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raconazole capsvle 100mg

é strips x 5 capsules

Rx Thubc ban theo don. Vién nang Spulit. I-rl\ i x 5 4f8n nang.
M3i vién nang chira ltraconazol 100mg. SB - -XX. Chi
dinh, cach dung, chéng chi dinh, than trong, phy va cac
thong tin khac: xin doc trong t& huwéng dan sir dyfig. S6 16 SX,
NSX, HD: xem “Batch No.", “Mfg. Date”, *Exp. D3ie" trén bao bi.
Bao quan & dwéi 30°C tranh &nh sang. B xa tré em. Boc
ki hwémg dan sir dung trede khi dang. San tai Romania
béi: S.C. Slavia Pharm S.RL., B-dul. Theodor [Pallady nr. 44C,
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SPULIT
Itraconazole 100 mg
S.C. Slavia Pharm SRL -Romania

SPULIT SPULIT

Itraconazole 100 mg Itraconatola 100 mg ,

S.C. Slavia Pharm SRL -Romania  5.C. Slavia Pharm SRL \ﬁvla
SPULIT

Itraconazole 100 mg
Batch No. Exp. Date:

: N

Y AT N



Thudc nay chi dung theo dom ciia bdc st

Doc k§ hudng ddn sir dung trudc khi ding.
Néu cdn thém thong tin xin hoi y kién ciia bac si.

SPULIT

(Vién nang Itraconazol 100mg)

THANH PHAN

M>i vién nang ¢é chira:

Hoat chdt: ltraconazol 100mg

Ta dwoc; dudng hat dang tron, HPMC, eudragit E 100, titanii dioxid (E 171), quinolin yellow (E
104), sunset yellow (E 110), brilliant blue (E 133), ponceau 4 R (E 124), gelatin, methy!
parahydroxybenzoat, propyl parahydroxybenzoat .

DUQC LUC HQC

Itraconazol la mot chét triazol téng hop chéng ndm cé téc dung t6t hon ketoconazol déi véi mot
s6 ndm, dic biét dbi voi Aspergillus spp. N6 ciing c6 tac dung chong lai Coccidioides,
Cryptococcus, Candida, Histoplasma, Blastomyces va Sporomchos:s spp. Itraconazol lc che cic
enzym phy thude cytochrom P450 cua nam, do do lam (rc che sinh téng hop ergosterol, gay réi loan
chiic ndng méng va enzym lién két mang, anh hudng dén sur sbng va phat trién cia té bao nim.

M2t sb nghién ciru invitro di théng bio mét sé ndm phén lap duge trong 14m sang, ké ca cac loai
Candida, khi d3 kém nhay c¢dm véi mot thudc chéng nim azol thi cling kém nhay cdm véi cée
dén chat azol khéc.

DUQC PONG HQC

Itraconazol dugc hap thu tdt khi udng ngay sau bira &n hofic ubng cung thire an, do thirc 3n lam
tang hép thu. Kha dung sinh hoc tuong dbi dudomg ubng ciia vién nang so véi dung dich uéng 1a
trén 70%. Do hda tan cua itraconazol ting lén trong méi truong acid. Néng d6 dinh huyét thanh
dat duge 20 microgam/lit, 4 - 5 gi¢ sau khi udng mét lidu 100 mg liccdds, ting 1én 180
microgam/lit khi udng cing thire an. Trén 99% thuoc gin véi protein, cha yeﬂ& i albumin, chi
khoang 0,2% thube & dang ty do. Thude hoa tan tt trong lipid, nong dé trong\ﬁe‘ mo cao hon
nhiéu trong huyet thanh. Itraconazol chuyen hoéa trong gan thanh nhiéu chét rdi bai tiét qua mét
hodc nude tiéu. Mot trong nhirng chét chuyen hoa l& hydroxyitraconazol cd tac dung chdng ném,
va cd ndng do huyet thanh gip d6i ndng do cla itraconazol & trang thai én dinh. 3 - 18% lidu
udng duge bai tiét qua phan dudi dang khdng bién déi. Khoang 40% liéu dugc bai xuét ra nuée
tiéu dudi dang hop chit chuyén héa khong con hoat tinh. Mdt lugng nho thai trir qua 16p simg va
toc. Itraconazol khéng duge loai trir bing thdm tach. Nira doi thai trir sau khi udng 1 liéu 100 mg
14 20 gid, c6 thé dai hon khi ding liu cao hang ngay.

CHi PINH

Nam Candida & miéng - hong.

Nim Candida 4m hod - 4m dao.

Lang ben.

Bénh ndm da nhay cam véi itraconazol (nhu bénh do Trichophyton spp., Microsporum spp.,
Epidermophyton floccosum) thi du bénh nam da chén, da ben, da than, da ké tay.
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Bénh nam mong chén, tay (tmea ungumm)

Bénh nam Blastomyces phdi va ngoai phéi.

Bénh nim Histoplasma bao gdm bénh man tinh & khoang phdi va bénh ndm Histoplasma rai rac,
khéng & mang néo.

Bénh ndm Aspergillus phdi va ngoai phdi & ngudi bénh khéng dung nap hodic khang véi
amphotericin B.

Diéu trj duy tri: G nhimg ngudi bénh AIDS dé phong nhidm nim tiém 4n tai phat.

Dé phong nhim nam trong thdi gian gidm bach cau trung tinh kéo dai, ma céch diéu tr] théng
thurdong to ra khdéng hiéu qua.

LIEU LUQNG VA CACH DUNG

Céch dimg: phai udng ngay sau bita in va phai nudt tron vién thubc.

Liéu luong:

Nguoi [6n:

Vién nang: Diéu tri ngin ngay:

Nam Candida &m h0 - 4m dao: 200 mg, ngay ubng 2 l4n, chi uéng 1 ngay hodc 200 mg, ngay
udng 1 14n, udng trong 3 ngay.

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

Bénh nim da: 100 mg, ngay ubng | Ian ung trong 15 ngay. Néu & ving simng hoa cao, phai diéu
tri thém 15 ngay voi lidu 100 mg mdi ngay.

Nim Candida miéng - hau 100 mg, ngay udng 1 lan, uong trong 15 ngay. Ngudi bénh bi bénh
AIDS hoidc giam bach cdu trung tinh: 200mg, ngay udng | 1an, udng trong 15 ngay (vi thude
dwoc hip thu kém & nhém nay)

Biéu tri dai ngay (nhiém nam toan than) phu thudc vao dap ing JAm sang va nam.

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

Bénh nim Aspergillus: 200 mg, ngay ubng 1 1an, udng trong 2 dén 5 thang. Co thé ting liéu:
200mg/lan ngay ubng 2 lan, néu bénh lan toa.

Bénh nam Candida: 100 - 200 mg, ngay ubng 1 i4n, ubng trong 3 tudn dén 7 thang. Co thé ting
liéu: 200 mg, ngay 2 14n, néu bénh lan tda.

Bénh nim Cryprococcus (khdéng viém mang ndo): 200 mg/lan, ngay udng 1 lan, udng trong 2
thang dén 1 nim.

Viém mang néo do ndm Cryptococcus: 200 mg/lin, ngay udng 2 lan. Diéu t’t.@ uy tpi: 200 mg,
ngay uong 1 4n.

Bénh nim Histoplasma va Blastomyces: 200 mg/lan, ngdy ubng 1 l&n hodc 2 14n, ubng trong 8
thang.

Biéu tri duy tri trong bénh AIDS: 200 mg/l4n, ngay ubng 1 lan,

Dy phong trong bénh giam bach ciu trung tinh: 200 mg/1in, ngay ubng 1 [4n.

Tré em: Hi€u qua va an toan thubc chira duoc xéc dinh, vi vay chi nén dung thudc cho tré em
trong trudng hop that sy can thiét va c6 chi dinh clia bac si.

Ngiedi cao tudi: Nhur lidu ngudi 1én.

CHONG CHI BINH

Mdn cam véi itraconazol va cic azol khac.

Ngudi bénh dang diéu tri vdi terfenadin, astemisol, triazolam dang udng, midazolam dang ubng
va cisaprid (xem Tuong tac thube).

Piéu tri bénh ndm méng cho phu nir mang thai hoac du dinh ¢6 thai.

Ba me dang cho con bu
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NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG THUOC

Trong nhiém ndm Candida toan than nghi do Candida khang fluconazol thi ciing ¢6 thé khong
nhay cam vai itraconazol. Do vay, cén kidm tra d6 nhay cam vdi itraconazol trude khi diéu trj.
Tuy khi diéu tri n;,an ngay, thuoc khéng tam ri loan chirc nang gan, nhung cong khong nén
dung thudc cho ngudi bénh ¢ tién sir bénh gan hoic gan d4 bj nhiém dbc do cac thudc khac. Khi
didu tri dai ngay (trén 30 ngay) phai giam sat dinh ky chirc ning gan.

TUONG TAC THUOC

Itraconazol | chét (e ché hé théng enzym cytochrom Paso 3A do vdy tranh ding dong thari
itraconazol véi céc thube duge chuyen héa boi hé théng enzym nay vi ndng do cac thudc niy
trong huyet twong ¢6 thé ting din dén tang va kéo dai tac dung diéu tri va ca tac dung khéng
mong mudn.

Terfenadin, astemisol, cisaprid ¢ thé tang nong do trong huyet tuong néu uong cung voi
itraconazol, d& din dén loan nhip tim ¢é thé chét ngudi. Chéng chi dinh phoi hep nay.

Diazepam, midazolam, triazolam uéng dugc chéng chi dinh ding cing itraconazol. Néu
midazolam dugc tiém tinh mach trong tién mé dé phau thudt thi phai theo déi that cin than vi tac
dung an than ¢6 thé kéo dai.

Itraconazol dung cung v&i warfarin 1am ting tdc dung chong dong cua chét nay. Can theo doi
thoi gian prothrombin & ngudi bénh dé giam liéu warfarin néu can,

Vi cac thude chen calci, ¢6 thé gip phi, U tai. Can phai giam lidu néu can.

Véi cac thube ha cholesterol nhém irc ché HMG - CoA reductase nhu lovastatin, atorvastatin,
simvastatin, pravastatin..., itraconazol ¢6 thé lam tang nong dd cac thuoc nay trong mau. De giam
nguy co viém co hoic benh co, ¢6 thé tam ngimg c4c thudc nay néu cin phai didu tri ndm toan
than.

Digoxin, ding cling v&i itraconazol, ndng dd trong huyét twong s& tang. Phai theo doi dé didu
chinh lidu.

Ha duéng huyét ning da xay ra khi dung cac thudc udng chéng dai thao dudng kém véi cc
thube chong nidm azol. Vi vdy can theo d6i chat ché ndng dé dudng trong mau dé didu chinh lidu
céc thude udng chéng dai thao dudng.

Itraconazol cin moi trudng acid dich vi dé duoc hép thu tét. Vi vy néu uéng cung cac khéng acid,
hodic cac chat khéng H; (nhu cimetidin, ranitidin) hodc omeprazol, sucralfat, kha dung sinh hoc cua
itraconazol s& bj giam dang ké, 1am mét tic dung diéu trj chéng ndm. Vi vdy khong nén dung ddng
thai hogic phai thay itraconazol bang fluconazol hay amphotericin B.

Cac thude cam ng enzym thi du rifampicin, isoniazid, phenobarbital, pher(yt@h'l lam giam nong
do cia itraconazol trong huyét tuong. Do dé nén thay thudc chéng nim khac niu xét thay diéu tri
bang isoniazid hoic rifampicin la can thiét, L/

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

Thoi ky mang thai

Chua ¢6 nghién cGu trén phu nit mang thai, nén chi diing cho phu nir mang thai khi thit cn thiét.
Thoi ky cho con bu

Khéng nén cho con bu khi dung itraconazol.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Nén thén trong ding thudc khi dang lai xe hay vin hanh may méc béi thube ¢6 thé gay chong
mat.



TAC DUNG NGOAI Y
Khi didu tri ngén ngay, tac dung khéng mong mudn thudng xay ra & khoang 7% ngudi bénh,
phan 16n 1& buon nén, dau bung, nhirc ddu va kho tleu

Khi diéu tri dai ngay & ngudi bénh da cd bénh tiém 4n va phai ding nhiéu loai thudc cuing lac thi
tac dung khong mong mudn xay ra nhiéu hon (16,2%).

Hau hét cac phan tng phu xay ra & dudng tiéu héa va véi tin xuét it nhét 5 - 6% trén sb nguoi
bénh da diéu tri.

Thuong gap, ADR > 1/100

Toan than: Chong mat, dau dau

Tiéu hoéa: Budn ndn, dau bung, tdo bon, rdi loan tiéu héa.

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

Toan than: Céac phan g di Ung nhu nglra, ngoai ban, ndi may day va phi mach; hdi chimng
Stevens - Johnson.

Noi tiét: Roi loan kinh nguyét.

Gan: Tang c6 hdi phuc cac men gan, viém gan, diic biét sau khi diéu tri thoi gian dai.

Ngoai ra con thiy c6 nguy co viém gan, giam kali huyét, phu va ryng 16ng, toc, déc biét sau diéu
tri thoi gian dai trén 1 thang véi itraconazol. Ciing c6 thé gip bénh than kinh ngoai vi, nhung
hiém.

Hudng dan cdch xir tri ADR

Dinh ky theo d6i enzym gan, nging thude néu thay bt thuong va ddu hlf;u viém gan.
Ghi chi: XIN THONG BAO CHO BAC ST CAC TAC DUNG NGOAI Y GAP PHAI TRON
QUA TRINH SU DUNG THUOC
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SUDUNG QUA LIEU y:e
Chura ¢ nhiéu thong tin vé trudng hop qua lidu. Mot s6 nguoi bénh dung lidu trén 1000 mg 8
céc triéu chimg tuong tur phan ung phu ¢ liéu khuyén dung. -

Diéu tri: Ngudi bénh can duoc diéu tri tridu chimg va hd tro, rira da da,yme[khan thiét. Khong co
thude giai doc dic hiéu. Khong loai dugc itraconazol bang tham tach mauXt}i.ﬁ h rhan tao).

TIEU CHUAN CHAT LUQONG
Nha san xuét

HAN DUNG f
3 nam ke tir ngay san xuat. . ] .
KHONG DUNG THUOC QUA THOI HAN GHI TREM@N

BAO QUAN
Bao quan ¢ dudi 30°C tranh 4nh sang
GIU THUOC XA TAM TAY CUA TRE EM

TRINH BAY
Hop 6 vi x 5 vién nang.

TUQ. CUC TRUONG

NHA SAN XUAT P.TRUONG PHONG
S.C. Slavia Pharm S.R.L. /V;}men /fm/ Jfrméz
B-dul. Theodor Pallady nr. 44C, sector 3, cod 032266, Bucharest — Romania. ‘
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