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chira:

i vién nang
;‘h&nhph{n hoat chdt: e
Jsotretinoin =t
g&?&:‘" ln‘x"lieuc‘i’l‘;\in. dhu co, sép ong tring, gelatin, glycerin ddm ddc, eD—scrhiwl 70%, ethyl
Manillin oxyd sit 4o, oxyd sit den, oxyd sit ving, titan dioxyd, nue tinh khiét.

* I\)rﬁl:(n;a:;: gl?:l%nh oval, vé nang mot nira mau niu, mot nira mau tring, bén trong €6 chir dich
lhuﬁlcn;:lxl‘:lng. e

N i trim) ahu mun trimg e nang sin. mun boc
it v ot dio b 1 a0 SR S L Vel e i ik r thom thniomg ding
Khang sinh toan than két hop véi thudc thoa tai chd.

i sy gim sit cia bic s 1rong vie sir dung retinoid todn
rimg o4 dang ndng vA ¢6 hiéu bibt ddy i vé& cic nguy co khi didu tri bAng
isotretinoin va cac yéu cdu vé sl

iam sat.

Nén udng thude 1 dén 2 1in mgl ngay trong bita an .

o 1om bao gom ca thanh thiéu nién vangudi gida
N bt ddu dong isotretinoin v lidu 0,5 mg/kg mdi ngay. Dap (mg didu trj vi mot vai tc dung biit
Tot thurng phy thudc lidu dong vi ¢ sy khie nhau gita cic béph nhn, Trong qué trinh diéu tri, cdn
phai di¢u chinh lidu ding theo timg bénh nhin. BSI vai hAu hét ngudi binh, khoang liéu didu tri 14
0,5- 1,0 mp/kg/ngdy. S
Miurc 4o thuyén giam va ty 1§ tdi Slm bénh thudng lién quan chit che dén tong lugng thube da dong
Hom 14 1i&h quan dén thoi gian didu tri hay lidu dang hing ngdy. Khi dang lidu tich 18y 161 120 < 130
mg/kg, khong thu thém duge lgi ich ding ké ndo. Thoi gian di
ngay. lxlai dot didu tri kéo dai 16 - 24 win

u trj tay thude viio lidu st dung hing
‘thudng da lam thuyén gidm c4c triu chimg bénh.

G da s6 bénh nhin, mun timg cé s& hoan todn ‘mat di sau mot dot didu tri. Trong trudmg 14i phit
ciin tién hinh thém mot dgtdiéu tri nira, ¢6 thé dung lidu hang ngay va liéu dang tich Iy gibng nhu &
ot didu tn tnrde. Do tinh trang bénh viin c6 thé duge cai thién dén 8 tuln sau khi ngimg didu i,
khong nén tién hinh dot didu trj tiép theo trude thas gian ndy.

Sﬁﬁmf& m mnnbiualuvﬁ lidu ““l’ hon (ching han 10 mg/ngdy). Sau a6 uing lidu 1én
Img/kg/ngay hodc dén khi i bida.

Tréem

Isotretinoin khong duge chi dinh diéu trj mun tnimg cd tnrée b diy thi va khong khuyén cdo

sir dung cho tré em dudi 12 wéi

Bénh nhan khong dung nap M ey

bf&'i'vai ‘ahan k‘!’nrgng ‘Gung nap voi lidu d& nghi, c6 thé tiép te didu tr bing lidu thip hon nhung

thoi gian diéu trj kéo dai hon va nguy € tai phat cao hon.‘Dé dat dugce hi¢u qua didu tri tdi da &
0 n i dang li hat

nhimg P
© CHONG CHI DINH
inoin chéng cbl di 5 thai b
A hdinh thail
inoi héng chi dinh cho bénh nhan qué min véi isotretinoin hay véi bit ky thinh phin
nao ctia thudc. =
- Suygan.
- Tang lipid méu qué mirc.
- Dungqua liéu vitamin A-
- Dungddng thai véi tetracyclin. =
@ CANHBAO VA THAN TRONG KHI DUNG THUOC
Mang thai
Kha nang gdy quai thai coa i inoin rit cao. Vi vity, khéng duge ding isotretinoin cho phu nit ¢6
i hofic c6 thé c6 thai khi dang diéu tri. Mic di khong phai tt ca bio thai tip xic véi isotretinoin

thai
Aéu bj dj dang, nhumg c6 nguy ca dj dang thai nhi rit cao néu phu n mang thai ding isotretinoin v&i
t cr ham lugng nio ngay ca trong thoi gian ngin. <
Cén kiém tra dé dam bao ring bénh nhin khong 6 thai khi bit d3u diéu trj véi isotretinoin.

&n phép trénh thai nén tiep tuc duoe thye hién thém it nhit mot thing sau khi ngung didu tri
i inoin, thim chi 6 kinh A hién.
N&m tuin sau khi ngung diéu trj, bénh nhin nén thir thai lai 1dn cudi 4& dam bio khdng c6 thai-

Bénh nhan khong nén hién mau khi dang diéu trj va trong vong mot thing sau khi ngung diéu tri vi

nguy &n thai nhi néu ngudi dang mang thai. .

mmymgmumwmymmammcmamvuiéunﬁnhnngmxongh mun
khé chira va co ki iém trong viéc di inoid toan than, va hiéu dugc

nguy co gly quai thai 5 g thai gi thai.

Réiloan tém than

Di c6 béo ca0 wrAm cém, trim cam nghiém tong, lo ling, hung bing. thay ddi sic khi, triéu chimg
ﬂmﬂnﬁrghi&nkhibenhnhinebidhhwlﬁ.oémwﬁrvitn’xéhelmnhindiéutribang
b mon e S b o T cd b s by

& ién bj trim cam; nén theo ddi
c diiu higu trdm cam & tht c& 4pdung. iéu tri thich hop khi cén.
RGilogn davamé disida A
n trimg c& thinh ra trong giai didu tri, nhung sZ giam

din khi tiép tuc diéu trj, thudmg 13 trong vong 7-10 nga; g cin didu chinh i 2! &
N&ltrﬁ.n.hl.iépx\'l::vé'iSn.hn.lng!nilrn‘bih.yliaU'V.Ngadnlhibt,S\'xd\mgsénphimchéngnlng06
chi sé SPF cao tir 15 g 1én.
Diéu tri mai mon da bing héa chit va ditu tj laser trén

dlnénninhdb'ﬂlhnlﬂnwdunimuéc
isotretinoin trong vong 5-6 thing sau khi két thiic vi¢c diéu trj vi nguy co g3y sco phi dai. Tdy 1ong

Eng guy co giy bong tréc bicu bi.
Trinh stz dung isotretinoin dong thii véi céc thubc tiéu simg hofic cic thube tri mun bdi ngoai da vi
6 thé lam ting kich tmg tai chd. 5

dung ki & gitdmdava i i khi bit ddu diéu tri
vii inois & b i
D3 hju mai vé phan i a. bng ban da dang (EM), hoi chimg
sn.evan-lom(s:syvimidxbi&umonhihndoccrapu-imdmgisoueunomNéunghinga
Réilogn mét ¥ 3
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Khd miit, md gidc mac, gidm thi n dér & , khi idutri. Co
Mh&wlﬁmﬁbmnieudﬁngmlmnbiingmmbﬁimmhwnubcml:nhlnt;o. Bénh
g ke e 2

rong.
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i i é a3 duge b nhan

¥ in, diic bi i hoat dong thé lyc nang. >
Thay d6i xuwong gém déng diu xuong sém, chimg diy xuong, v6i héa gin va diy ching da xay ra
~ sau vainam ding liéu rit cao diéu trj ri loan keratin hoés. Li diing, thoi gian diu trj va tong liéu

y thudng virgt xa lidu khuyén céo diéu trj mun trimg ca.

Tang ap lec noi so lank tink
DA c6 céc tneong hop thng 4p luc ndi 5o lanh tinh duge bio cdo, mot sb rong d6 c6 lién quan dén
diing thubc ddng thi tetracyclin. Céc diu higu va triéu chimg tang ap luc nbi 5o lanh tinh gdm dau
' »dlu.bn&nnﬂnvin&n,réiIo;ruhisiicviphilg:izhi.Khibenhnldnoébiéuhienﬂnsﬁplvcnbim

' lanh tinh nén ngung thudc ngay 13p tirc.

Réiloan gan mat 5
dgld&nmmgmm:&ckhidibun—i.l:hﬁnguukhibmduaiéun—ivmiép:ucmaismsngm
 khi c6 chi dinh theo ddi thudng xuyén hon. D c6 bio cio ting men gan transaminase thodng qua va
<6 héi phuc. Da s6 cic truong hop niy nam trong gidi han binh thudng va cic chi sb s2 trg vé mirc
diu ﬁnhdiéuui.Tuynh‘ién,nongu-uénghvpnéngdéuansaminmﬂnguokéodﬂi,

0

i

Suythan
Suy than khong lam anh hudng dén duge dong hoc cua i inoin. Vi viy, i inoin c6 thé diing
mwm@ymmmh,nhmmmnuynamduvﬁ liéu thip va tang din dén
y 2 i
Roi loan chuyén hoa lipid
ipid | thanh (gi4 tri lac d6i) nén dugc Kiém tra truée khi didu tri, | thang sau khi bit diu diéu
R thang mot lin, trir khi c6 chi dinh theo doi thuéng xuyén hon. Néng d6 lipid huyét
thanh cao sEtro lai thudng khi giam liéu hofic ngung diéu trj va ciing c6 thé
‘<6 ché 45 an uéng phi hop.
Isotretinoin 6 lién quan dén viéc ting ndng d triglycerid huyét thanh. Néu ndng d0 triglycerid
 huyét lha‘n.hllnsquiml’rc khéong thé kiém soat hodc xay ra cac triéu chimg viém tuy, nén ngung
thube. 4 ho#ic 9 mmol/L d6i khi két hgp véi viemmyc&punhwmf‘;y

inoin c6 lién quan dén bénh viém dudng rudt (bao gbm ca viém hdi tring) & nhimg bénh nhin
¢6 tién sir r6i loan duéng rudt. Bénh nhin bj tiéu chay nghiém trong (<6 xuiit huyét) nén
ngung thubc ngay 1p tic.
- Phan ung dj img
{mg qué man da gdp tuy hiém & vai bénh nhin sau khi tiép xiic véi retinoid tai chd e it gip
0 cio c6 cac truong hop viém mach dj img nang thudmg 1 ban xuét huyét (véx ‘bam
) & céc chi, cing c6 thé toan than ban do. Khi xay ra cic phan émg dj img nghiém trong,

g thubc cho nhimg bénh nhin c6 bénh di truyén hiém gap vé

dusime. béo phi.nghién o hode b loan chuyén héa lipid ki didu
o i

 dii |
ém tra thuong xuyén g 1 huyét thanh va/ hodic glucose méu. Da
lmyg‘_ 46i va vai trudng hop dii thio dusng mi duge chuin doan khi

5 phu ni c6 thai. Phu nt trong d tudi sinh san phai sir d
G &ham@hﬁﬂmdﬁmlﬂqngmpkhi méu‘(:ii.ef:
i _Sghekm;vhngl \hhgrmklndléulri.lls\lywdiq.
diéu tr phai dimg lai va
vénguy ! b e e PRl

tac di &

con b, vi khi pAng XY cho tré..

Kha nang sinhsan: . Sng dén &

A £ in khong lam anh huong dén s lu, di chuyén v binh dang coa

e i 4 i o S O g G
Ong ubng thubc ndy. ANANG LA AYMOC

THUOC LEN KHAN ALXE, v AN HANH M £

3 f:&ﬁ“%cgﬁh ‘buong dén kha nang 18 xe v vin hanh A e, Mot 86 truomg hop bi gidm
1 T B G A one tho gian diéu trj voi isotretinoin VA tinh, iy hiém khi kéo dai sau khi
s an 4 OB L bénh nhan, giam thi lyc ban dém khoi phat 431 nE0Y Vi vy bénh nhan nén
Auge biét inh trang nay va dugc canh biorghni thiin trong khi l4j xe hoe van hanh may moc. :
Budn nigt, whong mat va réi loan thi gise rit hiém khi xéy ra. Tuy nhién bnh nhén cin thin trong khi
TUoHaAS N Ky CUATHUGC

- G TAC, < A
Trﬁn(ﬂﬁnx Adng thoi Au?wetinoin Vi vitamin A do €6 thé dfin aén tinh trang nhu diing vitamin A qué

idu

lidu. = 3
Mot 56 trudmg hop tng bp lue noim 30 Lanh tnh khi dUng Abdng thir isotretinoin va tetracyclin duge
i o 2 th

, Vi v A ; .
i Ao dbng thist 1sessetinoin vi thube 11y simg hode c4e thude ) myn boi ngodi da vi €6 thé
1am thng kich (mg tai €hd,
* TAC DUNG KHONG MONG MUON CUATHUOC :
Cie the dung khong mong mubn thudng gip ‘nhét khi diéu tri véi isotretinoin 14 cc trigu chimg:
(0 . Kho mitm moc ching hgn I MO (Viém m6i), BIEM mac mi (chay méu cam) vA mit (viem
kétmac). MOt sb cée thc dung ngodl ¥ khi st dung isotretinoin 6 1ién quan dén lidu sir dung. Céc tic
dung ngopi y thudmg hdi phye sau khi thay a3 1iky dang hose ngumg diby irj, ary nhién mot b c6 thé
zv,-wimukhi ng[;nlf;zu&.
it thiemg 20 ) S .
R by &t: Thidu mibu, thng tbe 40 ling héng chu, gitm tidu chu, ting tidu chu.
At: Viém b mi, viém két mae, Kho mit, ngla mar.
G 1. TAng transaminase.
D:':r'l“-g\o du’ﬂ?dﬂ: Viém mdi, viém da, kho da, bong tréc da. ngira, ban 46, mong da (dE tray xuét).
O etron v mb litn kit: Dau khop, day c0. daulung (83c bigt & tré em va thanh thitu nién).
o Gidm P

00 =1710)
T huyét: Gibm bach ciu trung tinh.
Thén kinh: Nb

.
va trung thit: Chay mau cam, kho mii, viém mii hong-

Ha,h,,‘;,;ilg:,?m “holesterol, tang dudmg huyét, iéu ra may, protein ni€u-
Hibmgap (21110000, <171000) | T
ey D tmg da, phan img phiin vé, qué mén. s 3
Tam thin: ‘am, trAm c4m nang, c6 xu huéng bao lyc, 1o Au. khong lam chi duoe cam xic.
Da va mo dudi g;n-y"RunB) 2
Rdt hiém. gmfihiy!g wlgh:in Gram dirong (aibm mac).

Au v h huyét: Néi hach.
ghuyé‘n‘;le():’:i dinh dudmg: Bénh dii thio dueng, ting acid uric mau.
Tam thin: Hanh vi bit thuémg, réi loan tam I_hin- <6 ¥ dinh tir tix, ¢b ghng ty tir, tr 1.
“Thén kinh: Tang ép lucndi 5o lanh tinh, co gidt, budn nga, chéng mat.
Mt Mo mt, duc thuy tinh thé, md mau (rdi loan sic gic), khong dung nap kinh 4p trong, md gisc
mac, giam thi lyc ban dém, viém gidc mac, phi gai th (nhw diu higu ciia ting 4p luc ndi so Janh
tinh), so énh sang, loan thi.
“Tai vi mé dao tai: Suy giam thinh gidc. A -
Mach méu: Viém mach (nhw u hat Wegener, viém mach di img). %
}6 hip, 16ng nguc va trung thit: Co that phé quan (d4¢ bigt & bénh nhin hen suyén), khan giong.
Tiéu héa: Viém dai trang, viém hoi trang, kho hong, xuat huyét tiéu héa, tiéu chay ra mau va viém
rudt, budn ndn, viém tuy.
Ganmit: Viém gan. 5
Da va m duéi da: Mun inimg c4 nang sin rit ning. bung phit mun trimg cd, ban 46 (mav), chimg
phét ban, bénh vé téc, rim 16ng. loan dudng méng tay, nhiém tring quanh méng, nhay cam v&i anh
séang, u hat sinh mu, ting sic t da, tang tiét md hoi. 3
Co-xuong va mb lién két: Viém khop, chimg ngim voi (
xuong, chimg day xuong, gidm mit 49 xuong, viém gan, t
Thiin va tiétnié: m cau thin.
Réi loan chung va do duong ding: Tang hinh thanh md hat, kh6 chiu.
Xétnghiém: Tang creatine phosphokinase. 2
Tdn sudt chira rd (khong thé woe tinh tan sud tir cac diz ligu san co)
Davamb dudi da: Bandédgd.pn? hoi chimg Joh hoai tir thugng bi nhiém d6

i héa gin va ddy ching), dong sém diu
ucovan.

@ QUA LIEU VA CACH XU" %
Tsotretinoin 12 mot din xuit cia vitamin A. Mic dit doc tinh cip cua isotretinoin thip, nhung c6 the
xuwht hién céc diu hiéu sit dung vitamin A qué liéu (trong vai truong hop qui lidu) do v6 tinh. Ned
:2.: cap vitamin A gom: Nhirc diu di d9i, buén ndn hoac non, budn ngu. kich img hoge ngira. Cac

4 higu va triéu chimg qua lidu isotretinoin do v5 tinh hay c8 ¥ ¢6 thé twong tir qui liéu vitamin A

Céc trigu chimg nay s& giam din va hdi phuc ma khong can diéu tri ¢
Dung isotretinoin, qui 1iéu hodc liéu binh thudng, déu gay nguy hai cho phu nir mang thai, vi thude
i 1 5i sinh san dung qua liéu isotretinoin khong,
duge mang thai khoang 1 thang sau khi dung thudc qua liéu (phai diing 2 phuong phip ngira thai
hiéu qua). Bénh nhén nam ding qué liéu isotretinoin phai sir dung bao cao su hodc tranh quan h&
tinh duc v&i ngudi phu nix dang mang thai hodc c6 thé mang thai khoang 1 thang, vi nong 4o
isotretinoin trong tinh dich cao. Ngoai ra, tit ca bénh nhan dung isotretinoin qué li¢u khéng nén hién

mau khoang itnhit 30 ngay.

® DACTINHDUQCLUCHOQC
Nhém duege Ip: Ché phdm tri mun trimg ca dung dudng toan than.

MaATC:D10BAOL
Co ché téc dung.

Isotretinoin I3 mot d3ng phan 13p thé all-trans retinoic acid (tretinoin). Co ché tic dung chinh xic

ctia isotretinoin chura dugc biét 1d, nhung da x4c dinh cai thién 13m sdng mun trimg c4 dang nang do
trc ché hoat dong cua tuyén ba nhom va 1am giam kich thude tuyén ba nhén- duge chimg minh vé md
hoe. Ngodira, i inoin da ¢ inh c6 tic dung khing viém da-
Higulyc
Simg hoa qua mirc 16p biéu bi 16 chan 16ng din dén roi cc 16p sing (comeocytes) vilo trong cic 16
chan 16ng vA bi gi lai trong d6 do keratin v b nhon du thira. Tiép theo 1a hinh thanh nhan mun va
cubi cing li céc ton thuong viém. Isotretinoin e ché sy phat trién té bao tuyén bil va c6 tic dung 1én
mun trimg cé biing cich téi 13p chuong trinh bi¢t hoa theo trit tir. BA nhom 14 chit nén chinh cho sw
phét trién cha vi khuin gdy mun Propionibacterium acnes, giam tiétba nhon han ché vi khuin xam
nhip viio 15 chin 16ng.

* DQC TINHDUQC DONG HQC
Ho ’ﬁ'm
Su hip thu isotretinoin qua dudng tiéu hoa thay d8i va tuyén tinh theo liéu ding vuot qua ndng 46
thudc diéu tri. Sinh kha dung tuyét d6i chua duge xéc dinh, vi isotretinoin khong dl]n; nhu ni'gméi
ché phim tiém tinh mach cho ngudi, nhung ngogi suy tir cic nghién ciu trén ché cho thiy sinh kha
dung toan thin kha thip va thay ddi. Khi sir dung isotretinoin v6i thye phim, sinh kha dung s ting
ghp ddi so véi khi d6i.
Phinbé % 3
Isotretinoin gin |gé| nhiéu véi protein huyét twong, cha yéu 1a albumin (99,9%). Thé tich phin bd
chua duge xéc dinh vi isotretinoin khong duge dung nhu la mot ché phim tiém Gnh mach cho
ngudi. O ngudi, c6 rit it thong tin vé phan bé isotretinoin vio md. Nong dd isotretinoin huyét tuong

gép d6i ndng A9 trong 16p biu bi. Néng dg isotretinoin huyét t khoéng 1,7 1in i
Pyl op oitabiNGng 4 isourstingln ép--:y wong gip '3 S0 v&indng
Chuyén hod

Sau khi ubng isotretinoin, ba chit chuyén hoa chinh da duge xéc dinh ¢6 trong huyét tuong: 4-oxo-
isotretinoin, tretinoin (all-trans retinoic acid), va 4-oxo-tretinoin. Nhimg chit chuyén héa nay 43
cho thiy hoat tinh sinh hoc trong mdt s6 thi nghi¢m in vitro. 4-oxo-isotretinoin trong mdt nghién
ciru 1im sdng 43 cho |l:\ﬂy £6p phin ding ké cho tic dung cua isotretinoin (gidm tiét ba nhom du
Anhh a5 i inoin va tretinoin trong huyét trong). Céc chit chuyén héa phu
khic bao gdm dang két hop v&i glucuronid. Néng do trong huyét tuong cia chit chuyén hoa chinh.
4-oxo-isotretinoin, dat trang thai 6n dinh cao gip 2,5 1in so véi hop chétgde.
noin vi tret (all-trans retinoic acid) duge chuyén héa thu@in nghich, va do d6 chuyén
héa tretinoin gan lién véi chuyén héa isotretinoin. Udc tinh 20-30% lidu isotretinoin duge chuyén
ho6a bing ddng phan héa.
Tym; hoan gan rugt il vai trd quan trong 48 v6i duge ddng hoc isotretinoin & ngudi. Cac nghién
ciru in vifro 43 chimg minh mot s enzym CYP c6 lién quan dén su chuyén héa isotretinoin thinh 4-
oxo-isouretinoin va tretinoin. Dudng nhu khong c6 isoform riéng I8 nao o6 vai trd noi bat
S héa ctiané khong anh hudng ding k& dén hogt dong cua CYP.
Sau khi udng isotretinoin danh diu 918 A & i
g phong xa, ty 1¢ xip xi ban diu duge tim thiy trong nude tidu va
phﬂn-s\-n-;‘khl ubng, thi gian ban thii cia thude dudi dang khong 48i & bénh nhan c6 mun trimg c&
i ﬁmhlm? £i0. Thai gian bin thai cia 4-oxo-isotretinoin dai hom, trung binh 14 29 gid.
e vigodra $-o| retinoid sinh 1y va ndng 44 retinoid ndi sinh dat trong khoang hai tuiin sau khi két
3‘0! tuong dac bleg
isotretinoin chéng chi dinh & bénh nhin suy gan nén thdng tin don, i inoi 161
X n L g hoc cua isotretinoin con gidi
:;xx;hm :::‘h nhin nay. Suy thin khéng lam giam dang P 43 thanh thai ciia isotretinoin hofic 4-
® QUY CACH DONG GOI
5 s:&o}vl,\'i lorénnmm &
1IEU KIEN BAO Q LHAN DUNG, TIEU CHU. LUQONG
Biéu kign bao quan: Trong hopkin, noi khd mat, duéi 31;}? Sﬁ‘:lAl:nh ség: SRS
- 36 théing ké i ngdy sin xuit. >
: Tiéu chudn co 56
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Keep out of reach of children.
This drug is.

use.

Tactlye tngredien itol 702
Com oil, lecithin nu, patm oil, white becswax, gelatin, concentrated glyceria, D-sGrbliol 76 0%, cthyl
bea , pur

., yello
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5 lwu:unoin?l‘:lled for the treatment of of acne (such as nodular of wngloh';’le acne or
n:ne at risk of g), mum to adequate courses of standard therapy with systemic

hite.

ey fcap. is brown and otherside is W1

B
and topical therapy,

POS, AND ADM lsm A

2 s should 'rxo by or under the supcwuion orphysucmu with expertise in the

should be referred to a or i in for ion and advice.
Usein lactation:

hly lij i i very likely. Duc
'0 the pot:nlhl for i mothers’ milk.
during breast-feeding.
Fertility: e - ve 3
Isotretinoin, in therapeutic dosages. does not aflect the number, S Snd s

isotretinoin.

mouuluw'rop RIVEAND USE MACHINE
e aber of cases of decreased night vision have occurred during isotretinoin therapy and i
instances have penlned after therapy. Because the onset in some patients was sudden, paticnts s)lould
be -dv-u:d of this polznu-l prohlem ‘and warned to be cautious when driving or operating machines.
have been reported very rarely. However, patients
lhould be cautious e dnvlng or operating machinery.

)

derstandi isks of  # DRUG INTERACTIONS, INCOMPATIBILITIES
use of systemic """‘“‘" for the treatmentf8cyere acne and s fuliandersianding of (he,faks o Patients should not Vitamin A as concurrent medication due to the risk of developing
therapy and o 08is
i twice daily. hypervitamine ; ; : :
Lz Cases ofbcnlw\ cerebri) have been reported with concomitant
Isotretinoin therapy should be started at a dose of 0.5 mg/kg daily. The menpeuuc response (o use of and Therefore, i with ines must be
noin and some of the adverse effects are dose-related md vary between patients. This avoided. Vlstratl <, 3 z 3 4 ¥, 3 St
Isotreti: idual dosage during therapy, For most ;-uenu. thc dose ranges from 0.5 &ncum:’m raconof fposeetioe with topical
avo case.
-1.0 mg/kg per da EF} FFECTS
the total dose than to
Long-term n:nl.illun and relapse rates are more closcly related to the 1o g0
tantial additional benefit is to most -
;;““EW"E“"C""“ Bt or ally dosen K “m’}',"z':,‘,v,"sﬁm The duration :rm AL el D e e iofthe lie (eheilnh), the nasal e
M on dn mdlvld\lnl dmly dose. A treatment co of 16-24 weeks is normally sufficient to l.hcl:?: (umjunchv is). Some of the side effects Bl the use of uolrennom are dose
gt -rel ring
In = cnts, i f the acne is obtained with a single treatment course, In I:'owmomeen;ayopa:m afier treatment has suypped
cvent i nh=r urse ino ,dered using the same on %
::h:uy ao-l: i "hp“ a o or:’?;‘ e “‘.‘..’e".‘c:‘;‘i.:‘.. beob!ﬂ"/“_: Hh pto 8 Blood and lymphatic system disorders: Anacmia, red blood cell sedimentation rate increased,
a further course of hould not % dry eye, eye irritation.
least this penod has cl.psed .
Patients T 4 ; iti skin, localised exfoliation, pruritus,
I paticots with severe renal isufliciency treatment should be started ata lower dose (¢ & 10 mg/day).  Skinand o el il Cheildls, termat AoyaKis,
Ao deenahouid then e increased up (o 1 mg/kg/day or until the patient is e e il ie Higsie’di Arthralgia, myalgia, back pain (particularly in
= i 1 t patients).
fmhl,'!'?:om is not indicated for the of acne and is not ded in patients i 'd:.ﬁm“n'f ides i d, high density li
less than 12 years of age. Common (>1/100, <1/10)
ﬁznenu with intolerance i
patients who show i 3 RSO A =
lower dose with the consequences of a lwngc:r i e higher risk ol‘lvlll”' i ordec to thoracic iastinal a g heryng
achicve the maximum possible cfficacy in these patients the dose should normally b atthe d, blood glucose
highest tolerated dose. Rare e;/moon <1/1000) 3
© CONTRAINDICATIONS ction, ;
gnant iatric di D. i ggr anxiety, mood
in i indic: of chil, ? alterations. 1 i
1 3 : Y Sk Alopecia.
of the drug, Very Rare (<1/10000) et
- Withhepatic msuﬂ'lclaxy L
d Di: it i
= \Vilh hypﬂ'vllanunom.tA. i disorder, suicidal ideation, suicide attempt,
icide.
- WARNINGSANDI’RECAU‘I‘IONS FOR USE — Nerv Benign i
Eye disorders: Blurred vision, cataract, colour blindness (colour vision dcrcuencm-). contact lens
Tuwm‘“’m isotretinoin is ‘ﬂ’yhlﬂl lbael‘o'u, Mennom m no! be usedlry females who.xe lnmlerlnee comeal opacny, decmsed mghl vlslon. keratitis, papilloedema (as sign of benign
pregnantecwho may visual
o lfmhsrmhedmad:fntmddnld.tbﬂwumexﬁmdyh&hnskmn deformedmfml Earand labyri : caring i < < s
if pregnancy occurs whils isotreunoin it f time. Vasmhrlso Vasculitis e ‘egener’s nenu
o reml‘ : °y oce enhng in any amount even for short periods o et lh'dmorlclc-ndll (for e pl 2 mpmm“w“h” 5
o S hoarseness.
Contraception should be continued for at least 1 month after stopping treatment with i even G i i i Colms. ileitis, dry throat,
in patients with amenorrhea. diarthoea flammatory bowel discase, nausea, pancreatitis.
Five weeks afler stopping treatment, women should undergo a final pregnancy test to exclude Hepambxlwry disordess: Hepalms
pregnancy. kin and Acne acne (acne flare), erythema
Patients should not donate blood durin, and for 1 month following discontinuation of (r-cnl). haxr irsutism, nail P Teactoo
i in because of the R e s o a pregnant transfusion rs\xlplan P i skin i sweating i 5 <
This drug should be prescribed by prescribers who have special in the di is and lo-skeletal and tissue Arthritis, inosi ion of | and
treatment ol'u-ev:‘ recalcitrant nodular acne are " in the use of systemic retinoids, and tendons), i fusion, i reduced bone density, tendoni
isk of icity if these drug is used during pregnancy.
Psychiatric i G
anxicty, mood i and admini site itions: G tissue @ oD,
symptoms, and very rarely. suicidal ideation, sui nd euicide bave been reporicd
paticnts treated with i i Particular care needs to be mwﬂh-hmyof i i
mﬂmmwkmwhnmof&w&lmwmfmedfot eq data)
treatment if pecessary. Skin and tissues di v 3 s Johi toxic
Skin and subcutaneous tissues disorders epidermal necrolysis.
i of acne is scen during the initial pa'iod but l.hl! subsides with & OVERDOSAGEANDMANAGEMENT
continued m—-ny-iuam 7-10 days, and usually docs not require dose of vitamin A. Although the acute toxicity of isotretinoin is low, signs of
intense sunlight or to UV rays a A could appear in cases of of acute vitamin A
mm-mgbmmﬁulmswuwuw.wb‘ u»umymcludeuv s ing, ility and prusiess. Signs and
chemical and laser should be avoided in patients on of with i would p; y be similar. These
isotretinoin rox-p-iodofssm after the end of the would be expected i e e Peaaiblo ol | ik stde witiivant Ht oo Tombreatment]
uarrln.. Wax depilation should be avoided in paticats on isotretinoin for at e pa'lod of 6 months Any exposure to isotretinoin, whether as an overdose or a normal dose, can be dangerous in pregnant
after treatment because of the _ of cpidermal suipping. women, as this medication can cause serious birth defects or miscarriages. If a woman of childbearing
- with topical tial on iti tisl that she does not getprognant for one month xficcthe
3 e birth control must be used). Ifa man takes an isotretinoin overdose,
be avoided as local imitation may increase.
i or cream and s lip balm from the startof  must use a condom or avoid sex with women who are pregnant or may become pregnant for one e s
mmhhmuyu cause of the skin and lips. as an overdoss can cause highilevels of isotretinoin(in tha semhen. I addition;;all patients with
reports of severe skin (c.g ery % M) ST Vdbes oo Pl;i‘ not donate blood for at least 30 days.
fysis (TEN)) with i ino HARMA A OPERTIES
should be i for jcuse.
ATC code: D10BAOL
e S - i tinetionof
e of a lubricati i by the application of isa of all-trans retinoic acid (tretinoin). The exact mechanism of action of
lenses may occur which may o 0in has not ytl been clucidated in detail, but it has been established that the improvement
wﬁt M during treatment. < :
mmmmmwum‘mhmmwm anda o o mmlheﬂuqf‘ glands. a dermal
of isotretinoin may be necessary. ry effect of been
mwwmm:mm Efficacy

i -'m'hme i

i values have been reported in patients
e ¢ ion of tendons and

lining of the

unit leads to shedding of comeocytes
into the duct and blockxge by kmun and excess scbum This is by ion of a

£

after several ycars of | of administration at very high doses for treating
“The dose levels, duration of treatment and total cumulative dose in these patients
those recommended for the treatment of acne.

B ed i 4

jor for
Pwpwmbm um acnes so that reduced sebum pmd\lcﬁon R R e A
® PHARMACOKINETIC PROPERTIES
Absorption
The absorption of i mmmm from the gastro-intestinal tract is variable and dose-linear over the
range. t been determined,

The absolute bxoavuhbllny of isotretinoin has nos

be checl:ed before treatment, 1 month after the start of treatment, and
mﬁequenl lﬂmllmlng\lchmﬂlly indicated. Transicnt
been reported. In many cases these changes hlve

is not as an for humln\ue.bul extrapolation from dog
rly low and When in is taken with
food, the b:oavnh.blbly is doubled relative to I'nslmg conditions.
Distribusion
wetinoin is extensively bound to plasma protsins, mainly albumin (999 %). The volume of
d.nnb\mon orimelmom in man not been is nol as an
for tumen vse;Tn hiimans 1o is ion of

wvalues
;i y relevant
1 of treatment should be eonside:ed.
insufficiency and renal failure do not affect the pharmacokinetics of isotretinoin. Thercfore,
e 1 i

; =4 it i that patients
arted on a low dose uwupmmcmaxlmumnolmwddou.

of i

levels, of the dose or

Mdbe checked before treatment, 1 month after the start

i in into tissue. Ce of only halfoflhoscmsct\lm
Plasma concentrations of isotretinoin are about 1.7 un'm Ihose of whole hlood due to poor penetration
ol'lsol.reluwln into red blood cells.

h i ified in plasma: 4-oxo
-isotretinoin, tretinoin (lll-n'lm retinoic acid), nnd 4-oxo-tretinoin. These metabolites have shown
biological acti in mml in vifro tests. 4-oxo-isotretinoin has been shown in a chmul study tobe a

intervals unless more frequent mumlnnng is clnue.u mdm-md
nmrnmncrmnlonmducuonofm y

pite no effect
on plasma v of uoueunom and_ retinoin). Other minor metabolites includes glucuronid

o dictary measures.
th aninereese in plasma mglyundﬂ levels. Lsctretinin should be

The major with plasma t steady state, that
are 2.5 times higher than those ot ite parent compound.
Isotretinoin and tretinoin (all-trans retinoic acid) are

level or if.

with inflammatory bowel dxmu-. (including regional ileitis) in
intestinal dnonien Patients ing severe

ofuﬂmom is linked with that of isotretinoin. It has been estimated that 10«30 ‘/.
ofan i dose is.

may phy a role in the inetics of i man.
i studies h Uhat covera] CYP cazymcs are Tovolved in tho motabolism
of isotretinoin to -oxo-isotretinoin and tretinoin. No single isoform appears to have a predominant

M in some cases after previous topical exposure to
eported infrequently. Serious cases of allergic v-scnuu.,
have

ot affect CYP activity.
Flimination

After oral jon of radi i inoi i equal fractions of the dose were
recovered in urine and facces. g oral admis ion of i the terminal elimination
half-life of unchanged drug in patients with acne a mean value of 19 hours. The terminal climination
half-life of 4-oxo-isotretinoin is longer, with a mean value of 29 hours.

and
interruption of therapy and carcful

2- i is a retinoid and retinoid are reached within
2 e two weeks ing the end of i in therapy.
problems of fructose intolerance d not Speclalpapulallom
Since isotretinoin is contraindicated in patients with hcpauc :mpamnem. llmned information on the
i r
i pal
4 of isotretinoin or 4
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Storage: dry
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