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Propatenone hydrochionde occurs as colortess crystals or white crystalling powdar wath 3 very Dittec tasts. It 1s siightly solubie m water
(20°C). chioroform and sthanol. Each abiet. for oral adminsstration, containg 150 mg or 225 mg of progalenane hydrochtoride. The foliowing
inactive ingredients are contained in the tablet: cotlodial silicon dioxide, sodium,

methyicsliuloss. Magnesium stsarats, macrocrystalting celtuicse, poly glycol. surch, sodium auryl
sulfate. titantum dioxde and triacetin.

drug with local ic effacts, and a direct stabiitzing

CLIRCAL
mmnmummmmmmmmumic Y
ttect of

There are si 0 plagsma of M Siow and extersive metabolizers. Ma former a
concentrabons 1.5 to 2.0 imes hose of the extansive Metabolizers at daily doses of 675 o 900 mg/Cay. At low 00ses the differences are
Qgreater, with siow atameng more than five times tat of extensive i Because the

at gt 0083 And $ Mubgated Dy tha Lack of the active 5-hydroxy Metsdolte 1 the siow MeLadALiZers. and becuse Steady-state conditons
are achieved aftar 4 10 5 days of dosing in all patients. the recommended dosing regumen s the sama for all patients. The greater vanabriity
11 01000 loveis require that the drug be ttrated carefully in patients with cfose antantion paid to clincal and ECG ewdence of toxicity (Ses
O0SAGE AND ADMINISTRATION).

AND USAGE

Pmpatomm mmnbm tabists m indicated for mc ot such as sysiamed ventncuar

L in the of the Q. Boacause of the proarmythmic effects of propatenons. 113 use with
lsssor m if patams are symnmm and arty use of the drug shouid be reserved for patents
it whom, 1n the opinion of the prmmn the potential benefits outweigh the nsis
Initiation of , 48 with other used (o treat Lte shoutd e carmed out
in [he hospital.
Antiarrythmec drugs have not Deen shown 1o enhance survival 1n patiants with ventncular armythrmias.

CONTRAINDICATIONS
tablets are in the presence of ast lature. O

atrioventricular and intraventricular disordars of impulse generaton and/or conduction (o 9., snck sinus mdc synemm ammnmucular
block) in the absence of an armificial marked
and known hypersensitivity t the drug.

Mortaity: in ihe Nstional Heart, Leag 30d Blood institste’s Cardiac Arrhythemia Suppression Trisd (CAST), 2 lvlth!ll muiti-comtes,
rapdomized, double-diing stedy In atients with asymptomatic noa-iite. kad 3 myocardisl
(ntarction more (has six days but (653 han two yuars greviously, 28 i2cressed rate of death of reversed nmae arren (1.7X; S4/730)
was seen In patisats treated wilk or 228 1 with 1831 soen [N gatiants assipned to
8 placeno {3.0%: 22/723). The aversge durstion ot -Ill of Ilmsmmmmm

The appiicaniiity of the CAST resuits 0 ciker popuistions (0.9.. (hose without recant
drugs is uncertsis, dut 31 pressnt It is prudest 1o coasider axy 1C wmuuwmwwnanmummmm
besrt issssn. Glven (Do tack of aoy evidence (hat (Ress Grugs Improve survival, antisrriytimic agents saculd an b9 avaided
In patients with noa-LiN-Ixreatening ventricuiar rriwtheaiss, eves il 1he pationts sre
SYmptoms of tigae.

Eitcts: ke other iC ageNts, May Cause new of worsened amhythmizs. Such
pmlnnywniclffmmmmunmmum y of PVCs to o 0f more severs ventricuidr tachycarndta, vents

acon on mselfina of upstroks
velocity (Phase O)otmammnmu potential. in Purkinje fibers. mmﬂnmmtm Y fiders,

reduces the fast inward current camed by sodium ions. Diastolic excriabitity is andg sttactive period 0

P reduces and triggersd activity.

Studies in 2nesthetized dogs 2nd isotated 0rg2n preparations show that propafenone has Deta-sympatholytsc acSwity at adcut 1750 the potency
of propranciol. - Clinica) studies isoprotsranot chatienge and exercise tasting after singls doses of propafencne indicats 3 beta-
adrenergre blocking w(wmlwl/ﬁmwpmml«mmm In ctinical triats, resting heart rats decrsases of about 8% were
mmalmcnvmmdoimn rapeutic plasma CONCentration rangs. AL very high CONCEntrations 1 wiro. propatsnone can infibit the siow
inward current carried by calcum Dut this caicium antagonist sffect prodadly does not o efficacy. P has
local anesthete activity apgromatsly equal @ Procsine.

studies in patients with ventricutar tachycardia have shown that prolongs
coNdUCON witle Naving kttle or Mo #ftect on sirs node function. Both AV nodal conduction ime (AH intarval) and His-Pundine conduction
me (HV intervat) are profonged. Propafenone has iittie o no effect on the atrial tunctional refractory period, but AV nodal functionas and
effactive retractory penods are prolonQed. In patients with WPW, the

ventncular
OF (03208 08 POINY; 0., mmmumnmavmunmmmmmdmmmm 1t is therstors
essantial that sach patient given be and ciinically, pnor to an6 dunng theragy, to dsterming
whether the response to supports
Overall in clinical triais with propatenone, 4.7% of il patients had new or possidly
proal ovent (0.7% was an Incre2se m PVCS; 4.0% a worseneng, o new appearance, of VT or VF), mmmmmmm
olvr(“) §2% had a history of VT and/or VT/VF. 71% had coronary artery disease, and 68% had 3 pnor myocardial infarcion. The
incidence of proarmythmia in padents with less $6nous or denign arThythmias, which include patients with an increasa in frequency of PVCs,
was 1.6%. Although most proarrhythmic events occurred during the first week of therapy. ate events aiso were seen and the CAST study
(soe 3bove) sUQEStS that an increzsed nsk is present troughout treatment.

Noaaflergis Sroschospasm (6.9., chreais Sronchitis, emphyssma): PATIENTS WITH BRONCHOSPASTIC DISEASE SHOULD. IN GENERAL.
NOT RECEIVE PROPAFENONE or other agents with beta-adrenergic-blocking activity,

comnmmm-: Quring wmmomammmpammmmmw-mmn(mmer-nss) o

reduces and i effective in ejection traction were seen. In cknical trizl expenence. new or worsened CHF has been repormd in 3.7% of patients
penod of the accessory pathway m both siows ano produces dose-elated changes in the with ventricutar sretythmia; of those, 0.9% were considersd probadly or definitsty related to propafencne. Of the patients with congestive
PR intarval ang QRS duration. omlmummm mmmuunmmnlaubpmwm 80% had presxisting heast fasture and 85% had coronary artery disssse. cunmumbn
Masa € 18 ECS tmervals® propatenone deveioped rarely (<0.2%) in patients who had no previous histary of CHF.
Total Oaity Doss (mg) As propafenons exerts bath beta biockade and a (dcse-retatad) negative mOtrGpic effact on Casdiac Mustle, PIBANSS with CONQEstive Neart
falure shouid be fully Compensated before receiving propafenone. It congestive heart faure warsens, proafenons should be ciscontinued
3378 mg 450 mg 875 mg 900 mg (uniess congestive hean falvre is dus 10 the cardiac arrhythmia) and, if indicated, restarted at a lowsr 003SaQs Ony after acequats cardiac
Intervel msec % msac % msee % msee % COmpensation has besn sstbiished.
Coaduetion Dl

AR 145 18 306 38 318 39 “r s
PA kX 21 19.4 e 1% 178 358 219
QRS 56 64 55 8.1 17 84 158 173

% 2.7 0.7 A ] -8 50 12 14.7 3.7

*Changs and percent change based on mean baseéne values for sach treatmem grovp.

tn any indiwdual patient. the 2bove ECG changes cannot be readily used t pradict either efficacy or plasma concantration.

Pmpammmmmamnwmmmmnwmmmmmnrmolmmmumahwcxwmwwm
Basad on the percant of patients atttining (80 to 90%) sctopic

acovtty, mnpnnmmmomplnmmmozmSmmecannmmoood mmmow

rate of QOOG reSPONSs.

gming a greater

May D6 & vitzi Component suppOrting circulatry function in patients with congestwe heart e,

and 113 iniditbion by e beta biockade produced by PropItenone May in ilsel! aggravats congestive heast faiure.
Auomomny ke othey Class 1C mmmnh: Grugs, studies in humans have shown that propafencne exsris a negathe mcmm%cmm
rdiac tudies in patients with moderatsly impaired ventncular function (mean C.122.61 Uminm?2) ytiizing
mmwnwsumwmmmmm (zmwlomh +2 mg/min for 30 min) that gave mezan plasma concentrations of 3.0 meg/mi (well
ammmmmmtkr_motofozmwmevmusmmmmmmnwmwywmmnmun sysmmic and

pi y vascular of cardiac output i cardiac index.

amd unum after oral with pezk plasms
levets occurnng approximately 3.5 rs after xudas axtensive saturabie
mommmmm(nmnmom Inolnl mmmmmmwm MW.@ 2 150 mg tabiet
had absotuts bicavaitability of 3.4%. 2 300 mg tabiet had absoluts bioavailadeity of 10.6%. AJmmu which was rapidly
anwmm:mmnmmw zmum larger d0ses, ibove those still further.
* Decreased liver funchon 21so increzses bicavailabikty. MWHMMNHMDW clwmumwmm

a1 clearances of 7 mL/min and below, The clsarance of
signdicant hepatic dysfunction (see PRECAUTIONS).

Propatsncne follows a noniinear

! propatencns is reducad mmﬁmm-«mimuminnmm

of first pass hepatic metabolism a3 the liver is
axwmmnwcmnmmmwmwm mynmm variatulity. For exampie, for a three-oid
ncraase in Gaily dose from 300 to 900 Mmg/day there is 3 tan-fold increase uuorﬁm plasma concentration. The top 25% of patients
mvm:ﬂSrnolmymwmnmmmmmnmmwmnmzﬁ and aboyt equal 1o the second 25% of
patients givan a dosa of 300 mg. Nmoumnood peak blood level 2nd bioavailabikty in 2 single 0088 study, dunng Multipie dase
of to haattty mmmmwum
There 2re two pattsrms of In cver 90% of patients. the drug is rapidly and extensively
Mmetadolized with an etimination naif-iite from 2 to 10 hours. These mm metabolize propafenone into two active metabotites: 5-
and N in vitro shown thess two metabolites t have sntiamhythamee activity
compmnhmpmummmmmwmanmommmmmmmoﬂpmum Nlmmmmi
metaboliias have been identified, Most in only trace amounts. It is the saturatle pathway that is for e
pharmacokinetic dispasition.

in tess than 10% of patants (mmmummmnqumm 60 PAECAUTIONS), metabolism of propatenone is siowsr becuse
the S-ydroxy metabolite it not formed of i3 Thn M-ufcnmmmmmazrmn.

Decreased abdsty to form the 5-hydroxy o' i imin aditity and
vanety of other orugs (| ln these pamn the N-upmmrooafm OCCUrs in quarntities
to the levets in extansrve In sigw e linedr.

Itursantses: P siows maumﬁmmwm Average PR interval
pmhnmnmmmmcnsmmmcbmy and

with dcaage plasma
concentrations. The incidence of first degres, second mmnmmAvn‘ociouumonnnmmmmzs%Oﬂm
0.2%, respectively. Development of sacond or third degres AV biock requires a Jon in 00Sage Of of
Bundls branch block {1.2%) and intraventricular conduction detay (1.1%) have been reported in patients rceiving propdtsnons. Bradycardia
mmmnvom(\s'l.) Experience in patients with sick sinus node syndrome is timited and these patients should not be treatsd with
propatenane.
Bmuuhunnr P May atter both pacing and sensing threshoids of artificial pacemakers.
L; should de i nd quring therapy.
Hemstologie Dt A i3 (lever, chifts, nd h3s been reported in patients raceiving propafenone.
Gmnmtmacnnuhqmnoccumammmmnmmmmnmmmmnwwummmmamormw the white
count usually by 14 fover and/or decreass in white celt count, parbculay dunng the mitial thres months of
therapy, warmnt of possibie i
mmndwmolmmmmmwmmwm

Patents should be instructsd to promptly repont the

PRECAUTIONS
Mepatie Oystunctien: Propatsons is mmdmbymm:mmumwnummwnummnmmsmm
impaired hepatic Aunction. &wuﬂwmmmm p ility of 0 310 40%
for patients with normal liver lunction. in eight patints with Mmoderate to severe liver Gisease, mmmmnmwummmmsnwn
Mamummdouoinmmmomnmmmmmummmmmunmmwmwmammwm

1 patients with nommat hepatic function (ses DOSASE AND ADMINISTRATION). Caref tor effects
(see OVERDOSASE) should be carmied oyl
Resl A P of (18.5% to 38% of the dosw48 hours) are excretad in the unne.

Untih further data are avaiiable, propafencne ydroctionds shouks be administered cautiously to patients with impaired renal function. Thess
patients shouid be carefully mocutored for $igns of overdosage (see OVERDOSAGE).

Elevated ANA Tiiers: Positive ANA titers have deen reportad in patients racaiving propafencns. They have been reversidle upon cessation of
treatment and may disappear even in the face of continued propalenone herapy. mmlmmqﬁmnnuwwynoummnm

clinical symptoms, but thers 13 ane published cass of drug-induced upus {positive #t resoived upon
discontinuation of therapy. Patients who deveiop an abnormal ANA test should be carefully na. it o Hevanon
of ANA tters is detacted, consideration shouid be given 1o thenpy.

Irpaired Sparcategentsis: e Ok of it have besn mmonny! dogs and raboits aftar high dose

of the effects of shont-tsrm 0 11 normal subjects

suQgests that propaienone produced 2 faversible, short-tem drop (within normal range) in swm count. Subsequent evaiuations in 11

patients receiving progatenone chronically have suqossied no M'oi propafenone on spenm count.

Neuromuscatsr Dysfusction: Exacerbation of myasthenia gravis has been reportad duning propatenone therapy.

oru Intoractions: Cavaiting: Smatl doses of Quiniding inhibit the patway, making af patients, i effect,
siow metabolizers (sse CLIKICAL PHARMACOLOGY). There i3, 23 yet, too KiBe i usa of

and quinding.

Losal Asssmheties: Concomitant usa of local {i.e., quring 1urgery, or dental use) May increass the risks.
of cantral nervous systam side effects.

i Propatsnone hydrachioride produces dose-relaind inCreases in serum digoxin levels ranging from about 35% at 450 mo/day 1o

85% at 900 mo/day of propatenone without affecting digoxia renal clearance. These slevabons of dioxin levels wers mamtained for up 1o 16
months during concomriant administrabon. Plagma digoxm levels of patients on concomitant therzDy should de maasured, and digaxin



308308 should ordngnly be reduced when propafenons i started. esaeculry i a relatively large digoxin dose is used or ff plasma
oncentrations are relatrvety high.

Seta-sntagonisty: ln a swaoy smrmq heathy suuxu of and
i hatf-lite with 6o change in propatenone plasma levels from control
<alues. Simiar otmmnnns have been nwnu wih mctnnrolol Propatenana appears to inhidit tha hydraxylation pattway for tho two beta-

{ust as quimding intudss plasma of could its rolative

has resuited n

Agversa reactions raported for 2 1% of 2,127 ventncular arythmia patrents who recewved Dropatenone in U'S clinecal tnals are presentsc
1 the followsng table by propatencns dadly dose. The Most common acvarse reactons in controlled climcal tnals appeared dose reiated (but
fote that Most patients spemt more tme at the larger doses), especially AIZZINGSS, Naused ANG/Or vOMILNG, unusual tasts. constpatan, and
dured vision.  Some (#38 comman reactions may diso Nave been d0S8 related such as first dagres AV diock. congestve heart tadure.
dyspepsia, and weakness. The pnincipal causes of discontinuaton wers the Most comMMOn evants and 2re shown in the tzbb

caraiossioctvty. [n propafencne CiiCal tnals, pabents who wers facemng Geta-biockers n M Reported For 2 1% ot Patiesss
!f;cﬂcn:ntgo;ﬂ:mﬁhm "WM‘ The Der2PEUC rAnge for DEta-DIOCKArS 13 wida., 2 reduchon In 003age May oe nmsury dunng Mol
admine progatencne.
- % of
Wartarte: In 2 study ot eight hn"m subjects mm g warfann y, Mean steady-state warfarin plasma Incidence by Total Oatly Ooss Towal Pty
39% w rease in tumes of y 25%. Itis therefore recommanded that L Who
drothrombin imes be routingly mommm 30 th doss o warfann b4 afusted  necessary. 450 mg 600 mg 2900 mg Discont.
Cimets C / mof and 0 12 healthy SUDjeCts resuited in 2 20% NCrease n steacy-state {N=1430} {N=1337) {N21333) (Ns2127)
of no changss L bayond that on Oizziness 4% % 1% 13% 24
alone. . ﬁwu:‘ a;wor Vomiting g'l. % 9% 1% 3.4:
C ion o ang may resuit in tetd sarum esioramine levs. ot nusual Testy % 5% % ™ 0r%
a tncyctic ang are cleared by oxicabve and hy carnied out by Gonstigation % g 5% Lae) 5%
the nepancP-450 Cytochroms, D‘ﬂ"g“’:‘ ;: g: pio 2 o
Cyeiosporia: Prapatenone therapy may incragse levels of cyclosponn. :marr'mhmn g: % % 5% 47%
Theophyitics: Propatanone may increass i i ngina ) % 5% 0.5%
tonc-fy'." pal may ince during Merapy with the of % % » Hoy V0%
) , Blurred Vision 1% % % “ 08%
Rifgmpin; Rifampin may accelerate the metaboiism and decrsass the plasma levels and rriy officacy of S:anm Tieyearda l: % ki Ly 1.4%
Othar: Limitad exprienca with it cakci without svidence of Glini ! % 3% o 1%
Jiher, Limied 41D with caicium antagonists and diuretcs s been reported t of clinicagly Oyspepsia * % % % 0%
sigmticant reactions. Patpitations » ™% b ™ 05%
Carcinogenstis, Mutzgenests. Impairment of Fertility: Utfetime maximatly tolerated orat dose studiss in mice {up to 360 mgkg/day) and Rash % 1% % 3% Ojs'l.
rats (uo to 270 mo/kg/day) provided no ewdence of 3 potentral for AV Block First Degree 1% 1% 2% n 03%
Propatenone was not mutagenic when a3sayed tor genctoxcity in 1) mouse Dominant Lethal test, 2) rat bone mamow Chromosome Analysis, ‘omh‘mnamm ::: 222 g;: :2,: 8 ?2
J) Chiness hamster bone Marmow and SPAMMItogona Chromosome analys:s, 4) Chinese hamstar micronuclaus tast, and 5) Ames bacterial Ory Mouth 1% 1% % % 02%
test. Syncope/Nsar Syncops 1% 1% " % o™
t0 radts, dogs. and Monkeys has been shown i decreass spermat . Thess oftects were QRS Ouration, Increased 1% 1% % % 05%
roversible, were not found mmm oral gosing of ampmmm wars Seen only at lathal or sublethal dose levels and wany not seen in nats hest Pain 1% 1% 1% % 0%
treatsd erther oraity or intravenously (see PRECAUTIONS. P did not affect fartliity rates when Anorexia - 1% 1% % % 04%
agrmmstered oraily to male and female rats at doses up 10 270 g/kQ/day of when i orally ot o maje rabbits a Abdominat Pairv Cramps 1% 1% 1% % 04%
doses of 120 my y or 3.5 mg/kg/day, y. On a body weight Basis, the above notad oral doses in rat and rabbit are 18 tmes Ataxis o0 1% % 2% 0.2%
and 8 times, y i darly human doss of 900 mg {Dased on 60 kg human body weight). meru Ve ! " 1% 1% 2% 03%
Praguascy: Teratopesis Eftecte Prognancy Catagory C Propafenone has been shawn 10 b smryctons in abbits and s whengivenin | o170 verieuar Contracton(s) iy v o > x
doses 10 and 40 ames, the human dose. No taratogemc potenitial was apparent in either species. Anxinty 1% 1% 1% 2% 06%
There are no a0equats and wel-controlied maiu in pregnant women. Propatencne Should be used during pregnancy only if the potential Edema % % 1% " 02%
bensfit justifies the potential risk to the fetus, Tmnor(l) oy 1% Iy % 0.3%
Nostarssopesic Efeets: in a perinatal and pomammmmms prepatenone, &t 0ose levels of 6 or more tmes the maxi 1% % 1% 1% 03%
human doss. dose in matemal and neoratal mortality, decraased matamal and pup body weight gain and Bunml 8ranch Block % 1% 1% 1% 05%
seduced neonatalplysiological deveco Aot Forteion - * * B o
Labor and Oslivery: It is not known whether the usa of propatenone during Labor or delivery has immediate or detaysd adverse sffacts on the Flatulence % 1% 1% 1% 0.1%
fetus, or whether it prolongs the duration 61 labor or increzses the need for forcaps Gelivery or other obstetrical intervention, Hypotension % 1% 1% 1% 0.4%
Nursing MORerS: It s not knawn whether this drug is excreted in human mik. Because many drugs are excrated in human mitk and because Intraventricular Conduction Detay % % % 1% 0.1%
of the potentul ot serious a0verss reactions in nursng infants from propatenons, 2 decision shouid be made whether 1 oursing Pain, Joints ™ il % % 01%
or 0 discontiu e dru, taking into decout the impa of the drug to the motee. Innemonnmmnmmnwmu!mwmt%mmmmumnmm(m
Podiatris Uss: The sataty and effectiveness of propatenone in pediatric patients have not been established. ovents for marketing exponence are grven i aiics). Causabity and therapy cannot blhmld

Gertawrty Uts: There do not appear (o De 2y a0e-related ditferences in adverss reaction rates in the most commonly reported soverse
reactions. Because of the possible increased risk of impaired hepanc or renal function in this age group, pmpafmmouubommm
caution. The effective dose may De lower in thess patients.

Aaimsl Texicoiogy: Renal changes have Doen observed in the rat foliowing 6 months ot ora) administration of propatenone at doses of 180
and 380 m/y/day (12 to 24 times the maximum recommended human dosa) dut not 90 mg/g/day. Bot inflammatory and non-
inflammatory changes in the enal tubules with nephritis wars ved. Thess lesions were reversibis in (hat they
ware not found in rats treated at thess GO3aQe levets and allowed to recover for 8 wesks. Fawmr:mmmofmhwmtow
n w following chronic administration of propatencne 2t dose levels 19 times the Maxmum recommended human dose.

Adverse reactions with occur most y in the . and centrad
nervous systams. About 20% of patisnts traated with have di bocausa of adverss rvactions.
Resutts of trials in ia patients g 2dversa reaction rates on propafenone and placsdo, and on

propafencns and guinidine are shown in the foliowing table. mmmcﬁomuwmamzl'&o'mmmm propafencns ire
shown, uniess they were more frequent on piacedo than propafenone. The Most COMMON svents were unusual tasts, dizziness, first degree
AV block, intraventricutar conguction deldy, nausea andor vomiting, and constipation. Headachs was relatively comman aiso, but was not
increased compared to placabo.

Adverss tor 2 1% of Patisaty
Prop/Placebo Tnais Prop/Quimdine Tria)
Prop. Placedo Prop. Quinidine
Ns247) (Ns111) (N=53) (Na52)
Unusual Taste ™ 1% 2% %
iz2i s ] 5% 15% 10%
First Dsgree AV Block 5% 1" % [z
Headache(s) 5% 5% % 8%
Constipation “% "™ % %
Intraventncutar Conduction Detay 4% % — -
Nausea and/or Vomiting % 1% 8% 15%
Fanque - - “a %
Paipitations 2% 1% - -
Blurred Vesion 2% 1% M %
Dry Mouth P % % %
Dyspnea % % % 0%
Abdominal PainvCramps - - % %
Oyspepsa - - % %
Congestive Heant Failure —_ - % 0%
Faver - - % 10%
Tinnitug - - % 2%
Vision Abnormal - - 22: g
Esophagrtis - .-
Gastroentantis - _ % %
Anoety % % - -
po 7 R A 2
Proarmythmia 1
Flatulencs . 1% % % %
na 1% % % %
Second Degres AV Block 1% % - -
Bundle Branch Block 1% o% % %
Loss of Batance 1% 0% - -
1% 1% 6% 9%

Dhess events,

Cardovaseaior System: Atriai fluttar, AV dissociation, cardiac arrest, flushing, Mot flashes. sick sinus SyNGrome, Sins pause of rrest,
supraventricular tachycardia.

Netvoes Sy dreams, abnormal spesch, wision, 20n82, coms, CoMfusion. deNrESSion, MEMOry 083, NUMYNESS,
paresthesizs. psychosis/mania, seizures (0.3%), tinnitus, unusun smetl sansation, vertigo.

Gsstrointestingt: A numbder of patients with liver i Rave been reportsd m postmarksting
openence. Somxnmndmmmmmumm wmnmauﬂ:ammnmammﬂumn Some of these reports

ware simply through ctimeal because of ciinicsl symptoms including fulminant hepatitis and death. One case
was rechaftenged with a positive outcome.

Cholestasis (0.1%), elevated liver enzymes (aikaline ssrum {0.2%). gas hepatits (0.03%).
Heraatologie: Agranulocytotis, anemia, bruising, granulocytopenia, mcdbmm purpurs,

Glucose, bidney /aure, positive ANA (0.7%),

Other: Alopecia, eys imitation, ADH sscretion,
Npus srythemarosis, Muscie Cramps, Muscie wezkness, nephrotic syndrome, pain, pruritus.

OVEROOSAGE
mmmolmwm which are usualymousmmuinsnounol Hon, May incluoe

any and high grace 3 wel
nmvusbn nlmmmmﬂmpnnnmﬂmmn mmhmoummnammomwn Cawnmmwbmmmam
wth i Generat such as Y and axtemal cardisc Massage may be

AND ADMEIESTRATION
hydrociioride tabists must ba indhwdually irated on the basis of response and toderance. t is recommended that
nyuomnounllsowm mmwulmmmnummnmnum4uy
necassary, o mQ every 8 hours (900 MQ/day). The ussfuiness and safety of
in whom sigmificant widening of the QRS compéax of sacond

necessary.

The doss of propafenons
therapy be inttiatsd with 150 mg propatencne given

mmmnsmuqammuswcmam.a
9082088 0 n:mmmqwmnawmlbnnomm In those
of third degres AV block occurs, dose reducticn should be considersd.
As with other anBarrwythmic agents, in the siderly or in patients with marked previous myocardial damage, the dose of propatencne
hydrocnioride tablets should be increassd more graduaity during the wnitial phase of treatment.

HOW SUPPLIED
Propafenons hydrochioride tadiets, 150 mg are svaitabie 28 round, whits, film-coated tablets Jebossed with Witson 582 on one side and
bisactsd on the other side. They are supptied as follows:
Bottles of 100 NOC-52544-582-01
Gotties of 500 NDC-52544-582-05
Propafenone trydrochiorids tablets, 228 mg are avaitable s round, whits, fim-coated tablets 0sDOS3ad with Watton S83 on cne side and
Disactad on the other si9e. They are supptied zs follows:
Bottes of 100
Botties of 500

NDC-52544-583-01
NDC-52544-583-05

Store at controlied room temperature, 15°C to 30°C (59°F to 86°F). Dispense in a tight, light-resistant contziner 2s defined in the U.S.P.

Watson Laboriories, Inc. Date: June, 2000
Corona, CA 928%0
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