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thang tin thuoc

ACcNOTIK 1

Isotretlnom USP 10mg & 20mg
CHI PINH: ;s o

e Mun tring ca nang

o Mun triing ca khéng dap ung vdi cac phuong phap diéu tri thong thuong

o Mun triing ca giy bién dang mat dé lai nhiéu seo xau

e Mun tring ca kéo dai lau nam gay anh hudng tram trong dén nghé nghiép, tam ly xa héi.
Liéu dang théng thuong: 0,5-1 mg/kg cin ning méi ngay trong 15 - 20 tuan

Tai liéu gém 2 trang. Thong tin chi tiét vé san phdm xem ¢ trang 2.
56 gidy xdc nhan ngi dung théng tin thudc ctia B6 Y té: ... /XNTT/...., ngay...thdng...ndm.




ACNOTIN10. 20

Isotretinoin USP 10mg & 20mg

Rx Thudc bén theo don

THANH PHAN

ACNOTIN 10: Maivién nang gelatin mém chua: Isotretinoin
UsP)... ...10mg

ACNOTIN 20: Méivién nang gelatinmém chiia: sotretinoin
(1 4 FOn— 20mg

Td dugc: Sap ong trang, Butylated hydroxyanisol, dinatri
Edetat, Dau thuc vét hydro hda mét phan, Dau dau nanh.
Vénang: Gelatin, Glycerin, Dung dichsorbitol 76%, Carmoi-
sin (E122) Mauxanh (FD&CBIlue No.1), Ponceau 4R (E124),
Oxyd st den (E172),Titan dloxyd E171) Nudic tinh khiét,
MOTA:Vién nang gelatin mém, mau cam, hinh thuén,
6minim.

CHI BINH: Isotretinoin [a mét retinoid diéu tri mun tring

sinh tetracylin.
- Phu nif dang mang thai, hodc c6 dy dinh mang thai va

phu nirdang cho con b,

-Khng diing mau clia bénh nhan dang sirdung hodc c6
st dung Isotretinoin 1 thang trudic d6 dé truyén mau cho
nhiing phu ni trong thdi gian du dinh 6 thai.

PHU NU' MANG THAI VA CHO CON BU: Isotretinoin ¢6
nguy cogay sinh quaithai cao. Do d6, khong duing isotret-
noin cho phu nif ¢6 thai hodc du dinh ¢6 thai trong thoi
gian dung thuéc. Nguyccrat cao ddivoithainhinéu ngum
me cd thai trong thdi gian dling thudc & bat ky liéu ndo,
ngay cé khi chi diéu trj trong thai gian ngan. Nhiing bét
thuong Vé thai nhi c6 lién quan dén isotretinoin da duoc
ghi nhan bao gom ndo Ung thuy, tat dau nhé, cac bit
thu'dng d'tai ngoai (nhd hodc khong <] ong tai ngoal) teo
nhén cau, bét thudng hé tim mach va cac di dang vé ndo.

Isotretinoin cotinh alipid cao, nén dé baixustvao siia me.

@ toan than, chi dinh trong trudng hop mun tring c Khong duing isotretinoin trong thdi gian cho con bii do 6
nang, mun ting ca khong dap ung véi céc phuong p#ﬁp ‘ngly y G0y tac dung phu chotré.

diéutrithong thung, mun triing cd gay bién dangfrﬁét dé - Phaj duing déng thai 2 phuong phap nguia thai higu qua
lai nhiéu seo X4u, mun tring ca kéo dai lau namy'gay anhi. fién tctrong:T thang trudi khi bat dau diéu tr, trong suct
hucng tramtrong dén nghé ngh|ep,tam lyxdh8i® ¥ thoi gian diéu tri: va 1 thing sau khl ngung diéu tri. Tham
LIEULUONGVA CACHDUNG: Liéu dungthon thUO‘ng & -kham denﬁac nhd bénh nhan vé tam quan trong clia viéc
nguidiI6n va thanh nién 13.0,5-1 mg/kg can nangmoi ngay nguamauNeu 0 jthai trong thai gian dung thudc, phai hoi
(chia thanh hailiéu, dung trong b an)trong | 5-20tuan, - y:klénbac sFveViéc co nén tlep tuc c6 thai hay khong. Chi
Liéu toi da la 2 mg/kg can nang méi ngay duoc apduni; P Jbgtdag,d‘ ndisotretinoin vao ngay thir2 hodcthir3 cliaky
chonhiing bénh nhén bimun tring cé rat nang hodc mifekinh:
ban dau xudt hién & dnguc haylung thayvig mat ANH HU'gNG LEN KHA NANG LAI XE VA VAN HANH
Higu qua diéu tr va tac dung phu clia thudc c6 thé khdc MAY MOC: Bénh nhan sit dung Isotrehnom nén thin

nhau dthg bénh nhén sau4tuan diéutri, do d6 nén diéu
chinh heu diéu tri duy tri trong khoang tir0,1-1 mg/kg can
ndng mai ngay, tuy tiing trudng hop cu thé. Trong thoi
gian dau diéeu tri bang isotretinoin, mun tning ¢ c6 the
xuét hién nhiéu hon mét chit va thodng qua, ddi khi can
diéu trikét hop véiliéu phap adrenocorticoid.

Thoi gian diéu trithuting kéo dai khodng 16 tuan. Khi dénh
gia hiéu qua diéu tri can luu y rang tinh frang bénh van
duigc cai thién ngay ca khi ngung dung thudc. Do d6, nén
ngung itnhét8 tudn trudckhibit diu diéutri nhac laibéng
isotretinoin va liéu diéu tri nhic lai cing giong nhut iéu
diéu tri ban dau.

Diing dong thai vdi cic thudc bai tai cho: khong duoc
dung dong thdi vdi cac thudc diéu tri mun tring cé béi tai
chocotacdunglam bongda, tiéusiing hoacxatnbangha
cuc tim. Bénh nhan nén han ché tiép xtic truc tiép véi anh
sang mét trof. Néu can ¢ thé hé tro didu tri bing thudc tri
mun tring ca baitai chd cotacdung nhe.

Thudc khong phu hop d& diéu tri mun tring ¢4 & tré em
dudi 12 tudi.

TUONG TACTHUGC: Khong diing ddng thei isotretinoin

trong khi ldi xeva van hanh may mécnéu cd tié ungve

thi gidc nhu hoa mét, budn ngu khi s eFi tbubo e
THANTRONGVA CANHBAO DAGEIBPRRTSUD
Canh bo:

-Tuyét di tuan theo hudng darfbée
-Khong duigc ¢6 thai trong thoi ,. Y
- C6 nguy ca gay di tat thai nhi NeERY
dung thudc.
Thantrong

nghiém die ieu triretinoid toan than (tot nhatla bac5| da lieu)
va hiéu ro vé nhiing nguy co'sinh quai thai néu dung cho
phuncothai.

- Phdi kiém tra chticning gantrucckhld eutri,1thdngsau
khi bat dau diéu tri va dinh kymoﬁthangsaudo

Nong 0 lipid huyét thanh cling nén duoc kiém tra truéic

khi diéufri, 1 thang sau khi diéu triva sau3-4thang diéutri

-Pacobdo cdovétnitng hcptram cam, loan than hodc o
yd inhtltuvatutdlién quan dén viécdiéu tri bang isotreti-
noin. Mac dui chuia 6 o' ché nhung phai quan tam chim
sc déchiét divdibénh nhan cotién sitbénh trim cdmva

vavitamin Ado co thé Iamtang triéu chl.mg thira vitamin A. phal theo ddi nhung dau hiéu nay 6 tit ca cic bénh nhén

Da ghi nhan mat vai trudng hop bi ting 4p luc ndi so khi
diing phdi hop isotretinoin va tenacyhn Do dé, khéng
diing tetracyfin trong thdi gian di diéu triisotretinoin.

Tac dung clia progesteron liéu thap cd thé bi gidm khi
dung dong thdi vdi isotretinoin. Do dd, khding duoc ding
cac ché pham ¢4 chiia progesteron liéu thap trong tho
gian diéu tri isotretinoin.

Phenytoin: than trong khi dung két hop phenytom va
isotretinoin dong thdivi 6 thé glam tac dung thuoc.
Ketoconazol: dung dong thai 6 thé lam ting ndng dd
huyet thanh clia corticosteroid trong huyet tuong do lam
gidm thanh thai clia hai thuoc nay. Diéu chinh liéu ding
corticosteroid c6 thé la can thiét néu diing déng thoi.
CHONG CHI BINH: Khdng duing lsotretinoin cho nhiing
trudng hop sau:

- Bénh nhan suy chiic néng gan va suy chic néng than,
bénh nhén ngo doc Vitamin A, bénh nhan téng lipid mau,
bénh nhan man cim véi lsotretinoin va bt ky thanh phan
nao clia thudc.

- Khdng dling ddng thai Isotretinoin véi cac khang

dé c6 bién phap di eutnthlch hop

- Khém béc si khi 6 van dé vé thi luc hoic cm thdy khé
chiu khi deo kinh p trong. Gidm thi luic bao gom cac triéu
chiing nhu sg énh sang, kho mét hodc hoa mt, nhtrng
triéu chiing nay co thé anh huéing dén kha ning I4i xe va
van hanh méymoc.
-Phdithan trong dénh gid gitalai ich va nguy co co thé xdy
ra cho bénh nhan va chi diing isotretinoin trong nhiing
trutng hopbénh nang.
- Mun tring c la bénh ¢6 lién quan dén hormon
androgen, do d6 khong nén diing dong thdi véi thudc
nglia thai ¢ chuia androgen progesterol, vi du nhu dan
chét cla 19-nortestosteron (norsteroid), nhét 3 trong
trudng hopcovandevenmtlet

Khong dugc 16t da mat trong thoi gian dung isotreti-
noin va 56 thang sau khi ngung thudc do cd nquy co
gay seo 6.
-khong duing céc loai sap nhé léng trong thdi gian diéu tri
isotretinoin cling nhutrong vong 5-6 thang sau khingung
thudc vi cd nguy ca gy vim da.

Tai ligu théng tin thuéc *
-B3i véi nhiing nhém bénh nhan déc biét: phaithung
xuyén kiém tra cic s6 liéu can lam sang ddi véi nhiing
bénh nhan trong nhém nguy co cao (bénh nhan dai
théo ducng, bénh nhan béo phi, bénh nhén nghlen
ruou hoiic 16i loan vé chuyén hod lipid) dang diéu tri
bang isotretinoin.
Phai thudng xuyén do glucose huyét & nhiing bénh nhan
bi bénh hodc nghi ngd bi bénh dai thao duong Mac du
chuaxac dinh duc méilién quannhung d c6 bdo cdove
mot sotnrcrng hop ting glucose huyet rat nhanh, nguy co
viém tuy, viém rudt, anh hudng trén tai, hé co xuong va
mat s tnrong hap déi thao dudng mdi duoc phat hién
trong thdi gian dingisotretinoin.
Khé miéng c6thé gayra nhtmg van deverangva lam tram
trong hon nhu’ng bénh rang miéng nhfsau rang, bénh vé
nuGu va nhiém nam. D& han ché nhu'ng van dé vérang c6
thé diing dung dich thay thé nuéc bot, ngdm keo khdng
dudng, hodc nuige da.
TACDUNGKHONG MONG MUGN
Phan I6n tac dung phu clia isotretinoin lién quan dén liéu.
(liéu thong thung, ti1é gitianguy cova loiich ctia thudc
achdp nhan dugc.
Cécticdung phu co théxdy ranhu'sau;
Trigu chung thira vitamin A: thuo‘ng bi khd da, niém mac,
nuit moj, chéy mau cam, viém két mac mét, duc gidc mac
6 hai phucvakhong sirdung duockinh & aptrong,
Dava cdcphdnphu khdc: ngoai ban, ngtia, viém da, démd
hoi u hat mung mu, viém quanh mong, teo mong, tang
tao mo hat, rung téc, xudt hién nhiéu tning 3, ram long,
tang sic t6, da téng nhay cdm véi anh sang.
Covaxuong: dau co, dau khdp, tang sinh xuong, viém gan

! NG, \ya cdcthay doi khdc vé xuong.
VAN PHONG < & thdn va hé than kinh trung uong: r6i loan hanh vi, trdm
=) i, dau dau ting &p Iucndi so, dong kinh.

& quan: r6i loan thi truo‘ng, giam thinh luc & mét vai tin
sGhhat dinh, sdanh sang, rdiloan thich ingtrong bong t6i

~{fflam thltrucng vé dem}, ducthuytmh thé, viém glac mac

tiéu hod: budn non, viém daitrang, viém hditrang va két
h trang, chdy mau tiéu hoa.

Gan, mdt:tang men 1gan tam thai va c hoi phuc, déi khi
(¢4] tuong hdp biviém gan. Trong rat nhiéu truéng hop,
suthay doi van nam trong gidi han binh thudngvatrgvé
gia tr ban dau ngay trong thoi glan diéu tri. Tuy nhién,
vén c6 mot s6 truong hap phai gidm liéu hodc ngung
diing thudc.

Hé hap cothdt phe'quan

Mdu: g:am bach cau, hdng cau, tang hodc giam tiéu cau,
tangtoc dolang mau

Xét nghlem can [am sang: tang cholesterol va triglycerid
huyét thanh, tang acid uric huyet Pa ghi nhan truong
horp giam HDL, nhat la & o liéu cao va cnhung bénh nhan
ma gia dinh c6 tién sif r6i loan chuyén hoa lipid, dai théo
ducng, béo phi hoac nghlen riou. Nhiing thaydm nay co
lién quan dén liéu va sé trésvé binh 1hu0ng khi gidm liéu
hodc ngung dung thudc Tuy nhién, van phal cinh bao
cho bénh nhan vé nhiing tic dung phu c6 thé X3y ra khi
diing thudc.

Anh hutng dén stic dé khd ing tai ché hodic
toan than do vi khudn Gram duong (Staphylococcus
Aureus}

San xuat boi:

MEGA LIFESCIENCES PUBLIC COMPANY LIMITED

384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3
Road, Phraeksa, Mueang, Samutprakam 10280, Thai Lan.
Moi thong tin chi tiét xin lién hé:

VPDD Mega Lifesciences Public Company Limited
Phong 5.12A,téng 5,56 364, dudng Cong Hoa, phuing 13,
quanTan Binh, thanh phd H6 Chi Minh.

Tel:(84-28) 38123166/ Fax: (84-28) 38123168
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ACNOTIN 20

(Vikn nang mém Isotretionoin 20 mg)

THANH PHAN

MEi vidn nang gelatin mém chie:

Isotratingin (USP) ... Wmg

Té duwe: Sap ong triing, Butylated hydroxyaniscl, dinatri Edetat. Diu thyrc w3t hydro hoa mijt
phiin, DA d4u nanh.

V& nang: Gelatin, Glycerin, Dung dich sortitol 76%, Carmotsin (E122), Méu xanh (FD & C
Blue No.1), Ponceau 4R (E124), Oxyd sit den (E172), Titan dioxyd (E171), Nuée tinh khibt,

M TA : Vign nang gelatin mim, mau cam, hinh thudn, & minim.

BAC TINH DUQIC LUG HOC

Cer ché te dung thit sir cla Isotratineén chua duge bidt. Tuy nhign, theo nhimg hidu biét hign
nay thi Isotretinoin cd the dyng lm gidm kich thude tuyén b nhém va ire ché hoat d8ng cla
tuyén ba nhém, vi thé lam gidm su bai 1dt b3 nhin. Ngodi ra, Isotratinoin con cb the dung
khdng vim irén da.

BAC TINH DUGC Wmﬁﬁ
; Isotratingin dugc hap thu qua dudmg tidu héa, Udng lsotretinoin trong bira dn cdb thé
-k 4ng sinh khd dyng eda thwbc nhér dde tinh dé hdp thu cia thube do ob tinh wra lipid cao.

- Isotratinoin gdn kit manh véi protein huybt teong, chi yéu 13 albumin (99,9%).

- Thé tich phan bé cla Isotretingin & ngudi chua dugc xie dinh vi lsotretinoin khing o6 sin
nhur khi diing durdng inh mach. |t o8 céc thing tin vé sy phiin b cla Isolrelinoin vao che ma,

- Ndng a5 Isotratingin trang Kp bidu bl bing mit nira so wii trong huydt thanh.

- Nbng g5 Isotretingin trang huydt tuamg khodng 1,7 Hin 5o wii mau todn phdn do sy tham
nhap kém cla |sciretingin vao cic 1 bao hdng chu, !

; Isotretinoin duge chuydn haa & gan va o thi & cd thanh nedt non. Chét churyén
héa chinh dugre tim thdy trong méu va nudre tidu dudi dang 4-oxo-isotretinoin. Ngodi ra cn
cd cdc chit chuyén héa khic nhu tretingin v 4-oxo-tratinoin,

Thil trir: Isotretinoin duge 3o thdi chi yéu nhir sy chuydn hoa & gan va bal it qua mét.
Isotratinoin dwgc dao thai qua phiin vi nude idu wi legng twong duong. Théd gian biin thai
cia isotretingdn tlr 10 &n 20 gid.

CHI BINH :

Isotretingin 1& mijt retinoid didu trj myn tnimg c4 todn than, chi dinh trong truémg hop myn
trinng cé ndng, myn tring ¢ khing dap img wii cdc phurong phip didu tri thiing thudmg, myn
nng cb giy bidn dang mat a8 lai nhidu seo xdu, myn tnimg ¢4 kéo dai 1By ndm gly dnh
hurdmg trim trong dén nghé nghidp, thm Iy x8 hil,

LIEU LLPO'NG VA CACH DUNG

Libu ding & nguedr i v thanh nidn 12 0,5-1 mg/kg can ndng mdi ngdy (chia
thanh hai lidu, dang frong biFa &n) trong 15-20 tuln,

Lidu t4i da 13 2 mgikg cén nding mbi ngdy duge dp dung cha nhimg bénh nhan bi mun trimg
4 riit nding hodc myn ban ddu xulit hign & nguc hay lung thay vi & mit.

Hidu qué Gibu trj va the dyng phy clia thulc o6 thé khéc nhau & timg bénh nhn sau 4 twln
dibu trj. do 36 nén didu chinh lidu Ay trj duy Iri trong khodng tr 0,1-1 mgikg cdn ning méi
rdy, Wy tmg tredmg herp ey th, Trong thed gian dbu dibu t iscdratingin, myn trimg &
i thé xullt hign nhibu hom mt chit va thodng qua, d8i khi cAn diu trj két herp vir Bbu phip
adranocorticold.

Théd gian didu tr thudmg kéo dal khodng 16 tuln. midamgmquaﬂuﬁc&‘mi rling
tinh trang bisnh vAn durere cAi thidn ngay ca khi ngung ding . Do db, nén ngung it nhit
8 tudin trwérc khi bét ddu didu tr nhic lai bing isotratinoin va libu didu trj nhéc lai cing gifng
nhir lidiu gibu tq ban @du.

Diimg d8ng thirl wéi cac thubc boi tai chil: khing duoc ding dng thid viri cde thuic dibu i
myn trimg ¢ boi Wi chd oo tae dung lam bong da, Béu sirmg hodic xa trj bing tia cyrc tim, Bénh
nhan ndn han ché tidp xie tnee ibp vél dnh sdng mdt irid, Néu cn e thé bl gy dibu tr biing
thudc tri myn trirng ¢4 bii tai chd o6 tac dyng nhe.

Thubc khéing phi hep & dibu b myn trimg o & tnd em dudd 12 twdl.

TUONG TAC THUGC

Khiing ding dbng théd isctretingin v vitamin A do o6 thd [am tang tiéu chimg thira vitamin A,

D& ghi nhn mat vai tredmg hop bj tng dp lye ndi sp khi dang phéi hgp isotretingin va

tetracylin. Do 34, khiing ddng tetracylin trong théx gian @iy tr isctretinoin,

Tée dyng cla progesteron lifu thip oo thé bj gidim khi ding déng thér vid isotretinoin, Do 86,

khéng dugc ding cic ché phdm ob chira progesteron lidu thip trong theri gian dibu tr

Isotretingin,

Phenytoin: thiin trong khi ding két hep phanyloin va isolretinoin dbng thési vi cd thé gidm tac

dyng thudie.

Ketoconazol: ding dbng thér oo thd 1am tang nbng b huyét thanh cla corticosteroid trong

rugrétwu da lam gldm thanh thii cia hal thubc nay. Bibu chinh lidu ding coricostarcid cb
" thé 14 cAn thidt ndu ding abng thir.

CHONG CHI B|NH

Khiing diing [sotratinoin cho nhing tdng horp saw:

- Binh nhan suy chire nding gan va suy chirc niing thin, bénh nhan ngd ddc Vitamin A, binh
nhan tAng lipid mdu, bdnh nhin min clm v Isotretingin va bt ki thanh phin ndo cia thuds.
- Khéng ding aling therl [sotretingin ved ede khang sinh tetracylin,

= Phy nir dang mang thai, hedic ot di dinh mang thai vi phy ndr dang che con bu.

- Khéng ding mdu cia benh nhan dang sir dyng hodc ob sir dyng Isolratingin 1 thang irede
a6 4 truyln méu che nhimg phy ni rang thér gian dy dinh cb thai,

PHY NO" MANG THAI VA CHO CON BU

Isetretinoin of nguy oo gdy sinh qual thai cao. Do 36, khiing ding isotretinoln cho phy nir cd
thai hode dyr dinh ob thai trong thivi gian ding thude. Nguy oo rit cao dbi véi thai nhi néu
ngudri mg of thai frong thivl gian ding thubc & bt ki #bu ndo, ngay ci khi chi didu tr trong
théri gian ngiin. NBmg bt thudmg wb thai nhi ob bkn quan dén sotretinoin 48 dugc ghi nhan
bao ghm ndo Ong thay, tit dAu nhod, cie bt thudmg & tai ngodi {nhd hodic khong e dng tai
ngodl), teo nhiin chu, bt thurdmg hi tim mach va cac dj dang v no.

tsotretingin co tinh wa lipid eao, nén df bail xult vio sira me, Khiing ding Isotretinoin trong
thiri gian cho con b do o nguy oo gay tc dyng phy cho tré,

Phéi ding dbng thixi 2 phueng phap nglra thai hidu qué lidn tyc trong 1 thang teds khi bit
ddu didu tf, trong sudt thivi gian dibu trj va 1 théng sau khi ngung didu trj. Tham kham ab nhic
nhér bénh nhin v tim quan rong ciia vigc ngira thal. Néu cé thal trong thixi gian ding thubc,
phdi héi ¥ kiln bac sTvl vide ob nibn tilp tye cb thai hay khdng. Chi biit diu ding sotretinoin
wio ngay thir 2 hodic thir 3 cla ky kinh ké tidp.

ANH HUPONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Binh nhdn sir dyung Isotretinoin nén than trong khi li xe v viin hanh may mée ndu of trigu
chirmg vl thi gidc nhir hoa mét, bubin ngl khi sir dung thube.

THAN TRONG VA CANH BAD BAC BIET KHI 51 DUNG

Céanh bao:

= Tuyit 8bi tuéin theo hirdmg diin sir dyng.

- Khéing dirge o6 thai trang ihéi gian ding thube.

- G nguy e géy df tat thai nhi ndu o thai trong thd gian dong thude.

Thén treng:

- Chi ding isotretinoin theo chi dinh cia thiy thube b kinh nghidm dibu 1 retinoid todn than
(18t nhdt 18 bac sT da lifu) va hidu rd v nhimg nguy co sinh quai thai néu ding cho phy nik
o6 thai,

- Phai kiém tra chirc nding gan trurde khi didu tr, 1 thing sau khi bat diu didu tri va dinh ki
mdl 3 théng sau 46,

Méng a3 lipid huydt thanh ciing nisn dyoe Kidm tra trudre khi didu tr, 1 thang sau khi dibu tr
v sau 34 thang dibu trj.

- Bl ot b cho vl trudmg hop Erlim cdm, loan thin hodic cd ¥ dinh i iy vA by b lidn quan
a&n vile didlu tri bling isotratingin. Mic di chua rd ot chid nhung phai quan tim chim stc dic
bt abi weri bénh nhiin oo tibn st bénh trdm cém wi phai theo dbi nhimg dlu higu nay & tit
¢4 céc bénh nhan & b biégn by tr thich hop.

- Khém béc =T khi ¢ véin d& vé thi lec hodc cam thiy khé chiu khi deo kinh dp tréng. Gidm thi
Iyre: b0 gdim e8¢ tridu chimg nhir s¢ &nh sang, khd mit hode hoa mdt, nbirng trigu chimg ndy
o6 théd dnh hurdmg dén kha nang i xe va van hanh may moc.

= Pivdi thén trong ddnh gid gidra Iod fch wa nguy oo o thi xdy ra cho binh nhan v chi dong
isotretinoin trong nhimg trrémg hop bénh ning.

= Mun trirng cé 14 bénh cf lién quan 8&n horman androgen, do d6 khong nén ding dbng théi
uﬁ&u&cn@iﬂlhﬁo&mmwﬂnprmm.u!dunmdﬁndﬂtmIsmmﬂn
(norstercid), nhit 14 trong trudmg hop b win a8 vh ndi it

- Khéing duge 16t da mét trong thér glan ddng Isotretinoin va 5-6 thing sau khi ngung thubc
do cé nguy oo gy seo M.

- Khibng diing céc logl sdp nhé 1ing trong thivi gian didu trj isclretingin cling nhw irong ving
56 thang sau khi ngung thude vi ob nguy cor gy viém da.

- B vé¥i mhimg nhém bénh nhan ddic bidt: phai thudmg xuyén kibm tra cdc sb lidu cin 14m
séng dbi vii nhimg bénh nhén treng nhdm oo cao (beénh nhin @4 thio dudng, bénh
nhén béo phi, bnh nhan nghidin negu hode rbi loan wh chuydn hod lipid) dang dibu trj bling
Isotretingin

Phdi thurérng xuyiin do glucose huylt & nhirmg biénh nhin bi bnh hofic nghi ngdr bi bénh dai
théo duwémg. Mic d chua xéc dinh duge mdi lidn quan nhung da of bao cdo vb mit sb
trurtmg herp tang glucose huyét rdt nhanh, nguy cor vidm tyy, vigm rudt, anh huéng trén tal, b
oo xurong v MmOt sb trudmg hop ddi théo dudng mdi duge phat hign trong thin gian ddng
isotretingln,

Khis migng o thé gy ra n wvhn @4 v& réng va 1am trdm hom bénh ri
miengrhraaumﬁmnmﬂmhdﬁ,mmﬂmvﬁnmmmﬁ
ding dung dich thay thé nude bot, ngim keo khing duimg, holic nude g4,

TAC DYNG KHONG MONG MUON

Phdin bém tic dyng phy cda isotretinoin lin quan dén lidu. OF libu théng thuémg, 1 1§ gita nguy
oo va Igi fch cla thudc 1a chip nhén duge.

Cée the dyng phy b thé xdy ra nhwr sau;

Trigu chimg thir vitamin A: thudmg bj khi da, nigm mac, nit mi, chdy méau cam, viém kit
migc mdt, dyc gidc mac ob hil phyc vi khing sir dyng duegre kinh &p Irdng.

Da va céc phdn phy khéc: ngogi ban, ngira, vidm da, 98 md héi uhat mung md, vidm quanh
méng, tea mong, thng tao md hat, ryng téc, xult hidn nhidu tnimg c4, rém Kng, ting séc t4,
da ting nhay cim véi anh séng.

Cor v xuremg: dau oo, dau khérp, tng sinh xueng, vilm gén va cac thay ddi khac wh xrong.
Tam thiin vi hé thiin kinh trung Lrong: i logn hanh vi, trdm cm, dau ddu, ting ap ke ni sg,
ong kinh.

Gige quan; rbi logn th trremg, gidm thinh e & mit wai tin 58 nhit dinh, sg dnh sdng, rbi loan
thieh (myg trong béng thi (gidm th| trudmg vl d&m), duc thuy tinh thé, viém glac mac.

M tidu hod: bubn ndn, viém dai trang, vitm hbi tring va kit trdng, chiy mdu Bk hod,
Gan, mat ting men gan tam thér va cd béi phuye, 38i khi cf triedmg herp bj vidm gan. Trong rit
nhiby trutmg herp, sie thay 85 viin ndim trong gitd han binh thadmg vi tod wh gi4 tri ban diu
ngay trong théxi gian didu tr. Tuy nhidn, viin ot mit sb trrémg hop phai gidm lidu hode ngung
ding thube,

m?ip;wm&lph&quﬂn

Méur: gidm bach chu, hiing cAu, ting hodic gidm tidu chu, tEng the 89 ing mau

Xt pghidm cdn idm sdng: 1ang cholestersl vi trighycerid huydt thanh, tang acid uric huydt. D&
ghi nhdn trrdmg herp gidm HOL, nhét 14 & lidu cao va & nhimg bénh nhin mé gia dinh cd tikn
sir il loan chuyén hod lipid, d4l théo duwémg, béo phi hodic nghién rugr, Nhimag thay 48 nay
b idn quan d8n lidu va 88 tdr wh binh thadmg khi gidm Blu hodc ngung ding thude, Tuy
nhién, vin phdi cénh béo cho bénh nhan vé nhirng tac dung phy cb thé xéy ra khi ding thube.
Anh hudmg dilin sire dé khang: nhilim tring 198 chd hodc todn than do vi khudn Gram duwong
{Staphylococcus Aureus).

Théng bdo cho Béc s nhimg téc dyng khéng mong mudn gip phal khi str dung thude.

QUA LIEU VA CACH XU TR

Qi lidu Isotretinoin gy tridu chimg thira vitamin A. Thurdmg 1A dau byng, chdng mat, ting dp
e il 59, dau dhu, ndn, ndn mira, kich (mg da va nglra.

X trf ki qui féu:

B gidm hip thu: Rira da day 6 th duge ap dyng trong hai gier diu sau khi bj qué libu.
Ngung diing thubc & nhimg bénh nhin cb trifu chimg quéa by ngay & By dibu tr,
Theo déi:

- Thed dbi sy gia tBng &p hrc ndi 59.

- Phdi tiln hanh thir thai a8 véi bénh nhin ndr od nguy cor b thai ngay khi xdy ra qua libu vi
1 théng sau d6. Trong trudng hop 66 thai, phai cdn nhde thit ki ve vidc tlp tyc oo thal va
nguy oo df dang bao thai.

= Thir rméu & xac dinh nbng 40 sotratinoin va chit chuydn hda cha né,

HAMN DONG: 24 thang ki tir ngdy sdn nult

BIEU KIEN BAO QUAN: Bdo quan noi khd mat, dudi 30°C. Trénh dnh sang tryc tifip,

TIEU CHUAN: nhé sén xult

PONG GOI: Hap 3 vi x 10 vidn nang mém.

B4 thube xa thm tay tré em, Boc ki hudmg diin trude khl siv dung. Néu cdn hol thém
théing tin coa Béc s§.
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