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IMPORTANT INFORMATION 
cbNCERNIN� vbuR tFii:A.fMENf WITH 

. <Ro�cutane> 
(isotretinoin) 

·FOR SEVERE; CYSTIC ACNE 

WARNING:, 
This product causes birth defects. 
Refer �'Essenti_�llnfor.mation.for Female Patients". 

ES$f;Nl]P,L,INFOFUVIA.TION 
FOR. f.EM�LE PATI_I.:NTS .. 

ROACCUTANE is an effective treatment for cystic acne. However, the drug 
causes birth oetects. Toavoid 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 bf;) prf;)gnant M.UST benuled ()ut by you and 

your c;ioctor immediately before you start t��ing ROACC!JTANE. 
2 •. You must avoid becoming pregnant by us.ing strict birth control measures for 

one month before treatment, dur,ng �he \Nho!e period o.f tr�atment and fo·r at 
least four weeks after treatment has ceased. · 

3. Wait until thE) s�cond .or thirq day pf your next normal IT!enstrual period 
before beginning R()f.CCUTf.NE_ t.het&py. · · 

4. Should you become ·pregn'ant dujing the period of treatment (or in the first 
four weeks following tt)e end of treatment) Jmmediately STOP taking 
ROACCUTANE and advise your doctor. 

5. Do NOT breast f�ed wf:)ile taking R_QACOUTANE _ 
6. lfyo!J have·;;\ny doubts a!Jout �he9e! in.st!uction_s or apout the effects of 

ROACCUTANE· •. please diSC�lii?S the�� With your doctor. . _ 

This information is also available from Roche in the following languages: Arabic, 
Croatian, Greek, Italian, Spanish,-Turkish and Vietnamese. 

P�EASE R.I;All CAREFULLY 
How to take and treat Roaccutane capsules: 
ROACCUTANE -�ho'�ld be t�keii With me!iiis. 

. 

lt is most imp0rt.ant that you takE!YOI,lr ROACCUTANE capsules �xactlyas· 
directed - tak'e· the full course 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: KeE;�p 
them out of reach of children. Do not expose the capsules to sunlight or 
excessive heat - store them in a cool place. · .... 
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What to expect and what to do about it: ,;..·- ·< ' 
You may notice some worsening of your skin condition during the ko to 
four weeks of therapy. Do not be discciyr8,.ged as this is a sigq.t�at tne 
treatment is working and you should begiri'jo notice a gradli&:o nT1provement 
over two to four months. Most patients_no�ice their skin condition conti11ues to 
improve even after completing the treatment 
In the first few weeK�; ;p�rJiap§ pefoteVou see ahy h�allilg;. you may have 

· some side effectS. Tliese sil:IEieffeCts are'usuaJiy mild and'dose:related. 
• The most cornrhoh sitler'-eWJcf �� 'Ciryn·��s of the; lips, 'lining' bf the nose or 

eyes. Apply a moisturizer or petroleum jelly to keep skin soft,but do NOT 
apply to acne_ le . . . ild no$e!;>le�ds can also·occ_ur �ntj_p:etroleum jelly. 
can be used to-fu,.: ep �li�-li�M9,,9l.the''nq��I!!�:J;!les�,;f;i9e:'�ffects . 
disappear complet 1n a few days to a feW weeRs after the dose of 
ROACCUTANE is lowered or. stopped., , . , _ . , , 

o Some other reactions that haV� obdurted i'ntlud�:bleeding and 
inflammation of the gums, itching, rash, skin fragili!Y and peeling of the 
palms and s!i� � .i.Q• a.�m?-;11; hui!Jofor;§t. pati�nfff tl'ilij)li_ijg fof J�� hair has 
occurred (ana, 1n rare cases, ha:s pers1sfed). · 

• You may experience some increased sensitivitY to sunburn during anq for 
some weeks after the treatment. Use a non-oilysunsc;reen preparation· · 
when out of doors. · · · · · · · · 

• If you wear contact lenses,-yoli' may experience decreased tolerF!nce to 
· youflehses during aiicr after :tnerapy: · "· _ _ _ _ __ -- · ·-·· · _ _ _ 

-

• Although rare, severe headaches, blurred visio\1; gastrointesjifl�(upsefs 
and rectal bleeding have occurred. Consult -y5UJ' doctor immediately if you 
experience any of these problems. · 

• You should alsq consult yqur docto� if you e_xperience_ joint pain or 
stiffness,· or if ydur··a.cne begins to show a tendency to form 'cr-usts'. 

Please note thE!.t R0AC9't.JTANE cannot :nnprove scars or pitting that were 
present before treatment started, but it will prevent such skiri damage in the 
future. · 
Can 'i take other medication� wit.� . ROAC9.1JTA.�E? . . ., , _ 
You Qan talse.other. clrugs with ROACC1JTANE _but chec� .fir.s� with your 
d�ctor. qo NOT take vitamin pr�par�!ions that c?ntain.,Yitam.iq _p.._ {9heck with a 
cH,em1st 1f yo1,1 are unsure). Avmd the use oHopJdal Greams or omtments for 
acne di.lrin!;l tlier'i;lpy unless otherWise ·advised by -your doctor. 
Blood tests: 
Your doctor will carry out bJpod tests tg cheo� your· body's response to RSJAC9lJ.TAN�. Rais�d qhp!e��?r9J f!rid !_r:igly(:£lrige l13\iels q�g�ur in, a SfT18.11 . mmority of pal1ents arld may .res.u(tln th.e: m�ed tg folloW a lqW cholesterol diet 
for t�(3 p�r.!()9 C?! tre,�tm:��:tt: your �o<:;t�r �-m. �d.vise you 'if t�i� Is necess!iry· .. 
TelhyQur .doctor: . . . - . , ,  . · . , · 
If you are allergic to any ,foods or 1)1edication or are sensitive to,_parabens (a 
preservative), let your doctor know. 
If you are a d!abetic or th.$re is. a �!S�()JY ;<'f diai:)et�\1 in your family, advise 
your doctor smce blood sugar tes,tlpg mB,:y. PE;l lfTIP.Qrtant: ... _ -·•. , _ 
Advise your doctor if you are pi8.nni!ig tQ \i.od€1i'QQ vigoi'Cills phy�ical actiyity 
during treatment. . . __ · �- '' · ' ' · · ·• ·· ,. · _ · · · · · · · ' 
Cq.�sW.x8U'r. l:loct?:i"if y-c;;u· have ahy q)JestiC)iJs aqout the treatm.ent. ,,, . 

Roaccutane = Trade Matk 
ROCHE PRODUCTS PTY. LIMITED, 
4 lnman Road, Dee Why, N.S.W. · 

0300348 


