
•·· Dr.Reddy's ~;• 

-

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

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

Tel +91981GG 55001-02 
www. rre IVS.com d dd 

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

Ilpo,n:"Y~T: KeTopoJ1°'1 (KeTopoJJaK) pacrnop ,IJ;Jl51 BHyrpttBeHHOro H BHYfPHMhIWetrnoro BBe,n;eHH51, 30 MfiMJl 

Batch No/ 
: V251013 

Batch Quantity/ 454545 ampules/ 
CepuJI_.M! 06'heM cepuu 

: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuamfTnqecKnii oTqeT .M, : 890001855161 ,U:aTa anaJIH3a : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

,U:aTa IJPOH3BOACTBa ro.n:eu .n:o 
: 

Mfg. License No./ 
Ilpou:3Bo,n:cTBennaH : MNB/05/263 MA number:/ : JII1-N2(008888)-(Pr-RU) 
JIHQell3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npose,n:eu no H,rr:: JII1-N2(008888)-(Pr-RU)-l 70225 
Page 1 of7 / CTp. 1 H3 7 

.N"!! Test I IloKaJaTeJJh Results/ PeJyJJbTaTbI Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / ITp03pa'1HhIW Clear colorless to slightly yellow color 
6ecuBeTHhIW paCTBOp. solution. I ITp03pa'1HhIW pacTBop OT 

6ecuserHoro L\O cseTJJO-)KeJiroro usera. 

2 Identification*/ IbenTH4'HKauuH* 

2a HPLC* I B3)KJ(* 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 m the 
standard solution. I BpeM11 yL1ep)KWBaHw11 chromatogram of standard solution (Assay 
OCHOBHOfO IIWKa Ha xpoMarorpaMMe section) . I BpeM.sI y ;:i:ep)Kl1BaHH.!1 
HCIIbITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOfO IIHKa Ha xpoMarorpaMMe 
speMeHH yLl,ep)KHBaHH.!1 OCHOBHOro IIHKa llCIIhITyeMoro pacTBopa ,[\OJDKHO 
Ha xpoMarorpaMMe CTaHLl,apTHOro COOTBeTCTB0BaTh BpeMeHtt y;:i:ep)KHBaHH.sI 
pacTBopa. OCH0BH0ro IIttKa Ha xpoMarorpaMMe 

CTaHLl,apTH0f0 pacTBopa (pa3,neJI 
«KoJIJ,fl{eCTBeHHoe onpe.neneHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqattne: ITpo,nyKT cooTBeTcTByer rpe6osaHH.sIM H,l], 3aKJJIO'lenue: O,l(OEPEHO 

Prepared by/ 

CTo.nroTosncao: 

Ramaknnt~ 

Date/ 

,l],ara: 30. 12.2025 

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

nposepeHo: Pardeep npoocpetto AOK): pei:son/ O,no6peHo: O6ecne'leHHe 

Kumar Amit Kumar i-:aqecToa!OTBCTCTBCH.HOC JUIUO: 

~ t--- ,_~UNI l K.\; r-1 /-\{2__ 

-L~I 

I 
Date / DaJe / IDate / ]G -i 1-.z.G q--
JJ;ara: 30, L.2O_5 JJ:ai-a: 30.12._0_5 ,l],ara: 

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

CIN : L85195AP1984PLCOD4507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <l>HKA T AHAJIII3A 

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

Tei: +9198166 56001-02 
www.nrreddvs r.nm 

Prodtlct: / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)J.)'ICT: KeTopoJ1°'1 (KeTopoJlaK) pacTBop ,ll,Jl.SI BttyrpimeHHOro H BHyrpHMbJIIJeYHOro BBe,ueHml, 30 Mr/Mn 

Batch No/ 
: V251013 

Batch Quantity/ 454545 ampules/ 
Cepusl,M! 06beM cepuu 

: 
454545 aMIIYJI 

Analytical Report No / Date of Analysis / 
Auamnuqec1rnu oTqeT .N'!! : 890001855161 ,[l;aTa auaJJu3a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 11/2027 
.lI:aTa IIPOH3B0/].CTBa 

: 
ro.ueu llO 

: 

Mfg. License No./ 
IIpou3B0/1.CTBeuuaH : MNB/05/263 MA number:/ : JU1-N!!(008888)-(Pr-RU) 
JIHQefl3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJJH3 npoee)J.eu no 11,IJ;: JIIT-N!!(008888)-(Pr-RU)-l 70225 
Page 2 of 7 / CTp. 2 H3 7 

.N'! Test / IloKaJaTem, Results/ Pe1yJJbTaTbI Specification / HopMa 

2b UV- spectrophotomet,y* I lN absorption spectra of the test solution lN absorption spectra of the test solution 

Y<JJ-cneKmporjJomoMempzm * 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 Y<I>-crreK-rphI rrornomemu1 maxima at 322 ± 2 nm. / Y<I>-crreK-rpbI 
MCllhITyeMoro pacTBopa H pacTBopa nornomeHIDI HCllhITyeMoro pacTBopa M 
CTaH.n:apTHOro 06pa3ua KeToponaKa pacTBopa CTaH.n:apTHOro 06pa3ua 
'fPOMeTaMHHa B o6JJaCTM OT 200 .n:o 400 HM KeTOpoJJaKa 'fPOMeTaMHHa B o6naCTH OT 
MMeIOT MaKCHM)'Mbl rrornomeHm1 llpM 200 .n:o 400 HM .n:omKHbl HMeTb 
322±2 HM. MaKCHMYMbl rrornomeHH51 rrpH 322±2 HM. 

3 Clarity/ Ilp03pa'IH0CTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUM51 rrperraparn suspension I. / OnanecueHUM51 nperraparn 
He npeBhmrneT onanecueHUMIO cycrreH3HM He .n:om1rna rrpeBhilllaTh orranecueHUMIO 
cpaBHeHIDI I. cycneH3HM cpaBHeHM51 I. 

4 Color / l.J,BeTHocn, 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
llornomeHMe .n:om1rno 6hITh He 6onee 0,20 
npH ,n:JJMHe BOJJHhl 430 HM. 

~ pH 7.1 rrom 6.9 to 7.9. / OT 6,9 .n:o 7,9. 

6 Particulate matter/ MexauuqecKue BKJJIO"ICHHSI 

6a Visible particles/ Complies / CoorneTcrnyeT Should be absent. / 
BM~MMhJe "laCTMUhl ,n:on)l(Hhl OTCYTCTBOBaTh. 

Remarks : The Product con.firms to ND/ Concluslon : APPROVED/ 
IlpuMe"lanMe: ITpo.n:yKT cooTBeTcrnyeT -rpe6oBaHIDIM H,n: 3a1vtJO'ICHne: O.il:OliPEHO 

Prepared by/ 
llo_n:roTOBJJeHo: 

Ramabnt~\~ 

Date / 
;1],aTa: 30.12.2025 

Checked by / Checked by (AQA) / Appr ved by: Quality Assurance/ Authorized 

Ilp0Bepe1m: Pardeep llpoBepeHO (AOK): person / O.n:o6peHo: O6ecrre1IeHMe 

Kumar 

4 
Amit Kumar Ka1IeCTBalOTBeTCTBeHHOe JJMUO: 

I'---- _(,, L)t-' I L ,~\J r-1 );'.\ r'(__ 
_ ..L_,;vJ 

Date I Date I 

I
IDate / ] 011--UJ.-r 

,n:arn: 30.12.2025 ,n:ara: 30.12.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9J 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIHJA 

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

Tei: +9198166 56001-02 
wv1w.drre dd 1vs.com 

Prodt1ct: / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Iloo;:rricr: KeTopon00 (KeTop onatc) pac-rno p J.J.flSI 8MYTP l1 BCHHOro H BllyrpHMblWeqttoro BBe.nemrn, 30 MrlMJT 

Batch No/ 
: V251013 

Batch Quantity/ 454545 ampules/ 
Cepm1.M! O6"beM cepuu 

: 
454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJil4TH'1ec1rnii OT<JeT .N'!! : 890001855161 ,[J;aTa auaJiu3a : 30.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 11/2027 
)laTa DPOH3BO,UCTBa ro.11.eu .ll.0 

: 

Mfg. License No./ 
Ilpou3BOJJ.CTBennaH : MNB/05/263 MA number:/ : Jlll-NQ(008888)-(Pf-RU) 
JIHIJ;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ Auanu3 npose.11.eu no H.[(: JifI-NQ(008888)-(Pf-RU)-170225 
Page 3 of7 / CTp. 3 H3 7 

}fa Test / IloKa3aTem. Results/ PcJyJ11>TaT1>1 Specification / HopMa 

6b Invisible particles I 
HeBliJJJIMbie 1-IaCTliUbJ: 
1. Particles 2: 10 µm / 01 not more than 6000 per ampoule; / 

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

II. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
qacrnu pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpuMecu 

Impurity A/ TTp11MeCh A 0.08 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TTp0MCCb B Not detected/ He o6Hapy)l(eHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C / Ilp11Mecb C Below LOD (LOD = 0.010 %) / Hu)l(e not more than 0.50 % / He 6onee 0,50 %; 
npeJ].eJJa o6Hapy)l(ettll! (IlO = 0.010 %) 

Impurity DI TTp11MeCh D Not detected/ He o6Hapy)l(etta not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6011ee 0,20 %. 
impurity I EJJ.liHW!Han 

Below LOQ (LOQ = 0.050%) / HH)l(e 
HeliJ].eHTli~liU!ipOBaHHaR 
npITMAr.h 

npeJ].eJia KOJJH'!eCTBeHHOro onpeJ].eJJeHll! 
(llKU =U.U)U%) 

Total impurities/ CYMMa 0.1% Not more than 1.50 % / He 6onee 1,50 %. 
rrp11Mecei1 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMettauue: IlpoJJ.yKT cooTBeTcrnyeT TPe6osaHll!M H}]; 3aKmot.te1me: O,LI:OiiPEHO 

Prep ared by / 
TTo,11:roTOBJieHo: 

Ram aknnt~ 

- '7 

Date / 
)],a-ra: 30.12.2025 

Checked by/ Che ked by (AQA) / A!)proved by: Quality Assurance/ Authorized 
TTpoaepeHo: Pardeep TTpoaepetto (AOK): person/ OJJ.o6petto: O6ecneqettlie 
Kumar Amit Kumar KaqecTBa/Ornc-rcrne1moe nwuo: 

~ }\_./~ 
~l)Ni L K Ul"-( At.__ 

~ <-II"') 
Date / Dale / !Date/ ,~? l)-1 L-J.v 1s-
,IJ,ara: 30.12.2025 'Aarn: 30.12.2025 )]:arn: 

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.com 

I 

I 



•·· Dr.Reddy's ~;• 
ERTIFICATE OF ANAL\' I 
CEPTU: <I> HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. So! ,rn, H.P., 173 205, !NDIA 
rei : +91 % 166 56001.-02 
UJWW nrrPdrlv<; t"t'lm 

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

IIpoJlYKT: KeTopo;]'1" (KeTOPOJlaK) pacraop )lJl.fl BHYfPMBeHHOro 11 BHYTPl1MbllJJe4HOro BBe,ll.emrn, 30 MrlMJl 

Batch No I 
: V251013 

Batch Quantity/ 454545 ampules I 
Cepust .N'!! O6beM cepnu 

: 454545 al\lmyn 
Analytical Report No/ Date of Analysis / 
AuaJ1J1Tuqec1rnii: oTqeT .N'!! : 890001855161 ,Ll;aTa auaJ1u1a : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 11/2027 
lllaTa IIP0HlBO)ICTBa ro)leH )10 

: 

Mfg. License No./ 
IIpOH3BO)ICTBenuaH : MNB/05/263 MA number:/ : JII1-N2(008888)-(Pf-RU) 
J1HIJCll3HSI .N'!! HoMep PY 

Analysis performed according ND/ AuaJJ113 npoBe)leH no H,z:t;: JITT-N2(008888)-(Pf-RU)-170225 
P a~e 4 of 7 / CTp. 4 HJ 7 

x~ Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 

8 Extractable volume* / 10.3 ml/ 10.3 MJl Not less than 10.0 ml (collectively 
HJBJJeKaeMbIH 061,eM* measured volume of IO ampoules) . / 

He MeHee 10,0 MJl (o6beM, 113MepeHHbltt 
Ha 0CH0BaHHH o6be;wtteHHOro 
co.uep)l(l-!Moro IO aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJbHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.llOTOKCHHbl KeToponaKa TpoMeTaMHtta. 

10 Sterility** I NA Must be sterile. I ,/J;OJl)l(eH 6b1Tb 
CTepHJJbHOCTb ** CTepH11bHblM. 

11 Assay/ Kom1'IeCTBeuuoe 30.11 mg I 30.11 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe)leJJeu11e Trometamol per 1 mL. / OT 27,0 Mr ,no 

33,0 Mr KeTOponaKa TP0MeTaM0Jla s 1 MJI. 

12 Ethanol content/ 3rnuoJJ 11.74 % 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 I 
£1pHMe•-iauue: Tipo,nyKT cooTBeTcTByeT TPe6oBaHIDIM H)l 3aKJJIO'leuue: O.ll:O6PEHO 

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

TionrornsneHo: flp0Bep e1-t0: Pardeep ITpoBepeHo (AOK): person/ O,no6peuo: O6ecneqeHHe 

Raruakant 

~ 
Kumar Amit Kumar Kaqecrna/OrneTCTBeHHOe mi:uo: 

d-::- } _-/~ 
~ \) i--.; I L J( \J 1""'! f1 (L 

_ __(_v"-1 

Date / Date / Da te / 'Date/ /7 0-12.,-l.._ C ,L \ 
j:(aTc1: 30 .12.2025 )lam: 30.12.2025 )lam: 30.12.2025 )];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:L85195AP1984PLC004507 
www.drreddys.com 

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

CEPTH<l>IIKAT AHAJill3A 

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

Te i : +9i 98166 56001-02 
\Al\, " "-' .•~ rnm 

Prodt1ct: / Ketorol°'1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;:i;YK:T: KeTopon°') (KeTOPOJJaK) pacrnop ,W,SI BHYfPHBeHHoro Ii l3HVTPHMblUJei:rr ,oro BBe,uemrn, 30 MrlMJT 

Batch No/ : V251013 Batch Quantity / 454545 ampules / 
Cepusi .M, O6beM cepun 

: 454545 aM ny11 
Analytical Report No/ Date of Analysis / 
AuaJunuqec1mii OT'IeT .N'!! : 890001855161 ,ll;aTa auaJiuJa : 30.12.2025 

Date of Manufacture/ 12/2025 Date of Expiry/ 11/2027 
,lI:aTa IIPOH3BO)];CTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
IlpouJBO.UCTeeuuaH : MNB/05/263 MA number: I : JIIl-Mi(008888)-(Pf-RU) 
JIH~efflHH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npoee.ueu no H,l(: JIIl-N2(008888)-(Pr-RU)-170225 
Pa2e 5 of 7 / CTp. 5 HJ 7 

Test I IT0KaJaTeJ11> Results/ PeJyJ1hTaT1>1 Specification / HopMa 

13 Packaging/ OnucaHue 
ynaK0BKH 

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. / 
no 1 MJI B aMrryJibl 113 CBeT03alll,HTHOfO 
cTe1urn TeMHO-Kopwrneaoro useTa KJiacca 
I. B sepxtteii. '-laCTH aMrry11b1 HatteceHbI 
KOJlbUO H TO'-!Ka wrn pa3JIOMa. Ha aMrry11y 
HaKJieHBaIOT 3THKeTKy. 
no 10 aMrryJI BMeCTe C JIHCTKOM­
BKJia,[l,blllleM B ITBX/aJIIOMHHHeBbIH 
6m1cTep. Ila 1 6m1cTepy B rra'-lKY 
KapTOHHyIO. 

A cut ring and point are in the upper part 
of ampoule. A label 1s 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 
Ila 1 MJI B aMrryJJhl 113 CBeT03alll,HTHOro 
CTeKJia TeMHO-KOpH'-!Heaoro u:sern KJiacca 
J. B BepxHett. <raCTH aMITYJihl HaHeceHbl 
KOnbUO H TO'-!Ka ,llJl.ll pa3JIOMa. Ha aMrry11y 
HaKJieHBa!OT 3THKeTKy. 
Ilo 10 aMITYJI BMeCTe c JIHCTKOM-
BKJia,[l,blllleM B ITBX!aJIIOMHHHeBblH 
61111cTep. no 1 61111cTepy B rra'-lKY 
KapTOHHyIO; OJ/R cmaz1u0Hapoa: ITO 2, 3, 5 
6JIHCTepOB B rra'-lKY KapTOHHyIO. 

* Tests are not performed during the stability investigation./* HcnbITaHH}'! He npoBO.UH B XOAe Hcc11e,uosattH}'! 
CTa6HJTbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch. I** IlpH BhmycKe nperraparn 
KOHTpOJTb Kaqecrna no OOKa3aTemo npoBO)],HTCJI AJTH K~OH. 15-ott cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMe'lanue: IlpO.UYKT cooTBeTcrnyeT TPe6osaHIDIM H,D; 3a1cr11o'fe1tue: O,ll;OliPEHO 

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

no.uroTOBJietto: Ilpoaepetto: Pardeep nponepeno (AOK): person I O.uo6petto: 06ecrre<rettue 

Rnmakant ~ Kumar 

~ 
Amit Kumar KB'-leCTBa!OTB TCTBeHH.Oe JIHUO: 

{'<~ 
__(\,'r--lll K\,;i.....,1prz._ 

_____L v-1 
Date/ Date/ Date / !Date/ ,,_J o--,r 2-,zo J--r-
,D;aTa: 30.12.2025 )J,a1a: 30. J _,2025 ,D;aTa: 30.11.20- 5 ,D;arn: 

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 

I 



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

CEPTH~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii i. Kho!, Nalagarh Road, Baddi , 
Distt. Solan, H.P., 173 205, INDIA 

Tei : +91 %166 56001-02 
www.drreddvs.com 

Prodllct : / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoµYICT: KeTopoJI°'1 (KeTopoJiaK) pacrnop JJ.JI.ll BHyrp1rnettttoro » BHyrP»Mb1we1moro BBe,z:i;emrn, 30 MrlMJI 

Batch No/ 
: V251013 

Batch Quantity/ 454545 ampules I 
Ceousi N!! O6'heM cepuu 

: 454545 aMnyJI 
Analytical Report No I Date of Analysis / 
AuaJnlTH'lecKHH OT'leT .N'!! : 890001855161 ,[(aTa auaJiuJa : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

llaTa OPOH3BO.l(CTBa roµeu JlO 
: 

Mfg. License No./ 
Ilpou3BoµcTseuuaH : MNB/05/263 MA number:/ : JITI-N~(008888)-(Pr -RU) 
JIH~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npose)J.eu no H,IJ;: JITI-N~(008888)-(Pr-RU)-l 702_5 
Page 6 of7 / CTt>, 6 01 7 

API name/ HattMenosantte A<l>C: Ketorolac Trometamol I KeTOponaKa TpoMeTaMOJI 

INN /MHH: Ketorolac I KeTOponaK 

API manufacturer batch number/ 
2KTM0540925 

HoMep cepnn npoH3BO,IJ.HTeJIH A<l>C: 

FP Manufacturer API Batch number / 

HoMep cepHH cy6cTaHUHH npoHJBO,IJ.HTeJlH FESA00529 
[' Jl<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
Ilpon1eo,1J.HTeJib A<l>C, CTpaua: CaiiMe,IJ. Jla6c JlttMHTe,IJ., l1H,1J.lUI 

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

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

site/ 
HattMenoeaune, a,ll.pec, JIHUeHJHH ,IJ.JIH 

,[(-p Pe,ll.,ll.H'c Jla6opaTOpHc JIT,IJ.., l1H,1J.lll , IIpoH3B0,IJ.CTBeHHOe DO,ll.pa3,IJ.eJieHHe-6, 

IlpoHJBO,ll.CTBeHHaH UJIOlll.a,llKa / IIJIOUl3,llKa 
BHJI11. Kxonh, Hanarapx Poy,IJ., 6aMH, ,[(ttcTpHKT CoJJau, X.II., 173205, l1H,1J.1u1 

KOHTPOJIH Ka'leCTBa / IIJJO(Ua,llKa BLmycica 
(m1uen3IDI N!! No MNB/05/263 

Declaration of certification: «I hereby certify that the above informat10n 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'leHHe O C0OTBeTCTBHH: «HaCTOHlllHM H IlO,IJ.TBep)l(,ll.aJO, 'ITO npHBe.neHHaH Bblllle HmpopMaUlUI HBJIHeTCH ,L(OCTOBepHOH H 

Remarks : The Product confirms to ND/ C onclusion : APPRO ED/ 
IlpttMe'lanne: ITpo,ll.yKT coorneTcrnyeT TPe6osaHlUIM H,[( 3a1rn1oqcu11e: O,Ll;O6PEH O 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
llo,n.roTOBJJe.uo: TTpoBepeHo: Pardeep TTpoBepeHo (AOK): per on I O,1J.06peHo: O6ecne11eHHe 

Ramakonl¢ Kumar Amit Kumar Ka•tecTsa!OTB TCTBCl·U!0e mu.1.0 : 

~ /'/ .,,-- _£\.JNJL K.\.\\r-'J ~fl_ 
_L_\.tv1 

Date / Dare / Date / 'Dale/ ,,~~ D-i2--i 01-.S-
,[(am: 30.12.2025 ,[(aTa: 30. 12._025 )],a1c1: 30.12.2025 ,[(am: 

Registered Office: 8-2-337, Road No. 31 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.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTll <I> llKAT AHAJllIJA 

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

!"ei: -:-9i 98i66 5600i-02 
WWW rJrrprlrlu~ r,;m 

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

IlDO,llYIIT: KeTopon°" (KeTOPOJlaK) paCTBOp )].Jl51 BHYTDMBemroro H BHYfpHMbIWetrnoro BBe,D.emrn, 30 MfiMJl 

Batch No/ 
: V251013 

Batch Quantity / 454545 ampules I 
Cepus, .M! O61>eM CCPRTI 

: 
454545 al\my;1 

Analytical Report No I Date of Analysis / 
AuamfTH'leCKHii OT'leT .M! : 890001855161 )].aTa auaJiu1a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

IJJ.aTa 11pou1eo,ucTea 
: 

ro.ueu ,uo 
: 

Mfg. License No. / 
Ilpou3Bo,ucTeeunaH : MNB/05/263 MA number:/ 

: JICT-.N!!(008888)-(Pf -RU) 
Jin1-eHJHS1 .M! HoMepPY 

Analysis performed according ND/ AnaJiu1 npoee,ueu no HJJ.: JICT-.N!!(008888)-{P1-RU)-l 70225 
Page 7 of 7 / CTp. 7 u1 7 

TO'-IHOH. 3Ta cepIDI rrpo.uyKUHH npOH3Be,lleHa (BKJIIO'-laH ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka'-!eCTBa) Ha BblWeyKa3aHHOH 

rrpOH3B0,llCTBeHHOH ITJIOU(a,llKe (nJIOU(a,llKax) B ITOJIHOM COOTBeTCTBHl1 C Tpe6osaHHHMH IlpaBHJI Ha,llJieiKall(ett rrpOH3B0,llCTBeHHOH 

npaKTHKH Espa3HHCKOfO )KOHOMH'JeCKOfO COI03a H Tpe6osaHJ-u!MH KOHTpOJIH Ka'leCTBa JieKapcTBeHHblX cpe.UCTB, a TaK)!(e B 

COOTBeTCTBHH co cneumjJHKaUHHMH, co.ueplKall(HMHCH B perncTpau110HHOM .,llOCbe CTpaHbl-HMITOpTepa. 3anHCH ITO npOH3B0,llCTBY, 

yrraKOBKe 11 aHaJIH3Y nposepeHbl, 11 ycTaHOBJieHO HX COOTBeTCTBJ1e Tpe6oBaHIDIM IlpaBHJI Ha,llJielKall(ett npOH3B0,llCTBeHHOH 

rrpaKTHKH Espa3HHCK0f0 )KOHOMH'JeCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'lan11e: Ilpo.uyKT coorneTcTByeT rpe6osaHIDIM H,D; 3aKJIIO'lenue: O,[(OliPEHO 

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

no:!lfOTOBJICl:10: nposepe1m: P ardeep llposepeHo (AOK): person/ O.uo6petto: 06ecrre'!ett11e 

Ramaknul 

~~ 
Kumar Amit Kumar Ka'!ecTsa/OTBeTcTBeHHOe m1uo: 

d--- /\./-- ____(_ l.h--' 1 L )~U r-1 P..r'---
- .--Lvv1 

Date/ Date/ Date/ 

IIDate / -Jtdl--<-0}/~ 
)],am: 30.12.2025 ,D;arn: 30.12.2025 ,D;arn: 30.12.2025 )],am: 

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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