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Mexiletine Hydrochloride Capsules, USP eni the use of a5 well 35 olier i spens shonk s resereed o saens il el
Rx Only wenlricular arthyiamia,
BESCRIETION ﬂ:ﬁ::mﬂ experience abnormal liver lunction lesis have been regarbed, some in ihe firsl few weeks of herapy with et
Mexilgti . USP 1s an orally active ic agent. Itis 2 white {o off-while cryslalline powder wilh slightly hmurlasle {reely soluble " . - M
n waler and in alcnnol Mexilgling hymo:hlunﬂe usp nas a pKa of 9 2. The chemical name of mexileting fhyl-2-(2,6- g M hm;u;mﬁh::. Observed in‘the seifing of congestive haart lallure or ischemis and iheir relationship 1a mexilaling
i i,
B Ineph & i (DRESS)
OCHEHEH, Drug reacuans wilh eosinaphilia and systemic symploms (DRESS) have been reparled in palicnls laking mexiletine. DRESS typically presents with
WE CH, s Hel fever, rash, and/or in wnhulheruvgan such as hepalilis, nephritis, hematologic abnormalities,
. P is, O myositis, anacule viral DRESS
PRECAUTIONS

C,H.NOHCI MW.215.72

Each capsule for oral administration, contalns 150 mg, 200 mg, or 250 mg of mexiletine hydrachlonde, USP 100 mg of mexiletine hydrochloride, USPis

equlvalent to 83.31 mg of mexiletine base. In addition, each capsule conlains the iollowing excipienls: colloidal silicon dioxide, magnesium stearale,
inized starch The nains: FO&C Yellow #6, gelalin and litanium dioxide.

150 mg capsule also contains: D&C Red #28 and FD&C Blue #1. 250 mg capsule also conlains: D&C Yellow #10 and FD&C Blue #1, The imprinling

ink contains: sirong ammania selulion, btack iron exide, dehydraled alcohol, isopropyl atcehol, bulyl alcohal, propytene glycal, shellag and patassivm

hydroxide

FDA approved ion lest fromthe USP:
CLINICAL PHARMACOLOGY
Machaniem of Action

Mexileline hydrochloride is a local anesthelic, antiarrhylhmic agenl, struclurally similar L idocaine, bul araliy aclive, In animal sludies, mexileline has
been shown 1o be etlective in Ihe suppression of induced ventricular arrhythmias, including those induced by glycoslde toxicity and coronary artery
ligalion Mexiletine, like lidocaine, inhibits \he inward sedium currenl, lhus reduting the rate of rise of the action polential, Phase 0, Mexiletine decreased
Ihe elfeclive refractory period (ERP) in Purkinje fibers. The decrease in ERP was of lesser magnitude [han the decrease in action polential duration
(APD}, with a resulling Increase in the ERP/APD ratio

Elecirophysiclopy In Man
Mexileting is a Class 1B anli with
procainamide, and disopyramide

jic properties in man similar lo those of lidacaine, but dissimllar from quinidine,

In patienls wilh normal canduction systems, mexiletine has a minimal etfect on cardiac impulse generalion and propagation. In clinical trials, no
developmenl of secand-degree or third degree AV block was observed Mexileline did nol profong veniricular depolarizalion (QRS duralien) or
repolarization {QT Intervals) as measured by electrocardiography. Theoretically, Lherefore, mexileline may be useful in the treatmenl of vemricular
arrhylhmias associated wilh a prolonged QT inlerval,

General

II'a ventricular pacemaker is operalive, palients with second or third degree heart block may be trealed with mexileline hydrochloride if conlinuously
monitored. A limiled number of palients (45 of 475 in contralled cfinical (rials) with preexisting first degree AV block were treated with mexileling; none of
these patienis developed second or third degree AV block Caulu)n should be exercised when ft is used in such patients or in patients with preexisung
sinus node or

Like other anliarrhylhmics mexiletine hydrochloride can cause worsening ol arrhythmias, This has been uncommon in palienls wilh less serious

venincudar ia; s2¢ ADVERSE REACTIONS), butis of greater concera in palienls wilh
mwmemg Inlmﬂmas such a5 ﬂmﬂmﬂ vemm:ular tachycarda In paliends with such arrfytimias subjecled to programmed electrical
than hat of other agents

Mexileline should be used with caution In pafienls with hypotenslon and severe congestive heart failure because of the potenlial for agpravating these
conditions

Smce mexﬂellne is melanollzed inlhe INer and hepallc impaiment has been reporled lo proleng Lhe elminalian hall-lile o mexileling, palients with fiver
ing mexileline. The same caulion should be abserved in palients wilh hepalic dyslunclion secondary to

congestive heartailure.

shauld be The i
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SGOT Efevation and Liver Injury

Inthree manth conlrolled trials, elevations ol SGOT grealer than lhree limes (he upper limil ol normal occurved in about 1% ol bolh mexileline-reated and
conlrol patienls. % of patients in lhe mexileting i use program had elevations of SGOT grealer (han or equal Lo three limes
the upper limil of normal. These elevalions frequently occurred in association with identifiable clinical events and therapeutic measures such as
cangestres hearl lailure, acule mygcandial nfarction. buod bianglusnas and e medicatiums. These elevabons werk olten asymptamilc and
transient, ] did nolrequit ol 8507 (> 1000
WL} wesn seentuelads dealh In lour palienls wilh en-stag =]

Rare instances of severe liver injury, including hepalic necrosis, have been reported in associalion with mexileline trealment. ILis recommended that
patients i in whom an ahnnrmal liver test has oceurred, or whn have slgns ol symplams suggesllng Ilverdyslunr.llun be carefully evaluated, )f persislent

of lhe smus rale, prolongation of smus node recovery ime, decreased velocity

In palienls wilh defects,
i been observed

and deffecti yperiodofthe

The anliarrhylhmic effect of mexileline has been established In conlrolled comparative Irials against placebo, quinidine, procainamide and
disopyramide. Mexileline hydrochloride, al doses ol 200 to 400 mg g8h, produced a significant reduction of venlricular premalure beats, paired beals,
and episodes of non-sustained ventricular tachycardia compared to placebo and was similar in effectiveness lo the active agents, Among afl palients
entered inlo Lhe sludres, aboul 30% in each trealmenl group had a 70% or grealer reduclion in PVC count and about 40% failed o complele (he 3 month
studies because of adverse effects Follow-up af patients fram the controlled trials has demenstraled continued effectiveness of mexileline in long-term
use

or g pali detected, gi therapy

Blood Dyscrasias

Among 10,867 patienls Ueated wilh mexiktine in the compassionale use program, T marked Than ) o

i ¥ " ¥ " P in0 16% Mary o
L ¥ 1] h dleline in several

CASE5 WS negatine Mrkee feukopenia of agransfocylosis did not pccar in any pabent receiving mexileline alone; five of the six cases of
agranuloCyioss were dssoculed with procanamise [sustsined relaase preparations i four) and one wilh vinblastine. If sigificant hemalologic
changes are observed, the patient should be carefully evaluated, and, if warranted, mexileting should be discontinued. Blood counls usually return to
normal within amonth ol disconlinuation (see ADVERSE REACTIDNS).

( ions (seizures) did nol accur in mexiletine controlled clinical trals, th Ihe compassionate use program, convulsions were reported in aboul 2 ol

Hemodynamics

Hemodynamic studies in a imileg number of palients, wilh nonmal or abnormal myocardial function, foltowing oral adminisiration of mexileline
¥ Y - hy signiicant, oyt resistanee, but ho
9 " i | abmidat tp that

Pharmacokinelics

Mexiletne is well absorbed (~—90%) from Lhe gastrointestinal tracl Unfike lidocaine, ils first-pass melabalism is low. Peak blood levels are reached in
two (o three hours. In normal subjects, the plasma ellmination half-fife of mexiletine is approximately 1010 12 hours. Ilis 50 lo 60% bound lo plasma
prolemn, with a volume of dislribulion of 5 to 7 lilers/ka. Mexileline is mainly melabolized in the liver, he primary pathway being CYP2D6 melabolism,
allhaugh il is also a subsirate lor CYP1A2, With involvement of CYP2D8, there can be eilher poor or extensive melabolizer phenotypes Since
approximalely 90% ol mexileline hydrachloride is melzbolized in lhe liver inlo inaclive metabolites, pathological changes in Lhe liver can reslricl hepalic
clearance of mexiigling ideand ils lites. The metabolic ion proceeds via various pathways including aromalic and aliphalic

1000 patients Twenly-gighl percenl of lhese patienls disconlinued lnerapy Convulswns were reported in palients wilh and without a prior history of
seizures. Mexiletine should be used with caution in patients with

Drug Inleraclions

Since mexiletine hydrochloride is a subslrate for the metabalic palhways involving CYP2D6 and CYP1A2 enzymes, inhibilian or induclion of eilher of
Inese enzymes would be expected o aller mexileting plasma concenlralions. In a formal, single-dose inleraclion sludy (n = 6 males) the clearance of
mexileling was decreased by 38% following |he coadmmlslrahon of (luvoxamine, an inhibilor of GYP1A2. In anolher formal sludy (n = 8 exlensive and n
=7 poor lizers of CYP2D6), did nol alter the kinetics of mexiletine in the poor CYP206 metabolizer group.
Howevar the melabalic clearance of mexileline in the extensive melabolizer phenolype decreased by aboul 70% making Lhe poor and extensive
melahnllzergmups indistinguishable. In this crossover steady state study, the pharmacckinetics of propalenane were unaffected in either phenotype by
the ofmexiletine Addition of mexleline to propafenone did not lead to further electrocardiographic paramelers changes of ORS, QTc,

and N-oxidalion. Several vlme resulting ave submmed lo further jugation wilh ic acid

{phase Il metabolism); among hese are the major and N-hydroxy-mexilel
10%is excreted bythe kldney While urinary pH does nol nmmally have much influence on eliminalion, marked changes in
ypHi the rale of excretion: excretion, whi i

Several metabolites of mexileline have shown minimal anliarrhythmics activily in animal models The mosl active Is the minor melabolite N-
melhyimexiletine, which is less lhan 20% as poleni as mexileline. The urinary excretion of N-melhylmexiletine in man is less than 0.5%, Thus the
ic sctivity of mesileline s dug 1o th L

Hepatic impairment prolongs the eliminalion half-lile of mexileline, in eight patients wilh moderate lo severe liver disease, lhe mean hall-life was
approximately 25 hours

Consmenl wilh lhe Ilmlred renal elimination of mexileling, litte change in the hall-lite has been delecled in patients with reduced renal luncllon Ineighl

RR, and PR mlervalslhan alone. When I eilher of Ihese lwo drugs s initialed, (ne dose of mexileling should be
slowly tilrate
In a large compassionale use program mexileline has been vsed wilh ly employed anlihyperiensive, and

anlicoagulant drugs withoul observed interaclions. A variety of antiarrhylhmics such as quinidine or propranolol were also added, sometimes with
improved conlrot of venincular ectapy. When phenyloin or olher hepale enzyme |nducers sucn as rifampin and phenabarhital have been laken
concurrently with mexiletine, Iowered mexiletine plasma levels have been reported fine pl Tevelsis

use o avoid ineff )

Ima formal study, beneedazepines were shown nol to affect mexiletine plasma concenlrations. ECG inlervats (PR, GRS, and QT) were nol affecled by
[ Orrelss,

f cimelidine

palienls {han 10 mL/min, the mean plasma elimiration hall-life was 15.7 hours; in seven patients with
belween 11 lo 40 mLymn, the mean hall-life was 13.4 hours,

The absorplon rale ol mexileling is reduced in clinical siluations such as acute myocardial infarclion i in which pasinc emptying time is is increased
Narcotics. alropine and magnesium-zluminum hydroxide have also been reporied to sfow the of mexileline, has been
Teporiyd lo acceiorate abspiphan,

Mexiletine plasma levels of atleast 0.5 meg/mL are generally required Far therapeulic response. Anincrease in the frequency of central nervous system
adverse etfects has been observed when plasma levels exceed 2 mep/mL Thus [he therapeulc range Is approximalely @ 5 to 2 meg/mL Plasma levels
wilhin (he Iherapeulic range can be atiained wilh eilher three limes daily or twice daily dosing but peak Lo lraugh differences are grealer wilh Lhe latter

been reporled mexileting plasma levels; therefore

patienls should be followed carelully during cancurrent therapy.

, decrease, orl

nolaf(er digoxin tevels bul ium-a)
been reported to lower serum digoxin levels

hydroxide, when intesli due dleline. has

Concurrenl use of mexileling and theophylline may fead 1o increased plasma theophylline (evels. One contralled study in eighl normal subjects showed a
72% mean increase (range 35 10 136%) In plasma lheophylline levels. This increase was observed at the firsl lest poinl which was the second day after
slarting mexileline. Theophylline plasma levels relurned lo pre-mexileling values wilhiin 48 hours afler disconlinuing mexiteline. If mexiletine and
Iheophylling are to be used concurrently, theophylline blood fevels shoufd be monitored, particularly when the mexileline dose is changed. An

regimen, cieating lhe possibility of adverse effecls al peak and arhythmic escape al frough. Neverlheless, some patients may be
successluliy o lhe twice daily regimen. (See DOSAGE AND ADMINISTRATION.}

INDICATIONS AND USAGE

Mexiletine hydrachloride capsules, USP are indicaled for the treatment of documented venlricular arhythmias, such as sustained venlricular
lachycardia, that. in the Judgment of the physician, are life-reatening. Because of the proarrhythmic effects of mexileline, its use wilh lesser
Treatmentof patients witn ventricular premal ions should be avoided

is i ¥

should be carried oulin thy

Initiation of mexiletine trealment, as nluluul‘u
drugs have nol

paients wilh venlricufar arthylhmias

CONTRAINDICATIONS
Mexileling
pacemakeris present)

capsules are In the presence of cardiogenic shock or preexisling second- or ttrd-degree AV block (if no

WARNINGS
BOVNED WARNING

WARNINGS

Hariality .

Ttlal (GAST], a long-term, mullicentered, randemized, douhie-
Mhumnhm with file: i har arrh whao hed 8 Intarction more than six days but
lezz than two years um!nnﬂs, an excessive morlalily e non-falal cardiac arrest rate (7.7%) was seen in palients Iraated with encainide ar
\ Hecainide compared with Ihal seen in palients assigned lo carefully matched placebo-Ireated groups {3%). The average durallon of Ireatment
with encatnide or llecainlde in this study was 1en months.

Tha applicabikity of the CAST retulls ip other fipas {e.g.. ihoxs withowt recent myacardial infarclioa) is encertait. Considering the krawn

Additionally, in ene controlled study in five normal subjecis and seven palients, the clearance of caffeine was decreased 50% following the
administralion of mexilellne,

i i i of Ferlllily

Studies of carcinopenesis in rals (24 months) and mice (18 months) did nol demonstrale any umorigenic polential. Mexiletine was found lo be non-
mutagenic in (he Ames tesl Mexileline did natimpair fertilily in (he rat.

Pregnancy

Teralagenic Ettects

Reproduction studies performed with mexileting in rats, mice and rabbils at doses up to four times the maximum human oral dose (24 mg/kgin 2 50 kg
palient) revealed na evidence of leratogenicity orimpaired fertility but dld showani increase |n letal resorplion 'lhereare no adequate and well-controlled
studles in pregnant women; this drug shoutd be used i onlyif Ie: lothe fetus

Nursing Mothers

Mexileting appears in human milk in concentrations smllarto those abserved in plasma. Therefore, if the use of mexiteline hydrochloride is deemed
essenlial, an thod of nfant be

Pedialric Use

Safety i ialric palienls have not

ADVERSE REACTIONS

Mexiteline hydrochloride commenly produces reversible gasiroinlestinat and nervous system adverse reaclions bul is olhorwise well lolerated.
Mexiletine has been in483 patientsin thret h ies and in over 10,000 palients in alarge compassionate use
program: Dosages in lhe conirolled slumes ranged Irom 600 {0 1200 mg/day; some patienls (8%} in Ine compassionate use propram were {realed with
higher daily doses {1800 to 3200 mg/day). Inthe three month controlled lrials comparing mexlleline to quinldine, procainamide and disopyramide, the
most frequent adverse reaclions were upper i distress {41%), lig (10.5%), fremor (12.6%) and coordination ditficutties
(10.2%). Similar frequency and incidence were observed in the one month placebo-conliolled trial. Allhough (hese reaclions were generaliy not serious,







and il S 0 in darsa king '} by iherapy . iheyled Lo Lherapy Myelofibrosis was reporled in [wo palients in the compassionale use program; one was receiving fong-term hiotepa Iherapy and the other had
isconli 40% ot i Table1 reportedinthe lacebo-controlled trial, i
Table 1: Comparallve Incldence {%) of Adverse Events Among Patlenls Treated With Mexlletine and Piacebo In the 4 Week, Double-Blind In posimarkeling experience, there have been isofaled, spontaneous reports of pulmonary changes including pulmonary infillrafion and pufmonary
Crossover Trial Hoxlloll Placed, fibrasis during mexiletine (herapy wilh or without other drugs or diseases Ihat are known to pmduue pulmonary toxcity. A causal relationship to
i Bxlistina i "_‘";9“ mexileling therapy has not been estabiished In adgilion, Ihere have been 1sof alawa, dyspepsia, hypersensiity
=5 - reaction, and exacerbation of congeslive heart failure in patients with preexlsting compromised ventricular tunclion There have been rare reporls of
Palpilalions 7.5 102
Chest Pain 75 41 b i
- Clinical findings associated with mexiletine overdosage have included drawsiness, confusion, nausea, ion, sinus
Increased Venincular Ahythmia/PVCs 19 - seizurcs, bundle branch block, AV heart block, asyslofe, ventricular tachyarrythimia, including ventricular fibriflation, cardiovascular collapse and coma
Digestive The towest known dose in a fatality case was 4 4 g with posimortem serum maxileting level of 34 to 37 meg/mL {Jequier P et al, Lancet 1976 1 (7956)
Nausea/Vomiling/Heartbur 396 61 429). Palienls have recovered Iromingestion of 4 g o 18 g of mexileline (Frank $.E et al., Am J Emerg Med 1991:9:43-48)
Coniral Marvous System There Is no specific anlidote for mexiletine, Management ol mexiteline overdosage includes general supporlive measures, close observalion and
Dizziness/Li 264 143 monitoring of vilal signs. In addilion, lhe use of pharmacolagic inlerventions (e.g., pressor agenls, atropine or anticonvulsanis} of ransvenous cardiac
Tremor 132 = pacing is suggested, depending on the patienl's clinical condilion.
Nervousness 113 62 DOSAGEAND ADMINISTRATION
Coordi Ditficullies 94 - The dosage of mexileline hydrochloride must be individualized on the basis of response and tolerance, bolh of which are dose-related. Administration
Changes in Sleep Hahils 75 16.3 Wllh food or anlacid is recommended. Imllale me)ulelme lherapy wilh 200 mg every eighl hours when rapid control of arrylhmia is nol essential. A
N 28 2 twala (hree days b Dose may ji 500r100 upordown
Weakness 19 41 As wilh any antiarrhythmic drug, clinical and eleclrocardlographlc evaluation (lm:Iudlng Holter monnnnng il necessary lor evaluation) are needed to
Faligue 19 2 determine whelher the desired anti effect d
Tinnitus 1.9 41 " N . . . . N " 5
5 - Satisfactory contral can be achieved in most patients by 200 10 300 mu given every eight hours with foad or antacid Il salislactory response has not
Canfusion/Clouded Sensorium 19 2 been achieved al 300 mg qBh, and the palient tolerales mexileling well, a dose of 400 mg qBh may he Iried. As the severity of CNS side effecls increases
Other with lolal daily dose, the dose should nol exceed 1200 mg/day.
Headache 7.5 61 N . - P F—
1 Visi Di 7 2 In general, pafients wilh renal (ailure will require the usual doses of mexileling hydrachlonde Palients with severe lives disease, however, may require
Blurred Vision/Vi 5 lower doses and must be monilored closely. Similarly, marked nghl-sided congestive heart faifure can reduce hepatic metabotism and reduce Ihe
Dysnnea/Respiratary 57 102 needed dose. Plasma alsob y cerlain drugs (see PRECAUTIONS, Drug Inleractions).
Rash 38 2
Non-specilic Edema 38 B Loading Dose
When rapld conuol of venlricular arrhythmia is essenllal aninilial Inading dose ol 400 mg of mexiletine hydrochleride may be administered, tollowed by

Tahle 2 presents Lhe adverse reactions occurring in ane percent or more of pafients inthe three month conlrolled studies.

Table 2: Comparative Incidence (%) of Adverse Evenls Amang Patients Treated With ime or Contro! Orugs in the 12 Week Double-Blind

Trials Mexileline Quinldine Procalnamide Disopyramlde.
N =430 N = 262 N=78 N = b2
Palptialions 43 46 13 58
Chest Pain 26 34 13 29
AngraAngina-le Pain 1.7 19 26 29
Increased Venincular Arrhyihmia/PVCs 1 2.7 26 -
Digestive
Nausea/Vomiting/Heartburn 383 214 333 145
Diarrhea 5.2 332 26 87
Ci i 4 - 6.4 116
(Changes in Appelile 286 1.9 - .
|Abdominal Pain/Cramps/Discomiori 1.2 15 - 14
Ceriral Kervous Sysiam
Dizziness/Lightheadedness 188 14.1 141 29
Tremor 132 23 38 1.4
[Cordinaton Diiciiees 37 [E 3 >
(Cianges in Sleep Habils 71 27 11.5 a7
Weakness 5 53 7.7 29
Nervousness 5 1.9 6.4 58
Fatigue 38 57 54 14
Speech Ditficullies 26 0.4 . -
Gonlusion/Clauded 26 - 38 -
Paresthesias/Numbness 24 23 26 -
Tinnitus 24 1.5
Depression 24 1.1 1.3 14
Olher
[Tened Vision Visual Dstumances 57 3 51 72
Headache 57 &9 7 43
Rash 42 38 10.3 14
Dyspnea/Respiratory 33 31 5.1 29
Dry Mouth 28 1.9 5.1 145
Arthralgia (3 23 5.1 1.4
Fever 1.2 3.1 26 -
Less lhan1% Synnope edema, I\otllashes hyperlension, shorl: yloss, loss of i olher changes, di
urinary malaist linido, pharyngitis, cangestive heart failure,
faver 10,000 : malgling ik 4
mummm These patents wore Wﬂwww mmmmmm WM percant Mmm cantnued in the
l e hat OF longes Atvesed reacti oy percend of patents {usn 'y ugp
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events possibly related tamexileline use ichidie

Cardiovascular Syslem
Syncope and hypolension, each about 6 in 1000; bradycardia, aboulll in 1000; anglna/anglna like pain, abuula in 1000; edema, atvioveniricular
block/conduction disturbances and hot flashes, each aboul 2in 1000; hyper d ic shock, each aboul 1in 1000.

Ceniral Nervous Syslem
Shart- |erm memory Ioss about 9 in 1000 patients; hallucinalions and ather psychological changes. cach aboul 3 in 1000; psychosis and
boul 2in 1000, loss of i about6in 10,000,

Dipestive
Dysphagia, abour 2 i In 1000, pepllc ulcer, aboul 8 in 10,000; upper gaslroinlestinal bieeding, about 7 in 10,000; esophageal ulceration. about 1 in
10,000, i necrosis

Skin
Rare cases of extoliative dermalitis and Slevens-

treatment have been reported

Lahoralory
Abnormal liver funclion lesls, about 5 in 1000; posilive ANA and thrombacylopenia, each aboul 2 in 1000; leukopenia (including neutropenia and
agranulocylosis), aboul 1in 1000; myelofibrosis, abou! 2in 10.000 patients

Dther

Diaphoresis, aboul & in 1000, altered taste, about 5 in 1000. salivary changes, hair loss and impotence/decreased libido, each about 4 In 1000, malaise,
abou1 3 in 1000; urinary hesitancy/relention, each aboul 2 in 1000; hiccups, dry skin, laryngeal and pharyngeal changes and changes in oral mucous
membranes. each about 1in 1000; SLE syndrome, about 4 in 10,000,

Hematology
Blood dyscrasias were not seen inthe controlled trials but did occur among 10,867 palients treated with mexileting in the compassionate use program
(see PRECAUTIDNS)

2200 mg d hours.Onset of is usually observed wilhin 3¢ minutes to two hours.

012H Dosage Schedule

Some panenls respnndmg lo mexileting may be tvanslened to a 12 hour dosage schedule to improve convenience and compliance. If adequate
a mexﬂehne [ 300 mg orfess every eight hours, the same lotal daily dose may be given in divided doses

every 12 hours while carefully i ion of ventricular eclopy. This dose may be adjusled up loa maxmum of 450 mg every

12 haurs to achieve the desired response.

the degree of

Translerring lo Mexilellne Hydrochloride

The following dosage schedule, based on thearetcal considerations rather than experimental data, is suggested for transferring patients from other
Class I oral anbarrhythmic agents 1o mexileting: mexileline hydrochlonde treaiment may be inilialed wilh a 200 mg dose, and Lirated Lo response as
described above, 6 to 12 hours after the last dose of quinidine sulfate, 310 6 hours afler the last dose of pracainamite, 6to 12 hours after the las| dose of
disopryramide ot Bto 12 hours after e last sase of tocainice

of the patient [s

In patients in wham wilhdrawal of the previous antiarrhythmic agenl is likely 1o produce lif
recommended

When transferring from lidocaine 1o mexileline, the lidocaine infusion should be stopped when the first oral dose of mexileting hydrochloride is
administered, The infusion kne should be leil open until suppressian of the arrhythmia appears Lo be satisfactorily mainlained. Consideration should be
given 1o the simllarity of the adverse effects of lidocaine and mexiletine and the possibility Lhat they may be additive

HOW SUPPLIED

Mexiletine hydrochloride capsules USP. 150 mg are while granular powder in a hard gelatin capsule with a tan opaque cap and an orange opaque body,
impnated wilh "A27" on the cap and *150" an (he body in black ink. They are supplied as tollows: NOC 62756-955-01 bolties of 100 wilh child-resistanl
closure.

IMexiletine hydrachloride capsules USP. 200 mg are while granular powder in a hard gelalin capsule wilh an arange opague cap and an orange opague
body, imprinted with "A28" on the cap and "200" on the body in black ink. They are supplied as lallows. NDC 62756-956-01 bottles ol 100 wilh child-
resistanl closure.

Mexiletine hydrochloride capsules USF 250 mg are white granular powder in a hard gel p and an orange opaque body,
imprnted wilh "A29" on Lhe cap and "250" on he bady in blackink, They are supplied as follows: NDC 62755—957 01 hunles 0t 100 with chilg-resistant
closure

Stare at 20°C o 25°C (66°F to 77°F); excursions permilted to 15°C to 30°C (59°F to 86°F) [See USP Gantrolled Room Temperature)
Dispense in atighl, lighl-resislanl container as defined in Ihe USP. wilh a child-resistant closure (as required),

Manufaclured by:

Aavis Pharmaceuticals,

Hoschton, GA30548

Distributed by:

Sun Pharmaceutical Induslries, Inc

Cranbury,NJ 08512

Code. L7036/00
Rev. 1072021






