Kingdom of Saudi Arabia cuongnull &y nll &S sl
Saudi Food & Drug Authority : 5’ dgallg JlAnll &slnll a.umJI
(255) | SFDA ( Yoo )

Drug Sector , slgt! gliad
"u.ué\.a.".n i Jale p.g-a.-ﬂ"
sLiT Isotretinoin ol ynmiue pluietid 15 Lo LEl cila gl Sigus (40,8 Julis zalip spgun ol
Jaxdl

\2(0/5../§\/ @M&/\V'\‘\“\ dpeanll 6)

dLasall ¢ gpdll daalf )9 il e

JQJA-“ g.daj‘wﬂ‘bJ‘JyM\ugyﬂggm‘?w\yM\glm
SAgall whﬁu&Y‘ﬁfJM‘Mdm‘th‘mﬂgm‘ew‘ymi‘;‘b
Agall dgadat iladdll dauall 5159 JuS g Bala
Sl Apuniglh ¢ piddl g Naad daiall 34159 S g Bolans
Agall Custailh Galaa Jsil daiall £ 5 ulaal (o 2linl) CSall aladl pyaalf Salaw
SAgall Basy Sla¥ll S sa g aedill Juagd dllall ddiual o3E5N aladl yaall Salem
Agall L2014l 31550 Ahall Clasillf ale yda Balaww
Agall datucal) cf ghlly dpdall Clasid) ole pita Solaw
Agall Lalal) il LAY Al 3 el clasid] ale yuta Balas
SAgall 4o Laia¥) gl 551500 Apdall Cilasall Aaladf 3 1Y) ale e Salan
J§,At ) ﬁxf;uu@gﬂaswﬁ&y,mwi?m#us;m
Agall el slall Aigly Laall cladid) gali yad o3l paal) Balaw
A 941& m usms gl Lauall Cilesdd) galipd o dalith) juaall Balaw
Agall Apadal) claddll A graad) gSal ) AS s () il Balais
Agall daalall clbdiuadl o alal) G jdiall g 3 gra dllall daalang cabal) 440 spae Bala
Agall Saa Jiallae dllall LAl o alad) Gijpdiall g Suiallae dllall dealay qilall 438 apae Balaw
Al @bl Ghbll Goallae ¢ gl 0 Jaad ) Lidtaa o alall Gl pdiall Salaw
Al Sl panbaill agh dlal) Lddia o alal) G pdial) 8 sl

)MYIIJMMIAM\/‘!ALJHWJAJUM‘?M#}MWu.n.iy.ud.h]\)mt;'uk!\uswo.ilau
ehﬁl/eam.ﬁ.‘\/o‘)‘guﬂu.\dbu.\k/d).ﬁ.“e\luahjh.\yuuam—a?u‘l\/c‘)ﬂhy“d\mwuhlu

i gall (UM‘.U.\d!ld.nla/hl.dlId\,ulwwubulmlﬂ\lubh/uﬂ‘
Hgall Al cilasall cliaban sua¥) Aijsa ale yuta Balews
A gall dhal) agd dlal) L o o aidlil) aladl yiaall Salan
Agall Gsall andill A dllal) il o35l aladl ppaall alaw
Ssall pladlly aadill agh dlal) ddlual AAil alall yidall Balaw
Agall umu,mqm‘uuuh?umﬂmw
Al duutial) daalalls Lphall e ellal) Ll o345N alall jyaal Salaw
Agall uiﬁ\wba‘lu\.du)u\l\)syuh pladl i pdiall 5alaw
Agall «€sSa iy dhall cila jball g OJQAY\JMJDU 32 gall gyl Al ol) AS Hi (o3RI Cpunsd ) 5kt
Rl L gl 4y gl ASbaally Apallal) Aol Aaliiad ooyl paall 5aleu
J03a] s | &8 380 [psadl | 55 giall Adpaall [ da jSall A8 [ by M ) Aihaiag Lnuall o pidid) ple e Balam
i gall (oS gt 1O 3l 1O ) AaldiAdladl 3 gaall
Cugall  (BIARY /il Al [ Gl Jia fAdu [fslualy) [ Ciilall [ iy ) Uil Laual) o il e Balea
‘¢ uﬁlé).s._,dl“ za&”pﬁ-ﬂnfm‘

Clagds Hoels 2 Fidh srdad Lila (olyel Gigus 3—.4\-43>? b—‘é-"ﬁ ‘erl‘ 3—.'3“24-:-@‘

®

HATTY YOVIYY 1 (uSLB +AT1 ) YYOYYY 1 Caild - SLadidt (g 51t G dalt YYAY - (it on - TYAA - AYPYAY (50,81 - Aaagacult Ay yad) ASLal!
Kingdom of Saudi Arabia - Riyadh 13312 - 6288 - Al Nafal District - 3292 Northern Ring Rd. - Tel.: +966 1 2759222 - Fax: +966 1 2057633
www.sfda.gov.sa




,,,,,

Kingdom of Saudi Arabia cungnull du inll aslasll

L
Saudi Food & Drug Authority : 5’ dgallg Aanll dslnll &iall
(255) T (voo)

Drug Sector slglt gliad
«Jomil <57 (IsOtretinoin) ssbs e dygiml! @l puamicall aluseicd wie 1a Y1 gl ol

JB e daig @ clagiall ods Gigus poye JulEd maliy by Al cwld aze
b Le i gralipd! oy cdaiiall ciles y il
plazicl (L8l Jd Leeld] cow Ul oledatt ey @oldyl Jds gy )
Sl paziona (o Lg8 o @ 3 gue J5o pos Sl 102 20355 ooy cotang il
Isotretinoin
plosiol ailady didyes o uSll jaaidl alusil 1B Gag,ll dablge 25T =Y
e S 5im S Zaall z3ged e piBgl Gaylo e ety ¢ el sLAT yanial
. (Consent form)ia sl cilaglel
Dear healthcare) cumaall oraslall igage Gopisd Sy eud  -Y
Gabest adodat danly malipd! fia Jo> cilasles (et (professional letter
(o )
9 Sl Lle Isotretinoin ssle Lle Lgmll alycamiwll Casy juad -t
3yl Gl (gLl o Lyalandt o ¥ (g 5Lt

suatiall dledtl alusinlg 595l @l W wu@wll HLae W cnay 38V 559 iy esa)ly
Jyosll o b Lle efslaos et (dalall imaall le Wslis ellyy 2l J3 opn
rolial dal It JE Jgnad! Byl e satiall 3Lail)

http://www.sfda.gov.sa/ar/drug/about/sector departments/national
pharmacovigilance center/Pages/saudi vigilance.aspx
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Subject: Isotretinoin Risk Management Program

The Saudi Food and Drug Authority (SFDA) would like to inform healthcare
professionals that, it has approved a risk management program intended to reduce
the risk of teratogenicity associated with isotretenioin use in pregnant women. The
documents of this program should be distributed by the manufacturing companies.
This program consists of:

1- A medication guide which contains instructions to be followed before,
during and after the use of isotretinoin. This medication guide should be
distributed with every prescription.

2- A consent form to be signed by each patient prior treatment initiation to
ensure that isotretinoin users fully understand the consequences of using the
drug during pregnancy.

3- A dear healthcare professional letter (DHCP) to enhance the awareness
about this program.

Please note that isotretinoin should be only prescribed by dermatologists or by
family medicine consultants.
The approved documents of this program can be accessed via this link:

(http://www.sfda.gov.sa/en/drug/about/sector departments/national pharmacovigil

ance_center/Pages/saudi_vigilance.aspx )

For further information please contact us using the following information:

National Pharmacovigilance and Drug Safety Center (NPC)

3292 Northern Ring Road , Al Nafal District, Riyadh 13312 — 6288
Toll free number: 8002490000

Fax: 0112057662

Email: NPC.Drug@sfda.gov.sa

You are also encouraged to report any adverse events through this link:

http://ade.sfda.gov.sa
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