,ﬁ.;z/y ‘chi ding thee don thude.

S DR mm tay tré em.

T Do ky nwong dAn st dyng trude khi daag.

THANH PHAN

Thank pmn duge chit: liraconazole 100 mg dang vi hat ' ’
Thanh phén ta dwge: Hypromellose, macrogol, hat dudng hinh cliu. Vo nang chia titan N
dioxyd, indigo carmine, erylhrosine, gelatin.

DANG BAQ CHE

Vién nang clttig
Hat dtrcng, hinh cAu mau kem. Nip nang mau xanh da troi duc va thin nang mau héng
trong subt.

CHI PINH
Vién nang SPORAL duge chi dinh cho cde bénh sau:

o Phu khoa:
- Diéu tri nhiém Candida &m dao - am hd.

@ Nguai da/miém mftc/nhan khoa:

- Pidu tr} nhiém ném ngoai da, bao gbm céc ving stimg héa cao nhur nhiém nim & 1ong

ban chin va long ban tay;

- Diéu trj lang ben;

- Pidu trj nhiém Candida & miéng;

- Didu trf viém gidc mac mit do ndm.
o Didu tri nim moéng do Dermatophyte vi/hodc ném men.
o Ném todn thin, ohi trong nhiing trudng hop nhidm ndm sau:

- Piéu trj nhiém nim toan thin do Aspergillus va Candida;

- Du phong nhiém ndm & bénh nhan suy giam mién dich bj gidm bach cAu trung tinh

nghiém tr()ng

- Nhifm ndm Cryptococcus (ké ca viém mang ndo do Cryplocecens):
- Bidu tr| & nhitng bénh nhin suy gam mi&n dich bi nhiém Crypfococcus vi tht ca
bénh nhan nhiém Cryptococcus & hé thén kinh frung wong, chi khi fiéu phép ban diu
t ra khong phit hgp hodic duge chitmg minh khong hiu qué;
- Pidu tri duy tri viém mang nfio do Crypfococcus & nhitng bénh nhan AIDS, chi khi
liéu phép ban diu to ra khdng phi hop hode duge chimg minh khéng hidu qua.
Didu tri nhidm ném Histoplasma,
Didu trf duy tri nhiém ném Hisfoplasma chi & nhimg bénh nhan AIDS;
DPidu tri duy tri nhidm ném Talaromycosis (tewée dy 1a Penicillium) chi & nhiing
bénh nhin AIDS;
Didu tei nhifm ném Blastomyces;
Didu tri nhidm ndm Sporothrix, bao gdm mach bach huyét da/da va ngoai da;
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- Didu tri nhidm nim Paracoccidioides,
IR 4 R .
- Diéu tri nhiém ndm su Chromomycosis.

LIZU DUNG YA CACH DUNG

Ubng vign nang SPORAL agay sau khi &n no dé dat sy hép thu i6i da.
Phai nudt nguyén vién nang.

Phy khoa
P o A
Chi dinh Lieu
Piéu tri nhifm Candida fm dyo, dm h§

Thoi gian diéu tr
200 mg, 2 ln/ngay 1 ngay

hoiic hodc
200 mg, 1 lan/ngay 3 ngdy

Ngoai da / niém mge / ahfin khea

Chi dinh Litu Thi gian didu tr]
Didu 1 nhi€m ndm ngodi da 200 mg, | JAn/ngay 7 ngay
hodc hodc
100 mg, | ln/gay 15 ngay
Diéu irj nhiém nim ngodi da ¢ cdc ving 200 mg, 2 lan/ngly 7 ngay
sting hoa cao nhur nhidm ndm & long ban hodc hodc
chén va lbag ban tay 106 mg, 1 ln/npay 30 ngdy
Bidu tr] lang ben 100 mg, 2 [An/ngdy 5-7 ngay
hodc
200 mg, 1 ln/ngay
Bitu b nhifm Candida ¢ miéng 100 mg, 1 lan/ngdy }5 ngay
Didu tri viém giac mac mat do ném 200 mg, | lin/ngay 21 ngay
Nén diéu chinh théi gian
didu trf theo dap img 18m
shng.

NAm méng do devmatophyte va/hoiic nint men

Nam méng Lidu va thoi gian didu tri

Pidu tri cich quing

Mot dot diu tri 14 2 vién nang 2 lan/ngay (200 mg
2 linfngay) trong mot tudn. Khuyén cio dimg 2 dot
didu tri cho nhifm ném moéng tay, va 3 dot didu i
cho nhidm nAm mang chan, Cac dot didu ti ludn
cach nhau 3 fudn khong ding thude, Dép img lam
sing 58 dugc thdy rd khi méng phat trién trér 1gi sau
khi ngimg didu tri.

Vi trf pam méng Tudn 1 [Tudn 2 [Tudn 3| Tudin 4] Tudn 5[Tudn 6 | Tun 7 Tuén 8 | Tuan 9
Néam mang chin cé |Bot Nhimg tuan khéng BPot 2 | Nhitng tudn khong dimg | Bot 3
fode khong ¢d ndm diing itraconazole ftraconazole
mong tay
Chi ndm mong tay gt | Nhitmg tudn khong Bt 2
ding itraconazole
Nim mbng Lidu Thoi gian didu tri
Biéu uf fién tuc
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Nim méng chén cd hojic khing cd ndm méng tay

200 myg, |
tn/mghy

3 thang

Su thai 1111co13a70|c khoi th chite da va moéng chidm hon sy thai tr khoi huyét tu(m[,
Dép tng t6i wu vé 1am sang va ndm hoc dat duge 2 dén 4 tudn sau khi két thic didu bri nédm
da v& 6 dén 9 thang sau khi két thic didu (ri ndm méng.

Nim foan than

Chii dinh

Litu

Thoi gian diu
tri trung binh!

hi chi

Biéu tri nhiém
Aspergilius

200 mg, | lan/ngay

2-5 thang

Tang lidu 18n 260 mg, 2
(At mdi ngay lrong trudmg,
hop bénh xam ldn hodc
lan toa,

Piéu trj nhiém
Candida

100-200 mg, 1 lan/ngay

3 fudn - 7 thang

Tang liéu 18n 200 mg, 2
1An ngdy, trong
truomyg hop bénh xAm l4n

roi

hodc lan tda.

Du phong nhiém nim
& bénh nhan suy giam
midn dich bi gpiam
bach cdu trung tinh
nghiém trong

200 mg, 2 lan/ngay

Téi khi kha ndng
mién dich hoi
phuc?

Khai ddu -3 ngay frudc
hoic iai thoi didm bt ddu
hoa tr] cho téi khi giam
bach cdu trung tinh duoc
didu tri.

Diku trf nhiém ndm
Cryplococcus NEoai
mang nio

200 mg, 1 ldn/ngay

2 théng -1 nam

Piéu trf vidm mang
nfo do Cryplococcus

200 mg, 2 lan/ngdy

Z thang -1 nim

Histoplasma

200 mg, 2 lAn/ngay

Viém mang nio do 200 mg, 1 lan/ngay Téi khi kha ning
Cryptococcus (didu mién dich héi
tri duy tri chi & bénb phuc’

ahan AIDS)

Diéu tri nhidm 200 mg | lan/ngay ~ 8 théng

Nhiém Histoplasma
(didu tr] duy tri chi &

200 mg, 1 lin/nghy hodic
2 lan/ngdy

Téi khi kha ndng
mién dich hoi

Blastomyees

200 mg, 2 lan/ngay

bénh nhin AIDS) phie?
Nhiém 200 mg, 1 lin/gay hodc | Tdi fchi kha ning
Talaromyicosis (trude 2 {An/mgdy mién dich hoi
day 14 Penicillium) phuc’
(didu trj duy tri chi &

bénh nhin AIDS)

Piéu trj nhidm 100 mg, | lan/ngay- 6 thang

Diéu tri nhiém
Sporothrix & da va
mach bach huyét da

100 mg hodic 200 mg,
1 lAn/ngay (1én thuong
1dp trung}
hodc
200 mg, 2 lin/mngdy (t3n
thuong lan rng)

3 thang (i 6
thing

Didu trj nhiém

200 mg, 2 An/ngdy

12 thang
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Sporoihrix npoat da

Biéu trj nhiém 100 mg, i lAn/ngay 6 thang Chua c6 di ligu vé hiéu
Paracoccidioldes qud  ctia  vién  nang
SPORAL véi lidu nay
wong,  didu  rf  nhigm
Puaracoccidioides & bénh
nhin AIDS,

Diéu tri nhiém 200 mg, | lin/ngay 6 thing
Chromomycosis

A~ qtA B e s o h . - ~ \
PNén didu chinh thot gian dicu tri theo dép (mg 1am sang.
s 47 A oo A \ A e % b
2 Théi gian didu tr nén dua trén tinh trang phuc hot kha niing mién dich.

Nham bénh nhin ddc bift
Tré em

D 1iéu [Am sang vé viée str dyng vién nang SPORAL trén bénh nhén nhi con han ché.
Khong nén ding vién nang SPORAL cho bénh nhan nhi trr khi x4c dinh loi ich didu tr
vuot trdi nguy eo cé thé xay ra. (Xem Cdnh bdo va Thén trong.)

Nguwdi cao tudi

Dit fiéu 1am sang vé viée st dyung vién nang SPORAL trén ngutri cao tudi con han ché. Chi
nén sir dung vién nang SPORAL trén nhu"ng bénh nhén nay khi xdc dinh loi ich didu tr
vuot 1rdi nguy co ¢d thé xay ra. N6i chung cdn cin nhic khi chon lidu cho bénh nhan cao
tudi tuong Gng voi tan s6 cao hon suy gidm chire niing gan, thén, hojc tim va céc bénh
dang méc hoiic cée thube khac dang st dung. (Xem Cdnh bdo va Than trong.)

Suy gan

YT A sa 5 - Y A 7 n A n
Dif Héu vé vige sir dung itraconazole dudmg udng cho bénh nhin suy gan con han ché, Nén
than trong khi str dung thubc che nhitng bénh nhin nay. (Xem Bdc tinh duge déng hoc -
Nhoém bénh nhén dic biét, Suy gan.)

Suy thin

Dir lidu vé viée st dung itraconazole dudng uong cho bénh nhén suy thén con han ché.
Nong d6 itraconazole ¢4 thé thép hon & mét sb bénh nhén suy than. Nén than trong khi sir
dung thude cho nhitng bénh nhan ndy va ¢6 thé can nhic didu chinh liéu.

CHONG CHI BINH

o Khong ding vién nang SPORAL 6 nhiing bénh nhén da biét qud man voi itraconazole
hodc véi bt ki thanh phén ndo cua thude.

s Chéng chi dinh ding déng thdi mot sé thude 12 co chét cua CYP3A4 véi vién nang
SPORAL. Do ding dong thdi véi itraconazole, ndng db trong huyét tuong cia nhﬁ'ng
thube ndy tang cao, c6 thé 13m ting hofic kéo dai tdc dung didu tri va phén tmg bét loi
dén mic co thé xay ra cdc iruvdng hop nghiém trong. Vi dy. ndng dd cao irong huyét
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tuong (.LI'I mdt sb thube nay ¢d thé din t&i kéo dai khoang QT va logn nhip thét bao
gdm xodn dinh, mdt chimg logn nhip tim c6 thé gy wr vong. Mét sé vi du cy thé duge
ligt k& & muc Twong tic thide.

- Khbng nén ding vién nang SPORAL cho bénh nhin co bing ching rdi foan chitc nang
taim thit nhu suy tim sung huyut (CCHF) hofic ¢o tidn st bj CHF ngoat trir trudmg hop ¢o
nguy hai dén tinh mang hojic bi ahiém khufn nang. (Xem Cdnh bdo va Thin trong.)

«  Chdng chi dinh ding vién nang SPORAL cho phy nit ¢o thai (agoai trir nhiing frudmg
hop de doa tinh mang). (Xem Phy nif ¢6 thai. Cho con bir va Kha ndng sinh san.)

Phy ni ¢6 kha nang mang thai dang ding SPORAL nén thin trong ngira thai, Nén tiép
tue st dung céac bign phdp tranh thai hiu qué cao sau khi két thic didu tri véi SPORAL
cho &1 ky kinh ké tiép.

CANH BAG VA THAN TRONG
Anh hwéng trén tim

I‘nong mot nghién ctru teén nhimg ngudi tinh nguyén khoe manh st dung SPORANOX 1V,
da thay pidm phan sudt tong mau thét trdi thodng qua khong ¢6 trigu ching va hoi phuc
trude 1An truyén Héu t:ep theo. Méi lién quan 1am sang cla nhiimg anh hudng ndy v&i dang
bao ché dung dudng udng chua duoc biét dén.

liraconazole cho théy ¢6 hidu mg co bop co tim dm va SPORAL c6 lidn quan dén nhiing
bdo cao suy tim sung huyét. Suy tim duqc béo cdo thudng xuyén hon trong cic bdo cao wr
phat & nhiing bénh nhén ding tidu tdng cong 400 mg/ngdy so v6i nhom ding tbng lidu
hang ngay thép hon, vi vAy nguy co suy tim cé thé ting khi tong lidu itraconazole trong
ngay ting,

Khéng nén ding SPORAL ¢ nhung bénh nhin bi suy tim sung huyét hodc ¢6 tidn s suy
tim sung huyét triy khi loi ich didu trj vuo*t trbi nguy co. Déanh gid igi ich/nguy co theo timg
bénh nhin nén cin nhfic vé& nhitng yéu & nhu muc d6 nghiém trong cia chi dinh, ché do
lidu ding (vi dy tong ! idu hang ngay) va cde yéu tb nguy co cha timg bénh nhin déi voi
suy tim sung huyét, Nhimg yéu 6 nguy co ndy bao gdm bénh tim, nbu thiéu mau cyc b va
bénh van tlm bénh phdi ning nhu bénh phéi tic ngh&n man tinh; va suy thin va céc rbi
loan phit né khac, Nén théng bdo cho nhimg bénh nthén nay céc déu hiéu va trigu ching
clia suy tim sung huyét, nén thin trong khi didu tri va nén duge theo doi cac diu hidu va
tridu chirng suy tim sung huyét trong thai gian didu tri; nén ngimg SPORAL néu xuit hién
che diu higu hodc triéu chimg trén.

Nhitng thude chen (irc chéd) kénh calei c6 thé c6 hiéu tmg co bop co tim dm nén ¢d thé
cOng hop véi hidu img coa ltmconamle Thém nita, itraconazole co thé tic ché chuyén hoa
ctia thude chen kénh calei. Vi véy, cén than trong khi str dung dong thoi itraconazole vé
cée thude chen kénh calei vi 1am gia ting nguy co suy tim sung huyét (CHF).

LA x . A
Tiém ning twong tic thude

Dung déng thdi mdt 36 thude chuyén biét vai itraconazole ¢d thé din dén nhimg thay dai
hiéu qua cia itraconazole va/hode thude dung chung, de doa tinh mang va/hodc dot ti. Cac
thude bi chdng chi dinh, khdng duoc khuyén cao hofic khuyén sir dung thén trong khi két
hop voi itraconazole duge liét ké trong phin Tieong ide thuée.
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Mhay cam chéo

Co vét it thong tin dé cip dén nhay cam chéo giita itraconazole va cac thude khdng ndm

nhém azole khac. Cén than trong khi st dung vién nang SPORAL cho nhitng bénh nhin
nhay cam véi cac thube nhém azole khéc.

Bénh Iy thén kinb

N&u xudit hien bénh ly thin kinh ¢d hé do vién nang SPORAL, nén ngimg didu tri.

WAt thinh lye

Bénh nhin str dyng itraconazole duge ghi nhin 13 ¢6 thé bi mét khi niing nghe tam thoi hay
vinh vién, Mt vai bdo cdo ndy co sir dung dbng thoi qumldmc 14 thudc bi chéng chi dinh
ding chung (Xem Chong chi dinh). MAt thinh lwe thudng hdi phuc khi npimg didu tri,
nhung ¢6 thé kéo dai & mdt s6 bénh nhin.

Dé khang chéo

Trong nhiém Candida todn thin, néu nghi ngdr cac ching Candida dé khang fuconazole,
thi khong thé cho ring né nhay cam véi itraconazole, vi vay khuyén cdo nén xét nghiém
tinth nhay cam trude khi bét ddu diéu tri véi itraconazole.

Kha ning thay thé in nhau

Khong khuyén cdo s dung thay thé gitta vién nang SPORAL va dung dich ubng
SPORANOX. Do nbng d¢ thube 1a cao hon khi ding dang dung dich ubng so véi dang
vién nang v6i cling liéu ding.

Anh huwéng trén gan

Rét hiém iruom,, hop dbc tinh gan nghiém trong, ké ca suy gan cép gdy (I vong, khi ding
SPORAL. Héu hét nhitng truémo hop ndy 1a & bénh nhin co tién stv bénh gan, dd duge diéu
tri cho cac chi dinh nhifm ndm toan thin, c6 nhimg bénh 1y déng ké khac va/ilmc da su
dung nhunt, thubc khic cé doc tinh trén gan. Mat vai bénh nhin khong c6 yeu tb nguy co
¢0 rang vé bénh gan. M4t vai trudng hop duge quan sat thiy trong thing didu tri dau tién,
k& ca trong tudn didu ui dhu tién. Nén theo d&i chirc nang gan & nhitng bénh nhén didu tri
v6i SPORAL. Hudng din cho bénh nhéin bdo cdo ngay cho béc st cdc déu hiéu va trigu
chimg goi v viém gan nhu biéng an, budn nén, nén, mét mai, dau bung hodc nudc tifu sdm
mau. Nhitng bénh nhén ndy nén duge ngung diéu trj ngay va cho lam xét nghiém chirc
ndng gan.

C6 it dir lidu vé vide s ctun;_, itraconazole dudmg udng & nhitng bénh nhin suy gan. Cln
thédn trong khi st dung thude cho nhitng bénh nhan niy. Khuyén cdo theo d&i chiic nang
gan cdn than & nhiing bénh nhan suy gan dang dung itraconazole. l“mng thir nghiém 14m
sang di quan sat thiy thai gian ban (hdi cua nmconafolc kéo dai sau khi uongD liéu duy nhi
vién nang itraconazole trén bénh nhén xo gan nén cAn than trong khi quyét dinh bit ddu
didu tri véi cac thude khac chuyén héa bdi CYP3A4,

O nhiing bénh nhén ¢ ting hodc bit thudmg men gan hofc bénh gan tién trién, hodc nhiing
ngudi d& bi dde tinh trén gan do céac thudc khée, khong nén ding SPORAL triy tinh trang
nghiém trong hofic de doa tinh mang ma lgi ich vuol tréi nguy co. Nén theo dbi chite ning
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gan cho nhiing bénh nhin di bi bt thudng chie nang gan trude dé holic dd timg bi dbc
tinh gan vai cac thube khac. (Xem Ddc tinh dupc dong hoe — Nhdm Bénh nhin dac biéi,

Suy gan.)
Gigm acid da day

Su hilp thu itraconazole tr vién nang SPORAL s& kém khi pidm acid da day. O nhiing bénh
nhin bi giam acid da day, hode do bénh (v1 du bénh nhén bi thiu toan dich vi) hodc do
thube ding chung (vi dy bcnh nhan dang ubng thude lam giam acid da day), nén ubng vién
nang SPORAL véi db uong, c6 tinh acid (nhu nude cola théng thudng). Nén theo ddi tic
dung khang ném va tang lidy itraconazole khi thit cin thidt, (Xem Twong tde thude va Bic
finh dwge dong hoc - Hap thit.)

Tré em

Dit fidu lam sang v& viée ding vién nang SPORAL & bénh nhi con han ché, Khong khuyén
cdo st dung vién nang SPORAL cho bénh nhi trir khi xde dinh loi ich ditu tri vuot trdi
aguy co c6 thé xay ra.

3 Aa
Ngwdi cao tudi

Dir tiéu 1m sang vé viée ding vién nang SPORAL & ngudi cao tudi con han ché. Chi nén
dimng vién nang SPORAL & nhifng bénh nhén nay khi x4c dinh loi fch didu trj vugt tdi
nguy co cb thé xdy ra. Noi chung, nén cin nhéc khi chon 1idu cho bénh nhin cao tudi, phu
hop vdi phin anh thn sufit 1én hon cta giam chirc niing gan, thn, hodc tim, v bénh ddng
thari hoic diéu trj bing thude khac.

Suy thin

C6 it dit lidu vé vige st dyng itraconazole dudng ubng cho bénh nhan suy than. Nbng dd
cha itraconazole cé thé th:"ip hon & mdt s6 bénh nhén suy than. Nén thén trong khi siv dung
thude cho nhitng bénh nhan ndy va cé thé can nhic didu chinh tiéu.

Bénh nhin suy gidm mifn dich

Trong vai bénh nhén suy gidm mién dich (w du giam bach cAu trung tinh, AIDS hofic bénh
nhan ghép tang), sinh kha dung duong udng ctia vién nang SPORAL co thé gidm. Vi vy,
lidu diing nén duoe didu chinh theo dap tmg lAm sdng & nhitng bénh nhin nay.

Bénh nhin nhiém nAm toan thin de doa tinh mang tie thi

Do dac tinh duge déng hoe (xem Dc (inh dirpe ding hoc), khdng khuyén cdo sir dung
vién nang SPORAL dé di¢u tr] khoi diu cho nhitng bénh nhén nhidm ndm toan than de doa
tinh mang tic thi.

Bénh nhin AIDS

Page 7632
Pl Sparal LT CODS 002023 v

34




Réc s7 nén danh gid su cin thiét cia didu tri duy tri khi sir dung vién nang SPORAL dicu tr
ahidim ném toan thin & bénh nhan AIDS va nhimg bénh nhan 6 nguy co tii phat.

Xo nang

Trén nhiing bénh nhén xo nang, dad quan st thdy su thay déi ndng dd didu tri cva
itraconazole vai dung cigch ubng itraconazole & lidu 8n dinh 2,5 mg/kg hai lin m&i ngay.
Nong, dd & teang (héi dn dinh > 250 ng/mL da dat duge ¢ l<hoan§, 50% bénh nhan trén 16
tu:di, nhung khong dat duge & bit ky bénh nhén nao dudi 16 tudi. Néu bénh nhan khong
dép ng vdi vién nang SPORAL, nén ciin nhdc chuyén qua fiéu phap didu tri thay thé khéc.

Théng tin vé mét vai thanh phin cha SPORAL

Vién nang SPORAL ¢4 chita 192,00 mg cdc hat dudmng hinh ciu. Bénh nhin mic cic rbi
loan di truyén hiém gap khong dung nap fructose, kém hip thu glucose-galactose hode
thidu men sucrase-isomaltase khong nén ding thude nay.

Néu ban dugce bac s§ cho biét minh khong dung nap dugc mdt vai loai dudmg, hiy lién hé
v&i bac s§ trude khi ding thude.

TUONG TAC THUOC

Itraconazole 13 mét thube ¢6 kha nang twong tac cao, Céc logi tuong tac khéc nhau va cac

khuyén céo chung ¢6 llen quan duoc md ta & dudi day. Ngodi ra, mot bang duoc cung cp

dé liét k& cic vi duy vé thude cb thé tuong tic vai itraconazole, duge sp xép theo nhém
thudc dé dé dang tham khao.

liraconazole dugc chuyén héa chi yéu bai CYP3A4. Céc chit khic ¢d chung dudng
chuyén héa nay hodc lam thay ddi hoat tinh CYP3A4 ¢6 thé anh huomng dén duge déng hoc
clia itraconazole. Ding ddng thoi itraconazole vdi cic chét gay cam Gng CYP3A4 manh
hodic trung binh ¢6 thé 1am gidm sinh kha dung cia itraconazole va hydroxy-itraconazole
dén mirc hiéu qua cla itraconazole ¢b thé bj giam. Ding ddng thoi vdi céc chét e ché
CYP3A4 manh hodc trung binh ¢ thé lam ting sinh kha dung cia itraconazole, dibu ndy
¢é thé [am ting hodc kéo dai tac dung duge Iy cha itraconazole.

Su hép thu itraconazole dudi dang bao ché vién nang gidm & nimng dbi tuong c6 acid da
day gidm. Céc thudc lam glam acid da day anh hudng toi su hip thu ttraconazolc dudi
dang bao ché vién nang. Khuyén céo dimg vién nang itraconazole véi mt foai db udng cb
tinh acid (vi du nudce cola théng thudng) trong khi ding ddng thoi vai cac thude tam giam
acid da day dé ngan nglra anh hudng nay. (xem Canh bdo va Than tr ong)

ltraconazole va chit chuyén hoa chinh eta 06, hydroxy-itraconazole 13 cac chat e ché
CYP3A4 manh. liraconazoie 1a mdt chét Ge ché van chuyén thube bai P-glycoprotein va
protein tre ché ung thu vl (BCRP). ltraconazele c6 thé tc ché chuyén hoa cha cac thube
duoc chuyén hoa béi CYP3A4 va ¢o thé Gc ché van chuyén thube bai P- glycoprotem
va/hodic BCRP, didu ndy cb thé din dén tang ndng d6 trong huyét tuong cla cac thube nay
va/hoiic cdc chit chuyén héa cd hoat tinh ctia céc thude nay khi ching duge diing cling vdi
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itraconazole. Sy ting ndng do trong huyét twong nay cb thé ting hoac kéo dai ¢& tac dung
didu tri va khéng mong mubn ciia cac thude ndy. Déi v4i mot sb thube, diing clng vdi
itraconazole ¢6 thé din dén g ;:,mm ndng db trong huyét tuong cla thude hodc cta phan phin
ttr c6 hoat tinh cta thube. Pitu ndy ¢o th 1am giam hidu qua cla thude.

Sau khi ngimg didu trj véi itraconazole, cdc ndng d6 thube ong huyet twong giam dudi
gi6i han ¢ thé phat hién duge trong 7 dén 14 ngay, phu thude vao fide va thdi gian didu
tri. Trén cde bénh nhin xo gan hode céc dbi tuong ding cac thubc e ché CYP3A4, ndng
dd trong huyét twong gidm chdm hon, Didu nay dic bigt quan trong khi xem xét bit dau
didu tri v6i che thude ma chuyén hoa eda nd bi dnh hudng boi itraconazole.

Ap dung cac khuyén cdo chung sau ddy, triv khi cé khuyén cdo khac véi trong bing:

‘Chéng chi dinh’: La loai thude khéng duge ding déng thai véi itraconazole trong mei
trudmg hop. Didu nay &p dung cho:

o Cac co chit ciia CYP3A4 ma cé ndng do trong huyét tuong bi ting cd thé 1am ting
holde kéo dai tae dung didu trj va/holic phan Gng bt loi dén mic o thé xdy ra cdc
truemg horp nghiém trong. (em Chéng chi djnk)

o ‘Khong khuyén céo’: Nén tranh str dung thude, trir khi loi fch vugt trdi kha ndng gia
tang nguy co. Ncu khong thé trinh viée ding ddng thoi, khuyén cdo theo doi 1Am sang,
v dudmg nhu cin thidt didu chinh lidu 1traco1aa¢olt, va/hofic cac thude ding dong thot.
Khi ¢6 didu kién thich hop, khuyén cdo nén do ndng do trong huyét tucmg Didu nay ap
dung cho:

o Chéit giy cam tng CYP3A4 manh hofc trung binh: khéng khuyén cdo tir 2 tudn
trude va trong qud trinh didu tri vai 1tr1c0na?0§e

o Chc co chit coa CYP3A4/P-gp/BCRP ma cd ndng do bi ting hofic giam trong
huyét tuong dan dén nguy co quan trong: khéng khuycn céo trong va sau 2 tudn
diéu trf véi itraconazole.

e ‘S dung thén trong™ khuyén cdo theo ddi chn than khi ding thude ddng thoi voi
itraconazole. Klu dung chung, cac bénh nhén dugc khuyén céo theo doi chat ché va
dwomng nhw 13 can thiét dicu cium lidu clia itraconazole vashodc thudce ding phéi hop.
Khi thich horp khuyén cio do ndng d trong huyét twong. Piéu ndy 4p dung cho:

o Thudc gay giam acid da ddy (chi dp dung vdi vién nang itraconazole)

o Chét trc ché CYP3A4 manh hodic trung binb

o Céec co chit clia CYP3A4/P-gp/BCRP ma co ndng d6 bi ting hodc gidm trong
huyét twong dan dén nguy co lién quan trén 14m sang

Danh sich cac vi dy rong bang dwdi day chua ddy du va do d6 nén tham khéo nhan cla

mdi thube duge diing clng voi :tmr.,onazole dé biét thém théng tin lién quan vé dudng

chuyén héa, tuong tic, nguy cu tidm 4n va c6 cac hanh déng cu thé khi ding dong thoi.

Céc thude duge liét ké trong bang nay dua rén hoiic cdc nghién oty tuong tic thudc hoje

céc ca bio cdo, hodc cac twong tde tiém tang dua trén co ché cia loai tuong Lac.

Vi ¢y cie thude theo Anbk hudng tim thng/dy | Nhin xét Mm shag (xem phia trén GE bigt thém
shém kién 18n néng 3§ thubc (xem | théng tin)

phin ghi chi bén duei aé

bidt thém théng tin)

Thudc chen alpha

Alfuzosia [CAlfuzosin Cpae (11), AUC | Khéng khuyén cdo trong vi sau 2 tudn didu irj voi
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r - £
¥i dy cac thuoe theo
nhom

Anh huwdng tidm  tngldw
kin i8n ndng 4§ ihube (xem
phin ghi cht bén dudi aé
bift thém thing tin)

Nhan x6t 1im shng (xem phia trén @& bidt thém
ihong tin}

11r itrnconazole. Gia tang nguy co cac phan g bat
Sifodosin Siladosin Cmas (17)  AUC | lgi tign quan dén alfuzosin/sitodosin/tamsulosin®,
(e
Tamsulosin Tamsulosin Come (173 AUC
iy
Thube giim dau )
Alfentanil Alfentanil  AUC (17 t6i | Sir dung thdn irong, theo dBi cie phan &ng biit 1gi
T lién quan dén thude giim dav?, ¢b thé chn gidm
Buprenorphine (tinh | Buprenorphine  Crue {(tTh lidu cita
mach va dudi ludi) AUC {11 atfentanil/buprenorphine/oxycodone/sufentanit.
Oxycodone Oxycodone Cuax T, AUC 11
Sufentanil Tang bdng d§  sufentanil
{mire d¢ cinrg bigy*®
Fentanyl Fentany! tinh mach AUC | Khong khuyén cdo trong va sau 2 tudn dicu trj voi
(1P itraconazole. Gia ting nguy co cdc phan ng bit

Ting ndng d cua cic dang
khic cha fentanyl (mie dg
chura bigt)»®

foi Hién quan dén fentanyle.

Levacetylmethadol
(levemethady!)

Levacetylmethadol Cou (TT)
AUC (TT1F

Chéng chi dinh trong va sau 2 twan didu 1] voi
Hraconazole. Gia ding nguy <o céc phin ong bét
lgi lign quan den Jevacetylimethadol nhy kéo dai
khosng QT va xofn dinh,

Methadone

(Rymethadone  Cung

AUC (1)

.

Chénp chi dinh trong va sau 2 tvan didu tri véi
itraconazole. Gia ting nguy co cac phan g bai
lgi® lign quan dén methadone nhu suy piam hd ndp
1idm tang cd thé de doa tinh mang, kéo dai khoang
QT va xofn dinh.

A X .
Thuée chong loan mhip

Digoxin

Digoxin Cres 7. AUCT

Sir dung thin rong, thee dbi cée plmn wng bat loi
lign quan dén digoxin, cd thé cin giam liéu ciia
digoxin®,

Disopyramide

Tang ndng do cua

disopyramide (171

Chéng chi dinh wong va sau 2 tudn didu tri voi
itraconazole. Gia ting nguy co cic phan tng bét
lgi lign quan dén disopyramldc nhu loan nhip
nghigm trong bac gbm xodn dinh.

Dofetilide

Dofetilide Cox (1), AUC (1)

Chéng chi dinh trong va sau 2 tndn didu trj véi
iraconazole, Gm ting nguy co cac phan ing bit
foi tien quan dén dofetilide, nhwr logn nhip thit
nghiém trong bac gdm xodn dinh.

Dronedarcne

Dronedarone

AuC Ty

Conax (TTT)‘

Chéng chi dinh trong va sau 2 tudn diéu tri véi
itraconazole. Gia ting nguy co céc phan ing bét
ig7 lidn quan dén dronedarone, nhu kéo dai khodng
QF va tr vong do bénh tim mach,

Quiniding

Quinidine Cpax {, AUC 11

Chong chi dinh trong va sau 2 wdn didu ti voi
itraconazole, Gia ling nguy co cic phan tng bt
Igi lign quan dén qmmdmc. nhu kéo dai khodng
O, xoén dinh, ha huyé 4p, 19 180 va mé sang.

Khing sinh
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r . A
Vi du che thuoe theo
nhém

Anh hwéng tifm  Ging/dy
kifn 1an ndng d8 thude (xem
phin ghi ché bén dudi ¢é
bidt thém théng tin)

Nhis xét 1im sing (xem phia trén 4é bidt thém
théng tin)

Bedaquiline

Bedaquiling Cas {3), AUC
(1) trong ? tudin bedaguiline
fidu mét lAn mat ngay®

Khéng kimyt,n cao, khong §\huycn céo dimg déng
thisi hon 2 tudn ¢ bit ky thdi diém ndo trong khi
clung, bedaguiline: gia tang nguy co che phan ting
bat lod lign quan dén bedaquiline®.

Ciprofloxacin
Grythromycin

ltraconazole Cuax T, AUC T

Str dung thin tropg, theo dBi cde phan fmg bt g
cria itraconazole, cé thé cin gidm lidu itraconazole,

Clarithromycin

Tang nong dd clarithromyein
(mitc d cha biétyh
Itraconazole Cumax J. AUC T

Sir dung than trong, thea dai cae phan fmg bat lgi
fign quan ti itraconazele vi/hogic clarithromycin®,
et (hé cin pgiam lidu itraconazole vd/hoje
clarithraomyecin.

Delamanid

Trimelrexate

Tang néng 46 delamanid
(mire dd chua bidty
Ting nbng 46 trimetrexate
(mirc 48 chua bu,t)*‘“’

Sir dung than frong, theo dai cac phin (ng bt loi

ciia delamanid/trimetrexates, ¢6 thé cin gidm lidu

delamanid/rimetrexate.

Isoniazid Isoniazid: néng dd | Khong l\huycn cdo tr 2 twhn trude va trong qué
itraconazole (JL1)° trinh didu i Vi itraconazole, hifu qua cta

Rifampicin Rifampicin: itracenazole | itraconazale ¢d thé bi giam
AUC L)

Rifabutin Tang nong 44 rifabutin (mie | Khong khuyen Ao tir 2 tudn trude, trong va 2 tufin
35 chua bigty® sau khi didu 1#f voi itraconazole. Hidu qui coa
ftraconazole: Cuz {1, AUC | itracomazole co thé giam va gia ting nguy oo chc
i phan tmg bat loi lién quan dén rifabutin®,

Telithromycin Trén cde 461 twong Kkhoe Chéng chi dinh tsén cde bénh nhin suy gan ndng

maniy: telithromycin Coas T,
AUC T

Trén bénh nhdn suy thén
nang; telithromycin
AUC(11)r

Trén bénh nhdn say gan
ning:  thng nbng  dé
telithromycin (mire dd chua
bidtye

hogc suy thin ning trong va sau 2 tudn dida e véi
itraconazole, gia ting nguy co cdc phin g bét lgi
fién guan dén teh:l\lmn),fcmC nhw dée trén gan, kéo
dai khodng €7 va xofn dinh,

S{r dung thén trong trén cac déi tuong khéc: theo
ddi cac the dyng khong mubn do telithromycin, cd
thé chn giam lidw telithromycin,

Cée thubc chbng ddng vi chdng két tip titu clu

Apixaban Apixaban Canx (7). AUC(1)* | Khong khuyén céo trong va sau 2 tuén didu 1ri Vi
Edoxaban Bdoxaban Cuss (Th AUC (1) | itraconazole, Gia ting nguy co céc phdn dng bt
Rivaroxaban Rivaroxaban Coe (Tl lgi Yidn quan dén apixaban/edoxaban/rivaroxaban/
AUC (T Lo T vorapaxar,
Varapaxar Vorapaxar Cuae (1), AUC
i
Cac  coumarin  {nhu | Tang ndng dé che coumarin | Sty dung thdn trong, theo ddi céc phan img bat loi

warfarin}

Cilosiazol

{nfir warfarin) (infre ¢8 chua
bidt)s
Cilostazol

(ary

Cmae (1), AUC

cla céc coumatm/u]ostazo!‘ ¢t thé ¢n giam lidu
cic coumarins/cilostazot,

Pl osporad_LT CONS 0902023 1
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Vi dy cde thube thee
nldimn

L o oA

Anh lueéng tem  thngldy
'y » n A

kifu 1o ndng df thudc (xem
b3 s ¢ " es ak

phan phi chd bin dwdi &
14 A n i

bitt thém théng lin)

Nhdn xét 1am shng (xem phin trén aé biét thém
thbng tin)

Dabigatran Dabigatran L (11), | 8ir dung thaa trgng, theo doi cée phan img bt 1gi
AUC(11Y cia dabigatran®, c6 1hé cfin piam Héu dabigatran

Ticagrelor Ticagrelor Conax {11), | Chéng chi dinh frong va sau 2 udn diéu e véi
AUC (111 itraconazole. Gia {Ang nguy co cde phan (g bt

lgi lién quan dén ticagrelos, nhu chay méu.

Thude chéng co pifit

Carbamazepine Noug A8 carbamazepine | Khong khuycn cho tir 2 tuan trde, trong va 2 tudn
(e sau khi diéu trf vai itraconazole. Higu qui cia

Nong d8 firaconazole (1 L)*®

itraconazole ¢é thé bi giam va gia ting nguy co
chc phan dmp DA loi  lién  quan dién
carbamazeping®.

Phenobarbital

Phesytoin

Phenobarbital:  nong 40
itraconazole (L
Phenytoin: itraconazole AUC

$i

Khong khuyén cdo tir 2 fufin trnde vi trong quéd
iinh didu rf vdi itracomazole, Hifu qui cia
itraconnzole c6 the bi gidm.

rN & A 3 A
Fhuoe ching tidw dwdn

.

Repaglinide
Saxagliptin

Repaglinide Cyux T, AUC {
Saxagliptin_ G (3T)
AUCITY

Su dung théin trong, theo ddi cic ph‘m mlg bt lgi
coa repaglinide/saxagliptin®, cd thé cn giam Héu
repaglinide/saxagliptin

A P £
Thuae tri giun san, chb

A A »
g nam vi ching don bie

Artemether-
lumefanirine

Quinine

Artemether Cow (17}, AUC
an

Lumefantrine Cus (1) AUC
(ar

Quinine Cpgy <+, AUC T

Sir dyng thin trong, theo dai cac phan dng bl loi
do artemether-lwmefantrine/quinine’, Tham Ichao
nhiin dé bibt thém thdng tin.

Halofantrine

Tang nong dd halofantrine
(mirc 40 chira bisy

Chéng chi dinh trong vi 2 tuan sau khi didu trf vai
itraconazole. Gia ting nguy co cée phén bng bét
li lién quan dén halofanirine, nhw kéo dai khodng
QT va loan nhip din dén tir vong.

Isavuconazole lsavuconazole  Cmm (<2} | Chéng chi dinh trong va 2 tudn sau khi diéu trf voi
AUC1TTYP itraconazole, Gia ting nguy co e phan Gng bt
foi lign quan dén isaviconazole, nhu’ chc phan fmg
bt loi trén gan, cic phin mg qud mén v dde tinh
bae thai-phdi thai,
Praziquantel Praziquantel  Cmax  {(IT), | Sir dung thdn trong, theo doi cée phan (g bt loi
AUC {1y cia  praziquaniel’. cé thé  cAn piam lidu
praziguantel.
Thude khéng histamin
Astemizole Astemizole Crax (1), | Chéng chi dinh trong va 2 tuan sau khi digu tri véi
AUC Ty itraconazole. Gia tAng nguy oo cdc phan (ng bt

loi lign quan dén astemizole, nhtr kdo dai khoanyg
QT, xoén dinh va loan nhip (hét khac.

Bilastine Bilastine Cpuos (11), AUC (1)* | St dung thiin trong, theo dbi cdc ph'm {ing bit lgi
Ebastine Ebastine Co 11, AUC T ciia bilastine/cbastine/rupataditic®, 6 thé cin gidm
Rupatadine [Ang ndug 46 mpatadine liéu bilastine/ebastine/rupatadine.

(It
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Vi dy ede thube theo

Anl hudng titm  thna/dy

NhAn xée Him sing (xem phia trin aé bidt thim

nhém Kifr 180 ndng 48 thude (xem | théng tin)
phin ghi ehd bén dwoi aé
biét thém théng tin)

Mizolastine Mizolastine Crnox 1) Chbng chi dinh trong v 2 {uan sau khi dicu tej véi
AUC (1P ittacenazele, Gia ting nguy co cac phan (g biit

Igi Tidn quan dén mizolastine, nhu kéo dai khoang

QT.

Terfenadine

Tang ndng do terfenadine
(rstire d§ chua bidt)®

Chdug chi dinh trong va 2 tudin sau khi difu ti] vai
itraconazole. Gia ting nguy co ede phin ing bat
lgi lign quan dén terfenading, nhu kéo dai khodng
QF, xofin dinh va loan nhip thét khac,

rgn A I r . X
Thudc chong dau nda dau

Eletriptan Eletriptan Claax {11}, | S dung thdn trong. 1ht.0 doi cac phan dng bat lgi
AUC (T clta cletriptan®, cd thé cén gidm ldu eletriptan.

Chac  ergot  alkaleid | Ting ndng 46 chc ergot (hong chi dinh trong va 2 tuan sau khi didu tr véi

(niur alkatoid (mire 4 chua bid)er | itraconazole, Gia ting nguy co cic phan tbg At

dihydroergotamine, ot lién quan dén ergot alkaloid, nhu ergotism,

ergometrine,

ergotamine,

methylergometrine}

Thude didu trj ung thw

Bortezomib Bortezomib AUC ()" St dyng thin trong, theo ddi cic phan ung bat lgi
Bremuximab Brentuximab vedotin AUC | cita céc ﬂumc didu j ung thu®, ¢6 thé can giam
vedotin (e lidu thude didu trj ung thu,
Busulfan Busulfan Cpax 1. AUC T
Ell()tlﬂib EliOflﬂib Cm:\x {T?), AUC (?)J
Gefitinib Gefitinib Coex T, AUC T
Imatinib Imatinib Cune (1), AUC (T
Ixabepilone Ixabepilone Cmax (¢}, AUC
(e
Nintedanib Nintedanid Ciax (13 AUC
ar
Panobinostal Panabinostat Ceax (1), AUC
Pemigatinib e
Pemigatinib Ceer . AUC
Ponatinib 1
Ruxolitinid Ponatinib Cua (1), AUC (1)
Ruxolitinih  Coax , AUC
Sonidepib 1y mas (1)
Tretinoin (uong) Sonidegib Cuex (1), AUC
. (e
Vandetanib Tretinoin Cpa (1) AUC (1Y
Vandetanib Cpex ¢, AUC T
ldelalisib Idelalisib Cruax (T}, AUC (1 | Sir dyung than trong, theo ddi cée phan {ng bt lqi

Tang nong, d6 itraconazole
trong §1Lsyet thanh (nitre d6
ehra big)»®

lién quan dén itraconazele vaMojc idelalisib’,
thé chn giam lityu itraconazole va/hofe 1de|al|sxb

P Sporal LT CCDS 09hm2033 vl
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r » A
Yi dy cic thuoe theo

Anh huwimg tidm tang/dw

Mhdn xét Jam shng (xem phia tréa 48 biét thém

nhom %idn 180 ndng ) thube (xem | thing tin)
phin ghi o bén dwéi aé
biét thém théng tin)
Axitinib Axtitinib Cuas (T3 AUC (11)* | Khong khuyen cho trong va 2 tudn sau diéu tri vm

Bosutinib
Cabazitaxel
Cahozantinib

Ceritinib
Cobimetfinib

Crizotinib

Dabrafenth
Dasatinib

Docetaxel
Entrectinib
Glasdegib
Ibrutinib
Lapatinib
Nilotinib
Olaparib
Pazopanib
Sunitinib
Talazoparib

Trabectedin

Trastuzumab
emtansine

Vinca atkaloids

BOSll[iﬂib Cnmx (?TT)» AUC
ar

Cabazitaxel Cow (<), AUC
((m-}}“

Cabozantindd Cama (<), AUC
(1)

Ceritinily Coe {Th AUC {1
Cobimetinib Cuex 1. AUC
1

Cl‘izotinib Cm;w (T)v AUC
iy

Dabrafenib AUC (1)°
Dasatinib Coms {11), AUC
(i

Docetaxel AUC (<> 188 11)°
Entrectinib Cmwe 1, AUC

Tt

Glasdegil Crmax (1), AUC
(e

tbrutinib Cwax {1111), AUC
ey

Lapatinib Cuwe {(11). AUC
(e

Nilotinib Coa {Th AUC (110"
Olaparilt Cnax T, AUC 11
Pazopanib Cone (). AUC
(tr

Sunitinid Crax (1) AUC ()
Talazoparib Couw T, AUC T
Trabectedin Cpae (1), AUC
{qr

Tang néng dé trastuzumab
emtansine {mitc 4 chua
biét)-®

Tang ndng dj vinea alkaloid
fmbc 46 chua bidrp®

ftraconazole. Gia ting nguy co cac phan tng bit
loi 1ién guan dén thude didu 5 ung thir,

‘\J(,oal a

E)ol véi cabazitaxe!, milc dit sy thay déi cdc thong
sé dwoc dong hoc khéng ¢d ¥ nghfa ﬂmnf, kc trong,
mét nghidn ey twong tac thube lidu thip véi
ketoconazole, quan sdt thdy mol sy bién thién lén
trong két qui.

D vai ibrutinib, tham khde vhin d& biét thém
thang tin.

Regorafenib

Regorafemb AUC (1§ thong
qua wde lwong chit mot phin
cé hoat tinh)*

Khong Lhuyen cho trong va 2 tudn sau didu trj véi
itraconazole., Hifu qui ctia regorafenib cd thé bj
gldm.

Irinotecan

Tang nong, 39 irinotecan v
chiit chuyén héa b hoat tinh
ciia nd {mike d6 chua bido

Chéng chi dirh trong va 2 tuln sau khi diéu trj vdi
itraconazele. Gia ting nguy co cAc phan tUng bt
lgi lién quan dén irinotecan, nh nguy oo tidu chay
va (¢ ché tly de doa tinh mang tiém tang.

Mobocerlinib

Mobocertinib  Caax T 1.
AUC 1 4 ¢

Chéng chi dinh trong va 2 tudn sau khi didu tri v
itraconazole. Gta thng npuy co cic phén fmg bét
Igi lién quan dén mobocertinib®,

Venetoclax

Venetoclax Cpas (111). AUC
(FeTy

Chdng chi dinh cho bgnh nhén Lo xé i kinh dong
lymphe/ u fympho t& bao nha trong giai doan bl
diu/chinh  lidu/ting lidu coa Vene%ocfah Néu
khéng thi kadng Lhuyu.n cho dimg trong subt diéu
& va 2 twdn sau khi didu bang itraconazole”.

Thude ehbng logn than, thude an than va thude ngi

#1 Sparal LT_CCDS 80fun2623 vt
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Vi du cic thube iheo
nhém

Anh hwdng tiém Gug/idy
kidn i6u ndung dd thude (xem
g)h'ﬂn ghi chii b&n dwdi aé
hidt thém thong tin)

Midn xét tm shng (xem phia (rén dé bift thém
thing tin)

Alprazolan Alprazolam Cpe +, AUC 11 | S0 dung lhgm trgng, theo d6i cac phan dng bét Jpi
Aripiprazoic Aripiprazole Co T, AUC 1 lién quan dén thube chong loan thin, t!woc an thin
Brotizolam Brotizolam Cuas ¢, AUC 11 { holic thube ngat, co thé cin giam lidu cac thube
nay,
Buspirone Buspitone Coae 7771, AUC
Cariprazine 1111
Cariprazine (11"
Haloperidot Haloperidal Crex T, AUC T
Midazolam {finh Tang ndng d& midazolam
mach) {ttnh mach) 11
Perospironc Perospirone Cawe 117, AUC
M
Quetiapine Quetiapine Cypay (T1), AUC
ey
Ramelteon Ramelleon Cu {1}, AUC
ar
Risperidone Tang ndng 46 risperidone 1°
Suvorexnnt Suvorexan! Cne (1), AUC
amn
Zopicione Zopicione Coum [ AUC H
Lurasidone Lurasidone Cas (111), AUC | Chéng chi dinh trong va 2 tuan sau khi didu trj voi

(e

itraconazole. Gia ting nguy ¢o cic g)lmn tng bét
lm tién quan dén turasidone, nhu ha huyét ap, suy
tudn hoan, hdi chimg ngoai thip nghiém trong, co
gldi

Midazolam (adng)

Midazolam (ubng} Cuy T 16

Chong chi dinh trong vi 2 tudn sau khi diéu tri vai

(e

11, AUC 17 161 1717 itraconazote. Gia ting nguy co cdc phin (g bét
loi lign quan dén midazolam, nhur suy hé hip,
nplmg tim, hén mé vé an lhan kéo dai,

Pimozide Pimozide Caae (1), AUC Chong chi dinh trong v 2 ttAn sau khi didu tri véi

e itraconazole, Gia tAng nguy co cic phan {mg bét
191 lign quan dén pimozide, nhu loan nhap tim. co
thé litn quan dén kéo dai khoang QT va xoén dinh.

Sertindole Ting ndag 43 sertindole Chdag chi dinh trong va 2 tuan sau khi didu trj voi

{mirc d§ chira b:et)‘Lb itraconazole. Gm ting nguy <o céc phén Gng bt
lai fién quan dén sertindole, nhu kéo dai khoang
QT vé xofn dinh.

Triazalam Triazolam Cume + 161 11, | Chéng chi dinh frong va 2 tuAn sau khi didw trf voi

AUC 7161 1117 itraconazoie. Gia tng nguy co cée phan vng bt
lgi lién quan dén iriazolam, nhu co gifit, suy ho
hp, pa mach, ngirng tho vi hdn mé.

Thube ching virus

Asunaprevir (dugc i Asunaprevir  Cma (111} | Stdung tlsan trong, twy nhién, them khao nhin cia
lang cuwdng) AUC (1Y cic thube chdng virus dé biét thém théng tin.
Tenofovir  disoproxil | Tang nong dé tenofovir (mitc

fumarate {TDF) d6 chira bidye

Boceprevir Boceprevir Cuwax (1), AUC | St dung thén trong, theo ddi ¢dc phan {ng bat 1ot

o tién quan dén itracanazole vivholic bocepr evirt, co

Tang néng @ itracenazole thé cdn giam jidu itraconazole. Tham khao nhin

trrtie dé clua bidpt boceprevir dé biét (hém théng Lin.

Cobicistat Tang ndng d6 cobicistat | Si dung thin trong, theo doi cée phan ng bit fot

(mare d() chua biét)=® lién quan dén itraconazole, c6 thé cn gidm litw

Tang néng 40 itraconazole | Hraconazole.

(mtc 4o chia biét)*®

Daclatasvir Daclatasvit Caee (1) AUC | Sit dung thin trong, theo d3i cic phan g bét loi

cua daclatasvir/vaniprevir®, co thé cin giam lidu
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Mhdn x6i Jim siag (xem phia trén aé hift thém
thing tin)

Vaniprevir

Vaniprevir Crex {117), AUC

(e

daclatasvir/vaniprevir.

Darunavir {duge la‘m?

Darunaviy duge fiing cudng

S0 dyng than trong, theo d&i cac plzfm ng, bt h;n

cubmg) bt ritonavir  ilraconazoie | Hién quan dén Hraconazole, oo 1hé can gidgm iy
Cos {TT) AUC (1T itraconazole.

Fosamprenavir  (duge Fosamprenavir  dwoc  ting

tang cudng bai 3 cudmg bat ritonavir:

ritonavir) itraconazole Com (1
AUC{1TY

Elvitegravir (duoe ting | Elvitegravir Coae (Th AUC | 81t dung thén trong, theo ddi céc phan dmg bit lgt

cudng)

1y

Tang ndng 4 itracanazole
{mirc 46 chua hidgyeh

fign quan dén iraconazole vi‘hodc civucg,ravn
(dirgre tang cudmg bot ritonavir), € thé chn glam
heu itraconazale; tham khie nhin clvitegravir dé
biét tham thong tin.

Elavirenz

Nevirapine

Efavirenz: Hraconazole Crne
L AUCY
Nevirapine: itraconazole Coux

LAUC |

Khong khuyén cdo it 2 tuan tnude va trong qud
trinh didu i vGi itraconazoie, HMifu qud cilia
raconazole ¢ the b giam.

Eibasvir/Grazoprevir

Elbasvir Coux (<2}, AUC (T

St dung thin trong, theo ddi cic phan ng bat loi

Geazoprevir  Cres (), lign quan dén thude ding dong thois, Tham khao
AUC (1P phan elbasvir/grazoprevir dé bigt thém théng tin,
Glecaprevir/Pibrenlagy | Glecaprevir  Caac  (TTh | SU dyng ﬂ]ﬂﬁ tmng theo d&i céc phan tmg bat loi

ir

AUC (11w 111)
Pibrentasvit Cua (0 161 1),
AUC (= 1601 11Y

lién quan dén thude ding ddng thoi® Tham khéo
nhin glecaprevir/pibreniasvir dé bitt thém théng
fin.

Indinavir Nbng d8 itraconazole ¥ S dung than trong, thea dbi cée phan dng bt lgi

Indinavir Cpex ¢, AUCT tién quan dén itraconazole vishodc indinavir®, ¢o

thé cén giam lidy itraconazole vivhojc indinavir,

Maraviroc Maraviroc Crnax (11, 1 St dyng thén trong theo d&i cac phan Gng bat loi®,

AUC 1T C6 thé chn gidm Hdu maraviroc.
Ombitasvir/Paritaprevi | Hraconazole  Caax (1) | St dung thin trong, theo ddi cac phan (ng bat i
v/Ritonavir  ¢6 hoiic | AUC (1) lién quan dén itraconazole va/hoje thuéc chéng
Khong phéi hop voi | Ombitasvir  Caae (=), virus®, ¢6 thé chn gidm lidu itraconazole, Tham
Dasabuvi AUC (3 lthdo nhan cua thubc dang dbng thai aé biét tham

asabuvir ) @ ' théng tin.
Paritaprevir Crnes {
AUC (D)

Ritonavir Cma (1), AUC (1)
Dasabuvit Coax (1), AUC (1)

Ritonavir Wraconazole  Cume () St dyng than trong, theo dai céc phan tng bt loi
AUC(T)? lién quan dén iilamnazolc vi/hodc ritonavir', Co
Ritonavir Cnax (), | thé cln glam lidw itraconazole: tham khio nhiin
AUC (1) vitonavir dé biét thém théng tin.

Saquinavir Saquinavir (chua duge ting | Su dung than trong, theo ddi cac phan (mg bt lgi

cudng) Crax 19 AUC T
liraconazole (véi saquinavir
dirge 1ang cueimg) Cons (1)
AUCITY

lign quan tén itr aconazole vihode saquinavie®. C6
thé cén giam lzeu itraconazole; tham khido nhiin
saquinavir & bidt thém théng tin,

Thubce chen beta

Nadelol

Nadolol Cyax TT, AUC TT

Str dyng thiin trong, theo d&i cac phén tmg bat loi
oa nadolols. C4 the cin giam lidu nadolol,

Thube chen kénh ealei

Bepridil

Tang nong dj bepridit (mire
46 chira bi*®

Chéng chi dinh trong vA 2 tudn sau khi didu te] v
itraconazole. Gin ting nguy co céc phan tmg bét
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Vi du cde thude theo
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Aull hwing tiém tang/dy
kidn ién ndng 4§ thube (xem
phin ghi chi bén dudi aé
hift thém théng tin)

Midn b€ B sing (xem phia trén 8 hidt ihém
théng fin)

Joi 1ién quan dén bepridil, b con loan nhip mai
va nhip nhanh thét kidu xodin dinh.

Diltiazem Tang nong 44 diltiazem & | Sir dung thin trong, theo dbi che phan Gng bit loi
itraconazole (miic 46 chua | ela it '1c0|1a/olc vivhoic diltiazem®, ¢d hé cén
hidryet pmm lidu itraconazole va‘holic diltiazen.

Felodipine Felodiping Caws 71, AUC Chéng chi dinh trong va 2 tudn sau khi diéu tri véi

111 itraconazele, Gia (Ang nguy co cic phin uug bl
Lereanidipine Lercanidipine AUC {(T111)" lgsi lién quan dén dihydropyridine, nhe ha huyét ap
Nisoldipine Nisoldipine  Cuws  {1711), | v& pbit mach ngogi bién.

AUC (1T
Cac  dihydropyridine | Ting nong d6 | Sur dung than trong, theo ddi cac phan 1ing it 1o
khac dli\ydropyl idine  (mic 4§ | ol dihydropyridine/verapamil®, ¢ thé can giam
Verapumil ciua blct)“" ligw dihydropyridine/verapamil,

Tang nong d§  verapamil
(muc dd chura bibey®

Cac thube tim mach, th

ude e

Aliskiren

Aligkiren Cax 717, AUCTTT

l\hom, khuyén cdo trong vai 2 tudn sau lhi diéu tr

Riociguat Riociguat Caee (1) AUC | véiitr aconazole®, Gin ting nguy co cfc phan fing
oy bhl loi lién quan dén mude tim mach,
Sildenafil (ting 4ap j Ting néng dab
piléi) sildenafil/tadalafii (mic 4§
Tadalafil  (tEng  4p | clura bit nhung &nh hudng
phdi) ¢6 thé Ién hon so voi duge
béo cho & cac thubc tiét
pign)-®
Bosenlan Bosentan Cmex (17). AUC | S& dyng thén trong, theo dai cde phan 1mg, bét lgi
(rr ctia bosentan/guanfacin®, cb thé cén giam lidu
Guanfacine Guanfacine Crax (1), AUC | bosentan/guanfacine.
(I1¥
Jvabradine tvabradine Caax (1), AUC Chéng ¢chi dinh trong va sau 2 twin didu tr vé‘a
(Hree itraconazole. Gia ting nguy co céc phan dng hét
igi lién quan dén ivabradine, nhw rung nhi, nhip
chém, ngimg nil xoang va chen Lin.
Ranolazine Ranolazine Crax {17} AUC Chéng chi dinh trong v 2 tudin sau khi diéu trj voi
{t1)* raconazole. Gn ting nguy <o cac phan ling bit
lgi lién quan dén ranolazine, nhy kéo dai khedng
Q7T vi suy thén,
Cic thube trinh that’
Dienogest Dienogest Cuwax (1) AUC | Sit dung thin trong, theo d6i cac phéan tng bt 1o
{1y chn cac thude tranh thai®, tham khdo nhiin cia
Ulipristal Utipristal Cume (17), AUC | dienopest/ulipristal dé biét tham thong tin.
(roe
Thube lyi tidu
Eplerenone Eplerenone Cuex (1), AUC Chong chi dinh trong va 2 udn sau khi didu tri véi
{(reee itraconazole, Giﬂ tang nguy co cée phan mg bit
fgi lign quan dén eplerenone, nhir tang kali huyét
v ha huyét 4p.
Finercnone Finerenone  Crax (1 1), Chong chi dinh trong va 2 tudn sau khi digu tri vm
AUC{H 1t itraconazole. Gia ting nguy co cic phan tag bht

lgi lién quan dén finerenone®,

Thude dudng titu hoa

Aprepitant Aprepitant AUC (11T) Sir dung than trong, thee dBi cac phan (mg bat lgi
Loperamide Loperamide Cuax 114 eua "l;nepuam/lopcramlde/mtupuant‘ Cé thé cin
AUC T giam ligu apiepttam/lopetamlde tham khao nhin
Netupitant Nelupilzini Caan (T} AUC | ctim netupitant dé bidt thém thdng tin.
(7
Cisapride Tang nang dd cisapride (mire Chéng chi dinh trong va 2 tudn sau khi didu tr voi

d6 chua bioe?

ilvaconazole. Gia thng nguy co cic phéan (g bt
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li fign quan dén cisapride, nhw cdc bid ¢b tim
mach nghiém trong bao gbm kée dii khoang QT,
loan nhip thil nghiém trong V’\ xodn dinh,

Domperidone

Domperidone Cuse 17, AUC
i

Chéng chi dinh trong va 2 widn sau khi didw trj véi
iraconaxole. Gia (ang nguy co cdc phan ing bt
Igi lien quan dén demperidone, nhu loan nhip thit
nghiém treng vi dot i do hwh tim.

Thude lam gidm tinh
actd da day

Ttraconazoie! Cpex [}, AUC
i

Thiin trong khi sir dl,m{, thude lam giam acid da
day: vi dy cac thube tmng héa acid nhu nhém
ilydloxlde, hobe cic thudc tre ché tiét acid nhu
thude dol iivang thu thét Hava e t,ha, bom prefon.
Kii didu tri ddng thii vei cac thudc trung hoa acid
(vi dy nhom hydroxide), nhiteg thude nay nén
duge dimg it nhit 2 tifng truée hode 2 tidng sau
khi udng vign nang SPORAL (xem Cdnfi bdo va
thén frong.)

Maloxegol

Naloxegol Cua (T11), AUC
(P

Chéng chi dinh trong va 2 tudn sau khi didu tri vai
itraconazole, Gia ting nguy co cde phan {mg bt
lgi lidn quan dén naloxegol, nhu che tridu chiing
cai thude do opmld

Saccharomyces
bowlardii

Giam tao kham S, bonlardii
(mirc do chua bict)

Khéng khuyén co trong va 2 tusin sau khi diéu trj
v Hraconazole. Hidu qua coa 8. bowlardil ¢ the
bi gian.

A v A s .
Thude e ché mign dich

Budesonide

Cicicsonide

Cyclosporine

Dexamethasone

Fluticasone

Methylprednisolone

Tacralimus

Temsivolimus

Budesonide {(khi dung) Cuns
1, AUC 11; tAng néng 4o
budesonide (ddng khac) {mire
dd ciiua blet}

Ciclesonide (khi dung} Chux
(1, AUC (Y

Tang ndng d cyclosporine
(tih mach) < 167 1°

Tang ndng do eyclosporine
{dang khac) {(mic 40 chua
biét)a,b

Dexamethasone Cruw & (I
mach) 1 (uéng), AUC 11
{timh mach, uéng)

Ting ndng 49 fluticasone
{khi dung) 71°

Tang nbng d9 fluticasone (xit
miz) (1)
Methylprednisolone {udng)
Cose T 161 11, AUC 11
Methylprednisclone {tinh
mach) AUC {1

Tang udng dé  lacrolimus
{tinh mach) 1°

Tacrolimus (vdng} Coas (11,
AUC(17¥

Temsirolimus  (finh  mach)
Coas (T AUC {17

St dung thin trong, fhen doi cic phan ung bat lgi
ela cac thubc e che m1en dich®, 6 thé ciin giam
fidu cac thude tre ché mifa dich,

Everolimus

Sirolimus (sapamyein)

Everolimus Cuax (1), AUC
(1t
Sirolimus G (1), AUC

(i

Khiong khuyén céo trong va 2 tuan sau khi diéu e
véi itraconazole. Gia ting nguy co cée lie dung
khang muén lign guan dén everolimus/sirolimus®.

Vociospalin

Voclosporin _ Ceruy (171},

Chéng chi dinh trong va 2 tudin sau kbi didu tef véi

PE_Sporal LT CCDS 092023 vl

45

Page 18 of 32

e
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AUC(TTTY

11&'\<,mmzoic Gia ting nguy co clc the dung khéng
mudn lién quan dén_voclosporin®,

Cac thube ¢léu hoa lipid

Atorvasialin

Atorvastatin Cue, <> 161 11,
AUC 1 toit1

81 dyng than trong, theo ddi cic phan tmg bt Lo
cia  atorvastalin®, Cé thé chn  gidm lidu
ajorvastatin,

Lamitapide

Cmm( (TTTT)’

Lomitapide
AUC MY

Chong chi dinh trong vit 2 tudn sau khi dicu trf véi
itraconazole. Gia tng nguy co chc phan (mg bt
fgi Fign quan dén lomitapide, nbwr ddc tinh trén gan
va céc phin (ng dudng tiéu hda nang.

Lovastatin

Simvastalin

Lovastatin s 7111, AUC

(AR
Simvastatin Cuw 1111, AUC

it

Chéng chi dinh trong va 2 tuan sau khi diga tri véi
itraconazole. Gia ting nguy co cde phan img bét
lgd Jign quan dén lovastatin/ simvastatin, nhu bénh
co, hoi ching fidu co vin va céc bit thuong men
gAY,

Che thube ching vitm khing steroid

Meloxicam

Meloxicam Cuas J 4. AUC |

St dung than trong, theo d&i giam higu qua clia
meloxicam, ¢o thé cln didu chinb liéu meloxicam,

e S
Thuoc hé hip

Salmeterol

Salmelero! Cuae {1} AUC
{1y

Khong khuyén cdo trong va 2 tudn sau khi didu tri
vii lilBLOI‘l’\ZGIC Gia tang nguy <o céc tae dung
khéng mudn lign quan dén salmeteral®,

Che timfwc e ché LAi thu hdi serotenin chon loc (SSRI), thude ching trim cam 3 vong vi cie thube
ching trim cim lidn quan

Reboxeting Reboxefing Cre (e+), AUC | Sit dung thin trong, theo di cic phdn ng biit tol
(e ciia reboxetine/venlafaxines, cé thé cln giam libu
Venlafaxine Venlafaxine Coswe (1), AUC | reboxetine/venlafaxine,
(o
Cac thube duong tigt nigu
Avanafil Avanafil Coam (11), AUC Cimng chi djnh trong va 2 tudn sau khi didu o voi
(e itraconazole. Gia ling nguy co che phan Ong bt
logi lién quan dén avanafil, nhu chimg cuong
dlrm\g, vin d& v& (hj e va mat ihinh e d(,)t Hedt,
Dapoxeting Dapoxeline Cyus (1) AUC Chéng chi djnh trong va 2 1udn sau khi didu tri voi

(ar

itraconazole, Gia ting nguy co cdc phin fng bét
Joi lién guan dén dapoxetine, nhu chimg ha huyét
ap thé dimg va cac anh hudng ién mat,

Darifenacin

Darifenacin Com {131) AUC

(P71 i 1171)°

Khéng khuyén cdo trong va 2 twdn sau khi ditu i
v§i itraconazole. Gia tahg nguy o cic tic dung

Vardenalil Vardenafil Cuue (17), AUC | khéng  mong  mubn  lién  quan dén
(I111E darifenacin/vardenafil®,

Dutasteride Tang nGng b dutasteride | Sir dung thin trong. theo ddi cac phaa ung bt i(;n
{mirc 6 chia bifly® cita thude duding fiét nigu’, co thé cin giam lidu

Imidafenacin Imidafenacin Cue 1, AUC | thude dwémg tiét nigu; tham khao nhan dutasteride

Oxybutynin Tang nong &6 oxybutynin 1* dé blet thém théng tin,

Sildenafil  (r6i loan | Sildenafil Cww (17), AUC (Dm v6i sildenafil va tadalafif, xem phin Cde

cirong duong) (77 18 TT1TP thude tim mach, Cac fhuide khide va chdl khic.)

Tadalafil  (réi  loan | Tadalafil Cuw (7). AUC{17)®

cwong cong va ting

sinh tuyén tidn ligt 1anh
iinh}
Telierodine

Udenafil

Tolterodine Cuay (1 161 1)
AUC (1) & nhimg ngudi
chuyén hoa CYP2DG6 kém

Udenafi] Coe (11 AUC T

Fesoterodine

Fesoterodine Cua (1), AUC
()

Chéng chi djnh ¢ cée bdnh nhdn suy gan hodic suy
thdn mirc 46 trung binh dén nang, trong vi 2 fudn
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Mhin xét Hm shog (xem phia trée 46 bikt theém |
thing tin)

sau didu (i vén itraconazole, Gia ting nguy co cic
phan dng bit lgi lién quan dén fesoterodine, nhur
tac dung khang chelinergic manh

Sir dyng than trong teén cc dbi remp khac: theo
d8j cac phan dng bat tgi cua fesoterodine, co thé
cin giam lidu fesoierodine,

Solifenacin

AUC

Salifenacin

( 1 1 )u

(‘VOFIK (? )‘

Chéng chi dinh & cac béah nhan suy thiiln néng
hodc suy gan mic dé trung binh dén nang, trong
va 2 tudn sau dide trf vai ilraconazale. Gia ting
nguy o cde phan ing bAL lgi lign quan dén
solifenacin, nhir tde dyng khéng cholinergic va kéo
dai khodng QT

Sit dyng thin trong tréa cic d&i tuong khac, theo
dol chc phdn g bét loi cta solifenacin®, co hé
cin gidgm liu solifenacin.

g A " 5 A
Céc thube khic vh ehat

khic

Alitretinoin {udng)
Cabergoline

Cannabinoid

Alitretinoin Cawe {1),
{1y

Cabergolin Cnw (17), AUC
ane

Tang néng 46 cannabinoid,
mirc 4 chua biét nhimg cd

thé (1)

AUC

Sir dung thin trong, theo doi cdc phan ing bat lgi
ciia thude
alitretinoin/cabergoline/cannabineid/cinacaleat®,
cé thé chn giam lidu
alitretinoin/cabergoline/cannabinoid/cinacalcet.

Cinacaleet Cinacaleet Coax (11} AUC
ane
Valbenazine Valbenazine Cumas (1), AUC | S0 dung than frong, theo ddi cde phan g bt lgi
“ane ciia thude valbenazine®, cin giam lidu valbenazine.
Colchicine Colchicine Caax (1), AUC Chéng chi djnh & cac bénh nlmn suy thén hofic suy
e pan, trong va 2 tudn sau didu tr{ vai itraconazole.
Gia ting nguy c¢o céc phan (g bt loi lién quan
dén colchicine, shu giam cung luong tim, loan
nhip tim, suy, ho hép va tre ché thy xuong.
IChong, khuyen cdo trén cde bénh nhan khic, trong
va 2 tufn sau khi dide o] véi itraconazole, Gia tang
nguy co cic phin dng bt loi lign quan dén
colchicine’,
Eliglustat CYP2D6 EM: Eliglustat Cax Chong chi djnh trén CYP2D6 EM dang dimg cac
), AUC (TP chit o ché CYP2D6 manh hode trung bmh/
Tang cao hon & CYP2D6 | CYP2D6 IM v PM, trong va 2 tuan sau khi didu
IM/PM va thy thude vu,c trj voi itraconazole, (ia thng nguy co cac phin
ding doug thoi véi mdt chdt | tng bt lod lign quan dén ellglmtat nhu kéo dai
fre ché CYP2D6, khoang PR, QTc, va/hoice thiri gian phitc b QRS,
va logn nhip tim.
S0 dyng thin trong trén CYP2ZD6 EM, theo 45i cde
phan mg bét led cua clighustat, cé thé cln giam
lidu eliglusiat,
Ergot alkaloid Ting ndng dd chc Ergot | Chong chi dinh trong va 2 tudn sau khi didu t voi
alkaloid {mtc d& chua bid)™ | itraconazole. Gia tang nauy co cée phan (mg b
lgi fien quan dén ergol alkaloid, nhu ngé die
crgolin,
(xem Céc tmée Lhong den mnra deinr),
Galantamine Galantamine Coux (1), AUC Sw dun;, thin trong, theo ddi cac phan ung bt 10’1
(ry oo thude galantaminet. €4 thé can giam lidu
galantamine.
fvacaflor Fvacaftor Cum (11), AUC | St dung thdn ircmg, theo ddi cqc phan ing bat loi
(qrr cua ivacaftos, cd thé ciin gigm lidu ivacaftor.
Lumacaftor/ vacaflor Caa (11). AUC | Khéng i\myen cdo 1 2 tuln trudc, trong va sau 2
lvacaftor e tAn didu o vl itraconazole, Hifu qua cua
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’ . A
Vi du edce thuoe thee
Rt

Ak huéng tidm thapidy

A s an A
kifn 1en ndng 4§ thadce (nem
A a - ra ok
phéin ghi chi bén dwéi dé
A A n .
higt thém thimg tin)

Nhin xét 1im sing (xem phin trén ¢ bift thém
théng tin)

Lumacaftor Cuay (¢}, AUC
()

Giam ndng dé itraconazole,
mée db chua bidt nhimg o6

thé ji1

itraconazole cd 1hé bi gidm va gis ting nguy co
chc phan (ag bat toi Hén quan dén ivacafior,

Cic thesde dbi khing th

A .
4 thé vasepressin

Conivaptan Conivaptan Cye (17), AUC | Khing khuyén céo trong v sau 2 tudn diéu i véi
(Pt itraconazole. Gia (Ang nguy co cde phan (g bt
Telvaptan Tolvaptag Came (17) AUC | lgi lign quan dén conivaptan/tolvaptan®.
(FE7y
Mozavaplan Mozavaptan Cas T, AUC 17| Str dung thiln trong, theo dbi cic phan fmg bit o
clin  mozavaptan®, c6  thé chn  giam  lidu
moezavaplan.

*Cac chat e ché CYP3IA4 (bao gdm itraconazole) co thé lam ting nong da todn (hin cta hormone tranh thai,
EM: ngudi chuyén hoa manhs IM: ngudi chuyén héa trung binh, PM: nguoi chuyén hoa yéu; TdP: xoén dinh
Ghi chi
Tang trung binh:

T<100% (e la < 2 {An);

11 100-400% (tére 13 > 2 tn toi < 5 1in);

111 400-900% (tie 13> 5 1in va < 10 lan);

1117: 210 lhn;
Jiim teung binh:

11 <40%;

1} 40-80%;

1Ll =80%;
Khong co anh hwdung: <
Tén gde cha cae thubo duoe [i8t ke trong phén anh hudng (cd1 gifta), tham chf khi anh hudng ¢ lidn quan dén
phin phén tir c6 hoat tinh holic chiit chuyBn héa cé hoat tinh cha mat ién thude,
“Déi véi cac thude co mii 18n trong cac dbu ngodc, dinh gid duge dya trén co ché cita tuong tac va thang tin
tirang thc thude trén 13m sing véi ketoconazole hoje clie chiit ic ché manh CYP3A4 khie vashode cac chat re
ché P-glycoprotein hoje BCRP, cde k¥ thudt méu, cdo ca bdo cho va/holic dit lidu in vitro. DOI véi cde thude
Kkhée duoc 8t ke, danh ais duge dya trén thdng tin uong e thude trén l4m sdng voi itraconazole,
P héng ob cie thong sb duge dong hoc,

© Vi Idng tham khdo nhan fuong Gng dé bit thong tin v che bidn cb bét lgi tien quan dén thude,

Bénh nhin nhi

Nghién ctu tuong tac chi duge thue hign & nguai lan.

PHYU NT7 CO THAL, CHO CON BU VA KHA NANG SINH SAN
Phu nit ¢6 thai

Khéng duoe ding SPORAL cho phy ntr mang thai ngoai telr nhiing trudng hop de dog tinh
mang d& duge can nhic foi fch didu tri vugt 16i nguy co ¢6 hai cho bao thai (Xem Chdng
chi dink).

Céc nghién ciu traconazole trén déng vt cho thiy ddc tinh trén sinh san (Xem Thong tin
tién liim sang).

Cée thang tin vé st dung SPORAL & phy ni¥ ¢6 thai con han ché, D c6 bao céo di 1t bim
sinh sau khi dua thudce ra (hi frudmg, bao odm nhitng di tat v& xuong, dudng sinh duc tiét
niéu, tim mach va nhin khoa cling nhu céc di tat vé nhifm sic thé va da di tat. Chua xéc
dinh duge mdi quan hé nhan qua véi viée st dung SPORAL.
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Dir f18u dich lu hoo vé& vige st dyng SPORAL trong 3 than&, diu thai k¥ & hau hét bénh
nhén didu tu nam Candida &m duo-Am hd trong théd gian ngin khéng cho thiy su gia ting
nguy eo vé nhitng di tat so véi nhoém ching khéng co twuong hop quéi thai nao.
liraconazole di duge chirhg minh qua duge nhau thai & md hinh trén chudt.

o n Ae o -+
Phy niv trong 40 tudi sinh de

Phy nit trong €3 tubi sinh dé chn stv dung bién phép tranh thai khi ding vién nang
SPORAL. Che phuong phap ngiva thai higu qua cao nén duge tiép tuc cho dén chu ki kinh
nguyét tiép theo sau khi két thite didu i voi SPORAL.

Phiy nik cho con b

N n A P g o ek 3 ~ 3 n n o~ & e or
Chi mét luong rat nhé itraconazole duge bat tigt vao sira me. Vi viy, nén cin nhic loi ich
X . 3 v A o M TA a r~ ’
didu tri bang vién nang SPORAL so véi nguy co titm tang & phu ni dang cho con bl

Trong trudmg hop nghi ngd, bénh nhén kibng duge cho con bi.

Kha ning sinh sin

Tham khao Thing tin fién lim sing v€ kha ning sinh sin trén dong vét lién quan dén
itraconazole.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Nghién cty v& anh huong trén kha n.’mg, fai xe va vin hanh may méc chua duge thye hién,
Khi lai xe va vAn hanh mdy méc, ¢b thé gap phai phan un;: bt loi nhr chong:, mit, rbi Joan
thi giac va mat thinh tye (Xem Tdc dung khdng mong mudn) trong mét s& trirdng hop nén
phai luu ¥.

CAC PHAN UNG BAT LQI

Phin nay trinh bdy nhimg phén tmg bét loi, Phin tmg bét ot 1a nhing bién b bét loi duge
xem nhu phén nao cd lign quan téi vide sur dung itraconazole dya trén danh gid toan dign
thong tin bién cb bit 101 c6 sin. M&i lién hé nhin qua véi itraconazole khong thé xéc dinh
mdt cach chiic chin tir cic truomg hop riéng 1é. Hon nifa, vi cde thir nghiém lam sdng dugc
tién hanh trong cdc diéu kién khéc nhau, ty I¢ phin Gng bit loi quan sat duge & cac thu
nghiém l&m sang clia mot thubc khéng thé so sanh tryc Liép vdi 1y 18 ctia cdc thir nghiém
lim sang ctia thube khac va khéng thé phan anh ty & quan sat dwoe trong thye hanh lam
sang,.

Div lifu thiv nghidm Em sang

Do an toan cua vién nang SPORAL di duoge danh gia trén 8499 bénh nhan tham gia trong
107 thir nghiém lam sang nhiin m&, mu déi. Trong 8499 bénh nhin didu tri v6i vién nang
SPORAL., ¢6 2104 bénh nhan duge didu tri voi vién nang SPORAL trong cac thir nghiém
mu déi. TAt ca 8499 bénh nhin ding it nhit mat lidu vién nang SPORAL dé ditu trj bénh
ném da holic ndm méng va cung cp dir lidu an todn. Phan tng bét lgi duge bao cao > 1%
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bénh nhin duge didu tri vdi vién nang SPORAL trong nhitmg tha nghiém |am sang nay
dirge thé hién trong Bang 1.

Biang I:  Fhin dng bt loi dwge bio cho = 1 % benh nhin dwoe Bidu tri voi
SPORAL trong 187 thi nghiém 18 sang

" Phiin logi hé cor gquan Vién nang SPORAL
Phan fng bét loi %
(N=8499)

126i logn ke thin kinh
Day dhu 1,6

R&i loan titu hda :
Budn ndn 1.6 .
Pau bung 1,3

Phan tng bét 1ot xdy ra < |% bénh nhan diéu tri v&i vién nang SPORAL trong nhimng tho
nghiém lam sang néy duge ligt ké & Bang 2.

Bang 2: Phén tug bit lgi xdy ra < 1% bénh nhin didu tri véi vibn nang
SPORAL trong 107 thiv nghiém ldm sang
Phan loai hé co quan

Phan (g bAt lgi

Nhidm khodn va ky sinh tring
Vidm mii
Viém xoang
Nhiém khudn dudng hé hap trén
R6i logn hé mau va bach huyét
Giam bach cAu
Réi toan hé mifn dich
Qua man
R&i loan hé thin kinh b
R&1 loan vi giac .
Giam cam gide
Di cam
R&i loan tai va mé dao
U tai
R&i loan tiéu hoa
Tao bén
Tiéu chay
Chimg an khong tiéu
Diy hoi
Non
RSt loan gan mit
R&i loan chire ning gan
Tang bilirubin méau
R&i loan da va mb dudi da
Netra
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Phat ban
Nbi may day
16 loan tiét niu va thin
Tidu rat
Réi loan v v he sink san
R&i loan cuong duong
R&1 loan kinh nguyét
RAi loan toan thin vi tinh trasg tai noi ding thube
Pha

Sau ddy 1a danh sach cdc phan img bit 1g1 bd sung lién quan den itraconazole di duge bao
cho trong céc thG nghiém ldm sang cha dung dich udng SPORANOX va/hojc
SPORANOX 1V, khong bac g gdm phan img bét loi “Viém tai noi tiém” déi véi thube ding
dudmng liém.

RGi loan hé mén va bach huyét: giam bach chu hat, gidm tidu chu,

R4i loan hd midn dich: phan (ng phan vé

R&i loan chuyén héa va dinh dudng: ting dwong huyét, tang kali mau, giam kali

méu, gidm magnesi mau

Réi loan tim than: tinh trang 10 13n

R&i Joan hé thin kink: bénh thin kinh ngoai bién, chodng vang, ngl ga

R4 loan tim: suy tim, suy that trai, nhip tim nhanh

Réi toan mach maw: ting huyét 4ap, ha huyet ap

16i loan hd hip, ngue v'a trung thét: phi phéi, khin tiéng, ho

RAi logn hé tidu hoa: ri loan da day-rudt

Réi loan gan mat: suy gan, viém gan, ving da

Réi loan da va mb dwdi da: ban do, ting tiét md hot

Réi loan co xwong vh mb lién két: dau co, dau khop

Réi logn thin va tiét nigu: suy thén, tiéu khong kiém soét

Rbi toan toan thin va tinh trang tai noi ding thudce: phir toan than, phi mat, dau

ngue, sbt, dau, mét moi, on lanh

Céhn im s“mg tang alanine aminotransferase, tang aspartate aminotransferase, (ng

phosphat kiém trong méu, ting laclate dehydrogenase mdu, tng ure méu, ting

gamma-glutamyltransferase, thng men gan, bAt thuwomg phan tich nude tiéu.

Bénh nhén nhi

D6 an todn cta vién nang SPORAL dd dugc danh gid trén 165 bénh. nhan nhi tir 1 dén 17
tubi tham gia trong 14 thit nghiém 1am sang (4 thir nghiém mi déi, dbi chimg véi gia duoc;
9 thir nghiém nhin ma: 1 thir nghiém c6 mjt pha nhén m@ va tiép theo 1a pha md déi).
Nhiing bénh nhan nay di nhdn duoc it nhét mét liéu vién nang SPORAL dé didu trj nhiém
ndm va dd cung clp dit lidu an toan.

Dua trén dit lidu an todn téng hop tir nhitng thir nghiém 1am sang nay, cac phan ¢mg bét lgi
& bénh nhin nhi duge bdo cdo pho bién 13 dau diu (3,0%), nén (3,0%), dau bung (2,4%),
tiéu ch’ty (2,4%), bit thudng chiic ning gan (1,2%), ha huyét 4p (1,2%), budn nén (1,2%).
va ndi may day (1,2%). Nhin chung, ban chét clia phan tng bit loi & bénh nhin nhi 12
tuong tu nhu quan st thdy & ngudi 1dn, nhung ti 1é mic cao hon & bénh nhén nhi.
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13 1ifu saw khi dun thube ra thi trudmg

Ngodai cde phin dng bit loi duoe béo cdo trong cde nghién ciru lm sang va doe ké trén,
che phan tmg bt logi sau @& duge bdo cdo trong qué trinh dua thube ra thi truong (Bang 3).
Trong bang, cic tAn suft duoe cung cép theo quy ude sau déy:

Rét thutmg pip >1/10

Thuong gip Z1/100 va <1/10

it gap >1/1000 va <1/100

Hiém giip >1/10000 va <1/1000

RAt hiém gip <1/10000, bao gdm ci cac bio cdo riéng &,

Trong Béing 3, cdc phan dng bét ot duge trinh bay theo thn suft dya theo ty 18 béo céo ty
phét,
Bang 3:  Cihc phdn dng bit loi trong thoi gian lwn hanh SPORAL
theo thn sudt dwoe wic tinh tr cdc £y 1§ bdo cho ty phat

Ay ~ ‘R .
Rot loan bé mien dich
H WA w o A \ A Y . '
Reit hidm gdp Bénh huyét thanh, Phit né than kinh maeh. Phan
g phan vé

¥
A

As Al
Roi logn nd tiet

Rt hiém gdip Héi chimg gia ting aldosteron'

Roi loan dink dwdng va chuyén hoa

Rdt hiém giip Tang triglycerid mau

R&i loan hé thin kink

Rét hiém gép Run

Réi logn miat

Rét hiém gap RA1 loan thi gide (bao gdm nhin doi va nhin mo)

Rbi loan mé &ao va tai

Rt hidm gdp Mt thinh luc tam thoi hode vinh vién

Rbi loan tim

Rdt hiém géip Suy tim sung huyét

Réi loan trung thit, ngwe vi ho nap
Rt hiém gdp Kho the I

Roi loan tiéw héa
Rt hidm gép Viém tuy

R6i loan gan mat
Rt hiém gdp Nhiém déc gan ning (bao gbm nhimg trudng
hop suy gan cp gdy t vong)

Réi loan da v md dudi da

Rt hiém gép Hoai o biéu bi nhiém dgc, Hoi chimg Stevens-
Johnson, Mun mi ngoai ban lan ioa cép tinh,
Ban do da hinh, Viém da troc vay, Viém mach
iy bach cAu, Rung téc, Nhay cam vai dnh sing

Cén [Am sing
Rt hiem gdp Ting creatine phosphokinase méiu

Théng bdo ngay cho bic si va disge s§ nhitng phin g cé hai gidp phdi khi si dyng
thudc.
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QUA LIEU
Trifu ching va déu hidu

Nhin chung, nhiing bién b bit ol duge bio cdo khi qua lidu gidng véi nhiing bién cb duoc
bdo céo khi st dung itraconazole (XemCdc phdn ting bt lpi.)

A .
Bigun

Trong trudng hop qua lidu, nén ap dung cic bién phép hé trg.

Nén lién lac véi trung tAm kiém sodt chbng doc dé xdc dinh khuyén cdo méi nhét cho vide
xUr 1y qua lidu,

Khéng thé loai bo itraconazole bing thém phan méu.

Khong co thude giai doe dic higu.

TINH CHAT DUQC LY
Tink chit duge hye hoe

Nhom duge ly didu ti: Thudc khang ndm dung dudng todn thin, din xuft triazole va
tetrazole, Ma ATC: JO2A CO02.

]
Co ché the dung

Cac nghién ciu in vitre cho thiy ltxaconazole lam glam tong hop ergosterol trong t& bao vi
nam. Ergosterol 12 mét thanh phan thiét yéu ctia mang té bio vi ndm. Sy suy gidm téng hop
nay tao nén hiéu qua khing nam.

Mibi quan hé Duge ding hoe (PK)/Duge lye hoe (PD)

M&i quan hé PK/PD cua itraconazole, va clia nhom cée triazole ndi chung it duge hidu 8.
Tac dung dwge lye hoe

Vi sink

Itraconazole, mdt dn xudt triazole, ¢é phd khéng nam réng.

Déi vai itraconazole, cac diém breakpoint ¢ thé dién dich da khdng duge thiét lap theo

CLSI cho ching Candida va ném sgi.

Diém breakpoint theo EUCAST cho itraconazole di duge thiét 1ap cho Aspergillus flavus,

A. fumigatus, A. nidulans va A, ferreus. nhu sau: nhay cam = 1 mg,/L dé khang > 1 mg/L.
Cac breakpoint theo EUCAST dbi voi itraconazole di duge thiét lap dbi véi Candida

albicans va C. dubliniensis nhw saw: nhay cam <0,06 mg/L. khang> 0,66 mg/l. Cac

breakpoint thee EUCAST dhdi voi itraconazole di duge thiét Hp ddi véi Candida

parapsilosis va C. Tropicalis nhu sau: nhay cam <0.125 mg/L, khdng> 0.125 mg /L. Cée
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diém breakpoint co thé di€n dich chua duge {hiét {ap theo EUCAST thidt lap dbi véi
Candida glabrata, C. lrusel, C. gwlhermondn Cr yplococcus neoformans, Aspergillus
niger, vi cic diém breakpoint khong lién quan dén loai déi véi Candida vaAspergtHus'
Cac nghién clu in viftro cho thay réng itraconazole e ché su phat trién cva nhidu loai vi
adim gy bénh cho ngudi & ndng d6 théng thudng < | meg/mb. Céc vi ném ndy bao g g:,om
Ching Aspergitlus, Blastomyees dermatitidis, chung Cladosporium, Coccidioides immitis,
Crypiococcus  neoformans, ching  Geofrichum, chung  Histoplasma, bao gom 7
capsulatum, Paracoccidioides  brasiliensts, Talaromyces (irude day 14 Penicillivn)
marnefiei, Sporothrix schenckii va ching Trichosporon. Teén tha nghiém i vitro,
itraconazole cling ¢4 hoat tnh dbi v6i Epidermophyton floccosum, ching Fonsecaed,
ching Malassezia, ehing Microsporion, Pseudallescheria hoydii, chimg Trichophyton va
cac loai ndm men va vi ndm khac.

Céc loai vi ndm chinh khong bi Ge ché voi itraconazole & Zygomyeetes (nhu cde ching
Rhizopus., Rhizomucor, Mucor va Absidia), cic ching Fusarium, Scedosporium  va
Seopulariopsis.

Sur dé khang azole dudng nhu hinb thanh chém va thudng 1a k&t qua cha mdt vai dot bién
ges. Céc co ché duoe mé ta nhu 1a sy biéu hién qua mie cia ERG1I lam md hoa enzym
dich 14o-demethylase, dét bién diém tnong ERG1!| din dén sy giam éi fuc dich va/hodc sy
bidu hién qua muc coa chét vein chuyén din dén tang bom ra ngoal Pé khang chéo gifia
céc azole di dugc quan sAt thiy & chiing Candida, mic du sy d& khang cua i thube trong
nhém khang nhie thiét ¢ nghia 1a dé khéng véi cac azole khac. Ching nam Aspergillus
Sfumigarus di dugc bédo cdo cd dé khéng véi itraconazole.

Tinh chit duge dfng hge
Pjc tinh duge dong hoe tong quat

Néng &6 dinh trong huyét tuong cua itraconazole dat duge trong khoang 2 dén 5 gid sau
Ichi uong thude. Do dic tinh duge déng hoc khong tuyén tinh, itraconazole tich ldy trong
huyét tong khi st dyng da lidu. Nhin chung, ndng d§ & trang thai hing dinh dat duge
khoang ES ngdy, véi gid trj Caax 0.5 meg/mL; 1,1 meg/mL va 2,0 meg/mL tuong Gng véi
sau khi ubng heu 100 mg x 1 lan/ngdy, 200 mg x | lAn/ngay va 200 mg x 2 [An/ngay. Thoi
gian ban hay cudi ciia itraconazole thudng trong khoang 16 dén 28 gitr sau khi st dung dcm
ldu va tang 1én 34 dén 42 gidy sau khi s dung lidy lap lai. Ngay lchi ngimg diéu tr, ndng
d§ itraconazole trong huyét tuong gidm xubng dén nbng do hau nhu khéng con phat hién
duoc trong 7 dén 14 ngay, thy thude vao lidu va thai gian diéu tri. Téng 4o thanh thai trung
binh trong huyét twong cla itraconazole sau khi ding dudng tinh mach 1a 278 mL/phtt. DG
thanh thai ctia itraconazote giam & liéu cao hon vi chuyén héa & gan c6 thé bi bio hda.

Hﬁp thu

Itraconazole duge hap thu nhanh sau khi ubng. Néng do dinh trong huyét twong ctia thudce
khong bién dbi dat dugc trong vong 2 dén 5 gid sau khi udng 1 vién nang. Sinh kha dl,tng
tuyét ddi duomg uong cia itraconazole khoang 55%. Sinh kha dung dudng udng dat 16i da
khi vién nang duge udng ngay sau khi &n no.
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Sy hép thu cta v:cn nang itraconazole giam o nhung bénh nhén gidm acid da clay, nhu
nhiing bénh nhén ubng nhitng thude d3 biét (e ché tidt acid da day (nhu thude ddi khang
thy thé Ha, tie ché bom proton) holic nhitng bénh nhin thiu toan dich vi do mét s6 bénh
(Xem Canh bao va Thdn trong va Tuong tic thude). Hép thu cia nrauonaioie khi doi &
rhitng hénh nhan nay ting 1én khi uun;:, vién nang SPORAL cling véi dd udng 6 tinh acid
(nhu nude cola thong thudng). Khi ubng vién nang SPORAL véi lidu don 200 mg lae déi
vl nude cola thdng thuong sau khi didu tri bangj ranitidine, mot chit dbi khang thy thé Hy,
sir hiip (hu cla itraconazole tuong ‘duong khi udbng mét minh vién nang SPORAL (Xem
Tuwong idc thude.)

Néng dd itraconazole trong mau 14 thip hon doi voi dang vién nang so v6i dang dung dich
ubng khi diing cting mirc liéu (Xem Canh bdo va Thein trong.)

Phiin b

Hiu hét itraconazole két hop véi protein huyét twong (99,8%), chi yéu 1a véi albumin
(99,6% & dang chit chuyén hoa hydroxy). Né c6 4i lye manh voi fipid. Chi 0,2%
itraconazole trong huyét tuong 18 tai dudi thude dang ty do. Itraconazole duge phén bb
khip todn bé co thé (> 700 L) cho thiy kha nang phén bé rong ral dén cdc mo. Néng d6 &
phm thin, gan, suang, da day, lich va co cao gap 2 dén 3 Yan ndng d6 & huyét twong, va
ghp 4 lan ph'm bd & md sing, dic biét & da. Néng d6 trong dich nido tiy thip hon nhidu so
véi trong huyét tuong, nhung d& duge chimg minh ¢6 hiéu qua chdng nhidm khudn & dich
ndo ty.

Chuyén héa

ltraconazole dugc chuyén héa manh mé & gan thanh nhiéu chét chuyén hoa. Céc 11gh1e11
¢l in vitro dii cho thdly CYP3A4 |4 enzym chuyén héa chinh ¢6 lién quan dén su chuyén
héa cha itraconazole. Chit chuyén héa chinh 13 hydroxy-itraconazole ¢6 hoat tinh khang
ném in Wf} o tuong dwong itraconazole; ndng dd day ciia chit chuyén hda nay trong huyét
twong gép 2 ln itraconazole.

Thai teir

Itraconazole duge thai trtr chd yéu dudi dang chét chuyén héa khéng hogt tinh trong nudc
tiéu (35%) va phén (54%) trong vong | tulin sau khi ubng mot lidu dung dich. Sy thai teir
qua thén cia itraconazole va chit chuyén hda cd hogt tinh hydroxy-itraconazole thép hcm
1% so voi dimg dudmg tinh mach. Dua trén mét lidu thudc danh déu phong xa dudng ubng,
su thai trir qua phin cua thubc khong chuyen héa khoang 3% dén 18% lidu ding.

Sw tai phan phm ctia itraconazole tir t& chiic stmg 12 khéng déng ké, sy thai trir cta
1£sawmzole tir 16 chire ndy lién quan déun sy tai sinh cua bidu bi. Nguge lai véi huyét
SUOTIE, nong do thude tdn tai & da khodng 2 dén 4 wan sau khi két thoe lidu tinh didu ui 4
dn va o td chie stmg cla mang, noi mi itraconazole co thé phat hién vAt sém chi 1 tudn
sau khi bit ddu didu i, ndng d6 thude ton tai thém it nhét 13 6 thang sau khi két thic lidu
trinh diéu trj 3 thang.
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Mhom bénh nhin dic bigt
Suy gasg

lHraconazole duge chuyén héa chi yéu & gan. Mot nghién ciiu duge dong hoe dé duoc tién
hanh trén 6 ngudi khoe manh va §2 bénh nhan xo pan ubng 1iéu duy nhit 100 mg
itraconazole dang vién nang. B3 thdy Cwmex trung binh gidm déng k& (47%) cd ¥y nghia
théng k& va thdi gian ban thai tAng hai lAn (37 £ 17 ity so vdi 16 £ 5 gid) & ngudi xo gan
so vai ngudi khoe manh. Tuy nhién, dya tén AUC, ndng 46 trong mau (,imng cla
itvaconazole 1& nhu ahau & nhém xo gan vd nhém khée manh, Khong co dit lifu vé vide
ding itraconazole tu dai & nhém xo gan. (Xem Lidu dimg vér Cach dimg v Cdnh bdo va

Thin trong.)
Suy thin

Co it ciiy 1i6u vé viée sty dung ilraconazole du‘(‘;fm3 ubng cho bénh nhin suy thin. Mot nghién
crru duoc dong hoc sir dung liéu duy nhét 200 mg ilraconazole (4 vién nang 50 mg) da
dugc tién hanh (rén 3 ghém bénh nhin suy than (ure huyée: n=7; thim tich maw: n=7 va
tham phan phiic mace lién tuc ngoai ted: n=5). o) nhom bénh nhan ure huyét véi do thanh
{hai creatinin trung binh 13 13 mL/phit x 1, 73m?, ndng do, dua trén gia ri AUC, gidm nhe
so v&i nhém binh thudmg, Nghién ciu ndy khong khing dinh bét ky anh huéng dang ké
ndo cita thdm tich méau hay thim tach phic mac 1ién tyc ngoai tri dbi vai duge dong hoe
ctia itraconazole (Twmax, Cnax vA AUCo.ar). Thong tin vé& nbng do trong huyét twong theo thoi
gian cho thiy sw khac biét 1om gifta céc déi tugng & ca 3 nhom.

Sau mot lidu duy nhédt dudng tinh mach, théi gian ban huy trung binh cia itraconazole &
nhitng bénh nhin suy than nhe (dinh nghfa trong nghitn ciru nay 14 CrCL 50-79 mL/phut),
rung binh (dinh nghia trong nghién ctu nay 13 CrCl 20-49 mL/phat) va suy thin ning
(dinh nghfa trong nghién chu ndy 1a CrCl <20 mL/phit) la twong ty nhu & nhitng ngudi
khée manh, (ngudng trung binh lAn lugt 14 42-49 gio & nhiing bénh nhén suy thén va 48
gitr & ngudi khoe manh). Nong dé trong méu cia itraconazole, dya trén AUC, gidm o
nhimg bénh nhin suy thin trung binh khodng 30% vi suy thin nang khodng 40% so véi
nhitng ngudi ¢6 chitc niing thin binh thutng.

Chua ¢0 dit liéu & nhilng bénh nhin suy thin didu tri tu dai voi itraconazole. Loc thin
khéng c6 tac dong trén thoi gian ban hiy hay thanh thai itraconazole hodic hydroxy-
itraconazole. (Xem Liéu ding va Cdch dimg va Cdanh bdo va Thdn trong.)

Tré em

D lidu duge dong hoe khi sir dung itraconazole trén nhom bénh nhan nhi con han ché.
Nhiing nghién ctu duge dong hoc lam sing ¢ tré em va thanh thiéu nién & d8 tudi to 5
thang dén 17 wdi tién hinh voi itraconazole vién nang. dung dich udng hosc dudng Gnh
mach. Liéu cho mdi béih nhén diing vién nang va dung dich ubng 12 tr 1,5 dén 12,5
mg/kg/ngdy, | hodc 2 tin/agay. Dang dunb tinh mach dugc truyén lidu duy nhit 2,5 mg/kg
hode 2,5 my/kg truyén 1 hojc 2 fan mm ngdy. Doi véi liéu hang ngay gibng nhau, lidu hai
lin/ngdy so v6i hcu mdt ian/ngay cho ndng dé day va ndng dé dinh twong duong véi ngudi
I6n ding mél lidu hang ngay. Khong thdy co sy phu thudc déng ké vao liea tudi dbi véi
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AUC va tdng lugng thanh thii toan co thé, um}g khi ghi nhan duge su 1ién hé md nhat gita
tudi va thé tich phin b itraconazole, Ciax V2 tbe dd thai telr giai doan cudi, DO thanh thai
bidu kién va thé tich phén bd cta itraconazole dwdmg nhu lién quan dén trong fuogng co the,

THONG TIN THEN LAM SANG

lraconazole d# trai qua bd thu nghiém chudn vé& cde nghidn ctiu an toan tién lam sang.
Nhimg nghién ciu dde tinh chp duong ubng véi itraconazole rén chudt nhéit, chudt cbng,
chudt lang va cho cho thdy gigi han an todn ring (ghp 4-16 tin lidu khuyén céo tbi da &
npudi iMRiID] 400 mg/ngay tinh theo mb/mzlnuay) Nhiing nghién ciu dée tinh man
dudmg wbng trén chudt cbng va trén chéd cho thay doc tinh man & nhiéu co quan hofic md
dich nhu: va thuong than, gan vé hé dai thuc bao don nhin cling nhu céic rbi loan chuyén
hda tipid thé hién bing nhimg (& bao xanthoma trong nhiéu co quan khac nhau.

O fidu cao 40 va 80 mg/kg/ngay & chudt chng (gdp 1 va 2 lan MRHMD tinh theo
mg/n’::"/ngay), khao sdt mé hoc cia vé thuong thin cho thay sy phi né cé thé hdi phuc véi
su phi dai 1& bac ciia ving ludi va viing bo cia vé thugng thén, thinh thodng kém sy mong
dio vung tidu cAu. Thay dbi & gan o thé hdi phuc dugce thiy & lidu 40 va 160 mg/kgf’ngay
(ghp I va 4 lAn MRHD tinh theo mg,/mzlngay) Thay ddi nhe duge thay trong céc 1€ bio
xoang gan va tao khong bac cua té bao gan, tao khong bao cho thiy r8i loan chirc ning té
bao, nhung khéng cé bidu hién viém gan hay hoai it té bao gan. Thay dbi mé hoc cha hé
théng thuc bao dan nhén duge dac teung chinh boi dai thue bao vdi tang phiing chit tuong
ty protein trong ahiéu mé nhu md.

Mat dé khoang trong xuong & toan co thé thép hon & ché chua trudng thanh sau khi ding
itraconazole kéo dai. Khong quan st thdy doc tinh & lidu 1&n dén 20 mg/ke/ngay (ghp 2 lin
MRHD tinh theo mg/m*ngay).

Trong 3 nghién ctru ddc tinh trén chudt cbng, itraconazole gdy cdc khiém khuyét & xuong,
Chc lchiém khuyét gdy ra gdm giam hoat déng cua xuong det, lam mong ving dic cua cic
xuong idn va don xuong ting lén.

Kha ning giy ung ther va 4t bién gen

liraconazole khong phai la mét chét c6 kha ning gay ung thu nguyén phat trén chudt cong
lidy tén dén 13 mg/l{g/noay {con dyc) va 52 mg/kg/ngdy (con cdi) hay trén chudt nhit lidu
Jén dén 80 mb/kg,f’ngay (ghp | tin MRHD tinh theo mg/m*/ngay). Tuy nhién vai lidu 25
mg/kg/ngay (gap 0.6 tAn MRHD tinh theo mg/m*/ngiy) trén chudl cong duc, cb tAn sufit
sarcom m6 mém cao hon, ¢6 thé do ting cdc phan (mg viém man, khéng &c tinh cia md
lién két nhur 1 mdt hé qua cia ting cholesterol va ling dong cholesterol trong md lién két,
Khéng cé diu higu nao cho thdy itraconazole ¢4 khi nang gay dét bién gen.

De tinh trén sink sin

ltraconazole duge cho ta gy ting cd lién quan lifu trong doc tinh wén me. doc tinh cho
phdl thai, va gdy di tdt thai trén chudt cong, & lidu 40 va 160 mg/kg/ngay (gap ] va 4 lan
MRHD tinh theo mg/m¥/ngiy) va chudt nhii 0 lidu 80 va 160 mg/!\g/ngay (gp | va 2 ln
MRHD tinh theo mg/m¥ngay). Trén chudt cdng, di 14t thai bao gdm nhitng khidm khuyét
hé xuong chinh: trén chudt nhét dj tit thai bao gdm thoét vi nfo va phi dai ludi. Di dang
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xuong da quan sat duge & chudt cbng co thé do nhidm dde tir me. Khong guan sit thiy téc
dung gy quéi thai & tho voi lidy 1&n dén 80 mg/kg/ngdy (ghp 4 lan MRHD tinh theo
mg/m¥/ngay).

Kha ning sinh sén
Khong b bing chimg cho thiy dnh hudng chinh trén sinh sdn khi didu tri vai itraconazole.

TINH TUONG KY
Khéng duge bidt.

TIRU CHUAN CHAT LUQNG
Tiéu chufin co sd.

HAN DUNG
36 thang ké tir ngay san Xuft.

PIRU KIEN BAO QUAN
Béo quan o nhiét dg khong quéa 30°C.

TINH CHAT VA DUNG LUQNG CUA BAO Ei PONG GOI
Hop 1 vix 4 vién nang cung,.

HUGNG DAN SUDUNG VA XU LY
Khong ap dung.

San xuit ban thanh pham tai: Janssen Pharmaceutica NV

Pia chi: Lammerdries 55, B-2250 Olen, Bi

San xuft, déng goi va xuit xudng tai: Janssen-Cilag S.p.A.

Pia chi: Via C. Janssen, (L.oc. Borgo S. Michele) - 04100 Latina (L), Y

Co sé dang ky: JANSSEN-CILAG Ltd., Thai Lan
Moi cin hoi/Bio cdo the dyng ngoai ¥/ Than ph:en chit lugng sin ;)Emm xin lién hé:
VPBD Janssen-Cilag Ltd., TP H8 Chi Minh.
BT: +84 28 38214828
E-mail: jacvndrugsafely(@tits,in.com

Tai ligu them khao: CCDS 09Jun2023 no. 19 & DAY letter 204810 dated [8C0ct2016
Phién bén: PI Sporal LT _CCDS 09.un2023 v
Neav sira ddir 04:09°2023

AXXXXXXXX
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S Phu fnc !
Phu fyc j’a: ' ' .
{IEU DUNG VA CACH DUNG :

Ubng vién nang SPORAL ngay sau khi in no dé dat sy hap thu tbi da. PO
Phai nudt m,,uy(,n vién nang. e

T , . Phy khoa . . ‘l
Chidinh Lidy Thoi gian diew trf A
Pidu trj nhigm Candida am dao, am hd | 200 myg, 2 lAn/ngly ! ngay S

hofic hodc !

L B 200 mg, ! lAn/ngay 3 ngay |

T Ngodi da/niém mac/nhin kiiog ]

“Chi dink ‘ i Lign Thoi gian didu tri )
By i nhiém ndm ngoai da 200 mg, [ lan/mgdy 7 ngay
hoidc hoiic
100 mg, 1| tin/ngay 15 ngay
Didu tri nhiém nAm ngodi da & cde ving | 200 mg, 2 fAn/ngay Tngly
sig hda cao nhur nhiém ndm & long | hofic hosdc
ban chéin va long ban tay : 100 mg, | lin/mgay 30 ngay
Piéu tri lang ben ) 100.mg, 2 lAn/ngay 5-7.ngay
hodc
200 mg, 1 tAn/ngay
Ditu tr] nhiém Candida & migng 100 mg, | lan/ngay 15 ngay
| Didu tri viém gide mac mét do nim 200 mg, 1 lAn/ngdy 21 ngay
Nén didu chinh thdi gian
didu trj theo dap ting lm
» sang,
N mong do dermatophyte va/hogc ndm men
| NAm mong Licu va thoi gian diéu trf

Biéu tvi cdoh quing

Mot dot didu tri 12 2 vign nang (200 mg 2 lAn/ngay) trong mot tude.
Pong 2 do't didu irj cho nhiém nim méng tay, va 3 dot diéu tri cho
nhiém nim méng chéan. Cac dot didu tr 1udn céeh nhau 3 tudn khong
ding thube. Bap tng lam sang s& duge thdy 18 khi mong phét wridn
16 lat sau khi ngling didu tri.
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Vit mhmmeng  [Tudn [Tuin  [Tudn Todn | Tukn Muan | Tudn | Tudn | Tudn ]
| Do B 4 |5 4] 7 HE 9

Nim mong chin cé | Dot | Nhirng tuAn khong Put 2 | Nhiing tuan khong Bt 3

hodc khéng ¢ ndm ding itraconazole ding itraconazale ‘

mong tay
Chi ndm méng tay  [Pot | Nhiing tudn khéng Dot 2
dling itraconazole

S — - T - < Ve i

Nim mong ' Liéu Thoi giandidu i ~ - ' e
Bidu i lién tuc : j
- NAm mong chan cé hofic | 200 mg, | lvén/ngéy 3 thang

khéng co nhm mong tay :

Su that tr i itraconazole khot 16 chire da va méng chdm hon sy théi trir khoi huyct tuong, Dap ung
(A vu vé jam sang va vi ném dat duge 2 ¢én 4 tudin sau khi két thic dleu 1| nAm da va 6 dén 9
thang sau khi két thie didu tri nim mong.

Nitm toan thin .
Thai gian dicu S

. Chi dish Liéu , o Ghi ehit
o tri {rung binh
Pidu tr] nhiém 200 mg, | 1Bningay 2-5'thang Tang lidu 1éa 200 mg, 2 ‘ !
Aspergfﬁf."s o : 1t mdi ngay trong trudng k
' ' ' hgp bénh xam tn hoiic lan ‘ T
oa. -
Biéu tr nhiém 100-200 mg, | Yan/ngdy |3 tudn - 7thang | Tang liéu lén 200 mg, 2
Candide 13n mdi ngay, trong trudng
' hep bénk xam 14n hogc tan
: tha.
Dy phong nhiém nédm | 200 mg, 2 lan/ngdy Téi ki kha néng | Kot dau 1-3 ngdy trude
& bénh nhin suy gidm mién dich héi | hofc tai thoi diém bt ddu
mién dieh bi gigm phuc’ hoéa tri cho t¢i khi giam
bach cdn trung tinh bach chu frung tinh duge
nghiém trong didu tr.
Diéu tri nhiém nam 200 mg, | Hn/ngay 2 thang -1 ndm

Cryplacoccus ngoai
mang ndo

Digu lrj viém mang 200 mg, 2 lan/ngay 2 théng -1 nAm
nio do Cryptococeus

| Viem mang nao do 200 myg, 1 lan/ngay Toi khi kha ning
Cryplococcus (diéu mién  dich  hoi
trj duy tri & bénh _ phye’
nhan A1DS)

Didu trj nhifm 200 my | [En/mgay - 8 thdng
Histoplasma 200 mg, 2 lAn/ngdy
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" Whigm Histoplasme

bénh nhin AIDS)

(didu tr] duy tri ehi &

200 mg, !
2 lan/npay

fn/ngay hoie

TG7 khi kha ndng

Nhidm Penicillinm

bénh nhin AIDE)

(didu tri duy tri chi &

200mg, | lin/ngdy hodc

2 lan/npay

mién  dich  hoi
phuc’
167 khi kha nédng
mién dich  héi
phuc?

Didu tri nhidm
Blastomyces

100 mg, 1 lan/ngdy-
200 mp, 2 ]ﬁn/ngéy

6 thang

Didu tv] nhidm
Sporathrix & da va
haeh bach huyét da

100 mg hodc 200 mg,

I fAn/agay (1dn thuong

1 trung)
hodc

200 mg, 2 ln/ngdy (ton

thuong fan rGpng)

3 thing & 6
thang

Chromomycosis

Pidu tri nhidm 200 mg, 2 1an/ngay 12 thang

Sporathrix ngodi da

Ditu trf nhiém 100 mg, 1 tAn/ngdy G thang Chua cé 4@ lidu vé hidu

Paracoccidioides qua ciia vidn  nang
SPORAL v6i lidu nay
trong didu ti nhiém
Paracoccidioides & bénh
nhan AIDS,

Pidu tri nhiém 200 mg, 1 lin/ngay 6 thang

TNEn diéu chinh thoi gian diéu tri theo dap (mg [Am sang.
2 Thei gian didu tr nén dya trén tinh trang phyc héi kha nang mién dich.

Nhom bénh nhin dic bidt

Tyé em

Dit lidu 1am sang v& viée sir dung vién nang SPORAL trén bénh nhan nhi cén han ché. Khéng nén
dung vién nang SPORAL cho bénh nhén nhi trir khi xéc dinh loi fch didu tri vuot ()i nguy co cd
thé xay ra (Xem Cdanh bdo va Than trong).

Nguwoi cao 1udi

Dit liéu 1Am sang vé viée st dyng vién nang SPORAL trén nguoi cao 1udi con han ché. Chi nén st
dung vién nang SPORAL trén nhir ng bénh nhan nay khi xac dinh loi ich ctidu tri vugt Lrdi nguy co
6 thé xdy ra. Néi chung cdn can nhdc khi chon liéu cho bénh nhin cao tudi tuong tng véi tin sd
cao hon suy giam chire ning gan, than, hodc tim va cdc bénh dang méac hodic cac thube khac dang
sir dung (Xem Canlt bdo va Than trong).

Suy gen
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Dit licu vé viée siv dung:, itraconazole dudmg udng cho bénh nhén suy gan con han ché. Nén than
trong khi sir dung thube cho nhitng bénh nhén ndy (Xem Ddc tinh duoc ddng hoc - Nhom bénh

nhdn dgc biét, Suy gan).

Sy thin

Dif lidu vé vige sir dung itraconazole duon;:, ubng cho bénh nhén suy thin con han ché, Nong, do
itraconazole c6 (hé thap hon & mdt s& bénh nhan suy thén. Nén thin trong khi s dung thudc cho
rhitng bénh nhan ndy va cb thé cén nhéc didu chinh lidu.
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Pl lue {h

LILU DUNG VA CACH DUNG
Udng vién nang SPORAL ngay sau khi in no dé dat SW fip thu t6i da.
Phai tudt nguyén vién nang,

- o Phy khoa ]
Chi dinh T Lidu Thirt gian didy fri
| Bidu tei nhifm Candida im dao, &m ho 200 mg, 2 lAn/ngay Tneay B
hofic holic
| 200 mg, 1 lan/ngay 3 ngay
Npo#i da / niém mac / nhiin khoa
Chi dink Litn Thoi gian didu tr
Diu tri nhidm nim ngoai da 200 me, | lAnfmgay | 7 ngay
hofc hodc
‘ 100 mg, | Bn/ngay 15 ngay
Pidu tr nhifm ndm ngoai da § cdc ving 200 mg, 2 lan/ngdy - : - Tugay
simg h6a cao nhu nhifm ném & long hoic ' © holic
ban chén va long ban tay 100 mg, 1 Yn/ngdy 30 ngay
Dizu trj lang ben 100 mg, 2 1an/ngay © 57 ngdy
holdc
200 mg. 1 JAn/ngay
Pidu trj nhidm Candida & miéng 100 mg, | 1An/ngdy 15 ngay
Didu iri vidm gide mac mét do ndm 200 mg, 1 tn/ngay 21 ngdy N
Nén didu chinh thoi gian
didu tr} theo dép tmg lamn
sang,

Nim moéng do dermatophyte vi/hoje nam men

Nim mong
Pigu tri chch quing

Lidu va that gian didu tri

Mot dot didu tri 142 vién nang 2 ]an/n&dy {200 mg 2 lan/ngay) trong
mét tudn, l\huyen clo ding 2 dO‘i didu tri cho nhidm nfim mong tay,
va 3 dot didu tri cho nhidm ndm mong chiin. Cdc dot didy tri ludn
céch nhau 3 tudn khong ding r thube., Dap ting 12m sang s& duge thiy
18 khi moéng phat {¢ién 1rd kai sau khi nglng diéu tri.
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Vl trl ndm méng Tudn  {Tudn F‘ue’m Tuan | Tun Tudn | Tudn | Tudn | Tudn
3 4

2

hofic khong b ndm
mang tay

L.

Ném méng chin cd (Dot |

- Chi ndm mong tay  |Dot

dung itraconazole

Nhimg wén khang

5 G 7 8 9
Dot 2 | Nhiing tuin kiding Dot 3
ding itraconazole

dung itraconazole

| N fing, fudn Khon z

bot2

Nim méng
Bidu trf lién e

Liéu

Thad gian diéu tei

NAm mong chin cé hojie
khéng co ndm mong tay

200 mg, 1 lan/ngdy

3ihang

Sur théd tr I itraconazole khoi th chic da v
&1 wu v& 1am sang va nim hoc dat duge 2 aé

thang sau khi ket thiic daﬁu tri ném mong.

4 méng chim hon sy thai trir kho huyu tuong. Dap dng
n 4 tudn sau kbi két thie didu ui ném da va 6 dén 9

Ném todn thin T

Chi ﬁi_nh

Licu

Thoi gian didu |

hi chy
tri trung binh' Fend

.y p g
Pisu tri nhicm

200 mg, | lén/ngéy

2.5 thang Tang lidu 8n 200 mg, 2
13n mdi ngav trong rudng
hop bénh xim fin hojc fan

Aspergillis
Dign i obigm | 100200 mg, 1 lin/ngdy |
Candida

16a.
[ ey ~

31uhn - 7 thang | Tang licu 1&n 200 mg, 2
1An mdi ngay, irong trudng
hop bénh xam tan hofc lan
toa.

_mf)u—‘phfmg nhidm nm
& bénl nhén suy gidm
mign dich bi giam
hach cAu trung tinh
nghiém trong

200 mg, 2 iﬁn/ngéy

Toi khi kha neng | Khéi dau 1-3 ngay trude
mién dich héi | holc tai thai didm bt diu
phuc? héa 1} cho (& khi gidm
bach chu trung tinh duge
didu tri,

Piu tri nhigm nam
Crypfococcus NEoAi
mang nfo

200 mg, 1 [An/npay

2 thang -1 nam

Picu trf viérn mang
nio do Cryptococcits

200 mg, 2 ln/ngay

2 thing -1 ndm

Viém mang niio do
Cryptococcus (dicu

200 mg, | lan/mgiy

Tai &hi kha ndng
mién dich hoi

i duy irt chi & bénh phue?
nhin AIDS)
Dida tr] nhigm 200 mgz | lan/ngdy —

200 my, 2 lin/ngay

8 thing

| Histoplasma

98
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Nhitm Histoplasmea | 200 mg, | lan/npay hodc | 79! kil khé ndng

(diéu tr} duy tri chi & 2 lan/ngay mién dich héi
bénh nhan AIDS) phuc?
Nhidm 200 myg, § [An/ngay hodie | Toi khi ket nding
Tedderromyensis (frude 2 tanfngay mién dich héi
diy 1a Penicillium) phuc?

(dtidu i duy 3 chi &
hénh nimn AIDS)

Didu tn nhiém [0 mg, 1 Idn/nuy— 6t il'mg
Rlastomyces 200 mg, 2 lan/ngay
41)75{17111;6;11 ) 100 mg hoiic 200 mg, 3 thang 1¢i 6
Sporothrix & da v [ tan/ngay (tdn thuomg thang
mach bach huyét da téip trung)
hofic

200 mg, 2 lin/ngay {tbn
thuong lan rng)

bidu tri nhiém 200 mag, 2 lAn/ngay 12 thang

‘Sporothrix ngoai da - : :

Didu tri nhidm 100 mg, 1 lan/ngay 6 thang Chua cé dif Tiéu vé higu

Paracoccidioides qud cla vién nang
SPORAL véi lidu nay
trong didu tf nhibm
Paracoccidioides & bénh
nhén AIDS. ‘

| Bidu tri nhidm 200 mg, 1 lan/ngdy 6 thang

Chromomycosis

TNEn dieu chinh thoi gian didu tri theo dap Gng ldm sang.
l_T hoi glan diéu tri nén dya twén tinh trang phuc hai kha ning mién dich.

Npém bénh nhin dic bigt

Tré em

Dt liu 14m sang v& viée sty dung vién nang SPORAL trén bénh nhén nhi con han ché. Khong nén
dung vién nang SPORAL cho bénh nhan nhi trr khi xée dinh loi ich didu tri vuot i nguy co c6
{hé xay ra. (Xem Céanh béo va Thdn trong)

MNgudi cao tudi

Dit lidu Jam sang vé viée sir dung vién nang SPORAL trén ngudi cao tudi con han ché. Chi nén sir
dung vién nang SPORAL trén nhing bénh nhén nay khi x4c dinh loi fch diéu tr vugt trdi nguy co
c6 thé xay ra. Noi chung chin can nhac khi chon lidu cho bénh nhan cao tudi twong ung v thn sb
cao hon suy gidm chite nang gan, thin, hofdc tim v cdc bénh dang mic hodc cac thubc khic dang
s dL_mg. (Xem € "anh bdo va Thin ti ,ong.)

Suy gan
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D ligu vé& vide siv dyng itraconazole dudong ubng cho bénh nhan suy gan con han ché. Nén thin
trong khi st dung thude cho nhitng bénh nhén nay. (Xem Dde (inh duge dong hoc - Nhom bénh
nhen die biét, Suy gan.)

Suy thin

Di lidu vé vide sir dung itraconazole duong uéng cho bénh nhin suy thin con han ché. Nong do
itraconazole ¢6 thé thip hon & mot 56 bénh nhin suy than, Nén thén rong khi st dyng thude cho
nhing bénh nhén nay va ¢d thé can nhéc didu chinh fidu,
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Phuy luc 2a

T T WATEY T
e thufie thes nhim Anb hedng (e Bng/dy kien

~ A Y A kY
1en ndng 4§ thude (xem phhn
. 2 A T ERT e
ghi chi bén dudi de bidt them
{héng tin)
rhubil oL

Nidn vt 1m shng (xem phin (Bn dE bikt “thbm |
théng tin)

e PR
Fhuie chenalpha

e e

o L : R WY T
Khéng khuyen cio trong va sau 2 tuan dieu tri véi

Buprenorphine Cuax {TTh AUC
Buprenorphine {dobh | (110
mach va dudi lebi) Oxyeodone Cpax T AUC 11

Alfuzosin [ Atfazosin G (11). AUC (11)°
Silodosin Coae {112, AUC I itraconazole. Gia lang nguy co cie plhan Lng b o
Silodosin Tamsulosin Cuax {11), AUC | lién quan aén alfuzosin/silodosin/amsulosin®,
i
- Tamisuiosin o N
Thude gibm daw_ -
Alfeitanit Atfentanil AUC (31 161 1111)" | Sir dyng thin trong, theo doi cdc phdn Ung bitt loi.

tién quan dén thude giam dau®, €6 thé cln giam lidu
clia nlfes\taniifbuprenorphine/oxycodoue/su]‘enianil.

Oxycodene Tang u(‘mgr do sufentanit (e
Sufentanil 40 chua bigty*®
Fentany! | Fentany! finh mach AUC ($1)°

Tang ndng 45 coa che dang
%hac cun fentanyl {mic &0
chira bidt)*®

Khong khuyén cdo trong va sau 2 tuan digu i véi
irnconazole. Gia ting aguy ca cic phin ong bat lgi
lién quan dén fentanyl®. : .

disopyramide (‘]‘T)ﬂ.h

Levacetyimethadol Levacetylmethadol Coax (311 Chéng chi dinh trong vd sau 2 twAn didu tri vei

{levomethadyl) AuC (e itraconazole. Gia ting hguy ¢ cic phan Gng bat loi
lign quan dén levacelylmethadol nhu kéo dai khoang
Q7 vi xoan dinh,

Methadone (R}-methadone Cus {1), AUC Chéﬁg chi dinh trong v sau 2 win diéu iri vl

(1® itraconazote. Gia tang nguy co cac phan dng bét 191

lign quan dén methadone nhu suy gidm hé hip tigm
tang co thé de doa tiah mang, kéo dai khoang QT va
xofn dinh.

Thube ching loga nhip

Digoxin Digoxin Cumx 1, AUC T Sir dung thén trong, theo di cic phan {ng bat Ipi lign
quan dén digoxin, cd thé cln gidm lidu eta digoxin®,

Disopyramide Ting nong ¢ chia | Chéng chi dinh trong va sau 2 wan didu i voi

itraconazole. Gia 1ang nguy co cae phan (g bit lai
lién quan dén disopyramide, nhu logn nhip nghidm
trong bao gom xoin dinh:

Dofetilide Dofetilide Com (11, AUC (1)" | Chéng chi dinh trong va sau 2 wan diéu trj véi
itracanazole. Gia tang nguy co cac phan dng bés loi
ficn quan dén dofetilide, nhur loan ahip thét nghiém

frong bao gdm xofn dinh.
Dronedarone Dironedarone Caae (317) AUC Chéng chi dinh trong vd sau 2 tufin ditu i véi
(e itraconazole. Gia ting nguy co cic phan {ng bat fei
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T Y ’
Chc thuoe iheo nhdim

Quinidine

Quinidine Co 1, AUCTT

P A Y A A
len ndng A§ thuoe (xem phin
v ran PRy Sy n
ghi ¢l bén duwdi de biet thém

TChé T . R VTS A
Chéng chi dinh tropg va san 2 tuhn didu tef v

Mhin %6t 3w shng (xem phin trén a8 bidt thim
thang tin)

lign quan dén dronedarone; nhu kéo dai khoing QT
va tir vong do bénb tim mach,

. 1l = . x f i .
itraconazole. Gia tang nguy oo cic phin imyg bat fon
a L. R . i . yy =
lién quan déri quinidine, nhurkeéo da khodng OT, wobn
dinh, hp huyét &p, [0 18n vA mé sings

| Khing sink

Bedaquiline

Bedaquiiine Cpae (s}, AUC '
(1} trong 2 tudn bedaquiline
i mét s mdt ngdy"

Khang khuyén cio, khing khuyén cdo ding ddng the
hon 2 twdn & bit kY thai didm ndo tong khi dang
bedaquiline: gia ting nguy co ¢ls phitn ang bés joi
tign quan dén bedaguiline’s

Ciprofloxacin
Erythromycin

firaconazole Coa 1, AUC T

Clarithromycin

Sir dung thin trong, theo doi cic phan ttng-bat ki cia
itraconazole, cb the cin gidm ligu itraconazolc.

Téng' néng 46 clarithromyein
(mire d6 ciwz big)h
fraconazole Cum T, AUC 15

5t dung thin trong, thee di cac phan {rag bat igi lidn

quan tdi iiraconazole vivholc clarithromyein®, cé thé
by 'y s s = s i

can giém liéu itraconazole va/hoje clarithromycin.

Delamanid Tang nbng dé delamanid (mie | Sir dusng thin trong, theo di cic phén {ing bt lgi cua
a5 chwa !giét)“~" delamanid/frimetrexates, ¢ thé cén gidm léu
Trimetrexate Tang ndng db frimetrexate delamanid/trimetrexates
{mirc 46 chua biét)"
{soniazid [soniazid: ndng 4o itraconazole  Khdng khuyén cdo tir 2 tuan Lrude vi trong qua trinh
{151y didu tri véi itraconazole, higu qua coa itraconazole ¢o
Rifampicin Rifampicin: itraconazole AUC thé bi gidm.
HH
Rifabutin Tang néng d& rifabutin (mirc | Khing khuyén cho tir 2 tudin trude, trong va 2 tudn sau

44 cluga bity®
liracohazole: Cimax L1 AUC 1L

khi didu tf voi itraconazole. Hidw qua cia
itraconazole ¢ thé gidm va gia thng nguy co cic phén
{g bAt o lién quan dén rifabutin®,
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Che thute theo nhom

Kb huong Udm tng/dy kitn
1 ndng 4§ thude (xem phin
ghi chit bén dudi df bidt thém
thing tin)

Nhin %6t 1w sang (xem phia trén af bit &hémﬁ}
thing tin)

Telﬂiﬂu'on'xycin Trén che dbi tugng khoe manh: Chang chi dinh trén cée bénh nhin suy gan nang hodc
tefithromycin Coss 1, AUC | suy thiin njng troag v sau 2 tudn didu i véi
Trén bénh nhén suy thin nfng: iiraconazole, gia ting nguy co cic phan OBE bét b
tefithromycin AUC (1) lién quan dén telithromyein®, nhu doe rén gan, kéo
Trén bénh shin suy gan ning: | dai khodng QT va xoin dinh,
lang ndng dd telithromycin | Su dung thin rong trén cdc 481 trong khie: theo dai
(mirc do chua hidry cAc tac dung khong mubn do telithromycin, ¢o thé cln

gidam lidu telithromycin.
Che ihu‘_f;“l;héng dbng vi chéng kit thp tidu ciin

Apixaban Apixaban Crax (1), AUC (1) Khang khuyén cio trong va sau 2 twdn didu tri v

Rivaroxaban Rivaroxaban Ceas (1), AUC (1 | itraconazole. Gia lang nguy co cac phan ang bét feri
téi 71 fign quan dén apixaban/rivaroxaban/ vorapaxat®.

Vorapaxar Vorapaxar Cpa (1), AUC (T

Cac coumarin  (nhu j Téng néng 46 céc coumarin | ST dung than trong, theo ddi cac phan (mg bilt hoi cia

warfarin} (nhe warfarin) {mirc d§ chua | cic couwsnarin/cilostazol®, ¢é thé chn gidm lidu cac
biéty® coumarins/cifostazol.

Cilostazoi Cilostazol Cog (1), AUC (T1)°

Dabigatran Dabigatran Cnan (11). | S dyng thin trong, theo d&i cc phan tng bat Lot cia
AUC(TTY dabigatran®, €6 thé cin giam libu dabigatran,

Ticagrelor Ticagrelor Cunax (e, Chénp chi dinh trong vi saa 2 twdn didu tei véi
AUC(T1T» raconazole. Gia thng nguy ¢o cac phan fmg bat igi

lién quan aén ticagrefor, nhir chdy mau.

& A I
Thuse chong co giat

Carbamazepine Néng 40 carbamazepine (1)** | Khong lhuyén céo1ir2 tufin tirde, lrong va 2 tufin sau
Nbng d§ itraconazole {1Lee Khi didqu ti v&i itraconazole, Higu gqua cta
iraconazole cé thé bi giam va gia tang nguy co cée
phan ing bt loi tign quan dén carbamazepine®,
Phenobarbital Phenobarlital: nbng 4o | Khong Khuyén cho tlr 2 tufin trude va trong qua trink
itraconazole {1 dtidu 1] voi itraconazole, Higu gua cia itraconazole ¢
Phenytoin Phenytoin: itraconazole AUC thé bj giam.

L

— Z T :
Thuoc ching ticu dudn

Repaglinide
Saxagliptin

Rc;)agliniﬂe Cpax 1. AUC |
Saxagliptin Cna ().
AUC (T

Str dung thin trong, theo dai cc phan dmg bét Lot ea
repaglinide/saxagliptin®.  cd  thé cin giam lidu
repaglinide/saxagliptin, - :

T . . A A N
|_Thuéc t] giun shn, chOng nam va ching don bie
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[Anh hwdng lidm Gngldy kitn

18n nhug 40 hube (xem phiin
ghi chit bén duwéi 8 biét thém
{hing tin)

Midn xét Him sing (xem phia trén dé biét thém
thdng tin)

Artemether-
Lumelanirine

Cuinine

Hatofantrine

Isavuconazole

Aremether Cmex {11), AUC
gt

bumefantring Cue (1), AUC
(e

Quinine Cps =+, AUCT

S dung thin trong, theo d8i cae phan fimg bat by do
artemether-lumelantrine/quinine’. Tham khio nhén
46 bidt thém thdng tin.

U Tang ndéng d  halofantrine

{fmirc d chua bidy™

Chénp chi dinh trong va 2 {uAn sau khi ditu trj voi
itraconazole. Gia ling npuy co céc phin tng bat foi
[i&n quan dén halofantiine, nhur kéo dai khoang QT va

loan nhip dan dén tr vong,

Tsavuconazole Cus («2), AUC

(e

Chéng chi dinh trong v& 2 tuiin sau khi ditu uj vai
itvaconazole. Gia tang nguy o cic phan (g bit io
lién quan dén isavuconazole, nhr ¢ phén (ng LAt Lo
trén gan, che phan tmp qué méin va dde tinh bao thai-
phéi thai.

Praziquantel

Praziquantel  Cuee {11
AUC(Y

Sir durtg thén trong, theo dai céc phan ting bét |gi cita
praziquantel®, 6 thé clin giam lity praziquantel.

Thube khang histamin

Astemizole

Astemizole Crnax (1)
AUC (1T

Chéng chi dinh trong va 2 tuln sau khi didu irj voi
iraconazole. Gla ting nguy co cdc phan img bét foi
lign quan dén astemizole, nhu kéo dai khoang QT,
xofin dinh va loan nhip 1hét khac.

Bilastine
Ebastine
Rupatadine

Bilasting Coax (11), AUC (T
Ebastine Crmex 11, AUC 111
Tang néng do rupatadine

(D

Sir dung thén trong, theo doi cée phan img bt foi cua
bilastine/ebastine/rupatadine®, co thé chn gidm [lidu
bilastine/ebastine/rupatadine.

Mizolastine

Mizeiasting Crex (1 AUC{T)

Chéng chi djnh trong va 2 tudn sau khi didu trj véi
iraconazole. Gia ting nguy co cde phan g bét 1o
lién gquan dén mizolasting, nhu kéo dai khodng QT.

Terfenadine

Tang ndng d6 terfenadine (mirc
d6 chura bity

Chéng chi dinh trong va 2 tudn sau khi diéu tri véi
itraconazole. Gia tang nguy co céc phin ing bét lgi
lign quan &én terfenadine, nhu kéo dai khoang QT,
xofn dinh va loan nhip thit khéc.

Thube chbdng dau niva 4

]l

Eletriplan

Eletriptan. Craax (11,
AUC 111y

Sir dung thém trong, theo doi cdc phin (mg bt Joi ctia
cletriptan®, cd thé cdn giam liéu eletriptan.
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Céc ergot alkaloid (nhu
dihydroergoianmine,
grgometrine,
ergotamine,
methylergometrine}

thing tin) -

[ Che thude then ahbm T)ﬁnh hing tidm tang/dy Lifn

n A T A A
Ien ndng d§ thede (xem phin
. sy on T ERT N
ghi chd bén dudi @8 bitt thim
Tang nong 46 cdc  ergol

. ' n Y
afkaloid (mirc do chua biéy™

Mhin xét lAm shng (Xem éhm trin ad hidt thiém
thmyg tim)

Chédng chi dinh frong va 2 wan sau khi dida tr
itraconazote. Gia lang nguy <o cde phan img bat lgi
lign quan dén ergot alkaloid, nhus ngd d Bortezomib

dc ergotin.

Bortezomib
Bremfuximab
vedolin
Busulfan
Ertotinib
Gefitinib
Imatinib
Ixabepilone

Mintedanib
Pancbinastat

Ponatinib
Ruxolitinib

Sonidegib

Vandeianib

Thube diby trjungthe
Bostezomib AUC {TF

Brentuximab vedotin AUC (T
Busulfan Cpar 1. AUC T
Erlatingh Cra (11), AUC 1)
Gefitinib Cyus T, AUC T
fmatinib Cuu (1) AUC (1)
txnbepilone Ca {+) AUC
ha

Nimedanib Cmnx (?)s AUC (T)ﬂ
Pancbinostat Crse (1), AUC
(r

Ponaiinib Cr (1), AUC (TP
Rﬂ'.\'(!“tlﬂlb Cmax (T)! AUC (?)“
Sonidcgm Cnmx {?)7 AUC (TT)H
Vandetanib Cue <2, AUCT

TS dung thin trong, theo doi cac phan tag bt loi cua

il A gt A . N A e X »
chc thudc didu i ung thu®, cd thé can giam licu cée
thude didu tr ung thue

Idelalisib

ldelallsib Cmnx {T)I AUC (T)n
Tang ndng 83 ilraconazole
trong huydt thanh {mic dé
chura biéty"

Sir dung thin trong, theo d6i ce phan dng bt lai lign
quan dén iteaconazole vivhodo idelalisib, o6 thé can
piam liraconazole va/hole idelalisib.

Axitinib
Basutinib

Cabazitaxel
Cabozantinib

Ceritinib
Cobimetinib

Crizotinib

Dabralenib
Dasatinib

Docetaxel
ibratinib

L

Axitinib Cous (1), AVC TN
Bosutinib Cumx (717). AUC
(e

Cabazitaxel Cuas (<) AUC
(e)?

Cabozaniinib Cpas (<), AUC
("

Ce]'iliﬂib Cmm« (T}: A-UC (TT)“
Cobimetinib Cuw 11, AUC 111
CllLOtl]llb Cmax (T}} AUC (TT)“
Dabrafenib AUC (1)*
Dasatinib Cres (11 AUC (1Y
Docetaxel AUC (e & 11)°
thrutinid Cpae (37113 AUC
e

Lapatinib Cmn\ (TT)'\ AUC (‘H‘)J
Nilotinib Cuax (1), AUC (1Y
Olaparib Cpg 1 AUC 19

Khang kituyén céo trong va 2 tudn sau didu i véi
itraconazole, Gia ting nguy co efie phan ing bét lgi
lign quan dén céc thube didu trj ung thu®.

Ngoai ra

D& vai cabazitaxel, mic i sy thay ddi cac thang s
duoe dong hoc khéng cd ¥ nghia thdng ké trong mt
nghiga cfu twong tac thube liéu thip vei
ketoconazole, quan sat thiy mét sy bién thidn l6n
trong k&t qua.

P&1 véi ibrutinib, tham khao nhin dé biét thém théng
tis
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{.u hade ﬁhco nhdm

L'xp'ailmo
Nilotinib
Olaparib

Pazopanib

Sunitinib
Trabectedin

Trastuzumab emiansine

Vines alikaloids

T

Anh hutng tiem Gegldy Kifn |

Yy A Y
tén nong 40 thude (xem phin
PR o 4 o f L A ~
zhi chit hifn dudi (24 bidt (hém

thong Lin) -

[ S
NEdn xét lam shng (zern phin trén a2 hidt thém
thing ¢in)

Pazapanib (.m;\ (?) AU(. (|)—

Sunitinis Cua (1) AUC{TF
Trabmtuiin Cos (T3 AUC {1
Tang nbng LlQ trastuzumab
emlwsme tmire 48 chua bisy**
Tang nbng 40 vmca alkaloid
{mrc do chira hideee

Regoralenit

Regoralenib AUC (11 théng
qua wée lugng chit mot phin
¢o hoat tinh)?*

[rinotecan

Khdng khuyén cdo trong va 2 tuln sau didu i voi |
Htraconazote. Hidu qua cia regorafenib co thé bi gidun.

”['mg nong 45 irinotecan va
Ch’ll chuyén hoa co hoat tinh
clia né (mie 48 chira bty

Chéng chi dinh trong v& 2 tudn sau khi diéu fn Vi
itracanazole. Gia ting nguy co cic phan (g bét lgi
lién quan dén irinotecan, nhi nguy co tifu chiy vate
ché iy de doa tinh mang (i tang.

'E“Emm, Lh(]!t[!, foqn thiin, thuoc an thin va thude ngis

" Alprazolam
Aripiprazole
Brotizelam

Buspirone

Alfprazoiam Cop o0, AUCTT
Aripiprazole Cou T, AUC |
Brotizolam Coa <, AUC TT

Buspitone Cuas 1111, AUC
1111

Sir (iung thén tupng, theo dicéc phan tp bt lqn fién
quats dén thude chf‘)nu logn thn, thube an thin hoac
thube nglt, cb thé chn giam liu cac thubc ndy.

Haloperidol Haioperldo Coas T, AUC T
Midazelam (iTnk mech} | Tédng ndng aé midazolam (tinh
Perospirone mach) 71°

Perospitone Cuax 111, AUC
Quelispine ™1

Quetiapine Cuaw (17), AUC
Rameleon (111

Ramelteon Cua (1) AUC ()
Risperidone Tang ndng 44 risperidone 1
Suvorexant Suvorexani Crax (1), AUC

amw
Zopiclone Zopiclons Cu 1, AUCT
Lurasidone Lurasidone Cow (777) AUC Chébng chi dinh trong vi 2 tugn sau khi didu tn vai

Midnmldm (ucng,)”' o

any

ftraconazole. Gia tang nguy co cac phan img bt lgi
lign quan dén turasidone, nhu hy huyét 4p, suy tufn
hodn, héi chimg ngop hép nghidm trong, co gifil,

I\'lidﬂzc-)lam (uéng) Crax 1 1061
T AUC T 1T

Chéng chi dinh trong va 2 tudn sau khi dién tr' Vi
itrsconazole. Gia ting nguy oo cic phau trng, bét lgi
lién quan dén nnda/ohm nhtr suy hé hdp, ngimg tim,
hén mé va an thiu kéa dai,

Pimozide

Pimozide Cpa {12 AUC (FT)

Chéng chi dinh trong va 2 tuhn sau khi dién i véi
itraconazole. Gia ting nguy co cac. phan tng bét lgi
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Cae thube theo uhém

Sertindole

Auh hiwong tibm thng/dy kién
tén ndng 40 thudic (xem phin
ehi et bén dwdt dé bidt thém

Mhin xét 13m shog (sem phia trén db bidt thém |
ihng tin)

Tang néng &6 sertindole {mtc

&8 chura biéty®

q4 Ps 4 o & 5
-quan dén kéo dii khodng QT va xoan dinh.

tién quan dén pimozide, nhy logn trhip tim, ¢6 1hé lién

Ching chi dinh trong va 2 tudn san khi didu tri vét
iraconazole. Gia sing nguy co cac phin {mg bét loi
lién quan dén sertindole, nhur kéo dai khodng QT va
xofin dinh.

Triazolam

Triazolam Cméﬁw{fji T4 AUC
11 ity

Chéng chi dinh trong vé 2 tuan sau khi diéu irj véi
itraconazole, Gia tang nguy ¢o ¢ac phan (g bét loi
lién quan dén triazolam, nhu co gift, suy hé hép, phit
mach, ngitag the vi 1én mé.

A A '
Thuoe chony virus

Asunaprevir {duge ting

Asunaprevi!' Conax (?T‘EL AUC

Sir dung thdn trong, tuy nhin, tham khao nhin cia

cudng) (1t chc thude chéng virus dé bidt thém théng tin,
Tenofovir  disoproxil | Ting ndng 9 tencfovir (mic
fumarate (TDF) da chua bigty*»
Boceprevir Booeptevir Cuee (1), AUC | S dyung than trong, theo ¢di odc phin tng bét i lién
(tty . quan dén itraconazole vi/hodc boceprevir®, céd hé cin
Tang ndng do itraconazole giam lidu itraconazole.
(mtc 44 chua biéty® Tham khéao nh&n boceprevir d& bidt them théng tin.
Cobicistat Tang nong 6 cobicistat {mire | Sir dung than trong, theo doi cac phan {rng bt Icr lién
do chua bidtyse quan dén itraconazole, cd thé cln gidm lidy
Téng ndng dd ilraconazole itraconazole.
(mic d6 chira big»®
Daclatasvir Daclatasvir Cpae (1), AUC | Sirdung thin trong, theo ddi cic phan ing bat lgi cla
e daclatasvir/vaniprevir, cé thd cin  giam lidy
Vaniprevir Vaniprevir Cass (117} AUC daciatasvir/vaniprevir.

{1

Darunavit  {duge  ting
cudng)
Fosamprenavir  (duge
ting cudng bai
ritonavir)
Telaprevi

Parunavir dugc tng cubng bai

ritonavig;  liraconazole  Cam
(T1). AUC (19)*
Fosampsenavir  dwgc ting
cudmg béi ritonavir:
itraconazole Comax {1
AUC{(TTY

Folaprevin—itraconazsle—na
AL

Sit dung than trong, theo doi céc phan img bt loi lign
quan dén itraconazole, co thé cAn giam lidu
itraconazole.

Elvitegravir (dugc ting
cuong)

Elvitegravir Co (1), AUC (¥
Tang nong d& itraconazole
(mirc 46 chura biét)*?

Sir dyng thin trong, theo ddi cdc phan (ing bt loi lién
guan dén itraconazole vivhogc elvitegravir (dugc tang
cubng boi ritonavir). €6 thé can gidm lidy
iraconazole; tham khao nhin elvitegravir dé biét
thém thdng tin.

Efavirenz

Neviraping

S

Efavirenz: itraconazole Cpi {s
AUC Y
Nevisapine: iraconazole Cr

1 AUCLL

Khong khuyén cdo tir 2 tudin trede va treng qua trinh
dicu 11 voi itrnconazole. Higu qua cua israconazole ¢o
thé bj giam.
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“Cae thuac theo nhém

Anb hwing tidm tang/dy Kifn
18n nbeg 4§ thude (xem phs’%n
ghi chi bén dwdi 44 pibt thém
théng tin)

Mban zét [am shng (xem phin trin & pift thém
thong tin}

Indinavir Nang dé itraconazole 1h Sir dung thén trong, theo dBi cac phin g bt loi Lién
Indinavir Cuus +, AUCT quan dén itraconazole vidholc indinavir’, co thé cén
gidm ligu iraconazole vivhofc indinavir.
Maraviroe Maraviroc Cioox ‘m(_’_f?), Sir dyng thin trong theo ddi ¢dc phan img bat lpit. Cé
AUC Y thé can giam lidu maraviroc,
Ritomavir T lsraconazole Coix {1), | Sir dung than trong, theo d5i cac phan trg bat loi lién
AUC{TTY quan dén itraconazole vahode ritonavir, €6 thé can
Ritonavir Crax (2), AUC T | piam litu itraconazole; tham khdo nhiin ritonavir dé
bidt thém théng tin,
Saquinavir Saquinavir (chua duge ting Sit dung thin trong, theo dbi céc phéan img bét 1o lién
ewding) Cmes 11, AUC 111 quan dén itraconazole vivhodc saquinavir®, Co thé cin
Hraconazole (voi saquinavir | gidm libu itraconazole; tham khao nhin saquinavir dé
duge tang cudng) Cas {Th it thém théng tin,
AUC (117
Simeprevie ) SimeprevirCna—{FH—AYE iéhéng4dmyén~eéa4reng—vé—2—mé—alﬁm+diémwi

G

" A
Thube chen betn

Nadolol

Nadolot Cyax 11, AUC §1

St dung thén trong, theo dbi chc phéan img bat i clia
nadelol®, €4 thé ein gidm Fidu nadolol.

= A ~ - .
FThuoe chen kénh calei

Bepridil

Tang nbng dd bepridil (mirc &6
chua bibt)=»

Chéng chi dinh trong v 2 tuan sau khi didu trj véi
itraconazole. Gia tang nguy ou chc phan g bt lgi
fign quan dén bepridil, nhu con loan nhip mai va nhip
nhanh thit kidu xofa dink.

Diltiazem

Tang néng 4o dildazem &
itraconazole (mie d§ chua
bigt)y*

Sir dung than trong, theo doi cdc phin fing bét i cva
itraconazole vishode diltiazem®, ¢ thé cdn gidm liéu
itraconazole vishodc diluazem,

Feledipine

Lercanidipine
Nisoldipine

Felodipine Coux 111, AUC 117
Lercanidipine AUC (1111
Misoldipine Cras (11113, AUC
e

Chéng chi dinh trong va 2 tudn sau khi didu 1vj voi
ifraconazote, Gia tang nguy oo cac phin (ng bét lgi
litn quan dén dihydropyridine, nhw ha huyé 4p va
phit mach ngoai bign,

Cac dihydropyridine
khéc :
Verapamil

Tang néng &b dihydropyridine
(mitre 4o chua bidt)w

Tang ndng do verapamil {mirc
46 chua big)*®

Sir dyng than teong, theo doi cée phéan (g bét loi ctin
dihydropyridine/verapamil®, c6 thé cAn giam liu
dihydropyridine/verapamil.

Cac thube tim mach, ihnbe ihic

Aliskiren
Riocigual

Sildenafil (tang ap phoi)
Tadalafil (tang ap phoi}

Aliskiren Cow 711, AUC 171
Riociguat Cou (1), AUC (111
Tang nong dé
sildenafiiftadalafil {(moc dd
chira bidt nhung anh huéng cd
thé 16n hon so v6i duge bie
cho & cac thude 5t nidu)2?

Khéng khuyén céo trong vi 2 wan sau khi didu trf véi
itraconazole®, Gia ting nguy oo cdc phan ing bét g
lién quan dén ede thude tim mach,

Bosentan Bosentan Case (110, AUC (1) | SiT dyng thin trong, theo d8i cdc phén (mg bilt loi ciia

Guanfaciste Cuw (13 AUC | boscntan/guanfacin®, ¢ thé  cAn  piam liéu
Guanfacine (aar bosentan/guanficine,
Ivabradine [vabrading Cumae (773, AUC Chéng chi dinb trong va sau 2 wan didu tri véi

(are

itraconazele. Gia ting nguy co cdc phan Gng bat igi
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. A ]
Cac thude theo nham

théng tin)

Anb huwéng tiem tang/dy kin
fén nhng df thube (xem phiin
ahi chit bén dwéi dé bile thém

denohzme me ET), AUC

e

| suy thin.

Nban xét Hm skng (xem phia trén &8 it thém |
thiing tin)

ng,u% nit xoang va chen hm n
Chong chi dinh trong va 2 {udn san khi digu tn visi
nracomzolc Gia tang nguy co cfc phan img bt loi
lign quan dén ranolazine, nhur kéo dai khodng QT va

E)ienogest

Thubs i U

[ Cac thube ivamhthal
rDienngcm Coa (1), AUC(TTY

Ulipristal  Cunae (170 AUC

Ulipristal 1 (T

Sir dung rhan frong, theo dai cdc phan (ing bt i ctia
cic thudc teanh  thai®, tham khio wehAn  cua
dienogesi/ulipristal dé bidt thém thdng Lin,

Eplercnone

fiplerenone  Cawe (1), AUC
arey

Chdnp chi dinb trong va 2 tudn sau khi dity G v
1trac0mzo[c Gia ting nguy co cac phan g bét igi
lién Quan dén eplerenone, nhy tang kali huyét va ha
huyét dp.

Thube dwdng tidu hdn

Aprepitant
Loperamide

Aprepitant AUC {{11)
Loperamide Cmax 11,
AUC 1Tt

Sir dung thin trong, theo ddi cde phan fing bﬁt lori otia
1531cpltant/lopmdm;de;’nempmm“ C6 thé cAn gidm
icu apreptiamz’ioperamlde tham khéo nhin cla

Netupitant Nempitam Coas (1) AUC (1) rzetuptif\nl dé biét tham thdng tin,
Cisapride Tang nong &6 cisapride (mirc Chong chi dink trong va 2 tudn sau khi didu 1r1 Vi
46 chua bigo)=® itraconazole, Gia ting nguy co cdo phin fimg bht i
lign quan dén cisapride, nhy cac bifn cd tim mach
nghiém trong bao gcm kéo dai khoang QT, loan nhip
thét nghiém trong v X0&n dmh
Domperidone Domperidone Cous 7T, AUC T Chdng chi dinh trong va 2 tudn sau khi digu tn v

itraconazole. Gia ting nguy co cac phan g bét l<;n
litn quan dén domperidone, nhu lozn nh;p thit
aghiém trong va dét tir do br;nh fim.

Thude 1am giams finh
acid da day

liraconazole: Cmax $4, AUC 1L

Than trong khi sir dung: thube lam gidm acid da day:
vl dy cac thude trung i]é)a acid nhuy 11hom hydro‘ude
hoae che thube (e ché tit acid nhu thude déi khang
thy thé Ha va tre ché bom proion

Khi didu tirj déng thoi voi cae thude trung 1da acid (vi
dy nhim hydIO‘(IdB) whitng thuoc niy nén duge ding
it nhdt 2 tiéng trwée hode 2 tiéng san khi ndng vién
aang, SPORAL (xem Canh bao var thdn tr ong)

Eﬂloxcgol

Naloxegol Ciar (171), AUC
(Y

Chdng chi dinh trong va 2 tuAn sau khi didu ir véi
iraconazole. Gia ting nguy co cde phan ling bit lgi
]IEl‘l quan dén naloxegol, nhur cée triéu chimg cal
thude do oplmd

Saccharonnyees

howlardii

Giam fgo kham S boulardii
{mirc 44 chua biét)

Khong khuyén cio trang va 2 tudn sau khi diéu trj véi
itraconazole. Hitu gua cia 8. boulardif ¢b 1hé bi gidm,

L4 A N A
Thubc fe ché midn dich

Budesonide

Ciclesonide

Cyclosporine

Budesonide {(khi dung) Crax T,
AUC 11; ting ndng 43
budesonide (dang khic) (mic
do chua bidtyer
Ciclesonide {khi dung) Ceu
(113, AUC (11¥°

Sir dung thin lmng theo ddi cac plum ting bét lod ciia
chc thude 1rc che mign dich®, cd thé can giam lizu che
thude vic ché mién dich.
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f_(_',':';c ¢hude theo nhdm

Auh hué\’ng tidm thag/dy kifn Nh.m %6t Yim séﬂm (wm pin‘a tebn ab pidt tbm |

lén mmg ad ﬂmor (m:m phsm thong tin)
ahi chil bén dudi 48 bidt (hém
théng tin)

Dexameihasone

Fluticasone
Methylpredaisolone
Tacrolimus

Temsiroelimus, .

Everolimus

Sirolimus {rapamycin)

Cie thabde dleu kda kipid

(D ALC (1Y

e T STy M TR R S——— .

Ting “nbig d¢ cyclosporine
(finls mach) e (o 1

Tang  nbnp 6 cyclosporine
{d(,mg kihac) (mie dé chua
bigty
Dexnmellmsom Con < (th
mach) { (\10111,) AUC T] {iinh
mach, uong,)
Thng m)nl, ila) {’imlcasone (khi
dung) 11"
Ting ng’iixg 4§ fluticasone (Kit
mai) (1)
Methylprednisolone tubng)
Cmﬁx T téi ?T* AUC %?
Methylprednisolone {tinh
mach) AUC {1
Tang néng dd tacrolimus (1frh
neach) 1°

Tacroliraus {udng) Cumes (1),
AUC (1)

Temsirolimus (fnh mach} Cow

Everolimus Cam (113, AUC | Khing khuyén cdo trong vii 2 fudn sau khi diéu m v&i
(1T llmconaLe e. Gia tang nguy co cde thc dung khidng
Siroliiug  Croae (71} AUC muén lign quan 44n everolimus/sivolimus®,

()’

Atorvasiatin

Atlorvastatin Cmss «+ 161 11, 1 Strdung thin ﬂong, theo d&i cdc phin g bat lgi ehia

AUC 16111 atorvastatin®, Cé thé cln giam lidu atorvastatin,
Lomitapide Lomitapide Cuwe {1711 AUC Chéng chi dinh trong va 2 iuan sau khi.diéu trj véi
e itraconazole. Gia tiing nguy co cde phan lng bt gt
lién quan dén lomitapide, nhw doc tiah trén gan vi cc
ph'\n {ing dudng tiéu hoa mmg
Lovastatin Lovastalin Cpee 1177, AUC Ching chi dinh trong va 2 2 tudn sau khi didu tr} v
Mt itraconazole. Gia tang npuy co cac phan (ng bit loi
Simvastatin Sipsvastatin Cuss 1111 AUC | lidn quan dén lovastatin/ simvastatin, nhu bénb co,
M1t &1 chimg tiéu co vin va cac bt thuémg men gan,

Cée thube chéng vibm khdng steroid

Meloxicam

Meloxicam Cra L], AUC S dyng thén imng, theo dbi gidm hide qud cua
meloxicam, cé 1hé cin didu chinh lidqu meloxicam.

Thude hd hip

Salmeterol

Lﬁalxw citm lién quan

Saimeterol Caw (1) AUC | Khing khuyén cdo trong va 2 AN sab kit dicu trj vai
SERNRM itr acmmzole Gia tang nguy co cac te dung khong
muon Ilu1 qmm dén sqlmetelol‘
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Che thube thes nhom

Rehoxetine

Yenlafuxine

Anh hwdng tiém eing/dy kidn
18n ndng 60 thufe (xem phiin
ghi chi bitn dudi ¢é pidt thém
théng tin)

MNhdn x4t 1im sing (xem phia rén dé bidt thém
théng tin)

Reboxctine Cos {2). AUC
()

Venlafaxing Cmax (1), AUC
(e

+ ~ N‘- r . ¥ A - N
Sz dyng thin trong, theo ddi cdc phan (ng bt lgi cta
. i . ‘ A A v A
reboxetine/ventafaxinet, 6 (hé cdn  giam fién
rchoxctinefvenlafaxine.

Cic thube dudmg tidt aidu

sinh tuydu tien ligt lanh

Avanafil Avenafil Com (1), AUC | Chéng chi dinh trong va 2 {uan sau khi diéu tri véi
(Pit” ftraconazole. Gis tng nguy oo che phan ang bt lgi
lién quan dén avanafil, nhir ching cuong diong, vin

e i d& v& thi lye vi mét thinh hye dét ngdt.

Dapoxetine Dapoxetine Cuex (1) AUC {1y Chéng chi dinh lrong va 2 (udn sau khi didw trj vai
itraconazole, Gia ting nguy co sho phin (mg bAe lgi
lién quan dén dapexeting, nha chimg ha huyet &p the
dirng va cie dnh huong [&n mal.

Darilenacin Darifenacin Camae {111, AUC | Khong Ichuyén cdo trong va 2 tudin sau khi didu tr] véi

(Pt w7y itraconazole. Gia ting nguy co cdc 1ac dung khéng

Vardenafil Vardenafll Caw (T7). AUC | mong mudn lién quan dén darifenacin/vardenafii,

(e
Dutasteride Tang nonp dd dutasteride (mie Sit dung thin trong, theo dai ce phin dng bét igi cua
d& chua biét) . cde thude dubng tiét nidu®, od hé cin gidm lidu céo

Imidafenacin Imidafenacin Cpe 3, AUC T thude duimng tiét nigu; tham khdo nhén dutasteride dé

Oxybutynin Tang ndng 46 oxybutynin 1 biét tham (hdng tin,

Gildenafil  (v&i  Joan | Sitdenafil Cuax {11), AUC (1T (D81 véi sildenail va tadalafil, xem phn Cdc thude

cuomp duong} (IR AN tint mgch, Cde thude khde va chdt kide.)

Tadalafil (16 Joan | Tadalafil Co (1), AUC (T1)°

cirong duong va  lng

Chéng chi dinh & cac bénh nhin suy gan hofic suy thin
mue d§ trung binh dén niog, trong va 2 tudin sau digu
tri voi itraconazole. Gia tang nguy cu céc phan tlng
béit lgri Iién quan dén fesoterodine, nhu tic dung khdng
cholinergic manh.

Str dung thén trong trén cdc abi tuong khéc: theo ddi
chc phan tng bt lgi cva fesoterodine’, ¢o 1hé cin
gigm lidy fesoterodine.

tinh)

Tolteroding Tolterodine Cua (F 161 1),
AUC (11F & nhiing ngudi
chuyén héa CYP2D6 kém

Udenafil Udenafit Cos (1), AUC (11

Fesolerodine Fesateroding Cua (11), AUC
amn

Solifenacin

Solifenacin Cuax (1), AUC
g

Chéag chi dinh & cac bénh nhén suy thén ning hofc
suy gan mirc A9 trung bink dén nang, trong va 2 tufin
sau didu tri véi Hreconazole. Gia ting nguy co cdo
phan (g bét lgi lién quan dén solifenacin, nhu tic
dyung khiéng cholinergic va kéo dai khoang QT.

Sir dung than trong trén cic déi tugng khéc, theo doi
cac phan ing bit lgi ctia solifenacin®, ¢o thé ¢én giam
184 solifenacin.

r A I N A S
Che thuoe khae v chit khae

Alitretinoin {uéng)

Cabergoline

Aliﬁ‘eiinoin (:m'm( {T)- AlIC (T)n
(?ahergol'm Cnmx {?T)s A ue
(e

St dung thin trong. thee doi cée phan ng bat loi cua
A
thude

111

Page 19 of 35




Che t!méc iheo nhdm

théng ¢in)

e e TR
Anh hwéng tidm tAng/dy kitn
A A o A A A
tén ndng 46 thude (xem phin
. - n T T A A
ghi chi hiw dudi a6 bidt thiwm

Mhdn xét 1m sing (xem phin trén a4 bkt thém |

thing lin)

Tang néng d& cannabinoid,

Cannabinoid mire dd chira biét nhung cd thé
(y

Cinacateot Cwax {11} AUC
| Cinacaleel (e

alitretinoin/cabergoline/cannabinoid/cinacalcet’, ch
A A I .

1hé chn giam lidu

ditretinoin/cabergotinc/cannabinoid/cinacaleet.

Colchicine

Colehicine Cu (1), AUCTT

Chéng chi dinh & cée bénh nhin sty than hodc suy
gan, trong va 2 tudn say didu 1] vai itraconazole. Gia
ging nguy co che phan Gng bt loi lign guan dén
colchicine, ntur giam cusg lugng tim, loan nhip tim,
siy ho bip va e ché iy xuong.

Khong khuyén cdo trén cée binh nhin khdc, trong va
9 qudn sau khi didu tri voi itraconazote. Gia 1dng nguy
<o che phan fme bat loi lién quan dén colehicine®,

Eliglustat

CYP2DG6 EM: Elipglusiat Ceas
(11, AUC (1)

Tang cao hon o CYPLD6
IM/PM va thy thude vige ding
ddng thi vai mt chét tie ché
CYP2D6.

Chéng chi dinh trén CYP2D6 EM dang diing cae chét
de ché CYP2D6 mank hode trung bink/ CYP2DS 1M
vd PM, trong va 2 wdn sau Khi didu ] véi
itraconazole. Gia ting nguy cv che phin g bét loi
fién quan dén eliglustat, nhur kéo dij khodng PR, QTe,
vi/hodc thai gian phire bd QRS, va logn nhip tim.

Sir dung than trong rén CYP2D6 £M, theo dai cée
phén fing bét loi ciia elighustas®, cé thé chn giam lidu
aliglustat. ‘

Ergot alkatoid

Tang ndng do céc Ergot
alkaloid (mic 43 chua biétys

Chbng chi dinh trong v 2 tufin sau khi ditw tri voi
itraconazole. Gia ting nguy co cac phén img bat loi
lién quan dén ergot alkaloid, nhu ngd dge ergolin.

{xem Cee thude chdng dau mia ddn).

Ivacailor [vacaftor Cwas (17), AUC | Sk dunp thin trong, theo dii cac phin iing bét loi clia
arx ivacaftor, c6 thé chn gidm lidu ivacafior,

Lumacaftor/ lvacafior Cua (113, AUC {11)* | Khong khuyén cdo tir2 tudn trrde, trong vi sau 2 tufin

fvacaflor Lumacaftor Cpax (), AUC didu tr] vai itraconazole. Higu qua cua itraconazoie ¢o

(H)'\l
Giam néng db itraconazole,
mire d& chua biet nhung 6 the

I

thé bi giam va gia ting npuy co cic phin ing bét igi
lién quan dén ivacaftor®,

Chc thube doi kbang thy

A A
thé vasopressin

Conivaplan Conivaptan Cams (11), AUC | Khong [chuyén cdo frong va sau 2 tuin ditu tj véi
SRR itraconazolt;. Gia ting nguy co cic phin ing bt loi
Tolvaptan Tolvaptan Cmes (71), AUC lign quan dén conivaptan/tolvaptan®,
{111y
Mozavaptan Mozavaptan Cme £, AUC T Sir dung thdn trong, theo q&i cic phan @ng bat 1o

. ok A s piA
clia mozavaptan®, cd thé ein gidm licu mozavaptan,

EM: nguoi chuyén hba manh; IM: npudi chuyén héa trung binh: PM: ngudi chuyén hoa yéu; TdP: xoan dinh

Ghi chi:
"ang trung binh:

11 <i00% (widu <2 %z‘“m);
111 100-400% (vi-dy > 2 1 16 < 5 Any;
711: 400-900% (wi-d = 5 lin va < 10 tan)

111210 180
Glam trung binh;
Lo =<40%;

112
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Anh hwdng Gém thang/dy kifn Nhf_nn;mé}— lam shng (vem phia trén ak pift thém
lén nong 46 thuée (xem phin | théng tin)

et
Che thuoe theo nhadm

ghi ehit bin duwéi aé bibt thém

L thifng tin)

1L 40-80%;

11 >B0%;
ihng o6 anb budng: <
Tén ghe cia cac thube duge 1igt ké trong phén anb hudng (@l gida), thim ohi khi anh hudng o Tign quan dén phin
phés tiF ¢d hont tinh hode chéit chuyén hoa cd hogt Linh clia mot titn thabe.
a 1361 vai cac thude co mili 1én trong ciic dAu ngeic, danh gia duge dia rén co ché cua twong tdc va thdng tin twong
tac thude trén tam sing voi keloconazole hode chc chit fte ché manh CYP3A4 khic vihodic che chét fie ché P-
alycoprotein hoge BURP, cic k§ {hufit mau, cic ca béo cdo va/hope dd 158u in vitro. i vii cae thude khie duge
lidt k&, danh gid duge dua trén thong fin tronp tas thudlc trén 18m sing voi itraconazole,
K héng 6 chc thdng 56 duge ddng hoc,
ey jong tham khao nhiin wrong g d& bidt thong tin vé céc bidn cb bAt tg lign quan dén thube,

Bénh nbin nhi
Nghién ciru tueng tac chi duog thue hign 0 ngudi l6n.
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Phy luc 2b.

T o a ip A
vi du cac fhude theo
nhom

A - s A

Anh hudng dém tng/dy Jién

» A p A

1an néong 46 thube (xem phin
s . oan a3 R oprh

ghi chil hin duéi 4@ bidt thém

ihdng tin)

Nibfn uét Ham shog (xent pi?in trén ok pidt thém
thing Lin)

Thube chen alpha

Alfuzosin -
Silodosin

Tamsulosin

Alfuzosin Cos (11 AUC TR
Sijodosin Caas (112, AUC (1)
Tamsulosin Cae (1), AUC
(1t

FlLA I : a .... Ty M '

Khong khuyen cio trong va sau 2 tuan dicu 11§ voi
N N " ;. ) ; i 4
itraconazole. Gia Uing nguy co e phin fng bat Loy
li&n quan dén alfuzosin/silodosinfamsulosin®,

Thasde giim don

Alfentanil

Buprenorphive  (finh
mach va dudi fudi)
Oxyeadone

Sufentanil

Alfentanil AUC (71 161 1171
Buprenorphine Cuax (11}, AUC
(e

Oxycodone Cpax 1, AUC T
Tang ndng ¢4 sufentanil (mirc
46 chua bidty™®

Sir dung thin trong, theo ddi cdc phan (g bt loi
lién quan den thudc piam daw®, od thé cAn giam lidu
cia alf‘entaniI/buprem:rphine/oxycodmae/sufeniariil.

Fentanyl

Fentanyl tinh mach AUC(11)?
Tang ndng’ dé wia che dang
khac ciia fentanyl (mic dd
chura bidgyp

A A 2 A I . P
Khong khuyén cdo tronp va sau 2 tudn didu trf voi
itraconazole. Gia ting nguy co cae phan {mg hat Lot
lién quan dén fentanyl®.

Levacetylmethadol

Levacetylmethadol Cuus (171,

Chong chi dinh trong va sau 2 win didu 1 véi

("

(levomethadyl) AUC (511¥ itraconazole. Gia tang nguy co chc phin Gng bés 1o
litn quan dén levacetylmethadol nhu kéo dai khoang
QT va xoin dinh.

Methadone {R)-methadone Cuax (1), AUC Chdng chi dinh trong va sau 2 wan diéu tri voi

itraconazole. Gia tang nguy <o cic phén ng bt Lo
lién gquan dén methadone nhu suy giam hd hap tidm
tang cd thé de doa tinh mang, kéo dii khodng QT va
xofn dinh,

Thudc chbng loan nhip

Digoxin

Digoxitt Cnax T, AUC T

Sir dung thén trong, theo ddi cac phén tmp bt loi lién
quan dén digoxin, cé thé chn gidm lidy cia digoxin®.

Disopyramide

Ting ndng as cva
disopyramide (11)**

Chéng chi dinh trong va san 2 mdn didw i voi
itrnconazole. Gia thng nguy co cac phan ¥ng bét toi
fién quan dén disopyramide, ohu foan nhip nghiém
{rong bao ghm xodn dinh

Dofztitide

Dofetilide Cype (11, AUC (TF

Chéng chi dinh trong va sau 2 wan didu tf véi
itraconazole. Gia thng nguy co cie phan fng biit lgi
lign quan dén dofetilide. nhu logn nhip thit nghiém
trong bao gbm xoiin dinls,

Dranedarone.

Dronedarene Cos (1113 AUC
RPN

Chéng chi dinh trong va sau 2 win didu tri véi

itraconazole. Gia tang nguy co cac phdn ﬁll&bét lgi
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Vi dy che thube theo

Anb hudng tifm thag/dy kidn

Dihfin xé lim shng (xem phia frém dd bift thém

whom 1an ndag 46 thubc (zem phin | thiag tin)
ghi chit bén dudi 3é bidt thém
thang tin) : ‘
Hgn quan dén dronedarone, nhiu kéo dai khoang QT
_ R va tir vong do bénlh fitm mach.
»QTl.i‘l‘INi‘d%nS o Ouinidine Cuae T, AUC 17 Chbng chi dinh wong va sau 2 wdn didu tri véi

itraconazole. Gia ling nguy co cde phan fmg bat lyi
fien quan ddn quiniding, nhu kéo dai khodng QT, xolin
dinh, ha huyét ép, 1o a0 va ma sang.

Bedaquiline Bedaquiling Cuw (), AUC | Khing khuyén céo, khong ihuyén cdo dling dbng thir
(1) trong 2 tudn bedaguiline | hon 2 widn & bit ky thoi didm ndo troag khi ding
lidu mdt tan mdt ngdy® bedaquiline: gia ting nguy co cdc phan ing bt gt

lién guan dén bedaguiline®

Ciprofloxacin Hraconazole Cw 1. AUC T i dung thim trong, theo d5i cée phan fmg bét loi cua

Erythromycin ‘ iraconazole, co thé cln giam iy itraconazole.

Clarithromyuin Tang ndng do clarithromycin i S& dung thén trong, theo dai cac phan (ng bit lovi lién
(mirc dd chua bidya® quan 161 itraconazole va/hotc clarithromyein®, cé theé
Hraconazole Coax T, AUC T3 cdn giam lidu itraconazole va/hodc clarithromycin.

Delamanid Tang nong dé delamanid (mire | Siv dung than srong, theo dai cac phan tmg biit lgi cua
do chua bidy delamanid/irimetrexate®, o6 thé chn  giam tidu

Trimelrexate Ting nbng do trimetrexate delamanid/trimetrexate
{mrre do chwa bidtyb

[soniazid 1saniazid: ndng dé itraconazole | Khéng khuyén cdo 1ir 2 tudn trude va trong qui trink
(LLIee didu trj voi iraconazole, higu qué cua itraconazole co

Rifampicin Rifampicin: ilraconazole AUC | thé bi piam
8

Rifabutin Tang ndng dé rifabutin (mic | Khéng khuyén céo tir 2 toan trrde, trong va 2 tudn sau

o cinra biéty"
Hraconazole: Cu L1 AUC L]

khi didu tf v&i itracomazole. Hiu qud cla
itraconazole ¢6 thé giam va gia thng nguy co cle phin
». A PETYY A s s
{rng bét Igi lién quan dén rifabutin©.
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Vi ody cde thuse thee

i - A 3 Y
Anh hwbng Gém thap/dy kitn

A ’ ~ . . 'y r T3 ~
Mhin x6L 1am skng (xem phia trén 8 bidt ﬂwm—|
q & P

nhom ian ndug dd thude (xem phﬁn thilng tin)
hi cht bén dwdi ¢ hidt (hém
théng tin}
Telithromycin o Trén cac 46 twong khoe manh: Chéng chi dinh trén cdc binh nién suy gan ning hodc

telithromyein Cuax 1, AUC T
Trén bénk nhin suy thin ning:
tefithromycia AUC (11

Trén bénh nhin suy gan néng:
tang néng dd (elithromyein
{miic 48 clura bibtyd

suy thdn ning trong vh saw 2 tudn didu b vdi
itraconazole, gia ting npuy oo cac phar Tng bt 1o
lien quan dén telithromyein®, nbu dge trén pan, kéo
dai khoang QT va xolin dinh.

Sir dung than trong trén cdc 461 trong khéac: thee doi
cac the dung khong mudn do telithromyein, co 1hé cén
giam fidu telithromyein

| Cic thube ching dong vi chbug k& thp idu ciu

Apixaban
Idoxaban
Rivaroxaban

Vorapaxar

Apixabaﬂ Cuns (T)s AUC (T)"
Ldoxabun O (P ALC O
Rivarosaban Cpa (1), AUC (1
téi 11)°

Vorapaxar Caa (1), AUC(T)

Khong khuyén cao trong vi sau 2 tudn diéw trf vai
itraconazole. Gia tang nguy co edc phan (ng bt 1o
fikn quan dén
apixaban/edoxabanirivaroxabanfvorapaxar®.

Cac  coumarin  (adur
warfarin)

Tang nomg do céc coumarin
(nhur warfarin) (mie df chwa
bityd

Si dyng than trong, theo d5i ce phin (mg bat lgi clia
n . . v A . ) »
chc coumarin/cilostazol®, co thé cln gidm ligu cac

coumarins/cilostazal.

Cilostazol Cilostazo] Coa (1), AUC (110

Dabigatran Dabipgatian Coax (11), | Sir dung thin trong, theo ddi cic phin fing bat lgi ciia
AUC{11) dabigatran®, ¢o the can gidm licu dabigatran

Ticagrelor Ticagrelor Couns (11), | Chéng chi dinh trong va sau 2 tusn dicu tri véi

AUC(T1TY

itraconazole, Gia ting nguy co céc phin Gng bét toi
n A . . »
lién quan dén ticagrelor, nha chay mau.

Thudc chbug co gift

Carbamazepine

N(:“Jng d8 carbamazepine (7)*°
Néng dé Hraconazole (J1)™*

Khéng khuyén cho 1l 2 tudn trwde, trong va 2 tuAn sau
khi didu tj v&i itraconazole. Hifu qua cua
ftraconazole co thé bi gidm va gia ting nguy co cac
ohan itng bat 1ot lién quan dén carbamazepine®.

Phenobatbital

Phenytoin

Plencbarbital:  néng dé
itraconazole (1iee
Phenytoin: itraconazole AUC

b

Khéng khuyén cdo tir 2 tudn trude va trong qud trinh
didu tri v6i itraconazole, Higu qui clia itraconazole cé
thé bi giam.

Thube ching tifu dwing

Repaglinide
Saxaglipiin

Repaglinide Cpax T, AUC 1
Saxagliptin Conas (1.
AUC (TR

Str dung thin trong, theo di cdc phan (g bat loi cha
repaglinidessaxagliptin®. cd  thé cdn  piam lidu
repaghinide/saxagliptin

FA e A £ A
| Thudc tri giun sin, chong nam va chifng don bdo
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Wi g cde thube theo

A huwimg Gbm tang/dy kién

- AT 5 ‘ ~ A g ok P
Mibin xét Him sing (xem phin frép de hist thém

nhém ten nbag 48 thude (xem pilﬁ:ﬁ théng tin)
ghi chii bin duds dé bift thém
thing fin) _
Artemether- Artemether Cue (P13 AUC | Sir dung thin trong, itheo dii cdc phan dng bt loi do
(11 artemeiher-lumefantsine/quinipe’. Tham khio nhén
lumefanirine Lumefantrine Cpas (1) AUC ¢é bidt them thdng tin.
ar
Quining Guinine Cae +», AUC T
1alofanirine Ting ndng d6 halofantrine Chong chi dinh trong vé 2 TuAn sau khi didu tri véi
(mitre d chira bidty itraconazole. Gia ting nguy co cde phin (g bét loi
lign quan dén halofantrine, nhir kéo dai khodng QT va
logn nhip d&n dén 16 vong.
Msavuconazole Tsavuconazole Cpg (), AUC Chéng chi dinh trong va 2 tuan sau khi didy te] véi
(e Hraconazole. Gia ting nguy co cde phan tng BaL i
{ién quan dén isavuconazole, nhur céc phin fing bt loi
irén gan, che phin tmg qua man va dde tfeh bio thai-
phéi thai.
Praziguantel Praziguante] Craas (11), | Sir dyng thin trong, theo d&i cée phan Gng bt loi clia
AUC (1) praziquantel?, ¢o thé cin gidm lidu praziguastel,
_’le_uéc whang histamin ]
Astemizole Astemizole Crnax (1), | Chiing chi dinh trong vi 2 tuan sau kki didu trj véi
AUC (11 itraconazole. Gin ting nguy co cde phin ng bét lgi

A s v . 4t N "

jiga quan dén sstemizole, nhur kéo dai khoang QT,
& 3 . A '

xofn dinfi v loan nhip that khac,

Bilastine Bilastine Cuss (1), AUC (13 | 80 dung thiin trong, theo d&i cac phan fmp bt lgri cla
Ebastine Ebastine G 11, AUC 111 bilastine/ebastine/rupatadine®, £ thé cén giam fidu
Rupatadine Tang ndng  d6  rupatadine bilastine/ebastine/rupatadine.
e (1t . ]
Mizolastine Mizolastine Caex (13, AUC (1) Chdng chl dinh trong va 2 twAn sau kisi digu i voi
itraconazole. Gia ting nguy co cde phin ng bél ko
fién quan dén mizotastine, ninr kéo dai khodng QT.
Terfenadine Tang ndng dj terfenadine (mirc Chéng chi dinh trong va 2 tudn sau khi didu tri véi

2 Irs
d6 chua biey®

itraconazole. Gia ting nguy co céc phin fmg bt loi
lien quan dén terfenadine, nhir kéo dai khoang QT,
xohn dinh va logn nhip thit khac,

o A 4 -y .
Fhubc chong dau nin di

iy

Eletriptan

e -

Eletriptan
AUC 1Y

Conax (1,

Sir dung thén trong, theo déi cae phén tng bil foi cia
eletriptant, c6 thé cin giam licu cietriptan.
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Vi y ede thube thes [ Anh rong Gm tag/dy kitn | Mhin xét lim sing (xem phin trén dé bigt thém |
nhom 18n nhng &) thube (xem phin | thing tin)

alvi chit bén dwéi af bidt thém
. théng tin)
Cac ergot alkaloid {nhu | Tang nénp 0§ cdc  erpot Chéng chi dinh rong va 2 tun sau khi dibu tej voi
diliydroergotamine, alkaleid {(me. 40 chua pidt)™® | itraconazole. Gin thng nguy oo cAc phan ang bt lgi
erpomelring, : fign quan dén ergot alkaloid, ahw ngd dde ergotin,
ergotanine.

methylergometrine)

ey Sty R
CPhube diew U ung the

Boriczamib Rortexomib AUC (1) it dyng than freng, theo doi ¢he phan (mf biit Igi cia
Brenfuximab Brentuximab vedotin AUC {11 | cée thude didu tri ung hu®, ed thé chn giam litw thube
vedotin Busulfan Cam T, AUC T didu tri ung th
Busuifan . . Erfotinid Cmax (313, AVC (7Y
Erlotinib Gefitinib Cox T AUC
Gefitinib Tmatinih Cpax (1), AUC (1)
Imatinib Ixabepilone Coux («2), AUC
Ixabepilone (T¥ :
Nintedanily Nintedanib Caa (1), AUC TP
Pancbinostat Panobinostat Caee (§), AUC
Pemigatinib 1y
Ponatinib Pemigatingh Cpe "~ AUC T
Ruxolitinib Ponatinib Cua (1), AUC (T)°
Sonidegib Ruxolitinib Cues (1), AUC (1)
Teetinoin {udng) Sonidegih Cue (1), AUC {11)°
Vandetanib Trefinoin e (1 AUC TV
’ Vandetanib Coex -+, AUC T
Idelziisib Tdeiatisib Com (1), AUC (Y S dung thin trong, theo ddi cac phén Gng bt i lién
. Tang nbng do itraconazole | guan 4én itraconazole vihogc idelalisibe. ca (hé cin
frong huyét thanh (mbc G0 giam lidu itraconazole valhotic idelalisib.
chura bidty?
Axitinib Axitinib Cuae {1, AUC (197 Khong khuyén cdo trong vi 2 {udn sau didu tr véi
Bosutinib Bosutinib Cues {(117). AUC | itraconazole. Gia tang nguy co cdc phin ng bét lei
(T1y liéa quan dén thube dibu trj ung thu®,
Cabazitaxel Cabazitaxel Coex (e2), AUC | Ngodi ra:
(=) D&i vl cabazitaxel, mac di su thay déi che thing b
Cabozantinib Cabozantinib Coes (+-), AUC | duoe déng hoo khéng cd ¥ nghia thdng ke trong mdt
3 nghién citu  tuong  tdc thudc litu thip voi
Ceritinib Ceritinil Crnux (1), AUC(TT) ketoconazole, quan sat thiy mét sy bién thién lém
Cobimetintb Cobimetinib Cuax 1T, AUC 171 1| trong két qua,
Crizotinib Cuax (13, AUC (11 D41 voi ibrutinib, tham khdo nhin dé bidt thém thdng
Crizotinib Dabrafenib AUC {1)? tin,
Dasalinid Cuex (171 AUC T
Dabrafenib Docelaxel AUC {+ tai TV
Dasatinib Eptrectinih Cons §-AUC § T
Docetasel Glasdegib Con (11 AUC{TTY
Entrectinib thrutinid Came (11113, AUC
u&last!egib artre
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e
Wi dy ehe thube theo

Anh hudng titm thng/dy kién

a - n 3 , n 5 R " a
Mhan xéf Am sing (xem phin trén dé bidt thém
: 4 F

nhidm tan ndng dd thube (xem E)E}ﬁ!l théng 1)
ghi chil bén dwol aé vidt thém
thing tin}

Lapaiinib Cpas (11, AUC(TT)
1brutinib Nilotinib Cuas (1), AUC (TY
Olaparib Cuax 1, AUC 11

Lapatinib Pazopanib Cu (1), AUC (T
Sunitinib Cua (1), AUC (1)

Nilatinib Falwroparih Cpa [ AVC ]

Olaparib Trabectedin Cuse (1), AUC (1

Pazopantb Thng nbng 46 tastuzamab
emiansine  {mic 46  chua

Sunitinib
| adroprarib
Trahectedin

Trastuzunuth cinfansine

Vinca alkaloids

bidey
‘Tang nong d4 vinca alkaloid
{mire dd chua bsct)”‘

Regorafenib Regorafenib AUC ({] théng IKhdng khuyéa cdo trong vi 2 twln sau difu trj v6i
qua vude fugng chiit mo6t phan itraconazote, Higu qua cta regorafenib co thé bi giam.
¢é hoat tinh)*

Irinotecan 'Fang n%)ng 46 irinotecan vi Chéng chi dink trong v 2 tufin sau ki diéu iy véi

chit chuyén héa cé hogt tinh
cla nd (mic 46 chua pibey

1lncona7oic Gia ting nguy co cac phan ing bt lgi
lién quan dén irinoteean, nhu nguy co tiéy chdy vé e
ché tuy de doa tinh mang 1idm tang.

Mohocertinib

Veneloglax

Moboverfinih Cua 11- ALIC § C Isonn chy dinh trong va 2 tudn sauw khi didu n| wiYi

Py ilraconazole. G lang nguy co cie phan g Pt i
lién yuan dén mobocertinib”.

Venetochx O (TFTL AUC T Béng chi dinh cho bénh nhin Lo xé mi kinh dong

(e

lympho/ u Iympho lc: hae nho trong giad dogn it
dau/chinl |(Ll!”.d|]" Jidu cun vuulm!d\ Néu kibng
1!11 kg l\iui)cn cho dimg trong sudt didu ] vi 2
wdn sau khi didu ] biing iaconazote’,

Y A A A A Iy 2 P
Thuiic ching loan thin, thue an thin vi thudc ngh
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shém

Alprazolam .
Aripiprazole
Brotizoiam

Buspirone
Cariprazing

Haloperidol
Midazolam {finh mach)
Perospirane

jén ning do thude (xem ;)h?m
ghi chi bén duwdi a8 pidt thém
thbng tin)

e trén d6 bidt 4] e
Yi du oede thufie heo | Anb bwing iém tang/dy k!élﬂ Nhin xéi 1m shng (xem phia trén ié bidt l!]lem—\

ihéng tin)

Alprazotam Cuw <, AUC 11
Avipiprazele Coa 1, AUCT
Brotizolam Cumee ++, AUC 1T

Buspirone Cawe 1111, AUC
i

Cariprazine (F7F b

Haloperidol Cuns T, AUC T
Tang ndng d midazoiam {tinh
mach) 11°

Perospirone Cuax 117, AUC

- n Pl . i ' A vpia
Sir dung than trong, theo d8i céc phan {mg bat lgi lidn
A A A 1Y A A -
guan dén thude chong foan (hidin, thude an than hojc
A N . XA 1y X s £ .
thude ngis, o thé cn gidm 1w cac thude nay.

Quetiapine 11
Quetiapine Coax (17}, AUC
Rameiteon (e
Ramelteon Cr (1), AUC(T)
Risperidone Ting niing dd risperidone 1
Suvorexant Suvorexant Cpax (), AUC
(e
Zopiclone Zopictone Cu 1, AUC T
Lurasidone Lurasidone Cuwax {J11), AUC Chéng chi dinh trong va 2 tuin sau khi didu trf vai

arr

itraconazole. Gia ting nguy co cic phan tmg bhi lgi
jign quan dén lurasidone, nhu ha huyét &p, suy tudin
hoan, hoi chimg ngeal Lhap nghiém trong, o gifit.

Midazolam (udng)

Midazolam {udng) Cuex 1 6
11, AUC TT 101 1117

Chéng chi dink trong va 2 tufn sau khi didu tri véi
liraconazole. Gia 1ang nguy ¢o céc phdn lng bét foi
lién guan dén midazolam, nhyu suy hd hép, agling tim,
hén mé va an thin kéo dat.

Pimozide

Pgl'l'IOZinC Cnmx {;)5 AUC {?T)a

Chéng chi dinh trong vi 2 tudn sau khi diéu tri voi
itraconazole. Gia ting nguy co cdc phan g bét lyi
lign quan dén pimozide, nhur loan nhip tim, c6 thé lign
quan dén kéo dai khodnp QT va xoin dinh.

Sertindole

Tang ndng dd sertindole {mirc
a6 chua bide)sh

Chéng chi dinh trong va 2 fufin sau khi dieu trj voi
itraconazole, Gia thng nguy co cde phan mg bét loi
lién quan dén sertindole, nhu kéo dal khodng QT va
xohn dinh,

Triazolam

Triazolam Cous T 161 11, AUC
11100 1111

Chéng chi dinh trong va 2 tuan sau khi diéu tri vei
itraconazole. Gia tang nguy co cae phan ng bt Lo
tién quan dén triszolam, nhy co gidt, suy hd Tiip, phit
mach, ngimg tho v hén mé.

P £ £ "
Thuoe chong virus

Asunaptevir {duge tﬁn},ﬂ

Asunaprevir Cpas (111), AUC

Sir dung thin trong, tuy nhign, tham khao nhiin cia

cwong) (o chc thude chbng virus dé biét thém théng tin.
Tenofovir  disoproxil | Tang wong do tenofovir {mie

famarate (TDF) da chua bid()™>

Boceprevir Bocepreviv Cmas (T AUC | S0 dung than trong. theo doi cie phan (mg bét loi lign

e
Tang abnp 6 itraconazole
(mitc &g chira big)y*®

quan dén iiraconazole vivhoiic boceprevirt, cé the chn
giam liéu itraconazole. Tham khao phin beceprevir
dé biét thém théng tin.
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Vi ody ede thufie theo

nhim
Cobicistal
Daclatasvir

Vaniprevir

Darunavir (d;«,)'é ting
cueng)

Fosamprenavir  {duge
lang cudng b
ritonavir)

Elvitegravir {durge 1éngw
cuong)

Ffavirenz

Nevirapine

e et e -]

lbasvir/Grazoprovir

Daclatasviy

1on ndng 4§ thude (xem phiin
ghi chs bén dudd aé bift thém
ihing tin) -
Tang n—(;s_g do cobicisiat {mie
d4 chua BiE™®

Tang nbng d§ itraconaxole
(e 46 chua ity

Am;ﬁﬁr&'ng tiém-%@i(ién Mhfn xét Mim shng (xem phin trén at pibt thém

théng tin)

—é?dung thén trong, theo dBi chc phan img bat lgi cta

Caae (1), AUC
o daclatasvirivaniprevirs, ¢é thé cn  giam
Vaniprevir Coae (ITTh AUC | daclatasvir/vaniprevir.
(T

Sir dung thin trong, theo d6i cac phan g bét loi 1ién

ak . 4 A A ra A
guan dén  iraconazole. ©o hé can giam lice
itraconazole.

ligu

Darunavir duge Hing cudng b
ritonavir:  itraconazole  Cinox

(11 AUCD?
Fosamprenavir  duge  tang
cudng by ritonavie:
itraconazote Clinax (1),
AUC (1101

Sir dung thin trong, theo ddi cie phan (g bt i lign
guan dén itraconazole, ¢ thé can  giam iy
itraconazole,

Elvitegravir Coas (13 AUC(T)
Ting nong 4§ itraconazole
(mitre &0 chua bidt)y

AUC |
Nevirapine: itraconazole Cua

Eibasvir Coe {e) ABC (TP

LA H P X P T Ty i
K hong khuyén cdo tir 2 Wdn frede va trong qua trinh

LAUCEL

i dyng thin trong, theo dii chc phan (g bat loi lign
quan dén itraconazole va/hodc elvilegravir (Suoc tang
cudmg béi ritonaviry®, €6 thé chn  giam lidu
itraconazole; tham -khao nhin clvitegravir d8 biét
thém thong tin, :

didu tri véi itraconazole. Higu qud clia itraconazole cé
thé bi giam.

Sir dyng thin trong, theo dat efc phaun g bt g ico
quan dén thude dimg dong i, Thaim khao nthin

Maraviroc

Grazoprevir Chn (=), ! R’ Ty
AUC (T clbasvir/uruzoprevir dé bict thém théng b,
Glecaprevir/Pibrentisyi Cligeaprevir O, (310 | Sudyng o frong, theo J6i che phan (ng bt i lign

ALCH s Ty
Pibrentasvir Cua (e 15 Th
AUC (<o 16 L 1F

Néng 36 itraconazole b
Indinavir Cra <, AUC 1

Sir dung than trong, theo dbi cée phin ftng bat lgi lidn

quan dén thuoe ding Aoy thaiv, Tham khao nhiin
plecaprevir/pibrentasvir dé bigt thém hong, tin.

A+ 2 ot . v A A A
quan dén itraconazole va/hoge indinavir®, co thé can
giaim liéu itraconazole vafhoje indinavir,

Sir dyng thén trong theo ddi céc phin ng biit loic. Co
thé cén giam liéu maraviroc.

Ombitasvir/Paciiaprovi/
Ritemavir oo hoje khong,

Phéihep vai Dasabuvir

Muaraviros Crs (1,
AUC(T71F

Hraconazole e {1
AUC Y

Ombitasvir L {—)
AV (TP

Paritaprevie Con (.

AUC TP
Ritonavir Coge (72 AUC ()

Dasabuvir Coa (5 AUC ()

Su dung han trong. theo ddi che phan tmg bat foi Hién
gaan dén iraconazoie vafoie thude chéng virus', cd
thé clin giam lidy itraconazote. Tham khao shin e
(hude ding dong thii dé bidt thém (hong tin.
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WP PRITINY VRPN
wi du ehe (hobde thes
nirdm i

Ritonavir

“Thabe chen beta
Nadotol

_Thuéc chen kénh caled

I

Anh haimg tidm thngldw kicn
ten ndng 4§ (hude (xem phin
ohi et bén dwdi ié pift thém
hdng tin)

théng lin)

liraconazoic Cinax
AUC (1T

Ritonavie Coay (), AUC (1)

(1)

- 5 ey’ . ForavETYN
Sir dyng thin trong, iheo dbi cac phan img bat loi lign
quan dén itraconsazole vahode rilonavie®. C6 1he cin

. % S 1 ~ . N A
gigm-lidu itraconazole; tham khao shan ritonavir de
K n n }
bict thém thong tin.

Saquinavir (chua dwec (Eng
cirdmg) Conas 1T, AUC 111
Jaconazale {véi  saquinavir
duge lang cudng) Caw (Th
AUC (117

e ——

St dunﬁg thin trong, theo dai cic phan ng bat i lit:an
quan dén itraconazole vithoic saquinavirt, C6 thé can
gidm liu itraconazole; tham khao nhiin saquinavir dé
biéf thém thdng tin,

r A A I A
aadalol®. €6 (hé cin gism lidy nadolol,

Sir dung than trong, theo 461 cac phan img bit loi ciia |

Repridil

Tang n(*)'ng dd bepridi] (mic 45
chira bié)e®

Chéng chi dinh trong vé 2 tuin sau Khi diéu tr] vai
itraconazoie. Gia ting nguy co sée phan fing bt lgi
lién quan &hn bepridil, nkir con logn nhip mdn va nhip
phanh thit kiéy xoén dinh.

Diltiazem

U Tang néng 4§ diltlazem &

jiraconazole (mire db  chua
bidgyeb

Sir dung thin trong, theo d&i cie phan dng bat igi clia
ivaconazole vi/hode diltiazenis, b thé clin gidm ligu
itraconazole vidhodc diltiazem.

Felodipine

Lercanidipine

| Nigoldipine ]
Cac  dihydropyridine
lhac

Verapamil

Felodiping Cma 171, AUC 111
Lercanidipine AUC (J111)°
Nisoldipine Cua {1111} AUC

a

{(mirc d8 chua bidty
Tang ndng o verapamil (miic
dd chua bid)™

. i phimach ngoai bitn.
Tang nong do dihydrepyridine

Chéng chi dinh trong va 2 tudn sau khi digu i v6i

itracanazole, Gia tang nguy oo cée phén {mg bht o
ign quan dén dihydropyridine, nhu b hayét ap vi

Sir dyng than trong, theo dai cac phz'}n fng bt lgi clia
dihydropyridine/verapamil“, co thé can giam lieu
dihydropyridine/verapamii.

Aldiskires
Riociguat

Sildenafil (ting dp phbi)
Tadalafi} (1ang ap phdi)

PO P Z .
Cic thube tim mach, thuae kbic

Aliglkiren Cyax
Riociguat Cus (1), AUC (1)
Téng nong a6
sitdenafiliadalafil  (mic dd
chura biét nhung 3nh hudng co
ihd 1én hon so véi duge béo
a0 & cac thube tiét nigu)*®

111, AUC 111 |

Chang khuyén céo trong vi 2 tudn sau khi diéu tf vdi
itraconazole®. Gia tang nguy co cac phan tng bt lgi

i A £ .
1ién quan den thude Hm nigch.

Bosentan Bosentan Come (113, AUC (11 | Sir dung thin trong, theo dBi cac phan (g bit Ioi it |
Guanfacine Cuw (1), AUC | bosentan/guanfacin®,  ¢b thé chn giam  lidu
' Guanfacine (e bosentan/guanfacine.
lvabradine Ivabradine Cam (11), AUC Chéng chi dinh trong va sau 2 win didu tri ved
(111P ilraconazole. Gia tang nguy co cic phan (ng bit loi
lién quan dén jvabradine, nhu rung nhif, nhip chim,
- . pelng nit xoang va chen tim,
Ranolazine Ranolazine Cuae (11) AUC Chéng chi dinh tronp v 2 tuan sau khi didu te] vl

(e

. A n .
Cihc thuoe trank thai

itraconazale. Gia ting nguy cu céc phin Gng bét 1gi
lign quan dén ranolazine, nhur kéo dai khoang QT va
suy thin.

.
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nhom

Dienogest

] Ulipristal
Thube lgi tidu
Eplerenone

IHinerenone

1én ndng 45 thube (xem phin
ghi chi bén dwdi ¢ hidt thém
thdng tin)

¥ - : 2 A ~ © 3 ~ ; vy n
And hudng tidm thng/dy kidn | Nhja xél Am shmg {(xem phia trén aé bigt thém

théng tin)

Dienagest Coax (1), AUC (111
Ulipristﬂl Cmnx (TT); AUC

Iyt

St dung than teong, thee dBi cde phia fing bat loi cua
che thubc tink thai®, tham  khio rhin clia

. . n <A a N .
dienogest/uliprisial 4t biet thém thdng tin. o

TEplorenone Caee (1), AUC
arey

S oA IS 3 MFTEY . 3
Chéng chi diph trong v 2 tudn sau khi digu iri voi
itraconazole. Gia tang nguy ca cac phan (mg Lt 1gi
2 a Py » . A .
litn quan dén eplerenone, nhir tang kali huyét va ha

Finerenone  Cae. (710 AUC

Hay

AT
_Thube duiag tiey fiba

L P
huyet ap.
Chdng chi djnh trong v 2 tin sau khi dién G vai

straconazole, Gid ting ngay co cie phan dng hai lai

lién quan dén fmerenone?,

"Eo_mperidone

acid da day

R ST P
Thubc 1am gidm tinh

d6 chua bidty>

Aprepitant Aprepitant AUC {111} Sir dyng thin trong, theo dbi ciie phan tng bét loi clia

Loperamide Loperamide Cuax 71, aprepitanl/loperamide!netupitant“. Co thé cin piam
AUC 11 lifju aprepitant/loperamide; tham khdo nldin cus

Netupitant Netupitant Case (1), AUC (17X neiupitant Gé bidt tham théng tin.

Cisapride Ting ndng 48 cisapride (mirc Chéng chi dinh trong va 2 tudn saw khi didu tri voi

Hraconazole. Gia ting nguy co cac phén fng bt lyi
lién quan dén cisapride, nhu cdc bién b tim mach
nghiém trong bao ahm kéo dai khoang QT loan ship
thit nghidm trong va xoéin dinh,

| Domperidone Cmae 17, AUC 11

Chédng chi dinh trong va 2 (uan sau khi diéu trj vei
itraconazole. Gia ting nguy co cdc phin img bat 1o
fién quan dén domperidone, nhu loan nhip thét
nghidm trong va 46t tir do bénh tin.

lraconazole: Ca 11, AUC LL

Than trong khi sir dung! thudc lam giam acid da day:
vi dy cée thudc trung hoa acid nhu nhdm hydroxide,
hotic cd thude frc ché tiét acid nhu thube ddi khang
thy thé Ha va (ic ché bom proton.

Khi diéu tr] déng thai vai che thudc trung hoa acld (v
dy nhém hydyoxide), nhimg thude nay nén dwoc ding
it uhdt 2 tiéng tewde hode 2 tidng san khi ubng vidn
nang SPORAL (rem Canh bdo v thén trong.)

Naloxegol

NHlOXCgD§ Criax (T?T)s AUC
(Y

Chéng chi dinh trong va 2 {ufin sau khi diéu trf voi
itraconazole, Gia ting nguy co cac phan (g bat toi
litn quan dén paloxegol, nhu cac tridu chimg cai
thwde do opioid.

Saccharomyces
boulardii

Giam tao khim S. bowlardif
(matre 46 chua biét}

1Chéng khuyén céo trong va 2 twdn sau khi didu tri véi
itraconazole. Hisu quactia 8. bowlardii c6 thé bj giam,

Thube te ché mibn dich

Budesonide

Ciclesonide

Cyclosporine

Budesonide (khi dung) Crax 1.
AUC 1t ting ndng dd
budesonide (dang khac) (mic
A5 chura bidyt
Ciclesonide (khi dung} Comas
(11h AU‘(‘ (e

(tinh mach) « téi

Tang nbng b cyclosporine
(dang khac) (mec dd chua
bidy)

Tang ndng dd cyelosporine |

Sir dung thin trong, theo d4i cac phin trng bit lgi clia
. 7. - NI O AT T
chc thude (e ché midn diche, cé thé cin giim liéu cac
A . £ R .
thude irc ¢hé mién dich.

J
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BT PR I A 3 s - FENT I
Wi ody ede thnbe {heo | Anh hwing tibm thng/di kien Nhdn xét lm sing (xem phis tvén de bigt thém |

’ A Y A A n 1
nhom 8n ndng 43 thulc (xem phin thing tin)}
: oL A AT ERT P
ghi ohd bén duwdi 08 bilt them

thing ¢in)

_—

Dexamethasone Dexamethasone Cawe < (finh
mach) 1 (ubnp), AUC 11 (nh
mach, ubng)

Fluticasone Tang nbnp d6 (uticasone (khi
dung) 11"

Ting ndng ¢6 fluticasone {xit

— e

ity {1 _
Methylpredniselone Methylprednisolone (udng) : :
Cronx T 1011, AUCTT
Methylprednizolone (1inh
mach) AUC 11
Tacrolimus Tang néng dé tacrolimus (tinh

mach) {*
Tacrotimus (udng) Cus (3Th

AuC (Y
Temsirelimus Temsirolimus (fiah mach) Cuax
an, Aucan”
Everolimus T Everolimus Caux (71), AUC | Khdng khuyén cdo trong va 2 tudn sau ihi didu tri vei
ety itraconazole, Gia ting nguy cu cic tie dung khdng
Siralimus (rapamycin} Sirolimus  Cpex  (11), AUC mubn lign quan dén everolimus/sirolimus®.
: are
Vociasporin Voclosposin Co (F110 AUC Chdng cfu dinh trong va 2 suda s khi didu ) voi
EER N fnconazole. Gia ling nguy co cde the deng khiotig
mudn lién quan dén voclosporin®,
Ciic thube diu hoa lipid
Atorvastatin Atorvastatin Coax < t61 77, | Sirdung thin trong, theo dai cic phan tmg bat lgi cva
AUC $6ite storvastatin®, C6 thé can giam lidy atorvastatin.
Lomitapile Lomitanide Coee {T111), AUC | Cbing cbi dinh trong va 2 {ufin sau khi dibu 1 voi
amm itraconazole. Gia tang nguy co cic phaning bét loi
iién quan dén lomitapide, nhy dge tinh trén gan vi céc
phan tng dudng lidu héa nang,
Lovastatin Lovastatin Ceax 1111, AUC | Chong chi dinh trong v& 2 tudn sau khi diéw 1 vai
Tt itraconazole. Gia ting hguy co cc phin (g bat lgi
Simvastatin Simvastatin Cuax T111, AUC | lién quan dén lovastatin/ simvastatin, ahw bénh co,
1111 hoi chitng tiéu co van va cie bét thong men gan.

Che thubc ehdng vidm khdag steroid
Meloxicam Meloxicam Cmax 1, AUC | Sir dung ihan trong, theo dBi giam hidu qua cua
meloxicam, co thé can diéy chink lidu meloxicam,

Thabe kb hip
Salmeterol Salmeterel Craw {1}, AUC 1 Khdng khuyen céo trong vA 2 un sau khi didw trj véi
(e itraconazole. Gia ting nguy co oic tac dung khéng
mudn 1ién quan dén salmeterol®,

Che thube e ché thi thu 1di serotonin chon lge (SSRI), thubc chbag trim efim 3 vong vh oic thude chng
frim cém lién quan

Reboxefine Reboxeting Camax (e2), AUC | S dung thin trong, theo d&i cée phan L'ri'xg bat lgi cua
e reboxetine/ventafaxine, c4 thé cin gidm liéu

i Venlafaxine reboxetine/venlafaxine.
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‘ - Iy
Wiy ehe thuoe theo
ahém

7 -, PEY . 3
Anb hréng tiém tang/dy kida
~ 3 Py X A
fén nong 4§ thude (xem phin
. : ~ T ENY ] n
ghi ch bfn duwdi de biet thém

thing tin)

Mhin x6t im sing (xem phia {rém di bift ﬁhénﬂ
thing tin) '

Venlafaxine Caw {1}, AUC

I

ginh tuyén tidn 1i&t lanh
tinh)
Tolterodine

S S | 3 S —
Che thude dwdng tidt nidy
Avanafil Avanafil  Ca  (F1), AUC Chéng chi dinh trong va 2 wan sau khi didu fri visi
SERRES itraconazofe. Gia tang nguy <o cde phan (ing béit %m
lién quan dén W'ma[‘i nhur chimg crrong duony, van

L I dd v thi lye va mét thinh lye dol 5L ngdt,

D'&po‘{cnm Dapoxeling Cow (1) AUC (T Chbng chi dinh trong va 2 fudn seu khi didu (i véi
itraconazole. Gia 1ang npuy <0 ¢hc phan tng bt im
lién quan dén dapoxetine, nlur chimg ha huydt ap thé
dlrng va cde Ank hudng ién mit.

Darifenacin Darifenacin Cemae (771 AUC | Khéng khuyén cho trong vi 2 tudn sau khi diéu tef véi

T T ;lraconazoie Gia tang nguy co cée tic dung khéng

Vardenafli Vardenali} Cmes (1), AUC | mong wndn Tign quan dén darifenacin/vardenafil®,

(qiur
Dutasteride Ting nong do dutasteride (mic | 50 ciimg thdin trolzg, thea dai cée phén dng bdi leri etia
dd chura bkt thude dudng Udr nidue, ¢ the cin giam liéu thui‘)c
fmidafenacin imidafenacin Cuar 1, AUC | dudmg tiét nigu; tham khao nhan dutasteride d& biét

Oxybutynin Ting ndag 46 oxybutynin 1° thém thong tin. :

Sildenafil  (rbi  lozn | Sikdenafil Cuw (11 AUC (11 (Do; véi siidenafil vi tadalalil; xem phin Cdc thude

cuong duong) &t tint mgeh, Cde thude khéc v chdt khae.)

Tadalafit (181 Joan | Tadalafil Cues (1), AUC (2T

cueng du{m;, va  1a&ng

Tolterodine Cuax {T 161 11),
AUC {11 & nhiing ngudi
chuyén hda CYP2D6 kém

Chéng chi dinh & cac bénh nhéin suy gan hode suy thin
mirc dg trung binh dén ning, frong vi 2 tuéin sau diéy
tri véi itr'iconaz.olc Gia tang nguy co cic phagn (ng
bt loi lién quan dén fesoteradine, nhu the dyng Khing
cholinergic manh.

Sir dung than hgnb trén cdc dbi tuong khic: theo dm
cac phin vug bét lgi cia fesoterodine®, cé thé céin
gmm tiéu fesoteradine.

Udenafil Udenafil Copux (1L AUC TN

Fesoterodine Fesolerodine Cam (173 AUC
ary

Solifenacin Solifenacin  Cmam (1), AUC
(ty

Chéng chi dinh o cdc bénls nhén suy thin ning 110‘1(_
sty gan mue d& trung binh dén ning, trong va 2 tuan
san diu trj véi itraconazole. Gia ting ngay co ¢de
phan Gng bt 1o lién quan dén solifenacin, nhu tac
dung khing cholinergic va kéo d4i khoang QT.

Sir dung thin trong trén cac ddi twemg khic, theo doi
cac phan tmg bt loi cua solifenacin®, co thé cin gidm
lidu solifenacin,

3¢ thube khic vi chit khac

Alitretinoin (uéng)

Alitretinoin Coae (71 AUC ()

Sur dung than trong, theo dai cac phan fmg bilt lori evia

Cabergolin Cons (170 AUC thude
Cabergoling (11" dl;hetmom/cabcnDo]|ncJCa:mabinmd/mmcaI( ett, <b
thé chn giam iién
Cannabinold alitretinoin/cabergoline/cannabinoid/cinacalcet.
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¥i dy ede thubc theo
ahibm

[ Ank hwdng tid thag/de kién
tén ndng @8 thuée (xem phin
ahi chis bds dawdd dé bidt thém
théng tin) '

Mhin xét Jim sing (xem phia trép dé bift them
thing tin}

Tang nong 4¢ cannabinoid,
mire d6 chua bidl nhung b ihd

Cinacaleet ("
Cigacalcet Cume (1T), AUC
(1

Yalhenazine Valbenazine Cae (11 ATIC St dyng thin trong. theo lli)i e ph.m fmg hat b
g ctian thude valbenazine', cdi giam lidn valbenazine.

Colehicine

Colchicine Cuw (1), AUC{TTY

Clidng chi dinb cr cac bénh nhin suy th'm hofie suy
gan, trong vi 2 tudin sau didu tri véi itraconazole, Gn
ting nguy co cac phan iy Bat loi lign quan dén
colchicine, nhu gidm cuag lugng tim, logn nhip tim,

| osuy bo Imp vi fre ché iy xuong.

Khéng khuyén cdo trén cic bénh nkén khac, trong Vil
2 tudin sau khi d|eu 1t} véi itraconazole, Gia ling nguy
ca cdc phan Gng bhl 1oi litn quan dén colchicing®.

Eliglusiat

CYP2D6 EM: Eliglustat Ciex
(11), AUC (11)°

Tang - cao hon & CYP2D0
IM/PM vii iy thude vide dimg
ddng thai véi m{t thiit e ché
CYPZDG6,

Lhom, s ohd dinh trén CYP2ZD6 EM dang diang céo chét |
{re che CYP2D6 manh houc trung binh/ CYP2D6 IM
vi PM, trong va 2 tudn sau khi didu wi véi
i aconamle Gia t&ng nguy cv cdc phan ing bét tyi
lign quan dén ehglusmt nht kéo dai khoang PR, QTc,
va/hodc thivi gian phiie b QRS, va logn nhip tim,

Sir dung thin trong trén CYP2DE EM, theo dbi cae
phan g bat loi eva eliglustat®, c6 thé.chn gmm ticdu
elu,lustat

Ergot alkaloid

Tang nbéng d& cde Ergoi

alkaloid (mic d chua bigty=

Chéng chi dinh trong vi 2 tudn sau ki diéu 1rj vei
ltracouazolc Gia ting nguy o cae phan g bét 1
fién quan dén ergot alkaloid, nhu ngd dc ergotin,
(xem Cdc thude chéng day mia dd).

Galantamine

Galapmmnine . (1), AU

St dyny thiy trgng, theo di cae phan iy bl byl erin

(e thude sadnntamines, 00 thé ¢ cAn giam Lign ealantamine.

fvacaftor Ivacafior Coms (11}, AUC ; S0 dung thiln trong, theo dai cic phan ng bt loi clia
(1P ivacaftort, ¢o thé cin g.,zam lidu ivacaftor,

Lumacallor/ Tvacaftor Cuae (113, AUC (T1)" | Khong Khuyén co tir 2 fudn trude, trong va sau 2 tudn

Ivacallor Lumacaffor Com (=), AUC didu trj voi itraconazole. Higu qua cta 1tr’1conamle cd

(« )
Giam ndng d0 itraconazole,
mice dd chura bidt nhimg 6 1hé

Lid

thé bi giam va gia ting nguy co cac phan (g bAl loi
lien quan dén ivacaftor.

Che thube dbi khing thy

thé vasopressin

Conivaptan Conivaptan Cuas {11), AUC : Khing khuyén céo trang vb sau 2 tuén didu i voi
(T1it)e itraconazole. Gia ting nguy co cac phan ‘g bt lgi
Tolvaptan Tolvaptan Caaw (11) AUC | lién quan dén conivaptan/tolvapian®.
11y
Mozavaptan Mozavaptan Cuax 1. AUC 11 St dyng thén rong, theo di cic phan img bat loi

>

il Lh"ﬁ e Lhe { \ PAAd {hao uom ifrac nndmle] My ehe t.un Ling ndng 4o todn than cua hmmnm lumh thai,

cua momv’lptan . cb thé céin piam lidu mozavaptan.

EM: ngudi chuyén héa manh: [M: ngudi chuyén hoa trung bink, PM: ngudi chuyén héa véu; TdP: xofin dinh

Ghi chi:
Ting trung binh:

T <100% {Urc Ta <2 lan);
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it r - N A - 1) 1y « T . - Py FRWY ~
¥i oy che thude theo | Anb hudng titm thnp/dy kien | Nhin xét Hm sang (sem phia trén d¢ biét thdm
. n A Y A A n -
hom . 180 niing 3§ thude (xem phin | thing tin)
] PR s gk g A rs
ghi el hén dwdi 42 bice thém

théng tin)

10 100-400% (1 1 > 2 1n 61 < 5 tAn);

111: 400-900% (1frc 1 2 5 1An va < L0 lan):

M1 10 g
Gidm treng blak:

15 <A0%;

1] 40-80%;

LLL: =80%:;
Khing cd dnh hwbng: )
Tén gde clia chc thuéc duge lidt ké trong phin dnh hudng (6t gitia), thim chi khi anh hudng cd lién quan dén phin
pladin 1r of hogt tinh hofle chiit chuyén hoa cd Logt Linh cda mdt tién thude.
"DS] véi cac thude co mili én trong cée dfiu ngofe, dank gid duge dya trdn oo ché ctia trong tac va théng tin trong
thc thnde trén 1am sing véi ketoconazole hodic cae chét e ché manh CYP3A4 khic vathodc cic chit e ché P-
glycoprotein hofc BCRP, cée k¥ thuit mn, che ca bdo cdo vasholie diF ligu in vitro, Bbi vai cae thube khie duge
ligt k&, danh gid duge dya trén thing {in Loong tac thudc trén 14m sang voi itraconazole.
b Khong o6 ciic (hdng 58 duge ddng hoc.
¢ yui Tang tham khao nhiin trong tmg dé bidt thong tin vé cc bién cd bat loi lign quan dén thube.

Bénbh nhin nhi
Nghién cfu tuong tac chi duoc thue hién 6 ngudi lon,
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