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SAME SIZE ARTWORK
STRIP SIZE: 74 mm x 60 mm
REPEAT LENGTH: 40 mm
FOIL WIDTH: 78 mm
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HUONG DAN SU DUNG
Doc ky hwéng din sit dung tréce khi ding.
Néu cin thém théng tin, xin héi y kién biac si.
Thude nay chi ding theo don ciia béc si.

CANDITRAL
(Itraconazole)
Thanh phan MB&i vién nang chira:
Hoat chét: Vi hat Itraconazole twong duong véi Itraconazole:............. 100 mg
Té dugc: Hydroxy Propyl methyl Cellulose-E5 (HPMC-ES), Eudragit, Sucrose Spheres, PEG-

20000.

Mo ta: :
Vién nang ciing c& s6 “0” mau do/tring, ¢6 biéu trung cua nha san xut va “CWn nép
va than, chira cac vi hat hinh cAu mau trang kem.

Dwge lwe hoc:

CANDITRAL la mdt thude khang ndm nhém triazol. Co ché tac dung cua né tuong tyu voi cac
thude chong nidm nhém imidazol (vi du ketoconazol), d6 1a trc ché tdng hop ergosterol & méng té
bao nam do trc ché hé théng cytochrom P450 ciia nim. So véi ketoconazol, Itraconazol ¢6 &i luc
cao hon déi v6i cytochrom P450 clia nam va yéu hon ddi v6i cytochrom P450 cta dong vat co
vi.

Phd khéng ném: Céc nghién ciru trong éng nghiém va trén co thé séng cho théy itraconazol ¢d
phd khang ndm réng hon va manh hon so vdi ketoconazol va fluconazol. Trong éng nghiém,
itraconazol d cho thdy tac dung khang cac nim sau:

1. Né&m da: Microsporum, Trichophyton va Epidermophyton species.
2. Nadm ludng hinh: Blastomyces dermatitidis, Histoplasma capsulatum, Histoplasma
duboisii, Paracoccidioides brasiliensis, Sporothrix schenkii.
3. Nam men giy bénh: Candida albicans va cac chung Candida khéic, Cryptococcus
neoformans
4. Nim méc: - Aspergillus fumigatus, Aspergillus flavus
Nong dd trc ché tdi thiéu (MIC) v6i Candida albicans, Cryptococcus neoformans, va Aspergillus
spp. tuong {rng la tr 0,025-0,2; 0,025-0,05; va <0,09-0,4 mcg/ml.

Dwge dong hoc:

Itraconazol dugc hip thu tét khi udng ngay sau bira 3n hodc udng ciing thirc an, do thirc n lam
tang hip thu.

Kha dung sinh hoc twong déi dudng uong clia vién nang véi dung dich uéng I trén 70%. D9 hoa
tan cua itraconazol tang lén trong moi tuong acid. Nong do dinh huyét thanh dat dugc 20
microgram/lit, 4-5 gi® sau khi uong mot liu 100 mg lac déu tdng 1én 180 microgram/lit khi
uong cung thic an. Trén 99% thudc gﬁn véi proteln, chit yéu véi albumin, chi khoang 0,2%
thubc & dang tr do. Thubc hoa tan tdt trong lipid, ndng db trong cic mé cao hon nhiéu trong
huyét thanh. Itraconazol chuyén héa trong gan thanh nhiéu chit rdi bai tiét qua mat hodc nudc
tiu. Mot trong nhitng chét chuyén héa 12 hydroxyitraconazol c6 tac dung chéng nim, va cé ndng
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do huyét thanh gip d6i nbng d6 cua itraconazol & trang thai On dinh. 3-18% lidu uong duge bai
tiét qua phén dudi dang khong bién ddi. Khodng 40% lidu dugce bai xudt ra nude tidu dudi dang
hgp chét chuyén hoa khong con hoat tinh, Mét lwong nhé thai trir qua 16p sirng va tde.

Itraconazol khéng duoe loai trir bang tham tach. Thoi gian ban thai sau khi udng 1 liéu 100 mg la
20 gid, c6 thé dai hon khi diing lidu cao hang ngay.

Chi dinh:

Nam Candida & miéng- hong.

Nam Candida 4m h-am dao.

Lang ben.

Bénh nidm da nhay cam véi itraconazol (nhu bénh do Trichophyton spp., Microsporum spp.,
Epidermophyton floccosum) thi du bénh ndm da chén, da ben, da than, da k& tay.

Bénh nim méng chén, tay (Tinea unguium)

Bénh nam Blastomyces phdi va ngoai phdi.

Bénh ndm Histoplasma bao gdm bénh man tinh & khoang phdi va bénh ndm Histoplasma rai réc,
khéng & mang nio.

Bénh ndm Aspergillus phdi v ngoai phdi & ngudi bénh khéng dung nap hodc khing véi
amphotericin B.

Diéu tri duy tri: O nhitng nguoi bénh AIDS dé phéng nhiém nim tiém &n tai ]:rh /

Dé phong nhidm nim trong thdi gian giam bach cdu trung tinh kéo dai, ma cU diéu tri thong
thudng to ra khéng higu qua.
Ligu ding va cich ding: (

Ngudi lon:

Diéu tri ngdn ngay:

Ném Candida 4m ho- Am dao: 200mg, ngay ubng 2 13n, chi udng 1 ngay hodc 200mg, ngay ubng
1 14n, ubng trong 3 ngay

Lang ben: 200mg, ngay udng 1 lan, uong trong 7 ngay.

Bénh ndm da: 100mg, ngay udng 1 1an, ubng trong 15 ngay. Néu & ving stig hda cao, phai diéu
tri thém 15 ngdy vdi lidu 100mg mdi ngay.

Ném Candida mlcng-hau 100 mg, ngay ubng 1 14n, uong trong 15 ngay. Ngudi bénh bi bénh
AIDS hoic giam bach cdu trung tinh: 200mg, ngay ubng 1 1in, udng trong 15 ngay (vi thudc
duoc hap thu kém & nhém nay).

Diéu tri dii ngay (nhiém ndm toan thdn) phu thudc vao ddp timg ldm sang va ndm:

Bénh nzim méng: 200mg, ngly udng 1 lén trong 3 thang.

Bénh nim Aspergiilus: 200mg, ngdy ubng 1 14n, ubng trong 2 dén 5 thang. Co thé ting lidu:
200mgflan ngay ubng 2 1an, néu bénh lan toa.

Bénh nam Candida: 100-200 mg, ngay ubng 1 13n, ubng trong 3 tudn dén 7 thang. C6 thé ting
liéu: 200mg, ngay 2 lan, néu bénh lan toa.

Bénh nam Cryptococcus (khéng viém mang ndo): 200mg/lan, ngay ubng 1 lan, ubng trong 2
thang dén 1 nam.

Vidm mang ndo do nim Cryptococcus: 200 mg/lan, ngay udng 2 lan. Didu tri duy tri: 200mg,
ngay udng 1 lan.

Bénh ndm Histoplasma va Blastomyces: 200mg/lan, ngay uéng t 1in hoZic 2 lan, ubng trong 8
thang.

Diéu trj duy tri trong bénh AIDS: 200me/lan, ngdy ubng 1 1n.
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Dur phong trong bénh giam bach cAu trung tinh: 200mg/1an, ngay ubng 1 14n. ]
Khéng cén thay d6i liéu ding & bénh nhin suy chire ning thin va & ngudi cao tudi.

Chéng chi dinh

Chéng chi dinh cho bénh nhin qua mén cam vdi Itraconazol hodc véi bét kv ta duge nao cia
thubc.

Chéng chi dinh ding cung Terfenadin vdi Itraconazol. Do su gidng nhau v& mit hoa hoc ciia
Itraconazol va Ketoconazol, chéng chi dinh diing ciing Astemizol véi Itraconazol.

Chéng chi dinh dung Itraconazol ciing Triazolam dang udng. Midazolam dang udng va Cisaprid.
Khéong diung Itraconazol cho phu nir ¢é thai va cho con b, tré em.

Tac dung khong mong muén:
Hau hét cac tac dung khong mong mudn la nhe va thodng qua. Cé thé xay ra tao bon, budn nén,
roi loan tiéu hda, dau vung bung, nhirc dau, cac phan tng di Gng.

Thén trong:

Phai xét nghiém dinh ky enzyme gan ¢ bénh nhan c6 bt thuong chirc nang gan tuﬁtrﬂoc do.

Khi phét hién nhitng ddu hiéu va triéu chimg 14m sang cuia bénh gan c6 thé do Itréw azol, nén
ngung sir dung CANDITRAL. Z”

Phu nir mang thai:

Chua c6 nghién cu day du va duge kiem sodt 10t ve itraconazol ¢ phy nit mang thai. Bénh nhan
can tham khao y kién thay thudc néu mang thai hogic ¢ kha ning mang thai trong thoi gian diéu
tri.

Phu nir cho con bi:
Vi Itraconazol duoc bai tiét qua sita me, khong dung thude cho phu nir cho con b.

Anh hwéng 1én kha nang lai xe hay vén hanh may mdc: Cén than trong vi dbi khi c6 thé ¢6
nhirc dau.

Twong tac thudc:

Ding ddng thoi cac thude gdy cam (ng enzym gan nhu rifampicin, rifabutin va phenytoin 1am

giam ndng dé Itraconazol trong mau, do d6 khéng nén diing dong thdi cac thube nay.

Do Itraconazol e ché enzym gan cytochrom P450 (dac biét loai 3A4), viéc dung ddng théi

thudc nay véi cac thude dugc chuyén héa chu yeu boi enzym ké trén ¢6 thé din dén tang ndng

d6 cac thube nay trong huyét tong va do doé cd thé 1am tang hay kéo dai ca tac dung diéu trj va
tac dung khong mong muén cia ching.

Nhitng tuong tac thudc sau diy di duoce xac dinh:

- Terfenadin, Astemizol, Cisaprid, Midazolam uéng, Triazolam, cic thudc Gc ché men
reductase HMG-CoA nhu Lovastatin: nhiing thudc nay khong nén dung déng thoi véi
Itraconazol. .

- Cyclospotin, thudc chéng ddng mau, methylprednisolon, busulphan, tacrolimus: néu can thiét
phai dung dbng thoi voi Itraconazol, phai giam lidu cia nhitng thudce ny.

Qua lidu
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Khéng ¢6 thudc giai doc déc hiéu cho CANDITRAL. Trong trudong hop ding qua lidu, sir dung
céc bién phap hd trg nhu rira da day hay ding than hoat.

Tiéu chuédn: Nha san xuét

Han diing: 30 thang ké tir ngay san xuét. Khéng dung thubc qué han sir dung.
Dong goi: Hop 16n x 10 hop nho x 1 vi x 4 vién nang.

Bio quin: Bao quan & nhiét d§ khéng qué 30°C, tranh 4m va énh(iﬁlg//.

PE THUOC NGOAI TAM TAY TRE EM , ,
Thong bao voi bac st nhitng tac dung khong mong muon gdp phai khi st dung thuoc.

San xuét tai An D9, bi:

GLENMARK PHARMACEUTICALS LTD.
Plot No. E-37, 39 MIDC Area, Satpur,

Nasik -422 007, Maharashtra, An D9.
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Hotén:Anurag Srivastava *

Chirc vu: Trudng VPDD tai Viét Nam

GLENMARK PHARMACEUTICALS LTD.
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