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Rx
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nUONc nAx stl DUNG
Thudc niry chi b6n theo tlon cria bic si.

Dgc ki hu&ng din sfr dgng trudc khi dirng.
Mu5n ui6t ttrGm thdng tin chi ti6t, xin h6i bic s! hoic dugc si

VORITAB 50
Vi6n n6n bao phim voriconazol 50 mg

THANH PHAN: tvt6i vi6n ndn bao phim chria
Ho4t chAt: Voriconazol 50 mg
Ti dugc: Lactose, povidon, Tinh bQt ng6, magnesi stearat, talc tinh khiet, colloidal anhydrous silica,
polacribin kali (Tulsion 339), opadry miu trdng 58901, macogrol6000

DA.NG BAO CHt: Vi6n n6n bao phim

fniNu rAY: Vi nh6m 10 vi6n. 01 vi trong mQt hQp gi6y vn to hudng ddn st dung.

Drlgc LU. c HQC:
Voriconazol li mQt ch6t chOng nlim thuQc nh6m triazol. Trong nghiOn ctru In-vitro voriconazol c6 t6c
dung ldm ch4m s1r ph6t tri6n cira n6m ph6 rQng: c6 t6c dqngLanh vdi c6c chtrng Candida (bao g6m l,
ctt circ chring khang fluconazol: C. lcrusei, C. glabata vd C. albicans); c6 t6c dgng diQt n6m v6i c6c , i

ching Aspergilus tlugc thri. Ngodi ra nghiCn ctru In-vitro cho thAy voriconazol cdn c6 t6c dqng diQt
c6c n6m g6y bQnh, k€ cd Scedosporiumhoic Fusarium,ldnhiing n6m it nh4y cim v6i c6c ch6t ch6ng
nAm dd c6. Co chtl t6c dgng cira thudc li ric chi5 Cytochrome Pqso l4o-sterol demethylase, ngdn chfifu !
sg tong hqp ergosterol ld sterol chri y6u cira mdng tti bao n6m. /ttll, , ..

Drlgc DQNG HQC: u'- {
Voriconazol dugc h6p thu nhanh vd gdn nhu hodn toin sau khi uiSng, d4t n6ng dO tOi da sau khi u6ng
khoing 1-2 gid, khd dgng sinh hqc khoang 96Yo so vdi ti6m tinh mach. Sg h6p thu cira voriconazol
kh6ng bi anh huong boi pH da ddy. U6ng thu6c trong bfra 6n c6 nhi6u ch6t b6o n6ng dQ t6i da vi diQn

tich du6i ducrng cong ndng dO+hoi gian gi6m lAn luqt 34%vit24%.
ThO tich phan bO g tr4ng th6i 6n dinh ktoing4,6Llkg, thu6c phan bd rQng r6i trong c6c m6. Trong
dich n6o tuy v6i n6ng dQ c6 th6 ph6t hiQn dugc. Khoing 58 % gfurvdi protein huytit tuong.
Voriconazol chuy6n. h6a boi hQ th6ng enzym d gan: cytochrome Pa5e, CYP2Clg,, CYP2C9 vd
CYP3A4. ChAt chuy6n h6a chinh ctra voriconazolldN-oxid, chitim khoang 72Yo citc ch6t chuy6n h6a
duoc d6nh d6u ph6ng x4 tro.ng vdng tudn hoan. ChAt ndy c6 t6c dqng ch6ng nAm r6t yi5u vi kh6ng c6

t6c dgng hiQp d6ng ch6ng ndm v6i vorionazol.
Voriconazol dugc chuytin h6a qua gan vi chua t6i 2Yo dugc bni tii5t qua nu6c ti6u du6i dang kh6ng bi
, ,4 al.
Dlen Ool.

Sau khi u6ng khoAng xAp xi 80% liOu.dtng dugc ph6t hiQn trong nu6c ti6u. Khoing > 94 Vo bdi xu6t
trong 96 gid dAu. Nua doi thii trir cu6i ctng cira liAu u6ng 200 mg khoing li 6 gio vi kh6ng tuy6n
tinh vdi li6u

"li Bltlri nrrie* Aspergitusxdm l6n (nhu nhi6m n6m aAu ti€n d ph6i sau <16 lan sans co quan kh6c
dom6u)

- Di0u tri nhi6m candida-miu 0 nhirng bQnh nhin khdng bi ginm b4ch cAu trung tinh vi nhi6m
ndm Candida: nhi6m Candida lan t6a ngodi da, bgng, thfln, v6ch bdng quang, vi c6c vi5t thuong.

- Di6u tri nhi6m nim Candidq xem l6n nflng trong trudng hqp kh6ng-fluconazol (ke ca C. tvusei)
- DiAu tri nhi6m n6m n{ng gdy rabbi Scedosporium spp. Vd Fusarium spp. Cho nht'ng bQnh nhan

kh6ng d6p fng c6c di6u tri kh6c.

Lmu LUQNG vA cAcH nuNc:
Voriconazol phni u6ng trudc ho{c sau khi en it nh6t 1 gid.

Lidu ding cho nguoi tir 13 tu6i tr0l6n:
Phai kh0i dAu diCu tri vdi liAu tf,i Ae Aat n6ng dQ trong huy6t tuong trong ngiry diu ti6n. Li0u u6ng nhu
sau:
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BQnh nh6n c6 trgng luqng
co th6 tt 40 kg tro l€n

BQnh nhAn c6 trgng lugng co th6
du6i 40 kg

Li6u tii cho 24 gio dAu ti6n 400 mg m6i tZ gio (cho 24
gid ddu ti6n)

m5i tz gio (cho 24 gid200 mg
dAu ti6n)

Li6u duy tri (sau 24 gid dAu ti6n) 200mg/lAnx2l6n lngity l00mg/lAnx2l6n lngtry

Nhi6m Aspergilus xim l6n, nhi6m
Candida ning, nhiSm
S c e do s po r i um hoic Fus or ium

200mg/lAnx2lAn lngity 100mg/lAnx2l6n lngity

dtng cho tr6 em2 - 12 tu

Li6u tAi cho 24 gio dAu ti6n 6 mg/kg m5i tZ gio (cho 24 gitr dAu ti6n)

Li6u duy tri (sau 24 giir dAu ti6n) 4 mg/kg m6i tZ gio

Thoi gian tli6u tri: Thoi gian di6u tri cho t6i it nh6t 14 ngiy sau khi htit trieu chimg ho{c sau khi nu6i
cdy cho kOt quA 0m tinh.
Nhi6m Candida hsng: Thdi gian diAu tri it nhAt 14 ngiy cho tdi it nh6t 7 ngdy sau khi h6t trieu chtng
Ei6u chinh li6u:
Ndu bQnh chua d6p ung dAy dir, liAu duy tri c6 the tdng lOn 300 mg x 2 l6n lngity cho bQnh nhdn tr6n
40 kg vd 150 mgx2l6n ngdy cho benh nhdn dudi 40 kg. NOu bQnh nh6n kh6ng du.ng nap dugc lidu
ndy thi gi6m xu6ng200 mg x 2 l6n /ngiy cho bQnh nhdn tr6n 40 kg vi 100 mgx2l6n ngdy cho bQnh,, -'
nhin du6i 40 kg. /U/,;iil;;;gu'#'.uo tu6i: Kh6ng cAn di6u chinh lii:u cho ngudi cao tuoi /"y
Lidu cho nguli suy thfln: I(h6ng cAn di6u chinh lidu cho ngudi suy th4n.

-
.,

Li6u cho ngutri suy gan: Giim li6u duy tri xu6ng mQt nua cho ngudi suy gan mfc dQ nhg t6i vira
phai (Child-Pugh class A & B). Chua c6 tdi liQu ve AiCu chinh lidu cho nguoi suy gan nAng (Child-
Pugh class C), chi dtng cho nguoi suy gan npng khi lqi ich hcrn hin rrii ro vd phdi gi6m s6t ch{t che

hiQn tugng ngQ dQc thu6c.

I;ffx?lflflH,111Hinx,"''uu gdn v6i thoi di6m u6ng lieu sau thi chi u6ng I lidu tirip theo nhu
thuong lQ, kh6ng dugc u6ng g6p ddi li6u.

e
{s
e$

€cHONG cni olNn:
- Nhirng nguoi mAn cim v6i voriconazol hoflc b6t cri thenh phdn nio cria vi6n thu6c
- Phu nt c6 thai.
- T16 em du6i 2 tu6i
- Kh6ng dugc dtng d6ng thoi vdi rifampicin, sirolimus, cdc barbiturat t6c dgng k6o dii

(phenobarbital, nephobarbital), carbamazepin, astemizol, cisaprid, terfenadin, quinidin, Alkaloid
cga l6a m4ch, ritonavir, efavirenz.

THAN TRQNG VA CANH BAO:
MAn cim: th4n trgng v6i bqnh nhan da ttmg mdn cim vdi c6c thutic chdng ndm azolkhdc (itraconazol,

ketoconazol..) hoac d6 ttng bi bdt cu di tmg ndo.

Tim m?ch: MQt s6 thu6c ch6ng n6m azol, k6 cn voriconazol c6 th6 li6n quan tdi hiQn luqng k6o ddi

qudng QT. C6 tiet aa xity ra*oan airn o nhirng bQnh nhAn dtng voriconazol c6 y6u t6 nguy co.cao

nhu: ti6n sir h6a tri liQu bQnh tim, bQnh co tim, suy giim kali, dang dung thu6c c6 t6c dqng hiQp tl6ng.

Th4n trgng khi dr)ng voriconazol cho nhirng bQnh nhdn c6 nguy co lo4n nhip tim nhu:
- K6o ddi quang QT bAm sinh hoqc mic phii,
- Benh co tim, dic biQt trong truhng hqp kdm suy tim,
- Nhip xoang tim ch4m,
- C6 triQu chimg 1o4n nhip,

Dirng d6ng thdi v6ithu6c k6o ddi qudng QT. ( x 1 ..
ROi loan chat dien giii nhu: suy giqm kali, suy giim magnesi, suy gidrn calci, n6u c6n phii gi6m s6t va

diOu chinh trudc, trong qu6 trinh di6u tr!vdi voriconazol.
NgQ dOc gan: Trong nghiOn cr?u ldm sdng, c6 biet c6 lAy ra phin img tr6n gan nghi€m trgng (g6m:

vi6m gan, suy gan tic mft vd suy gan dQt ngQt, k6 cd tir vong). Nhirng phin img tr6n gan xiy ra chir

yiiu o nhtng bQnh nhdn dang bi bQnh nghi€m trgng (benh gan 6c tinh). Nhirng phan r?ng tam thdi tr6n
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gan (vi6m gan vri vdng da) c6 thd xdy ra trong nhung bQnh nhdn kh6ng c6 ytiu t6 nguy co. Chric n[ng
gan dugc phgc h6i khi ngung thu6c.
Anh huong d6n thi gi6c: D5 cd b6o c6o dnh huong ili5n thi girlc: nhin md, vi€m thAn kinh thi gi6c vi
phu gai thi.
T6c dung l€n th{n: Suy thqn c6p tinh dd dugc b6o c6o_0 nhtng bQnh nh6n dang di6u tri benh ning,
nhirng bqnh nhdn dirng voriconazol cung. vdi nhtng thu6c gdy suy giim chric nang ttrfln. CAn gi6m s6t
chric ndng thfn, d{c biQt ln creatinin huy6t thanh.
T6c dpng tr6n da: Vi€m tr6c da, hQi chung Steven-Johnson, d6_xiy ra nhung hitim. N6u thdy n6i mAn
ngodi da cAn gi6m s6t ch?t che vd ngtmg thu6c n6u bQnh titin trii5n.
Su dgng cho trd em: DQ an todn vi t6c dung c[ra voriconazol cho trd em dudi 2 tudi chua dugc xtic
dinh. Chi dung cho trd tr6n 2 tu6i.
Cin phdi ki6m tra chric ndng gan cho ci tr6 em vi ngudi lon. Kha dpng sinh hgc c6 the bi h4n ch6 o
trd em tu 2 dr5n 12 tu6i bi hAp thu kdm hoflc nhg cdn, nhimg tru]ng hgrp nay cin dtrng duong tiem tintr
m4ch.
Vi6n VORITAB c6 chria lactose do d6 cdn th4n trgng khi sri dpng cho ngudi kh6ng dung nap dugc
lactose, suy giim Lapp lactase, ho{c k6m h6p thu lactose-galactose. ltr ..

TTTONG rAC rgUOC: /9
Voriconazol dugc chuytin h6a boi isoenzym cytochrom Pa5s, CYP2Cl9, CYP2C9 vi CYP3A4. Nhirng
ch6t ric ch6 vd hoflc thtic dAy c6c enzym ndy c6 thiS lam tdng ho4c gidm n6ng d6 voriconazol trong
huytit tuong, theo lin lugt. Voriconazol cfing ric chti ho4t tinh cria nhfrng enzym niy vi c6 khd ning
lim t6ng n6ng dQ cta thu5c ctng chuyiSn h6a boi nhirng enzym niy.
Sau ddy li mQt s6 thudc tuong t6c vdi Voriconazol vd nhirng biQn ph6p khi dirng phOi hgrp: \
PhOi hqp chiing chi dinh: I(h6ng duoc dirng voriconazol d6ng thdi vdi c6c thu6c sau ddy vi c6 thi3 xiy .i

- Terfenadin, Astemizol, Cisaprid, Primozid, Quinidin vi nOng dQ trong huy6t tuong cta cic thuSc ndy
bitdng c6 th6 lim tdng qudng.QT, c6 biQt c6 th6 d6n d6n xoin dinh
-Sirolimus:Ldmtangdeng[cnongdQSirolimustronghuy6ttucrng
- Cicbarbiturat t6c dgng k6o ddi (phenobarbital, nephobarbital), carbamazepin, ritonavir, rifampicin: )
c6c thu5c niy lim ginm dang kC n6ng dQ trong huy6t tuong cta voriconazol. (rifampicin v6i [Au 600 o>
mg/l lAn m6i ngiy ldm giim n6ng dQ tOi da trong huy6t tuong vi diQn tfch dudi dulng cong n6ng dQ i\
thoi gian cira voriconazolg3Yovdg6Yo, theo lAn luqt) . .1al- A*aloid cua 16a mph-i Voriconazol lam tdng ndng dQ alkaloid cga l6a m4ch (ergotamin, 7
dihydroergotamin) c6 th6 d5n di5n ngQ dQc. -->
- Eiavireni: Uc ch6 CYP2C19, CYP2C} vd CYP3A4 ld nhtng men chuy6n h6a voriconazol do do :
lim tdng n6ng dQ voriconazol trong huy6t tuong.
Diiu chinh liiu voriconazol: Khi dung d6ng thoi vdi.phenytoin ho[c rifabutin
Diiu chinh tiiu hodc gidm sdt chdt cha cdc thu6c ph6i hqp: ciclosporin, tacrolimus, omeprazol,

warfarin, phenytoin, rifabutin, sulphonylure, C5c statin, benzodiazepin, alkaloid vinca, nevirapin, C6c

chAt ric ch6 protease HIV (ngo4i trir indinavir vd ritonavir)
Nhi6u thu6c, ngodi voriconazol, c6 th6 6nh huong dtin nhip tim (k6o dii qudng QT) bao g6m:

amiodaron, dofetilid, pimozid, procainamid, quinin, sotalo1, l$ang sinh macrolid (vi du erythromycin),

do d6 tru6c khi dirng voriconaiol can beo cho b6c s! bitit dang dtng thu6c gi d6 tr6nh tuong t6c c6

hai.

THOI KV CO THAI VA CHO CON BU:
Thi,'i kJ c6 thai: Phdn lo4i D
Voriconazol c6 thO gdy hai cho biro thai do d6 kh6ng dirng cho php nfi c6 thai. PhU nir trong tu6i sinh

de, n6u di6u tri bing voriconazol phii 6p dgng biQn ph6p trinh thai an toiur.

Thli ki'cho con bti:
SU bni xuAt cira vo.riconazol qua sfta me chua duoc khdo s6t. Chi dtng cho c6c bd m9 dang cho con bri

khi thQt sy cAn thi6t vi lgi ich hon hAn rui ro.

Axu HtIoNG otx lAt xE vA vAN HANH MAY tvt6c:
Vori.onurol c6 th6 gdy nhin md, thay d6i th! gi6c, vir sg anh s6ng do d6 benh nhdn cAn tr6nh nhirng

c6ng vi6c nguy hiiSm nhu l6i xe ho{c vfn hdnh m6y khi dang dtrng voriconazol.

rAc ngNG KH0NG MoNG MUON:
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t'{htrng phdn t}ng hoy sqp;Phu-ngoai bi6n, dau dAu, r6i loan thi giric (nhin md, sg 6nh silng, dau bgng,
bu6n n6n, n6n, ti6u chiy, n6i mAn, s5t, tnng ASAT, ALAT, alkalin phosphatas., GGT, LDH,
bililubrin, creatinin-m6u.
Nhfrng phdn *ng thudng gQp,- Giim hding cAu, suy ttiy, giim b4ch cAu, gidm ti6u cAu, ban xuAt.huy6t,
thi6u m6u, ch6ng m4t, b6i r5i, run rAy, kich dQng, di cdm, hQi chung suy h6 h5'p c6p, pht ph6i, dau
ngqc, dau hmg, suy th4n CAp, tieu ra m6u, vi6m tr6c da, phu m{t, nh4y cim 6nh s6ng, ban s}n, ngta,
phin ring qud min, uAy n6n, suy gidm kali, s,uy giim calci, vi6m d4 diy-t6 trdng, triQu chimg gi6ng
nhu ctm, h4 huy6t itp, tdc tinh mach do huy6t kh6i, vi6m tinh m4ch, rdt run, suy nhugc, viOm mfii,
virng da, vdng da tdc mflt, trdm cim, lo 6u, io gi6c.

Nhrtng phdn *ng it gfip:
K6o dii qudng QT, t6ng ni to m6u, tlng cholesterol m6u, rung tdm thAt, loan nhip t6m th6t, ng6t, nhip
tim nhanh hoflc chfm, r5i lo4n d6ng m6u, m6t b4ch cAu h4t, bQnh hach b4ch huytit, giim b4ch cAu ua
eosin, phtr n6o, ch6ng m4t, r5i lop thin kinh thi gi6c, viOm tgy, vi6m thanh qudn, vi6m luOi, kh6 ti6u,
t6o b6n, vi6m thfn, protein niQu, hQi chimg Steven-Johnson, di ring thudc, vi6m khop, suy th6n, phin
ring phan vQ, suy gan, vi6m gan, vi6m mft.
Phdn *ng hiAm gqp: Xoin dinh, phong be nhi thAt, lo4n nhlp nrit nhi thit, co gift, bQnh n6o, triQu

chring ngoai th6p, bQnh mit, giam thinh lgc, u tai, vO niQu, ho4i tri 6ng thfln, ban da hinh, trucrng lVc ,,.
co, vi6m dpi trang ming gi6, vi6m m4ch bach huytit, m6t ngu. //0-/7
QUA LIEU:
Khi. qu6 li6u, triQu chring thuong gap ld sq qfr sring. Cdn di6u tri triQu chimg vir trg sric. Chua bi6t
thu6c gini dQc dac higu. Tham t6ch mdu c6 th6 lo4i voriconazol khoi co th6.

HAN DUNG: 24thfungtinh tir ngiy sin xu6t.

Kh6ng dtng thu6c qur{ h4n sir dgng

TItU CHUAN CHAT LTIQNG: Theo ti6u chuAn Nhi sin xu6t

nAO QUAN: D6 thudc o nhiQt d0 du6i 30oC, trinh Am vd 6nh s6ng

DE THUOC XA TAM TAY TRE EM

TGn vi rlia chi nhir sf,n xu6t
SYNMEDIC LABORATORIES
106 - i 07, HSIDC, Industrial Estate, Sec-3 I , Faridabad - 121 003 Haryana, An D0
Tel: 9l-129-4104047
Fax: 91-129-4104048
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