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THEPHACO

Hop 1 vi x 10 vién nang

{  Thanh phén: \
Fluconazol ... : 150 mg
Ta dugc .vd 2 1 vién
Chi dinh, chéng chi dinh, liu diing va céch ding:
Xin doc ki ttr hudng dan sir dung
Bao quan: Noi khd, nhigt 46 khong qué 30°C, tranh anh sang
Compaosition:
Fluconazol : 150 mg
Excipients g s . 1 capsule
Indicati o ge and
Read the pack insert carefully before use
Storage: In a dry place, temperature not exceeding 30°c, protect from light
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TO HUONG DAN SU DUNG THUOC
Rn Thuéc bén theo don FUCOTHEPH ARM

CONG THUC: Cho 1 vién nang cimg
Fluconazol.......c.coesseseneennn. 150 Mg

Ta dUQC...cocvvvvaenns vd.....reeeeesl ViED
(Té dwge gom: Wheat starch, microcrystallin cellulose, povidone K30, magnesi stearat, talc)
TRINH BAY: Hop 1 vix 1 vién; Hop 1 vi x 10 vién.
PAC TINH DUQC LUC HQC

Fluconazol 14 thuéc diu tién ciia nhom thube tdng hgp triazol chéng ndm méi, c6 téc dung chéng ndm
do 1am bién @i mang té bao, 1am ting tinh thAm mang té bao, 1am thoat cdc yéu tb thiét yéu (thi dy amino
acid, kali) va lam g@&m nhdp ciac phén tir tién chét (thi du purin va pyrimidin tién chit cia DNA).
Fluconazol téc dong bing céch tic ché cytochrom Pysol4 - alpha - demethylase, ngan chin tdng hop
ergosterol 1 sterol chit yéu & mang té bao ném. .

Fluconazol va céc triazol chdng nim khéc (nhu itraconazol) ¢6 &i lyrc manh véi enzym Puso ctia nAm va
chi ¢6 4i luc yéu vdi enzym Paso ctia dong vét ¢6 va (tuy nhién cling du dé gdy ra nhiéu tuong téc thudc)
va cling 13 nhiing thubc e ché dic hiéu cdc hé théng cytochrom Pyso clia ndm hon nhiu din chét
imidazol khic (nhu ketoconazol). Thudc ciing khong c6 téc dung trén sy tdng hop cholesterol trong dich
ddng thé md gan ciia dong vét c6 vi. Fluconazol ¢6 tic dung trén Blastomyces dermatitidis, Candida spp.,
Coccidioides immitis, Cryptococcus neoformans, Epidermophyton spp., Histoplasma capsulatum,
Microsporum spp. va Trichophyton spp.. Fluconazol khéng ¢4 tac dung khang Kkhuén.

Khéng thubc da phét trién trong mét vai ching Candida. Céc chung Candida albicans khang
ketoconazol ciling khéng chéo voi fluconazol.

PAC TINH DUQC PQONG HQC

Fluconazol dugc hip thu tt qua duong udng va khong bi anh huong bai thie &n. Kha dung sinh hoc
theo dudmg ubng biing hodc hon 90% so véi dudmg tiém tinh mach. Nong d tdi da trong huyét twong dat
duge trong vong 1 - 2 gid, ndng do 6n dinh dat dugce trong vong S - 7 ngady. '

Thude phén bd rong rdi trong cic mé va dich co thé. Nﬁmg dd trong sita me, dich khép, nuée bot, dom,
dich 4m dao va dich mang bung tuong tu ndng do trong huyét twong. Néng d¢ trong dich ndo tiy dat tir
50% dén 90% ndng do trong huyét tuong ngay ci khi mang ndo khong bi viém. Ti 1€ gén véi protein
khoang 12%. Thudc thai trir qua nude tiéu & dang nguyén thé véi ti 1¢ 80% hodc cao hon. Nira doi thai trir
khoang 30 gid, va ting & ngudi bénh suy than. Thube ciing dugc loai bing thdm téch.

CHI PINH

Fluconazol duoc chi dinh trong diéu trj céc bénh ndm Candida & miéng - hong, thuc quan, am hg - 4m
dao va céc bénh nhidm nédm Candida toan thin nghiém trong khéc (nhu nhi€ém Candida duong ni¢u,
méng bung, méu, phdi va nhidm Candida phét tan). Thudc ciing duge ding dé chita viém mang ndo do
Cryptococcus neoformans, cic bénh nam do Blastomyces, Coccidioides immitis va Histoplasma.

Fluconazol ciing ding dé dyr phong nhiém ndm Candida cho ngudi ghép tay x{mrng dang diéu trj bang

hoéa chét hodic tia xa. Ngoai ra thude con duge diing dé phong céc bénh nhiém ném trAm trong (nhu nhiém

nam Candida, Cryptococcus, Histoplasma, Coccidioides immitis) & nguoi bénh nhiém HIV.
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CHONG CHi PINH

Qué mén véi fluconazol hodic bét ky thanh phan ndo ciia thubc.

LIEU DUNG VA CACH DUNG:

* Liéu daing cho nguoi lém: :
Nhi&m ndm Candida 4m dao: Lidu duy nhét 1 vién/lan. Trudng hop hay ta A\Ifj:én!thépg' x4-12
thang. -

_ NAm da (nAm da dAu, nAm chan, nim thén, ndm ben, nhiém Candida da): 1 vién/lAn/tudn x 2 — 4 tuan,
ném chén c6 thé phai didu tri dén 6 tuan.

- Lang ben: 2 vién/lin/tudn x 2 — 3 tuédn.

NAm méng: 1 vién/lan/tudn x 3 — 6 thang ddi véi ndm moéng tay va 6 — 12 thang déi v6i nAm méng
chén.

- Viém mang ndo do nim cryptococcus: Lidu khéi ddu 2 vién/lan trong ngay dau tién, sau d6 1 — 2
vién/ngay x 6 — 8 tudn.

* Liéu cho ngudi suy thin:

Ngudi 16n suy chirc ning than phai diéu chinh lidu nhu St

D06 thanh thai Creatin ( ml/phat) Ty 18 % liéu khuyén dung
> 50 100
11-50 50
Ngudi bénh tham tdch mau 100 sau moi lan tham tach

Nén cho diing fluconazol sau khi tién hanh thdm tich mau xong vi m&i lan tham tach kéo dai 3 gior sé lam
giam ndng dd thudc trong huyét tuong khoang 50%.

Khéng cén diéu chinh liéu trong liéu phép ding mot lidu duy nhét dé trj bénh ndm 4m ho - 4m dao.
THAN TRONG VA CANH BAO KHI SU DUNG

Vi ngudi bj suy chic nang than hodc gan.

SUDUNG CHO PHU NU CO THAI.

Pén nay con chua ¢d cdc nghién ctru diy du va c6 kiém soat chit ché vé viéc dung fluconazol cho ngudi
mang thai. Nhung ciing d c6 thong bdo vé& di dang bdm sinh tai nhidu by phén & tré c6 me ding
fluconazol lidu cao (400 - 800 mg mdi ngdy) dé didu tri ndm do Coccidioides immitis trong 3 thang dau
thai ky. Lién quan gifra dung fluconazol va céc téc dung nﬁ.y con chira rd. Do d6 chi nén dung fluconazol
cho ngudi mang thai khi ich lgi diéu tri I6n hon nguy co ¢6 thé xay ra cho thai nhi.

SU DUNG CHO PHU NU CHO CON BU.

Fluconazol tiét vao sita & ndng do tuong tu nhur trong huyét tuong, do dé ngudi dang cho con bi khong
nén diing thudc nay.

TAC DUNG KHONG MONG MUON (ADR)

Xay ra & khoang 5 - 30% ngudi bénh da dung fluconazol 7 ngay hogc lau hon. Ti 1& phai ngirng thude 1a 1
- 2,8%. Véi phy nit ding mét lifu duy nhét d& trj ndm Candida Am h¢ - &m dao thi tic dung khong mong
mubn gap trong khoarg 26 dén 31%. Ngoai ra ngudi ta cling thdy ring tit ca cac tic dung khong mong
muédn thudng xay ra & ngudi bénh bj nhidm HIV vdéi ti 1& cao hon (21%) so vdi nguoi bénh khong bi
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nhiém (13%). Tuy nhién rAt khé khan trong danh gia va xac dinh lién quan gifra fluconazol voi tic dung
khéng mong muédn vi thube da dugce dung cho nhidu ngudi bénh bi cdc bénh co ban nipg-dasie.dung déng
thasi nhidu loai thudc.

Thuong gédp, ADR > 1/100

Thin kinh: Pau diu, chéng mit (khoang 2% ngudi bénh).

Tiéu héa: Budn ndn, ndn, dau bung, ia chay (khoang 1,5 - 8,5% ngudi bénh).
Ji gap, 1/1000 < ADR < 1/100 T o
Gan: Tang nhe nhét thoi transaminase va bilirubin huyét thanh (tir 1,5 - 3 ldn gigi han trén ctia binh

thuong).
Da: Nbi ban, ngira.
Hiém gép, ADR < 1/1000
Mau: Tang bach cdu ua eosin, thiéu méu, giam bach cau, giam bach cdu trung tinh, giam tidu cdu.
Gan: Tang cao ndng d9 transaminase trong huyét thanh (8 lin hodc nhidu hon gi¢i han trén cta binh
thudng) va phai ngiing thudc.
Da: Da bij troc vay (chi yéu & ngudi bénh AIDS va ung thur), hoi chimg Stevens - Johnson.
Khac: Sét, phu, tran dich mang phdi, dai it, ha huyét 4p, ha kali mau, phan vé.

Théng bdo cho bdc st nhitng tdc dung khéng mong mudn gdp phdi khi st dung thudc
TUONG TAC THUOC
- Rifabutin va rifampicin: Dung ddng thoi fluconazol (200 mg/ngdy) va rifabutin (300 mg/ngay) cho
ngudi bénh nhidm HIV s& lam ting ndng d¢ trong huyét trong cua rifabutin va chét chuyén héa chinh.
- Zidovudin: Ding ddng thdi vai zidovudin, fluconazol gdy trd ngai chuyén héa va thanh thai clia
Jidovudin. Fluconazol c6 thé 1am ting AUC (74%), ndng d dinh huyét tuong (84%) va nira ddi thi trix
cubi (128%) ciia zidovudin & ngudi bénh nhiém HIV.
- Chdt chéng déng mdu nhém coumarin: Do thoi gian prothrombin ting khi ngudi bénh ding fluconazol
ddng thoi véi thude chéng dong nhém coumarin (nhu warfarin), nén thoi gian prothrombin phai dugc
theo ddi cAn than khi diing ddng thoi hai thubc nay.
- Ciclosporin: Dung ddng thoi fluconazol va ciclosporin ¢6 thé 1am tang nong dd ciclosporin trong huyét
twong, dic biét & ngudi ghép than, Can theo ddi cAn than ndng do ciclosporin trong huyét tuong & ngudi
bénh dang ciing didu trj bing fluconazol va liéu ding ciclosporin phai didu chinh cho thich hgp.
-Astemizol: Fluconazol c6 thé 1am tang ndng d§ astemizol trong huyét tuong gdy ra cac tai bién tim mach
nguy hiém (nhu loan nhip, ngimg tim, danh trong ngyc, ngét va tir vong) khi ding thubc dong thoi voi
astemizol.
- Cisaprid: Dung dbng thdi fluconazol va cisaprid c6 thé 1am tang ndng dd cisaprid trong huyét tuong.
Ngudi bénh phai dugc theo ddi cén than néu diéu trj dong thoi 2 thudc nay.
- Phenytoin: Diing ddng thi fluconazol va phenytoin s& gdy tang ndng do phenytoin trong huyét tuong
(128%) va tang AUC (75%) clia phenytoin din dén ngd ddc phenytoin, cdn duge dong hoc cua fluconazol
khéng bi anh huong. Phai hét sirc than trong khi ding ddng thoi phenytoin va fluconazol.
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- Cde thude chéng ddi thdo duong sulfonylure: Ding fluconazol ¢ ngudi bénh dang didu tri bing
tolbutamid, glyburid hodc glipizid s& gay tang ndng do trong huyét tuong va giam chuyén héa céc thube
chéng dai thdo dudng.

- Theophylin: Fluconazol lam ting ndng dd theophylin trong huyét thanh xap xi 13% va dén dén ngd doc.
Do d6 phai theo ddi n_énng d6 theophylin va dung hét strc than trong dé tranh lidu giy ddc cua theophylin.
SUDUNG QUA LIEU VA CACH XU TRi

Néu chn dodn 1am sang c6 biéu hién qua lidu thi phai dua ngudi bénh dén bénh vién va gidm sét cén
than it nhét 24 gid, phai theo ddi céc du hiéu lam sing, ndng dd kali huyét va lam cdc xét nghi¢m vé gan,
than. Néu c6 béng chimg tén thuong gan hofc than, ngudi bénh phai nam vién cho dén khi khong con
nguy hiém c6 thé xay ra cho céc by phan nay.

Trong 8 git dAu sau khi ding thudc néu khdng c6 bidu hién qua lidu hozc ddu higu hay tri¢u chimg lam
sang khac khéng giai thich dugc thi c6 thé khong cin gidm sat tich cyc nira. Phai theo d@i tinh trang ho
hép, tudn hoan cho dén khi ngudi bénh tinh téo, thd binh thudng va moi thir én dinh.

Truong hop qua liu trAm trong nén tién hanh thdm tach mau.

DPoc ki hudng ddn sir dung.truwde khi diing
Néu cén thém théng tin héi  kién ciia bdc sy hodc duwgc sT
. Pé xa tim véi ciia tré em
HAN DUNG: 36 théng ké tir ngay san xuét
BAO QUAN: Noi kho mat, nhiét dé khong qué 30°C, tranh nh sang.
TIEU CHUAN: DDVNIV

Nha sdn xuit va phéin phéi
CONG TY DUGC VAT TU Y TE THANH HOA
S6 04 - Quang Trung - TP. Thanh héa
Dién thogi: (037) 3852.691 - Fax: (037) 3855.209

{.thang...b..ncm 2012
GIAM POC

> W6 TONG GIAM DOC




