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

CEPTH<l>HKAT AHAJIH3A 

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

Tel : +91 98166 5G001 02 
www.dn·ecidys.com 

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

IlpOJJ.YKT! Kernpon"" (KeToponaK) paCTBOP )].Jl$1 BHyrpHBeHHOrn H BHyrpHMbIWe'-IHOrn BBe,D.eHml, 30 Mr/Mn 

Batch No/ 
: V251007 

Batch Quantity / 454545 ampules / 
CepnH .M! O61,,eM cepuu 

: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnn OT'leT .N'!! : 890001853820 ,U:aTa auaJiu3a : 24.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
llaTa npon3BOJJ.CTBa 

: 
roneu AO 

: 

Mfg. License No. / 
IlpOH3BO,[{CTBeHHaH : MNB/05/263 MA number:/ : J1CT-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoeeneu no H,z:i:: J1CT-N2(008888)-(Pf-RU)-l 70225 
Pae-e 1 of 7 / CTp. 1 113 7 

x~ Test/ IloKa3aTeJJb Results/ Pe3yJJbTaTbl Specification / HopMa 

1 Description / OnucaHue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
ITpo3pa'-1HhlH pacrnop CBeTJlO-)l(eJITOro solution. I ITpo3paLJtthIW pacrnop OT 
usern. 6ecuseTttoro ,no cseTnO-)l(eJIToro useTa. 

2 Identification*/ lf.nettT111f>uKaQHH* 

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. / BpcM» y.D.cp)l(HBaHHH chromatogram of standard solution (Assay 
OCHOBHOfO nHKa Ha xpoMaTorpaMMe section). I BpeM» y.nep)l(HBaHHH 
HCilhITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro naKa Ha xpoMaTorpaMMe 
BpeMeHH y ,nep)l(HBaHHH OCHOBHOro IIHKa HCilhITyeMoro pacrnopa ,D:OJI)l(HO 
Ha xpoMarnrpaMMe CTaH,napTHOro COOTBeTCTBOBaTb speMeHH y.nep)l(HBaHHH 
pacrnopa. OCHOBHOro nHKa Ha xpoMaTorpaMMe 

CTaH,napTHOro pacrnopa (pa3,nen 
«KOJIH'-leCTBeHHOe onpe,neJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'-laHHe: Ilpo,nyKT COOTBeTCTByeT Tpe6osaHHHM H.[( 3aKJJ101-reHue: O,11:0liPEHO 

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

ITo)lroron11e1m: Y ~gesh Tiposepetto: Pravesh Tipoeepe1rn (AOK): person I O,no6petto: O6ecne'-lettHe 

Chauhan 

(/ 
Rana 

1 
Amit Kumar Kaqecrna/OreercrneH Hoe m 11..1_0:Q_ 

[\/ AUr-JI L ~~1 t4 
__c' v'-1 

Date/ Date I 

'

Date / Date I 2LH Q:-,M ;..s:-
.[(am: 24.12.2025 .D;arn: 24.12.2025 .[(aTa: 24. 12.-025 .[(am: 

I'\\! IStereO VIIICe" O•L•.:J::JI "f,gu hU . .:,, DO •1••iO rtlf1:>, ,,~crauu g , - ..... uvu .. ,~, 1i;;;.1i::tt50 10, , ..... ,_, 

Tei: +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTII <I> IIKA T AHA.JIII3A 

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

Tel : +91 9Slo6 56001 02 
www.dn·eddys.corn 

Product:/ Ketoro1°\) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOAYICT: KeTopon°" (KeTopoJiaK) paCTBOp ,LI.JI.fl BHyrp11BeHHOro H BHyrpHMblllie'-IHOro BBe,Ll.eHH.H, 30 Mrl MJl 

Batch No/ 
: V251007 

Batch Quantity/ 454545 ampules I 
CepuH .N!! 06neM cepuu 

: 
454545 a~my.n 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N!! : 890001853820 ;:I:aTa auaJiu3a : 24.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
l{aTa npOH3BOACTBa 

: 
roAeH AO 

: 

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

MA number:/ : J1n-N2(008888)-(Pf-RU) 
JIU .. eH3HR .N!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npoBeAen no ff.r:c: Jin-N!!(008888)-(Pf-RU)-l 70225 
Page 2 of 7 / CTp. 2 113 7 

.N'!! Test / TToKa3aTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 

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

Y(f)-cne"mporjJomoMempzm * 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 YcI>-cneKTJ)bI nornow.emu1 maxima at 322 ± 2 nm. / Y<l>-cneKTJ)bI 
11CflbITyeMoro pacrnopa 11 pacrnopa nornow,ett11.s:i 11cnb1TyeMoro pacrnopa 11 
CTaH.n;apTHOro o6pa3IJ,a KeToponaKa pacrnopa CTaH.napTHOro 06pa3ua 
TJ)0MeTaMHHa B o6nacTH OT 200 .no 400 HM KeToponaKa TJ)OMeTaMHHa B o6JiaCTH OT 
1-fMf.lOT MilKCHMYMhl nor.no111_eH11si np11 200 LIO 400 HM lIOJl)KHbl HMeTb 
322±2 HM. MaKCHM)'Mhl nornow.eHH.H npH 3'.L'.L±:L HM. 

3 Clarity/ TTpo3pa'-tHOCTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHIJ,H.H npenaparn suspension I. / OnanecueHIJ,H.H npenaparn 
He npeBbmrneT onanecueHIJ,HJO cycneH3.1111 He lIOJI)KHa npeBbJlliaTb onanecueHIJ,HJO 
cpaBHeHH.H I. cycneH3HH cpaBHeH11si I. 

4 Color / U:BeTHOCTh 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
l1ornomett11e lI0JI)KHO 6hITh He 6onee 0,20 
npH lIJIHHe BOJIHbl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. I OT 6,9 ,no 7,9. 

6 Particulate matter / MexaHHl.feCKHe BKJ110'leHHst 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
BttlIHMbJe 4aCTHil,bl .lJ:OJI)KHbl OTCYTCTBOBaTb. 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
ITpMMCl.faH11e: TTpo.n;yKT COOTBeTcTByeT TJ)e6oBaHH.HM H.lJ: 3a,mmqenne: O.lJ:OliPEHO 

Prepared by I 
no,nroTOBJie1m: ¥oge h 
Chauhan 

(/ 
Date I 
.lJ:arn: 24.12.2025 

Re 

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

ITpoBepeHo: Pravesh TipoBepetto (AOK): person / O,no6petto: O6ecne11ett11e 

Rana 1 AmitKT~ 
Ka•1ecTea!OTBCTCTBem1oe JlHUO: 

_(. V'\-J I L J<: vv'""' tlL 
~I,; 1 

Date I Date/ !Date/ :)._lf,-J2_..-,;__ t) J.,. ~ 
.lJ:arn: 24.12.2025 .lJ:arn: 24.12.2025 .lJ:arn: 

--- -
stereCJ umce: H-l-S~I, ~oao iilO • .:i, uanJara J 1111~. I IJ\,n;;:1 dUd\ - :-.vv ..... ~ •,•, JCIC. l•l:),., , ld., I U Ul~.S 

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

www.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INDIA 
Tel : +91 98166 56001 02 
www.c!n·eddys.com 

Product:/ Ketorol{)<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,LffKT! KeTopon''" (KeToponaK) pac-rnop AJHI anyrp1me1111oro 11 snyrpi1Mb1we,rnoro BBeJJ.emur, 30 Mr/Mn 

Batch No/ 
: V251007 

Batch Quantity / 454545 ampules / 
Cepm1 .M! 061:.eM cepnu 

: 
454545 8MnyJl 

Analytical Report No/ Date of Analysis / 
AuaJIUTH<IecKuii OT'leT .N'!! : 890001853820 ,[(aTa auaJiuJa : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

,ll,aTa OpOU3B0,i\CTB3 ro]leH ]lO 
: 

Mfg. License No. / 
Ilpo11JBOJlCTBe11naH : MNB/05/263 MA number:/ : J1Il-N2(008888)-(Pf-RU) 
JIHQeHJHH .M! HoMep PY 

Analysis performed according ND/ AnaJiu3 rrpone]leH no H,ll.: JITT-N!!.(008888)-(Pf-RU)-170225 
Paee 3 of 7 / C-rp. 3 m 7 

.N"! Test I IloKaJaTeJJb Results I Pe1yJJbTaTbt Specification/ HopMa 

6b Invisible particles / 
HeBl-1,0:HMble 11aCTHl.lbl: 
1. Particles 2: 10 µm / 5 not more than 6000 per ampoule; I 

1Iacrnu pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2: 25 µm / 1 not more than 600 per ampoule. / 
<Jacrnu pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A / ITpHMeCb A 0.08 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / ITp11MeCb B Not detected / He o6Hapy)l(eHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C I ITpttMecb C Below LOD (LOD = 0.010 %) / H1-1)1(e not more than 0.50 % / He 6onee 0,50 %; 
npe.n:ena o6Hapy)l(emui (ITO= 0.010 %) 

Impurity D / ITpttMecb D Below LOD (LOD = 0.014 %) / Htt)l(e not more than 0.20 % / He 6onee 0,20 %. 
npe.n:ena 06ttapy)l(eH1u1 (ITO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / E.nHHH'IHaH 

Below LOQ (LOQ = 0.050%) / Htt)l(e He11.neHTl-l~HUHPOBaHHaH 
np1-1MeCb npe.nena Kon1111ecrneHH0ro onpe.neneHI-IH 

(ITKO =0.050%) 

Total impurities / CyMMa 0.1% Not more than 1.50 % / He 6onee 1,50 %. 
npMMf'<'PM 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
rlp11Mc'lan1-1e: ITpo,a:y1-,, coorneTCTByeT TPe60BaH1-IHM HJ1. 3aKJJ1oqe1111e: O,I(OliPEHO 

Prepared by / 
D.o.a:r T0.BneHo:~ Yogesh 

Chauhan r;,/ 
Date/ 
J1.arn: 24.12.2025 

11"5 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
OposepeHo: Pravesh TTposepe1m (AOK): person/ O.no6petto: O6ecnetieH1-1e 
Rana f I.Amit Kumar iraqecTBa!OTBeTCTBemroe JJlliJ,o: 

v/ 
~ u N I L IZ \t~I ~ e...___ 

--4"1 
Date/ Date/ Date/ ~l,1,...-lt,,....l01-~ 
J1,aTa: 24.12.2025 J1.aTa: 24.12.2025 J1.arn: 

. " 
.;,1,1.;1et.J vpn.111;:., Cr£-:;)-:::JI, "'"'""'~ .u . ..;,I ... o;i.UJOld ·u .;), ,, wwQ - JU ' ~tJ J o, ,w,G 

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

www.dmiddys .com 



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

CEPTH<I>IDCAT AHAJITI3A 

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.dn·eddys.com 

Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml Product:/ 
II oirv1n: KeTo on

00 
(KeTO OJiaK) aCTBO 1-rneHHOro H BH HMbIUiel{HOro BBe)].eHH~, 30 MriMJl 

Batch No I 
Ce HH.M! 

Analytical Report No/ 

: V251007 
Batch Quantity/ 454545 ampules / 
061>eM ce nn 454545 aMn n 

: 890001853820 
Date of Analysis / 
,l(aTa aua.Jin1a 24.12.2025 

Date of Manufacture/ 
aTa D OH3BO.ll:CTBa 

Mfg. License No. / 
IlpOH3BO.ll:CTBeHHaH 

JIHQeHJHH .M! 

: 12/2025 

: MNB/05/263 

Date of Expiry / 
ro.a:eu .a:o 

MA number:/ 
HoMepPY 

11/2027 

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

Analysis erf ormed according ND / Ana.JIH3 n eu no H,l(: JITI-N!!_ 225 
Page 4 of7 / CTp. 4 u1 7 

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

8 Extractable volume*/ 10.7 ml/ 10.7 Mn Not less than 10.0 ml (collectively 
11.JBJieKaeMbIH 06beM* measured volume of 10 ampoules)./ 

He MeHee 10,0 Mn (o6'beM, l13MepeHHbIH 
Ha 0CH0BaHHH o6'be):lHHeHHOro 
COAep)KHMOro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
IiaKTepH3JlbHblC /<-0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
JH,[(OTOKCHHbl KeToponaKa TPOMeTaMHHa. 

10 Sterility** / . NA Must be sterile. I ,n:om1<eH 6b!Tb 
CTepHJibHOCTb ** CTepHJibHblM. 

11 Assay/ KoJIH'-leCTBeHHoe 30.17 mg I 30.17 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeAeJieuHe Trometamol per I mL. I OT 27,0 Mr AO 

33,0 Mr 1<eTOpona1<a TPOMeTaMona a I Mn. 

12 Ethanol content/ 3rnuoJI 11.67 % From 10.60 % (v/v) to 13.10 % (v/v). I 
OT 10,60 % (06/06) ,[(0 13,10 % (06/06). 

Remarks : The Product con£nns to ND/ Conclu ion : APPROVED I 
ITpu 1e'-1auue: flp n:y1rr C00TB TCTByeT TPe6oaaH~M H,n: 3a1rnt0'-le1111e: O,Il,OliPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n o.n,rnwsne1-10: y ogesh ITposepe1-10: Pravesh flpoaepetto (AOK): person / OAo6peHo: O6ecrre'leHHe 
Chauhan Rana 

1 
Amit Kumar '- Ka•1ecTsa!OTBeTCTBeFfHoe JIHUO: 

t1/✓ [\.//' ~u}-) 1 L I< \JWl ~l2.___ 
~vvl 

Date/ Date / Date/ Dale/ Q~,....,2, ...-~dJ..r 
,n:a-ra: 24.12 .2025 .D:aTa: 24.12.2025 ,IJ;aTil: 24.12.2025 }];aTa: 

- -
Ke IS e 1e Ui ll -. o-L.--::J:J/, ,u, e>, D<U 

""' ""'"' ,,,.n;;;:1.,..., ...... - _,1,,11..,. .... - , •..:•""' g i{' ,u I '""' "VUY llJd J "G ~I a.1 UltJJU 

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

www.drreddys.com 



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

CEPTH <l>IIKAT AHAJIH3A 

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

Tel : +91 98166 56001-02 
www.dn·eddys.com 

Product:/ Ketorol(R) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
lfoo.IJ.yKT: KeTOPOJI 0

" (KeTopoJiaK) pacrnop .n.m1 BHYTPHBeHIIOfO 11 BHYfPHMblWe1rnoro BBe.uemui, 30 Mr/Mn 
Batch No/ 

: V251007 Batch Quantity / 454545 ampules / 
CepnH .N'!! O6neM CCPIIII 

: 454545 aM rryJI 
Analytical Report No/ Date of Analysis / 
AnaJIHTnqecKnu oTqeT .N'!! : 890001853820 )J;aTa auaJIH3a : 24.12.2025 

Date of Manufacture / 12/2025 Date of Expiry / 11/2027 
)J.aTa npOH3B0,!J,CTBa 

: 
ro,l),eH ,!J,O 

: 

Mfg. License No. / 
IlpOH3B0,l),CTBeHHaH : MNB/05/263 MA number:/ : JIIT-N5!(008888)-(Pf-RU) 
JIH .. CH3HH .N'!! HoMep PY 

Analysis performed according ND/ Ana.rinl npooe,!J,eu no Hll: JIIT-N!!(008888)-(Pf-RU)-l 70225 

13 

Test I IloKa3aTeJlb 

Packaging/ Onttcanne 
ynaKOBKH 

Results/ PeJyJlbTaTbI 

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 aMnyJihl H3 CBeT03aW.ttTHOro 
cTeiffia TeM110-Kopwrnesoro u,seTa KJiacca 
I. B sepxHeH 11acTH aMnynhI nanecetthI 
KOJlbl.1,0 H TOlJKa ,llJUI pa3JIOMa. Ha aMnyny 
HaKJ1e11sa10T 3THKeTKy. 
no 10 aMnyn BMeCTe c JIHCTKOM-
BKJia,[(bJIIIeM s nBX/an10MHH11esb111 
6nttcTep. ITo I 6nttcTepy s na11Ky 
KapTOHHY!Q. 

Page 5 of 7 / CTp. 5 113 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. IO 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 H3 CBeT03aW.HTHOro 
cTeKJia TeMHO-KOpttlJHesoro UBeTa KJiacca 
I. B sepxnei1 11acTtt aMnyJibI nanecettbI 
KOJibl.1,0 11 TOlJKa ,[(JI.!! pa3JIOMa. Ha aMnyny 
HaKJiettBa!OT 3TttKeTKy. 
ITo 10 aMnyJI BMeCTe c JIHCTKOM-
BKJia,[(hIIIIeM B ITBX/antoMHHHeBbIH 
6n11cTep. ITo I 6nttcTepy s rra11Ky 
KapTOHHyio; OJIJ/, Clllal/llOHapo6: no 2, 3, 5 
6nHCTepos s nalJKY KapTOHHYIO, 

* Tests are not performed during the stability investigation./* I1cnbnamu1 He nposo.n.nT B xo.n.e HCCJie.n.oBamui 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJib Ka'IeCTBa no I10Ka3aTemo npOBO)J.HTC.!I )J.Jl.!I Ka)l(JJ.OH 15-ott cepHH. 

Remarks : The Product confirms to ND/ 
IlpuMeqanue: npo,z:i:yKT coorneTcrnyeT TPe6osaHIDIM HA 

Ir========:,;=========,;::=======::::::::: 
Prepared by / 

ITo,z:i:rornsnetto: Yogesh 

Chauhan 

Date/ 

.lJ:arn: 24. I 2.2025 

Checked by/ 

TTpoaepeHo: Pravesh 

Rana 

1 
Registered O 

Checked by (AQA) / 

ITposepeno (AOK): 
Amit Kumar 

Conclusion : APPROVED I 
3a1mt0•1ettue: O,L(OliPEHO 

Approved by: Quality Assurance/ Authorized 

person/ 0,z:i:o6peno: 06ecne11entte 

Ka4ecTBa/0TBeTcTBeirnoe m1uo: 
. (1uu1L kvi-i~,2.__ 
~ 

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 
CEPTHWHKATAHAJill3A 

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

Tel : +919816656001-02 
www.drreddys.com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,uy1cr: KeropoJI00 (KeTOpOJiaK) pacTBOP )].ml BHYfPHBeHHOro H BHYfPHMhillle'rnoro BBe)].eHH51, 30 Mr/Mn 

Batch No/ 
: V251007 

Batch Quantity / 454545 ampules / 
Cepua .N'!! 061>eM cep1111 

: 454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuannTnqec1rnii oTqeT .N'2 : 890001853820 ,U:aTa auanu1a : 24.12.2025 

Date of Manufacture / 
: 12/2025 Date of Expiry / 11/2027 

lllaTa npou1eo,ucTea ro.ueu JJ.0 
: 

Mfg. License No./ 
IlpOH3BO~CTBeuuaR : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 

HoMepPY JIHU,CH3HH .N'!! 

Analysis performed according ND/ Auanu1 npoee,ueu no H,ll;: JITT-N!!.(008888)-(Pf-RU)-170225 
Pa2e 6 of 7 / CTP. 6 nl 7 

API name/ HauMenosanue A<l>C: Ketorolac Trometamol / KernponaKa -rpoMeTaMOJI 

INN/MHH: Ketorolac I KernpoJiaK 

API manufacturer batch number / 
2KTM0440725 

HoMep cepuu npoHJBO.UHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanuuu npou1so.uuTeJU1 FESA00455 
r .JI<I>: 

API Manufactured by & country I Symed Labs Limited, India/ 
IlpoHJBO.UHTeJlb A<l>C, CTpana: Ca11.MeJJ, Jia6c JlHMHTe.u, l1H.UH51 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 

manufacturing site/ Control site I Release 
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

site/ 
HanMeHOBanue, a,upec, JIHUeHJHH JJ.JJH 

,[(-p PeJJ,.D:H'c Jia6opaTopHC JlTJJ,. , l1HJJ,H51, IlpOH3B0.UCTBeHHOe DO.ll,pa3.ueJieHHe-6, 

IlpOHJBO,IJ,CTBennaH DJlOLUa.uKa / IlJ10[UaJJ.Ka 
BHJIJI. KxoJib, HaJiarapx PoyJJ,, IiaMH, ,[(11crpHKT CoJiaH, X .Il. , 173205, 11HJJ,HH 

KOHTpOJlH Ka'feCTBa / IlJ10lU3.UK3 BbIDYCKa 
(JIHQeH3H51 .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 
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 testmg records are venhed and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». / 

3aKJJJO'feHHe O COOTBeTCTBHH: «HacTOHW.HM H 00,IJ,TBep)l(.uaJO, 'lTO npHBe,IJ,eHHaH Bb!IIIe HHQ)OpMaUH51 HBJJHeTCH )],OCTOBepHOM H 

Re01a1·ks : The Product confirms to ND/ 
np11MC'l8HHe: Ilpo.uyKT COOTBeTcTByeT rpe6oBaHH51M H,[( 

1:========:::;-;=========;-;=======~ 
Prepared by / Checked by / 
TioJJ,roTOBJietto:_j:' ogesh Ilposepelfo· Pravesh 

Chauhan / / Rana 1 
Date / Date/ 
)lam: 24.12.2025 

Checked by (AQA) / 
TTpoBepeHo (AOK): 
AmitKumar 
~ 

l ILJ.::',. o- - , ' 

Conclusion : APPROVED/ 
3aKJ110'ienne: O,[(OliPEHO 

Approved by: Quality Assurance/ Authorized 
person / OJJ,o6petto: 06ecne"!ett0:e 
Ka•tecTBa/OTBeTCTBeHHoe JIHl.l,O: 

\) r-t I L \JV"'\ Y.. Q__ 
,-( 

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 
Viii. Khol, Nalagarh Road, Baddi, 

Di stt. Solan, H.P., 173 205, INDIA 

Tei : +91 98166 56001-02 

www.dr;-eddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product:/ Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.uyKT: KeTopoJI0

" (KeTOPOJlaK) pacrnop .nm, BHyrp11BeHHOro 11 BHVfPl1MbIWe'-IHOro BBe,neHl1SI, 30 Mr/Mn 

Batch No/ 
: V251007 

Batch Quantity / 454545 ampules I 
CepnH .N'!! O6'beM cepnn 

: 
454545 aMnYJI 

Analytical Report No / Date of Analysis / 
AnaJJHTH<JecKnu OT<JeT .N'!! : 890001853820 ,Il;aTa auaJin1a : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

lllaTa npon100.ucTBa ro.ueu ,UO 
: 

Mfg. License No./ 
Ilpon100.ucTBeuuaB : MNB/05/263 MA number:/ : J1TT-N~(008888)-(Pf-RU) 
JIHl.-eH3Hfl .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHl npose.ueu no Hll: J1TT-N~(008888HPf-RU)-170225 
Page 7 of 7 / CTp. 7 113 7 

TO'-IHOH. 3Ta cep1rn npo.uyKUHH npomBe,'l,eHa (BKJIIO'lan ynaKOBKy (MapKttpOBKY) 11 KOHTpOJib Ka'-!ecrna) Ha Bb1WeyKa3aHHOH 

npOH380,1lCTBeHHOH TTJIOl.l(a)lKe (nJIOl.l(a)lKax) B TTOJTHOM COOTBeTCTBHH C Tpe6osaHHRMH ITpaBHJT Ha,!lJie)Kall(ett npott3BO)lCTBeHHOH 

npaKTHKH EBpa3ttHCKOro JKOHOMHl!eCKOro COI03a 11 Tpe6osaHHSIMl1 KOHTpOJIR Ka'-leCTBa JieKapcTBeHHblX cpe.UCTB, a TaK)l(e B 

COOTBeTCTBHH co cneu11qi11KaUHRMH, CO)lep)Kall(HMHCR B perncTpau110HHOM .UOCbe CTpaHbl-HMnOpTepa. 3an11c11 no np0113B0,1lCTBY, 

ynaKOBKe 11 aHaJTl13Y npoBepeHbl, 11 ycTaHOBJieHO HX COOTBeTCTBtte rpe6oBaHHRM ITpaBHJI Ha.!lJle)Kall(ett np0113BO)lCTBeHHOH 

npaKTHKl1 EBpa3HHCKOro JKOHOMH'-leCKOro COJ03a». 

Remarks : The Product confirms to ND/ 

'

Conclusion : APPROVED I 
llp11Me'lattne: ITpo.uyKT coorneTcrnyeT rpe6osaHHRM HA 3aKJllO'lenne: O,ll,OliPEHO 

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

ITo.uroTOBJieHo: Y ogesh ITpoBepetto: Pravesh ITposepeHo (AOK): per son/ 0)lo6petto: 06ecnetJeHtte 

Chauhan Rana 

·1 
Amit K u ar 

KaTJecrnt ~ou:Jtr:em¾KV:~ 

('? / 
' --'~·I 

Date / Date / D ate / Date/ 0-l/r-fl-JGJ,..r 
,[I;aTa: 24.12.2025 )];am: 24. 12.2025 ,ll,aTa: 24.12.20-5 L(arn: 

n.e 15Lereu u 111..~: 0-L-.;:i.:>/, "UdU 1 .. v . .:,, W\.nlJd•d nm::i, n ru1;rouai,. -'.::;uv1r.1.J"i1 IC'l lll •6"' 1a, ,,~a~ g y 
Tel: +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 




