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MAU BAO Bi

1. M&u hop: 80 x 50 x 15 (mm)
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Rx Preseription only medicine

. PANTONE 2727C
- PANTONE BLUE 072C
. PFANTONE 4850
. PANTONE 20350

Fluconazole 150 mg

ROUSSEL VIETNAM A

Fuzolse/ i

Box of 1 blister x 1 capsule a

THUGC UGNG

Chi djnh, ehéng chi djnh, lifu lugng. cach ding

vi che théng tin khae: xin doc b5 hudng dln sl aung
BE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG TRUGE KHI DUNG
Bdo qudn ndi khé, dudi 30°C, tranh anh sang

ORAL ROUTE
Indications, contraindications, dosage,

and other see |saflel
KEEF OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
Store in & dry place. below 30°C, away from sght

60 x 45 (mm)

RnussEL vrrNAu

Fuzols / Fuzols

1::{] mg
Ghichl : $6 16 SX, Han dung dugc dap ndi trén vi

2. Nhan vi:

Fuzols

150 mg

Fuzols

/ﬂ\

CONG TY ROUSSEL VIET NA

/° Fuzols / ;

15[J mg
TS 1+ \0

o

CONG TY ROUSSEL VIET NAM

Fluconazal Fluconazol

ROUSSEL \llEl’NAH

Fuzols

150 mg f

Flucanazal. Flugonazal.,.

| Flucanazal

! HWESELlerum

. PANTONE A85C
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FUZOLSEL®

Fluconazol
Vién nang clng

THANH PHAN
Fluconazol
T duge: . vifa dir 1 vién
(chalmphosphat dmyd rat, microcrystalln cellulose, tinh bt nod, natri lauryl sulfat, aerosil,
PVP K30, magnesi stearat, natri starch glycolat).
DANG TRINH BAY
Vién nang cing, Hdp 1 vl x 1 vién, M
DUGC LYC HOC
Fuzalsel 1 thulic khdng ndm tdng hdp thudc nhém triazal.
- Fuzolsel co tac dyng khang ndm bing cach Uc ché cytochrom Pysp 14 - alpha -
demethylase, ngan chan tdng hop ergosterol & mang t& bao ndm, lam bign ddi va ting
tinh thdm mang t€ bao vi ndm, khign that thodt cdc yéu 18 thigt y&u nhy amino acid, kali
va lam gidm nhip cdc phin t0 tién chat cla DNA,
Thudc cd tic dung khang ndm Blastomyces dermatitiis, Candida spp., Coccidioides
immitis, Cryptococcus neoformans, Epidermophyton spp., Histoplasma capsulatum,
Microsporum spp. vi Trichophyton spp.
pugc BONG HOC
- Fuzolsel dugc hip thu t5t qua duding ubng, khéng bj dnh hudng bai thic n, sinh kha
dyng bing hodc hon 90% so vél duding tiém finh mach. Ndng df dinh trong huy8t tuong
dat dugc 1-2 gid sau khi uling.
- Thudc dugc phin bd rgng ri trong cac mb va dich co thé véi ndng 40 tuang ty ndng do
trong huygt tudng: sia me, dich khdp, nudc bot, ddm, dich &m dao va dich mang byng.
Ndng dd trong dich ndo tly dat ti 50-90% néng d9 trong huyét tuong, ngay ci khi mang
ndo khong bj vigm,
- T11é gdn ket vai protein huy8t tuong khodng 12%. Hon 80% thubc dugc thii trir qua
nue tigu dudi dang khong di. Thai gian ban thai khodng 30 git va ting & ngudi suy
thén,
CHI BINH
Fuzolsel dugc chi dinh trong céc trudng hop sau:
- Nhigm ndm da bao gdm ndm chan, ndm than, ndm dui, lang ben, ndm méng va truting
ngp nhifm Candida da khic,
- Nhi#m Candida sinh dyc. Bénh Candida &m dao cdp hay tai phat; dy phong lam gidm tj
18 tai phat Candida &m dao (3 hay nhifu con mdi ndm). Viém quy du do Candida.
- Nhifm Candida & migng-hong, thuc quan.
- Nhim ndm Candida toan than nghiém trong nhu nhidm Candida duiing nigu, ming
bung, méu, phéi va nhifm Candida lan toa.
- Viém ming ndo do Cryptococcus neoformans.
- Nhiém ndm do Candida, Biastomyces, Coccidioides, Histoplasma.
- Phéng ngua nhiém nim Candida § ngudi ghép tly xuong dang diéu trj bing hoa chit
Nodc tia xa. Phong nglra nhiém ndm trdm trong (Candida, Cryptococcus, Histoplasma,
Coccidioides immitis) § b&nh nhan nhidm HIV.
CHONG CHI BINH
Qua mdn vai fluconazol hode véi bat ky thanh phdn nio clia thudc.
Khang ding ding thdi vii terfenadin & nhiing bénh nhan dang ding fluconazal da liéu vai
400 mg mdi ngay hay cao han.
Bénh nhan ri loan chuyén hda porphyrin cdp tinh,
LIEU LUGNG VA CACH DUNG
Thude udng.
Phai diéu tri lién tyc cho dén khi bénh khai hin; bénh cd thé tai phat ndu didu tri khong
di thai gian. DE phong ngiia ti phdt & bénh nhan AIDS, viém mang ndo do
Cryptococcus, viém hdu-hong do Candida, cn phai didu tri duy trl,
Ngudi ldn:
- Mhi#m nam da bao gm nhifm ndm da chan, than, doi va nhifm Candida da: 150 mg
mit 13n mdi tudn hay 50 mg mdt ln mdi ngay. Thai gian diéu tri thudng 13 2 dén 4 tudn
nhung cd thé cin didu trj 1Au hon dén 6 tudn & bénh ndm da chan.
- Lang ben: 300 mg mdi tuin mat 13n trong 2 tudn; & mot vai bénh nhan cd thé cdn
thém mdt i€y 300 mg thi ba vao tudn sau do, trong khi, & mat vai bénh nhan khac, 6
thé chi cdn mdt lidu duy nhat 300-400 mg. C thé ding phac dé difu tri khéc 13 50 mg
mdi ngay mot Ian ding trong 2 d&n 4 tudn.
- N&m mong; 150 mg mot 14n m3i tudn. N&n ti€p tuc diéu trj cho d&n khi méng bi ndm
dutc thay thé (nghia 12 moc 18n méng mdi khéng bi nhifm). Sy moc trd lai mong tay va
méng chan thudng cén khodng théi gian tuong Ung 12 3 d&n 6 thang va 6 d&n 12 thang,
Tuy nhidn, tc d& phat tri€n mang tiy theo ting ngudi va theo tudi tic. BAi khi cic méng
van con bj bifn dang sau khi d3 dugc difu tri nhidm ndm man tinh.
- Nhi#m Candiga &m dao: udng liéu duy nhit 150 mg.
Dé gidm bét ty 18 tai phdt Candida m dao: 150 mg méai thing mat 14n. Thai gian didu tri
tiy theo ting noudi, khodng 4-12 thang. Mot vai banh nhin cé thé cdn ding thudc
thuting xuyén han, y. =
- Truding hep viem quy ddu do Candida: udng mdt liu duy nhdt 150 mg. 4" °
- Nhigm Candida migng-hdu: ubng 50 mg/dn/ngay trong 7-14 ngay hodediEu duy nhat
200 mg trong ngay ddu va 100 mg cic ngdy sau, trong thdi gian it nhat2 4udn,
- Nhigm Candida thye quan: didu trj nhu trén trong thai gian it nhat 3 t§En va it nh&l
tudn nifa sau khi hét trigu ching.
- Nhidm Candida toan than: ngay ddu uéng liéu duy nhat 400 mg, va say ﬁé udng 200
mg/lan/ngay trong thii glan it nh&t 4 tudn va it nhit 2 tudn nda sau khi l‘tét tridu chung,

- Vigm mang ndo do Cryptococcus. ngay ddu udng liu duy nhat 400 mg, va sau do ung

200-400 mg/dn/ngay trong thili gian it nhdt 10-12 tudn sau khi cdy dich ndo tly cho ket

qua dm tinh. Ngan ngifa tai phat vai liéu 100-200 mg/ngay sau khi diéu trj viém mang

nao do Cryptococcus & bénh nhan AIDS.

- Nhigm ndm Candida dubing nidu va mang byng: 50-200 mg/ngay.

- Phang ngiia nhigm Candida & nguéi ghép tiy xuong: ding liéu 400 mg/dn/ngay.

Tré em:

Neén hdi y kifn bic s khi s dyng.

- Dy phéng: 3 mg/kg/ngay trong nhigm ndm bé mit; 6-12 mg/kg/ngay trong nhifm ndm

toan than.

- Bidu tri: 6 ma/ka/ngay. Trong trudng hgp bénh dai ding, cd thé tang t6i 12 mg/kg/24

0id. Khdng dugc dung qua 600 mg/ngay,

Bénh nhin suy thin c6 df thanh thai creatinin < 50mi/phit, gidm 50% lidu chudn.

Chi y: do dang bao ché cla vién 12 150 mg nén chi phi hgp vdi lifu ding 150 mg-300

mg; liéu 50 mg, 100 mg, 200 mg va 400 mg nén si dyng thudc khic ¢6 ham lugng phil

hip.

THAN TRONG

Thén trong & bénh nhin suy chic nang thdn hodc gan. Nhing bat thuding vé xét nghiém

huyét hoc, gan va than da duge nhan thdy & bénh nhin bj c4c bénh cd ban nghigm trong

nhu AIDS hodc u Ac tinh,

Bénh nhan ¢ tién st loan nhip tim khi s dyng fluconazol da co béo cdo hiEm vé truiing

hgp xodn dinh va QT kéo dai.

PHY NU CO THAI VA CHO CON BU

Trénh diing thudt trong khi mang thai, Khdng nén ding thudc khi cho con bi.

NEN HOI ¥ KIEN BAC ST HOAC DUGC ST TRUGC KHI DUNG BAT CU LOAI THUGC NAO

LAI XE VA VAN HANH MAY mGC

Bénh nhan c6 khd ndng bj chéng mat, dau ddu khi dung fluconazol, do d6 khong nén I&i

xe hodc vdn hanh may méc néu cd cac triéu ching trén xdy ra.

TUONG TAC THUGC

Rifampicin 13am gidm ndng d9 fluconazal trong huyét tuong, cb thé lam tdi phit viem

mang ndo do Cryptococcus.

Ding déng thai vai fluconazol co thé [Am ting néng do trong huyét tuang cla cyclosporin

O noudi ghép than, phenytoin, rifabutin, theophyliin, thufic ha dufing huyét nham

sulfonylurea, warfarin vi zidovudin & ngudi nhifm HIV. Cdn theo dai thit cdn thin khi

phdi hgp,

Fluconazol ¢6 thé 1am tang néng dd cisaprid, astemizol trong huyét tuong gdy ra céc tai

bign tim mach nguy hiém.

Theo doi thdi gian prothrombin khi dung dfing thai fluconazol vi thuﬁc chéing ddng méu

nhdm coumarin,

BE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUBN LUON BAD

puge si Mol THUGC KHAC BANG DUNG '\

TAC DUNG KHONG MONG MUON

Hay gap: dau ddu, chéng mit, bubn ndn, dau byng, tidu chiy.

It gap: tang nhe enzym gan v bilirubin huy&t thanh, ndi ban, ngifa, N

Higm gdp: ting bach cdu ua eosin, thigu mau, gidm bach ciu, gidm tidu cél, tinh trang

enzym gan ting cao, da bj troc vdy xdy ra chd y&u d bénh nhin MDG v l.m thi, hoi

chiing Stevens-Johnson, sét, phi, tifu it, ha huy€t ap, ha kali mau.,. o, .’

THONG BAO CHO BAC ST HOAC DUGC ST MQI TAC DUNG KHONG: M{J MUON GAP

PHA| KHI SU DUNG THUGC NAY

QUA LIEU VA CACH XU TRi

Néu c6 bifu hién qud lifu, dua b&nh nhan dén bénh vign va gidm sit cin thin it nhit 24

0id, theo déi tinh trang hd hdp, tudn hoan, ndng df kali huy8t va chile ning gan, than.

Truding hop qua liéu trdm trong, mot dot thdm phan mau 3 gid giip lam gidm ndng do

thudc trong huyét tudng khodng 50%.

BAO QUAN: nai kha, nhigt dg dudi 30°C, tranh &nh séng.

HAN DUNG: 36 thang ké ti ngay san xuit.

Sén xudt theo DBVN IV,

DE XA TAM TAY TRE EM

BOC KY HUGNG DAN TRUGC KHI SU DUNG. NEU CAN THEM THONG TIN XIN HOI ¥

KIEN BAC ST

THUGC BAN THED BON

San xudt tai Cong ty ROUSSEL VIET NAM

01, duding 03, KCN Vigt Nam Singapore, Thudn An, Binh Dudng - Vigt Nam

76551-C

TP. HCM, ngay A8 thang 6 nam 2015
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