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Thude ndy chi ding theo don ciia béc s
Poc kf hiwomg dan sir dung triege khi dung.
Néu can thém thong tin xin hoi y kién cua bdc sT.

KBAT

(Vién nang Itraconazol 100mg)

THANH PHAN

M&i vién nang c6 chira:

Hoat chdt: ltraconazol 100mg

Td duge: dudng dang hat tron, HPMC, Eudragit E-100.

DUQC LUC HOQC

Itraconazol 1a mét cht triazol tong hop chng ndm ¢o tac dung tét hon ketoconazol ddi voi mt
6 ndm, diic biét ddi voi Aspergillus spp. N6 ciing ¢d tac dung chéng lai Coccidioides,
Cryprococeus, Candida, Histoplasma, Blasiomyces va Sporotrichosis spp. ltraconazol (ic ché cac
enzym phu thugc cytochrom P.sp cha ndm, do d6 1am e ché sinh tong hop ergosterol, gdy rm loan
chirc nang mang va enzym lién két mang, anh heremg dén sur shng va phat tridn cia t bao ndm.

Mot s6 nghién ciu invitro dd thdng bao mot s0 nam phén 1dp dugc trong lam sang, ké ca cac loai
Candida, khi da kém nhay cam véi mdt thubc chdng ndm azol thi ciing kém nhay cam véi cac
dan chét azol khac.

DUOC BPONG HQC

Itraconazol durge hap thu 14t khi ubng ngay sau bira an hodc udng cting thirc an, do thirc an [am
ting hdp thu. D6 hda tan cla itraconazol tang 1én trong méi treong acid. Nong d(_) dinh huyét
thanh dat dugc 20 microgamit, 4 - 5 giv sau khi ubng mét liéu 100 mg lic doi, tang 1én 180
microgam/lit khi uong cing thie &n. Trén 89% thuoc gin vai protein, chu yéu vai albumin, chi
khoang 0,2% thudc & dang tu do. Thudce hod tan tét trong lipid, nong d§ trong cic md cao hon
nhiéu trong huvet thanh. Itraconazol chuyen héa trong gan thanh nhiéu chét rdi bai tiét qua mat
hodic nude tiéu. Mot trong nhiing chat chuyén hoa la hydroxyitraconazol ¢6 tac dung chong nim,
va co néng do huyet thanh gip ddi ndng dd caa itraconazol & trang thai én dinh. 3 - 18% ligu
udng dirae bai tiét qua phan dudi dang khéng bién déi. Khoang 40% lidu duge bai xudt ra nuée
tidu dudi dang hop chit chuyén hoa khdng con hoat tinh. Mot lugng nho thai trir queﬂld}; strng va
toc. ltraconazol khong duoce loal trir bang thim tach. Nira doi thai trir sau khi udng 1 q 100 mg
14 20 pidy, ¢ thé dai hon khi diing ligu cao hang ngay.

CHI DINH

Ném Candida & miéng - hong.

Nam Candida 4m ho - 4m dao.

Lang ben.

Bénh ndm da nhay cam véi itraconazol (nhu bénh do Trichophyton spp., Microsporum spp.,
Epidermophyton floccasum) thi dy bénh nam da chén, da ben, da than, da ké tay.

Bénh ndm mong chén, tay (tinea ungmum)

Bénh nam Blastoryces phbi va ngoai phoi.

Bénh nidm Histopiasma bao gdm bénh man tinh & khoang phdi va bénh nam Histoplasma rai ric,
khong & mang nio.
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Bénh ndm Aspergillus phdi va ngoai phdi & ngudi bénh khong dung nap hoac khang vdi
amphotericin B.

Piéu tri duy tri: O nhiing ngudi bénh AIDS dé phong nhiém ndm tiém an tai phat.

Pé phang nhidm nim trong thoi gian giam bach cau trung tinh kéo dai, ma cach diéu tri thong
thuong to ra khong hig¢u qua.

LIEU LUONG VA CACH DUNG

Cdch dimg: phai ubng ngay sau bira &n va phai nuét toan b vién nang.

Liéu lwong:

Nguoi lon:

Vién nang: Diéu tri ngan ngay:

Ném Candida am h¢ - am dao: 200 mg, ngay udng 2 lan, chi udng 1 ngay hoac 200 mg, ngay

uong I lan, uong trong 3 ngay

Lang ben: 200 mg, ngay uong | lan, uong trong 7 ngay.

Bénh ndm da: 100 mg, ngay ubng 1 [an udng trong 15 ngay. Néu & ving simg hoa cao, phai diéu

tri thém 15 ngay vdéi liéu 100 mg mdi ngay.

Néam Candida miéng - hau 100 mg, ngay udng | lan, uong trong 15 ngay. Ngudi bénh bi bénh

AIDS hozc giam bach cdu trung tinh: 200mg, ngay udng 1 1an, uéng trong 15 ngay (vi thuée

duoce hip thu kém & nhém nay).

Diéu tri dai ngay (nhidm nim toan than) phu thudc vao dap g lam sang va nam.

Bénh nam méng: 200 mg, ngay udng 1 lan trong 3 thang.

Bénh ndm Aspergillus: 200 mg, ngay udng 1 lan, udng trong 2 dén 5 thang. Co thé tang lidu:

200mg/|an ngay udng 2 lan, néu bénh lan toa.

Bénh nim Candida: 100 - 200 mg, ngay udng 1 1n, udng trong 3 tudn dén 7 thang. C6 thé ting

lieu: 200 mg, ngay 2 lan, néu bénh lan toa.

Bénh ndm Cryprococcus (khong viém mang ndo): 200 mg/lan, ngay udng 1 lan, udng trong 2

thang dén 1 nam.

Viém mang ndo do ndm Cryprococcus: 200 mg/lan, ngay udng 2 Ian. Diéu tri duy tri: 200 mg,

ngay udng 1 lan.

Bénh ndm Histoplasma va Blastomyces: 200 mg/lan, ngiy udng 1 ldn hoac 2 1an, udng trong 8

thang.

Piéu tri duy tri trong bénh AIDS: 200 mg/lan, ngay uéng 1 lan.

Dur phong trong bénh giam bach cau trung tinh: 200 mg/lan, ngay udng 1 lan.
)

Tré em: Hi€u qua va an toan thudc chua duge xac dinh, vi vay chi nén dung thudce Ckfﬁ em

trong trudng hop thit sy cin thiét va c6 chi dinh cta bac si.

Nguoi cao tuéi: Nhu lidu ngudi 16n.

/

L

CHONG CHI DINH

Man cam vdi itraconazol va cic azol khac.

Ngudi bénh dang diéu tri véi terfenadin, astemisol, triazolam dang udng, midazolam dang udng
va cisaprid (xem Tuong tac thudc).

Piéu tri bénh nam mong cho phu nif mang thai hodc dy dinh co thai.

Ba me dang cho con bt

NHUNG LUL Y DAC BIET VA CANH BAO KHI SU DUNG THUOC
Trong nhiém nam Candida toan than nghi do Candida khang fluconazol thi cling c6 thé khong
nhay cam vaéi itraconazol. Do viy, can kiém tra do nhay cam vdi itraconazol trugc khi didu tri.
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Tuy khi didu tr ngin ngay, thubc khéng lam rbi loan chirc nang gan, nhung ciing khong nén
duing thude cho ngudi bénh ¢6 tién sir bénh gan hodc gan di bi nhiém ddc do cie thube khac. Khi
didu tri dai ngay (trén 30 ngay) phai giam sat dinh ky chirc ning gan.

TUONG TAC THUOC

ltraconazol 1a chat irc ché hé théng enzym cytochrom Puso 3A do vay tranh dung df‘mg thot
itraconazol vé&i céc thude duoge chuyen héa bdi hé théng enzym nay vi néng dd cac thude nay
trong huyet tuong ¢6 thé tang dan dén tang va kéo dai tac dung didu trj va ca tac dung khong
mong muon.

Terfenadin, astemisol, cisaprid ¢6 thé tang ndng 4 trong huyét trong néu udng cling voi
itraconazol, d2 dan den loan nhip tim c¢6 thé chét ngudi. Chéng chi dinh phdi hop nay.

Diazepam, midazolam, triazolam uong duoe chong chi dinh ding cung itraconazol. Neu
midazolam dugc tiém tinh mach trong tién mé dé phAu thuft thi phai theo di that cén thén vi tac
dung an thin cé thé kéo dai.

Itraconazol diung cung v&i warfarin lam tang tac dung chong dong cua chét nay. Cén theo dai
thoi gian prothrombin & nguoi bénh dé giam lidu warfarin néu can.

Vi cée thude chen kénh calci, cé thé gap phi, 1 tai. Cdn phai giam liéu néu can.

Vi cac thube ha cholesterol nhém itc ché HMG - CoA reductase nhir lovastatin, atorvastatin,
simvastatin, pravastatin.._, itraconazol ¢6 thé lam tang ncmg df cic thuoc nay trong mdu. Be giam
nguy ¢o viém co hodc benh co, ¢b thé tam ngimg cac thude ndy néu can phai didu tri nim toan
théin.

Digoxin, ding cing vdi itraconazol, ndng do trong buyét twong s& ting,. Phai theo dai dé didu
chinh lidu,

Ha duong huyet nang da xay ra khi ding cac thube uong chdng dai thao duong kém vdéi cde
thude chong nim azol. Vi vély can theo ddi chat ¢ch& ndng dé duomg trong mau dé didu chinb liéu
cac thude ubng chbng dai thao dudng.

Itraconazol cin méi trudmg acid dich vi dé& duge hap thu tot. Vi viy néu udng cling cac khang acid,
hoic céc chit khang Hz (nhu cimetidin, ranitidin) hoac omeprazol, sucralfat, kha dung sinh hoc clia
itraconazol s& bi giam dang ké, lam mét tac dung diéu tr chéng nim. Vi viy khong nén ding déng
thoi hode phéi thay itraconazol bang fluconazol hay amphotericin B.

Céc thude cam 1tng enzym thi du rifampicin, isoniazid, phenobarbltal phenywm lam glam nong
dé clia itraconazol trong huyét trong. Do dé nén thay thube chdng nim khac néu xét lhq‘ﬁ."\dleu tri
bing isoniazid hodc rifampicin 1a can thiét. \J/

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

Thoi ky mang thai

Chua ¢6 nghién ciru trén phu nit mang thai, nén chi diing cho phu nit mang thai khi that cén thiét.
Thot ky cho con bu

Khdng nén cho con bit khi ding itraconazol.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khdng anh huomg 1én kha néng 141 xe hodc vin hanh may mébc.

TAC DUNG NGOAI Y _
Khi diéu trj ngdn ngay, téc dung khdng mong muén thudng xay ra ¢ khoang 7% ngudi bénh,
phén 1dn 1a budn ndn, dau bung, nhic dau va kho tiéu.
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Khi diéu tri dai ngay & ngudi bénh da co bénh tiém an va phai dang nhiéu loai thuéc cing e thi
tac dung khong mong mudn xay ra nhiéu hon (16,2%).

Hau hét cac phan Gng phu xay ra ¢ duong tiéu hoa va vaéi tAn xudt it nhét 5 - 6% trén sé ngudi
bénh di diéu tri.

Thwong gap, ADR > 1/100

Toan than: Chéng mit, dau dau

Tiéu héa: Budn nén, dau bung, tdo bon, réi loan tiéu héa.

It gap, 1/1000 < ADR < 1/100

Toan than: Cac phan (g di tmg nhu ngiia, ngoai ban, ndi may day va phii mach; hoi chimg
Stevens - Johnson.

N&i tiét: R&i loan kinh nguyét.

Gan: Tang co hoi phuc cac men gan, viém gan, dic biét sau khi diéu tri thai gian dai.

Ngoai ra con thdy ¢é nguy co viém gan, giam kali huyét, phit va rung 18ng, toc, ddc biét sau diéu
tri thoi gian dai trén 1 thang vdi itraconazol. Ciing c6 thé gap bénh than kinh ngoai vi, nhung
hiem.

Hieéng dan cdch xit tri ADR

Dinh ky theo dai enzym gan, ngirng thude néu thdy bat thuong va dau hiéu viém gan.

Ghi chii: XIN THONG BAO CHO BAC ST CAC TAC DUNG NGOAI Y GAP PHAI TRONG
QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Chura c6 nhidu thang tin v& trudng hop qua lidu. Mot s6 ngudi bénh diing liéu trén 1000 mg c6
cac trigu chimg tuong tur phan ing phu & liéu khuyén dung.

Dicu tri: Nguot bénh can durge didu trj triéu chimg va hd tro, rira da day néu can thiét. Khong co
thude giai doc dac hiéu. Khong loai dwoc itraconazol bing tham tach mau (than nhén tml“

TIEU CHQAN CHAT LUQNG
Nha san xuét

HAN DUNG ,
3 nam ke tr ngay san xuat. ) i . N
KHONG DUNG THUOC QUA THOT HAN GHI TREN NHAN

BAO QUAN
Bao quan ¢ dudi 30°C tranh anh sang
GIU THUOC XA TAM TAY CUA TRE EM

\

TRINH BAY \
Hop 6 vi x § vién nang.
NHA SAN XUAT /
S.C. Slavia Pharm S.R.L. T .
Bd. Theodor Pallady nr. 44C, District 3, Bucharest — Romama - %
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