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TTRACITY 100.

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tm tay tré em.
Doc k¥ hudng dan six dyng trude khi ding.

THANH PHAN CONG THUC THUOC

Mai vién nang clmg chira:

Thanh phin hoat chit

Itracomazol dgng hat tuong duong
Itraconazol..........oooiiviieniaee 100 mg
Thanh phén ta dwge

Vo nang cimg: Gelatin, nuéc, methyl paraben, propy! paraben, natri tauryl sulfat.
Mau ndp nang: Brilliant blue, tartrazin, titen dioxyd.
Mim v& nang: Titan dioxyd

DANG BAO CHE
+ Dang bao ché: Vién nang cimg, . i ,
o Mb ti dang bao ché: Vién nang cimg size s6 0, thin mau xanh duong va nip miu tifing,
c6 chira hat trdn mau tréng dén mau be.

CHIi PINH
1. Nam Candida dm hg - &m dao,
2. Lang ben,

- 3, Bénh ndm da nhay cdm véi itraconazol (nhw bénh do Trichophyton spp, Microsporum spp.,
Epidermophyton floccosum) thi dy bénh nam da chén, da ben, da thén, da k& tay.
4. Ndm Candida & miéng - hong.
5. Bénh nfm méng do nam da vihodc men (Tinea unguium).
6. Bénh nam Histoplasma. _ ) .
1. ITRACITY 100 dwec chi dinh trong céc didu kidn nAm toin thén sau ¢y khi di€u tri chong
nim toin than dau tién khéng phit hop ho#ic khéng higu qua. Piéu nay cé thé 14 do bénh Iy co
bén, sir khéng nhay cim ctia mim bénh hogc doc tinh chia thude
- Diéu tri bénh nam Aspergillus v nim Candida.
- Bieu trj bénh cryptococcus (bao gbm c4 viém mang ndo do cryptococcus): O bénh nhén suy
giam mién dich b bénh cryptococcus va & tht ¢4 c4c bénh nhan bj bénh cryptococeus ciia hé thin
kinh trung uong,
- Didu tri duy el cho nhiing ngudi bénh nhi&m HIV dé phong nhiém ndm tidm 4n t4i phét.
ITRACITY 100 ciing dugc chi dinh rong viéc d& phong nhiém nim trong théi gian gidm bach
cau trung tinh kéo dai, khi phéc db didu trj thng thirdmg cho thiy khdng hiéu qua.

CACH DUNG, LIEU DUNG

Céch dimg: ) o

ITRACITY 100 ding dwdng ubng va phai ubng ngay sau bita 3n dé hép tha duoc t6i da. Phai
ubng nguyén vién.
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Liéu lwgng:
LiBu thuong ding cho nguot lom:
Chi djnh Liéu lugng Ghi chii
NAm Candida 4m hd - dm dac 200 mg 2 1in/ngay
Lang ben 200 mg 1 lan/ngdy, trong 7 ngay
Da ben, da than 100 mg 1 lan/ngay, trong 15 ngdy
hodc 260 mg 1 lin/mgay, trong 7
ngay
Da chén, da k& tay 100 mg 1 lAn/nghy, trong 30 ngly

N4im Candida & miéng - hong 1100 mg 1 in/ngdy, trong 15 ngay (Tiang litu dén 200 mg 1
lan/ngdy, trong 15 ngiy &
bénh nhén AIDS hodc gidm
bach céu trung tinh vi thubc
hép thu kém & nhém nay

Bénh ndm méng (méng chén|200 mg 1 lan/ngay, trong 3 thang
cing ho3c khéng cling v&i
mong tay)

D61 v6i nhiém khuin da, &m hd - 4m dao vi miéng - hiu, hiéu qua 1Am sang va ching loai ndm
t6i wu dat diroc 1 - 4 tudn sau khi nglmg didu trj va nhidm khuén méng, 6 - 9 théng sau khi
ngimg didu tri. Di€u ndy 13 do viéc loai bo itraconazole khéi da, méng tay va niém mac chim
hon so véi huyét tuong. .

Dieu trf dai ngay trong nhidm nim toén than phu thude vao d4p fmg 1im sang va ching loai nim:

Chi dinh Liéu luwong’ Ghi chit
Bénh ndm Aspergillus 200 mg 1 Ian/ngay Ting lidu dén 200 mg 2

lan/ngay trong trrdng hop cho
nhimg trwdng hop nhifm xam
14n hojc rai rac

Bénh ndm Candida 100-200 mg 1 linfngay Téng lidu dén 200 mg 2
lan/ngay trong trrdng hop cho
nhimg trudng hop nhiém xém

YT e Ny,

Ién hogic réi réc

Bénh nim  Cryprococcus|200 mg 1 Win/ngay
(khong phéi viem mang néo)
Viém mang ndo do nAm|200 mg 1 An/ngay Xem Canh béo va thin trong
Cryptococcus khi sir dung thube
Bénh ndm Histoplasma 200 mg 1 lin/ngay - 200 mg 2

lin/ngay
Piéu trj duy trl & bénh nhin{200 mg once daily Xem ghi chi v& kém hip thu
AIDS bén dudi
Dy phong gidm bach cau trung|200 mg once daily Xem ghi chii v& kém hip thu
tinh bén dudi

" Trong qud trith diéu tri nén duge diéu chinh phy thude vao dép fng 1am sang.

Kém hap thu & bénh nhin AIDS gidm bach ciu trung tinh ¢6 thé din dén ndng b itraconazole
trong méu thp va thiéu hiu qué. Trong nhitng trwdmg hgp nhu viy, theo ddi nong dé trong mAu
va neu can thiét, ting liéu itraconazole 1én 200 mg 2 lan/ngay.
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Céc dbi twong d3c biét

Tré em:

Dir liéu 18m sng v& viée sir dung ITRACITY 100 & bénh nhan nhi b han ché. Khong nén sir
dung ITRACITY 100 & bénh nhan nhi irir khi drgc xde dinh ring loi ich tidm ning virgt xa céc
1iiro tiém An.

Ngudi gid, suy gan, suy thén: )

Kinh nghiém con han ché, nén than trong khi diing thude cho nhitng d6i tugng nay.

CHONG CHi PJNH

e Itraconazole chéng chi dinh & nhitng bénh nhin da biét qué min véi ITRACITY 100 hofic
v61i bét ky thanh phén nao ciia thubc. ,

 Chbng chi dinh ding ddng thdi itraconazole véi céc thubc sau:

- Céc chét duge chuyén héa qua CYP450 3A4, cé kha ning kéo dai khodng QT, nhu
astemizol, bepridil, cisaprid, dofetilid, levacetylmethadol (levomethadyl), mizolastin,
pimozid, quinidin, sertindol va terfenadin. Ding d6ng thoi c6 thé din dén nbng &6 trong
huyét twong ciia cdc hogt chét, o6 thé gy kéo dai khosng QT va hiém khi xay ra xodn dirh.

- Céc chét lrc ché HMG-CoA reductase dugc chuyén héa qua CYP450 3A4 nhu atorvastatin,
lovastatin va simvastatin. .

- Triazolam va midazolam dudng uong. .

- Céic alkaloid ndm cua gi nhu dihydroergotamin, ergometrin (ergonovin), ergotamin vi
methylergometrin {methylergonovin).

- Eletriptan.

- Nisoldipin. . .

e [TRACITY 100 khOng nén ding cho b¢nh nhén c6 bing chimg rdi loan chite nfing tim thit
nhu suy tim sung huyét (CHF) hodic c6 tién sit bj CHF ngoai trlt trudng hop o6 nguy hai dén
tinh mang hogc bj nhiém khuin ning.

» ITRACITY 100 chéng chi dinh cho phu nir ¢6 thai (ngoai trir nhitng trdmg hop de doa tinh
mang). .

¢ Phy oft ong d% twoi sinh sén dang ding ITRACITY 100 nén sit dung thén trong c4c bién
phép trénh thai. Nén tigp tuc sir dung cic bign phép trénh thai hidu qua sau khi k&t thiic diéu
trj véi ITRACITY 100 che t6i ky kinh nguyét ké tidp.

CANHBAO VA THAN TRONG KHI DUNG THUOC

Diung chéo

Khéng c6 théng tin lién quan dén di ng chéo giira itraconazole v céc thudc trj ndm nhém azole
khéc. Thén trong khi k& vién nang ITRACITY 100 cho céic bénh nhin qui min véi céc azole
khéc,

Tdc dung 1én tim mach ) .
Itraconazole o6 tic dong xéu &n co bdp co tim va lidn quan dén suy tim sung huyét. Suy tim
thudmng duge béo co khi ding liéu 400 mg/ ngay hon 1a khi ding lidu thip hon, nguy co suy tim
6 the ting 1én theo lidu tdng cha itraconazole,

ITRACITY 100 khéng nén ding & bénh nhan suy tim sung huyét hay ¢ tién sir suy tim sung
huyét trix tredmg hop 1oi ich vuot trdi hon so véi nguy co. Nén dénh gis loi fch/nguy co cla timg
cé nhén dé xem xét cic yéu t6 nhu mirc d¢ chi dinh, phdc dd didu tri (nhu tong lidu héng n%ﬁy)
va céc yéu td nguy co g&gr suy tim sung huyét rén timg bénh nhin. Céc yéu, 10 nguy co bao gom:
bénh tim (nhu bénh thiéu méu cyc bd, bénh van tim), bénh phdi ddng ké (nhur bénh phéi tic
nghén mén tinh), suy thin va céc r6i loan phit né. Nhimg bénh nhéin ndy nén dvoc théng bao vé
céc dau hiéu, triéu chimg cia suy tim sung huyét, nén than trong trong didu tri va nén duge kiém
soft chit ch& trong qud tiinh diéu tri. Néu o6 bét ki diu hidu, triéu chimg nlo x4y ra trong qud
trinh diéu trj, ngung ding ITRACITY 100, o

Céc thube chen kénh calci 06 thé o6 cdc tic dong xAn dén co bép co tim, ¢6 thé 1am tang céc tc
dong nay cia itraconazole. Hon nita, itraconazole cé thé tc ché chuyén héa cia céc thude nhém

Lot B i il A
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chen calct. Do d6, nén thin trgng khi ding dong thdi itraconazole va céc thudc chen calci do
ting nguy co suy tim sung huyét.

Tdc dung lén gan

RAt nhiéu tredng hop doc tinh nghiém trong trén gan, bao gdm mét vii trwdmg hop suy gan chp
tinh gy tir vong, x4y ra khi dimg v6i ITRACITY 100. Hiu hét c4c trudng hop ny c6 bénh gan
trude d6, dd duge didu trf todn thén, ¢6 ding céc thude khac ghy doc gan. Mét vai bénh nhan
khong cé yéu tb nguy co 16 rang cho bénh gan. Vai trudm, hop duge quan sét thdy trong théng
dAn tién didu i, bao gdm vai trudng hop trong vong tuan dau tién. Bénh nhén didu tri bang
ITRACITY 100 nén dlro'c xem xét kiém sodt chirc néng gan. Bénh nhin nén duge huéng dan dé
k]p théi bie cdo céc ddu hidu va triéu chimg nghi ngd viém gan nhur chén &n, budn nén, non, mét
moi, dau bung v nréc tiéu sgm mau. Nhitng bénh nhin nay nén dwge ngung ding thuéc ngay
Ip tirc va tién hanh kiém tra chérc ning gan.

Dir liéu sir dung thuoc itraconazole durong ubng teén bénh nhén suy gan cdn gidi han. Nén thén
trong khi dimg thudc cho céc d6i tuong nay. Bénb nhin suy gidm chitc ning gan nén duge chi
dinh kiém sodt chat ché khi dimg itraconazole. Thdi gian b&n hiy cua itraconazole bi kéo dai khi
ding lidu don ducrng udn, 1g trong thur nghu:m ldm sang vai 1traconazole vién nang ¢ nhilng bénh
nhén xo gan khi didn tr; 1an dau vdi cic thube khéce duge chuyén héa bi CYP3A4.

O nhitng bénh nhén cé men gen cao hay bét thudng hay dang bénh gan, hay nhimg bénh nhan bj
dbc tinh gan do céc thube khée, didu trf vdi ITRACITY 100 khéng duqc khuygn ding ngoai trir
céc trudmg hop de doa tinh mang khi ma lgt ich vwgt trdi nguy co. D& nghi nén kidm sodt chirc
nfing gan rén nhitng bénh nhén bi bt thudmg chire ndng gan hay déc tinh gan do thuéc khac
e dé.

Gidm acid da day

Sy hép thu itraconazole tir vién nang ITRACITY 100 bj gidm khi acid d day gidm. O nhitng
bénh nhin gidm acid da day, do bénh (nhir bénh nhin gidm tlet acid dich vi) ha;-r do cdc thube
ding dong thdi (nhu phimg bénh nhin ding céc thube . giAm tiét acid da day), nén khuy&n bénh
nhan diing vién nang ITRACITY 100 véi cdc nude ubng cb tinh acid (nhu non-diet cola) Tac
dung khing ndm nén dugc theo ddi va ting lidu itraconazole khi cAn thiét.

Tréem

Dit liéu 1m sang vé viéc sir dung vién nang ITRACITY 100 & tré em con gidi han. Khong chi
dinh dung vién nang itraconazole cho tré em ngogi tnr trwdng hop xdc dinh duge 1¢ ich vt troi
50 V&l nguy co.

Ding cho ngar&; cao, i

Dir lidu 1am sang v& viée sir dung vién nang ITRACITY 100 & ngudi cao tubi cdn giéi han.
Khéng chi dinh ding vién nang itraconazole cho ngudi cao tudi ngoai tri tmtmg hgp xé4c dinh
duge lot ich vuet tri so véi nguy co. Théng thirdmg, nén cin nhic hra chon lidu cho nguoi cao
tudt, ciin ctr trén tinh trang glam chirc ning gan, thén hay tim mach va cic bénh kém theo hay
ligu phép didu trj véi céc thudc khic.

Suy gigm chire ndng thin

Dir ligu v& vifC str dung itrazonazole dudng ubng trén bénh nhén suy than con han ché. Nong d
1traconazole dén cée co quan 6 thé thﬁp hon & mét so bénh nhén thin yéu. Thin trong khi ding
thuoc cho céic d6i tvong ndy va can nhic didu chinh lidu.

Mat thinh tiec

Mt thinh luc tam thdi hay vinh vien 66 dugc bio cdo ¢ nhimg bénh nhin ding itraconazole.
Nhidu béo céo bao gdm ca vige dung dong théi véi qulmdme (thuf)c chbng chi dinh), Mét thinh
Iye thirdng duge gidi quyet khi ngimg diéu tri nhumg ciing c6 thé tdn tai & mot vai bénh nhan.
Bénh nhdn suy giam mién dich

Mot vai bénh nhin suy giam mién dlch (nhur gidm bach cdu trung tinh, AIDS hay bénh nhan cdy
ghép ndi tang), sinh kha dung dudmg udng ca vién nang ITRACITY 100 ¢6 thé bj gidm.

Bénh nhdn nhiém ndm todn thén de doa tinh mang hrc thoi

Do tinh chét dugc dong hoc, khong chi dinh vién nang ITRACITY 100 cho didu tri ban déu &
bénh nhén nhidm nim toan than de doa tinh mang titc thoi.

Bénh nhdn AIDS
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O nhimg bénh nhén AIDs didu trj nhi¥m ndm todn thin mhw nhi#m ndm sperotrichosis,
blastomyces, histoplasma hay cryptococcus (qua mang nao hay khéng qua) va nbitng bénh nhin
€6 nguy ¢o téi phdt, bic st diéu trj nén dinh gid sy cAn thiét ciia vige dibu trf 1au dai.

Bénh than kinh

Néu bénh thin kinh xdy ra c6 thé do itraconazole, nén ngimg didu trj.

Dé khdng chéo

Trudng hop nhiém nim Candida toan than, néu nghi ngd nhi€ém ching Candida dé khing véi
fluconazole, khéng thé chic chin 12 bénh nhin cé nhay cam véi itraconazole hay khéng, vi vay
cén kiém tra do nhay trrée khi bit dau didu tri v61 TTRACITY 100.

Kha ning thay thuoc

Khong de nghl thay vién nang ITRACITY 100 va itraconazole dung dich uong voi nhau. Vi
nong d4 tiép xic clia itraconazole ciia dang dung dich udng t6t hon dang vién nang khi dung
cling m{t lieu lugng cia hoat chit.

Nguy co r Li5ong tdc rhuoc

Dung dong thoi mét sb thuoc dédc biét vai itraconazole ¢6 thé din ¢én thay 4éi trong hidu qui
didu tri cta 1traconazole c6 thé anh hwémg de doa tinh mang hay ti vong dot nght.

Céc chét chﬁng chi dinh, khéng khuyén cfo dimg hoiic khuyén cdo dimg thin trong khi ding
dﬁng théi véi itraconazole dugc ligt ké trong muc Tuong téc thude.

Réi logn chityén hia carbohydraI

Thude cb chira thanh phin sucrose vi vay cin thén trong:

- Néu duge béc s§ thﬁng béao rin g ban bj t81 logn dun Z nep v&i mot 56 loai dudmg, lién hé véi bac
s¥ tnrde khi s dung thuoc nay;

- Bénh nhén mic cc 18i loan di truyén vé dung nap fructose, réu loan hép thu glucose-galactose
hojc thifu hyt enzym sucrose-lsomaltase khﬁng nén sir dyng thube nay.

- Chtra 202,04 mg sucrose/ mdi lidu. Didu ndy cin dwge cin nhéc trén bénh nhan déi thao dwong.

SU DYNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phy nit cé thai:

ITRACITY 100 khéng duge ding khi dang mang thai trir céc trudmg hgp de doa tinh mang khi
lgi ich cho ngudi me virgt trdi hon nguy co trén thai nhi.

Nghién ciu tren dong vit v itraconazole cho thiy dc tioh trén hé sinh sAn.

'Ihong tin vé vigc ding ITRACITY 100 trén phu nit ¢6 thai con gidi han. Trong khi luu hanh,
céc trudng hop bét thudng bm sinh di duge bdo céo. Céc tnromg hop nay bao gbm céc dj tt
trén xuong, dng sinh duc, tim mach v mét ciing nhw 1a céc di tat trén nhiém shc thé va nhén.
Quan hé nhin qua véi itraconazole chura dugc thit lap Dir liéu dich t& hoc vé vige tiép xidc véi
itraconazole trong 3 thing déu cla thai ky, hgu hét & cde bénh nhin duge didu tr ngﬁn han nhiém
nim Candida &m hd, khéng cho thdy ting nguy co dj tét so véi cic bénh nhan khéng tiép xdc véi
céc tdc nhan gy quéi thal

Phy nit dang trong db tu01 sinh san

Phu nit dang trong 49 tudi sinh san diing vién nang ITRACITY 100 nén thén trong kh1 ding cic
bién phé.p trinh thai. Nén tlép e sir dl,m g céic bidn phdp tranh thai hiéu qua sau khi két thic didu
tri v6i itraconazole cho t6i ky kinh ké tiép.

Phu nit cho con ba:

Mgt lrong rht nhé itraconazole dwgc bai tiét qua sffa m¢. Do d6, nén so sanh higu qua cia thudc
véi nguy co tidm An tién tré b sita me. Trong trudng hop nghi ngd, bénh nhén nén ngimg cho
con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANHMAY MOC

Khéng ¢6 nghién citu vé anh hudng cia thubc 1én kba ning 14i xe va vén hinh mdy méc, Mt s6
tdc dung phu khi 14i xe va van hanh mdy méc nhv chéng mit, rdi loan tAm nhin, mat thinh I c6
thé x4y ra trong mot s6 trudng hop. Cén thin trong trong céc trwdng hop ndy.

|
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TUONG TAC, TUGNG KY CUA THUOC

Twong tic cia thude . . .
liraconazole dugc chuyén héa chii yéu qua CYP3A4. Céc chét khic ¢ cing durong chuyén héa
hay thay d6i hoat déng clia CYP3A4 ¢6 thé anh hwémg 1én duge dong hoc cia jtraconazole.
Twong ty, itraconazole ¢6 thé thay d8i dwge déng hoc cia cic chit khéc ¢6 cing dudng chuyén
héa. Itraconazole 1a chat e ché manh CYP3A4 v irc che P-gl)ycoprotein. Khi diing dong thdi,
cén drge tir vn vé thong tin dudng chuyén héa va c6 thé cin didu chinh lidu,

Céc thudc c6 thé 1am giam ndng d4) itraconazole huyét trong

Thude gidm acid da day (nhu cac thuéc_: trung hoa acid nhw aluminum hydroxide, hay thubc trc
ché bai tiet nhu thudc khéng thy thé H2 v e ché bom proton PPI) lam gism hép thu
itraconazole tir vién nang itraconazole. Céc thudc ndy phéi dwoc dimg than trong khi diing ddng
théi v6i vién nang itraconazole. Itraconazole dugc ding dong thdi véi céc thic ubng c6 tinh acid
(nhu non-diet cola) khi diéu trj ddng théi véi céc thude giam acid da diy. Céc thude trung hda
acid (nhu aluminium hydroxide) duge ddng sav khi ddng vign nang TTRACITY 100 it nhét 1 gidr
dén 2 gio. Khi ding ddng thoi, hoat tinh khéng nfim cin duge theo doi vi cén ting lidn
itraconazole khi cin thiét.

Ding dbng thoi itraconazole véi céc chit cam tmg manh CYP3A4 ¢6 thé Fam gidm sinh kha -

dung cia itraconazole v hydroxyl-itraconazole din dén hidu qué 6 thé gidm manh. Céc vi dy
nhuw;

- Khdng sinh: Isoniazid, rifabutin, rifampicin.

- Chong co gigt: Carbamazepine, phenobarbital, phenytoin.

- Khéng virus: Efavirenz, nevirapine.

Vi vy, khong khuyén cdo ding céc chit cam ing math CYP3A4 v6i itraconazole. Khuyén cdo

viéc ddng céc thudc ndy nén trinh trong 2 tudn trudc khi va trong khi didu i véi itraconazole,

ngoai trir tredmg hep 1pi ich virgt wdi so véi nguy co Agiéun hiéu qua clia itraconazole. Khi ding

dgng thai, hoat tinh khang ndm cin dugc theo dai va cén tang lidu itraconazole khi cén thit.

Cic thuéic co thé lam ting ndng &§ itraconazole huyét twong

Céc chit trc ché manh CYP3A4 c6 thé tan g sinh kha dung cia itraconazole. Céc vi dy nhu:

- Khéng sinh: Ciprofloxacin, clarithromycin, erythromycin.

- Khang virus: Ritonavir-boosted darunavir, ritonavir-boosted fosamprenavir, indinavir,

rifonavir.

Céc thube ndy phai dugc ding thén trong khi ding ddng thoi v6i vien nang itraconazole. I_{huyén

¢4o bénh nhén khi phai ding dong thdi véi céc chét fre ché manh CYP3A4 cin duge kidm sodt

chiit ché vé cac dau hi¢u va triéu chimg khi ting hofic kéo dai tac dyng duge Iy cha itraconazole,

va lidu itraconazole cdn dugc gism xudng khi can thiér. Khuyén céo nén do ndng d¢ itraconazole

huyét twong khi phi hep.

Citc thudc 6 thé bj ting ndng 4 trong huyét twomg do itraconazole ) .

Itraconazole va chét chuyén héa chinh ciia n, hydroxy-itraconazole, c6 thé irc ché chuyén héa

ciia mbt s& hoat chét chuyén héa bdi CYP3A4 v ¢6 thé ftc ché su vén chlp'én ciia céc chéit vin

chuyén boi P-glycoprotein, 1am ting ndng 49 trong huyét twong cia cde chét ndy va chét chuyén

héa ciia ching khi ding dong thii véi itraconazole. Vide ting ndng #6 trong huyét twong cf thé

ting hofic kéo di cé tic dyng diéu tri 14n t4c dung phy clia cdc 'ghu%c ndy. Céc hoat chét chuyén

héa gua CYP3A4 dugc biét 1a kéo dai khoang QT ¢6 the bi chong chi dinh vdi itraconazole, vi

syr keét hop nly c6 thé ddn dén nhjp thét nhanh bao gdm ca xuét hién xofn dinh, logn nhip gy tir

vong. Khi ngung didu trj, thy vio liu luong va théi gian diéu trj md ndng 49 itraconazole huyét

twong gidm dén ndng dd khong phét hién duge trong vong {r 7 dén 14 ngly. ¢ bénh nhén xo gan

hay c4c b¢nh nhén dimg chét Gic ché CYP3A4, sy gidm néng db trong huyét twong cé thé din

din. Diic biét quan trong khi bit ddu diéu tri v6i cac thube c6 sy chuyén héa bi 4nh huéng béi

itraconazole.

Céc thudc twong tic duge phén loai nhu sau:

» “Chéng chi dinh”: Khong c6 bt k¥ tinh hudng ndo duge ding cic thudc nay ddng thoi véi
itraconazole, va cho dén 2 tudn sau khi ngung didu tri véi itraconazole.

ig
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¢ “Khéng khuyén cfio™ Nén trénh ding thudc ndy tong khi didu trj va cho dén 2 tuin sau khi

ngung diu trj véi itraconazole, ngoal trir trudng

hop I¢i ich vrgt trén nguy co tic dung phy.

Néu viéc diing dbng thoi 1 khdng thé tranh, cAn phai kidm soét 1am sing vé céc ddu hiéu hay
triéu chimg cla viéc ting v kéo dai tic dung hay tic dung phu cila cic thubc trong tic va
giam lidu ho¥ic can thiép khi cin thiét. Khuyén cso nén do n ng d¢ itraconazole huyét twong

khi thich hap.

o “Ding thin trong”; Kiém sodt ki khi diing dong th¥i véi itraconazole. Khi ding ddng thé,
bgnh nhén dirge kiém soét chit ché vé céc déu hiéu kay trigu chimg cia viée tang va kéo dii
téc dung hay tac dung phy ciia céc thudc twong tic va gidm lidu khi cdn thiét. Khuyén cdo
nén do ndng df itraconazole huyét twrong khi thich hop.

Vi du v& céc hoat chét c6 thé cé ndng d6 trong huyét twong ting do itraconazole dugc ligt ké:

Nhiém Chéng chi dinh Khing Diing thin trong
khuyén cfio

Che¢n Alpha tamsulosin

Gidm dau levacetylmethadol fentanyl alfentanil, buprenorphin IV va
(levomethady?), sublingual, oxycedon
methadon

Chéng loannhip ||disopyramid, dofetilid, digoxin
dronedaron, quinidin

Khéng sinh rifabutin® I

Thudc khing @6ng rivaroxaban  |[coumarins, cilostazel, dabigatran

vd chéng két tip

¥ A

tiéu cau

[Chéng co giat | carbamazepine’ |

T tiéu dudng [ Irepaglinid, saxagliptin

Thudc tri giun sén||/halofantrine praziquantel

va chong don bao .

Khéng Histamin  |lastemizol, mizolastin, ebastin

terfenadin

Trj dau nira dau ergot alkaloids, such eletriptan

as dihydroergotamin,
ergometrin
(ergonovin),
ergotamin,
methylergometrin
{methylergonovin)}

Chéngungthr  [lirinotecan dasatinib, bortezomib, busulphan, docetaxel,
nilotinib, erlotinib, ixabepilon, lapatinib,
trabectedin trimetrexate, vinca alkaloids

Ti}uf')c tri  loan( lurasidon, oral alprazolam, aripiprazol,

thin, gidm lo &u vifmidazolam, pimozid, brotizolam, buspiron, haloperidol,

thudc ngo sertindol, trigzolam midazolam Iv, perospiron,
quetiapin, ramelteon, risperidon

Khing virus maraviroc, indinavir®, ritonavir®,

saquinavir
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Chgn beta ‘I ||nadolo]
Chen kénh calei | bepridil, felodipin, dihydropyridines khdc, including
lercanidipin, verapamil
nisoldipin
Thubc tim mach  [|ivabradin, ranolazin "aliskiren "
Lo tiéu eplerenon . l
[Thubc tieuhéa  [|cisaprid aprepitant, domperidon |
Ut ché mién dich everolimus budesonid, ciclesonid, ciclosporin,
dexamethason, fluticason,
methylprednisolon, rapamycin
(sirolimus), tacrolimus,
temsirolimus
Thudc diéu chinh|/lovastatin, simvastatin atorvastatin
lipid
Thubc ho hép [salmeterol |
SSRIs, chéng trdm reboxetin
cam 3 vong va céc
chét lién quan
Thudc h tiét nidu vardenafil fesoterodin. imidafenacin,
) sildenafil, solifenacin, tadalafil,
tolterodin
Khic Colchicine. ¢ nhitng||colchicin alitretinoin (dang udng), cinacalcet,
b¢nh nhin suy gan mozavaptan, tolvaptan
hay suy thin

Céc thllﬁc 6 the bj giim nong a5 hoyét twong do itraconazole

Diing ddng thai itraconazole véi chc NSAID meloxicam ¢ thé giam ndng do trong huyét twong
cha meloxicam. Nén thén trong k]:u diing meloxicam doug théi vl itraconazole va tic dung hay
tic dung phu cia né phéu duoc kiém soat. Didu chinh 1idu meloxicam khi dimg dbng thdi voi
itraconazole néu cAn thiét.

Tréem

Tuong téc thudc chi dwge thye hign & ngudi 16m,

Twon ciia thude

Do khéng cé céc nghién ciru vé tinh twong ky clia thuc, khong trén 13n thudc n2y véi cac thudc
khic.

TAC DUNG KHONG MONG MUON CUA THUOC

Béng du6i diy thé hién tic dung khéng mong mubn phan loai theo co quan. Trong mi nhém co
quan, tic dung khéng mong mudn duge trinh bay theo tin suit xuét hidn nhy sau:

Rét Ikmg glp (= 1/1 Oj

Thuong gdp (> 1/100 dén < 1/10)

It gdip (2 1/1.000 dén < 1/100)

Htem gdp (2 1710.000 dén < 1/1.000)

Rés hiém ggp (< 1/10.000)

Khéng blet (khong dugc thist 13p tir dit 1i€u sén c6)
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Co quan Thudng gip it gap Hiémgip
> 1/100 dén > I/1000 den > 1/10 600 deén < 171000
< I/10 < 1/100
Nhiém khuin Viém xoang, nhiém
tring dudng hd hap
trén, viém miii
Rdi loan miu va hé Giam bach ciu
lympho
Ri loan hé mién djch Qué min* Bénh huyét thanh, phit mach,
phén img phan vé
RSi logn chuyén héa Tang triglycerid huyét
va dinh dwing
Réi loan hé thin kinh  [|Pau ddu Giam cam gidc, di cim, giam
vi gidc.
Rbi loan miit Rbi loan thj gifc (bao gbm
nhin d6i va nhin mé)
ROi loan tai va ftai Gifm thinh lyc tam thdi hay
trong vinh vién®*, U tai
Réi loan tim mach Suy tim sung huyét*
Réi loan hé hip, ngue Kh6 thé
va trung thit
Roi loan tiéu héa Dau byng, budn| Nén, tién chay, téo |[ Vidm tuy
nén bén, khé itu, diy

hoi.

R6i loan gan mit

Bat thudng chic
nang gan

Poc tinh gan nghiém trong
{bao gbm mot vai trudmg hop
suy gan cép tinh giy tir
vong)*, tAng bilirubin m4u.

Roi logn da va md
dudi da

N&i mé day, nbi
ban, nglra

Hoagi tir thwong bi nhiém doc,
hdi ching Stevens-Johnson,
hoi chimg ngoai ban myn ma
toan thin cp tinh, héng ban
da dang, vidm da bong vay,
viém tiéu mach méu & da, hoi
dhu, nhay cdm vai dnh séng,

R6i loan thin va tiét
nigu

Tiéu budt

Réi Ioan hé sinh sin va Réi loan  kinh || R&i loan crong duwong

via nguyét

Rbi loan chung va vi Phi

tri ding thufic

Xét nghig¢m Téng creatine phosphokinase

méu

Théng bio cho bdc st nhing tdc dung khéng mong mudn glp phdi khi sir dung thude.
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Hwéng din edch xir tri ADR )
Dinh ky theo d8i chirc ning gan, ngimg thudc néu thiy bét thudng va déu hidu viém gan.

QUA LIEU VA CACH XU TR

Qua4 lidu .
Théng thirdng, cac bibn cd xdy ra c6 triéu chimg twong tir nhr téc dung khéng mong mudn & lidu
khuyén dﬁng.

Cach xi tri

Khi qu4 liéu x4y ra, nén didu tri_ hd trg. Than hoat tfnh o6 thé duoc dimg néu can.

Itraconazole khéng bi loai trir bing thim phén mau.

Hién van chira o6 thudc gii d{c dac hiéu cho itraconazole.

PAC TINH DUQC LUC HOC

Nhém dwye If: Nhém khang ndm dimg todn than, dfn xuit triazole.

Ma ATC‘ JOZACO2

Co ché tic dung.

Itraconazole irc ché l4g-demethylase, Lam gidm lugng ergosterol va Iam gian doan qua trinh tdng
hop mang té bio & ndm.

Co ché khdng thude

Sy khéng thurgc clia ndm véi céc thude nhém azole xudt hién va phat trin chim vi thudng 13 két

quz’i cua nhiéu sy 46t bién gen. Co ché dirge m6 ta nhw sau:
Biéu hién qua mirc trén ERG11, gen mé héa 14-alpha-demethylase (enzym dich)

» Dt bién diém trén ERG11 din dén gidm i lyc cia 14-alpha-demethylase voi 1traconazole

s Bif hién qui mirc c4c chit van chuyén thuée 1am ting bom déy itracanazole tir 8 bao ndm
(cy thé 12 loai bb itraconazole ra khai dich tac démg cla na).

. Dé khéng chéo. Bé khang chéo glua c4c thubc nhém azole véi nhau duge quan sdt thy &
Candida mic dit dé& khang mdt thudc nio d6 trong nhém khéng nhét thiét d8 khang céc thube
khac.

Cac loai thwong nhay cam
Aspergillus spp.”

Blastomyces dermatitidis’

Candida albicans
Candida parapsilosis
Cladosporium spp.

Coccidioides immitis*
Cryprococcits negformans

Epidermophyton floccosum
Fonsecaea spp. '

Geotrichum spp.
Histoplasma spp.
Malassezia (formerly Pityrosporum) spp.

Microsporum spp.

Paracoccidioides brasiliensis'

e -1
Penicillium marneffei

Pseudallescheria boydii
Sporathrix schenckii
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Trichophyton spp.

Trichosporon spp.

Céc lodi nhin dwge dé khing

Candida glabrata®

Candida krusei

Candida tropicalis’

Céc sinh vit von di 8¢ khing

Absidia spp.

Fusarium spp.

Mucor spp.

Rhizomucor spp.

Rhizopus spp.

Scedasparinm proliferans

Scopulariopsis spp.

" Céc sinh vét gap phii & nhitng bénh nhan sau khi trd v& ol du lich bén ngoai Chéu Au
2Chang dé khéng Aspergillus fumigans 48 duge bio cho.
3Nhay cam ty nhién mére 40 trung binh

DAC TINH DUGC BONG HOC

Hap thu | ] :

Sau khi ung, itraconazole duge hip thu qua dedng tiéu héa. Néng dé dinh trong huyét twong
ctia hogt chit khong chuyén héa dat duge trong vong 2-5 gi¢r san khi udng. Sinh kha dung dudng
ubng ciia itraconazole 14 55%. Sinh kha dyng durdmg ung dat dwoe t6i da néu ding itraconazole
trirc ti€p sau khi in,

Phanbé

Itraconazole gén két manh voi protein huyét tromg dén 99,8%; daic bidt véi albumin huyét ton
(99,6% chét chuyén héa hydroxy). Itraconazele ciing ©6 &i lyc o vdi lipid. Chi 0,2% hogt chg
Ivu théng & dang tuw do trong huyét wrong. Thé tich phén bé cia itraconazole trong co thé Iz
>700L, phan bd rong réi trong md, nGng d¢ duge xéc dinh trong phoi, than, gan, xuong, da day,
léch va co cao hon gdp 3 14n so voi ndng &0 trong huyét twong. Ti 1é trong ndo — huyét trong 12
khoang 1. .

Nbng dj itraconazole trong da cao hon gdp 4 14n so v6i trong huyét twong. S thai trir tir da phy
thude vao sy tal tao bidu bi.

Nong do diég trj trong md &m dao gitt dwge hom 3 ngay sau khi ngung didu trj 1 ngdy véi lidu
200 mg x 2 lan/ngdy. Vi vy, lidu 1 ngay 13 du.

Chuyén hoa :

Itraconazole dugc chuyén héa chinh qua gan v&i nhidu chét chuyén héa duoc sinh ra bing con
dudmg ndy. Chét chuyén héa chinh 13 hydroxy-itraconazole c¢é hoat tinh khing ndm in vitro
twong ty itraconazole. Nong d9 trong huyét twong ctia chir chuyén héa hydroxyl cao gp dbi
ndng db itraconazole.

Thai trir . .
Itraconazole dugc thai trr dudi dang chét chuyén héa khong hoat tinh khoang 35% qua nuéc tidu
va khoang 54% qua phan trong 1 tusn. Dao thdi qua thin dudi dang khong d6i dudi 0,03% lidu,
trong khi dao théi qua phin thay doi trong khoang 3-18% lieu. Vi lugng itraconazole virgt qua
16p md simg vdo c4c co quan durge 12 khéng dang ké, o6 thé gia dinh ring itraconazole dugc dio
thai tir c4c md nay théng qua sy t4i tao bidu bi. Trong khi itraconazole khong thé durgc phat hién
trong huyét tron trong vong 7 ngay sau khi ngung diéy tri, ndng do tri iéu & da vAn duy tri hon
2-4 tuln sau 4 tugn diéu tri. O méng, itraconazole c6 thé x4c dinh e trong vong 1 tufin san khi

FNPEY
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bét dhu diéu tri. Sau khi ngung sau 3 thang didu i, ndng &b trj lidu vAn dugc phat hién it nhét 6
théng.

Doi tuong diic biét

Suy gidm chirc ning gan

Nghién cira drge déng hoc khi ding lign don 100 mg itraconazole (1 vién nang 100 mg) duge
thuc hién trén 6 nguoi khoe manh va 12 ngudi bi xo gan. Khéng c6 thay 46i théng ké diang k&
trong AUC,, gilra 2 nhém trén. C6 sy giam dédng ké trong trung binh Cp,, v ting thdi gian bin
thai gap 2 14n (37 17 50 v0i 16 = 5 gi& ) & bénh nhén xo gan so v6i ngudi khée manh.

Khoéng ¢6 dir ligu san c6 trén bénh nhan xo gan ding itracenazole 15u dii.

Suy giam chizc ndng thin

Dir liéu sén c6 v& viée diing itraconazole trén bénh nhin suy thin con giéi han. Than wong khi
ding thudc nay cho ddi twgng bénh nhan nay.

QUY CACH PONG GO1
Hop 1 vi x 2 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUGC
B#o quan: Bao quan & nhiét d duéi 30°C. Trénh 4nh sing vi dm.

Han diing: 24 thang k& tir ngay sin xuft

Tiéu chun: Nhi san xuét.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
ACME FORMULATION PVT. LTD. )
Ropar Road, Nalagarh, Distt. Solan, HP.174101, An Pé.




