THONG TIN THUOC VA HUGONG DAN SU’ DUNG THUOC B3NOEs RImplvE)

FLUCONAZOLE
Loai thuéc: Thudc chéng nam.
Dang thudc va ham lwgng: Dung dich truyén tinh mach, 200mg/100ml.
Chi dinh:
O tré so sinh di thdng, tré so sinh, tré mdi biét di, tré em va thanh thiéu nién tir 0 dén 17 tudi:

- Diéu tri Candida niém mac (miéng-thwc quan, thuc quan), Candida xam 1an, viém mang n3o do
Cryptococcus va du phong nhiém Candida & nhitng bénh nhan suy gidm mién dich.

- Liéu phap duy tri dé ngan ngira tai phat viém mang ndo do Cryptococcus & tré em cd nguy co
tai phat cao.

Liéu phdp nay cé thé bat dau trudc khi cé két qua cay vi khuan va nhitng xét nghiém khac, tuy
nhién, mot khi d3 co két qua, diéu tri khang khudn phai dugc diéu chinh phu hop.

Chdng chi dinh

Ch&ng chi dinh fluconazol & cac bénh nhan cé tién sir quéd man véi thuéc hodc mot trong cac
thanh phan cta thudc hodc d6i vai cac hop chat cé lién quan dén nhém azol.

Chéng chi dinh s&r dung déng thoi terfenadin & cac bénh nhan dang dung fluconazol theo phac
do da liéu 400 mg hang ngay hodc cao hon dua trén két qud nghién clru twong tac thudc da
liu.

Chéng chi dinh dung déng thoi cidc thudc kéo dai khoang QT va bi chuyén héa bdi enzym
CYP3A4 nhu cisaprid, astemizol, erythromycin, pimozid va quinidin v&i bénh nhan dang dung
fluconazol.

Than trong
Bénh nhan réi loan chirc nang gan, suy gan/than, cé kha nang tién loan nhip.
Ngung s dung néu phan da nhiém trung bi bong rop hodc hong ban da dang.

Theo ddi tién trién ton thwong gan nghiém trong hon néu cé bat thudng xét nghiém gan; khi sl
dung ddng thoi véi thudc cd khodng tri liéu hep chuyén héa qua CYP2C9, CYP2C19 va CYP3A4
hoac vdi terfenadin (fluconazol < 400 mg/ngay).

Cach sir dung
Tiém truyén tinh mach véi téc dd khdng qud 10 mL/phut.

Klevaflu Sol.Inf 2mg/ 1ml c¢6 chira dung dich natri clorid pha lodng, b&nh nhan phai han ché
natri hodc dich can can nhic vé téc do khi truyén dich.

Liéu dung
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Lidu dung t8i da mdi ngay khdng duoc vuirot qua 400 mg & bénh nhi.

Nhu diéu tri nhiém khudn twong ty & ngudi 1&n, thoi gian diéu tri nén dya vao dap ng 1am
sang va loai ndm KLEVAFLU SOL.INF 2mg/1mL dwoc chi dinh liéu don méi ngay.

Tré so'sinh, tré em (28 ngay-11 tudi):
Nhiém candida niém mac: Liéu khéi dau 6mg/kg, lieu ti€p theo 3mg/kg mdi ngay.
Nhi&m khudn Candida xam 1an va viém mang 130 do Cryptococcus: 6-12mg/kg mdi ngay.

Diéu tri duy tri du phong tai phat viem mang n3o do Cryptococcus & bénh nhan cé nguy co tai
phat cao: 6mg/kg moi ngay.

Dy phong nhiém Candida & bénh nhan suy gidm mién dich: 3-12mg/kg moi ngay.

Tré vj thanh nién (ttr 12 tudi — 17 tubi): Dya vao can nang va sy phat trién & tudi day thi, bac st
can danh gia liéu phap nao 1a phu hgp nhat (liéu dung cho ngudi I&n hodc tré em). Nhirng
nghién ciru 1am sang chi ra rang tré em cé d6 thanh thai fluconazol cao hon ngudi I&n. Liéu
dung 100, 200 va 400 mg & ngudi 1dn tuvong duong vdi 3, 6 va 12 mg/kg & tré em dé dat duoc
murc d6 biéu hién tuong duwong.

Tré mdi sinh (0 — 27 ngay tudi): Tré mdi sinh dudi 1 thang tudi cé d6 thanh thai fluconazol
cham.

0-14 ngay tudi: Lidu giéng tré so sinh, tré em nén dwoc chi dinh mdi 72 giv, t8i da khong qué 12
mg/kg mbi 72 gid.

14-27 ngay tudi: Lidu giéng tré so sinh, tré em nén dwoc chi dinh mbi 48 gio, t6i da khong qua
12 mg/kg mdi 48 gio.

Tac dung khéng mong mudn

Hay gdp

DPau bung, tiéu chay, budn nén, ndn.

Dau dau

Tang enzym alanin aminotransferase, tang enzym aspartat aminotransferase, tang phosphatase
kiém.

Mat ngu, budn ngu.

It gdp

Chéng mat

Co giat, chdng mat, di cdm, rdi loan vi giac.

Kho tiéu, day hoi, khd miéng.
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U mat, vang da, tang bilirubin.

Ngtra, n6i mé day, tang ti€t mo hoi, phat ban do thudc.

Dau co.

Mét moi, kho chiu, suy nhuoc, sot.

Hiém gdp

Mat bach cau hat, gidm bach cau, gidm bach cau trung tinh, gidm tiéu cau.
S&c phan vé, phu mach.

Tang triglycerid mau, tdng cholesterol mau, giam kali huyét.

Run.

Xoan dinh, kéo dai khoang QT.

Nhiém ddc gan, bao gdm ca trwong hop hiém gdp gay tlr vong, suy gan, hoai tlr t& bao gan,
viém gan, ton thuong té bao gan.

Hoai t&r biu bi nhiém ddc, hdi chirng Stevens-johnson, ngoai ban mun mu toan than cap tinh,
viém da troc vay, phu mat, rung toc.

Twong tac thudc

Chéng chi dinh déng thoi fluconazol véi cac thudce sau: Cisaprid, Terfenadin, Astemizol, Pimozid,
Quinidin, Erythromycin.

Khuyén cdo khéng chi dinh déng thoi fluconazol véi nhirng thudc khac dudi day: Halofantrin
Than trong khi chi dinh déng thoi fluconazol véi nhirng thudc khac duéi day: Amiodaron
Anh hwdng cha cac thudc khac d6i vai fluconazole: Rifampicin, Hydrochlorothiazid

Anh hudng cia fluconazol Ién cdc thuSc khac: Alfentanil, Amitriptylin, nortriptylin,
Amphotericin B, Cac thuéc chéng dong, Cac benzodiazepin (tdc dung ngan) nhu midazolam,
triazolam, Carbamazepin, Thuéc chen kénh calci, Celecoxib, Cyclophosphamid, Fentanyl...

Tai liéu tham khao

Hudng dan sir dung ciia Nha san xuat.

Ngwoi soan Khoa Duwgc Lanh dao bénh vién
(Ky va ghi ré ho tén) (Ky va ghi ré ho tén) (Ky va ghi ré ho tén)
Pham Thi Thao Tw Thi Mai Linh
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