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Rx Thuéc bdn tlize don

PHARMITROLE

ZW

| ald Itraconazole 100mg
MC) TA il o]
Hat mau trﬁng dén' trﬁng nhat chia trong nang cing gelatin mau hong md/ xanh duc, ¢d nang s6 0.
THANH PHAN:
MJi vién nang chu’a
Cdm Itraconazol 22% twdng duong Itraconazol 100 mg.
Td dugc: Hydroxy propyl methyl cellulose, PVPK-30, Eudragit E 100, Iso propyl alcohol, Methylen Clorid,
Mannitol, Magnesi stearat
DUQC LUC:
- Pay 1a mot tdc nhan khdng ndm phd rong. Cdc nghién citu trong 6ng nghiém cho thdy Itraconazol 1am suy y&u
sy tdng hgp Ergosterol & t& bao ndm. Ergosterol 1a thanh phan mang t& bao ndm, rit cin cho su séng & t&€ bao
nadm. Cudi ciing, sy 1am suy y&u tdng hop ndy giy ra tic dong khdng nim. Itraconazol, mdt din chat triazol ¢6
tic dung chdng lai cdc nhiém tring do cdc vi ndm ngoai da (cdc ching Trichophyton sp, Microsporum sp,

Epidermophyton floccosum), ndm men (cryptococcus neoformans, pityrosporum sp, Candida sp bao gém Candida -
albicans, Candida glabrata va Candida krusei), Aspergillus sp, nhiém vi ndm Histoplasma sp, Paracoccidioides”
brasiliensis, Sporothrix schenckii, Fonsecaea sp, Cladosporium sp, Blastomyces va cdc chiing vi nim men v vi/ih ¥

nam khéc. |

b’
DUQC DONG HOC
Itraconazol 12 mot chit wa md cao, phin bd rong khip cic md, tip trung & cdc md md, cdc mach ndi, gan, va .
thin. Céc dich nuée nhy dich ndo tdy, u nu6e va nudc bot, chita ndng do Itraconazol khong dang ké. Itraconazol
ciing khong phin b3 § cdc nhanh thim tich mang bung. Cac dich gi nhu md, ¢6 thé ting gip 3,5 1an ndng dd
trong huyét twong tai ciing thdi diém, cdc mo6 dé bi nhiém ndm nhu mo da, ph6i va dudng sinh duc nit, ¢6 ndng do
huy&t twong cao gdp vai lan.
- Kha dung sinh hoc dudng udng cla Itraconazol t6i da khi uéng thuéc ngay sau bita &n no. Néng do dinh huyét
thanh dat dugc trong vong 3- 4 gid sau khi udng thudc. Thai trir khdi huy€t twong cé hai pha vdi thdi gian ban ht'y
la 1 — 1,5 ngay. Khi diing thu6c kéo dai, trang thdi bén virng dat dugc sau 1-2 tudn. Nong do Itraconazol & huyé&t
trdng & trang thdi bén vitng 3-4 gid sau khi udng thudc 1a 0.4 pg/mL (liéu uéng 100 mg, ngay mot 1an); 1,1
ng/mL (liéu udng 200 mg, ngdy mdt1an) va 2 pg/mL (liu udng 200 mg, ngay hai lan).
- Mitc dd Itraconazol gin k&t véi protein huy€t twong 1a 99,8 %. Nong d6 Itraconazol trong mau toan phan bing
60% ndng d6 trong huy&t twong. Sy thu nhdn vao t6 chic sitng, dic biét 1a da, cao gip 4 1an so véi trong huyét
twdng, va su thai trir Itraconazol lién quan dén sy tdi sinh bi€u bi. Trdi véi ndng dd trong huyét tlrdng khong tim
thdy sau 7 ngay ngimng tri liéu, ndng d6 & da vin con trong 2-4 tudn sau khi ngu’ng tri liéu 4 tudn. Nong do
Itraconazol c6 thé tim thiy & 16p sitng méng ngay 1 tudn sau di€u trj ban ddu va con ton tai it nhat 6 thing sau khi
két thiic dgt tri liéu dai 3 thdng.
- Itraconazol ciing hién dién trong chit bi nhdn va & mirc d6 it hon trong md héi. Thudc ciing phdn bd rong khdp
cdc md, nhit 12 chd bi nhidm ndm. Nong dd trong phdi, thin, gan, xuwdng, da day, lach va cd cao gap 2-3 1an so
v8i ndng d6 twong ng trong huyét twong. Nong do diéu tri § md 4m dao dugc duy tri thém 2 ngay nita sau khi k&t
thic liéu trinh 3 ngay véi lidu 200 mg mdi ngay va thém 3 ngdy nifa sau khi k€t thic liéu trinh diéu tri 1 ngay
vdi lidu 200 mg, ngay hai lan.
- Itraconazol chuyén héa manh & gan thanh nhiéu chit chuyén héa. Mot trong nhitng chét chuyén héa la
hydroxy- itraconazol, trong &ng nghiém chit nay c6 hoat tinh khang nim twong dudng véi Itraconazol. Cc nong
dd thudc khéng ndm do ludng bdi dinh lygng sinh hoc 1a gdp khodng 3 1an ndng d Itraconazol dinh hrdng bing
phuong phdp sic ky 16ng cao 4p. Su bai ti€t qua phan dudi dang khong d8i khdc nhau tir 3-18% liéu uong Bai
ti€t qua nudc tiéu dudi dang khdng déi it hon 0,03 % liéu udng. Khodng 35% liéu dugc bai xuat ra nudc ti€u dudi
dang chdt chuyén héa trong mot tuan.



CHI DINH:

Phy khea: Nam candida 4m hé —am dao

Bénh nim mdng da, vi nAm ngoai da/ Gidc mac miat: Bénh lang ben, nhi€m cdc vi nim ngoai da, nhidm
Candida & miéng.

Bénh vi nam ndi tang: Nhiém vi ndm nd1 tang do Aspergillus vd Candida, nhiém vi nim Cryptococcus(k€ cd
viém mang nio do Cryptococcus), nhiém vi ndm Histoplasma, sporothrix, paracoccidioides, blastomyces va
nhiém nam khu i hay hé thong it gip khic.

CHONG CHI DINH:

- Chéng chi dinh st dung ciing lic Itraconazol vdi cdc thudc bat ky chuyén hda qua hé théng enzyme cytocrom
Pysp 3A, nhu terfenadine, astemizole, triazolam u8ng, midazolam ufng va cisapride, bdi vi ndng dd cla thudc
trong huyét tuong c6 thé ting din dén khd nang tang cdc tdc dung ngoai ¥ rit nghiém trong hoic de doa tinh
mang.

- Nén ngirng sit dung cdc thufc nhém tte ch€ HMG-CoA reductase chuyén héa qua hé thong niy nhy lovastatin
va simvastatin trong sudt qué trinh diéu tri Tiraconazol. Khéng nén sit dung Iiraconazol trong diéu tri bénh nim
méng da & phu nit mang thai hodc phu nit ¢6 thé mang thai. Chéng chi dinh Itraconazol & bénh nhan min cdm véi
thubc va cdc thinh phin ciia thudc

- Chéng chi dinh ¢ bénh nhin mang thai trit khi di€u tri nhiém nidm hé thong ma 1gi ich dem lai vuot tréi so vdi
nguy cd xay ra cho bao thai. Thin trong ngia thai diy di & phu ni¥ ¢6 thé mang thai trong qud trinh tri liéu
Itraconazol va trong mot chu k¥ kinh nguyét sau khi bit dau diéu trj,

- Chéng chi dinh st dung cdc thudc khdc nhu mizolastine, dofetilide, quinidine, pimozide, tiazolam va
midazolam uéng cing lic véi Itraconazol. ﬂ—-{ lL

TAC DUNG NGOAIY:

- Céac tdc dung ngoai ¥ dugc ght nhin thudng xuyén x4y ra nhit lién quan dén sit dung ltraconazol bit ngudn
da day rudt nhit khé tiéu, budn ndn, dau bung va tdo bén. Cdc tdc dung ngoai ¥ dudc ghi nhan it x3y ra bao gdm
dau ddu, ting men gan cé thé héi phuc, r8i loan kinh nguyét, hoa mat, phil, suy tim sung huyét, phii phdi va cic
phdn itng di (tng (nhu ngita, phat ban, may day, phtt mach). Mgt trutng hop riéng ciia hdi chitng Stevens-Johnson
va thin kinh ngoai bién ciing dudc ghi nhin, nhung chua chdc lién quan ¢€n sit dung ngdu nhién Itraconazol.

- Pic biét, & bénh nhin sit dung diéu tri kéo dai (khodng | thang), hiu hé&t cdc bénh nhin dang mic bénh ly
chinh va stf dung nhiéu trj lidu cling lic, nhin thiy cde ca gidm Kali huy&t, phil, viém gan va rung téc.

Théng bdo cho bdc si nhitng tdc dung khéng mong muon gdp phdi khi sit dung thudc.

THAN TRONG:

- Thén trong ké toa Itraconazol G b&nh nhdn mén cdm véi cdc azole khidc.

- Gidm tinh acid da day: Hap thu thuSc bi gidm khi tinh acid da diy gidm. Bénh nhin st dung thude trung hoa
acid (nhw hydroxyt Nhém), nén s dung t8i thi€u 2 giy sau khi uéng Itraconazol. (3 bénh nhdn thifu acid
hydrochloric dich vi nhir bénh nhin AIDS va b&nh nhin bi @c ché tiét acid (nhu chdt 481 khang H2, itc ch€ bom
proton), ngudi ta khuyén nén sit dung Itraconazol vdi nude gidi khét coca dé ting hap thu.

- Ngudti ta khuyén nén thim dd chitc ning gan & bénh nhin sl dung thudc lién tuc trén mot thang va & bénh nhin
¢ cde triéu chifng nhu biéng an, budn ndn, 6i mita, mét mdi, dau bung hodc nude tiéu sim. N&u bt thuding, nén
ngitng didu tri. O bénh nhin ting men gan, chi nén bt diu diéu tri khi 1gi ich dem lai vitgt trdi hin nguy cd t6n
thudng gan.

Itraconazol chii y&u chuyén héa & gan, khd dung sinh hoe dudng ung & bénh nhdn xd gan gidm mdt it. Ngudi ta
khuyén nén ki€m tra ndng dd Itraconazol trong huy€t tueng va chinh liéu khi cin thiét.

- N&u bénh thdn kinh xdy ra ¢6 thé suy ra do Itraconazol, nén ngirng diéu tri.

- Suy thdn: Kha dung sinh hoc dudng udng cia Itraconazol ¢é thé thip d bénh nhin suy thin, nén kiém tra nong
dd Itraconazol trong huyét tudng v chinh liéu.

~ C6 nguy cd thip nhung nguy hi€m vé suy tim sung huyét tién wi€n (CHF) ¢6 lién quan dén trj liéu Itraconazol.
Khéng nén s dung ltraconazol d€ diéu tri n4m méng & da & bénh nhéan r&i loan tAm thit nhv suy tim sung huyét
hodc tién sit suy tim sung huy&t. N&u cdc dau hiéu va triéu ching cda suy tim sung huy&t xdy ra trong diéu tri
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Stt dung & phu nit ¢6 thai va cho con b

- Khong c6 sdn cdc nghién cifu vé st dung Itraconazol & phu nit ¢6 thai . Vi vay, chi nén sit dung Itraconazol
trong trudng hgp nhi€ém ndm hé thdng, de doa tinh mang va khi lgi ich dem lai vugt tri so vdi nguy cd x3y ra

cho bao thai. Chi ¢6 mdt lugng nhd Itraconazol bai tiét qua sifa ¢ ngudi. Vi vdy, nén cin nhic 1di ich mong ddi

dem lai vudt tréi so v8i nguy cd xay ra khi cho con bu.

Stz dung ¢ tré em:

Ngudi ta khuyén khong nén st dung Itraconazol & nhitng bénh nhin nay trir khi 1¢i ich cao hdn nguy cd cé thé

Xay ra.

TUONG TAC THUOC:

- Cdc thugc cdm @ng men nhu rifampicin, rifabutin, carbamazepine and phenytoin lam gidm dédng ké kha dung

sinh hoc dudng udng cla Itraconazol. Vi vay, nén gidm sdt ndng dd Itraconazol trong huyét twong khi st dung
cung lic véi cdc thude cdm tng men. Itraconazol ¢6 thé \tc ché chuyén héa clia cdc thudce duge chuyén héa qua

hé théng Cytochrom 3A. Piéu nay cé thé giy tang hodc kéo dai tdc dong, gém tic dong giy ngi va gidm dau.

Céc hoat chat dudc bi€t: Terfenadine, astemizole, cisapride, midazolam va triazolam dudng uéng. Khong nén sit
dung cdc tic nhin nay & bénh nhin diéu tri bing Itraconazol. Néu tiém tinh mach midazolam, ddi hdi nén thin
trong dac biét bdi vi tic dung gidm dau c6 thé kéo dai.

- Cédc nghién citu trong 8ng nghiém cho thdy khdng ¢6 tuong tac thudc trén viéc két hgp protein huyét twong giita
Itraconazol va imipramin, propranolol, diazepam, cimetidin, indomethacin, tolbutamid va sulfamethazin. Khéng

ghi nhin tuong tac thudc giita Itraconazol va AZT (zidovudin). Khong thdy ¢6 su tdc dong cda Itraconazol trén ¢
chuyén héa clia ethinyloestradiol va norethisterone.

- Thudc ¢ ch€ kénh Canxi va quinidin: Phu va 1 tai va/hodc gidm kha niang nghe dudc ghi nhin ¢ bénh nhin si
dung clng lic Itraconazol va thudc e ché kénh Canxi dihydropyridin va /hodc quinidin. Diéu chinh liéu thich

hdp khi can.

- Chdt itc ché HIV protease : St dung cling lic Itraconazol vdi chdt e ché protease chuyén héa ban diu bdi hé
th&ng men cytochrom P450 3A, nhu ritonavir hodc indinavir, ¢6 thé gy ra thay d&i nong d6 trong huyé&t tuong

cla ca hai thudc. Nén thin trong khi st dung cuing lic cdc thudc nay.

- Tdc nhdn khdng ung thu:  Su chuyén héa cia alkaloid vinca cé thé bi e ch& bdi Itraconazol. Vi vay, bénh nhin

st dung cting lic Itraconazol va cdc alkaloid vinca nén dudc ki€m sodt sy tang va/ hodc kéo dai tdc dong clia cdc
thudc alkaloid, gdm céc tdc ddng ngoai y trén thin kinh ngoai bién va tdc rudt, nén diéu chinh liéu alkaloid vinca

thich hgp. ~
- Digoxin: St dung cling lic Itraconazol va digoxin ddn dén ting ndng d6 digoxin trong huy&t tuong. Nén ki€m
sodt ndng dd digoxin khi bit ddu diéu tri Itraconazol va thudng xuyén sau d6 va nén diéu chinh liéu digoxin
thich hgp.

- Tdc nhdn suy gidm mién dich: S& dung ciing lic Itraconazol va cyclosporin hodc tacrolimus din dé€n ting nbéng °
d6 cla hai cha't sau trong huy&t twong. Nén ki€m sodt ndng d6 cyclosporin va tacrolimus khi bdt ddu diéu tri
Itraconazol va thudng xuyén sau d6 va nén diéu chinh liéu cyclosporin va tacrolimus thich hop.

- Steroids: Chuyén héa cla methylprednisolon ¢6 thé bi e ché& bdi Itraconazol. Vi vdy, bénh nhan sl dung cling
lic Itraconazol va methylprednisolon nén dudc kiém tra tdc ddng ting va/hodc kéo dai tic dong ciia thudc sau,
bao gdm cic tic dong ngoai ¥ va chinh liéu methylprednisolon thich hop. %.\“N \J

LIEU LUGNG VA CACH DUNG:

Pé thudc dudc hip thu t3i da, nén udng vién nang ngay sau bifa an no.

2 s

- Phu khoa:
Nhi&m nim Candida 4m dao - 4m hd: 200 mg, ngay hai 1dn trong | ngay hoic 200 mg, ngdy mdt lan trong 3
ngay.

- Nhiém vi ndm ngoai da/ Gidc mac mat:

Lang ben — 200 mg, ngdy mot lan trong 7 ngay

Nhiém vi nim ngoai da — 200 mg, ngady mét lan trong 7 ngay

Nhi&m vi ndm viing sirng héa cao - 200 mg, ngay hai lin trong 1 wén/ 100 mg ngay 1 1an trong 30 ngay.
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- Nhiém ndm Candida & migng: 100 mg, ngdy mot lan trong 15 ngay.
O mot s6 bénh nhin bi t8n thuong hé mién dich, nhw gidm bach cdu trung tinh, AIDS hodc bénh nhan ghép cg
quan, khd dung sinh hoc dudng udng c6 thé gidm xudng. Vi vay, cé thé can ting liéu gap doi.
Bénh nim méng:
Piéu tri theo dgt — Mbt dot diéu tri gdbm 200 mg ngay hai ldn trong 1 tudn. Hai dgt diéu tri cdch quing dugc
khuy&n cdo trong diéu tri nhiém nim méng tay va ba dgt diéu tri cich quing dugc khuyé&n céo trong diéu tri
nhi€m ndm chin. Cdc dgt dugc khuyén cdo cdch nhau 3 twéan khong diung thudc. Bing chitng ddp @ng ldm sing
khi méng phét trién trd lai, sau d6 ngirng diéu tri.
Piéu tri lién tuc — 200 mg mdi ngdy trong 3 thdng.
Sur thai trir khdi t8 chitc da va méng chim hon sy thai trir khéi huy&t twong. Hiéu qua t6i wu vé 1am sang va xét
nghiém vi nAm dat dugc tiY tudn thd 2 dén tudn tht 4 sau khi k&t thic diéu trj nhi€m vi ndm da vd 6 dén 9 théng
sau khi k&t thic diéu tri nhiém vi nAm méng.
Nhiém nidm néi tang:
Nhiém Aspergillus - 200 mg, ngdy m6t lan trong 2-5 théng.
Nhiém Candida : 100 - 200 mg, ngay mdt lin trong 3 tuan dén 7 thang.
Tang liéu 1én 200 mg trong trudng hgp nhiém vi ndm xam nhi€m va lan tda.

Nhiém Cryptococcus ngoai mang ndo : 200 mg, ngdy mot 1dn trong 2 thing dén 1 nam. ;
Liéu duy tri cho céc trudng hgp viém mang nido do Crytococcus - 200 mg, ngay mot lan. W

Nhiém Blastomyces: 100 mg, ngdy mdt lan d€n 200 mg ngay 2 lan trong 6 thdng.

Nhiém Histoplasma: 200 mg, ngdy mot 1an hodc ngdy hai lan trong 8 thdng.

Nhiém paracoccidioides brasiliensis: 100 mg, ngdy mot 1an trong 6 thing.

Sporothrix schenckii: 100 mg, ngdy mot 1an trong 3 thdng.

Cludosporium, Fonsecaea: 100 mg d&€n 200 mg ngay | 1an trong 6 thdng.

QUA LIEU

Khong thé loai bé Itraconazol bing phuong phép thim tach. Trong trudng hdp tai bi€n qud liéu, nén 4p dung céc
bién phép diéu tri hd trg, ké cd viéc ra da day bing Natri carbonat.

Trong vong mdt gid diu tién sau khi ung thudc, nén thuc hién viéc rita da day. Than hoat tinh ¢6 thé diing néu
thich hgp.

BAO QUAN:

Bdo quan dudi 25°C. Gitt thudc trong hop kin. Tranh dnh sdng.

HAN DUNG: 36 thing k& tlf ngay sdn xuét.
Khéng ditng qud han sit dung in trén hjp thuéc
TRINH BAY: hop 3 vix 10 vién

TIEU CHUAN AP DUNG: Nha sén xuit,
NGAY XEM XET SUA POI: 1.10.2011
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Dé xa tam tay Iré em.
Doc ki huwdng dan sie dung trieée khi ding.

A A A A . . e poped - -
Néu cin thém théong tin, xin hoi y kién bdc si.

Thuéc nay chi ding theo sy ké don cia thdy thubc. c[}; o 4

S CUC TRUONG
San xudt byi: pHG CUC TRU%N
PHARMAN—]AG@E MANUACTURING BERHAD (60016-D) s g gzn é
114, Jalan P/1, Kawasan Perusahaan Bangi Jh ng Z
43650 Bandar Baru Bangi

Selangor Da(tf i"E}}gan-_, Malaysia.




