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IMPORTANT- INFORMATION
CONCERNING YOUR TREATMENT WITH

.<R02x.,cutane> -
~ (isotretinoin)
'FOR SEVERE;;_ CYSTIC ,A_C_NE -

WARNING:. .
This product causes birth defects.
Refer YEssential Information. for Female Patients”.

ESSENTJAL INFORMATION
FOR FEMALE PATIENTS

| ROACCUTANE is an effective treatment for cystic acne. However, the drug

causes birth defects. To avoid this risk.and the distress it could cause you, IT IS

ESSENTIAL- THAT YOU READ AND UNDERSTAND THE FOLLOWING:

1. The possibility that you may be pregnant MUST be'ruled out by you and
your doctor immediately before you start taklng ROACCUTANE.

2.. You must avoid becoming pregnant by using strict birth control measures for
one month before treatment, during the whole period of treatment and for at
least four weeks after treatment has ceased.

3. Wait until the secdnd or third day of your next normal menstrual period
before beginning | ROACCUTANE therapy ’

4. Should you become pregnant during the period of treatment (or in the first
four weeks following the end of treatment) immediately STOP taking
ROACCUTANE and advise your doctor.

5. Do NOT breast feed while taklng HOACGUTANE

6. | gau have iy doubts about these insiructions or about the effects of

ACCUTANE, pléase dlscuss these wnth your doctor. .

This information is also available from Roche in the followmg languages: Arablc
Croatian, Greek, ltalian, Spanish,-Turkish and Vietnamese.

o PLEASE READ CAREFULLY

How to take and treat Roaccutane capsules ’

ROACCUTANE shéuld be taker with meals.

It is most important that.you take your ROACCUTANE capsules exactly as
directed — take the full cotitse as instructed by your doctor. However, if you
.miss a dose, do NOT double the next dose.

Do not give ROACCUTANE to other members of your family or friends: Keep
them out of reach of children. Do not expose the capsules to sunlight or
excessive heat — store them in a cool place



' some side effects The

Y. -
. ® Although rare, severe headaches, blurred Vis

What to expect and what to do about it: ' e

You may notice some worsening of your skin condition during the &wo to
four weeks of therapy. Do not be discouraged as this is a sign $3at tne
treatment is working and you should begin:to notice a gradui¢, lrﬁprovement
over two to four months. Most patients notice their skin condition contihues to
improve even after com letlng the treatment

€ Yo SEE any: heahng ;yolt may have
side, effects a‘l’re isualiy mild arid dose-related.
e The rmost common ( ryness of the Ilps lini & of the nose or
eyes. Apply a moisturizer or petroleum jelly to keep skin goft.but do NOT
+-Mild bleeds can also*ocgur- roleum jelly -
of The effects
ks after the dose of

disappear completely I 'afew days to a few Weé
ROACCUTANE is lowered-or.stopped.,

© _Some other reactions that  oedurred |nc|ude bleedlng and
inflammation of the gums, |tch|ng, rash, skin fragility and peellng of the
palms and sdles: § mbeér of patrents 1hifiring 6f thé hair has
occurred (and, in rare cases has pérsistéd).

® You may experience some increased sensitivity to sunbum durlng and for
some weeks after the treatment. Use a non- only sunscreen preparatlon
when out of doors.

e If you wear contact lerises,-you

“yolir'lenses during and after ther:

'_y'_experlence decreased_ tolerdnce to -

gastromtestmal upsets
and rectal bleedlng have occurred Consult y ur doctor immediately if you
experience any of these problems
e You shoiild also consult your doctor if you experlence joint paln or
stiffness, or if your‘acne begins to show a tendency to form ‘crusts’.
Please fote that ROACCUTANE cannot improve scars or pitting that were
resent before treatment started but it will prevent such: skin damage in the
ture.

can | take othier medlcatlons with ROACCUTANE"

You can talce.other, drugs with ROACCUTANE but check f rst with your
doctor. Do NOT take vitamin preparations that contain Vitamin A (check with a
chiemist if yous are unsure). Avoid the use of toprcal ereams or ointments for
acne during therapy unless othenmse adwsed by ‘your doctor.

Blood tests:
Your doctor will carry out blood tests to check your body’s response to
ROACCUTANE. Raised cholesterol afid triglyceride levéls ocgur in a small

minority’ of patients and ma ultin the neéd to follow a low cholesterol diet
for the period of treatment. Your doctor will advise you if this'ls necessary.

Tell:your dogtor:
If you are allergic to any. foods or medlcatlon or are sensrtlve to. parabens (a
preservative), let your doctor know.

If you are a diabetic or.thére is a history-of diabetes in your famlly, advise
your doctor since blood sugar tes { rtan
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