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OMNIPAGRIE 15 provioed as a sienie. pyrogen-tree. 10 pale-yetiow SOIUBON, 1 the foHow-
ing 1odine cancantrations: 140. 180. 210. 240. 300. and 350 mgumL. OMNIPAQUE 140 contains 302
mg of 1onexol equivaient to 140 mg of organic rodine Per mi;: OMNIPAQUE 180 coniains 388 mg of
Johexcl equivaient to 180 mg of organic iocine per mL; OMNIPAQUE 210 comans 453 mg of iohexol
equivaient 10 210 mg of orgamc 100Ne per mi. OMNIPAQUE 240 comams 518 mg ol ohexol
equivalgnt 10 240 mg of orgamc rodine per ML OMNIPAQUE 300 comtasns 647 mg of anexol
equivalent 10 300 Mg of organic AN Per ML and OMNIPAQUE 250 contains 755 mg ot ohexol
equvalent 10 350 mg of organic 1odine e mL. Each mulider of «ohaxoi SOUNON CONtaINg 1.21 mg
tramethamine ang 0.1 Mg edetate caicium disodium with the pH adjusied betwesn 6.8 and 7.7 with

y acg or sadium hy All splutions are Stenized by autociaving and contan no
praservatives. Unusec DOrMons must De QrsCar0e0. lonexol soiuhon i$ Sensitve 10 hght and theretore
Should De DIOteCted from exposure.

The avaiabie concentraions have the folowing physical properies:

Absolute

Ci [e. * [o, Viscosity Specitic
{mgumL} (mOsmukg water) (mOsmiL) tcp) Grawty
2°C kzale} 3rC

140 22 27 23 15 1164
180 408 33 k3 20 1.209
210 460 362 42 25 1244
240 520 39 58 34 1.280
300 672 465 ARE | 63 1348
350 Bas 541 204 104 1406

*By vapor-pressure osmomstry

OMNIPAQUE 140. CMNIPAQUE 180. OMNIPAQUE 210 OMNIPAQUE 240, OMNIPAQUE 300.
and OMNIPAQUE 350 have osmolaunes fram approxwmately 1.1 10 3.0 nmes hat of piasma (285
mOsMIg water) or ceredrospinal fuid (301 MOSMYK water; as shown in e 360ve tabie and e

hypoﬂumc unger conainons of use.
SECTION 1
CLINICAL PHARMACOLOGY—Intrathecal

lohexol 1$ apsorbed from caredrospnal Huid (CSF) mto the bicodsiream and 1§ eiminated by onal
axcrenon. No sigr 3 . Of 0CCUrs.

I tve adult patents receving 16 1o 18 Malditers of ohexcl (180 mgi/mL) by lumbar ntraihecsl
injection, approximatety 88 (73.1-98.2) percant of the MjECten 00SE wax SXCTRRG i1t e UnNe wiTwn
the first 24 hours aner adminsstration. THa rénal and body CleArances were 99 (47-137) mishters per
minute and 109 {52-138) millikters per minute The mean Maxsmal plasma concantraton was 119 (72-
177) micrograms of 0hexos Der miliiner and occurred atter 3.8 (2-6) hows. The volume ot Gsmbubon
was 557 {350-849) miliiters pev Aiogram. In one patent wilh 2 13rge SOnai cord WANOr. @XCrabon was
oeiayoctﬂoommmmmwoﬂmmmwwm!mzdm)mnamn
the total overall recovery in the urna after 48 hours. The Seity in excreton appeared 10 be reiated 0
a decteass in The rate of transter of ohexot from the caredrospnal iud fo the DIood (plasma

was k) )

Tha mylial CONCENTTANOoN and voiume ot The Madium. in CONUNCHON with JDOORNAle PARENM MarOy:
1alion and the voiume of CSF Mo which the medum 5 DIaGd. wil determine e exent obthe
iagnostic conrast hat can be acnwrved.

Fotlowng wpechon m . OMNIPAQUE 180. OMNIPAQUE 210,
OMNIPAQUE 240. and OMNIPAQUE 300 vide for &t least
30 minutes. Slow dittusion of 10Nexol lakes place he CSF wth

plasma protens. At approximately | hour following iyection, conrast of diasgnostc will o
longer be avadanie tor L] [(3)]
wmnow.Wammumwamummwmmmumn
decrease.

After admurvstrabon 1Mo the lumbar spacs, shows the

prasence Of CONasT medm in the TNOFACKC Tegion m about 1 howr. ¥ e Cenvical region i about 2
hours. and in the basal cisterns i 3 10 4 hours.

In patients with renal impaiment. NGING On the dogree of mMpawThent. ProloNQed plasma
ohaxol leveis Mmay be due 10 renal

INDICATIONS AND USAGE—Intrathecal

OMNIPAQUE 180. OMNIPAQUE 240, and OMNIPAQUE 300 are inchkCaled fof intrainacal aomw-
stranon in aduits mciugng Mysiography (lumbar, thoracic. cafvical. total columnar) and I COMIES! an-
a tor ¢ e .
OMNIPACUE 180 ana OMNIPAQUE 210 are mowcated for ntraihecal admmvsiraton n crvidren
Incluging myeiograpny (lumoar. thoracic, cencal, iotal CoRNMNarn and in CoMrast snhancement fof

CONTRAINDICATIONS—Intrathecal
OMNIPAQUE shoui0 Not be admirusierad 10 palients with a known hypersensibvily 1o wohexol.
Myetography shouid not be pertormed n the presence of SIGNICANt I0CAl OF SySIsTuC Miechon
whera Dacteremia Is khely

of with OMNIPAQUE s contraingkcated
Because of me of g9e. repgat g n tha event of technecat
talure 15 contraindicated (see DOSAGE AND ADMINISTRATIOMN)
WARNINGS—General

+ Y grossty pioody CSF 1s encountered. the paEsibie DENeNLs Of 3 MyeOQraDNIC Procedure should be
c fed in terms Of ING 115K 10 the patent
T cRution 15 a0vised in patents with 3 NISIorY of epHepsy, Severs Cardvascular 01seass. chonc
aicanotism. of mutipie SCe/0SIS.

Eiderty pahents may prasent a graater nsk folowng mysiography Thae need lo¢ (he procedure
Ihasa patrents SHOUID De evaluated cardtully SDBCIal aflention Must by paxd 10 JOSE aNa CONCeNtra-
tion of the mecwm. hydraton, 3nd 16Chnique usad.

Panents who are recewng Shouid be on this therapy. Should 2 Se2ure
occur ar soaum 15 10 patens wim a higtory of
smzute achvity who are not on therady. with shouid be
consdersd.

p with should be N paneNS with ew-

dence of nadventent Niacranial entry of a (arge of CONCINTTaIed DOWS. of the cCoNtras! Medum snCce
there may be an InCraased NSk of s@:zure N Such Cases
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OMNIPAQUE INJECTION (IOMEXOL)

Drugs which Iower tha Sezure hreshokl, 8SpeCially phenomiazing genvatves inciuding INOse usad

for thew are not for use with OMNIPAQUE Omers inciude

MAQC inhintors. IRCYCic CNS . and . HUQS as
maof o Whilet y role ot

has nat been esIabHshed. The use of SUCh Brugs snould be Dased on physian evaluation of poientiat

henelits and potential nsks. Physicians have ascontnuad these agents at ieast 43 nours betore and

for at ieast 24 NOUTS POSINOCAOUTS.

Care 1s required n pahent N 10 pravent eniry ot 21arge 0ose Of
concentrated bolus of the medium Aiso. efton snouid be Qrected 10 avoxd rao:g Cisperson of the
Mmegum causing nadvertent nse 1o intracranal tevels (g, Dy acive patent movement Direct

or for stancarg raciography (not CT) s not recommenced

i moSt reporied CASes Of Maj0! MOMG! SEZUIES With NOMONKC MYSIOQANC Media. ane of more ot
the ioliowny 1actors were present. Theretore avoud.

* D from oF N Myeog gt
Use m patients wim 2 history Of 8piepsy.

* Qverdosage.

o miracramial entry of a botus or pemature afusion of & ligh concentration of the medium.

. with arugs or

« Farure 10 Mantain eievation of NG Nead CUNNG Ne DrOCETLIE. ON e sireiCner. of i bed

o Excessive and pafiCularly achve patent movement of SIranng

PRECAUTIONS—General

Oragnostic procecures which 1vOlve the UsE Of raCoDATUe AIAJNOSHC agents snould ba carmed out
urcer e Qi8CToN Of DErSONNEl WiTh TNe DrerEQUISHE raININgG &Nd wiin 3 oraugh xnowisage of the
parcuiar 10 be pe tachites Shouid be avaiadie 10r Coping with any
Compucation of the Drocecurs, 3s weil as tor emeigency treatment of 3evere reactions 10 the contrast
agent nseil Aner of . and emes-
gency taciibes SnOUI De avauabis fof at j8ast 30 10 60 MINLISS SINCE Severe Geiayed (@aCTONS have
occurred. (Ses ADVERSE REACTIONS )

Preparatory 3 el and may 10 acute renal failure n patents with
advanced vascular 0'50ase. IaDINC Panents and 10 susceplible NONGIadetC Datients (often slcecy
with presxisting renal disease). Dehydralion in thess patents seams 1o be snnanced by the osmobc
diurelc action of contrast agents. Panents shouid D8 well frycrated pror 10 and foliowng BCmHS/a-
20 of ANy CONFaS! medm. iNCRXING oNexol

Tha possibility of a r@ACHON. INCILOING SENOUS. ft . tatat
or central nefvous Sysiem reactons. Shoukl aiways be consioereo isea ADVERSE REACTIONS)
Trerator. 1 15 of LIMES! MMOOMANCA Tt 3 CouTS® Of JCHON ba carefuily Dianned in AAVANCH for the
\mmeqiate reatment of SENCUS f@ACTIONS. 1A (NAT acequate and appropnate faciies and personnel
e raacdy avanabi In case of any reachon B

The p ot an reacvon w patents should always D@ consiiered
(586 AOVERSE REACTIONS). The Susceptibie poputation incluces. out 18 not nMited 10. patients with
a tustory of a previous reaction 16 CONtrast madia. Patents with a xnown sensitvity 10 100118 DBr 59,
and palients with a known clincal hypersensiwvdy: bronchiat asihma. nay tever. and tood allergies.

methods. HOwaver. pretestng cannot oe retiad UPON 10 DrRGICt Severe reacnons and may iseit be
hazargous for the patient. It 1s suggested that a morough meaical nistory with @mpnasis on atlergy and
nyDersensitivily Sror 10 e iection of any contrast med:a. may De more accurate than pretesting in
preaichng potential agverse reactions.

A positive Tustory of ailergies of Nypers@nsitiviry does not aroitrany contrandicate the use ofa
contrast agent where a iagnosiC BroCeCure IS thougnt essantal, Dut caution shoulkd b8 exercised
(see ADVERSE REACTIONS) wath of 10 avod of
mnimize DOSSIDIG alierGIC FEACtONS M SUCH panants snouid be considersd Recent repons ndicate
that SUCh preireatment 0Oes nal Prevent serous ife-tnreatamng reactions, but May recuce ot tha
ncioence ang saverty.

in patients wih severe renal Ll o tailure. y ihary of the drug 1$
arneoated 16 0CCur, with & Siow CIearance Mto me bile Patients with nepatoranal insutficiency shouid
ot be #xamined uniess e possibiTy Of benshil clearly SuTWeighs the agoional risk

Admimstration of Contrast Mmegia snould be pertormed by Quanhea personnel famiiar with he
pr and patent 0" (sea PATIENT MANAGEMENT) Stenie technique
must be ysad wih any SpINal puncture

When OMNIPAGUE is 10 ba injectad using piastc omsposabie Synnges, he contrast mecum shouid
be drawn 110 the synnge and used MMediatery

" Q! 18 used,

care should De taken 10 prevent residuat contami-

nauon wih traces of cleansing agents.
shouid de i

wisusity for matter and
pnor 10 i W pat maner or is prasant, 4o not use.
Repest Procedures: if in the cincal uggment of me pry | or repeat @

hons are required. 3 Sudable nterval of ime bstween BIMINISTARONS should be cDserved to atiow tor
normal cledrance of the drug Tom the bady (see DOSAGE AND AOMINISTRATION ana CLINICAL
PHARMACOLOGY).
information for Patients (or ifapplicable, childeen)
Patents ng agents should be nstructed 10
1. inform your ph f yOu are pregnam {see CLINICAL PHMARMACOLOGY)
2 |mmmrmnwvommﬂywhmmmmym.mmm.
o mmwumwmlmwkmmﬁ&
A, inform your physician f you are aMrQC 10 any Onugs. tood, or # you had any reactions 10 previous.
injections of dyes used for x-ray procedures (see PRECAUTIONS—GENERAL).
4. inform your physcian about any pther madcations you arns currently taking, includ:ng non-
prescription 4rugs, betors you are anstened this orug.

Drug Interactions
Drugs which lower s#izure o nciyong those used for
thenr or are rot tor use with OMNIPAQUE.
Others Incluce moNCamne 0xiase (MAQ) mhibiors. tneveie anwdeprassants. CNS stmuiants,
maj o drugs. Such

a o1 3
Wlwmmwalumumvswuomvw, shouid not be used for the:
control of Nausea Of YOIiNg dunng of atter mysiography, and should not be resumed for at least 24
hours n n patrents oN these drugs. cons:der prophylactic use
of anticonvulsants.

Carcinogenesis, Mutagenesis, impairment of Fertility

Na long-term ammal stucies have been 1o avalate potential.
ws. of whethat OMNIPAQUE can attect tamiity in men of women.
Pregnancy Category B

Reproduction stugas have been pertormed 11 rats and rabbds with uUp to 100 hmes e recom-
mended human dose. No evitence of impaired temity of Narm (o the fetus has been gemonsitated
due 10 OMNIPAQUE. Thare are. nowevsr. no $Iuckes in pregnant women Because anmal reproduc-
fon STudes are nol atways Pregictive of human responsa. his Grug should be LSed dufing pregnancy
only d claarty nescsd
Nursing Mothers

111§ NGt kNown 10 what extent ohexoh)s excratad in hyman milk. Howsver many injectable contrast
agents are excreied unchanged n numan muk. Afthough 1t has no! Deen estabished that senous
20vBSe r@ACIONS OCCUI 1N NUSING INfaNts, CAUTON SNOUI] D exerCISed when intravascular contrast
media are administersd (0 NUISING women Bottie (eecngs may be subshiuted lor breast feedngs for
24 hours following adminstraion of OMNIPAQUE.
Pediatric Use

Peciatne patients at migher 11k of 8X08NENCING AOVArSe @vents durng contrast medium admnisra-

10N May InCiude hoSe having asihma. 3 sensinily 10 Meicalion and of aliergens. congasive neant
1aslure, a SeTUM Creatmne greater than 1.5 Mg/OL of those less than 12 months of age.

ADVERSE REACTIONS—Intrathecal

The most requently raported adverse reactons with OMNIPAQUE are haadache. mild to moderate
pan mciuging backache. neckache and stfiness, Nausea. and vomiting. Thesa reachons usually
occur 1 10 10 hours aner myechon. and aimost all oecur within 24 hours They are usually mud 1o
moderate 1n degree. lastng for 3 few Nours, angd usually oisappeanng within 24 rours. Rarety,
neadachas may be severs of DeIsist tor days. Headache s often accompanied by nausea and
vomAmg ana 1ends 1o be more requant and PErsisiant in palents Not cotMmaily hydraled.

Transient afleranions m wital Signs May occur and [hew signihcance must 0@ assessad on an
namdual basts Those raactons reportad in cimical sludies wih OMNIPAQUE are histed Deiow 10
decreasing oroer of ocCurrence Dased on chrecal studies of 1 531 patents

Heagachas The mosi traquently ccculrng adverse raacton toliowing myeiography Nas been head:
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OMNIPAQUE INJECTION (IOMEXOL}

ache. with an of 8% May be Caused by eithar 3 grrect ettect of the.
confrast medium of by CSF ‘eakage at Ihe cura: puncture site However in managing tne parent itis
more 10 MM ze try Of CONtrast magwm ov postura management

AN atemMENNg 10 CoNiror DOS5:018 CSF eanage isee PATIENT MANAGEMENT,
Pan Mid to mooerale Dam NCILGING BACKACNS. NBCRACNE and SINness. and Neuraigia occusred
‘OUOWING IMNECTION willh an INCKIENce of about B%
Nausea and Yomiling Nausea was 7eponed win an incidence of about 6%. ang VOMmng about 3%
1586 PATIENT MANAGEMENT) Maimaming normal nyraton 15 very imponant The use of pne-
1$ 0! (See Generar ) to the
oatent that the nausea will cear usualy 15 3l that 1$ required
Quzziness: Transient 0iZ2iness was 1econss n apout 2% of the patents
Other Reactions. Dither 1eactions oCcurnng with an iNividual incioence of isss Man 0 1% included
toaing of . Dypal ype! Of heal. sweanng. verngo. (9SS of appente.
. IOMHUS neuraIigia. Paresinesa. iMcuity in micturton. and
NBUTCIOQICAI CRANQes. Al wars TANSH and MG wilh NO CHACAI SEQUBES .

Pediatrics

n controlied cinical tnats involtving 152 panents 1or pedialnc myeicqrabhy Oy uMbar ounclure.
30verse events foliowing Ing use of OMNIPAQUE 180 and OMNIPAQUE 210 wera genecaily less
frequent than with aduits.

Headacne: 9%

Vomuing 6%

Backacne: 1.3%

Otner Reactions. Other r6actons 0CCumng with an indnadual INCX3ence of 1SS than 0 7% ncluded:
tever nnves. visual and 0 changes. All were transent and

mukd wath no clhnical mu

General Adverse Reactions to Contrast Media

PhysiCians shouid reman atent for the occumence of 20verss sHects in addiion (o N0se drsCussed
apove. particularly the foliowing reachons wiuch have Deen reported n the tlerature tor other
AONONK. waler-soiuble Myalograhic Meaia. and rarely with whexot. Thesa nave inciuded. but are
Aol wmited 10, CONVUISION. asephic and bactena memngms. and CNS ang other UrOIOgCal
aisturbances

AR 3SEOIC MeMNgMS Syndrome has Daen reporied rarely (wss than 0 01%) It was uSuaily

by . Ndusea and vomiting. Onset usuaily occurted about 12 10 18
A0urs 3 em edtures were WGIIMUS. fever. somenmes witn ocuiomotor
SIS ana mental Contus:on. Lumbar Duncture reveaiad a high wrute Ceit Count. high protein content
omen with a iaw giucose ieve! ang with aDsence of organisms. The conaIon usudiy started 1o clear
S00MaNBOUSly aDOUL 10 hours after onsel wih compiate recovery over 2 ta I days

Aliergy or ihosyncrasy Cruls. fever. profuse GLADNOIAES. Pruftus. LMICaNa. nasal congastion,
Oysonea. and a case of Guiian-Barre' syncrome

CNS frtanon’ Mild ang ransiory sSuch as h
0N, amnesia. hostity. y . QIDIO0-A. 5 NSOMM3. anxiety. depression.
ryperestnesia. visual of auddory or soeech ana 10 aggiton,
Maiaise. weaxness. convuision. EEG changes. meningismus. hyperetiexia of aretexia hyperioma
or fagcwdity, . paraiysis X . tremor, echoiana,
astenus. cerebral hemormage. ano dysbhasia have oCouired

Profound mental GISILIDANCes have aiso rarely dsen reported They have usually consisied of
¥ancus forms ang degrees of aphasia. Maniai ConfuSION. O 0iSONENtaton. The onset is usuaily at 8
%0 10 hours and {asts {or about 24 ROUrS. withoul antaraects. However, OCCasicnany they have Deen
Tanifest as appranensicn. agitahon. or ol " sevara 1o (he pownt of
SOMNCIENCE. SIUPO!. and COMA. in 3 lew Cases hesa Nave DEN aCCOMDAMED by Iransiiory heanng

055 Of Oher AUOIOTY SYmDIOMS ana visudl GiSIUMDances |beweved sudiective or Jelusionail,
PLIUCING UNUALeTal Of Bualerai (0SS Of viSION wiCn May 135t 10r Nours. In one case. persisient cortical
0S$ Of viSION N3s DEen EDOMed i ASSOCIANON wilh CONVUISIONS VENNCuUlar DIOCK Nas been repones:;
amnesia of varying degraes may be present for the reaction avent

Rarely. parsistent tnougn 11ansilory waawness in the ieg Of OCWIAr Muscles has been reporned

Peripneral nauropatnias have oeen rare ang transiory. Thaey include SeNsOory and or motar or nerve
"ot GISIUIDANCES. Myellis. persisient iag MUSCIE PAIN Of weakness, 61N nerve Daisy. of Cauda eouina

. Muscie cramps. Of Myocionia. spinal CoONGISION, OF SPASHICItY 18 uNUSUAl and
£as 1@spoNCEd DIOMPtly 10 2 SMai Ntravenous Cose of diazepam.

!n general. the reactions which are KNOwn 10 DECU UPON DArENMeral ATMINISIEAton Of 1BAINAE
contrast agents are possibie with any NONIONC 3gent. ApprotiMalely 35 DETCeNt of adverse reactions
3cCOmMpanying the use Of water-soiudie Conrasi agents are mid 1o moderats n oegree However,
severe. ta-threatarng, anaphyactod angd fatal reactions. mostly of cargrovascuiar ongn. central
nervous sysiem ongm. have occurred

AdvErse raactions 10 1 actabie Contrast meda fall nto two categones: Chemoloai: reactions ang
AOSYNCIale reactions.

Chemotoxic reactions rasuil from the physcochemical properties of the contrast media. the cose,
and speed of injaction. All hemogyNaMiC ISILaNCes and INUNES 1D 0rGANS Of vesSels Dertused by
M@ CONAST MEGIUM are INCILGAG in this CaIQOrY. O .

IiosynCranc reactions inctuge a other reactions. They occur mora frequently m panents 20 10 40
Yyears 0id. iioSyncratic reactions may of May not be oependent on the amount of gose inected, the

spesd of injection, and the 4ACHONS are SUDOWIIed INtO MINDr,
ntermeciale. and severe. The minor reacdons are self-kmited and of shon duration: the severs
TAACHONS are I ang 1S urgent ang

9
Thn-oonndmolmrmmmulmampaummmahwyo’m
15 WiCe thal of the generai popuiation Panents with a risiofy of Previous reacons 1o a contrast
fecium are ree hMEs MOore SuSCeDliie than ather panents. Mowever. sansitvity 10 contrast media
00es not apoedl to INCTease with repEales eraminalions,
MOS! agverse reachions to NMClabie CoMrast Mema appear within 1 1o 3 minutes atter the stan of
macuan. but deiaysd reactons may ocowr.

OVERDOSAGE

Cumical consequences ol overdasage with OMNIPAQUE have not been reponed. However, based
ON @xperNCa with Other NONIDNIC MY@OMA0NC Metia, Pys:Cians should De alert 10 a potental
merease n raquency and seventy of CNS-meciated reactions. Even usa of a recommended dose can
roauce effects fantamount io overdasage. | NCaMect management of the DALBNT CurNg of MMed:-
ey tollowing the permns early entry of a targe porton ot the
Megiim

The ntracrsternai LD, vaiue ot GMNIPAQUE (in grams of oame per ®iogram boCy wewght) 1s
greater nan 2.0 n mice.

DOSAGE AND ADMINISTRATION — intrathecal

The volume and concentraton of OMNIPAQUE 180, OMNIPAQUE 210. OMNIPAQUE 240.
o OMNIPAQUE 300 to be agminisiered wi cepend on the degree and exlent of contrast fequied In
e areats} under @xamINAION and on ING eqUIDMENt 300 techmque empioyed.

OMNIPAQUE 180 at 3 concentration of 130 mgimL. OMNIPAQUE 240 at a concentration of 240

moi ML, or OMNIPAQUE 300 at a concentration of 300 mglymL 1S fecommenced for tha examinaton

of ha umbar. thoracic, and Carvecal 18grans in adulls DY iUMDaf of direct Cencal njection ang is
ny hypenomc to CSF

OMNIPAQUE 180 2t a concantration of 180 mqumL or OMNIPAQUE 210 212 concentraton of 210
mglmL s recommanded for tne examinalion of the IuMBar. IROrACC. and canncal 69100 in Chilgren

Oy lumbar injection and 1S sugl .ty hypenomc 1o CSF

Alaidose ot 3,080 mg.odine of a cancentianon of 300 moumi shouid not be excesded 1n Adults
00,2 tolai aose af 2,940 mg i
=Cudren i 2 single MyRICGLAPAI AXATUNALQN. TH'S 1S D258 ON CHIICAI 1Al SVaRANON 10 dale. AS In
Al GHIgRoSIIC Procequres. (N8 MINMUM volume and dose 1o produce adequate VISLUALZANON Shoukd
Do used. Most procecures 4o NOt FeGuUNE Bdher MaxiMyum Gose OF CONCBMranon

Anssthesia 15 not Y or are usuaiy noT needed (see
PRECAUTIONS). Patents snoukd be wer nyorated pnor 10 and following contrast agmimstration.
Se:zure-prone patients shouid be on

Many ragooaque cantrast agents are MNCOMDANDIe 11 vitrd with some antiistamines and many
Jther Grugs: terefors. coNCurtent drugs SPOUID NOT De PhysiCally adMINeT wih Contrast agents.

Rate of Injaction: To avod escussive mung with CSF and Consequent ciuton of contrast,
AeCHoN ShOuid be Made siowly aver 1 o 2 minyles

Capending on the 8SIMared olume of CONTTast MwhuM wiich may DY 180uITed for the procédure
4 smai amount of CSF may b8 femoved to memiza aistennion of the suUBArACANeA <oaces

TrE IWMDAT Of COVICA! DUNCILIE NeEAIE Mav Ne 1eMOveg mmadiately IOHOWING 1 ChON BINCE 1S
Ot recessary o remove OMNIPAQUE after imucuon o the subarachnod space
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OMNIPAQUE INJECTION HIOMEXOL;

Aduits The Usuai recommence (012l J0SeS fOr USE 1 MDY, NBXACK. Cencar and total columnar
Myeiography i aduits are 1 2 gl 10 3.06 9t as totows:

Concentranon Velume Dose
Procecure Formutanons imgt myj mLy gl
Lumpar CMNIPAQUE 180 180 1017 18-306
Mysiography CMNIPAQUE 240 240 ~2s 1730
v umbar
njection)
Thorace CMNIPACUE 240 240 6-°25§ *7-30
Myasiography OMNIPAQUE 300 300 810 1830
Vi humbar
ot cervical
vection)
Carvical OMNIPAQUE 240 230 6125 1330
Myeiography CMNIPAQUE 300 300 6-10 1830
{wia lwmbar
njechion)
Cerncal OMNIPAQUE 180 180 712 1318
Myelography OMNIPAGUE 240 240 6125 1430
ivaCt.2 OMNIPAQUE 300 300 413 1230
njection)
Totatl Columnar OMNIPAQUE 240 240 6125 1430
Mywiograohy CMNIPAQUE 300 300 810 1830
(via lumpbar
mpection)

Pecramncs. The usual recommencad total 0oses for lumbar. INOFICKC. CRrvica: ana-or total columnar
My®iograpny Dy iumoar punciure in Chidran are O 36 gl 10 2.94 9l 158¢ :aDie Deiow) Actual voiumes
aaministerad depend Largety on panent age and the forlowing quideines are recommanced.

Conc Volume Dose

Age Mgl mL) (mLj 1gl)
010 < 3 mos. 180 2-4 $.36-0.72
219 23 0.42.083
310 < 36 mos. 180 8 072t 4a
210 36 0.63-126

3t0< 7yrs. 180 5-10 09 -1
210 58 1.05-168
7o < 13yrs. 180 5-12 09 216

210 510 10521

1310 18yrs. 180 8-15 10827
270 6-14 126-294

Withdrawai of contrast agents irom tew containers SNouid be aCCOMDISrad LNGer a560NE CONDr:
1ONS with sterie Syrnges. 3oinal DURCIUre MuS! aiwavs De performeqg Lrger sterig conaitons.

Parenteral products should be inspected visually for particulate matter or dis-

priorto J it parucuiate matter or discoioration is present,

do not use.

Rapeat Procedures: It in tne Crmcar ! ot me or repeai
3@ raquired. a sutabie interval 3f Ime Detween admuMSIralions SNOLK De ODseTved (0 Jilow fof
niormal ciearance of e Grug from the body. AN infervai of at least 48 Nours showid be atowea betore
re0eal EXxamNauoNn; Nowever whnenever possibie. 5 10 7 days is recommenged,

PATIENT MANAGEMENT—intrathecal
Suggestons for Usual Pavent Management
Good panent management SNOUK! De Bxercisec at akl imes tg mifmze Me potential tor procedy-
rally relalsa comphcanons. -

Preprocedure -
« D

of drugs g . eq. 3
PrOChIOrDerazing, ang Dromethazng) at ieas! 48 hours Delorehane sHouId be conmgsred.
* Maintan normal diet uP 10 2 howrs before procedure.

* Ensure hydraton-—fus LD 10 procedure.

During Procedure

* Usa mimmum gose and Tequired tor
ADMINISTRATION:

. inafl POSILONING lechniques Kaep I Datent's 1eas sievated a0ove Nghest level of sone

* Do not iowar haad of Labie more than 157 in Moving contrast Megum craniaity

» In patients with excessve lrgosis, Consxier laterat DOSoN for nechon and movement of the
medium cephaiag.

* Injact siowty (over 1 ta 2 mwtes) 1o avox? excessve mixing

= Ta mamtam as a boius. move Megwm o distal area Yefy _siawly Uscﬂmmonummg

» Avoid intracranal entry of 2 .

+ Avod earty ang high cepnalad rsDersion of the medum

« Avoid abrupt o active panent movement fo minimize BXCeSSIve Minng of medium with CSE
INSIrUCt patient 1o reman passye, Move Danent sigwiy and only as recessary

Postprocedure

* Aaise head of streicner 10 at least 30° betore moving panent onto it

* Movement onto and off the stretcher shauid be acne siowly with ihe pahent compietely passne.
mamntaining haad o poston

* Betore moving panient onto ded. rarse head of bed 30° 1o 45

* Advisa patient 10 reman sirk 1 Ded. in 3 SHING OF Semisithing position asoecialiy in the hrst few
hours.

* Maintain close observanon for at ieast 12 hours after myeiogram

+ Obtam visiors’ conoeranon m ReeDINg IhS DAONE QUIRT AN 1N NEAT L PSSINON espataily in hrst
law nours.

+ Encourage oral Huas Drel as 1owrateq

. QL YQMNg_CCCUrs. 00 Nt use phenothiazing antinauseants. Persisient nausea ang
vomitng witt rasuit in genyoranon. Theratore. prompt cons.geration of repacement by nirave-
NOUS Nlukds 1$ recommencea

Alternative Postprocedure Method
* Racent gvidence wim NONWONKC. water-soluni@ Conlrast megia Suggests thal maintamng the
Patient pOSIMye10Gra0Ny in 4n LBAIGNT POSINON (vi.3 wNPEICNAIr OF AMDUIAboN May heto mimmize
3dverse eftects The upngNt posmon may heip to O#iay Upward disperson of the meawm andio
1he spinai

Y contrast (see DOSAGE AND

HOW SUPPLIED
OMNIPAQUE 180

Vials of 10 mL, 180 mgtmL. boxes of 10 (NDC 0024-141 1100
Vials of 20 mL, 180 mgi mL. bozes ot 10 (NDC 0024-1411-20)

OMNIPAQUE 210

Viais of 15 mL. 210 mgLmL. boses of 10 NDC 0024-1402.18)

OMNIPAQUE 240

Vials of 10 mL. 240 mglmL. tores of 10.NDC 0024.1312.10)

Vials ot 20 mL 240 mgl mL. boves of 10 (NDC 0024-1412.20)

OMNIPAQUE 300

Vials of 10 mL. 300 mgi ML boes of 10 .NOC 0024-1813.10s

MYELO KIT* contaming Cne 13 ML sterg vt Of UMNIPAQUE 180 190 =gt mi n REDI UNIT
and one stenie myelogtam iray Dotes o1 5 NDC JOJ4 141505,
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OMNIPAQUE INJECTION (OMEXOL!

MYELO-K!T contaming One 20 mu stema vial of OMNIPAQUE 180 180 mgi mL. :n REDI-UNIT. and
one sterne myelogram ay boxes of & NI £024-1415 CB)

MYELO-KIT conmtaming One 10 ML stec.e viai 07 OMNIPAQUE 240 240 mgumt. 1 REDI-UNIT ang
ona stenie myeiogram lray, Doxes &t 5 NDC 2024-1416-05)

AEDI-UNIT contaming One steris D ML ral of OMNIPAQUE 180, 180 mgtmL. Doxes of 5
iNDC 0024-1411-07)

REDI-UNIT contawung One stete 20 mL vial ot OMNIPAQUE 180. 180 mgi'mL. Doxes ot 5
INDC 0024-1411.08)

REDIUNIT contaimng One sierre 10 mL viai of OMNIPAQUE 240 240 mgimL. boxes ol §
(NDC 0024-1412-07)

Storage: Protect viais of OMNIPAQUE *om strong aaysght and QIrect $100sure to sunignt. Do not
treeze Store at$9- F 1086 F .15 C1030°C,

SECTION 11
CLINICAL PHARMACOLOGY——Intravascular

Foliowing intravascuiar inect.on onexol i§ cistributeq in the extraceiniar tuid companment and 15
excraled UNCNanged Dy GIOMeruar 1ranon it will opacity those vesses in ine path of flow of the
contrast maarum D8 g tion Of the nIemai siructures unti sigriticant
nemoaiution OCCUtS

Approximaialy 30% of move of he 1N1ECIOd COSE 1§ SXCTAIRT wiltin (NG st 24 hours. with Ine peak.
LnnE Concentralons OCCUIING 10 t~e ISt hour after aMInIStraton Plasma ang unine 1ohexot levels
Inoate tnal the 1ohex0! body C1earance i cue DrMany 1o renai Ciearance An mcrease in iné gose
from 500 mgl-kg 1o 1500 Mgl kg coes not s.gnincantly aiter the cisarance ot :he orug  Tha followng
pharmacokinec vaiues wers coserved foiowing e of whaxol
500 mgl.ag 10 1500 Mgl kg) 10 16 J0UM NUMAN SLDECIS: renai crearance— 120 (B6-162) mL min: 1otal
body clearance— 131 198-165) mL M. ang volume of aisInDulion=—165 (108-219) miLkg

Renai accumuialon (s sufiCiently racid hat me penod of Mmanmal opactcanon of the renal
passages May begin as early a8 1 minuie afer IMTavenous ecton Urograms DECOMe apparent in
apoul 1 19 3 Minutes with opuMAl CONTTast ooournng Datween 5 10 15 MNUES. in NEDNTODAMIC
Conaitons. paricularly whan excretory Canacty has been ailersd. the rate of excrebon may vary
UNDreaKCTasly, ana opacihcanon may D8 oewved after Iniectian. Severs ranal impairment may resull
in 2 1aCx Of CIAgNOSTIC OPAGIHCATION Of M@ COlECLNg Sysiam and. gepenaing on the deqres of renal
|mpairment. DroloNgea DIASMA3 1OEXOl ievers May be antcipated in Mese panents. as weil as in
iMants with smmature kidnays ne rours at gxcrenon through e gaitbladder and nto the small
inNtgsuna may INCTease.

jonexoi aisplays a 1ow athruty for serum of olasma protems and 15 pOOry DOUN 10 serum albumin

o oceurs.

No s:g Q@00

OMNIPAQUE probably crosses ine placenta: barmer 10 humans Ov HIMPiY AiMUSION It 1S NOL KNOWN
10 what extent 1ONex0! 15 excreted in ruman ik

Anmat sludies iInqiCcate thal :onexot GOes N0t Cross an IATACt DIOOG-Drain Darnet 10 any sigmihicant
extent icliowing intravascular agmimstration

OMNIPAQUE enhances ccmouted 1emagrachic iImaging heougn augmentation of radiographic et
firency The degree Of 0Nty ennanceTent is drectiv related 1o Ihe oqIne CONtent I an agmini-

stered dose. peax 10dINE DIOOA ievers OCTu! foligwing rapxl imection. Biood
lavels 12 rapioly warin 5 to 10 unutes and e vascuar nail-nutg § 20
minutes. This can De acCounted fof Dy INE CHLLON 1N e vasCular and extravascuiar uid compart-
ments which Causes an «ilial SNarp fax 10 pIaSMa cof win the

compartments 15 reacheg n anout ‘en Mminuies therearter. he tall becomes @xponentiai

Tha Onarmacownalics Of 1oNexol m DEIN NOFMAl ana aDNOTMal ISSus Nave Deen Shown {0 be
vanabie® Contrast enhancement appears 10 o greatest anet bows {18
seconas 1 120 s8canas). Thus. reaiest ennancement may be detected Ov a seres of conseculve
r40-10-INre@ second scans pertormaa wirin 30 1© 90 seconds after mnjechon «e. Gynamc comouled
1omograpnic imaging:. Utihzation of a Coruruous scanmng recnmique 1@ dynamic CT scanmng) may
{mprove ennancement ang G:agnoSHC asseSSMent of tUmor and omer (esiOns SUCN as aoscess
occasionally reveaiing UNSUSDRCIEQ Of TOTE ext@nswve cisease For exampie. a Cyst may be
arsunguished trom a vascularzed $oud tesion whnen of and scans are N
the NONDBrUSEa Mass SNOWS uncnanged x-fay apsorotion (CT number) A vascuianzed lesion s
characterized by an increase in C7 numper i the lew minutes atter a bolus Of ntravascuiadr Contrast
agent; it may De margnant, bemgn. or noprmas issue. but woukl DIODaDly Not be a Cyst. hematoma. or
other nonvasculas @SN

Because unenhanced scanning may orovide n the
patrent. the gecision 10 empioy cantrast ennancement. whicn may be assoCales wih nsk and
iNCreaseq radialion axposure. $hOu] De Dased LUoon a careful evaiuabon Ot clinical athers 1agiolog:-
cal. ana unennancaa CT finaings.

CT SCANNING OF THE HEAD

[N CONtrast ennancad COMOULEd TOMOGrasnic "ead imaging. OMNIPAQUE does not accumutate
norMal Drain tssue 0ug 10 the prasence of the normal DIOOd-brain parrer The ncrease n x-ray
aDSOrDIION In NGMA! bram s due 10 the Dresence of CoNtrast agant within (N Diood Poo) A preak 1n
he Di0OG-Drain barrer SUCh aS OCCUFS N M2IGNANT IUMOTS of the prain aliows for the accumulation of
ZONirast mecium wiin the mierstlial Tssue of the WMOF. Adiacent normat Drasn tssue does not

contan the contrast medium -

contrast n tssue freg y occurs afer peak DI0OG 10CINe levais are
reached. A deiay 1 Maxmum CONMFast enhancement can occur, Didgnostc contrast enhanced
images of the drain have 1 nour ahar DoiUS This deiay

Suggests that radiographic contrast ennancement s al 163st 1 part depencent on the accumulation
of 10GING COMBNING MECIM wilTw! T leson aNG OUISKIE ha DICOT DOOS, Hhough the mechamsm by
which this occurs 15 not ciear. The of losions. such as

ang 18 probadly on the waine content of the

cucuiating biood pool.

[n patents whee the DI0O-Dran DAree 1S known oF suspected 10 be disrupted. the use of any
racvograpniC CONrast medium must be assessed on an naMCUal NSK 10 benelt basis. However.
Compared 16 10N MEdia. NONOMG Media are eSS 10XiC 10 N8 CENI3) Nervous Sysiem.

CT SCANNING OF THE BODY

In contraslt enhanced computad tomograpnic body MGG (nonneural Ssue). OMNIPAQUE
oiftuses rapidly from the vascuiar ino he eXavasCular SDACE. INCTease 1N X-1ay aDSOIPLON 15 reated
10 Diood fow. concentraton of me contrast medwm. and extracton of the contrast mecwum by
INterSiTial ISSUE Of IUMOTS SINCE N0 DEMEr SXISS. Cantrast ennancament 1$ Thus due 10 the relative
aitterences n axlravascuiar affusion Derween normal and abnormal tissue, quite ditterent from that

in the bramn
INDICATIONS AND USAGE,
GENERAL—Intravascuiar

OMNIPAQUE 350 15 inaicated «n aquits for angrocarciograhy (venincuiography, seiective coro-
nary anenograpny!. a0Mograony INCIUGING stuces of the AGILC 001, 30MiC 2(Ch, 33Cenaing 3orta.
apeomminal aona and s prancnes. CONMas ennancement tor compuied 1oMographic heaq and ooy

imaging. gal i Q of he nead necn. abdomINal, renal and
perpreral vessels DErpnerar drleno(raphy. and eacreiory urography.
GMNIPAQUE 350 .5 1+-Ca18a in Tragren 107 ang y ar-

ferngraphy. and venograpny si.aies of ne cauateral anenes and aoMography, nCluaing the aortic
100! AOFIC arch. ascenaing anc descenaing 30Ma)
OMNIPAGUE 300 15 1nacated 0 30uils ‘ot aortograpny nciuding swdes of the agmic arch.

aDaomMminal aona and iIs brancres coniast tor computed head and body
)maging. ceredral o } ang excretory ufography.
OMNIPAQUE 300 1§ inaicated i Craran far ang: ventricuiog X y uro-

graphy and CONIrast anhancement fof COMOULEQ 10MOGraphic head \Maging

OMNIPAQUE 240 15 ingwcated 1n 20ylts 1or contrast enhancement tor computed tomographic head
imagqing and Qg apny qraony)

OMNIPAQUE 14015 0’80 (0 20uits 'of Intra-anenai digital SuDIFACHIoN angiography of the head.
neck. abdominal renal ang DaVOherdl »essels

OMNIPAQUE 240 15 ina«cated n ciwioren for contrast tor

s CONTRAINDICATIONS

OMNIPAQUE should 1ot be aamn-sigred 10 0anants wih a known nypersensivity to whexol

WARNINGS—General

NOMONIC OAINATEG COMTAST MeCia IPMEH BIOOd COAQUIALON «n vIIFD 185S than IDMC Contrast media
Clofling has Deen raported afen DGO *emains in CONtACt will SyriNges Conlaing NONIONC contrast
mecia

Sengus 1irely 1213l RTOMDORMDC K mve OIS { Kising MyOCardial intarct on and sirone have Deen
(APOMEQ OUNNG ANGIUG!SBT< DIOCETuEs & IR Tyl Cra 1A FGMIDMIC CONMrAst MRaId Tharetory
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OMNIPAQUE INJECTION (1OHEXOL)

5 Y Ourng ang ora-
COOUrES. 10 MHWTHZE NMOMDOEMBOIC Bvents. NuMBIOUS 'actors -NOIOING @ngIn ol procedure.
Caimetar and synnGe Matend: uNOeryNg disease SI31e. aNA CONCOMIANT MACICIHONS may COMNDIS
10 the development of ~romBORMBOW evants. FOr INese reaSONS. MeCLIOUS ANQIOgradhic tech
MQUES are FECOMMENE .ACILAING CIOS8 aNeNHoN 10 ang Caineter use of
Manioud Sysiems ana or inree-way SIODCOCKS. rEQUENT CAINGIS NUSNG with ReDAnMZEd Saine
Soltions ang mnim2ing t~e iengih of the DroCe0ue The use of DIAshC syrnges i place of gass
Syrhges has been 1e0cneq 10 0801835 bUL NGt KIMINaLE the eHNOOD Of #1 wifr) Crottmg
OMNIPAQUE SPOui0 DE S0 WIth exireme Care in Galwnts wiln severs tunctionai Gisturbances ot
The Lver and RiIdNeYS. Severe INyrot0xCoss. oF My@oMaloss. Diabetics wim a SHUM CreatnIng vt
apove 3 modL Should "0l DR SIAMINE] UMeSS the DOSSION Denehts of the exammanon Cieany
outweh the aadinonas s CMNIPACUE 18 not recommenand for use in patients wrih anunia.
Raowoaque contrast agenis are DOlentiaily haZaraous i Datents wih muiipie MYy@OMa Of oI
paraprolenemia. DAMICUAry ‘0 NOSE Wi MMeraDsuNCally (@3iSiant anuna Although nevher the
Conirast agent nar denyora:on Nas SE0Aratery HIOVEN 10 DS INK CausE Of anuna in myeloma. 1 has
baen specuidtec thal ine CoMOINANON Of DON May Da Causatve factors. The nsk in mysiomaious.
Datents 1s ot a CONrainOCa10N NOwdvar. SPECial DIACALNONS are necessary Partal defyoranhon
e Dreoaranon of these Dat.ants DNIOT 10 NIECHION 1§ NI FECOMMENARd SINCE This May DreCis00se e
palent lo precioialion of ine Myeloma Protein in tne renal tubules No form of tnerapy ncwng
Gidly$:s. Nas beaNn SUCCESSILL 1 reversing INe effect MyeioMa which OCCurs MOsT commonty n
persans over age 40. shouk be detore 9 of contrast
s,

lome contrast mecia. when injected ntravenously or nira-artenally. may promote sickiing i g
widuais who are homozyQous 1oF Sicrie CeH Trs@ase.

Agministranon of (ac'COaGUe MATENAIS 10 DaLIBNTS KNOWN of SUSDECIed of having pheochromocy-
1ama sShould DA Dertormed with exiramae caution. . in the 0pmon of the Dhys:Cran, the possoie
benetns of such ouEgn the nsks. the may e 3
Nowever the amount of raCIODaGLE MECIUM INACtEd SHOUK) DS kedI 10 an ansowle mmum The
patents biood pressure snoud be g he and for the
fraatment of hyperensive crsis snouid pe readily avasable

Reports of thyroid s10rm 1oiawing the use of wOINALEd, 107G rACODAqUE Contrast med:a i panems
with of with an y 9 1T« nodure SuQgest thal this 3oditonal
NSk De avAlualed in Such Dabents belore use Of any Contrast megwm

LUrograony Should b Derormea with Caufion in DaneNts wilh seversty impaned renai tunction ana
Palients with comomed renai ana hepaic dissase

PRECAUTIONS—General

Dragnosic pracedures wnwch ivoive the use of FAJIODAGUE TIAQNOSIIC Agents Should De Carmed out
under the dIeCTIoN of ersonnel with ne Drerequisite TaiNing and with & NOrOUGH Knowiecge of tne

pamcuiar 10 be faciuties 70U be avanabie for coping with any
of the as weii as tor ©f severs reactions 1o the contrast
Agent riseit. After parentera: ofa ang emer-

agent.
gency faciines shouid oe avarabie for al isast 30 16 60 Minutes since S€vere Oelayed reactons have
occurred isee ADVERSE AZACTIONS: Intravascuar—General)

P Y 5 gangef ang may 10 acuts Tenat lauure i patents with
advanced vascuiar (isedse. G:aDBNC Palients. and in SUSCEONDIE NANCIADANC Datients (ohen eioeny
wifft Dre@uiSiing renal arsease . (MMANts and SMail Chiudren. Dny0ralion « these panents seems, o 0e
ennanced Dy the oSMONC Cwrelc action of viograpnic agents It -§ beweved that overnigit fud

PrIOf 10 £xCretory wirogradny generaily Goes NGl Drowice DETSr vISLANZALON wn NOMMAl
pauents. Patents snoua De wer NYaraied ono! 1o ana loliowing aomimstranon of any conmrast
megwum. inchuding iohexol

Acute renat fadure has Seen reponed m abetic paveNts with diacenc neonropathy ang in
SuSCeOtDIe NoNMabEnC Datents .often Bioerly with Dreexisung renal ciseasal foitowing excreiory
urograpny. Theretore. caretui consioeraton of the potential nsks shouid be given betore pertorming
TS r3010Gra0NIC GrOCedure  hese patens .

Immediately faliowing surgery. excrelory urograpfy SNOVK be used with Caulion in renal transpiant
reCIDENS.

The possibiity of a reacton \nCiucing senous, i 'g. fatal, or
Cular reactions shousd aiways de consiiared (ses ADVERSE AEACTIONS intravascular—Generai,
R8s of utmost imbarance tmat a course of acton be carefully plannea n advanca 1o immeaeate
freatment of sericus reactions. and that adequats and ADPIOpNIAte DersONNel De readily avaiabie in
case of any reaction

The

ot an reaction in Panents snouid aiways be consweres
(sae ADVERSED REACTIONS G I). The inctudes, butis
not hmited (0, patents with a Mstory of a previous reaction o contrast Mesia. patents with a krown
Sensitivity 10 :0cine per s8. anG DAENLS WIth 2 XNOWN ChNical NyDersensimity” bronchial asihma, hay
fever, ana food aiergues.

The of severe 7€aChons has e use of several oretestng
MRIhGaS. Howaver. Sretesing Cannol be reled LDON 10 Drecict Severe 1eachons ana may dseit be
hazaroous for tha patient. 15 Suggestec that a INOfOUGN Medical history with emphasis on atergy ang
hypersansitwity. prior ta the inwecton of any contrast Media. may be More accurate than oretesting n
Preckiing potential adverse reactons.

A posiive history of aiergres of hypersensitivity does not AN LONTBNGICATS the use of a
contrast agent whera a diagnoSic procecurs 1s hOUGNT SSSential.but Cauon should be exercrsed
isee ADVERSE REACTIONS. Seneral). P ittt or com-
COSIBroWs (0 VoK Of MINKTIZE DOSSibIe AMErGC 1OITIONS M SUCH DAIMMS Shoukt be CONS:0erad and
aominsiered using separaie synnges. Fecent repors indicale that uCh pretreatment doas not
pravent sencus ie-threaterng reachons. but May reduca both thewr ncoence ang seventy.

Even though the osmalasty of OMNIPAQUE i3 low to or Dased
10NIC agents of comparabie 10N CONCANIANON, Ihe POENNa! ITaNsHOry INCTaass i the crouia,
OSmOonc 10ad M PAleNS with Congestve heart fadure requires Cauten gunng wwechon These patients
mmmoummoummmwmmmomumnammwm
gisturbances.

General anesthesia mymmwmmmmmdmmumnbdﬂaduﬂ
aNsNis: Nowevar. a highar :noxaence of adverse reacions has been repored i these patients. and

May De attnbutadie 10 1he nabeity of the panent 1o dentity . Of 10 the
eltect of anesthesia which can requce cartiac OuIput ang INCrease the duraton of expasure 1o the
contrast agent.

Angiography Shouis De avowied wnenever poss:ble n palients wih homocysinura, because of the
sk of ingueing thrombosis ang empousm.

In angiographic procedures. he of 9 plaque: ar g the
vessel wail shouid be borne 'a ming dunng ihe catheter manipulations and CoNlrast medum MHOCHon,
Test injactions 1o ensure proder catheter piacement are recommenged

Setactive coronary ANSI0Graony snoukd be performed onty In those Davents iy whom the expected
benetts outwesgh ine potentiat sk The mnerent rsks Ot angiocaraiography i Dalenis with chrome
puimonary emphysema must De wegned against the y tor - RLTY

When OMNIPAQUE s ta be mecied USing plastic 01SpOSADIE SYNNges. 1ne contrast medium shouid
De arawn info the Syringe ana used mmediaiely

"

s useo Care shouid be Lanen 10 prevent residual contam-
N3L0N wilh traces of Cleansing agenis
] shouid be visuaity tor fnatter and
pnor to . i pa Matter or % present, do not use,

Information for Patients

Patients receving inieciabw 1ac.00aque 01agnostic agenis should be ‘nstructed to

t inform your ohysician it vey are oreqgrant 1see CLINICAL PHAHMACOLOGV—’nlravasculan

2. Intarm your physSiCian * yau are c:abete or i you have muitipig mysoma sheachromocyloma,
homozygous sicxig ced O'sease of knawn thyrod disorder isee WARNINGS)

3. intorm yout pRysician  you are ahergiC 10 any drugs. f00d. or i you hag any FRACHONS 1O previcus
nections of dyes used ‘of x-tay Procedures isee PRECAUTIONS—GENEAAL)

4 Inform your pRysiCian a00ul ANy Olner MEAICALONS you are currently 1aking, inctuding non-
prescriptan arugs, Detore You are agministered this arug.

Drug/Laboratory Test interaction
1f 'odina-containing rsotopes are 10 08 aoministered for the chagnos:s of Ihyrout disease, ihe iadine-
bnaing capacity of ihyrod Lssue may be reducea 1or up to 2 WEEKS aNer Contrast Medum agmirvsita-

[hyroxing assays. are not arected
Many radiopaque Contrast agents are iNCOMDALDIE In VItTD with sorme antnislamines ana many
other drugs, therefore. no cines oharmaceulcals shoukd De SKHTHX8 with Conirast agents.

Carcinogenesis, Mutagenesis, Impairment of Fertility

NO JONG-1erm arimai SIuC.es have been performed 10 wvaiuats carcinogenc pulental mutageny.
5is. of wnether QMNIPACUE can aftect tertity m men or women
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OMNIPAQUE INJECTION (IOMEXOL)
Pregnancy Category 8

Reproduction siuaies have been performeq .n rats and fabbiIs with up to 100 bmes ihe recom-
menaed human 0osa NO #vience of \MDared leniuty Or NN 10 1he feTus has Deen cemonsirated
e 10 OMNIPAQUE Thers are nowaver no SO/es i Dragnant women Because animal reproouc:
TON SIS 2re NO! 2iways DFECiCTive Of huMan IESDONSE. IS Grug Showd D USEd GUAHNG DrIgRancy
only i Clgany newces.

Nursing Mothers

115 NI KAOWN 10 WHAL EXIENT ONOXO! 1S #XCTEIOC 1 huMaN Milk HOWBVEr Many iINMeCIanie CONrast
agents are axcreted unNCNangas i human muk ARMOugh it has nol been estabished Mat senous
20verse reactions OCCur N NUISING NIANTS. CALION SNOLKI DB BXE/CISEC WNEN INTAVASCIIAF CONrast
Metha ar8 aAMiNISIered 10 NUISING women BOMe teecings May ba substtuted 1or Draast leecings o
24 hours toflowing aarmimisiranan of OMNIPAQUE

Pediatric Use

Peciatnic panents at gher sk of BXDENENCING adverse events Juning CONMEas! MBCILM aMinrstra-
1on May NCiude INOSE NIviNg ASMMA. 3 SENSIMIY 10 MECICAION aNc/or alkrgens. Congestive heart
taiiure. a sarum creatiine greater than 1 5 mg.OL Of NOSe iess tRan 12 MoNins of age

ADVERSE REACTIONS: intravascular—General

\OvVerse reactions toliowng ihe use of OMNIPAOUE 140. OMNIPAQUE 240. OMNIPAQUE 300,
am OMNIPAQUE 350 y Ot mag seve er. SENOUS. Hte-Threaterung ang
fata reactions. mosty of GN)WIIDJW OoNgIt have DEEN ASSOCIAIEC with e admwusiraton of
OQINE-CONTAINING SONrast Meaia, neang OMNIPAQUE. The mmm of contrast media 15 fre-
quently 3SOCIAIe0 with [he SeNSaHON Of warmth anc pain. : pan
AN WarMIn are WSS IrequUNt and ess severe with OMNIPAQUE mln with many CONIras: maca.

System: nciuemg PVYCs ang PACS (2%). angmaschest oam (1%). and
Nypolensson (0.7%). Others inCluting cardiac 'aiure. aSysiole. Dradycaroa, tachycardia. and vasova.
Gl rAICTION wre reconed with an indwviiual NCence of .3% or less. In controied chrcat mals
#vDIving 1485 pantents. one tataiity OCCUTEO. A CAUSS and S1tECE relanonship Detwaen 1his death and
-oNexol Nas ot been estabhsned

Narvous System: Vertigo Q dizziness ang 10.5%1. Dam (3%}, vimon ab-
Normatbes UNCuting Blurred vision and photomas) \2'.) heaaache (2%), and (2518 DErVersion (1%,
Others including anxrety. fever. motor and speecn somno:

‘ence. S neck. hermiparesis. syncope. sfverng transient 'SCheMIC anack, Carenral narcton. and
7wSlagmus were reponed wilh an ndmduar ncdance of 0.3% or jess

Resowratory Systern: Dyspnea. minitis. SOUGNING. anda 1arynQiis. with an ngividual ncidence of
2.2% or less.

Gasrromtestingl Sysrem: Nausea (2%) and vomtng (0.7%). Others mciuging ciarrhea. dysoepsia.
oramp. and dry mouth were reported with an indwviauai incicence of iess than 0.1%

S« and Appendages Urticana :0.3%. butdura «J 1%a). abscess (0 1%e: 3nd prunitus 0 1%)

Inciicial adverse reactions which 0CCurred 10 3 SIGNICaNtly greater exient 1or a specihc Trocedure
are 1S190 under that mdcaton

Pediatrics

n controfed chirical tnals involving 391 paterts for DEAAINC ANGIOCAIMIOGIADNY. LIOGraphy. and
COnrast enhanced COMDUNEd tOMOGrapNIC head -Maging. adverse reactions :olowing tna use of
CMNIPAQUE 240. OMNIPAQUE 300. ana OMNIPAGUE 350 were generaiy iess trequent man witn
aouts

Systam: uiat 5% 2.1 hean biock 10.5%). hypertension
10.3%). ana anemia «0.3%)
Nervous System. Pain (3 8%). fever :0 5% 1aste adnormality (0.5%). and convunsion (0.
Resowatory System Congestion (0.3%i and apriea (3 3%}
Gasiromniesnnal Sysiem: Nausea 11%). nypogycemia (0 3%). and vomaing 12%)
Swin ana Appenaages. Rash 10.3%!

General Adverse Reactions to Contrast Media

PhySiCIans SNOUIE rémain aiert 101 the OCCUMeNCE Of FCverse SHECts in ACAINON 10 hase BISCUSSed
apove.
The toliowing reactions have baen reponed ater agminsitalon of gther inravascuiar 10atnated

CONMrast Madia. and rarery with ohexol aue 1o : ana

vam cramp and olowiIng njecton. Cargio-
VaSCLIar rBACONS (A1Q CASES Of Cardiac arrhythmaas, retiex AChycarcha. Chest bam. Cyanosis. hyper-
tension. ShOCK, and CIfQRC 2TESL A#Nal reactons. occa-

SOnady. transient Dmlo-nuna and rarety, osguna Or ANUNA. ASSrgIc reacnons: asinmanc atiacks,
Nasai and CONUNCIIVAl SYMBIOMS. GEIMAl (EACIONS SUCT a5 LIICANE With OF WNOUL DrUNIUS. a3 wall
s DIEOMOrDNC rashes. sneezng and ana. rarely, 22 Rare tatauves
due t0 trus or Swgns ang 28 the respwatory sysiem.
umonary or laryngeal sdema. bronChospasm. QysSONea: oF 10 N NEIVOUS SYSIeM. resnessness.
TemOrs. Convulsions. Other raactions. flusting. paun, Wanmih, metailic tasts. nausea.
anuery. paior,
tacia cramps. N o Rarely.
by “oksm” 4mvawmsmng)mumw
appears two days after @xposure and subsides by the sixth day

N GENEral. I rEACTIONS Wit a7 kNOwn 10 GOCUr LUPON Darerteral admmstraton of odinated
contrast agents are POSSibIe With any NOMNIOMC 208NT. ADDroximalely 95 percent of adverse reactions

accompanymg the use of water-sokuible WTavascularty acmmastered contras! agents are mdd 10
MOORIa1E th GEGTes. HOWeVE!. Severe. kia-thraaiening anaphyidciond (@aCHoNs, Mastly of cartiovas-
cuiar ongin, have occurred. Reported incdences of geath range from 6.6 per 1 muon {0.00066
percent) 10 1 1n 10.000 (0.01 oovoom) MOST Geaihs OCCUr during NECtioN of S 10 10 minuies later; the
man G Card: i5ease as e ma:n aggravating tactor. isolated
r9DOMS 0! NYPOteNsive oollaosa ana shock are tound in iha iteraturs. The mowence of Shock 18
esumaied 10 be 1 out of 20,000 (0.005 percent; pabents.

Adverse reactions 10 injectable contrast meau fail NS two CA18QONES: CHMOTOXIC reaCtions and
IOSYNCTANG 19actons. =

c result from e of the conirast media, the dose.
and speea of injechion Al hemodynamic diIStUrDances and funes 10 OrGans Of vessals pertused by
NG CONrASE MecIuM 21@ INCILOEO I TS CaGOTY.

IGIoSYNCranc reactions nclude al other rsachons  They occur more traguently m patents 20 to 40
Fears ot 1di0SyNCralic rfeachions may of May not de cepeancent on the amoum of dose myected. the
<peed of mection. and the reactons are 1O MINOF,
ntermadiale. and severe The minor reacions are sed-imied ang of SPOM Quraton. Ine severs
reactrons are hle-inreatenng and lTeatment 1s urgent and manaaiory

The reponied nCrdence of adverse reactons 10 CONMrast Meaia in DalieMs with a mistory of anergy
are twice thal of the general Dopuiation. Patients wih a NiSIONY Of DIBVIOUS r@actons 10 a Contrast
Tieq:IuM are three 1Mes More Suscetdie than ofher Datirents HOwever, Sensitivity 10 CoNNTast meaia
does nol a0Dear 10 INCIEase with repealed examinations

Mosi agverse reachons to ineciadie contrast meda agpear within 1 10 3 munutes alter the start of
mecton but aiayed reactons mav ocCur.

Reqargiess of the canirast agent . the overail of serous adverse
"@aCctons 15 MGNer with aNGIOCarciography nan with alner procedures Cargiac decompansation
Senous a"hylm'ﬂs anging pecions. Df MyOCAroial iSChemia of INarchon may ocCur Cunng ang:ocar-

and left g ano occur
‘@ss requantly with OMNIPAOUE man with ang SO0UM yachion.

OVERDOSAGE

Ovemsaqo may occur. The adverse eMects of overdosage are ie-thiealsning and aftect mamly
systams The INCUGE0" Cyanos:s. DIaCyCarcia. acido-
m DUIMONATy NEMOINEGE. CONVIASIONS, COMa, 2N Cardiac artest Traatment of an overdosage 3
Qrecteq toward 1he SUDODM Of all vilal IUNCIIONS ang Promot MSNtUlioN G SYMPIOMANG theraoy
The niravenous LD, ; vaiues of OMNIPAQUE un grams ot 100ne per kilogram body wesgnt) arg 24 2
in mice and 15.0 n rats

DOSAGE AND ADMINISTRATION — General

As with alt radiopaque contrast agenis. the iowesi doss of OMNIPAQUE necessary to oblan
a0equate Vvisuaiizaion snould be used A lowst Gose mdy reguce the pOSsDaly Of an adverse
reacton Most procegures 0o not require use of eiher Ine Maumum volume or the nighest
concentration of OMNIPAQUE The of youme and of OMNIPAQUE o
2@ ySed ShOUIG De carefuliy INAWIduanZen ACCOUNT.NG 10f LA 107 Such as 308 hody we.gnt Siza of ine.
«ASSer AT DR 1218 OF DIOOT HOW Wihurl (e vessar OfFer ! 1CI0r% SUCN dS ANCIDAIBd BAINGIOaY
cegree Jn0 exient of gRaCICANON (EQUHEd S LLiu e S) Gf 74 10 DO PXAMINA] Jisedse LFOCRSSPS
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QMNIPAQUE INJECTION (1OREXQOL)

atfecting the pauent. and angt 1o be shouid o

Sterse technque Must De used 1N 3 vasCullr WeChoNs MVohing contrast metha

Witharawal of CONTast 30ents ITOM eV CONaNErs SNOUID DE ACCOMDUSRE UNT8r S80NC SN
ons with TeN1E EQUIOMENT Sterie tICHIGUES MUS! DE UIAd with any Nvasve procedure

" 1S USed. Care Shouid DO Taken 1O Dravent (#3:0udl COam-
nahon wih ACES Of CIEaNNg 2geMms.

n may be desirable that SOILNONS of FACODBGLE HIQNOSAC agents D USEC 3t DOdy temoNature

Parentaral products shoulkd be wvisuaily for matter and pror 10

soluton ang permit. Sounons ot OMNIPAQUE should be used

iy It Clear and witin he NOTMAl COINESS 10 Rale YRIOW raNnga. If DAMCLIA MATN OF dacoioration
1S present. 8o nol use.

INDIVIDUAL INDICATIONS AND USAGE

ANGIOCARDIOGRAPHY
Pharmacology—Hemodynamic Changes

OMNIPAQUE 350 at a concentrancn of 350 mgLMmL (S iNWCated 1n QRS 10 ANGUICAITKQraphy
(venincuioganny, 30MC 1001 INHICTIONS, ANG SSHCTIvE COFDNAry aNeNnography).

OMNIPAQUE 350 at a concentration of 350 mgi mi 1s O:C216d 1 Chikiren for angioCardioQraphy
. put y ang and stuows of the Collaleval aNeNes)

OMNIPAQUE 300 at a concentrabon of 300 MGUML 1S NGICATEd 1n CIAINen 1O anQICCArgIOgranny
{veninculography).

After both ventncular and Corgnary KeCHon. G6CTEASES 1N SYSIORC DARSILI® were lss Dronounced
and 1eturnea 10 Dasehnae vawes earmer with OMNIPAGUE 350 than wnt datnzoals megiumne and
Gatnzoate SOALM MHECHON

OMNIPAQUE 350 produced less O-T interval prolongation Tian sesn wih Giatnzoate megumng
and C1atNZoate SoduMm MECHoN

In chikdren. ansr IMechon of all sies, dut pai tonowing ang y antery
IMECTIONS. JeCTEASES 1n DOM SySIOKC ana diastohc pressure were 938 pro-
nounced with OMNIPAGUE 350 than win -l ana SOCum yactian. n

Q of e A-R nterval than seen wih

chilgren. OMNIPAQUE 350 loss
gl ang SO0 {MECHoN.
#t repeal 1MeCDONS are mace 0 on, ail these Changes are biusly to be mors
pronounced.

i 1ADW) SuCCessIoNn.
(Ses DOSAGE AND AOMINISTRATION.}
Precautions

Dunng admimstranon of targe dosas of OMNIPAQUE 350, conbnuous montonng of vital signs 1$
desirabie. Caution i$ aovised In the 3GMINSITALON Of I3GE VOILMES 10 DANENTS wiih INCient Neart
taure becauses af the of gy g he conaton, Hy Shoulo be
£OMectad promptly SinCe It May HIILCE SENOUS AftnytmIas.

Special care ragarmng 00sage Should De otserved  patents wan nght ventncuiar talure.
SuimOnary hyDanension. Of STENQNC DIMONAry VASCular Heds because of I Nemodyna
Wwhich may 6CCUr aftef Mection 1mta Ihe NGRT neart outtiow tract. See PRECAUTIONS—GENERAL }

Pegratnc patients at mgher NSk Of EXDENANCING A0VErSS events cunng CONASt MaM aoministra-
1on May inciude NOse having asthma. a sensmwity to MECRCALON NG O JLFQENS. CONGRSIvE NOAN
tailure. a serum Creatimine greater than 1.5 mg.al of those 833 Tan 12 months of age.

Adverse Reactions

Carhovascular System raactions «n aNgI0CaNography inckuoed anging (8%s), hypotension (2.5%),
bragycarcha (1 0%). and tachycardia (1 0%). (See ADVERSE REACTIONS Intravascuias—General.)
Dosage and Administration

The ndnviduat dose of voluma 1S determined by e SiZe of the structufe 10 08 wvisuabized. the
ree of ang vaivuiar WEQNT 15 3 MINGY CONMICHANON M
aduits, Dut MuSE DR Considered I intants and young Cnioren. The vowme of SaCH INGVIOUA M ection
is 3 More Mpofiant considieration than he fotal dosage usac Whaen large iNOrvoual vokimes are
adminrstares, as in Ventncuiogragny and aorograpny. L has been suggestad Inat several minutes be
permitied 10 slapse Detween @acn :mection io aliow for of DOSS:0I
diSILrDANCES.
Tha recommenced $ingHs 1Mmechon volume of OMNIPAQUE 350 for CIOQrADNC DIOCETUISS
1N 30U AN the TECOMMEenGed SINGH INECHION volumes of OMNIPAQUE 350 and OMNIPAQUE 300

tor angIographic Procedures in ChHiaren are as follows.

Ventriculography

Aduits Thousuammmmaum:wuwmm-wﬂmemmmLT'hu
may he repeated as necessary. When COMINed wih SeWcive COMONMY anencgraphy. e 10tal
acmimstered volsme should not exceed 250 mL (87 S gl

Pmma:YMusualw\qw-wmmolouNlPAQUEw-s 1.25 mL kg of Dody weght with
arange of 1.0 mikg to 1.5 miskg. For OMNIPAQUE 300 the usual :ngie iyection oose $ 1.75 ml/
kg with a range of 1.5 mLkg10 2.0 mLxg Whan muinDie ryeCbons are gven. the 1013l admumeatered
mmmomsquwmamwmmwwwmemawm.w
volume of 291 mt of OMNIPACUE 300

Selective Coronary Arteriography
The usi:al aduit volume for nght o 1t caronary a
imjaction.
Aortic Root and Arch Study When Used Alone
T‘housualmnummmvmrsSOmL,mm:wotzomno?!mL.
Puimonary Angiography
Pockancs: Tha usual SNgie 1yecton dose 13 1.0 mUkg of OMNIPAQUE 350,

Combined Angiocardiographic Procedures
Multipie Procedures

Amlw:TMwymevasmwwmummam
ragioQraphic Xananon of e panent.

Large dases of OMNIPAQUE 350 ware wei (olerated n angographe DIOCedures requinng Mmulbple
injections. .

The maximum tolal voume for muikpie procedures should not excred 250 mi. of 350 mgt/mL (87.5
g}
Pedhatncs: Visuahzanon of mulbpie vascular Sysiems 3nG 11061 OrGanS 18 LOSSIDIA dunng 2 SgHe
radiographic @xamination of the patien,

Tha maximum total tose lor Muitipie NECHIoN procedures Should POl §XCeNc S0mLkgupioatolal
volume ot 250 mL of OMNIPAQUE 350 or 6 0 mikg up 10 a totaé voiume of 291 mL of OMNIPAQUE
300

AORTOGRAPHY AND
SELECTIVE VISCERAL ARTERIOGRAPHY

OMNIPAQUE 300 at a concentration ot 300 mgi/mL. and OMNIPAQUE 350 at a concentration of
350 mgi/mL are ndicated in agults for use N 20110gra0Ny and sewciive visCeTal arienography
inciuding Studes of the 20MC arch ascenaing aona, ana abdomnal 20112 and 113 DIANCNES (CHHAC,
masenterc, renal henaic ang spienc anerias)

OMNIPAQUE 350 at a conceniraton of 350 mgi/mL 15 incicated m chicren for use i J0r0grapny
\nCiuding studres of e OMIC root. AOMC J1Ch. ascending and Jescencmng aona.

rtencgraphry s 5 mL {rangs 3 mi to 14 mL) per

Precautions
Unocer condrtions of siowed 30iC mere s an tor Qraphy to
cause muscle 5pasm O« Senous NChaong have 830
Deen r6poMed I palants with JOMONIC temocai anery or
sion. hy X spnal 3na IEchon of VASOIEISONS 10 NCIEASE CON-

1ast. In these Daenis the CONCENNALON, vOIUME. 3Nd NUMDEr O FEOBSE MMECKONS Of e MECWNM
should be Mamtained at 3 MMUM with JDHOPNALE (IErvals DeTwesn ectons. The poston of the
patient and cathete! ¢ snould be carefully momtored

Enwyo'aIarglmmcummmvmmumwmymu.mﬂnmmmsm
IDUMINGNA, hermatuna. and an eevaled CIAAINNE N u1ea MIT0gen. Rapd ana comoiels relum of
function usually folows. (See PRECAUTIONS—GENERAL )

Adverse Reactions
See ADVERSE REACTIONS intravascular—General and ADVERSE RAEACTIONS—ANGIO-
CARDIOGRAPHY
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OMNIPAQUE INJECTION (IOMEXOL)
D« andA

g
Aguirs” The usual adult volume as a $10gHe inection 's 50 ML 10 80 ML 1or the aona 30 my 19 60 mL
for major branches mciudmg ConacC AN0 Mesenienc dnenes. ana 5 ML 10 15 My, tor rena) antenes.
ma " InCWCalea Out ING 10131 volume Should Not exceed 291 ML
of OMNIPAQUE 300 or 250 mi of OMNIPAQUE 350 87 5 gI miy
Pegiaincs. The usual SINQIE NECTCN 0088 18 1 O L ag ot OMNIPAOUE 350 ano snous not eaceed
50 mLkg up 1o @ total volume of 250 mL of OMNIPACUE 350

CEREBRAL ARTERIOGRAPHY

OMNIPAQUE 300 ar 2 concantration of 300 TgLmL 1S dCaled v adulls for use n ceretral
anerography

The cegree of pan and tushing as the resuft of e use of OMNIPAQUE 300 in caretrat
anenography s less than (Nat seen with COMparatie wECHONS Of Many COMrast meaa

in Cerewral anenograony. DALeNts SNOUK b ADNIOMNALMY DXEDATed CONSISIEnt wilh axisting oF
SUSDECINC CISAse Slates.

Precautions
Cerabra shouid be with exlreme care with SDECIAl CIulon 1N eidarty
Datients. patients m poOr Chical CONGIION. A0VANCET 2rENOSCIAOSIS. Severe arsnal hypertension
recant cereprai or . ana carchac
SinCe the Conrast medium is given By Fagsd i~ecton. the Dalien! shouid be Monitored tor pOSSIDie
urtoward reactons. (See PRECAUTIONS—-GENERAL.}

Adverse Reactions
Caradral anenography with water-50iubi CoNtrast mecia has been associated with Temporary
NEUrOIOGK COMPHCAUIONS INCIUCHNG SMZLTES. CTOWS:NeSS. Iransient Dares:s. and Mid Cisturbances in
vISIOn such as photomas of 1-5econc ot wst dumm

Central nervous system reactons in uteo {15%),
(5 5%). and pan (4.5%). (See ADVERSE REACYIONS nmravucu-a/—uwat
Dosageand A
OMNIPAQUE 300 1s tor coreneat at the toHowing voILMEs. ComMmon

Caroha anery (6 ML 10 12 ML) intemal carotd anery .8 mL 10 10 ML), exiernal caraid artery (6 mi to
9 mi}. and verteoral anery (6 mL (0 10 mL).

CONTRAST ENHANCED COMPUTED TOMOGRAPHY
QOMNIPAQUE 240 at a concentrauon of 240 mgi miL. CMNIPAQUE 300 at a concentraton of 300
mgLmb ang OMNIPAQUE 350 at a concentratron of 350 mQLmL are maiCated i aduils for use in
comrast g Nead and body 1MAagINg by rap MECton of
nlusion fech
CMNIPAQUE 240 at a concentration of 240 mgl mL ang OMNIPAQUE 300 at a concentration of
300 MgUML are inicated in Chiaren 1ar uSe A7 3VENOUS CONTTASE @NNANCEd COMPLIEG 1OMOGIADNIC
Neaq 1Mmaging by rapxd BOWS HECon

CT SCANNING OF THE HEAD

CMNIPAQUE may be used o recenne maqnas:.c HeCsion i areas of ihe bran which may not

nave beern
Tumors
OMNIPAQUE may be useful 1 -m-sbgale e cresence angd extent of Cenan maigranrcies such
25 QUOMAS INCIKING MBLGNANt GHomas. 9 g ana gan-
Guomas. g 3 Dituitary ageno-
mas, - . ana iesons The of contrast en-
1or the ofine SOSCE anctin cases of low grm o mnuvauv.g»oma

has nof been demonsirated. In Cacheo @50NS, (Ners 1S 1ess
eraoy, uUMOrs My Show aecreased of no enharcement The coacmcamn o the ntenor vermis
fc:lowing contrast medid A0MIMSIALON N3s resuted n {aise-poSitive DIAGNOSIS N @ numper of
Otherwise normal studes.

Nonneoplastic Conditions

OMNIPAQUE may De benehcial in the mmage enhancement G NONNEODIASHC lesions. Ceredral
nfarchons of recent onset may be befter with contrast wrils some
MAICUONS and ODSCLA @O 1} CONTrAs! Mecium 1S used. The use of 1OMAed CONITast media rasuils in
ENNANCAMANt 1 300Ul 60 PETCENt 0f GArebral ITAMCTIONS STUKHd ITOM 0N 10 foUr WAeKS oM e ONset
of sympioms.

Sites ol active mieCon May aiso be enhanced foiwng CONMrast Medum ACMIMSITaton,

ang wiil ShOw CONIrast enhiancement. For these vascular

le50ns the 3 probably O Ine 10dine CONTeNt Of the CITCLIALNG BIooe PO
Hemaiomas and NITADAreNChyMal Diseders seI0OM Camonstrite contrast enhANCement. However.
N Cases of intrapar@nchymai Ciot. lor wiich there $ N0 0Dw:OUS ChinCal explanabion. contrast megia
CMENEIFABON May DE hediul in fulng oul the ot

CT SCANNING OF THE BODY
OMNIPAQUE may be usetul for imagas for cetecton and
Avaluanon of lesions in the iver, pancreas, lum-ys. 3012, MEGIASHNULT, DOV, abdormnal cavity,

and retropemoneal Space.
of with OMNIPAQUE may be of benell mn

Gagnoses of Cenain ieS0ns 1N NESe SeS wih greater aSILFANCE han 1S DOsSe with CT aione. in
Other cases. the contrast agent may aHow VISUBLZADON Of I8310NS N0t seen with CT alone (8. lumor
@X18N3I0N) OF May Neip 10 define SuSHICIous lsIons seen wiln unennanced CT (8. bancreanc cyst!
For informanon regaraing the use of ditule orat sws intravenous OMNIPAQUE in CT of the
abdomen. see INDIVIDUAL INDICATIONS AND USAGE—Oral Use.
Precautions
See PRECAUTICNS—Generai

Adverse Reactions

immediately following intravascuiar njecton of contrast medium. a transient sensanon of mAg
warmm 15 nol unusual Warmth (s less frequent win OMNIPAQUE than with wonic media. (See
ADVERSE REACTIONS' intravascutar—General |

Dosage and Administration
The concentration and voiume required wil GEOENa DN he SQUIDIMENt 2nd IMAGING 1ECHNUe Lsed
OMNIPAQUE injection {lohexol)

The dosage recommended 10f uSe 1N 3L 10 CONIFas! eNNANCED COMDULEA 1MOQradNy IS s

oliows.

Head |mag~n; 70 mi ta !50 rnL t2| ql o 45 oi) of OMNIPAQUE Joo (:u)o mgl mL;

Dy Inecton. 80 mt (28 g!) of OMNIPAQUE 353 1350 mql mL)

Mead Imaging 120 mL 10 250 mL 20 g1 10 60 g of OMNIPAQUE 240 (240 mgimby
by Intusion

Booy Imaging 50 mL 1o 200 mL {15 g1 10 60 g1} ot OMNIPAQUE 300 (300 mql mi)
by inyection 60 mL to 100 mb (21 gt 10 35 Gl of OMNIPAQUE 350 (350 mgi.mL)

The 005390 recommeanded for s in Chidren for contras! snhanced compuiad 1omogrami. nead
maging i3 10 mUkg 10 20 mLkg for OMNIPACLE 240 of OMNIPAGUE 300 It should not be
PECESSAMY 10 4XCE8d 2 MAXIMUM 00SE 0f 26 i with CMNIPAGUE 240 of 35 gi witn OMNIPAQUE 300

DIGITAL SUBTRACTION ANGIOGRAPHY

intravenous Administration

OMNIPAQUE 350 at a concentration of 350 Mgi ML 1§ NGCI6A 1 aAUNS 10f use 0 PP avenous
dgilat SUBITACKON angiograpny (1Y DSAL O the varsais Of e H0ad NeCh I ADAOMUNA! renal ang
perpneral vessels

Arteniograms ot WAGROSIC Quanty CaN De Chanaq *Ciow} The ~1ravenous SIMINSrAton of
CONMAs| Metia eMPIOYING CiGIal SUOIACION A CHMDUISr 1IGING EPRANCEMBNN T PMGLES | he

3
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OMNIPAQUE (NSECTION JHOHEXOLY

ntravenous route ot agministranon using these techmques Nas the agvaniage ot beng less invasive
than the CorTesoonong seective caineter muacement ot meEdLM The 00s@ '§ aomwusiersd ~o 4
al vein, e supevior vena cava ot fgnt atnum  usudily by mecnanical mecton 3 iN3uan
SomeUmes Dy 1apid manual nkacton e techmiue has Deen used 10 visuduze Ihe ventrcies 207
and most of 'ts 'Iger orancnes inciyaing the caronas CcoveDrais vaneDIais. 1endi canac. Mesents-
CS. and (e maKf penpnerai vessets o e nmbs RA0KGraphic yisuahzation of these structures
Dhe LAl 5-gAACART NemogHution OCours

OMNIPACLE 350 can oe \njected mtravengus'y as a 12D boiuS 10 Provide arenai visuduZanon
using drgital sudracon qraph | ara not d recessary
OMNIPACQUE 350 nas proviae0 diagnosic anenal faoGrapns N about 95% of panents In some
casas. COor anenat weuazanon has Deen annbuled 10 panent movemean OMNIPAQUE 150 15 vary
weit ToMraleg m e vascuar system. Panent Giscomian 1general sansaton of neat ana of JaiN)
lotiowing nrection (s (@SS than with Various Ofher contrast media

Precautions

Since the conast meowm 1§ usualy agmumisteted mecnancaty unaer Mgh Dressure. rupture of
smailer Derpnerai vens £an occur 1t nas been suogesied thai s <an be 3v0i0ea DY LING 3N
intravenous caineter Inreaced proximalv Deyond larger inoutanes of n the case of the antecuotal
vein. N0 ine supenar vena cava Sometmes e temora: ven s used. ;See PRECAUTIONS—
GENERAL )

Adverse Reactions

Cargiovasciaar systemn reactions in duptal anenography nciudad transient PVCs (16°:} and PACs

(6 5%). 1See ADVERSE RAEACTIONS. inravascuar-General
Dosageand Administration

Tne usual MmeCnon vowme of OMNIPAQUE 350 for me \ntravenous gigial tecnnique IS omite
50 mL ofea 350 mgl mL solutoan This 1s agmimisiefed as 3 palus a1 75 to 30 mL second usirg a
pressuse :n'ector The volume and rate of imecton wol depenid prmaniy on tha Type of equipment and
chmque used

Fraguentty three of more inpections may de required. up10 atotat volume not 1o exceed 250mL 37 S
L
Intra-arterial Administration

OMNIPAQUE 140 at a concentrabon of 140 mgt i 15 nccated tor use i tra-anena ¢ gtal
subtrachon angiography of nead, neck. aDgormngl. renal and Deripheral vesseis The intra-aneral
foute of AIMIMISIrANDN NAS e aovaniages ot atiowing @ 1owar 1013l gose of contrast agant since tnere
1s igss hemosuutien than wih he smiravenous route of acmunistration, Panents win poor carsiac
outpul wou'd be erpacted 1o nave betler contrast enharcement 101iowing Jntra-arenai agmims:aton

as wih a A migner col ot contrasl agent Mav be
needed 10 facuiale caineter piacament under fuorascoo« control
Precautions

rhgn oressute nra-anenal injections may cause the ruolure of smalier peripneral anenes -See
PAECAUTIONS—GENERAL
Adverse Reactions
Cantrai nervous System reacuans :n mtra-anenal GGital a0QIograony ncluce fransient sCremia
aftacks (1.5%t and ceratral mnarctions i1 6% Thesa occufred i nign nsx panents Naving a cereDrai
examination and tne refanonsmio 1© the conirast megium was uncernan See ADVERSE REAC:
TIONS—GENERAL } Headache occurred in § 3% Of ne patents. ail of whom were having careasal

xamuInanens
Dosage and Administration
Macranicai of hand imection can pe used l0 agminister one of more Dolus ntra-artenal iveciors
of OMNIPAGUE 130 Trevoume ana rate of niection wil cepend on ne ype Of eQupment. lec™" dut
uSed. and the vascular area 10 D@ wisuanzed The loNcwing volumes. ang rates of inection nave oeen
useq win OMNIPAQUE 140.

Volume Iniection Rate ot Imection
Arenes nbly smL sect
Acna 2045 8-20
Carotd 510 -
Femoral 9-20 3-6
Vveneoral 410 28
Renat &-12 36
Ctner Branches of the Aoria 825 310

unciuges subclavian. axwiary.
naominate 3nd ac)

PERIPHERAL ANGIOGRAPHY

OMNIPAQUE 300 a1 3 concantraton of 300 mgt mi or OMNIPAQUE 350 ata concgrMamon ot 350
mgLml 5 mhcated 0 adults 107 uSE 1N PENPLEr artenogiaphy OMNIPAQUE 240 ata concentraton
ot 240 mgl-mL of OMNIPAQUE 300 ata concenwraton of 300 mgLmL is InaCated i1 aduits 1of use In

15 NOL
Patert drscomion unng and iImmeciately fotiowsng HReCtion 13 suDsiantiaily less han mnat
foiiowing ¥mection 0f vanous othat comrast media, MOGeTale 10 Severe GSCOMIDA 13 very unusudl.
Precautions
Puisanon should b8 present in the antery 1o e mvecied. in thromboangnus obiterans. of ascenang
inlechon associated with s@vere Iscnemid. 2NgOgrApNY shouid be penormed with @x1f@Mme Caubon.
o at ad. (See FRECAUTIONS—-GENERM_]

Adverse Reactions
A transient -sgnsation of med warmth s usual,_-wmalow foliowing Wection. This has not

inierterea with the procedure
in prepography 1he nc:aence ol leq pan was 2\‘.‘\’7"; usuallv was mid and iasted 3 shont tme

attet injection (See ADVERSE REACTIONS. intravascuat Generai.)

Dosage and Administration
Tre volume seguired wil gepend on the size. flow rate. and disease siate of the injacted vessel and
on the size ana conation of the panem as wei as the \maqing techmaue used
The G0Sage recommenaed tor use Jn penpheral apOGHaphy 1S as tollows.

Apnotemorai runofts 0 mi o ;3 mLot OMNIPAQUE 350 1350 mal mL)
30 mL to 30 mL of OMNIPAQUE 300 (300 mg! mi}

Seiactive arterograms 10 mL 1o 30 mt of OMNIPAQUE 350 (350 mgl muy
temorat wac) s mL o 60 ML ot OMNIPAQUE 300 1300 mgi mL)

Venogracny iper leg) 20 mL10 750 mu of OMNIPAGUE 240 1240 mgi mi.}
40 mi 10 100 mt ot CMNIPAQUE 300 (300 mgi mL}

EXCRETORY UROGRAPHY

OMNIPAQUE 300 a1 3 concenration of 300 mgl'mL or OMNIPAQUE 350 ata congentranon of 350
mgLmL 15 \recaled for use in aoults N axcretory urography 1o provide Giagnosiic contrast ol the

unnary fract .
OMNIPACUE 300 at a concentration ot 300 Mgl ML, 13 NI 11 CRuoren 1ot eacTetory urography
..

(See Secton i tor on vOKiNg CYSK 2]
For pharmacokineics ot excration « JOuls. 5ed CLINICAL PHAHMACOLDGY—WTRAVASCU

LAR

Precautions
Preparatory genyaranhan :8 not recommenged N he wraerly. infants. yourng chidran. dabetc. >
az0temic panents Of 1 odtents with SuSDACTEd MVetmAlosS
Pedhatnc patrents ai fugner 115 ot BapETENCING 0VATSe rvents dunng contrast magum agmmslia-
yon May NCIUGR tNOSA Rawing A5M™Ma 4 ensitnaTy [3 T3 JHION ANQ OF Alkraens congastive heat!
touul@. & S8TuM cteawnng greater 1nan 1 5 mgaL of Pose WSS tnan 12 monins of age
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CMNIPAQUE INJECTION (1OHEXOL)

Since mere s a of \ ot unne s that a
Sutatee nterval $1apse DETOME SNCTEIONY UOGIATHY IS rADEALEE. @SOECIAIY N DAUGNTS with Lniateral
of Drateral reduchon i renal tunction (See PRECAUTICNS—GENERAL

Adverse Reactions
See ADVERSE REACTIONS lman—Gﬂmn
Dosageand A i

Aguirs: OMNIPAQUE 300 and OMMPAOUE 350 at oosaqos trom 200 mgi.kg body wesght 1o 350
mgt kg body weght have Y Syslem in pabents with
~ormal renal tunction
Pediatrics
Excretory Urography

OMNIPAQUE 300 at goses of 0.5 mLkg @ 30 mL kg of body wawght has produced hagnostc
0paGhCation of the excretory tract. The usuai 0ose 107 Chiaren s 1.0 mLkg 10 1 § mL kg. Dosage for
wntants and chiigren shouid be ammmswoa N propofion o age and body wegni. The total
ACTIMSINING 0OSE SHOUKE Nt exceed 3 mL

SECTION 1]
CLINICAL PHARMACOLOGY—OraI/Body Cavity Use

For moSt DOy Cavilies. IV Wnected hexd!
by ine xidneys and bowet as previousty onscnbod "n SECT!ON it CLINICAL PHARMACOLOGV-—
intravascutar. € of the utevus sny ana blacoer tvodng
GraONy INVOive the AHNOST MTMECIAIE Crainags of CONYAST MEANIM Hfom the Cawty uson conciumion
Of {he rAMOGrADNIC DIOCECUrE.

Oraitv admunsiarad 0hexol 18 very DOOMY aBSOrDEd trom Me NOrMal gastroMiesing) ract. Only 0.1
100 § Cercent of tNe 078 GOSe was axcreted Dy the dneys. THiS Zmount May NCTEASE in Ihe Dresence
Gt DOW®! DErtOraton of awed ODSITUCHON. ICheXo! 18 well 101672160 ANa E0RY ADSOIDAG I [#aKIGE ItD
™e peroneal Cavity ocours.

ViSLANZAtoN of the fINt Spaces. uTerus. (aopian tubes. pENtoneal EMHAtONS. DANCIEANC NG bie
aucts. lmmmmummwmrmmuwstmmnmnm-uqanmb-

stuced. The use of odine assures
Orally agmirustered OMNIPAQUE oroduces good of e tract.
GMMPAQUE 1§ DIMCWany uselui wnen Danum suifate 1S wmr:-nmcamd as in panants with
) Dowsi ot Ihose where of contrast Mmedum IS & POSSRNity.

INDICATIONS AND USAGE,
GENERAL—Oral/Body Cavity Use

CMNIPAQUE 210. OMNIPAQUE 240. CMNIPAQUE 300. and OMN!IPAQUE 350 have osmotaiies
from asprommately 1.6 10 3.0 times that of plasma (285 MOSM kg water) and are hypertonic uncer
conditions of use.

Acuits: OMNIPAGUE 350 s inaicated in acuits lor arhrography and oral pass-thn sxamination of
ne gastromiestnal tract.

CMNIPAQUE 300 18 indicated in adus for and O

GMMPAQUE 240 18 indicated n aquns tor ! gt

ana

OMNIPAQUE 2108 vmveo in aquns tor anhrography.

CHMNIPAQUE aiiuted 1o concentranons of from 6 mgl mL 1o 9 mgl mL admuwstared araily i cof-
uncion win OMNIPAQUE 300 at a concentraron of 300 mgl'mL admrestered Niravenously 1§
‘naicated 1 aguits for contrast of the

Children:

OMNIPAQUE 300 is indicated in children for examination of the
gastrointestinal tract.

OMNIPAQUE 240 is indicated in children for examination of the
gastrointestinal tract.

OMNIPAQUE 180 is indicated in children for examination of the
gastrointestinal tract.

OMNIPAQUE ariuted to concanmrapons from 50 mgi/mi to 100 mglimL § indicated in
chigren 1or voxhng CySIOUremograpny.

OMNIPAQUE diluted ta concentranons of from 9 mgi:mi 10 21 mgt mi. admiwstered orally 1 con-
uncnon with OMNIPAQUE 240 at a concenranon of 240 mgL.mL of OMNIPSQUE 300 at a cancen-
Tanon of 300 mgi-mi admimstered intravenously are ndicated w chidren fof use n contrast
ennancad computad tomography of Ine abaomen.

CONTRAINDICATIONS

OMNIPAQUE shouid not be aorministand 10 Pahents with 3 W1own hypersensstivity 10 10NexXol.

WARNINGS—General

See SECTION it. WARNINGS-—Generat.

PRECAUTIONS—General

See SECTION Hi, PRECAUTIONS—~Generat

Orally administered hypertonic contrast media draw fiuid into the
intestines which, it severe enough, couid result in hypovolemia.
Likewise, in infants and young children, the occurrence of
diarrhea may result in hypovolemia. Plasma fluid loss may be
sufticient to cause a shock-like state which, if untreatsd, could be
dangerous. This is especially pertinent to the elderly, cachectic
patients of any age as well as infants and small children.

ADVERSE REACTIONS: Orai/Body

Cavity Use—General
Body Cavities

in conirotied chmcal (nals Involang 285 acuit patents lar varous body Cavily examinancns using
CMNIPAQUE 210, 240. 300 and 35G the tonawing aGverse reactions were reported

Caraavascuiar Sysiem
Inc:aence » 1% None
inciaence < 1% Hypenenswon

Nervous System
Incioence > 1% Pam (26°%i«

< 1%

. levar. musCle weakness. burning. unwell feshng,
Temaes. hQNIheadedness. Syncopd
Respwatory System

Nane

Incidence < 1% Fidluience, aThed. naused. vomibng, absominal pressure
Sin ang Appendages

Incidence > 1% Sweting (22%), heat (7 .»

InCI0eNce § 1% HEMAIOMA 2t IMECHon sl

The most frequent reactions. pan and swe«n'!) wei@ aiMos! exclusively reported aher anthrogra-
Dhy and were generally related 10 the DroCedura ralner Man ine Contrast medwm Gastroniestinat
1@CTONS were AIMOS! exClusively reporned atter oral il For nforma-
10N 0N Adverse r@actons that may De e1pected wih SORCIMC procedures. see INDIVIDUAL INDICA-
TICNS AND USAGE For ntormanion on general aaverse (8actions 10 contrasi meadia sea SECTION
% ADVERSE REACTIONS intravascuiar—General

NO A0verS8 r€ACTONS ASSOCIANED Wil 1ne use of UMNIPAQUE for VCU DIoedures were reponea
a1 91 peqiatne patenls studied

OraiUse
et INDIVIDUAL INDICATIONS AND USAGE Oral Usu—Aaverse Reactions

weAmSE b F
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OMNIPAQUE INJECTION (KOHEXOL)

OVERDOSAGE ,
See a1s0 SECTION if. OVERDOSAGE ,

The recommenaed dose of OMNIPAQUE 350 at a concentranon of 350 mot-mL for aduit orai pass- |
thru exarmnation of the gasiromntestinal ract 1s 50 mL to 100 ML. In a Phase | stuay 150 mL ot
OMNIPAGUE 350 was acmunistered craily 16 11 heaitlhy maw sudwects. The inCidence of Giarmea was
91% (10 at 111 ana abdominal crammng was 27%6 (3ot 113 Desode at of Mese events bewng mid and
fransient he OCCUITENCES ware MOre tan doubie that seen at the recOmmeEnced doses. it 'S ADparent
oM IS HNOING That targsr voiumes of hyPeNomc CoNtrast mega. ke OMNIPAQUE. increase the
osmonc 10ad 11 e bowel wiHch May resull In greater Hued shins

DOSAGE AND ADMINISTRATION—General

Ses SECTION Il. DOSAGE AND ADMINISTRATION—Generai

INDIVIDUAL INDICATIONS AND USAGE
OralUse

Aduits: OMNIPAQUE 150 at a concenivation of 350 mgLmL i3 wicated m aduits for use in oral
ot mact.

e g

OMNIPAQUE dhiuted to concentrations of trom 6 mgl-mi. 10 § moLimL admindstered oratly n con-
junction wih OMNIPAQUE 300 at a concentration of 300 mgmL acmwnsieted Mtravenoustly are
INCICALT i aduits for use in contrast y of the Oilute oral
piug intravenous OMNIPAQUE may be useful when unennanced yMagmng 00es Not Provias suthcient
Gotneaton between NOMMAl OGS Of the DOWE! 310 J0}ACENT CIGANS O ArEaS Of SUSDECIEC DAIIOIOGY.

Children:

OMNIPAQUE 300 at a concentration of 300 mgl/mL administered
orally or rectally is indicated in children for use in examination of
the gastrointestinal tract. '

OMNIPAQUE 240 at a concentration of 240 mgl/mL administered
orally or rectally is indicated in children for use in examination of
the gastrointestinai tract.

OMNIPAQUE 180 at a concentration of 180 mgl/mL administered
orally or rectally is indicated in children for use in examination of
the gastrointestinal tract.

OMNIPAQUE ailuted 10 concentrapons of from 3 mglml to 21 mgi/mL admivistered
aralty 10 comuncnion with OMNIPAGLUIE 240 at a concantration ot 240 mgumL of OMNIPAQUE 300 at
a

of 300 mgumL are NOCAIRG in Chwiiren for use in contrast
ennancec compuled lomograpny of the abcomen.

Precautions
See PRECAUTIONS—General. .

Adverse Reactions
Oral aormwmestration of OMNIPAQUE s most often assanated with mad. lransiamt diarrhea
Cally when Migh CONCentratons anct large vohsmes are
aemhea

”spe-
20mwustered. Nausea, vomibng. and
have amo Deen reported toliowng orally admursiered OMNIPAQUE * but much

moserate i
lass trequentty. For CT sxaminanons using diuie oral plus Nravenous contrast meoum; aoverss H
averns are mors linely to be with HECLON than SODON.

1t should be noted 1hat senous or AICHONS tha may O with MrAVASONS wdnated

MOON are POSSIDIe ACMIrstrstion by other routes.

Aduits: P

in conmroied Crucal Nals Nvong 54 a0t PaDENTS for oral PASS-TTU eXaMINEtoN of the gasto-
imestngl tract using OMNIPAQUE 350, the foROWNg aoverse reactions wers reporned: ciarmea
(42%). nausea (15%), vomaing {11%). PN (T%1. (2%). ang 2%}

In controliad chimcal studies svolving 44 adult pabents for daute oral pius wiiravenous CT exams.
nanon of the gasromniesnal tract using OMNIPAQUE 300. a0verse reactions wers imited 10 a ingwe
report of vommng (2%).

Children:

In controiled clinical studies involving 58 pediatric patients for
examination of the gastrointestinal tract at concentrations of 180
and 300 mgl/mL, the following adverse reactions were reported:
diarrhea (36%), vomiting {9%), nausea (5%), tever (5%),
hypotension (2%), abdominal pain {2%), and urticaria (2%). In
clinical studies an increased frequency and severity of diarrhea
was noted with an increase in the administered concentration and
dose of the radiocontrast agent.

In controned chitcat SIueS voving 63 pediaine Datients 1or Qe o1al plus intravanous CT ox-
oy aminaton of e gastromtestinal tract using OMNIPAQUE 240 and OMNIPAQUE 300 adverse
* ¥, | Teactions were imited 10 a singie report of vormmng {1 4%31
gt
¥
L .
Dosage and Administration
Agutts The mcommcnﬂ' 20 Cosage 01 OMNIPAQUE 350 at a conceniranon of 350 mol mU for oral
p: of the fract in a0uNs s 50 mL 10 100 mL gepending
nature of the examinanan and the size of the oaten oo m on e
The recommended oral dosage of OMNIPAQUE deuted to concentrations of 6 mgi/mi 10 9 mol/mi
tor contrast ennanced computed tlomagraphy of he 3000Men 20ults s 500 m{_ 10 1000 mL. Smailer
acminisierad volumes are neadad As the CONCENtTalon Of Me hnal SOWBON 15 INCTeased (sew Table
beiow). in conunciion with ciute oral admuvsiraton. the do5a9e of OMNIPAQUE 300
admimsiereq intravenously 1s 100 mL 10 150 ML The oral duse 13 a0minisiered about 20 1o 40 minutes
Priof 10 I8 IMravenous 00Se and IMage ACUISINON

Children:

Gndiluted

The dosage of undiluted OMNIPAQUE 300 at a concentration of
300 mgl/mbL, OMNIPAQUE 240 at a concentration of 240 mgl/mi
or OMNIPAQUE 180 at a concentration of 180 mgl/mL for oral
pass-through examination of the gastrointestinal tract in children
is dependent on the nature of the examination and the size of the
patient. Based on clinical expenence, it is recommended that
OMNIPAQUE 180 be used in children less than 3 months of age.
OMNIPAQUE 180, OMNIPAQUE 240 or OMNIPAQUE 300 may be
used in children 3 months of age and oider. The following dosage
Quidelines are recommended:

e
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Age Voiume of OMNIPAQUE

Less than 3 months S — 3o m
Three months to 3 years Upto 60 miL
Four years to 10 years Upto 80 mi
Greater than 10 years Up to 100 mL

When given rectally, larger volumes may be used.

The recommenced oral 30sage of OMNIPAQUE dilutad io concentrations of § mgi/mL. to
21 mgLmi tor contrast otihe in chugren s 180 mL to 750
ML, SManer a0MIMSIeNO YOIMES 218 NEE0RS 33 INE CONCENTTANON of tha final SOWILCN 13 MCTeased
{see Table beiow). The 052l Orai GOS8 11 grams of 100ine should generaliy not exceed 5 gi for chidren
undec 3 years of age and 10 gl tor children trom 110 18 years of age. The 073l dosage may be gven
all 31 ONCe Of Over 2 PENOG Of 30 10 45 MINUIES F ere 1S AHHCUItY 10 CONSUMING NG rECUIEd YOUME.

1n CoMUNElon with diute Ofal 20MAUSiTalion the recommaenced dosage of OMNIPAQUE 240 and
OMNIPAQUE 300 is 2 0 mi/kg when adrmirestered intravenously with a range of 1 0 mikgto 20 mu
4g. Dosage tor miants and cChikiren Shoukd D ZCMITUSIETEa In DFODOMON 10 2ge and DOGY wagnt The
1otal intravenousty ACMESiersd dose shoukt not exceed J mLkg. The orai dose s aamimstered
about 30 t0 60 minutes pnor 10 the NFavencus 00SE and iMage AcTUUSIHON.

OMNIPAQUE may DO Gsiuted with water Of DEVerage as foliows:

To Acwave Asd To
One Ler ot Stock Conceniraton Volume Water. Carbonated
Contrast of OMNIPAQUE (mi} Baverage. Mek. of
Medium at tmgumi) Juce
A Final {mb)
Concentranon
{mgumL) of
L 240 25 875
300 20 980
350 17 983
9 240 38 962
300 30 870
50 26 974
12 240 50 950
300 40 960
350 as 965
15 240 63 937
300 50 950
350 43 8957
i) 240 75 925
300 60 940
350 52 948
21 240 a8 912
300 70 930
350 &0 940

Diiutrons ot OMNIPAQUE shouxt be prepared (ust pRor 10 use and any unused portion discarded
anss e procecure.

VOIDING CYSTOURETHROGRAPHY (VCU)

OMNIPAQUE giuted 1o concentrations trom 50 mgLimL 1o 100 moi/mL 15 indicated in Chuidran for
vouding Cystourethrography. VCUs are ofen n wih y

Precautions
See PRECAUTIONS—General.

Since the VCU p reguees speciat shouki be n
those panents Known 10 Nave an acule unnary tract sMecton. Fikng of the biadder shouid ba done at
a steady rate, exercising CAULON 10 avosd PIeSSUTS. are essenhal.

Adverse Reactions

See ADVERSE REACTIONS—General.

Dosage and Administration
OMNIPAQUE may be déuterd. Lbkzng asepte [echrique. with Stenie Watar for injection 16 & con-
centranon of 50 mgi/mL to 100 mglimt for vouding Cy: . The may vary
wmumsunwmnmmmwwww.s«nm
volume of contrast medium should D8 acTWusIered 10 acequalsly 14 the bladcer. The usual voume
ranges from 50 mi. to 300 ML of OMNIPAQUE at a concentration of 100 mgumL and 50 mL 10 600 mL
of OMNIPAQUE at 3 concentranon of 50 mgLmi

OMNIPAQUE may be Giuted wimn Stenie Water tor Inechon as naCated in he lable below

To Achiave N Aad To
A Final Each 100 mL ot OMNIPAQUE
Concentration Stenie Water tor injecuon, USP (mL}
(mgi/mL of OMNIPAQUE 240 OMNIPAQUE 300 OMNIPACUE 350
100 140 200 250

90 167 23 289

80 200 275 338

70 243 330 400

60 300 400 483

50 380 500 600

Oriutions of OMNIPAQUE should be Dr@pared jus! oriof 10 USe and any LNUSAd portion Miscardad
aher the procedure

ARTHROGRAPHY

OMNIPAQUE 240 at a concentrarion of 240 mgi miL or OMNIPAQUE 300 at a concemration of 300
mgumL or OMNIPAQUE 150 at a concentration of 350 mgl/mi 1s NG:Cated in radwography of the knee
jont m aguits. ang OMMNIPAQUE 210 at a concentration of 210 mqi/mL or OMNIPAQUE 240 at a
concentrauon of 240 mgtimi o OMNIPAQUE 100 at a concentration of 300 mgirmL 15 norcated n
raciography of the Shouider jomi n aduits. and OMNIPAQUE 300 at a concentration of 300 mgliml
1S noKcaled in of the Knnt 0 agduits. 0 y may de heiplut in
the ot or jont diseases, Synovial rupture, the visualization of
COMMUMNCANNG DUFSAe Of CYSIS. and N Merscograohy.

Precautions

See PAECAUTIONS—GENERAL.
Sinct aseptc technique 15 requiIrd 10 pravent indection. FIuGToscopC control shoukl be used 10
ensure proper needie placement. Prevent exiracapsular INECHON, and Drevent diution of contrast
MeGuM. UNGUS DrEBSU/e SNOIG NOt be RaNed Cuning inyection

Adverse Reactions

truection of GMNIPAQUE 010 the 1011 1S 238S0CIa180 wii) 1fansient Giscomion, 1@ pain. Swelng
Howaver Celayed. SBvere of Dersislant tscomion May OCCur aCcasionally Severe Dam May oflen
resuil OM UNGUR USE O DIRSSLIE Of NG IMETHON 1 LAY VOIMES JLING SWHNG ANBY INBCHON 1S 1BSS
with OMNIPAQUE than wah migh osmoior -gnic cONtrasl menum  These types of (edclons aie
generaily procedurally dependent and Of realer lmuuency whan doubie .ONMTas! leChHHaue s
Ampioyed.

NArvous SySIem Sweiing Sensanon 3421 DAN 129%) Feal $ensation ' 1% and Muscle
waakness (0 7%e)

Shin aNa ppendages HeMatoma at .mechon wie 0 Ty
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OMNIPACQUE INJECTION ilOHEXOL:

Dosage and Administration
Armrograpny 1s usually dertormed unaer 10cat anesthesia. The amount of CMNIPAQUE imecteq s
cepercent on the $i2@ Of he NI to be and the Lewer voumes ot

contrast meGiuM are uSually Injected 10f knee ana SHOUISE! AMMOGIADNY wnen OOUDIe-coNtrast
axammatons using 15 mL to 100 ML of ar are performed
The !DIGWING CONCENTFatons and voiurmes are recOMMEnced 10 NCIMail acuN xree. shoukder ang
(empOramanaibular OIS Dut SHOUK SENVe aS QuIIEINEs SINCE (INTS MAy TeGUHE MOfe O eSS
CONMTas! Meawm for OptMAal VISUBHZANON
KNEE
OMNIPAQUE 240 SmL to 15 mi.
OMNIPAQUE 300 5mL 1o 1SmL
OMNIPAQUE 350 5mLto 10mL

Lowsr voiumes
recommendea for

oouDIe-contrast
SHOULDER axamenanons
OMNIPAQUE 300 10mL naghet volumes
OMNIPAQUE 240 3 mL recommenceq
OMNIPAQUE 210 I mL for single-contrast
TEMPOROMANDIBULAR examunations

OMNIPAQUE 300 0.5mLtat.0mL

Passive or achive Manpuiation 1 used 10 G1SDerse the MAduM tougnout the Nt $hace

ENDOSCOPIC RETROGRADE PANCREATOGRAPHY
EERP?_/ENDOSCOPIC RETROGRADE
HOLANGIOPANCREATOGRAPHY (ERCP)

OMNIPAQUE 240 at a concentration of 240 mgumL 1s ndicated in acurts tor use n ERP ERCP

Precautions
See PRECAUTIONS—GENERAL.

Adverse Reactions

Injecton of OMNIPAQUE 1n ERP ERCP 1s associated with ransiert paun Howaever. delayed
severe or parsisient D2 May OCSuUr and can parsist for 24 hours. The Cause of she pain rmay de due
25 MUCH 10 119 PFOCOOUre itsel! aS 10 Ine CONIFAs! MEIUM jecteq. nereiore. anenuon shoukd 08 0a.0
10-the mection pressure and 10%al voiuMe injacted 10 MINTIZE CISTLOIVE Gisienton of the ducis
examingd.

Carchovascular system: Hyperension i1%).

Nervous svstem: Pan (17%). Somnownce { 1%]). and burning (1%).

Gastromiestnat Systam: VOMIDNG. G1aNNea, and DresSuUra. 8ach with an inomcual inciaence of 1%

Dosage and Administration

The recommanded dose of OMNIPAQUE 240 at a concentraton of 240 mgbmL is 10 mi. 10 S50 mi
but may vary depending on indruat anatomy and/or 0isease siate.

HYSTEROSALPINGOGRAPHY

OMNIPAQUE 240 at a concentranon of 240 mgl/mL or OMNIPAQUE 300 at a concentrabon of 300
mgl.mi 1s ingicated in ragrography of the nternal group of agult temaie reOIONUCTVE OIgans. ovarnes,
fallopian 1LDES, UlBrUS. 20d VagIng. Hy$IerSAIDINGOGranhy 18 uIHZEO a5 3 LAgASIC and tNerapey:
Be mogality 11 the treatment of infertity and Olher abnorMal gynecoiogical CoNGAoNS.

T Contraindications

The shoula not be dunng the penod o wharn fow s
immnent, nor Should 1t D8 DEriGMEd when MIECHON 1S Dresent i any POMMON of the genital tract
NGRKNG th AXHMaI genitasa, Pregnant women of tor 1N0Se

" whOM DrEgNANCY 1S SUSDECTed. Its use 15 NOt advised for 6 months SMer WTTNAbON Of DIEgNANCY
or 30 days after CONZANON OF CUTKAge.

Precautions

In patiants with CarCINOMa Of 1 thosa in whom the CONGItON IS SuBpacted. Caulon Should oe
axercSed 10 avodd PosSibie Spreacng of he 190N DY The Procecure.

Adverse Reactions

tryection of OMNIPAQUE n L} with Dyt transient
pan. T'htcauuonh-mMNMum@&leaﬂlammmﬂnﬂMuﬂ
mactad. tharelore altenton shouid be paxd (0 the NECIION PIESSLE anc voiume nstiied 10 avod
asruptive G1Stention of the Lterus and fA0D:aN WDes G S

Nervous system. Pam (43%) SOMNOIeNce and fevar $aCh wih an NonNouat nadence of 3%,

Gastrowntastnal sysiem: Nausea (3%).

Dosage and Administration

The recommanded dosage of OMNIPAQUE 24015 15 mL 10 20 mL ang of OMNIPACUE 3005 1<
mL to 20 ML Dul will vary dependmg on indrvidual analomy and/or disaase stats.

HERNIOGRAPHY

OMNIPAQUE 240 al a concentration of 240 mgi/mi 15 indicated in acuits for use m hermiography

Precautions
Sea PRECAUTIONS—GENERAL.

Adverse Reactions

Nervous system: Pain (7%). heagacha (3%). and unwell leaing (3%l
Gasirauntestngl systern Diarrnaa (%) and falulence (10%).

Daosage and Administration

The recommended dosage of OMNIPAQUE 240 s 50 mL but may varv depanting on individual
anatomy and/or cisease siate P

DO NOT USE FLEXIBLE CONTAINER IN SERIES CONNECTIONS.

HOW SUPPLIED

OMNIPAQUE 140
Viais of 50 mL. 140 mgimL. boxes of 10 (NDC 0024-1401.50) -
50 m{, bottie with hanger, 140 mgu'mL. Doxes of 10 {NDC 0024.1401-51)
OMNIPAQUE 210
Viats of 15 mL, 210 mguml.. boxes ot 10 (NDC 0024-1402-15)
CMNIPAQUE 240
Viats of 10 mL, 240 mgumi.. boxes of 10 (NDC 0024-1412-10}
vials at 20 mi. 240 mgi/mL. bozes of 10 (NDC 0024-1412-20)
Viais of 50 mi. 240 mgi/mL.. boxes of 10 {NDC 0024-1412-50)
50 mL bottie with hanger, 260 mgi/mL. boxes of 10 (NDC 0024-1412 51)
100 mL ik 100 ML bottie with hanger. 240 mgt/mi. boxes of 10 (NDC D024-1412-60}
150 m tit in 200 ML bottle with hanger. 240 mgi/mL. boues of 10 (NDC 0024-1412-49)
200 mi. it 1 200 ML DO with hanger, 240 mgi/mL., bozes of 10 (NDC 0024-1412.47)
100 ML Hexibie container, 240 mgl.mi. boxes of 10 INDC 0024-1412.70}
160 mi_ henle contamnar. 240 mgumL. boxes of 10 (NDC 0024-1412.75)
200 ML Hexiie contamer, 240 mgi.mL, boxes of 10 {NDC 0024-1412-72)
OMNIPAQUE 30¢
*.ais of 10 mi, 300 mgi'mL. boxas of 10 (NDC 0024-1413-10}
v.ais of 30 mL. 300 mgi-mL. boses of 10 |INDC 0024-1411 30)
V.ais of 50 mL. 300 mGi'mL. ooses ot 10 (NDC 0024-1413.50)
53 mL bofte wih hanger. 300 mgt mL. boxes of 10 INDC 0024.1413 591
130 mL it 100 mL DoMe with "anqer 300 mgh.mL. Bozes of 10 NOC 0024-1411 60}
180 mu Ll n 200 ML DO with fanger 300 MGimL botus of 10 NOC J024-1413 9%
100 ML texitwe container, 30G mg1 mi poxes of 10 INDC 0024- 141 803
150 ML tynibig COMamer. 300 mgI mL bozes of 10 (NDC 0024-1413 8%)



OMNIPAQUE INJECTION {1OHEXOL)

OMNIPAQUE 350
Viats of 50 mL., 350 mgI/mi. boxes of 10 (NDC 0024-1414-50)
50 mL Doftie with hanger, 350 mgi:mL. boxes of 10 (NDC 0024-1414-51)
75 mi, Hilin 100 mL boftie wilh Nanger. 350 mgumL, boxes of 10
(NDC 0024-1414.75)
100 ML fil n 100 ML bottke with hanger. 350 mgU/mL.. boxes of 10 (NOC 0024-1414-80}
125 L fill in 200 ML Dofte with hanger. 350 MgUML. boxes of 10 (NDC 0024-1414.76}
150 mL fil v 200 ML DOftie wath hanger. 350 mgumL, boxes of 10 (NDC 0024-1414-03)
175 mU tit m 200 mL bofte wih nanger, 350 mgmi. boxes of 10 (NOC 0024- 1414-77}
200 mL fit 1n 200 ML DorSe with hanger, 350 mgi/mL. Doxas of 10 (NOC 0024-1414-04)
100 mL flexdle contamer, 350 mgumL, boxes of 10 (NDC 0024-1414-61)
150 mi_ fexidia contaner, 350 mgumi., boxes of 10 (NDC 0024-1414-65)
200 mi. Hexbia container, 350 mgUmL. boxes ot 10 (NDC 0024-1414-62)

Storsge: Protect vials. botties. and flexible contaners of OMNIPAQUE from strong daysght and
drect exposune 10 sunbght. Do not reeze. S1ore at controiled room températue 59°F1086°F (15 C
03X C)

Caution: Federal [aw Drohixts di$O8NSING without prescriphon.

sanofi &,8 WinToP
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New Yok, NY 10016
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