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

CEPTH ct> HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
01stt. Solan, H.P., 173 205, INDIA 

v'1ww.drrecld·;s.com 

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

Ilpo.11.~•n: KeTopoJ1"" (KeTOPOJlaK) pacrnop )].J151 BHyrp1-rnettttoro H BttyrpHMblUJe4HOfO BBe)].eHH51, 30 MflMJl 

Batch :No/ 
: V250931 

Batch Quantity / 454545 ampules / 

CepuH ,M! O61>eM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuamfToqecKuii OT<teT .M! : 890001849768 )];aTa auaJIH3a : 29.11.2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 10/2027 
)J.aTa npou3BO.ll.CTBa ro.11.eu JJ.0 

: 

Mfg. License No. / 
Ilpou3BOJJ.CTBeuuaH : MNB/05/263 

MA number:/ : nn-N2(008888)-(Pf'-RU) 
JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npose.11.eu no Hl(: flTT-N2(008888)-(Pf-RU)-170225 
Page 1 of7 / CTp. 1 H3 7 

.N'~ Test/ IloieaJaTeJJb Results/ PcJyJJbTaTbt Specification/ HopMa 

1 Description / Onucauue Clear colorless solution. / TTp03pa4HbIH Clear colorless to slightly yellow color 
6ecu:seTHbIH pacTBop. solution. I TTpo3pa4HbIH pacrnop OT 

6ecu:seTHoro AO cseTJ10-)Ke1noro usew. 

2 Identification*/ lfJJ:eHTulJ>uieauust* 

2a HPLC* I B3)!{X* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram oftest 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» yAep)K1rnamrn chromatogram of standard solution (Assay 
OCHOBHOro ITHKa Ha xpoMaTOrpaMMe section). I BpeM51 y .nep)K11Bamrn 
HCITbITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro nHKa Ha xpoMaTOrpaMMe 
speMeHH YAep)KHBaHID! OCHOBHOfO nuKa HCITb!TyeMoro pacTBopa )]_0Jl)KH0 

Ha xpoMaTOrpaMMe CTaHAapTHOro COOTBeTCTBOBaTb speMeHH y.nep)l(HBaHIDl 

pacTBopa. OCHOBHOro nttKa Ha xpoMaTOrpaMMe 
CTaHAapTHOro pacrnopa (pa3Aen 
«Konw-iecTBettuoe onpeAeneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqanue: TTpoAyKT cooTBeTcTByeT Tpe6osaHIDIM H,n: 3aiemo'IeHHe: O,ll.OBPEHO 

Prepared by/ 

no.lltOT0BJleHO: Ashish 

Kumar 

_Li&-
Date I 
,n:ara: 29.11.2025 

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

[]posepe1-m: Pravesh OpoaepeHo (AOK): person/ OAo6peHo: O6ecne"leH11e 

Rana i Amit Kumar '\ Ka"leCTBa!OrneTCTBeHHOe n11uo: r~ ~V,-1.IL ~Vl-'-'\A(L_ 

-<vv'] 
Date/ Date/ IDate I ~01,~.1..02.,r 
)].aTa: _9 . I l.-025 )laTa: 29.11.2025 ,n:ara: 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

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

CEPTH «I> HKA T AHAJIH3A 

Dr. f,edcly's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Na:2garh Road, Baddi, 
D1stt . Solan, H.P, 173 205, li,!DIA 
-,-.l. , ---·i ,,..,~,1 re CC:"10.' I r\7 
!::=!.·;·:...I.. ,:..._..!.UU JVUU.!. V--

www.d1·,·eC.:ci1/S.com 

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

Ilpo,ny1n: KeTopon°'' (KeTopoJiaK) pacrnop ,CT,JUI BHYTPHBeHHOro H BHYTPHMbIUJe4HOfO BBe,a,eHH51, 30 MfiMJI 

Batch No/ 
: V250931 

Batch Quantity / 454545 ampules / 

Cepm1 .M, O6neM cepuu 
: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJiun1qecKuii OT<JeT .M, : 890001849768 ,ll;aTa auaJIHJa : 29.11.2025 

Date of Manufacture / 11/2025 Date of Expiry / 10/2027 
l.lr:aTa npouJBOJJ:CTBa 

: 
ro.neu ,no 

: 

Mfg. License No./ 
IlpoH3Bo,ncTseunaH : MNB/05/263 MA number:/ : nn-.N2(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe)leu no H,rr:: nn-N2(008888)-(Pr-RU)-170225 
Page 2 of7 / CTp. 2 u3 7 

.N'! Test I IloKa3aTem, Results/ Pe3yJlbTaTbl Specification / HopMa 

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

YcP-cneKmpo¢omo.Mempua * 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>-crreKTJ)hl norno111.eH1151 maxima at 322 ± 2 nm. / Y<l>-cneKTphl 
11CIIblTYeMoro pacrnopa 11 pacrnopa nornomeHH51 HCIIbITyeMoro pacrnopa 11 

cTaHAaprnoro 06pa3ua KeTOponaKa pacrnopa CTaH,D_apTHOro o6pa3ua 
TJ)OMeTaMHHa s o6naCTl1 OT 200 AO 400 HM KeTOponaKa TJ)OMeTaMJ1Ha s o6naCTl1 OT 
HMelOT MaKCMMYMbT nornomeHirn npH 200 ,!1_0 400 HM .nomKHhl 11:MeTb 
322±2 HM. MaKCHMYMbl nornow.eH1151 np11 322±2 HM. 

3 Clarity/ IlpoJpaqHOCTb 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,eHU11}l npenapaTa suspension I. / OnanecueHU11JI npenaparn 
He npeab1waeT onanecueHUHIO cycneH31m He Aom1rna npesh11UaTb onanecueHumo 
cpastteHH51 I. cycneH311H cpastteH1151 I. 

4 Color/ U:seTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 run. / 
Tiorno111.em1e A0JI>KHO 6bITb He 6onee 0,20 
np11 .nmrne B0JIHbl 430 HM. 

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

(J !'articulate matter / MexaHnqecKne BKJUoqeHnSJ 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent / 
B11:AHMhre qacTMUbI ,[(OJI>KHbl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMeqaHne: TipO,!l_y'KT CO0TBeTcTByeT Tpe6osaHH51M H,[( 3aKJ11-0qettue: O,ll.OEPEHO 

Prepared by / 

Tio,nroTOBneHo: Ashish 
Kumar 

~ 
Date/ 

Ltarn: 2U 1.'.W25 

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

TiposepeHo:Pravesh ITposepetto (AOK): person / OAo6petto: O6ecne'-!eH11e 
Rana { Amit K umar Kaqecrna/OTBeTcTBeHHoe n11uo: 

{ _,I ----- -'.V\J It._ IC-.\l'NAQ__ 

- < v--1 
Date/ Date/ IDate / ---'l01 ,...-~0)....~ 
Ltarn: 29.11.2025 )J.aTa: 29.11.'...U'.l~ Ltarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTII <l>IIKA T AHAJIII3A 

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

\N'.f\/W.ci 1Ts::dci·1s.com 

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

IlpoirfKT: KeTopon'"' (KeToponaK) paCTBOp )],JUI BHyrp1rnettttoro H BHyrpHMbllllel.JHOro BBe,[l,eHml, 30 Mr/Mn 

Batch No/ 
: V250931 

Batch Quantity / 454545 ampules / 

Cepun N2 O6neM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AnaJIHTHqecKuii oTqeT .:N'!! : 890001849768 ,ll;aTa auaJIH3a : 29.11.2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry/ 
10/2027 

llaTa opou3BO.UCTBa rolleH llO 
: 

Mfg. License No./ 
Ilpou3Bo,ucTBeuuan : MNB/05/263 MA number:/ : JITT-NQ(008888)-(Pf-RU) 
JIU~eH3HH .:N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe,ueu no H,ll;: JITT-NQ(008888)-(Pf-RU)-170225 
Page 3 of 7 / Crp. 3 H3 7 

.N"2 Test/ IloKaJaTCJib Results I Pc1yJJbTaTbt Specification / HopMa 

6b Invisible particles / 
HeBH)],HMbie '!aCTHUbl: 
I. Particles 2 l 0 µm / 15 not more than 6000 per ampoule; I 

qaCTHU pa3MepoM 2 He 6oJiee 6000 Ha aMrryJiy; 
10 MKM 

11. particles 2 25 µm / 0 not more than 600 per ampoule. / 
1.Jacrnu pa3MepoM 2 He 6oJiee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpHMecH 

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

Impurity B / TTpHMeCb B Below LOD (LOD = 0.014 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,1J,ena 06Hapy)l(eHm1 (TTO = 0.014 %) 

Impurity C / TTpHMeCb C Below LOD (LOD = 0.010 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,IJ,ena 06Hapy)l(ettm1 (TIO = 0.010 %) 

Impurity D / TTpHMeCb D Below LOD (LOD = 0.014 %) / HH)l(e not more than 0.20 % / He 6onee 0,20 %. 
npeAena o6Hapy)l(ettlll (TIO = 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / EAHHJ.11.JHaR 

Below LOQ (LOQ = 0.050%) I HH)l(e 
HeJ.1,1J,eHTJ.1~J.1UHpOBaHHaR 

npe)],eJia KOJIH'leCTBeHHoro orrpeAeneHHR npHMeCb 
(TIKO =0.050%) 

Total impurities/ CYMMa 0.1% Not more than 1.50 % I He 6oJiee 1,50 %. 
np11Mece11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
flpHMe'-lauue: IlpoAyKT coorneTcrnyeT Tpe6osaHilllM HA 3aKmo'lem1e: O,l(OliPEHO 

Prepared by / 
IToAroT0BneHo: Ashish 
Kumar _._ 
Dnte / 
AaTa: 29 .11 .2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITposepeHo: Pravesh ITpoaepeHo (AOK): person / O,1J,06peHo: O6ecneqem1e 
Rana 1 Amit Kumar .'\ Kaqecrna/OTBeTCTBeHHOe JIHUO: 

t __,-/~ 

_('_\f...i i L '\C..V"vtl':\f2.__ 
_(v'1 

Date/ Date/ IDate / J 0~ J ~J...Dl--r-
,n:arn: 29 .11.2025 µam: 29.11.2025 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hi lls, Hyderabad - 500034,. Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Emai l: mail@drreddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKAT AHAJill3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P, 173 205, INDIA 

www.drrecic.i·/5.com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJl~tn: KeTopo110<• (KeTopo11aK) pacTBop JJ.1151 BHyrpHsemroro 11 BHyrp11Mh1we•moro sseneHH51, 30 Mrl MJJ 

Batch No/ 
: V250931 Batch Quantity / 454545 ampules / 

CepuH .M! O6-heM cepou 
: 

454545 aMrryn 

Analytical Report No I Date of Analysis / 
Auamnuqectcuu OT<IeT .N'!! : 890001849768 ,[t;aTa auaJIH3a : 29.11.2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 
10/2027 

.l{_aTa DP0H3B0JlCTBa ro}leH JlO 
: 

Mfg. License No. / 
IlpOH3BOt).CTBeHHaH : MNB/05/263 MA number:/ : JIIT-N2(008888)-(P1-RU) 

HoMep PY JIHQeH3HH .N°!! 

Analysis performed according ND/ AuaJIH3 npoee}len no H,l(: J1TI-N!!(008888)-(Pr-RU)-l 70225 
Pa2e 4 of 7 / CTp. 4 H3 7 

x~ Test I TToicaJaTeJib Results/ Pe3yJibTaTbl Specification/ Hop Ma 

8 Extractable volume* / 10.4 ml/ l0.4 MJJ Not less than 10.0 ml (collectively 
lhBJieKaeMbIH 061,eM* measured volume of IO ampoules). / 

He MeHee 10,0 MJJ (o6beM, 113MepeHHblH 
Ha OCH0Bamm 06be,U11HeHHOro 
co.uep)!(!iMoro 10 aMnyn). 

9 Bacterial endotoxins I <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepttaJibHble /<=0.725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
3H,ll.OTOKCHHbl KeToponaKa rpoMeTaMHHa. 

IO Sterility** I NA Must be sterile. I ,L(OJl)!(eH 6b1Tb 
CTepHJibHOCTb ** CTepliJlbHhIM. 

11 Assay/ KoJIH'ieCTBeHHOe 30.29 mg I 30 .29 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeJJ.eJieHne Trometamol per 1 mL. / OT 27,0 Mr .no 

33,0 Mr KeToponaKa TP0MeTaMOJJa B 1 MJJ. 

12 Ethanol content/ 3TaHOJI 11.83 % / 11.83 % From l0.60 % (v/v) to 13.IO % (v/v). / 
OT 10,60 % (06/06) JJ.0 13,IO % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqaHne: ITpo,uyKT cooTBeTCTByeT rpe6osatt1151M H)J; 3aKmoqeutte: O,l(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IloJJ.rOTOBJJetto: Ashish TipoBepeRo: Pravesh TipoaepeHo (AOK): person I O.uo6peHo: O6ecneqemi:e 
Kumar Rana i Amit Kumar Ka'ieCTBa/OTBeTCTBeHHOe nuu.o: ,- 0.-/}_ _(Vi-'! L kv --1 p.f2.___ 

_...(4 

jDate / D ate / Date/ !°ate/ GD·-1 lr-.(og-
)];am: 29.11 .2025 ,[{am: 29.11.2025 .L(arn : _9_ J L 025 ,[(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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

CEPTH <I> HKA T AHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho!, I\Jalagarh Road, Baddi, 
Oistt Solan, H.P., 173 205, !NOIA 

1-~i. , ·:.'J. ="31GU SG001-C::Z 
\'JVJW.d i·redci'r: .corn 

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

Ilpo11:fKT: KeTopo11°l) (KeTopo11aK) pacTBop )],JJSI Bttyrp1-rnettttoro H BHYTPHMbTUJeLIHOro BBe)],eHHSI , 30 MrlMJJ 

Batch No/ 
: V250931 

Batch Quantity/ 454545 ampules / 

CepnH .M! O6neM cepnn 
: 

454545 aMny11 

Analytical Report No / Date of Analysis / 
AuaJIUTn'lecKnii OT'leT .M! : 890001849768 ,Il;aTa auaJIH3a : 29.11.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 
10/2027 

,Il;aTa npoH3B011CTBa 
: 

ro11eu 110 
: 

Mfg. License No./ 
Ilpon3B011CTBenuaH : MNB/05/263 

MA number:/ 
: JTIT-NQ(008888)-(P1-RU) 

JIH .. eH3HH N2 HoMep PY 

Analysis performed according ND/ AuaJIH3 np0Be11eu no H.ll:: JTIT-NQ(008888)-(P1-RU)-l 70225 

Paee 5 of 7 / CTp. 5 03 7 

Test/ IloKa1aTeJJb Results/ Pe1yJ1bTaTb1 Specification / HopMa 

13 Packaging / Onncaune 
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. 

IO ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
I blister in a carton pack. / 
Ilo 1 Mn B aMITyJlbl J,13 CBeT03alll,HTHOro 
CTeKJJa TCMHO-Kopw-rneaoro uaeTa Knacca 
I. B aepxHei1 <iacn1 aMnym,1 uaueceHbI 
KOJlbUO H TO<!Ka ,nJUI pa1n0Ma. Ha aMnyny 
HaKne1rnaFOT 3THKeTKy. 
Ilo 10 aMrryn BMeCTe c JIHCTKOM­
BKJla)],blllleM s ITBX/a1110M11H11eBbIH 
6nMCTep. Ilo 1 6nMCTepy a na<iKy 
KapTOHHyFO. 

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. 
I blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
ITo } Mn B aMnynbI M3 CBeT03all.\HTHOro 
CTeKJJa TeMHO-KOpH<iHeaoro uaeTa Knacca 
I. B sepxHeH <iaCTH aMnyJibl HaHeceHbl 
KOJlbUO 11 T04Ka )],JI}! pa3JIOMa. Ha aMnyny 
HaKneMBaFOT 3TH.KeTKy. 
ITo 10 aMnyn BMCCTe c JIHCTKOM­
BKJla)],bl!lleM B ITBX/amoMHHHeBbitt 
6n11cTep. ITo 1 6m1cTepy B na<iKY 
KapTOHHyFO; OJ/Jl C/llat/ll01!ap06: no 2, 3, 5 
6n1-1cTepoB a na<iKy KapTOHHYIO. 

* Tests are not performed during the stability investigation./ * 11cnbITaHHSI He npoBO,!J;SIT B xo)].e 11cc11e)].0BaHIDI 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** Tiptt sbmycKe nperrapaTa 
KOHTp0Jib Kaqecrna no nOKa3aTemo npoBO)].HTCSI )].JJSI Ka)J()],OH 15-oH cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpMMC'-faHUe: ITpo)],yKT COOTBeTcTByeT Ype6oBaHM}IM H.D: 3aKJIIO'ICHne: O,I(OliPEHO 

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

no.u.roTosJTeHo: Ashish TTposepeHo: Pravesb TTposepe1-10 AOK : person / 0)].o6peHo: 06ecne<ieHMe 

Kumar Rana 1 AmitKumar_/ Ka'leCTBa!OTBeTCTBe 1rnoe JIHUO: 

)fb-- (· ./ _(vi-,1.1L Kv,-..,1,:i,z_ 
_c~ 

Date / IDate / I D ate/ Date/ ~o 11 .-.zoJ..r 
.D:a-ra: 29.11 .2025 :,II.an: - 9.11.2.Q_ - : .D:aTa: ~9 .1 J.20::!5 )],a-ra: 

Regist2red Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034_. Telangana, India 
Tel : +9140 4900 2900, Fux: +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, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei: +919816656001-02 
www.drreddys.com 

Product:/ Ketoro100 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO,[(j"ICT: KeTopoJJ00 (KeTopoJJaK) paCTBOp ,[(Jl}I BHYfPl•!BeHHOro H BHYfpHMbIWe4HOro BBe,LJ,eHH», 30 MrlMJJ 

Batch No/ : V250931 
Batch Quantity / 454545 ampules / 

Cepusr ,N'!! O6'heM cepuu 
: 454545 aMnyJJ 

Analytical Report No / Date of Analysis / 
AuamfTuqecKuii or<1eT .M! : 890001849768 ,lt;aTa aua.rJHla : 29.11.2025 

Date of Manufacture/ 
: 11/2025 

Date of Expiry/ 10/2027 
)];aTa npoH3B0,[(CTBa ro)leH )lO 

: 

Mfg. License No./ 
Ilpou3BO.[(CTBeuuaH : MNB/05/263 MA number:/ : JII1-NQ(008888)-(Pf -RU) 
JIUUefflHH .N'!! HoMepPY 

Analysis performed according ND/ AuaJiul npoee,[(e11 no H,z:t;: JII1-NQ(008888)-(Pf-RU)-l 70225 
Pa2c 6 of 7 / CTp. 6 u3 7 

API name/ HanMeuosauue A<l>C: Ketorolac Trometamol / KernponaKa TJJOMeTaMon 

INN /MHH: Ketorolac / KeroponaK 

API manufacturer batch number / 
2KTM0440725 

HoMep cepuu nponJBOJlHTeJUI A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHUHH npoHJBO)lHTeJlH FESA00455 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India / 
IlponJBOJlHTeJlb A<l>C, cTpaua: CatiMe)l Jla6c JlHMHTe)l, I1HJlH}I 

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/ .ll;-p Pe.nn:1-1' C Jla6oparopHC JlT)l., IiH)lH.H, TipoH3B0)lCTBeHHOe no,npa3,neJieHHe-6, 
HanMeuoeauue, a)lpec, Jrnu:euJuH )lJlH 
TipoHJBO)lCTBeHHaH DJ10ll.l,3)ll('.3 / IJJlOU.1,3)lK3 

BHlln. Kxonh, Hanarapx Poy.n, Ea.nn:11, .ll;HCTJJHKT ConaH, X.TI., 173205, 11H,nH.H 

KOHTpOJlH K3'-leCTB3 / IIJ10(U3)lK3 BblDYCKa 
(nm..{eH3H}I 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 testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established»./ 

3aKJ1IO'-leHne O COOTBeTCTBHH: «HacTO.SIIUHM }I DO)lTBep)K)lalO, 'ITO npirne,neHHM BbIIIIe HHq>OpMaUH}I }IBJl.HeTC.SI )lOCTOBepH0M 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe'-lauue: Tipo,nyKT COOTBeTCTByeT 1"pe60BaHH}IM H.ll; 3aicmoqeuue: O,ll:OliPEHO 

Prepared by/ 
Tio,nroTOeneuo: Ashish 
Kumar 

>--
Date/ 
.ll;ara: 29.11.2025 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TTpoeepetto: Pravesh fipoeepeH0 (AOK): person I O)lo6petto: O6ecne'leH11e 
Rana i krut~ 

Ka'leCTBalOTBeTCTBeHHOe nm.i:o: 
_.{~iL ,-t_y.._,,AQ__ 

-<vi 

I Date/ I Date/ IDate / J o1,..-J...o~ 
.ll;ara: 29 .11.2025 .ll;ara: 29.11.2025 .ll;ara: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034 .. Telangana, India 
Tel : +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

] 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

Tel. -rS1 SS1GO 5C001-0~ 
www.drrec.id'js.eom 

Product:/ 
fl Oji, ~T: 

Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Vero Jon>Jl• {I\ T ona1<) aCTBo 1m 1moro H BH HM hillJetrnoro sae,ue1-1M», 30 Mr/Mn 

Batch No/ 
Ce HH ,N'!! 

: V250931 
Batch Quantity/ 454545 ampules / 
061>eM cc D H 454545 aM n 

Analytical Report No I 
Auam1TnqecKnii oTqeT N!! : 890001849768 

Date of Analysis / 
,ri:aTa auaJinJa 29.11.2025 

Date of Manufacture / 
aTa n OHJBOACTBa 

Mfg. License No./ 
IlpOH3BOACTBCHHaH 
JIHQCH3HH N!! 

: 11/2025 

: MNB/05/263 

Date of Expiry / 
f'OACll ,[1,0 

MA number:/ 
HoMep PY 

10/2027 

: JIIT-N!!(008888)-(P1-RU) 

Analysis erformed according ND/ AuaJiuJ n oBeAeH no H : JIIT-N!!(008888)- Pf-RU)-170225 
Page 7 of 7 / CTp. 7 HJ 7 

TO'IHOH.. 3Ta cepIDI npo,uyKI.J,HH npo1nBe,UeHa (BKJIIO'laJI ynaKORKY (MapKHpOBKY) H KOHTPOJ1b Ka'leCTBa) Ha BblU!eyKa3aHHOH 

npOH3B0,UCTBeHHOH nnoma,n:Ke (nnoma,n:Kax) B nonHOM COOTBeTCTBHH C Tpe6oBaHHJIMH IlpaBHJ1 Ha,n:ne)Kameti npOH3B0,!l,CTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMH'l{eCKOrO COJ03a H rpe6oBaHHJIMH KOHTP011Jl Ka'leCTBa neKapCTBeHHhlX cpe,!1,CTB, a TaK)Ke B 

COOTBeTCTBHH co cne1.1,HqHIKaJ..(HJIMH, co.uep)KaJ.UHMHCJI B perncrpa1.1,HOHHOM ,UOCbe CTpaHbl-HMITOpTepa. 3anHCH no npOH3B0,UCTBY, 

ynaKOBKe H attanmy nposepeHbl, H ycTaHOBneHO HX COOTBeTCTBHe rpe6oBaHHJIM TipaBHJI Ha,UJie)Kameti npOH3B0,!l,CTBeHHOH 

npaKTHKH Espa3HHCKoro 3KOHOMH'l{eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip11Mel:f.a1rne: Tipo,n:yKT cooTBeTcTByeT rpe6oBaHIDIM HA 3aKJIIO'leuue: O.II.OliPEHO 

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

IloJJ,r orosneHo: Ashish Oposepetto : Pravesh npoBepeMO (AOK): person / O.uo6peHo: 06ecne'leH11e 

Kumar Rana 

i 
Ami1 Kumar Ka'leCTBai0TBeTCTBeHHOe mruo: 

~ t-_/,/' 
_(11~L /c!-U~ J(:\fl..__ 

---<vi 
Date I Date I Date/ Date / ,~011,.--olO~~ 
,]J.a-ra: 29 .11.2025 ,lJ;aTa: 29.11.2025 )].am : 29.11.2025 ,]J.arn: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 


