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an adjunct to rest and physicaltherapy 
inthe short-term management of 

skeletal muscle spasm 
of local origin 

For a brief summary of prescribing information, please see last page of this eae ee MSD 
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Efficacy evaluated = 
e oe A H 

in 16 double-blind ; 
® | 

studies fa if 
FLEXERIL” (Cyclobenzaprine HCI, MSD) is indicated as an ; 4 | , 

adjunct to rest and physical therapy for relief of muscle spasm | \ i 

associated with acute, painful musculoskeletal conditions. | : ee 

FLEXERIL has not been found effective in the treatment of foe \ bl | 

spasticity associated with cerebral or spinal cord disease, or in | / 3 \ ‘ 

children with cerebral palsy. Use of cyclobenzaprine for : | 4 { } f 

periods longer than two or three weeks is not recom- Yo] ) 

mended because adequate evidence of effectiveness | . 

for more prolonged use is not available and the , | 

condition being treated is generally of short duration. ) ; 

Improvement Efficacy Efficacy 
seen in the compared with independent 
basic elements m placebo ofsedation 
of response & placebo and Clinical improvement occurs 7 

° & regardless of any sedative ’ 

° relief of muscle diazepam action. Peevey ese 

: ness, the most frequent 

Speses Inthe 16 daublebind controled | adverse reaction, occurred 
etermine FLEXERIL was compared to pla- al es ei ee 1 

by palpation cebo in 759 patients. In 12 of - i 

: the 16 studies improvement with 

: reduction of FLEXERIL was significantly 
local pain greater than with placebo. 

d * f In 8 of the 16 double-blind con- 
- reduction o trolled clinical studies, 

tenderness FLEXERIL was also compared 
x . to diazepam, a standard active 

s ee nN drug. In three of these studies 
there was a significantly greater 

ae 2 improvement with FLEXERIL 

_, mouon than with diazepam while in the 

a4 remaining studies the improve- , 

Improve ment ment following both treatments 

in activities of was comparable. 
ail li in Adverse reactions were com- 

d yang parable with FLEXERIL and ee 

diazepam. Dry mouth was ob- 
served more frequently with ’ 

* Activities of daily living is the investi- FLEXERIL; dizziness more fre- 

gators assessment of the patient's quently with diazepam. The 

silly periom esentnland | incidence of drowsiness, the 
turning, bending, and walking. most frequent adverse reaction, 

was similar with both drugs. 
+Valium® (diazepam, Roche)



Relieves spasm | Prompt Simple 

without onset of dosage 

interfering with action regimen 
muscle function Clinical improvement has been Usual dosage: one 10-mg 

observed as early as the first tablet t.id., with a range of 

Relieves skeletal muscle day of therapy in some patients.| 20 to 40 mg per day in 

spasm of local origin without The full therapeutic response divided doses. Dosage should 

interfering with muscle func- often can be expected during not exceed 60 mg per day. 

tion. Not recommended for the first week of therapy. Use for periods longer than 

muscle spasm due to central two or three weeks is not 

nervous system disease. recommended. y 

FLEXERIL is often effective ; | es 

in relieving local pain sec- > _ ae 

ondary to skeletal muscle ce A , 

spasm. However, it will not re- a 

li i lated t : : ~ 
y lieve pain unrelated to spasm Pe a ae 

NEW Tablets, 10 mg Cif 

™ be = 

~ an adjunct to rest and physical therapy 

* inthe short-term management of 

_ skeletal muscle spasm 

of local origin MSD 
ERCK 

For a brief summary of prescribing information, please see following page. vane



Note: FLEXERIL es not been found fiectye in ae treatment of 
2 spasticity associated with cerebral or spinal cord disease, or in 

Understanding the epildzen with cerebral palsy. 

= s Contraindications: Hypersensitivity to the drug: concomitant use of, 

limitations of MAO inhibitors or within 14 days after their discontinuation; acute 

By Teorey phase o myocardial inferrony aS nee ae or ag 

3 conduction disturbances, or congestive heart failure; hyperthyroidism. 

FLEXERIL (CYCLOBENZAPRINE HCIMSD) Warnings: Use of FLEXERIL (etcobencaprne HCl, MSD) ee e- 

wll e e riods longer than two or three weeks is not recommended. FLE. ERIL 

1S important in evaluating is closely related to the tricyclic antidepressants, e.g.. amitriptyline and 

Z ry 5 imipramine. In shor tenn studies ge indications) olbier then must 
spasm associated with acute musculoskeletal conditions, and usua! 

its clinical benefits. at doses somewhat gieatel than those recommended for skeletal ie 
cle spasm, some of the more serious central nervous system reactions + 
noted with the tricyclic antidepressants have occurred (see Warnings, 
below, and Adverse Reactions). FLEXERIL may interact with mono- 
amine oxidase (MAO) inhibitors. Hyperpyretic crisis, severe convul- 
sions, and deaths have occurred in patients receiving tricyclic 
antidepressants and MAO inhibitor drugs. Tricyclic antidepressants 
have been feported to produce aes: sinus tachycardia, pro- 

gence of the conduction time lea ing to myocardial infarction and 
stroke. FLEXERIL may enhance the effects of alcohol, barbiturates, 
and other CNS depressants. rt 
Precautions: May impair mental and/or physical abilities required for 
performance of hazardous tasks, such as operating machinery or driv- 
ing a motor vehicle. Should be used with caution in patients witha | 
history of urinary retention, angle-closure glaucoma, increased intra- 
ocular pressure, and in patients taking anticholinergic medication 
Tricyclic antidepressants may block the antihypertensive action of 
guanethidine and similarly acting compounds. 
In rats treated with FLEXERIL for up to 67 weeks at doses of 5 to 
50 mg/kg, pale, sometimes enlarceduivers were noted and there was 

Al a dose-related hepatocyte vacuolation with lipidosis. In the higher 

C U I IONAI tY INFOF {MATION dose apts this migescong change ee sc) alter 26 wees and 

2 es even earlier in rats which died prior to weeks: at lower doses, the 

Note: FLEXERIL has not been found effective in the treat- epee was not seen until ae 26 weeks. In clinical trials with 

ment of spasticity associated with cerebral or spinal cord FLEXERIL, most of which were short term, no liver function abnor 

disease, or in children with cerebral palsy. malities were noted, f 
Use in Pregnancy: Safe use in pregnant women has not been estab: 

Contraindicated in hypersensitivity to the drug, in those who lished: anticipated benefits must be weighed against possible hazards 

have received an MAOI within two weeks, or in hyperthy- tomotherand child. ees : 
diem durne the acute recove ees amvcesdnl in: Use in Naring Mothers: Because it is likely that cyclobenzaprine is ‘ 

rolaism, during acu ove (pias ys excreted in milk, it should not be given to nursing mothers. 

farction and in patients with arrhythmias, heart block or Use in Children: Safety and effectiveness in children below the age 

conduction disturbances, or congestive heart failure. of 15 have not been established ‘ oy 3 
i cit . Adverse Reactions: Most frequent: Drowsiness (40%), dry mouth 

FLEXERIL is closely related to the tricyclic antidepressants. (28%), dizziness (11%). Less frequent: Increased heart rate (and several 

In short-term studies for indications other than muscle spasm oe (of declveerla) Wealess, eae) Pe peal 
+ ; iti taste, blurred vision, and insomnia. Rare: Sweating, myalgia, dyspnea, 

associated with acute musculoskeletal conditions, and usu abdominal pain, constipation, coated tongue. fremors, dysarthria, 

ally at doses somewhat greater than those recommended euphoria, nervousness, disorientation, confusion, headache. urinary 

for skeletal muscle spasm, some of the more serious central etn dears bade fonustand sian. f ou 

7 fi 7 f 7 in the listing which follows are other adverse reactions which have 

ore va on eee noted with tricyclic antidepressants been reported with tricyclic compounds, but not with FLEXERIL when 

have occurred. Tricyclic antidepressants have been reported used in short-term icles in muscle spasm of peripheral origin. Some 

to produce arrhythmias, sinus tachycardia, prolongation of of those reactions leq. hallucinations) were noted, however, when 

the conduction time leading to myocardial infarction and FLEXERIL was studied for other indications, usually in higher dosage. 

Pharmacologic similarities among the tricyclic drugs require that each 

stroke. a the Teadions Be considered when eycl oben opnne is aca 

i ‘ardiovascular: Hypotension, ertension, palpitation, myocardia 

re a: ol So eae ae cS infarction, arrhythmias, heart Meda stroke. CNS and Neuromuscular: 

lepressants. Caution patients about performance of hazard: Confusional states, disturbed concentration, delusions, hallucinations, 

ous tasks or driving. Use with caution in patients with a his- excitement, anxiety, restlessness, nightmares, numbness and tingling of 

tory of urinary retention, angle-closure glaucoma, increased the extremities, peripheral neuropathy, incoordination, seizures, altera- ‘ 

: | di i taki ticholi i tion in EEG patterns, extrapyramidal symptoms, tinnitus, syndrome of 

intraocular pressure, and in patients taking anticholinergic inappropriate ADH (antidiuretic hormone) secretion. Anticholinergic: 

medications. Tricyclic antidepressants may block the anti- Disturbance of accommodation, paralytic ileus, dilatation of urinary 

hypertensive action of guanethidine and similarly acting tract. Allergic: Skin rash, urticaria, photosensitization, edema of face 

d and tongue. Hematologic: Bone marrow depression including agranu- | 

compounds. locytosis, leukopenia, eosinophilia, purpura, thrombocytopenia. Gas- , 

FLEXERIL is not recommended in pregnant women, nurs- tonesoa Nausea, Gees ae a eee eae 

: : iarrhea, parotid swelling, black tongue. Kare! epatitis (includin, 

ing mothers, or children below the age of 15. altered liver function and jaundice). pqebaiie desta eveuelling and 

gyneromestia in the male, breast enlargement aod elec inthe ¢ 
female, increased or decreased libido, elevation and lowering of blood 
sugar levels. Other: Fatigue, weight gain or loss, urinary frequency, 
mydriasis, jaundice, alopecia. Withdrawal Symptoms: Abrupt cessation 
of treatment after mrcloneed administration ey produce nausea, 
headache, and malaise. These are not indicative of addiction. 

NE W Overdosage: Treatment is symptomatic and supportive. Empy the 
stomach as quickly as possible by emesis, followed by gastric lavage. 

™ An ECG should be taken and Bee monitoring of cardiac function 
must be instituted if there is any evidence of yarns: Maintenance » 

of an open airway, adequate fluid intake, and regulation of body 
temperature are necessary. In addition, the intravenous administration 
of Lto3 mg physostigmine salicylate, which is reported to reverse 

CYCLOBENZAPRINE HCl MSD symptoms o! pore by. atone and other drugs with anticholiner- 
ic activity, may be helpful in the treatment of cyclobenzaprine over. 

% _ dose! Because phyosteming is rapidly metabolized, its dosage should 

an adjunct to rest and physicaltherapy be repeated as often as required when life-threatening signs such as 

5 arrhythmias, convulsions, and dcop coma recur or persist. 

inthe short-term management ot How Suppliedsicai (= containing 10mg cyclobenzaprine MSD 
, in bottles o' y 

skeletal muscle spasm For more detailed information, consult your MSD repre- =5—7 

ae sentative or see full prescribing information. Merck Sharp eck 

of local origin & Dohme, Division of Merck & Co., Inc., West Point, Pa. HAI 3 
19486 J6FLO4(201) HMI
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