263 MA number:/ : JHI-.N2(008888)-(Pr-RU) 
JIHU:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose~eu no H,rt;: JIIT-N2(008888)-(Pr-RU)-170225 

2b 

3 

4 

5 

6 

6a 

Test I IloKa1aTeJ1b 

UV- spectrophotometry* I 

Y(f)-cneKmpopomoMempzm * 

Clarity/ Ilpo1pa'IHOCTb 

Color I ll,BeTHOCTb 

pH 

Results/ Pe1yJ1hTaTbt 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 
322 ± 2 nm. I Y<l>-cneKTJ)ht nornomeHH5! 
HCIThITyeMoro pacrnopa H pacrnopa 
crnH,napTHoro 06pa3ua KernpoJiaKa 
TJ)OMeTaMHHa B o6JiaCTH OT 200 JJ:O 400 HM 
HMeIOT MaKCHMYMbl nornomeHH5! npH 
322±2 HM. 

The opalescence of the sample does not 
exceed opalescence of reference 
suspension I. / OnaJiecueHUH5! npenaparn 
He npeBbIIIIaeT onaJiecueHUHIO cycneH3HH 
cpasHeHmI I. 

0.04 

7.3 

Particulate matter I MexauuqecKue BKJ110'leHHS1 

Visible particles/ 
BHJJ:HMbie qacTHUbl 

Complies / CoorneTcrnyeT 

Page 2 of 7 / CTp. 2 H3 7 

Specification / HopMa 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm should have absorption 
maxima at 322 ± 2 nm. / Y<l>-cneKTJ)hI 
nornomeHIDI HCIThtTyeMoro pacrnopa 11 

pacrnopa crnH,napTHOro 06pa3ua 
KeTopoJiaKa TJ)OMeTaMHHa s o6JiaCTH OT 
200 JJ:O 400 HM JJ:OJI)KHbl HMeTh 
M3KCHMYMbl nornomemIB npH 322±2 HM. 

The opalescence of the sample should not 
exceed opalescence of reference 
suspension I. / OnaJiecueHUIDI npenaparn 
He JJ:OJI)KHa npeBhllll3Tb onaJiecueHUHIO 
cycneH3HH cpasHeHIDI I. 

Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
IlornomeHtte JJ:OJI)KHO 6bITh He 6oJiee 0,20 
npn lIJlHHe BOJlHbl 430 HM, 

From 6.9 to 7.9. / OT 6,9 .no 7,9 . 

Should be absent. / 
,[(OJI)KHbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJ110'leuue: O,ll;OliPEHO [lpuMe'laHue: ITpo,nyKT COOTBeTcTByeT TJ)e60B3HIDIM H,[( 

;:========;-;::::======::::::;;:========: 
Prepared by / 
ITow OToenetto: Ashish 
Kumar 

D ate / 
,AaTa: 08.01.2026 

Checked by I 
ITposepeHo: Pravesh 

Rana / 

I 
Date I 
,[(am: 08.01.2026 

Checked by (AQA) / 

UposepeHo (AOK): 

Amit Kumar -\ 

f\✓/ 
Date / ' 
AaTa: os.01.2026 

!Approved by: Quality Assurance/ Authorized 

per on / O,no6peHo: O6ecneqeHtte 
Ka'leCTBa!OTBeTCTBeHHOe JIHUO: 

_()J,-....>I L K \Jv-/j AfL­

_( .,..I) 

Registered Office: 8-2-337, Ro~d No. 3, BanjJra Hills, Hyderabad - 500034, Telar1ga11a, l11d1a 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Erna ii: rnail@drreddys.corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road .. Baddi, 
Distt. Solan, H.P., 173 ;~os, INDIA 

CERTIFICATE OF ANALYSIS Tel: +9193166 s6uu1-02 
CEPTH~HKATAHAJIII3A www.d1·redciys.com 

Product:/ Ketorol0<1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo11,VKT: KeTopoJI(\<) (KeTOpOJiaK) paCTBOp ,UJUI BHYTPHBeHHOro H BHy'TpHMbillle'IHOro BBe,UeHH51, 30 MfiMJI 

Batch No/ 
: V260006 

Batch Quantity / 454545 ampules / 

CepuH .M! O6'heM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIUTH'lec1rnii OT'leT N2 : 890001857293 )laTa auaJiu3a : 08.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 11/2027 
)laTa DPOH3B0,UCTBa ro.ueu .uo 

: 

Mfg. License No. / 
Ilpou3B0.!1,CTBeuuaH : MNB/05/263 

MA number:/ : JUl-N!!(008888)-(Pf-RU) 
JIHIJ:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe.ueu no 11,I(: JITT-.N!!(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 H3 7 

.N'!! Test I nm.:aJaTeJlh Results/ Pe3yJ1hTaT1>1 Specification / HopMa 

nh Tnvisihle particles/ 
HcBH,llJIMbIC qacTHUhI: 
l. Particles 2: 10 µm / 1 not more than 6000 per ampoule; / 

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

11. particles 2: 25 µm / 0 not more than 600 per ampoule. / 
qacrnu pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ TTpttMectt 

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

Impurity B / TipnMecb B Below LOD {LOD = 0.014 %) / HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,ll,ena o6Hapy)KeHH51 (TIO= 0.014 %) 

Impurity C / TiprrMecb C Below LOD {LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,ll,ena o6Hapy)KeHH51 (TIO= 0.010 %) 

Impurity D / TiprrMech D Below LOD (LOD = 0.014 %) I Htt)Ke not more than 0.20 % / He 6onee 0,20 %. 
rrpe,ll,ena o6Hapy)KeHH51 {TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / E,ll,HHH'IHa51 

Below LOQ (LOQ = 0.050%) / Htt)Ke 
Hett,ll,eHTH~HUHpOBaHHa51 
rrpttMeCb 

rrpe,ll,ena KOJIH'leCTBeHHoro orrpe,ll,eJieHH51 
(TIKO =0.050%) 

Total impurities/ CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
rrprrMecei1: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
□puMe'lauue: Tipo,ll,yKT COOTBeTcTByeT TPe6oBaHH51M H)J; 3aKJIIO'leuue: O.Ll:OliPEHO 

Prepared by I 
Tio,ll,roTOBJieHo: Ashish 
Kumar 

_}!h-

Date I 
)J;ani: 08.01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ilp0Bep HO: Pravesh n ponepe uo (AOK): person/ O,ll,o6peHo: O6ecrre'leHrre 
Rana 1 AnntK7v,;_, 

Ka<JecTna/OrueTcrne,ume nnuo: 
(vr--11 )C vv-- I ~fl. 

---'v-1 
Date/ Date/ 'Date / Of-t/-c-!OU 
)];am: 08.01.2026 )J;aTa: 08.01.2026 )];am: 

0 ., .. Registered Office: 8-2-337, Roc:d No. 3, 8ar1Jara H:11s, Hyoera L, aci • 5G00:i4, Td ar1ga,1a, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drreddvs.corn 

Cl N: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road .. Baddi, 
Distt. Solan, H.P., 173 :!.05, INDIA 

Tel : +91 93166 S6001-U2 
1Nww. d rredciys. co ill 

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

Ilpo,11,YKT: KeTopon°" (KeToponaK) pacTBop ,!],ml BHYTPHBettttoro H BHYTPHMhIWe•rnoro BBe,!J,eHH51, 30 MrlMJJ 

Batch No/ 
: V260006 

Batch Quantity / 454545 ampules / 
Cepm1 .N'!! O61>eM cepuu 

: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AnaJ1uTuqecKuii 0T'leT .N'!! : 890001857293 .z:t:aTa anaJ1uJa : 08.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 11/2027 
.U:aTa DP0H3B0,l],CTBa ro,11,en ,11,0 

: 

Mfg. License No./ 
Ilpou3BOJJ.CTBennaH : MNB/05/263 MA number:/ : JII1-M!(008888)-(Pf-RU) 

HoMep PY JIHQeH3HH .N'!! 

Analysis performed according ND/ AuaJIHJ npose,11,eu no H,z:i:: JII1-N~(008888)-(Pf-RU)-l 70225 
Page 4 of 7 / CTp. 4 HJ 7 

.N"!! Test / Iloica1aTeJJb Results I Pe1yJJbTaTb1 Specification / HopMa 

8 Extractable volume* I 10.5 ml/ 10.5 MJJ Not less than 10.0 ml (collectively 
H1BJJeKaeMb1ii: o6beM* measured volume of 10 ampoules)./ 

He MeHee 10,0 Mn (o6beM, H3MepeHHbll1 
Ha OCH0BaHHH o6be,l],HHeHHOro 
co.nep)l(HM0ro 10 aMrryn). 

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

10 Sterility** I NA Must be sterile. I .lJ:omKeH 6btTb 
CTepUJJbHOCTb ** crepHJJbHblM. 

11 Assay / KoJJulJ.eCTBeuuoe 30.44 mg I 30.44 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,lleJJeuue Trometamol per 1 mL. I OT 27,0 Mr AO 

33,0 Mr KeTOponaKa -rpoMeraMona a 1 Mn. 

12 Ethanol content/ 3TauoJJ 11.93 % From 10.60 % (v/v) to 13.10 % (v/v). / 
Or 10,60 % (06/06) .no 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMelJ.auue: IIpo.nyKT C00TBeTcTByeT -rpe6oBaHH51M H.lJ: 3aKJIIO'l.euue: O,ll.OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
ITo.nroroaneHo: Ashish IIpoaepeHo: Pravesh Ilponep HO {AOK): per on/ O.no6petto: O6ecrreqeHue 
Kumar Rana 1 Amil Kwnar KaqecTaa/OrBeTCTBeHHOe JlHl.(0: 

~ ~/~ 
_{"uH ,_ I( \,VV1 µ~ 

~ vvl 
Date I Date I Date I IDate / _:., !;;," • ,[ ) .-j..(/t.f 
.lJ:ara: 08.01.2026 .lJ:ara: 08.01.2026 .lJ:ara: 08.01.2026 .lJ:ara: 

Registered Office: 8-2-337, Roc:d No. 3, Banjara Hill s, Hyderabad - 500034, 1elariga11a, lndla 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, r~alagarh Road .. Baddi; 
Distt. Solan, H.P., 173 2.05, INDIA 

Tel: +9198166 56001-02 
1,vww.drreddys.com 

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

IlpOAYKT! KeTopon°'' (KeTopoJiaK) pacrnop )],ml BHyrpHBeHHOro H BHYfPHMbIWeqHoro BBe)leHH51, 30 Mrf MJI 

Batch No/ : V260006 
Batch Quantity I 454545 ampules I 

CepuH .N'!! O61.eM cepuu 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJ1uTuqecKuii oTqeT .N'!! : 890001857293 )l;aTa auaJ1u3a : 08.01.2026 

Date of Manufacture / 12/2025 Date of Expiry / 11/2027 
L(aTa npOU3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No./ 
Ilpon3BOACTBeuuaH : MNB/05/263 MA number:/ : JII1-.N2(008888)-(Pf-RU) 
JIUI~eH3UH .N'!! HoMep PY 

Analysis performed according ND/ Auanu3 npoBeAeH no H,ll;: JII1-.N2(008888)-(Pf-RU)-170225 
Paire 5 of 7 / CTp. 5 03 7 

Test/ IloKa3aTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

13 Packaging / Onucanue 
ynaKOBKH 

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. / 
IIo 1 MJI B aMIIYJibl 113 CBeT03aW,HTHOro 
CTeKJia TeMHO-KOp119HeBoro LJ,BeTa KJiacca 
I. B BepxHe.H qacTH aMUYJibl HaHeceHbl 
KOJihLJ,O 11 rnqKa /lJUI pa3JIOMa. Ha aMrryJiy 
HaKJieHBalOT 3THKeTKy. 
IIo 10 aMnyJI BMeCTe c JilfCTKOM-
BKJia)lbJIIIeM B IIBX/aJilOMHHHeBbIH 
6m1cTep. IIo 1 6JIHCTepy B rra'-!KY 
KapTOHHylQ. 

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 
IIo 1 MJI B aMnyJihl 113 CBeT03aW,HTHOro 
CTeKJia TeMHO-KOp119HeBoro IJ,BeTa KJiacca 
I. B BepxHeil qacnI aMIIYJibl HaHeceHbl 
KOJihLJ,O If ToqKa )lJill pa3JIOMa. Ha aMnyJiy 
HaKJieHBalOT 3TIIKeTKy. 
IIo 10 aMIIYJI BMeCTe c JIHCTKOM­
BKJia)lbIIIIeM B IIBX/aJIIOMHHtteBbIH 
6JIHCTep. IIo 1 6JIHCTepy B rraqKy 
KapTOHHylQ; OJ/R CJnalfllOHapo6: ITO 2, 3, 5 
6JIHCTepoB B rraqKy KapTOHHylO. 

* Tests are not performed during the stability investigation./ * 11cnbITaHH51 He npoBO)l5IT B xo)le HCCJie)loBaHII5I 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITptt BhmycKe npenaparn 
KOHTpOJib KaqecTBa no TTOKa3aTeJIIO npoBO)],HTC51 )],J151 Ka)K)],OH 15-oii cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Meqanne: IIpo)lyKT cooTBeTcTByeT TPe6osaHHl!M H,D; 3aKJitOqeuue: O.Ll:OJiPEHO 

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

TIOJ.1,r0Tos11e 1-10: Ashish IIpoBepeno: Pravesh Tipo.sepeHo (AOT ): person / 0)lo6petto: 06ecrreqenHe 

Kumar ~ Rana 1 AmitKum ar \. 1rnIJeCTBa/ OTBeTCTBe1moe JIHLJ,O: 

I'-/ --
_..!~ U'N\ '--- K 1., v--'\ 1'.\ (l_ 

__L 1/V 1 
Date/ 

I 
Date/ Date/ !Date I 08---o 1~.zo 2 £ 

,D;arn: 08.01.2026 ,D;arn: 08.01.2026 )];am: 08.01.2026 )];am: 

Registered Office: 8-2-337, Roc:d No. 3, 8anjara Hills, Hyderabad - 500034, Telc1ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dr,eddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road. Baddi, 
Distt. Solan, H.P., 173 :!CS, INDIA 

CERTIFICATE OF ANALYSIS Tel: +9193166 5GU01~02 
CEPTH~HKATAHAJIH3A www.drredciys.com 

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

IlpO/J,YKT: KeTopoJI(l<) (KeTopoJiaK) pacrnop )],JIJI BHyrp1rneHHOro H BHyrpHMbIUJe9HOro BBe,l],emrn, 30 MrlMJl 

Batch No/ 
: V260006 

Batch Quantity / 454545 ampules / 

Cepm1 .N'!! O6"heM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIUTuqecKuii OPJeT .N'!! : 890001857293 ,ll;aTa auaJiuJa : 08.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 

11/2027 
,ll;aTa DPOH3B0/J,CTBa 

: 
ro/1,eH /1,0 

: 

Mfg. License No. / 
Ilpou3BO/J.CTBeuuaH : MNB/05/263 MA number:/ : JIIT-.N2(008888)-(Pf-RU) 
JIUU:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuanuJ npoBe/1,eH no H,ll;: JIIT-.N2(008888)-(Pf-RU)-170225 
Page 6 of 7 / Crp. 6 u3 7 

API name/ HanMeHoBaHue A<I>C: Ketorolac Trometamol / KernponaKa TJ)OMernMoJI 

INN /MHH: Ketorolac / KernponaK 

API manufacturer batch number/ 
2KTM0540925 

HoMep cepuu npoH3BO)],HTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTaHI.l;HH npOH3B0)],HTeJIH FESA00529 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpoH3BO)],HTeJib A<l>C, cTpaHa: CattMe,11, Jla6c JlHMHTe,11,, HH,11,11,r 

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/ 
HanMeHOBaHHe, a,a:pec, Jllfll,eH3HH /J,JIH 

,ll;-p PeMH'c Jla6opaTOpHC JlT,11,., HH,l(HJI, l1pOH3B0,l(CTBeHHOe DO,l(pa3,l(eJieHHe-6, 

Ilpott3BOJl:CTBeHHaH nJiom:a,a:Ka / IlJiom:a,a:Ka 
BHJIJI. Kxom,, Hanarapx Pay.I(, EaMH, ,ll;HcTpHKT ConaH, X.11., 173205, HH.l(HH 

KOHTpOJIH Ka'leCTBa / IlJiom:a,a:Ka BbmycKa 
(n111.1,eH3HH NQ No MNB/05/263 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufooturod, inoluding paolmging/laboling and quality oontrol at tho abo','O montionod oito(o) in full oomplianoo ',Yith tho 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'leHne O COOTBeTCTBHH: «HacTOJIIIl,HM JI IIO,l(TBep)l(,l(a!O, tJTO np1rne,l(eHHaJ1 BbIIIIe HHCpopMall,HJI JIBJIJleTCJI ,l(OCTOBepHOH H 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHue: Tipo,l(yKT COOTBeTCTByeT Ype6oaaHHJIM H,ll; 3aKJIIO'leHue: O,11;O.liPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IIo,[J,rOTOBJieHo: Ashish nposepeHo: Pravesh npoeepeiro (AOK): person I O.l(o6peHo: O6ecne11em1e 
Kumar 

~ 
Rana 1 Amit Kumar 

"" 
.1mc1e Tea/OrneTc1;ee1rnoe m1u,o: 

{'/~ _(l.J1-...nL ~\J\--11'lL 

r_L~ 
Date / 

"

Date I Date I 'Date I fj 6A'·) ·-.zcU6 
,ll,an: 08.01.2026 ,ll;arn: 08.01.2026 ,ll;arn: 08.01.2026 ,ll;arn: 

' Registered Oftice: 8-2-337, Roc:d No. 3, BanJara H:1Is, Hyderabau - ::,U0034, Telangana, lnrJ,a 
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 

CEPTHWHKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

Tel: +91 93166 56001-02 
www.drredJys.com 

Prod11ct: / Ketorof'" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo;::i;~KT: KeTOPOJIO-O (KeTopoJiaK) paCTBOP )],ml BHyrp1-rneHHOfO H BHYfPHMbllllelfHOro BBe)],eHml, 30 MrlMJI 

Batch No/ : V260006 
Batch Quantity / 454545 ampules / 

CepuH .M! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTuqecKuii oTqeT .N'!! : 890001857293 )];aTa anaJIH3a : 08.01.2026 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

.l(aTa npoH3BO)];CTBa 
: 

ro;::i;eu no 
: 

Mfg. License No./ 
Ilpou3BO}];CTBeuuaH : MNB/05/263 MA number: I : JITI-N2(008888)-(Pf-RU) 
JIHD;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npose;::i;eu no H)];: JITI-N2(008888)-(Pf-RU)-170225 
Page 7 of7 / CTp. 7 H3 7 

TOlfHOH. 3m cepID! npO.D:YKl..\lllf npOH3Be)],eHa (BKJUOlfaH ynaKOBKY (MapK11pOBKY) 11 KOHTpOJih Kalfecrna) Ha BbIUieyKa3aHHOH 

np0113B0)],CTBeHHOH nnoma)],Ke (nnoma)],Kax) B IlOJIHOM COOTBeTCTBl111 C Tpe6oBamrnMli IlpaBIIJI Ha)],Jie)Kame11 npOli3B0):{CTBeHHOH 

npUI(THKJI Eapa:miic1<0ro JKOHOMHlfCCKoro COf03U H TpC60BUHHHMH KOHTPOJJH KUlfCCTBU JlCKUpCTBCHHhIX cpcil,CTB, a TUK,KC B 

COOTBCTCTBHH co CilCI..\HqJHKUI..\HHMH, COil,Cp)KamHMHCH B pcrHCTpal..\HOHHOM )],OChC CTpaHhl-HMilOpTcpa. 3amICH no npOH3B0):{CTBY, 

yna1<01me H anamny nponepellhl, H ycTaHOBJieHO HX COOTBeTCTBUe Tpe6oBaH11HM IlpaBirn Ha.D:Jie)Irnmew npOH3B0):{CTBeHHOH 

npaKTliKH Espa3ttHCKOro 3KOHOMlilfeCKOro COI03a». 

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

ITpuMetJaoue: Ilpo.n:yKT coorneTcrnyeT Tpe6osaHIDIM H,ll; 3aKmoqeuue: O,II:0:6PEHO 

Prepared by / C h ecked by/ C h ecked by AQA) / Approved by: Quality Assurance/ Authorized 

Ilo)],roToBneHo: Ashish ITponep e 1-10 : Pravesh flpoBepeH.o AOK): person/ 0.n:o6peHo: 06ecnelfeHMe 

Kumar>-- Rana { AmitKumru: KalfeCTBa!OTBeTCTBeHHOe Jllil..\O: 

~/~ 
____ (\J i',n L K \J M ft-Q___ 

~---<---1 
Date I Date/ Date I 'Date/ l~) g-c / --). 0 l~ 
,ll;arn: 08.01.2026 ,ll;arn: 08.01.2026 ,ll;arn: 08.01.2026 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Tel,rngana, lr,<lia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 


