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Methscopolamine
Bromide Tablets, USP
25 mgand 5 mg

Rx Only

Methscopolamine Bromide Tablets, USP 2.5 mg and 5 mg
Bayshore Pharmaceuticals 1LC

Rx Only

Bremide Tablets, USP 2.5 mg end 5 mg convain methscopolomine brorside USP,

shich eccurs o5 white aystels, or os o white odorless aystalline pm.uer
Hathscopolamine bromide melts af about 225°C ; The drug is freely soluble in
vioter, slightly soluble in okohol, ond nsoluble

The chemical nome for met hscopolumme bromide is 30xe-d-uzoniatiicyde [3.3.1.024]nonane,
B o Syt bromide, [7{sH{1, 28, 1B, 5a, 78} ond
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Rethscopolamine Bromide Tablets, USP 2.5 mg for oral edministrofion contein 2.5 mg of

mthscepolamine biomide USP. Methscopalaming Bromide Toblets, USP 5 mg for crel cdminstratior
centain § mg of methscopalaming bromide USP.
Incdtive ingredients: microcrystalling cellulose KF, pregelotinized starch HF, colla

AF, ﬂ"ﬂgu“S um stearote NF.
Contains ro lactose.

CLINICAL PHARMACOLOGY
Methscopolamine bromide is en ic agent which possesses most of the phaimacologic
adions of that diug dlass. These indude reduction i volume crd total acd content of gastric
seaetion, inhibition of gashointestinal matility, inhibition of sofivary excretion, dilation of the pupil
end intibition of cccommodation with tesulting blurting of vision. Large doses may result in
tachyardia.
PHARI“\ACOI(!NETICS

famine bromide is o g jum derivative of scopol
agents e poorly and unmuubly dbsarbed 1.2 Tofal ob ptian of
of the olkaloids is 13 o 25%. Rote of absorptio s ot available. Quatemary ommoniunn scls hove
imited chsorption from intoct skin, and conjundiival penetration is poor.} Uitte is known of the fate
and exaetion of mest of these agents.‘ Feltowing oral adminisiration, drug effects cppear in chout
gz hour and persist for 4 fo 6 hours.2 Methscopclamine bromide has limited chility o qoss the
tloodbruin barder.3.%,5 The dmg is exueted pamarly in the uine and ble, « os unabsorbed drug in
feces.? There is no data on the presence of mathscopolamine in breast m!!k traces of atropine have
been found after odministration of atropine.!
INDICATIONS AND USAGE
Adjunctive therapy for the freatment of pepfic vlcer.

HSETHSCOPOLAMYINE BROMIDE HAS NOT BEEN SHOWN TO BE EFFECIIVE IN CONTRIBUTING T0 THE
HEALING OF PEPTIC ULCER, DECREASRNG THE RATE OF RECURRENCE OR PREVENTIHG COMPLICATIONS.
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CONTRAINDICATIONS
Gloucome; obstructive wropathy (2.9, uﬁdq neck obsiwrhun due to prosttic hypertrophy);
ehstructive disease of the intestinal tradt (2.9, | sienosis); puralytic ileus;

intestingl atony of the eldedy o7 debilitated potient; unstble cordiovescular status in acute
hemorhage; severe ulzerative colitis; toxic megacolon complicafing ulcerative colifis; myasthenia
grovis.

Hathscopalamine Bromide Tablets, USP 2.5 mg and 5 mg is contraindicated in patients who are
hypersensitive to mathscepoloming bromide or reloted drugs.

WARNINGS
In the presence of bigh
decensed sweoring) can occur with drug use.

Diarhea may be aa eary symptom of incomplate intestinal obstruction, especially in patients with
ileostomy of colostomy. In this instonice treatment with this drug would be inappropriate ond possibly
hamful.

ethscopulumme bromids may pwdute diowsiness or blurred visian. The patient should be coutioned
regarding ocivities requiring meniol olertness such os opercting @ mator vehicle or other machinesy
or performing hazardous vwark while taking this drug.

With overdosege, o curareike adtion moy ocew, e, neuromusculor blockede lending to muscutar
wieoknss ond possible paralysis.

PRECAUTIONS

1. General precoutions

Use Methscapolamine Bromide Tablets, USP 2.5 mg and 5 mg with caution in the efdedy ond in clf
patients vith: outoromic naurepcthy; hapotic of renal disease; of ulcerafive colifs ~Jarge doses may
suppress intestinal motilty 1o the point ef producing o poraytic leus end for this reason precipilate
or aggravate “toxic megecolon,” o serious complication of the disease.

;. heat prostation {fever and heat shioke due to

The dfug also should be uscd vith caution in patients having hyperthyroidism, orgnoy heuft disease,
stive heart falure, tochyamhyihmia, tedweardia, | ion, or prostafic hypertophy

2 lnformuhon for patient
See statement under WARNINGS.

3. Laboratory fests

Progress of the popm ulcer under reatment should be followed by upper gashointestinal contrast
mr‘mm or endoscopy fo insure hedling. Staa! fests for occult blood ond blood hemaglobin or
hemateit values should be followed 1o rule out bleeding from the ulcer.

4. Drug interactions

Additve anticiolinergic effeds may result fom concomifont use with antipsychofics, Mricydlic
anfidepressants, ard other drugs with antichalinergic effeds. Concomitont administiation with
antacids moy interfers with the ebsorption of methscopolarine bromide.

5. Cardi is, mutagenesis, impai of fertility

Ko longterm studics in animals have been performed o evaluate corcinogenic pofeatial.

6. Pregnancy

Testtogenic effeds

Pre 1t been conducted with methscopolamine

ancy Cetegory C Animal repreduction studiss have
i p b ”

ida con couse fetal hom when

administeted to o pregnant woman or con affect reprodudiion capadity, Methscopolamine bromide
should be given to 6 pregnast voman only if cleorly needed.

7. Nursing mothers

It is not known whether this drug is excreted in human milk. Because mony drugs are excreted in
human milk, coution should be exerdised when methscopolomine bromide is administered to o
nursing woman.

Inticholinergic drugs may suppress lactation,

8. Pediufric use
Sefety and efficacy in dhildien hove ot been estobished.

ADVERSE REACTIONS
The following advesse reactians hove been chserved, hut there is not enough doto fo suppart on
estimate of hequenty.

Cardi far: Tochycordia,

Allergic: Severe allergic reaction or drug idiosyncrosies including anophylaxis.
CNS: Heodaches, nervousniess, mentol confusion, drowsiness, dizziness.

Speciot Senses: Blued vision, ditotion of the pupil, cvdoplegie, increased ocular tension, foss of
fuste.

Renal: Urinory hesitoncy and retention.

Gastrointestinal: Nausea, vomifing, canstipation, blocted feefing.

Dermatologic: Dacreased swenting, uticerio end other dermal manifestations.
Miscellaneous: Yerostomis, weakness, insomaio, impotence, suppression of lactation.

DRUG ABUSE AND DEPENDENCE
Hot epplicable.

OVERDOSAGE

The symptoms of overdosage with Methscopolomine Sromide Tablets, USP 2.5 mg ond 5 mg
grogress from intensification of the usuel side effects to CHS disturhances {from restlessness and
excitement to psychotic behavior), drculatory changes (flushing, foll in blood pressure, drculatory
faiture), respiratary foilure, puselysis, end coma.

Heasures to be taken are (1) induction of emesis and (2) injaction of physostigreine 0.5 to 2 mg
intravenously, nd repested o5 necessury Up 10 o total of 5 mg. Fever may be heoted
symptomatically {okohol spanging, ice packs). Excitement of a degree which demuads attention moy
be maneged with sedium thispentel 2°5 solution given slowdy introvenously or chloral hydrate (100
10 200 ml of o 2% sofution) by rectalinfusion. In the event of progression of the curaredike effed to
poralysis of the respiratory muscles, ariificiol respiration should be instituted and mairtgined unfil
effertive respirctory action retums.

The orat [Dsg in ratsis 1,352 10 2,617 mg/kg.
No date is availoble en the dinyzabifty of methscopolamine bromide.

DOSAGE AND ADMINISTRATION

The avernge dosage of Methscopolomine Bromide Tablets, USP is 2.5 mg onehalf hour before meals
and 2.5 to 5 mg of bedtime. A starting dose of 125 mg daily vill be dinically effective in most
potients vithout the production of appreciable side effects.

1f the patient is experiencing symptoms such as severe chdominol puin or camping whith demend
prompt relef, the drug may be stonted on ¢ & of 20 mg, administered in doses of 5 mg
crehaff hour before medls ond ot bediime. Hf very unpleasont side effects develop promptly, the
daily dostge should bie redsced. I neithes symptomatic velfef nor side effects oppear, the daily
cosage may he increased. Some patients hove telerated 30 mg daty with no unplecsent reactions.

Fatients whase dosage hos been reduced to eliminate or modify side effecs often continue fo show
cdequate responsz both subjactively in relief of symptoms and objectively os measured by
catiseaetory effects.

The ultimate cim of theropy isto arive f o dosage which provides meximol dinical effacivenesswith
amisimum of unpleasent sice effects. Many patients report no side effects on o dosage which gives
complete relief of symptoms. On the othes hond, some patients hove reported severe side effeds
without oppreciahle symptomotic relief. Such pefients must be consicered unsuited for this therapy.
Usually they have been or will prove to be similoly intoleront to other anfichelivergic drugs. If
methscoplamine bromide is o be used in o potient who gives o history of such intolesance, it should
be started ot g low dosoge.

HOW SUPPLIED

He’bmpoum\ne Bmmlde Toblets, USP 2.5 mg are available os white, tound tablets, debossed with
*B¥1" on ene side ond plain on the other side, in the following packaga size:

Bottles of 100 {NDC 7638510001}

Methscopolamine Bromide Toblets, USP 5 my re aveiloble as wihite, oval tablets, dedossed with
*BY2" on one side and plain on the other side, in the follawing package size:
Bottles of 40 (NDC 76385-10140)

Store ot 20 ° 10 75 °C (68 ° 10 77°F) [see USP Controled Room Temperature]. Dispense in o
tight, lightesistont contoiner os defined in the USP, with o childesistant closure (os required).

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH OF CHILDREN.
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Rx Only
Calt your dudtor for medical advice ahout side effects. You may report side effeds
to FDA of 1-800-FDA-1088
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