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2. Labelon the smallest packing unit

Temiful @ Temiful @ Temiful m Temiful m
lsotretinoin ------- 10m9 lsotrotinoin -------- 10m9lsotretinoin -------- 10m9 lsotretinoin 

----- 10m9
Vis No.(SOK) :

Lo( No.lS6ld SX):

[tf9.0ate(Nsx) ] dd/mdyyyy
Exp.oate(HD) : dd/mdyyyy

Vie No.(SOK)

Lot No.(S6 16 SX) :

lUlg.0at6(NSX) : dd/mdyyyy
Exp oatqHD) : ddhruyyyy

Visa No (SOK)

Lor No (Sd 16 sX) :

litfgDate(NSX) dd/mrtWry
Exp Date{Ho) : dd/mftrlyyy

Visa No.(SOK) :

Lol No.(S610 SX):
ilfg. Date(NSX) : ddlmdyyyy
Exp. DatqHo) ddlmtrww

lsotrgtinoin ------ 1omglsotretinoin ------- 1omg
Vie No (SOK)

Lot No (Sd l0 SX)

lvtfg.Date(NSX) dd/mnvYyyy

Exp.oat€(HD) dd/mdylyy

EthilgKoo Pham. Co., Lld.Xorea

lsotretinoin ------- 1omg
Vis No.(SOK)

Lot No (56 16 SX)

Mfg.Dat€(NSx) ddlnity{w
Exp. DatqHo) ddlnNy{W

$Dmg(oo Pharm. Co., Ltd.Korea

lsotretinoin ------- 1 omg

lsotretinoin ------- 1 omg
Vrsa No (SOK)

Lot No (Sd 16 Sx)

[.ifg oate(NSX) dd/mnvlyyy

Exp.oate(HD) dd/mdyyyy

$ OongKoo Pharm. Co., Ltd.l(ona

lsotretinoin ------- 1omg

E DongKoo Pham. Co,, [td.Korea $thngKoo Pharm. Co., Lld.Xorea $DongKoo Pharm. Co., Ltd.Korea plDongKo Pharm. Co,, Ltd.Korea

lsotretlnoin --------- 1 omg

Temtful @ Temifut m Temiful m Temtful m

Temiful m Temiful @ Temiful @ Temifu, m

Vi$ ll,o.(SOK) :

Lot No.(S6 16 SX) :

[,ffg. Date(llsx) : dd/mrYyyyy

Ee. oate(HD) : &lnttfyw

Msa No.(SOK)

Lot No (5616 SX):
i,tfg. Oate(NSX) : ddimnvyyyy

Exp 0al6(H0) : dd/mnvyyyy

Visa No.(SOK) :

Lot No.(S616 SX):

Lfg.oat€(NSX) : ddlmnlyyry

Exp.DatqHo) ddlnt|lyyry

EDongl(oo Pham. Co., Ltd.Kona

lsotr€tinoin ----- 1omg
Visa No.(SOK) :

Lot No.(S616 SX):

Mfg. o8rg(Nsx) : dd/ryilyyyy
Exp.0atqHo) dd/milyyyy

EDongKoo Pham. Co,, Ltd.Korea

lsotretinoin -------- 'lomg lsotretinoin ------- 1omg

SOongKoo Pharm. Co,, Ltd.Korea

lsotretinoin ------ 10mg
Vrsa No (SOK)

Lot No.(5616 SX)

Itfg Date(NSX) ddlnrtyyw
Exp Date(Ho) ddlwtyyg

EoongKoo Pharm. Co., Ltd.KoM

lsotretinoin ------- 1Omg
V sa No (SOK)

Lot No (56 16 SX)

Mfg Dare(NSX) dd/mrryyyy

ExpDare(fD) dd/mnvyyyy

Et0ongKoo Pharm. Co., Ltd.Xorea

Et)ongKoo Pharm, Co., Ltd,lturea

lsotretinoin ------- 1omg
Vls No (SOK)

Lot No.(S616 SX):
i,ffg.Dat6(NSX) ddlrytnyyyy
Ep. Dal6(HD) : dd/mrww

@DongKm Pharm. Co., Ltd.Koroa

lsotretinoin ------ 10mg

Vie No (SOK)

Lot No (Sii 16 SX)

lvttg Dat€(NSX) ddlntrtyyw
Exp oale(HD) ddlniiyyry

Temiful m Temiful @ Temdul m Temtful m
Vis No.(SOK) :

Lol No.(S616 SX):

ing. Dat6(NSX) : dd/mn yyyy

Exp. Dat6(HD) : dd/mdyyyy

Visa No.(SOK)

Lot No (Sd ld SX)

[.{g Date(NSx)

Exp Dalo(HD)

ddlmfftyyyy

dd/mn yyyy

E DongKoo Pharn. Co., ud.Korea E DongKoo Pharm, Co., Lld,Korea E0ongKoo Pham, Co,, Ltd,Korea

Temtful m Temtful m Temtful m
lsotretinoin ----- 1omg
Vie No (SDK) :

Lol No (Sd l0 Sx)

ifig Dale(NSX) : ddlmtrtyyry

Exp Dale(HD) : ddlnr\jyyry

EthngKoo Pham. Co., ltd.Koroa

Vie No.{SOK) :

Lot No.(Sd l0 Sx) :

lillg Date(NSX) : dd/mnwyyy

Ep. Dat€(Ho) : dd/mrrryyyy

EDongKoo Phann. Co., Ltd.Korea

Mg
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E
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Rx Thu6c bin theo don

Phfin ddnh cho nsuoih0ruh
TOn thudc: Temifut soft capsule
"Dec ki hudng ddn su d4ng trubc khi dilng"
"Dd xa tim tay tri em"
"Th6ng bdo ngoy cho bdc sl hofrc duqc si nhicng tdc dqng khdng mong mu6n gqp phdi khi st dung
thudc"
"7hu6c nay chi dilng theo clon cia bdc si"
Thirnh phAn, hdrm luqng cia thu6c:
trut6i vi6n nang miim chria

Hoat chdt : Isotretinoin... 10 mg
Td dtroc: DAu dflu ninh, s6p ong tr6ng, lecithin, gelatin, glycerin, dung dlch sorbitol, ethyl vanilin, titan
dioxid, allura red AC, brilliant blue FCF, sunset yellow FCF

M6 te sin phim: Vi6n nang mdm.

Quy cich tl6ng g6i: HQp 3 vi x l0 vi6n.
.--. Thu6c dtng cho bQnh gi?

- Isotretinoin duo. c dtng dC diAu tr! mUn tr(mg c6 n{ng mi kh6ng drip ung v6i cric <ti€u tr! kh5c, k6 ci
kh6ng sinh todn th6n (d4ng mpn tr(mg c6 cgm, mgn bgc chtia nhiAu ni5t mgn, ho{c mpn trimg c6 c6

nguy co cao d6 l4i sgo).

- MOt sO Uenn li€n quan tti5n rOi lopn keratin h6a: bQnh Darier, bQnh viy c6,vtty ph6n d6 t6c. Isotretinoin
cflng c6 t6c dgng h6a dr,r phong trong didu tri ung thu da.

N6n dtng thu6c niry nhu th6 niro vir lidu luqng?
Isotretinoin phAi dugc kO tlon ho{c sri dpng du6i sg gi6m s6t cta b6c si c6 chuy6n m6n sri dpng c6c

retinoid t6c dgng toin th6n Ae ai6u trl trimg c6 n{ng vi hi6u 16 vd nguy co cta thu6c vd c6c biQn ph6p

theo ddi n6u cin.
Nguoi lon vi tr6 em tr€n 12 tu6i: 500 mcg/kg mdi ngiy, ntiu cAn thi6t c6 thi5 t6ng liAu l6n I mg/kg (chia

lim l-2lAn); tliAu tri trong 16-24 tuAn. L[p lpi diAu tr! sau it nh6t 8 tuin ntiu bQnh t6i ph6t sau dort di0u

tri <tAu ti6n.

T6ng li6u tOi tla kh6ng quri 150 mg/kg cho mdi dqt diCu tri.
Di6u chinh liAu theo tt6p fng cta tirng bQnh nhdn.

- Kh6ng dtng <li6u tritrimg cil tru6c tu6i dfy thi vi kh6ng dirng cho tr6 em du6i 12 tu6i.

Dtng liAu thdp hon d bQnh nhin suy thfln: 0 benh nhdn suy thfn n4ng n6n bit <tAu vdi li6u th6p hcrn (vi

du l0 mg/ngiy), sau d6 tdng l6n <t6n I mg/kelngity hoflc d6n khi ttpt <tugc li6u tOi tta dung n4p dugc o

bQnh nh6n.

Khi nio khdng n6n dtng thu6c niy?
- Php nir c6 thai vi cho con bri.

- BQnh nhAn suy gan, tdng lipid m6u, sri dpng qud liAu vitamin A
T6c dgng kh6ng mong mu5n
Ngwng ding thudc vd ti1n hQ ngay lfip ttic voi btic si ndu cd mQt trong nhitng triQu ch*ng sau:
. -Ph6t 

ban da nghi€m trgng ftting ban, hQi chimg Stevens-Johnson vir hoai tri thugng bi nhi6m <tQc),

c6 nguy co de dga tinh mAng vd cAn chdm s6c y t6 ngay l4p tirc. Bi6u hiqn ban d6u ld c6c vi5t ban do

trdn c6 mpn nu6c o giira xu6t hien tr€n c6nh tay, bin tay hoflc cing chdn vi birn chdn, ph6J&an.n+qg c6

th6 bao g6m ph6ng rQp d nggc vd lung. C6c triQu chung kh6c nhu nhi6m trirng mit @iefitff mac; troft

t,

\

('.\

lo6t mi0ng, hgng hoqc mfri c6 thti xdy ra.
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. C6 triQu chimg qu6 m6n cirn ndng nhu th<y khd khd, kh6 thd, stmg m{t, lu0i hodc hQng,

ngfa, ph6t ban.

. Y6u co de dga tinh m?ng, c6 th6 ktit hgp vcri tay ch6n vi c6c khu vUc bi stmg dau kh6 di

chuy6n, nu6c ti6u t6i meu, gidm ho4c khdng c6 nu6c ti6u, hi l6n ho4c m6t nu6c. DAy ld

nhirng d6u hiQu ti€u ccy vAn, khi co bi hty ho4i c6 the dan d6n suy thfn. Di6u niry co th6 x6y

ra n6u bqn dang v4n dQng manh khi ttang dirng thu6c.
. Dau dAu dai dE ,g, budn n6n, ndn vd md mit. Hitim gap tdng 6p lgc nQi s9.

. KhO mit, r6i lo4n thi gi6c hoflc ginm tAm nhin viro ban d6m. Nhirng thay d6i ndy c6 thd

xiy ra kh6 dQt ngQt, nhtmg hiem khi t6n tai sau khi di6u tri. Lu6n thfln trgng khi l6i xe ho{c
vfn hdnh m6y m6c vdo ban d6m.
. Vdng da hodc ving mit, cim th6y mQt m6i. D6y c6 the le d6u hiQu cria bQnh vi6m gan.

. Titiu kh6, stmg mi mit, cim th6y r6t mqt m6i. Ddy c6 th6 ld d6u hi6u cria vi6m th4n.

. Dau thit nguc <IQt ngQt, kh6 thd vd thd khd khd, <tac biQt khi ban c6 bQnh hen suy6n.

. Dau bung, c6 ho{c kh6ng c6 ti6u ch6y ra m6u n{ng, n6n hoic budn n6n. DAy c6 ttr6 ta a6u
hiQu cria bQnh <lucrng ru6t nghiOm trgng.
Liln hQ voi bdc s! ngay ndu gfip phdi cdc triQu chtng sau dAy di dra ra ldi khuy1n cd nAn
fi6p 4rc dilng thudc.

-l. 'I'rflm cim hoic c6c r6i loan li6n quan. Cric diu hiQu ndy bao g6m tdm trang bu6n hay
tr6ng tr6i, thay <t6i tAm trang, io laog, kh6" ,6", kh6 chiu, khdng himg thir f,uy q,iun tam de;
cdc ho4t ilQng xd h6i, thiS thao, ngt qu6 nhi6u hoflc qu6 it, thay <t6i c6n ndng ho{c ch6n 6n,

kh6 tap trung hgc hdnh hoic c6ng vi6c.
. Benh trAm cim nflng hcrn

. C6 hdnh vi b4o lpc ho{c trd n6n hung hdn hon

. C6 y nghi tu tri, c6 gang tu ttr, ho6c tu tri.

. C6 hdnh vi b6t thuong

. D6u hi6u cria r6i lo4n t6m thdn: hoang tucrng, 6o giric.

T{c dung phu khic:
Riit ph6 bicn Qj,b > I/10):
. Vi6m da, da kh6, da vd m6i ntrt n6. Cric triQu chimg c6 th6 thuy6n gidm blng c6ch sir

dr,rng thucrng xuy6n kem du0ng A- t ay son du0ng m6i.
. Ph6t ban da, ngria nhe vir bong tr6c nhg tr6n da, d6 da, m6ng da.

, !,. Vlem ml mat
. Kh6 mit, kich img mit hodc vi6m k6t m4c. C6c triQu chimg ndy c6 th6 do b4n dang dtng
kinh rip trdng.
. R6i loan md m6u (bao gdm HDL ho{c triglycerid) do thi6u m6u
. R6i lo4n tl6ng m6u, c6 thC bibAm tim ho{c chiy mriu.

Thuong Sqp 3 l/10):
. Dau diu
. Tdng cholesterol m6u
. Thay ddi n6ng ttQ tluong trong m6u d[c biQt la d benh nhdn ti6u ducrng

. Nu6c ti6u c6 m6u ho{c protein

. C6 thC anh huong dtin c6c ti5 bao b4ch cAu gdy nhi6m trung.

. Kh6 mfli hodc c6 nhiOu ri mti, c6 th6 a6n <ti5n chiy m6u cam nh-e. C6 thC gi6m tinh tr4ng

ndy bdng dAu b6i trcrn b6n trong mti
. Dau hodc vi6m hgng vi mffi.
Hiam sqp 3 1/1000);
. Rung t6c. Tinh trq.ng ndy sE h6t khi dtmg thu6c

1

t/ffiz
'-z-
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niil hicm sqp 6 l/10000):
. MQt m6i
. D6 mO trOi nhi6u hodc ngira
. Vi6m hop;r6i loqn xuong (chflm l6n vd thay tt6i mat tIQ xucmg); xucrng <lang ph6t tri6n
c6 th6 ngtrng ph6t triiin
. Tidn gui calci tich lfiy trong md mdm, dau g6n, tich tu c6c sin pham giang h6a cria co
trong m6u ni5u vfn dQng m4nh
. Kh6t nu6c, titiu nhidu, tdng ttudng huytit. D6 c6 thC la d6u hiQu ctia bQnh tiiSu duong
. Ch6ng mdt, budn ngri, co gi6t
. MUn trimg cri n{ng hon, triQu chimg thucrng giAm sau 7-10 ngdy di6u tri
. Sgo ddy l6n sau khi ph6u thuQt
. Vi6m tuy, gdy dau bung vd hmg dt dOi
. Kh6 heng, khdn giong
. TAng sic t6 da
. TAng nhay cAm v<ri 6nh sang m{t troi
. Nhi6m khuAn
. Giim thinh lgc
. M6ng tay teo
. NhiSm khu6n t4i ch6 nhu nhi6m khudn t6 chric xung quanh m6ng
. Tang acid uric. Di6u niy c6 tho anh hucrng toi bQnh nhdn dang bi grit.
. Vi6m mpch m6u (it6i khi c6 vtit bAm vd d6m rlo)
. Vi6m h4ch bach huyiSt

. Tdng nguy co nhi6m trung, vi ldm ginm s6 lugng bach ciu.
HAu hi5t citc titc dgng kh6ng mong mu6n cta isotretinoin sE m6t khi ngmg di6u tri.
NOn trinh dtng nhitng thu6c ho{c thgc phAm gi khi dang sir dgng thuSc niy?
S* dang isotretinoin vdi vitamin A (bao g6m ci cn6 AO dn udng b6 sung): n6n tr6nh su dung
<t6ng thoi vi gdy gia tdng tIQc tinh.
Tetracyclin: Tr6nh dung cung voi isotretinoin vi li6n quan toi t6ng 6p nQi sq ldnh tinh.
Keratolytic tai ch6: Kich thich da c6 th€ tlng l6n n6u isotretinoin ducyc dirng vcri keratolytic
t4i ch6 hodc thu6c gAy tr6c mun tnmg c6, do tt6 cdn tr6nh ktit hqp ndy.

Thudc chting dQng kinh: Sir dung chung isotretinoin vcri carbamazepin ldm giim n6ng ctQ

carbamazepin trong huy6t tuorg.
Hormon trdnh thai: MQt vii nghiOn ciru dd b6o c6o ring isotretinoin kh6ng ldm thay tl6i rl6ng

ke n6ng dO trong huyi5t tuong hodc enh hucrng x6u dtin hiQu qui ngtra thai cta
ethinylestradiol vd levonorgestrel o 9 phU nt ho{c ethinylestradiol vd norethisteron o 26 php

nt. Tuy nhi6n ci isotretinoin vd thu6c trrlnh thai t6t trqrp dAu g6y ra tdc dUng phU tr6n lipid
m6u, do d6 c6n duqc khuy6n crio gi6m s6t lipid m6u khi dung <t6ng thoi hai thu6c.

CAn ldrm gi khi mQt lAn qu6n kh6ng dtng thu5c?
Khi ban mQt lAn qu6n kh6ng dirng thudc vio dring thoi dir5m, n6n dirng li6u d6 cdng sdm cdng

t6t ngay khi nhd ra. Tuy nhi6n, ntiu khi nhd ra gan tnoi <tiOm u6ng li6u k6 ti6p, b6 qua lidu di
qu6n, dung li6u titip theo vdo dring thoi tti6m theo khuy6n c6o. Kh6ng tlugc g6p d6i li6u aC Ut
. ,.;.

vao lleu oa quen

Cin bio quin thuSc niy nhu th5 niro?
86o quan trong bao bi kin, n<yi kh6 rrlo tho6ng miit, tr6nh 5nh s6ng, nhiQt d0 du6i 30"C.

Nhfrng d6u hiQu vir triQu chrfrng khi dirng thu6c quri lidu:
Cho t6i nay c6 r6t it thri nghiQm vO qu6 liOu thu6c dugc thuc hiQn. Ngodi
kh6ng c6 c6c tri6u chimg b6t thudng kh6c gflp phdi o bQnh nhdn 15 tu6i

I

:1

,3
b'bgng thi

su dpng thu6c o
+r\ r

7s
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li6u 350 mg. O bQnh nh6n 29 tu6i khi sri dung thu6c o li6u 900 mg thi c6 c6c triQu chimg nhu
nhric dAu nhe, da kh6, bong tr6c, vi6m mdi.
CAn lilm gi khi dtng thu6c qurl lidu khuy6n c6o?
Chri ytiu ld di6u tri trieu chimg vd c6c biQn phtip h6 trq chung
Nhii'ng tlidu cAn th$n trgng khi dtng thuSc niy?
- Dtng thu6c tr6nh thai vir x6t nghiQm thai ngh6n tru6c khi bit diu di6u tr! vd hdng th6ng
trong qu6 trinh diAu trf. Kh6ng ndn c6 thai ft ntr6t t th6ng sau khi ngtng dirng isotretinoin.
B6nh nh6n ding isotretinoin kh6ng n6n hii5n m6u trong khi <tang di6u trf, ho4c I thiing sau

khi ngtmg di6u tri vi c6c nguy co ti6m An cho thai nhi khi ngudt m9 nhAn ti6p m6u.
- Suy th4n kh6ng dnh huong <ttin dugc dQng hgc cria isotretinoin, nhtmg o bQnh nhAn suy
thAn nang n6n b6t dAu v6i li6u th6p hcrn, sau d6 tdng l6n it6n khi tlat duqc liCu t6i da dung
nap duoc d benh nhAn.

- Isotretinoin kh6ng dugc khuy6n c6o <li6u tri tinh trang tnmg c6 tu6i day thi kh6ng c6 bi6n
chimg, ho{c mun trimg c5 tru6c tu6i d4y thi do nguy co t6c dung kh6ng mong mu6n bao

g6m phong U6 AAu xuong. Ntiu cAn dung cho tt6i tuqng ndy c6n tham kh6o y kiCn b6c si.

- Chfc ndng gan vd lipid m5u hic d6i cdn dugc do ludng khi bat dAu di6u tri, sau thdng <tAu

ti6n. Glucose m6u ca, dugc gi6m s6t d benh nhdn mdc ho{c dang theo d6i tilii thao ducrng.

- Isotretinoin n6n dugc str dgng ctin than 6 benh nhan trAm cim. Theo ddi ch{t ch6 c6c d6u
,l

hi€u cria trAm cirn <r bQnh nhdn dang dtng isotretinoin.
- Khi sir dgng isotretinoin n6n tr6nh"titip xric vcyi 6nh sang m{t trcri. T6y t6 bao da ch6t vd <Ii6u

tri bAng tia lase n6n tr6nh d benh nh6n dung isotretinoin trong thcri gian 5-6 th6ng sau khi k6t

thric di6u tri vi nguy co <16 I4i sgo phi dai ho4c gitm sdc t6 o vung di6u tr!. TAy l6ng bdng s6p

n6n tr6nh d benh nhdn dung isotretinoin it nhfu 6 thangsau khi tti6u tri.
Sfi dqtng thuilc cho ph1.t nfr cd thai
C6c v6n dC dr:ng thudc retinoid duong u6ng d6i voi phr,r nfi mang thai t16 duqc dA c?p

Tri cung md titip xric v6i isotretinoin gdy rasiy thai tp nhi6n, di tflt thai nhi li6n quan d6n so,

mdt, tim, tuy6n ric. MQt vdi tr6 so sinh thi k6m th6ng minh, suy gi6m than kinh. C6c nguy co

di tft xu6t hiOn cao o t6t ci li0u di6u tri ctia isotretinoin, ngay ci khi thoi gian ti6p xric ngiin.

Vi vfy, ch6ng chi tlinh sir dgng thu6c trong thoi kj, mang thai.

Sfi dqtng thudc cho phlt nfr cho con bi:
Chua c6 th6ng tin vC viQc phdn b6 cta isotretinoin trong sta mg nhtmg 6i lgc cao cta
isotretinoin voi lipid khiiin khd ndng ndy c6 thO xiy ra, vi v{y ch6ng chi ttinh sir dgng thu6c

khi dang cho con bri do nguy co t6c dung kh6ng mong mu6n tr6n tr6 so sinh.

inh hfing itin khd ndng ldi xe vd vQn hdnh mtty mdc:

Ch6ng mdt, bu6n ngir, r6i loan thi gi6c c6 th6 xiy r4 tuy hi,5m gflp nhung c6 th6 anh huong d6n

khi n5ng l6i xe vd vqn hanh m6y m6c.

Kh6ng n6n sri dung thu6c trong hic l6i xe hay van hdnh m6y m6c.

Khi niro cin tham vdn bic si, dugc si?
"Ndu cdn thAm thdng tin xin h6i y kiAn bdc si hodc duqc si"

H4n dtng cria thu6c: 36 th6ng kC ttr ngay sin xuAt

TOn, tlia chi, bi6u tuqnrg (n6u c6) cfia co sfi sin xu6t:
DONGKOO PHARM. Co., Ltd

18 Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Hdn

Ngi,y xem x6t sira tl6i cfp nhft l4i nQi dung hufng din sfr dBng thu6c: - - -
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Phdn ddnh cho cdn bO v fif
cAc DAc riNn DUgc Lr/c Hec:
MA ATC : DI0AD04
Nh6m dugc ly: Thutic di6u tri bQnh da liSu
Isotretinoin li mQt stereo-isomer cria acid trans-retinoic. Co ch6 tric dung cria isotretinoin v6n
chua duoc xric dinh rd rirng, nhung tr6n hinh 6nh l6m sdng cta mgn tning c6 ndng quan siit
dugc thdy isotretinoin li6n quan di5n viQc rlc ch6 ho4t ttQng cria tuytin bA nh& vn ldm ginm kich
thu6c cria tuyi5n bd nhon trOn hinh 6nh m6 hoc.
Tinh trang tdng simg h6a cta lcrp bi6u. m6 nang l6ng tuy6n bd nhon ldm bong tr6c c6c bach cAu
,:: ,39 trong 6ng.vd tic ngh€n do ch6t sung vi bA ;hcrn du thira. Tii5p theo ln. sg hinh thinh cria
nhdn tr(mg c6, cu6i ctng ld t6n thu<rng vi6m. Isotretinoin rlc chti sg gia ting tiiit bd nhon vi gi6m
sg ph6t tri6n cria vi khu6n Propionibacterium acnes

cAc DAc rixn DUgc DqNG Hec:
Hdp thu: Isotretinoin du-o.c.h6p thu tir tluong ti€u h6a ya h6p thu c6 thiS tdng l6n bOi thtic 6n.
N6ng tlQ dat dinh trong huyi5t tuong tt l-4 gid sau l,Jri u6ng thuiSc.
PhAn Dd; Isotretinoin li6n ki5t cao vdi protein huyi5t tuong (gg,g%).Isotretinoin di qua nhau thai,
nhmg chua c6 nghiCn ctiu ndo v6 viQc phdn bO isotretinoin trong sira mg nhung do rli lgc cao cta
isotretinoin v6i lipid, n6n kh6 ndng ndy c6 th6 xhy ra.
Chuydn hda: .Isotretinoin ld chAt chuylSn h6a qua gan bdi h€ th6ng enzym cytochrom P450
(CYP), bao g6m CYP2C8, CYP2C}, CYP3A4 vd CYP2B6. Chdt cfuy6n'h6a cta isotretinoin
cht ytiu li 4-oxo-isotretinoin.

-

Thdi trt: Thdi gian b6n thii cria isotretinoin li l0-20 gio, trong kh
isotretinoin ld 50 gio. Isotretinoin thii trt gAn nhu hodn todn, chri
chua chuyiSn h6a, vi qua nudc ti6u o dpng ch6t chuyCn h6a.

cHi DINH, LrEU DUNG, cAcH DUNG, cHONG cui olxu:
Chi illnh:
- Isotretinoin dugc dtng dO ttiAu tri mgn trrlmg c6 ndng mi kh6ng <l6p tmg v6i c6c di€u tri kh6c,
kt3 cd khSng sinh todn th6n (d4ng mgn trimg c6 cgm, mqn bgc chta nhiAu n5t mpn, hoflc mqn
tr(mg c5.c6 nguy co cao d6lpi s.go).

- MOt sO bpntr li6n quan ai5n rOi lopn keratin h5a: bQnh Darier, bQnh viy c5, vtty ph6n d6 t6c.
Isotretinoin cfing c6 t6c dgng h6a dp phdng trong di6u tr! ung thu da.

Liiu lr,qng vd cdch ding:
Isotretinoin phti tlugc kO tlon ho4c sr? dqng du6i sg gi6m silt cria b6c si c6 chuy6n m6n sti dqng

ciic retinoid trlc dr,rng toin thdn Ae OiAu triirung c6 n{ng vi hi€u 16 vd nguy co cta thu6c vi c6c

biQn phip theo d6i ntiu cin.
NguEi l&n vn trd em tr}n 12 tu6i : 500 mc{kg m5i ngiy, n6u cAn thitit c6 th6 t[ng li€u l6n I
.g/kg (chia ldm l-2 lAn).; ttiAu tri trong t6-Z+ tudn. Lap lai di6u tri sau ft nh6t 8 tuin n6u bQnh

t6i ph6t sau dgt ttiAu tri d6u ti€n.
TOng liAu t6ida kh6ng qu6 150 melkecho m5i <lqt diCu tri.
Ei€u chinh li6u theo <l6p ung cia ttrng bQnh nhdn.

Kh6ng dtrng diAu tritrfng c6 trudc tuOi a6y thi vi kh6ng dtng cho tr6 em dudi l2.tu6i.
Dtng-li6u tt 6p t',* d be;h nhin suy th{n: d bQnh nh6n suy it an n{ng n6n bat diu v6i li6u thdp

honlvi du l0 mg/ngdy), sau d6 tang l6n di5n I mg/kg/ngny ho4c tltin khi <tat dugc liAu t6i da

dung n4p dugc o bQnh nhdn.

i <t6 ch6t chuy6n h6a 4-oxo-
y6u qua phAn o dang thudc
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Chdng chi illnh:
- Php nfr c6 thai vi cho con bri.
- BQnh nhdn suy gan, ting lipid mtlu, sri dgng qu6 li6u vitamin A.

CAC TRI/ONG HqP THAN TRQNG KHI DUNG THU6C:
- Dilng thu6c tr6nh thai vd x6t nghiQm thai nghdn tru6c khi Uat AAu diAu tri vi hdng th6ng trong
qu6 trinh diAu tri. Kh6ng nOn c6 thai it ntr6t itnang sau khi ngring dtng isotretinoin. BQnh nhan
dtng isotretinoin 46ng n6n hi6n m6u trong khi dang <ti€u tri, hoac I tt ang sau khi ngung di6u
tri vi c6c nguy co ti6m 6n cho thai nhi khi nguoi ,. nh4n tiOp m6u.
- Suy th4n !.h6lg 6nh hu&ng di5n du-o. c dQng hgc cria isotretinoin, nhtmg d bQnh nhAn suy thin
ning n€n bit ttAu vdi liAu th6p hon, sau d6 tdng l€n d6n krhi d4t dugc tiAu tOi da dung n4j doq.
o bQnh nh6n.
- Isotretinoin kh6ng dugc khuy6n crlo di6u tri tinh trpng trring c6 tuOi dfly thi kh6ng c6 bi6n
ch(mg, h94c mun trtng cd trudc tu6i dpy thi do nguy co t6c dgng kh6ng .mong muiSnlao 96*
phong bi5 aAu xuong. Ni5u c6n dtng cho tt6i tuqng niy cAn tham kh6o y ki6n b6c si.
- Chric nlng gan vi lipid m6u lfc tt6i cAn duoc do luong khi bit dAu di6u tri, sau thr{ng ttAu ti6n.
Glucose m6u cAn dugc girim s6t d bQnh nh6n mic hoflc dang theo d6i <trii th6o <tuong.
- Isotretinoin n6n dugc stl dgng cAn thfn d bQnh nhdn trAm cim. Theo ddi ch4t ch6 c6c d6u higu
cria trAm cim 0 bQnh nh6n dang dtng isotretinoin.
- Ifti sir dung isotretinoin n6n tr6nh ti6p xric vdi 5nh s6ng mdt troi. T6y tti bao da chi5t vd diOu tri
b[ng tia lase n6n trrlnh d bQnh nh6n dtng isotretinoin trong thdi gian 5-6 th6ng sau khi ki5t thfic
t1i6u tri vi nguy co tt6 l4i sgo phi tlqi ho4c gidm sdc tO d vtng di6u tri. TAy l6ng bing s6p n€n x772 .
triinh d bQnh nhdn dtng isotretinoin it nh6t 6 th6ng sau khi diAu tr!. //[U-
Stf dltng thudc cho phi,qt nir cd thai / :y
C6c v6n ilA dtrng thu6c retinoid duong uiSng d6i vdi php nir mang thai <16 tlugc dA cflp dtin. Tt
cung mi. titip xtic v6i isotretinoin g6y ra siy thai tg nhi6n, di tflt thai nhi li6n quan d6n sg, m{t,
tim., tuy6n ric. MQt vdi tr6 so sinh thi k6m th6ng minh, suy gi6m thAn kinh.. C6c nguy co di t{t
xu6t hiQn cao d tdt ch liAu diAu tr! cria isotretinoin, ngoy ci khi thdi gian tii5p xfc ngin. Vi vpy,
ch6ng chi rlinh sri dr,rng thu6c trong thdi kj'mang thai.
Sfir dltng thu6c cho phqt nft cho con brt:
Chua c6 th6ng tin v€ viQc phdn b6 cria isotretinoin trong sira mg nhmg 6i lyc cao c0a
isotretinoin vdi lipid khiiSn kh6 ndng niy c6 th6 xdy ra, vi vQy ch6ng chi dinh sft dpng thu6c khi
dang cho con bri do nguy co tic dqng kh6ng mong mu6n tr0n trd so sinh.
Anh hrdng itfu kh,rt nd.ng ldi xe vd vQn hdnh mtiy mdc: 

,
Ch6ng mat, budn ngu, ri5i loan thi gi6c c6 th6 xiy r4 tuy hii5m gflp nhmg c6 th6 anh huong d6n khn

ndng l6i xe vi vfln hinh mriy m6c.
Khdng n6n st dgng thuiSc trong lfc l6i xe hay v4n hinh m6y m6c.

rrIoNG rAc cua rHUOc vol cAc rHUOc KHAc vA cAc Lo4.I rI/oNG rAc
KHAC:
Sh dltng isotretinoin voi vitamin A (bao g6m cd ctriS aO dn u5ng bO sung): ndn tr6nh st dgng

d6ng thoi vi gdy gia tdng dQc tfnh.
Tetracyclin: Tr6nh dtng cirng v6i isotretinoin vi li6n quan tdi t6ng 6p nQi s9 ldnh tinh.
Keratolytic tq,i ch6: Kich thich da c6 th€ tdng l6n n6u isotretinoin dugc dirng v6i keratolytic t4i

ch5 hoic thu6c giy tr6c mqn tr(mg c6, do tt6 cAn tr6nh kiSt hqp ndy.
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Thuiic chiing ct6ng kinh: St dung chung isotretinoin v6i carbam azepin ldm gi6m n6ng dQ
carbamazepin t.on! huytit t,r*g.
Hormon trdnh thai: MQt vii nghiOn ct?u dd b6o c6o ring isotretinoin kh6ng lim thay <l6i d6ng
kO n6ng dQ trong huy6t tuong holc dnh huong x6u tli5n higu qua ngira thai cta ethinylestradiol
vi levonorgestrel d 9 phU nfr ho{c ethinylestradiol vi norethisteron 0 26 phu n&. Tuy nhi6n cd
isotretinoin vd thu6c trrlnh thai k6t hqp dAu gAy ra tdc dqng phu tr6n lipid m6u, do d6 cAn dugc
khuytin c6o gi6m s6t lipid m6u khi dtng d6ng thdi hai thurSc.

rAc ugNG KHONG MoNG rvru6N:
MQt s5 t6c dqng kh6ng mong mu6n do sr? dgng isotretinoin <l6u li€n quan dtin li6u. C6c tric
dgng kh6ng mong mul5n thucrng hOi phgc sau khi thay <t6i li€u ho{c ngung di6u tri, tuy nhiOn
mQt sO c6 th6 t6n t4i sau khi ttd nglng <li6u tri. C6c triQu chftng sau ddy ld nhirng t6c dgng
kh6ng mong mu6n thudng gap nh6t vdi isotretinoin: khd da, kh6 ni6m m4c vf dg kh6 m6i (vi6m
m6i), ni6m m4c mfii (chiy m6u cam) vi mit lviem k6t m4c).
C6c phin tmg kh6ng mong mu5n tlugc liQt k€ du6i day s.ap x6p theo hQ coquan vd tAn su6t g6p-

Tdn sudt g{p tlugc x5c tlinh li rdt phd bi6n (Zl / l0), ph6 bi6n (-l / 100 tl6n <l/10), kh6ng ph6
bi6n (Zl / 1000 d6n <l/ (zl / 10.000 tltin <l / 1000), r6t tri6m (Zl / 10.000 d6n <l /

va bi th6 u6c tinh tir dir co sanI

tI6n*

Kh6ng
dugc
ui6t

HQ co quan ndt ptr6
bi6n

Ptr6 ui6n Hi6m n6t ni6m

Nhi6m khu6n Gram
duong (ni6m rnac)

Nhi6m
khuin

BQnh hach bach
huy6t.

Gi6m lugng
tleu cau,
thi6u m6u,
tdng tiiSu cAu

thft ph6t, t6c
dQ m6u ling
tdng

Gi6m bpch
cau trung
t(nh

MAU vir hQ

b4ch huy6t

Phin ring
phin ve,
qua man,
phAn tng
di ring da

He th6ng
mi6n dich

Erii th6o dudng, tlng
acid uric m6u

nOi . lo4n
chuy6n h6a
vir dinh
du0ng

TrAm
cim,
kfch
dOng,

l6ng,
thay
tdm

lo

,1.
dol

f tu6'"g tp tt, 16r

lo4n tdm th6n, hinh
vi b6t thunng

RAi lo4n
tim thAn
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tr4ng.
H9 thAn
kinh

Dau dAu Tdng rip nQi s9 ldnh
tinh, co giat, bu6n
ngt, ch6ng m{t

ffi1,

t<rit

kh6
gira

Vi6m bd
vlem

n

ffi?c,
mat,
mIt

Phir gai th! (nhu d6u
hiQu cta tlng 6p nQi
sQ ldnh tinh), tlpc
thty tinh th6, mt mdu
(thi6u tAm nhin mdu),
dqc gi6c m4c, giim
thi lyc ban d€m, vi6m
giitc ffi?c, sg 6nh
s6ng, rOi lo4n thi
gi6c, nhin md, khdng
dung nAp kinh try
trdng.

MTt

Tai Khi€m thinh
M4ch m6u Vi0m m4ch (vi dg u

hat Wegener, vi€m
mqch di r?ng)

H6 h6p Vi€m mfli
hQng, ch6y
m6u cam,
kh6 mfii

Co thlt ph6 qunn (dac
biQt d nhtng bQnh

nhAn b! hen suy6n),
khdn giqng
Vi6m ruQt, vi€m dpi
trdng, vi6m h6i trdng,
vi6m tgy, xudt huy6t
ti6u h6a, ti6u chdy
xu6t huyi5t, budn n6n,
khd hqng

Ti6u h6a

menTdng
gan

Vi€m gan si6u viganBQnh
mit

MUn trftng ci dQt

ngQt, mgn tr(mg crl

trAm trgng hcrn (mgn
btng ph6t), ban d6
(mat), chirng ph6t
ban, rflm l6ng, m6ng
tay teo, nhi6m trtng
quanh m6ng, phin
ring v6i 6nh s6ng,,u
h4t sinh mt, tdng sic
ti5 da, t[ng ti6t mO

h6i.

H6ng
ban da
dang,
h0i
chring
Stevens-
Johnson,
h0i
chring
Lyell.

m6i, kh6 da,

tr6c da, da
m6ng

N gira, pt6t
hOng
vi6m
vi6m

ban
ban,
da,

Rpng t6cDa vi td
chric duoi
da

Ti6u co
vAn

Vi6m khdp, v6i h6a
.J

cac oay cnang va gan,
BQnh co
xutrng khdp

Eau khdp,
dau co, dau
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vh m6 li6n
t6t

hmg (tl{c
biQt ld o tr6
em vi ngudi
trudng
thinh)

l6i xuong gi6m mft
dQ xuong, gdn

Thfn vi ti6t
nteu

Vi6m cAu thdn

R6i lo4n
chung

M6 h4t, kh6 o

Theo
nghi6n crfru

Ting
triglycerid
m6u, tdng
lipoprotein
ty trong cao

TIng
cholesterol
m6u, tdng
glucose
m6u,
protein ni6u

Tdng creatin
phosphokinase miiu

* kh6ng u6c tfnh dugc ttr dir liQu c6

euA LrEU vA cAcH xtl rni:
Quti tiiu: Cho t6i nay c6 r6t it thri nghiQm vA qu6 li6u thu6c dugc thgc hiQn. Ngoii kh6 chlu o
bpng thi kh6ng c6 citc triQu chimg bdt thuong kh6c gAp ph6i o bQnh nh6n 15 tu6i khi sri dgng
thuiSc o liAu 350 mg. O bQnh nhdn 29 tuOi ktri srl dgng thuiSc d li6u 900 mg thi c6 c6c triQu

chtmg nhu nhfc ddu nhg, da khO, bong tr6c, vi6m m6i.
Xir tri qud liiu: Chrt y6u ld tli6u tr! triQu chtmg vi c6c biQn ph6p h6 trg chung

cAc uAu HrEU cAN LuU t va KHUvEN cAo xuAc cuA THUOc 1x6u c6):
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