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)l Gapdn U Ulgitiafioil panim oy gl il lapul) Glogloll 6 it Information brochure for women treated with oral Isotretinoin

08l Gupla (e (ugininpigiil pAaniue Joliy dsleioll jhalaell Juléi dna ;o lzja viduell lin 1) This document is part of the risk minimisation plan implemented for oral Isofretinoin.
ol dagalo Important Notes:
Janiuo polaaiwl ani ainll g audls wlngui Gigan dnye) déleioll doluul tlogleo pal spiilloim yasls @ o This brochure summarizes the most important safety information about the teratogenic effect of Isotrefinoin. If you would like to
2l 3l g0 888y o)l a0l ilogleo 8y belpd g yid wlogleoll (o o)l d8p20 G8 (e cuih 1] . ugiisyigjil know more information, please read the patient information leaflet that comes with your medicine.
oisoiclg 8puiiilloin 58 6.lg)l wilogleoll 4yag2ull cgallg cliel) dolo)l dimll uoaly 28] © o The information in this brochure has been reviewed and approved by the Saudi Food and Drug Authority.

< dggunll wlalaglh das,lidl aygall ol o (yuilss @_\Jl A.J_\.LU.” baidl wal ;lg_\j ol Gupb (e Gagiiapigil pAaniuwe lyh ¢l wng 16
celgall lamy diypisoll palagll oliy uuln (g i Ul olal (09 5930 Wil (44T o (luagoll wilallsllg el Gupa

Your doctor has proposed you a treatment for your severe acne by oral Isofretinoin, as prior treatments (oral antibiotics and local
freatments) were not efficient enough. It is important that you discuss with your docfor about the risks associated with this freatment.
eIl jeaniunos ellell <Ll youd U4 g8 s doalio wny You must consult your doctor every month during the treatment by Isofretinoin.

912l 98 8392350l LAsroll 810 98 il sl e (g iiapighl faaiure) dlolall Jpaloill gle elall (A op

Full details on oral Isotretinoin can also be found in the patient leaflet included in the box.
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BEFORE YOU TAKE ORAL ISOTRETINOIN 2l G Ue Uagitiapigiil panimo Jolild Jub

Do not take oral Isotretinoin:

o |f y(f)u are pregnant or bre{os}:—flzf)ding. If yoi can becomeF F)Ilregncntﬁnd cannot avoid pregncnc}:/. If you intend to beioLne pregnant A 3] 9i ol g vaiA 3] ol wuindg elyl c)f\_gzjg Lola via . Al 13] 424450 gi ol uisd 13 ©
or it you are at an age or childbearing and you are not following the confraceptive measures that are necessary with tnis freatment - . a e . P . &oill . g i | i . a
in order fo avoid harm fo your infarnt. Ol @l 29 @.\JU)_nJl @ALQ.L] clga)l 1in &o dojlll ol &o Jilwg Huoaaiud Ug wlaill (gde 6)a18

Stop the treatment immediately and refer to your doctor without delay:

e I you are pregnant, or you think you might be, during your freatment. You must also immediately tell your doctor if you become
pregnant in the 5 weeks affer isotrefinoin is stopped.

131 ygall ghe el g o Ll wngg el sl Jola bl ¢aéies ol lola cis 1s] @
(R9iipigil e ellell (e wigill a2y &ulwl 0 ygae g8 ol cnynl
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BEFORE YOU TAKE ORAL ISOTRETINOIN

ol LSl i)l Gapls (e Gugiainpigil paaiunol ol yayss Al @ wlaguiiiy Jabll/giall Gilal 6jghs dod
Lobial &0l Gl Ega ]l Gaa) claplg Jondl Uil il Gayda e Gagdiaiupigial Juan o Jlosiuwl 633y phany

By wils gl anls galyasd sl gl el Wgngoll (uginiypigiil paniuo cliac) g2y U ©
el gl 69 gJarnll gl doasiuo jue wlguns gl sale] g2uiy ©

Lol gy Loyyd aclio Lo Joln 634w i8l5 ¢l8 lnrsey yo i 530)g Jolall pllell 6418 <Ll U el iy U ©
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WARNING

Risk of malformations to the infant / baby in case of exposure to oral Isotretinoin during a pregnancy.

Oral Isotretinoin is strictly contraindicated during pregnancy and breast-feeding (see box below).

o Do not pass your Isofretinoin medicine on fo anyone else, and particularly to another woman
©  Return any unused capsule to the pharmacist af the end of treatment

© Do not donate your blood during the entire duration of the treatment and for a month after. If a pregnant woman was fo receive
your blood, her baby could be born with severe malformations.



PREGNANCY PREVENTION PROGRAMME:

Warning for female patients: lay Aaj
Use during pregnancy and breastfeeding: Isotrefinoin is strictly confraindicated during pregnancy and breastfeeding (see box below). . o “ dumilall dclaylly ol <Ll d}oﬁ;uUI

Lolial &poll 9l 9l Gasd) delaaplly ool Uil gugiuinpigial paniuo Jlosiwl 83y plany
Pregnancy and breast-feeding, Important e uhlliclapllg Joall
Pregnancy and breast-feeding are absolute contraindications to treatment with isotretinoin. Odgdaipigjal A s i pllell dalholl Jlosiuwll &ilgo (o dclaplg Joall a)
Isofretinoin is feratogenic. This means that if you are pregnant during the course of treatment or in the month affer freatment, this medicine g2 limg Jolgall cluidl Jud o aolaaiuwl sie &inll g8 wilm g wiuand gl wlpd s ol yo Yagiaiupigial jaaimo

can cause severe malformations for the unborn child.

4 N
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Diagram showing external malformations that are possible as a result of a pregnancy
occurring during treatment with isofretinoin: absent ears| or ears positioned lower
down, large head and small chin, eye abnormalities, malformation of the palate.

allell Ll LoaJlugmcLa.Lu Lnug_\g LomoJl )l aleg il lj_uLJla_og_l
JuLY dn_uJJ U_LJA.”@_JA_J L)_UAl 9|0A_’~.|9 U;l 3gagoac U_IQJ_UJ}JQ}JI}QAJ_UJ.oJ
Wl wlogiius (83l j2ng yui pan

There are often associated internal malformations. These malformations involve the

6a2)lg )l wlaguiidl o ie (oA ig .an wii &dala wlmguii saledl (98 1agi los
heart, thymus, nervous system and parathyroid gland.

&,8)3 1) 8)glnoll 6a2llg L__s\.g_alejLﬁ:_aJlg ayyicjll
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\_ Y, This medicine may also cause a miscarriage. walmal &gan clgall lim v Loy \_ Y,
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PREGNANCY PREVENTION PROGRAMME:
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Do not take Isotretinoin if:

©  You are pregnant; intend to become pregnant at any time during the treatment or in the month after discontinuation of the
tfreatment.

©  You are breastfeeding since isofrefinoin can pass info your milk and affect the baby.

PREGNANCY PREVENTION PROGRAMME

Isotretinoin is contraindicated in women of child-bearing potential, unless all conditions of the pregnancy
prevention programme are met.

Conditions for prescribing Isotretinoin for women of child-bearing potential:

©  You have understood the terafogenic risk. ©  Your doctor may possibly refer you to a gynaecologist.
©  You have understood why you must not become pregnant. ©  You Must use two effective birth control (Contraception)
in the following cases:
o Your doctor has explained to you the different methods - At least one month before starting Isotrefinoin freatment.
of confraception that can prevent the occurrence of ) o
pregnancy and has given you a leaflet on this subject. - During Isofrefinoin treatment.

- A month affer siopping Isofrefinoin freatment.



PREGNANCY PREVENTION PROGRAMME:

You use this form of contraception even although you are not sexually active or do not have
periods. Please, refer to the contraception brochure included in the present document.

©  You understand and accept the need for medical follow-up every month. As part of this,your doctor will arrange a pregnancy
fest for you:

- Prior to starting therapy by Isofretinoin.
- Every month throughout the period of freatment

- Five weeks after stopping treatment

These pregnancy tests must be done within the 3 days preceding your appointment with the doctor and preferably within the first 3
days of the menstrual cycle (period).

The result of each pregnancy fest must be negative: you must not become pregnant during the treatment or in the month following the
end of the freatment. Contact your doctor immediately if you notice period is late, or if for any other reason you might be pregnant.
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PREGNANCY PREVENTION PROGRAMME:

Joall &iog allsll gle didlgoll AGREEMENT TO TREATMENT AND CONTRACEPTION
lo U om8 52 arle &89l oo dulisey aiclyd elale wing I &iog allsll gl &adlgolh - S i . . o Your docfor will give you a document called “agreement to treatment and contraception”. You must read it carefully and sign it if
g0 Ll fLul@.Lc 7 'lr:.'i-'d:iig eﬂ&ll)bl;.o LoLng T Ll Ugg_\.s‘L'f'JI om viiuuol I_'\;mj o C,é)&llg cloal u—° a.;g";u you have understood all the information it contains. This document aims to make sure that you have really understood the risks of

treatment and that you agree to follow the pregnancy prevention measures needed so that your isotretinoin freatment can start
A)liog gisinighl jhniuo) el ay Al gy @ﬁd — and continve. k d Pe9 P k
yad gl il Ja ge ey palall Gagall ol da (o jlunaiull gle Gl e Make sure you ask your doctor or pharmacist all the questions you want.

JAn o) el 6358 <l glond iy g4 (LAl walgll willaliall J4y dlya gle elil oo wandall saliqw déyinllosm; © e In this way, your docfor will be sure you know about the precautions to take so that you DO NOT become pregnant during your
" ) aiglos aey youd JUa gl Guginiypigjl isofrefinoin freatment or in the month affer it ends.

e You must keep a copy of this document in the present brochure.
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PREGNANCY PREVENTION PROGRAMME:

START OF TREATMENT AND REPEAT PRESCRIPTIONS

e You MUST start your freatment no more than 7 days after it is prescribed. You must have had a negative pregnancy fest.

DISPENSING

e When dispensing the medicine, the pharmacist must check the details in your Logbook and check that the prescription is no
more than 7 days old. If these conditions are not met, the pharmacist will not dispense the product.

If you get any side effects, talk to your doctor or pharmacist or nurse. This includes any possible side effects not listed in this leaflet. You
can also report side effects directly via the national reporting system listed below. By reporting side effects you can help provide more
information on the safety of this medicine.

National Pharmacovigilance and Drug Safety Center (NPC)
Email: npc.drug@sfda.gov.sa

Toll Free Number: 19999

Fax: 4966 11 2057662

Website: https://ade.sfda.gov.sa/
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