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.etoprolol Tartrate Tablets USP
Rx only

DESCRIPTION .

Metoprolol tartrate (s a selective beta,-adrenoreceptor blockng agent, avastable as 50 and
100 mg tabiets for oral admwstration  Metoprolod tartrate 1S (=}-1-(isopropylaming}-3-{p-~(2-
methoxyethyl) phenaxyl-2-propanot (2 1) dextro-tartrate salt. and :ts structural formuta i
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Metoproiol tartrate 1s 3 white, prachcaily odorless, crysxal!me powuer wﬂh 4 molecular
wesght of 6684 82. 1tis very solutie n water; fraely soluble in methyi ™,

10 of approximately 2 5 1
There 15 2 inear reiatonship detween the fog of plasma levels and reduction of exercise 1
rate. However, antihypertensive actinty does not appear to be related to pfasma levels Beca
of vaniable plasma levels attaned with 3 Qiven dose and fack of a consestent refationshup of 4
hypertenstve activity to dose, selection of proper dosage requires individual ttration
In several studies of patients with acute myocardiat infarchion, intravenous ltollowed by
agministration of metoprolol caused a reducthion n heart rate, systohe dlood pressure
cardiac output. Stroke volume. diastolic biood pressure and puimonary actery end d1ast
pressure remained unchanged

in patents with angina pectons, plasma concentration measured at 1 nour «§ hneary rela
10 the Qrai dose within the range of 50 to 400 mg Exercise neart rate 1@ svstohe biood press
are reduced 1n relation o he loganmthm of the aral dose of metoprolol The ncrease i 2xerr
tapacity and the reduchon 10 ‘eft sentricular 1sChema ire Hso sigmficantly refated o
laganthm ot the oral dose

INDICATIONS AND USAGE
Hyperiension
Metoproial tartrate tabiets are nchcated for the treatment of typertension They may be us
atone or 1n combwnation with other antiypertensive agents.
Angina Pectoris
Melqprolo( tarirate tablets are wndicated in the long-term treatment of angina pectons

and n alcohol; slightly soluble in acetone: and insoluble n ether.

Inactive Ingradients. Tablets contan collordat sdicon digwde, hy
lactose monohydrate, magneswum stearate, microcrystathne ceflulose, po'yemylene glycol,
poiysorbate, govdone, sodsum starch giycolate, taic and ttamum dioxide.

CLINICAL PHARMACQLOGY
Metogrolal tartrate is a beta-adrenergic receplor blocking agent M wvitro and 11 vivo ammal
studies have shown that it has a preferentiai effect on Dbetay adrenoreceptors, chiefly located n
cargac muscle. This p etfect s not . and at igher doses, metogroiol
also inhibits beta; adrenorecemols chiefly located tn the broncial and vascular musculature.
Cluncal pharmacology studees have confirmed the beta-dlocking activity of metoprolol in man.

Metopralol tartrate imection and tablets are n the of 3
statie patiems with deﬁmte Or suspected acute myocartial mfarction to reduce cardiovascut.
mortaiity Ti tartrate can be wnitiated as soon as the patient -
chimical conamon allows (se¢ DOSAGE AND ADMINISTRATION. CONTRAINDICATIONS, ar
WARNI J Aftematively, treatment can degin wathin 3 o 10 days of the acute event {Sc
DOSAGE AND ADMINISTRATION}

CONTRAINDICATIONS
Hypertension and Angina

Metoprolol tartrate 1s contrandicated i sinus bradycardia, hean biock greater than fic
degree cardiogenic shack. and avert cardiac faure (see WARNINGS)

a5 shown by (1) reduction i heart rate and cardiac output at rest and upon exercise, (2)
of systolic blood pressure upon exercise, (3) mhibrion of isoproterencl-nduced tachycardia, and
{4} reduction of reflex grthostanc tachycardia.

Retative beta; sefectivity has been conhrmed by the followmq {1) In normat subjects,
metoprolol 1S unable to reverse the tetay vase affects of me. This

Metoprolol 1S contramndicated 1 patients with a heart rate < 45 beats/min, second- and thir~
degree heart block; signficant first-degree heart block (P-R nterval 2 0 24 sec) systolic atoc
pressurg < 100 mmHg, or moderate-to-severs cardiac failure {see WARNINGS)

WARNINGS

contrasts with the effect of nonselective (bela, plus betas) bcla blockers, which comgletely
reverse the eff of In

FEVy and FVC significantly tess than 2 nonse|ecuva beta blocker, propranolul at aquivalent
beta;-receptor Ng:bnq doses

acmr(y and membmne—mmmnq activity 15
umectable only at doses much gmter Man required lor crosses the

m barner and has been reported in the CSFm 2 concamraﬂm 78% ot the simuitaneous
plasma concemtraton. Animal and human expenments indicate that metoprolo) slows tha snaus
rate and decreases AV nodal conamrnon.

In controled clirical studies, metoprol tartrate has been shown ta be an effective antihyper-
tensiva agent when used alone of as concomitant therapy with thsande-type diuretics, at dosages
of 100 1o 450 mg daily. In controtted, comparative, climcal studies, metoproiol has been shown 1o
be as effective an 2 agent as yidopa, and thiaznde-type diuretics,
and to be equally effective n sunma and srandinq positions

The of the eecvsdbeta-blocmqaoemshasnotbeenelumdated
However, several possible mechanesais nave been (1 of

neuron sites, leading to decreased

a
cardiac output; (22 a central \:gect Ieaqu 10 reduced symuameuc outflow to the periphery; and

3 suppressmno remn ach
By in heart rate, in velocrty and extemt of myocardial
contraction, and o blood pressure, rnempruhl reduces the oxygen requlremems of the heart at
any given lavel of effort, thus making 1 useful 1n the long-term management of angina pectons.
However, in patients with heart failure, beta-adrenergic blockade My ICTEase oxygen require-
ments by:mmmlﬁlmﬂalarﬂbubﬂolhuﬂmd—daﬂdhm
recaptor blockads 13 mmhwmdammmwnwmmn

and Angina
" Cardlac Failure: 15 3 vital ¢ supporting y functic
n congestive heart tailure, and beta biockade carnes the potential hazard of further depressic
myocardial contractiity and pating more severs faure. In typertensive and angina patient

prect
who have congestive heart tanlure controtied by dignalis and diuretics, melopmlol shouid -
admumistered cautiousty. 8ath digralis and slow AV

In Patinats Without 3 History of Cardlac Failars: Costinued

nith Bots blocking agents over a penod of time can, in some cases, laad 0 wmac fadurc At the

hrst sign or sym%’om of impending candiac 'a»lure patients showd de fully dignalized and/or

given a diuyl nse should be observed closety, If cardrac fadure continues, despite
adequate doqnallzauon and diuretic therapy, DI should be

Ischamic Heart Disease: Follawing abrupt cessation of therapy with certain beta-block !

ng
agents, of angina and n some cases, myocardial infarcion have
accurred. When y 1 patents
with ischemic heart disease, the dosaqa houtd be gradually reduced over a penod of 1102
weaks and the patient should be carefully monitored. it angina mameuty WOrsens or acute
coronary insutficency D ion shauid be at
least temporanty, and other measures appropriate for the management of unstable angina
shouid be taken. Patients shouid be warned against interruption or discontinuation of therapy

without the physician's adwca. Because coronary artery disease is CoOmmon and may be
unirécognized, it ma r):WI:Q pendent not to therapy abruptly even in
patients treated oaly for hypertension.

thera are n which vital. In
hearts, adequate ventncular function may depend on Sympathetic dnive. In the presenca of AV
block, beta tlockade may prevest the necessary facilitating effect of sympamenc activity on
ce&ducﬂon Betay-adrenergic blockade rasugm pa::;'vu Orongmal constnction by lmerfennq
with endogenous bronchoditator a it patients subyect 1o bronchospasm and m;
aiso interfers with sxogenous hmndmdiamrs m uch patients. »
d two o four times daly, has been

lu-ch?aﬂc Oisenses: PATIENTS WITH BRONCHOSPASTIC ISEASES SHOULD, I
GENERAL, NOT RECEIVE BETA BLOCKERS. Becauss of fts reiative betay selactivity, however
maetogroiol may he used with amlon in nalllm: with hronchospastic dissase who 40 no
raspond ta, or cannot tolerate, other Since betay isno
absolute, a Mni sﬂmhﬂn agent sﬁonld fe administersd concomitamtly, and the lowest

ble dase of tartrate shouid de used. in these circumstances it would de

In controdled clinical tnals, 0
shown ta be an effecth L m he number of angina attacks and
axercise tolerance. The dosage used in these studies ranged from 100 to 400 mg dan!y K
controiled, comparauve, clivical tnal that was
propranolol i the treatment of angesa pectoris.

In 2 large (1,395 patients randomszed), double-blind. placebo-controlled clinical study,
metoprolol was shown to reduce 3-month mortality by 36% n patients with suspected or definste

myocardial mhn:tlon

Patients mmmtedassoonaspossuue aftac their arnval in the hospital,
once thesr climcal co«dition had i ang thesr he status fhiad been carefully
gibie o they had hy signs of
shock, and/or more mm rmnamd basal rales as signs of congestive hean tan(um Trutial treatment
of oral o 0 tartrats or placebo, gven
n a coronary care or comparable umt. Oral maintenance therapy with metoprolol or placabo was
then continued for 3 months. After thes double-biind period, alt patiects wers grven metoprolot

and followed up to 1 year.
The median delay from ths onset of symptoms tc the wwtiztion of therapy was 5 hours n both

pnmnl initiaity to admiaister matoprolol in smaiter doses three times daily, instead of larger
duses twa limes daily, to avoid the higher plasma feveis associated with the longer dasinc
interval. (SEE DOSAGE AND ADMINISTRATION.)

Major of withdrawing beta-blocking theragy prior tc

for Surgory: The necessity or desi
ty o' the heart to respond to reflex adrenergic

major surgery is controversial; the impairad al
stmull may augment the nsks of general

Metoproiol, éke ather beta blockers, is a oomoetmve wnhibor of beta-receptor agonists. anc
its eftects can be reversed by mmslmiondswnaoenls €.g., dobutamne of isoproterenci
However, such patients may be subject to Drtficuity in restarting
and maintaimng the heart beat has aiso been reported wm beta blockers.

Diadetes and Nypoglycomia: ralol shauld be used with caution it diabetic patients if 3
beta-blocking agent is required. Beta blockers may mask tachycardia occurring with hypo-
g}rcomm but other mamfestations such as dizziness and sweating may not be significantl,

is; Bata-adreneric blockade may mask certain o sinical m {8 4., lacincardia
dism. Patients of g thyrotoxicosts should

M3 metoproiol Ind placedbo iraatineint groups Among panents ‘reated with thers
wmmoarabloreducmmm&wmmnmty!orﬂnsamednny(sanoun)ammm
whom trsatment was started later. Sigrsficant reductions 1 the mcxdence of fiby

andmcnstuamtolowmi mmmenwmusoobsemdmmnmmm
wers independent of the interval between onset of symptoms and initiation of
of action of pabents with

toprolol in

The precrse
o Tt mm patients treated metopeolol the
n with receved the drug both aany
and dunng a subsequent J3-month penod, whiie placebc patlents racmsdwm beta‘-wm!

of hyparthy ping be managed carefully
1o avoud abrupt nmm“ of beta bi p storm.

" Cardiac Fallare: Sympathenc stimulatian is 2 wital comp 9 .
tunction, and beta cares ihe polantal hazard of depressing Y

uring treatment mmmmmummmmnmwmn
g:onnom. It naart tailurs oCCurs of parsists desprie shouid be

ment for itns penod. The study thus was abdla 1o show a benefit from the overall
regrmen but cannot separats the benefit of very early miravenous treatment from the benefit of
later beta-blocker therapy. Nonetheless, because the overall regumen showed a clear beneficial

effect on surival without evidence of an earfy adverse affect on survival, one dosage
regimen s the pracise regimen used «v the Inal. Becauscmospnnﬁcbmemm sarty treat-
ment remans 10 be defined however, it 1S also reasonable 10 administer the drug 1o patiems

at a {ater uime a3 is recommended for certan other beta lackers.

Pharmacokinatics

In man, is rapd and . Plasma levels followsng mal admins-
tration. Nowever, aoomxlmm 507. of levels f ] ndicating
about 50% figst metabolism.

Plasma leveis achisved are highly variatle after oral administration. Omy a small fraction of

in sinus heart rate i most patients, thic

decrease 1s qnatesl amonq oaﬂems wnn mm invtial heart rates angd least among patients with

tow initiai heart rates. Acut &pﬂ wfenor i )} may in tse

produce signsficant lmnnq of the sinus raie. if the smus rate decreases 1o < 40 beats/min

particularty o associated with muonca of lowsred cardiac output, atropne (0.25 to 0.5 mg
treatment

should be administersd intravenously. i with 3tropine 15 not
shouid be discontinued, and of sop! of instakation of a cardiac
pacs-maker shoud be omsmred

AV Biock Metop and may p fi first- (P-R intervat >
gzs $8C), second-, or mlrd—deqm heart biock. Acute myotzmm nfarction aso produces hear

the drug (about 12%) 1§ bound to human serum
mation in the fiver, and the plasma half-iife ranges from approomately 3 lo 7 nours Less than 5%
ofanoraldosaof ] ged 1n the unine; the rast is axcreted by the
Ineys as metabolites that appear 10 have no ctinical sigmficance. The systemic availability and
nmm of metoprolol i patients with renal holuru 0o not differ to a clirically smficant degree
from those n narmal C . N0 n dosage 1S usuauy needad n
patients with chronic renal fadure.
Signficant beta-dlocking eﬂect {as measured by reduction of exercise heart rate) accurs within
1 hour after oral 1, and its 15 dose-related For example, 2 50% reduction af
the maximum registered eﬂec! atter single orai doses of 20, 50, and 100 mg occurred at 33, 5 0,
and 6.4 hours, respectivefy, 1n normal subjects After repeated oral dosages of 100 mg twice
aally a snonmcant reduction i exercise systolic hiood pressure was svident at 12 hours
Eq Deta-| g sttect ts achieved with oral and :miravenous doses i the

It heart block occurs, monroldsmuldbodscummandmm(nzsmos mg} shoulg
usty. f with atropie is not successtul, cautious admwustration

af isoproterenol or nstalhdonola cardiac pacemaker should be considered.
L bload o < 90 mmHg) occurs, metoprolol showe

De di and the b ) smmmmmmwmmmamocardiaoaamg
fully assessed. g of central venous, puimonary capilary wedge, and arten?
o may be req A therapy witht flisds, positive inotropic agents, balloc

of other modall csshouldbomstmned it ypotension 15 associa ¢
wnm smus Dmdycarﬂ(a Or AV black, treatment should be directed at reversing these (see above
[ ¢ Dissases: PATIENTS WITH BBONGHOSPASTIC DISEASES SHQU(.D
GENEML NOT RECENS BETA BLOCKERS. Bacause of s relative hatay seiectivity, metopro
may be used with extreme caution in with b t
anknown !0 what extent beta; stimulating agents may yocardial ischemia =
the axtert ot intarction, thess agents should ac? be used propiy i bronchaspss
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not relatad to congestive heart failure ouurs metaprolgl should se dlswnnmud A
theophyliine derivative or 3 hista; agonist may be ]
clinical conditian of the patieat. Both theaphyiline denvatives and betay acomm may
producs serious cargiac arrhythmias

PRECAUTIONS
General

Metoprolol should be used aith cauticn n atieats wmth impaired Regatic function
Information for Patients

Patients should be sdvised 1o take Terscroic! raguiarty and continuousty 38 directed aith of
immediatety {ollowing meals M 3 dose stouid De missed the patient snauid ke dnly Me Aext
scheduted dose (withaut doubhng .t 2itients should not discontinue Metoprotol mthout
consulting the physician

Panents should be adwised (1) to avord Operating automotiies and machinery of 2ngaging in
other tasks requinng alertness yntl the patent's response to therapy with metoproiol has been
determined: (2) to contact the physician if any difficufty v breathing occurs, (3) to inform the
physician or dentist betare any type of surgery that he or she (s taking metaprolol.

Orug interactions

Gatecholamne-depleting drugs (e g.. rmemme) may have an additive ettect when given with
beta-blocking agents. Patients (reated with plus depletar shouid
meoaetore be ciosely obsema far evvdencs of nynotens:on or markea bradycardia. which may
produce vertigo,

Risk of Anapbyla:nc Reacnan wmle akng beta-blockers. patents with a fustory of severe
anaphytactic reachon tq a vanety of ailergens may be more reactive 10 repeated challenge, ether
accidental, diagnostic, or therapeutic  Such patients may be unresponsive to the usual doses of
eptephnne used to treat allergic reaction.

L of Fertility

Long-(erm studies 1 anmals have been conducted to evaluate caronogenic potential. In a
2-year study i rats 3t three oral dosage levets of up to 800 mg/kg per day, there was no increase
n the development of spontaneousty occumng bemgn ar mabgnant neoplasms of any ype Yne
only g that app 1o be drug remed were an

Miscell,
ship s not clear

Patentlal Adverse Reactions

A vanety of adverse reactians not histed 1bove have been reparted with ather Seta-adrenergic
blocking agents and shouid te considered potential adverse reactions to metccroiat

Central Nervous System: Reversible mental Jepression drograssing @@ -3tatoma an acut2
reversigle syndrome charactenzed by disgrentanon for ime 1nd place. shert-"2rm memory '0ss
2motonal 1abity, siigntly clouded sensonum Ing Jecr2ased performance an ~ewLrecsychometrcs

Cardiovascular \ntensification of AV dlock See CONTRANCICATIONS.

Hematoiogic. Agranulocytasis NONMNIOMOCC10peme pUrsuel RFOMBCC,*SCerc JUrpura

Hypérsenasiive Reactions Faver comaired with aching ina sore throat  3r.rgospasm are
respiratory distress

OVERDOSAGE
Acuts Toxicity

Several cases of overdosage have been reported, some leading to death

Oral L0sg's (mg/kg) mice, 1158 to 2460; rats, 3090 0 467G
Signs and Symptoms

Potential signs and sy with o
hypotension, bronchosnasm and cardiac fadure
Treatment

There 15 no specific anhdote

n general, patients with acute or recent myocardial infarction mav be more hemodynamicaily

:mstab @ than other patients and shoufd be treated accordingly (see WARNINGS, Myocardiat
nfarction).

On the basis of the pharmacologic actrons of metaprolol, the faltowing general measures
shauld be employed”

Elimination of the Drug: Gastnc lavage shouid be performed

Bradycardia: Atropine should be admunustered. if there is na response "o vagal blockade
:sopz:yt;renol should be s¢mmstered cautiausty

Unstable d and slaugication have een reparted. 3Lt 3 rug relaton-

ge with Il

re bradycardia,

mid focat acs of foamy y aiveah and a shgm crease 1

shouid be

gg. e or dopaming
g agent and/w a meopny(lme Jenvative shaula be

bikiary hyperplasia In a 21-month study n Swass albmo mca at theee oral dosage levels of up to
750 mgrkg per day, bemgn lung tumors (Small adenomas) occurred more frequently 1n female
mice recerving the highest dose than in untreated cantrol aimais. There was no increase m
matignant o total {bemgn pius malignant) lung tumars, ror 10 the overalt incidence of tumars or
mahgnant tumors This 21-month study was repeated m CO-1 mice, and no statisucally or
mologically sigmificant difterences were observed between treated and control mice of erther sex
for any type of tumor.

All mutagemcity tests oedomled (@ domunant fethal study in mice, chromosome studies
somatic calls, a Q test, and a nucleus anomaly
tastn somatic mterphase nucle were negative.

No evidence of impaired tertility due to metoprolol was observed in 2 study perfarmed in rats
at doses up ¢ 55.5 imes the maxmum dady human dose of 450 mg.
Pregnancy Satagory C

Metoprolol has been shown 10 increase postimplantation loss and decreasa neonatal survival
10 rats at doses up 1o 55 5 bmes the maemum daly human dose of 450 mg. Distibution studies
it mice confirm exposure of the tetus when metaprolol 1s admuinistered to the i ammal.
These studies have ied no ot ired (enﬂity or ere arg nQ
adequate and well-controtied studies 1n pregnant women. Because ammal reproduction studies
are r'\'gt always predictive of human response, this druq should be used dunng pregnancy only it
clearly needed
Nursing Mothars

Metoproiot is excreted int breast milk n very small quantity An nfant consumning 1 liter of
breast mutk daily would recetve a dose of less than 1 mg of the drug. Caution should be exertised
when metoprolol 1S admimstered 10 3 nursINg woman.

Pediatric Use

Safaty and

n have not been established.

ADVERSE REACTIONS
Hypertension aad Angina
Most adversa effects have esn mukd and transient.
Central Ne:vous and ve d 1n about 10 of 100 patients.
Qepression has been rooonad  about 5 of 100 patients. Mental cmlus;):o and shon-term

radycardia have occurred v app 3 ol

A beta
adrminstered ‘
Cardize Faiure: A digitalis glycoside and dreretic should be ed. I shock resulting
trom nadequate cardiac cantracthty, admirustration of dobutarmine, isopraterenol. or giucagon
may be considered.

DOSAGE AND ADMINISTRATION
Hypartension

The dosage of metoprolol tartrate shouid be individualized. Metoprolol tartrate should be
taken with ot immediately following meals.

The usual mtia! dosage 15 100 mg dady M 3ingie oF divided Coses, whether used alone Gr
4UUBU (U 4 diiguy, T dusage Biay Us (1Ci83SEeY 3l adakly (Of jongei) mitervais uitil optimuim
blood pressure reduction is achieved. in %m. the maximum effect of any grven nosaqe level
will be apparent after 1 week of therapy. ve dosage range 18 100 to 450 mg per day.
Dosaoss above 450 mg per day have not besn studled WMe once-daly dosng 1S eﬂecnvo and

n blood p , lower doses (especially 100 mg)
may not maintam a futl eﬂect at the end ot the 24-hour perioa ‘and larger or mors frequeat daily
doses may be d. This can be by measuring blood pressure near the end of the
dosing mnterval to determine whether satisfactory control 15 being maintained troughout the day.
Betaq sefectivity dimmshes as the dose of metoproiot is increased.

Angina Pectoris

The dosage of metopraiol tartrate should be ndivnduatized. Metoproiol tartrate should be
taken with or immediatety following meals.

The usual witial dosage 1s 100 mg daﬂy gwm in two divided dases. The dosage may be
gradually increased at weekly intervals unti mum clincal response has been abtaned or
there 15 pronounced slowing of the heart rate. affective dosaqc range ns 100 to 400 mg per
day. Oosages above 400 mg per day have nat heen studied. o be
the di shouid be recducad gradualty ever a period of 1 ta 2 mks {See WARNINGS )
Myocardial intarction

Earty Traatment Dunng the eary phase of definite or
treatment with metoproiol tartrate can be indiated as soon as oossable aﬂer the patient’s arrvai n
the hospdal, Such treatment shouid be wutiated 10 3 caronary care or sivnlar umt immediately
after tha patient's hemodynamic condition has statilized.

Traatmem ifi this earty phasa should begin with the mtravenous adrwstration of three bolus

fa penpheral edema:
pgtnnggts (Sea GONT RAJND!CAYIONS wmmMG and PRECAUTIONS )
spasm) and dyspnea

y: Wheeang (b been reported in about 1 ot 100

patients (see WARNINGS)
Gastroiatestival: Diatrhea has occurred in about 5 of 100 patients. Nausea, dry mouth,
gastric pain, constipation, ffatuience. and heartburm have been reported 1 about 1 of 100

Post~nnrmlnq axpenence reveals very rare reports of hepatitis, jaundice and non-
hepatic dysfunction. Isolated cases of transaminase, alkaling phosphatase, and lactic
genasa elevations have also been reported.

mnrunmn Rc::stgs. nf;rumus ar rash have accurred n about 5 of 100 patients

g of 0 been

Miscelfansous: Peyrome’s disease "has been reportad i fewer than 1 of 100,000 patients.
Musculoskeietal pan, blurred vision, and tineutus have aiso been reported.

Thers have been rare reports of revarsibla alopecid, agranulocytosis, and diy ayes

iscontinuation of the drug should be consaderad if any such reaction 1S not otherwise explicable.

T:ov%ommmmm associated with the beta dlocker practolol has not been
llvoamal intarction

Contral Nervous Systsar Tiradness has been reposted i about 1 of 100 patlents. Vertigo,
slesp disturbances, hallucinations, headache, dizziness, wsual d)swmances confusion, and
rudn:anuudomvl alsoounreponad. dut 3 drug reiationsiup 1S

ol anﬂ phubo descnbed in the

Cardiovascw ot
CLINICAL PHARMACOLOGY section, the following adverss r8acnons wers reported:

metoproicl Placabo
Hypotension 27 4% 232%
{Systolic BP < 90 mmHg)
15.9% 6.7%
{heart rate < 40 beats/mun)
Sacond- or 4.7% 4%
thirg-degrae heart biock
First-degree 53% 13%
heart block (PR 2 0 26 sec),
Heart falure 27 5% 29.6%
Respiratory: Dyspnea of puimonary ongin has been reposted in fewer tian 1 of 100 patients.

Gastrointestinal: Mamzandandompmnzwmmoonm»n!u«mam of 100
patients. Post—mmmaxoenm:armmymms . undice and non-specific
hepatic isolated Cases of transarunase, abcling phosphatase, ang lactc defydrogenase
dlevatons have also been reported.

. D)ommnlngl: Rash and worsened psonasis ave been reported, Hut a drug relationstip 1$
not clear

£01v605

Metoprolol
Tartrate Tablets,
use

of 5 mg of metoprolol fartrate each; the mbctions should be grven at appronmatehf
2-minute intervals, Duang the blood p
rate, and electrocardiogram should be caretuily monitored.

in pabents who tolerate the fult intravenous dosa (15 mq) metoprolot tartrata tavlets, SO mg
every 6 hours, should be intiated 15 mnutes after the
43 hours. Thereatter, patients should recerve 3 mamlmawu dosaqge of 100 mq twice daly (see
Late Treatment below).

Patients who appear not 1o tolerats the full intravenous dose snoum be started on metoprolol
tartrate tablets ather 25 mg or 50 mg avery 6 hours (dependno on the degree of intolerance) 15
munutes atter the last intravenous dose of as SoON climcat condihon atlows. In patients
with severd intolerance, treatment metoprolot should ba discoptinyed (see WARNINGS).

Lats Treatment: Patents with contraindications to treatment dunng the early phase of
suspected or definita myocardial mfarmon patients who appear not to tolerate the full earty

and in whom the 7an wishes to delay therapy for any other reason
should be started on metoproiol tartrate lablets, 100 mg twice duly as soon as their clinsca
condition allows. Therapy shouid be continued far at least 3 months. he etficacy of
metoproiol Deyond 3 momths has not Deen conclusively establesheq, mvmstud%eswrmumev
Deta Hockers suggest that treztment shouic e continued tor 1 10 3 years,

HOW SUPPLIED:
Matogrolol Tartrats Tadiets USP, 25 mg - wmu circular, m coated tablets with “1° on one
s«ie and ptam on the ather side
Sottles of NDC 57GG+SOS-&
Bottles of 90 D, NOC 57664
Bottles o' 100 NOC 57864-506-08
Bottles o 1000 ........ covcevssrvcaes 2veene NDC 57664-506-18
fsgmmm ramm Tablets USP, 58 myg - capsite-shaped, econvex, white, scored {debossed
tnes of 100 .. NOC 57664-166-08
es of 1000 .. NOC 57664-166-18
Hmmlal Tartrate Tabiets USP, 100 my capsule-stiaped, biconvex, wiwte. scored (debasse
ttles of 100 . NDC 57664-167-08
Bottes of 1000 .. NDC 57664-167-18
Sturo betwee%\ IS‘L 30°G (59° - BG‘F} Do m‘x‘!sspt?ru above 30°C (86°F). Protect tram moisture
ignt, Light
C.S. 50947
fss &
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