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ANDA # 74-754
KETOROLAC TROMETHAMINE TABLETS USP, 10 MG

CONTAINER LABELS, 1000's

& w

o h |

(4 m- ..‘w..‘u

= = 5

o=a 3 £8
AMS £ 83
o — — — v g WAW
= O - SE 23
MRES SeE E&
= Mtgmm 8%
2O © gz &2
R B £2
W ged|ss =28
EX b= |38 &2

|Jsual Dosage: One tablet every 4 to 6 hours. See
package insert for full prescribing information.

Store at controlled room temperature
15°-30°C (59°-86°F).

Dispense contents in a tight, fight-resistant container as
defined in the USP, with & child-resistant closure (as
required).

KEEP THIS AND ALL MEDICATIONS QUT OF THE REACH
OF CHILDREN.
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\lsual Dosage: One tablet every 4 to 6 hours. See
package insert for full prescribing information.

Store at controlled room temperature
15°-30°C (59°-86°F).

Dispense contents in a tight, light-resistant container as
defined in the USP, with a child-resistant closure (as
required).

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH
G Cwil! DREN.
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ANDA # 74-754
KETOROLAC TROMETHAMINE TABLETS USP, 10 MG

CONTAINER LABELS, 1000's
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Usual Dasage: One tablet every 4 to 6 hours. See
package insert for full prescribing information,

Store at controlled room temperature
15°-30°C (59°-86°F).

Dispense contents in a tight, light-resistant container as
defined in the USP, with a child-resistant closure (as
required).

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH
OF CHILDREN.
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Usual Dosage: One tablet every 4 to 6 hours. See
package insert for fult prescribing information.

Store at controtled room temperature
15°-30°C (59°-86°F).

Dispense contents in a tight, light-resistant container as
defined in the USP, with a child-resistant closure (as
required).

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH
OF CHILDREN.
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Thars was ralatively imited expenience with 5 conssculive days of keloroiec
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WARNINGS {See aitn Roaed WARNING)
Tha combned use of Ketoroac tromethamine-iV/IM and seibralac tr
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1o tolerale ulteranon or biesdmg leas well Than othef indwidulls, and Most
rapons of fatal G) ewents are i this pagulation Posimarasting
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Ketotolac romethamine-(V/iM reduced tha diuretc re3ponte 10 ABESANES In 1o
mevolamic healthy Subpects Ty approximately 20% (mean sowm and ynnary output
vecreasad 17%}

¥ of netorolac tablats and prabeneuid resul-
od in Decreased chearance of kelorplC and Significant ncreLsss I KEOTOARC MR
jvels (total AUC moreased approximataty 3-iokd from 5.4 to 17.8 megvml) and te-
minal hali-ie incressan apprommatsty 2-fold fram 6810 151 hours. 'nme oo
comitar us# of ketoroac nd s g,

inhibitron of renal i cledrance. Jading 10 & INCraass In PASMA. Iithium concen-
{ration. has been reporiad with some prostaghl syrithasia ihibiting dowps. T
affact ol ketQroiac rOMEIRAmIig DA plasma ithiuf has nat bean 3 . but cases of
mereased WhUM (AEMA levels durng kelorola tromethamme tharapy have baen

ot anis 3oma NSAIDS has bean reportid 1o
raguce the ot the tonacity of methoiraxats. The
eftect of katoroac tromethaming on methotrexats ChRATANGS T ol Been sludied

In postmdrketing Bxpenance. ihera Nave Deen repoms of a possibia ntaracton
Detwaen weicrolac tromethamine-Iv/IM and nou-Sopalaviring et that
resyltad in apnaa. The concuirent uid of STorolc Trometharming with Musche sax-
ants has not bean formalty studred

Renal Eftects: Ketorolac and its e d pri-
manly by the kitneys, which, i patients wiih reduced ceaalining clearante, will
cesult 1n diminished clearanca af the drug (sed CLINICAL PHARMACOLOGY)
Therefore. hetorolac tromethamine should be used Wil CAUION in patients with
\mpaires rengl function [see DOSAGE AND ADMINISTRATION) 2nd such patents
snowid ba followed clostly. With the usé ‘of aetorolac tromethamine. thare hiv
been reports of acute renal fadure, nephittis. AnG NEpHIOLC syndrome.

Because palients with underiing ranal insuthciency are al increasad nsk of
aeveloping acuta cenal lailure. the 11SKS and benatits shoukd be assessad prior 10
qgreng ketorolac trometiaming to these patiess. Henca. in patients with moder-
alely slevaled Serum creatinine. 15 recommiended that the dady dose ol katbrd-
13t tromethaming-1vrIM be raduced by halt. ot to extaed 60 Ketomiac
romethamwa IS CONTRAINDICATED iN FATIENTS WiTH SERUM CREATININE
CONCENTRATIONS INDICATING ADVANCED RENAL IMPAIRMENT (see CON-
TAAINDICATIONS}

{ use of AGE mnmremmvisiolremimunmnt.um:-
ularky in vokime depited pabents.

Sparadit cases o SHTurYS have besn duning concomnant use of ketorolac
trommamnmmnlqmlﬁml nytoil .r:gumowy
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Hypavelemis showld de cied hafore with !

fromathaming is Initinied.

» Fislé Rotention and Edoma: Fluid retention, edema, retenncn al NaCl, okquid,
alevations of SeTUM urka mitrogen and creatinina have Deen regorles in clinical ik
215 WL KH1DFDlaC Iromethamine.Thersiore. ketoroist tromathamine should be

Ketorolac (romethaming was rot m it in the Ames lest. unscheduied ONA

& INCIDENCE 1% OR LESS

Sudy 53 5 Whole: waGht Gain bevar. Infections. asthena
[- 2 paNManOn. gallar. Syncops
Dormuiabbgit: wbiarn.

uaﬂir.‘ll actal bleadng, #IUCTANON. MOTEIS. ncraased apgenia

: GRS,
emmie .'mllll: spting, Inemu. $03IN0DIWAA
Norveus ! tramort. Abnormal dreams, haHucnanoas. suphona, RxUTApyTa-
nS)MMa.

sl VDo, 3 3
Hrst, 10 coNCHntrala. hyperkinesis. slupot

PO, abnormial hinkong, by

Retpirpiory: dysnas. puimonary sdemd. rindis, ¢oLQR

lwl'ulnll Samees: ADGITA Tasie. Annormal vision. BIUMTEd vibA. tAnAus, HANNG
8

Lirsponital: hematuna. proMnurid, HIQUna. unnary Reaton, potyura. Agraased

wnnary tiquency.

Boly 5 » Wheta: Wm reachons 3ich a8 snaphotazn anaphyiacton
r“:uum ‘aryngeal sdama. 19nQUE eema {sen Bonet WARNING WARNINGS},
.

d m?ounm and Hurhing

Dermatwingit: Lyeil's syndroma. Stevens-Jonason syndroma. axtolative darmat-
tis. macuio-papulas rash, urhcand
QesinHaibriaal: p;gm wcershon, GI hamorrhage. GI parforaton (see Bozed
WARNING. WARNINGS), mulend, acute pancreamis
Hemic L T potopertve wound lumumu?c raraly nequinng blogd
Irnstusion (sor Boxed WARNING, WARNINGS. ang PRECAUTIONS). thrambocy-
topani, Mukopand.

Wepakic: hapatitts. [ves failure. cholestal: Aungice.
Nerveus Sysiom. ey Mo
:'mhl-rr

T abthuma, Dronchospam.

1 aculs renal Tuice (see Boxsd WARNING. WARNINGS), fank pain wit
or without Memaluna andid azolemd. nephiiis, Dyponatrema, hyperkakmia,
hemOtytic UTEMIC SYNArod.

E
ovardasage. daily doses of 360 my ot Il;;urolac frometharmine-IviiM
Jad dosa | pan

In comtrolied
gnmiurmm(amum , Chunat pa
v paghe ylcars whch healed afiér disconbiuation af dosing  Metabohc acxdosis

has been reportes tollowsng imtantionat overdosage.
Distysis does nat Sguéticantly claar ketorolac tromathamine from tha tigod stream

DOBAGE AND ADMHSTRATION

COMINED DURATION OF USE OF AETOMDLAC TROMETHAMINE-IAM AND
NETCAOLAC TIILE‘I'IIIIIUHOEXGEEDFM‘QDA“. THE
USE OF KETDROLAC TROMETHAMINE TABLETS 13 DALY tNOICA AS COMTH-
UATION THERAFY T KETOROLAC TROMETHANMIE-VAM..

Ketaroiac Tromathamine-1V/IM miy be usad 3 3 SingRe, O MUMtipie 4Ose, ON & raY-
ular of "pen” scheduid for the of wevern, cute pain that
raquireg analgesis At the opeoid levei. usualy i @ posioparative setting
Hypovolemia shoukt be corrected proe o the ominisialan of Katoolac
tromathamsne (see WARNINGS—Aenal Effects). Patents should be swicnad 10
tpative SNAlQasKS 83 #RON 38 passtiie. bul ketorolac womethamne therady 1S
ol to exceed 5 days.
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po: Because prosaglanding. piay an important rol in hemMgstass,
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and NSAIDs atiect plateit aqyregation as well. usd of ketoropiac
in patients who have coagu tion disorders should be ungarisken vary 21
nously, and those patients shauid b carstully monitored. Palints on thers-
peutic doses of anlicoagulants {e.0.. HApAMIN OF dicymarol derrvatives) have an
increased nsk ol blesding complications it given ktorolac tromathaming con-
currently therefora, phy houkd weh itant therapy
only extremey C: ty. The o1 yue of tr ing ang
prophylactc low-dose hepann (2500-5000 units §12h), wartanin and dextrany
have not been studied extensively. bt atso be associated ay
\ncreases rsh of bleeding. Untl data f1om such siydias dse avaiabie, physi-
crans shoukd carefutly weigh the benatits againgt the risks. and use such con-
comitant therapy in thess patients ohly extreenety cautiously. in pateniS wikd
recewe anticoaquiants for a'ny reason, lhala_ls an Increaseds risy of mmmus-

T | L

cular om
SRECAUTIONS--Orug Interachions). Fahents recoiving tharapy thal atiects
nemostasis should be monored closely.

in aoslmrhelmg ni and other signs of
wound blesging have been raported n association with the parioparative s ot
xetoroiac trometnamine-1¥/1M Tharelora, panppariive uia of porolac
Iramathamine shpuld be avoided and postoparative usa DY undertian with
CcAUTion when hamastasi 18 crlical (see WARKINGS and PRECALTIONS).

d 1eACUONS MY OCLUT 1 patients with-

out 2 known previous Sxposure or hypersengiivity to aspinn, ketorolac
jromethamine. ¢ ather NSAIDS. or in ndwiduals with & MEI0fy O angeosdema.
bronchaspastit reactivity {0.g., asthma), and nikal polyps. Anaplriscton reac-
liens. hike anaphylas, may iave 3 talat Ourlcoma. -

PRECAUTIONS D

Gemnal - = - .

» Hogath ERiucts; Ketorolac trpmathamme Shouks B as R Caution s pERNTS
with wmpaired hepalic funchian, or 2 mstory of iver W Tragtrmant with
KelGroiac IFormeTRamyng May Cause tlavanons of liver eg, and 1n Dty
wilh pre-ensting liver dyshmctian 1 may lead 10 the aevgiopment Of 3 mor
severa hepalit rexctior The o kytoroac ih shaukd b
giscontinued i palents in whom 4a abnormal Iever tedt hag ocourred a5 3 resull
of keiorolae tromaihanune tharapy

be Eftects. tr Il patelt AgQregabon and

may proiong bieeding ime. 1nurmwwimﬂm 3 4 pre-oparatve

medicalion and caution should be used.whdn ostasis 15 crtical,  Unibe

aspiein, the inmbdicn of plateiet 1unchan by kator tr:meﬂ\lrmm HEADPATS
d,  Katol

mwal@mwmﬂummmlmm&mm
mmmnmumnmsnnumuuudduﬂmprwwmw potential bene-
it justiies the potential ragk 10 the Wtus.

Laber nad Delivery § .

The use of mtololac ] d in labor and deshery bacins,
nrough its prostagiancin synthesrs inhibitory sifect, # dy altect Wl cir-
vision and mhinit uienne muscudaturs, s increasing the rek of utering hempr-
rhage {sed CONTRAINDICATIONS).
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CLINICAL PHARMACOLDGY) who ara aiso more wamaitve [0 The actvera etieces of
NSAIDS (300 WARNING! Effecty), axirh caution And reduced doLsges (60
DOSAGE AND ADMINISTRATION) mus! e vved 1ha esarly with katoro-
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ncraases with increasing dose al. and durstion of lrasiment with, kaioroiac
trodnethaning.

within 24 10 4B hours after th drug is ]

does nol appsar 1o atfect platelet CoupL. prOthrgmENn 1ume {PT} of partial throm-

boplastin ume (PTT) In controlied clinical studws. where RAlOJOMC
¢ Ity or

was
iy, of chinically $ig postop bioading was 0.4% for
katpiolac tromethamine campared o 0.2% in the COMIDI Qroups recening nai-
coti analges«cs.

for Peblents
Hetorolac tromethamine 18 3 patent NSAID and may Cust 3anous $id sftects quch
15 gasiromiastnal blesding o Tiney Tailure, which may resull hosphalization and
even Tatal puicome

Physicians, when prascrbing Katorolac tromethamiey shoukd inform thew patienis
of tha potential rks of ketorolc tromethammne irestment (584 Bosed WARNING,
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS soctions). Advse pabients
A0t o give kelorolac trometnamne tediats o othar lamily membars and iz discat?

ADVEREE REACTIONS -
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P mummmm.mwmunmmm
such s G.I. biowding and p
nmmm.mmw redctions, snd bver &‘
WARNING, WARNINGS, PRECALIT and DOSAGE AND ADMINISTRATION). Thess
can be senious in Cwtln

m INCIDENCE GREATER THAN 1%

IF of e in [
patiants]

w0 4 Whele: sdema (4%].
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any unused drug. Remember that the tota duration of ketordlse jirve ther-
apy 15 ot Lo exceed 5 (five) days .

Intaraciions
Katorolac 1 highly bound to human plasma protein {mean 93.2%).

grumus, rash
uﬂ ‘nauses {17%), dyspepaia {12%). gastrowntestinal pain (13%).
digirhea (7%). ; [ L | fulinass, YOMIting, stomatitis.
Hemic ol Lymphatic. purpura,
Horeous System: headache (17%), drowsiness {B%). dizziness (T%]. swealing.
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mg IV singie st w N multiphe §084 KITOrDWC LroMmethamene-
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s who recewved 30 My I singla
Niple dase katarolac tromathamne:

VAN toowed by one (1) Wbt 10 6 hours. nal to excaed 40 mgr2d hof
kataroiac e tbists.
sw-n%m racommanded GGHING imervats may rasult n increazed iraquency
0 sirvarity Ol BV TRRCTHONS.
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NOW SUPPLIED

Ketorolac Teomatharming Tablets USP. 10 mg art round, wivte, unscored, film-coat-
nhmmﬂmummmﬂ'a & on the othvar side, dvaiiable in botias.
of 10¢, 500, and 1000. )

Share &t controsed room tempsriture 15°-30°C {59°-B6°F).
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