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Mau vi: Fluconazol STADA 150 mg
kich thuéc: 60x94 mm

Mau hop:
Fluconazol STADA 150 mg
kich thudc: 63x95x18 mm
Tilé: 100%
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Fluconazol STRDA 150 mg
THANH PHAN
Mdi vign nang chia'
150 mg
Tidwcuﬂ‘aﬁﬁ ... 1 vién
:L:cinse mmuhydru tlnh bm mi, tlnn b01 natri glycolat, talc, magnesi stearat).
mi T
Vien nang cdng 56 1 d4u mau tim, th&n mau trdng, dfu va thdn nang cd in chil “STADA" mau xdm, bén
trong o6 chiia bt thuSe mau trdng,
| DugcLycHoo

Fluconazol & mgt chat dc chd co tinh chon lpe cao trén qud trinh alpha-demethyl hoa sterol C-14 phy
thudc cytochrom P450 & ndm. Qud trinh demethyl hoa & t4 bio dfing vt b vi it nhay cdm hon nhiduvoi
sy e ché cla fluconazol. Sy mét cic sterol binh thubing sau d6 tuong quan vai sif tich y cia 14 alpha-
[ mathyl sterols & ndm va c6 thé tao nén tic dgng khdng ndm cla fluconazol,
I Fiuconazol i mdt thue khdng ndm triazol co tic ddng dc chd cdc enzym phy thude cytochrom P450 &
nhilng chiing ndm nhay cim, phd hity qud trinh téng hop ergostercl & mang t& bao ndm. Thulc cf tde

[ dyng khing Blastomyces dermatitidis, Candida spp., Coceidioides Immitis, Cryp neaformans,
| Epidermophyton spp., Histoplasma cap Microsp spp.va Trichag spp.
num: DONG HOC

Fluconazol duge hdp thu tét qua dubing tidu hda sau khi uing, sinh khi dyng dubing uling 13 ti 90% trd 1&n
50 v6i dubng tiém tinh mach. Néng d9 dinh trung binh trong huyét tuong 14 6,72 microgram/ml 3 duge
béo cdo & nhing ngudi khde manh sau khi uling lifu 400 mg. Ndng 44 dinh trong huy&t tuong dat duge
trong vbng 1 dén 2 git sau khi udng. Ndng d0 trong huy&t tuong ty 18 voi Ii6u ding trong khodng ti 50 d&n
400 mg. Ding nhiéu lifu din d&n ting ndng 49 trong huy&t tung, néng d4 &n dinh dat duge trong vong 5
dén 10 ngdy nhung cd thé dat duge & ngdy thit 2 nu ding lidu t4n cong,

~  Fluconazol duge phdn bo rgng rdl va thé tich phan bd bifu ki€n gdn vai 1ng lugng nudc trong co thé.
Néng dg trong s@a me, hogt dich, nudc bot, dam, dich am dao va dich mang byng tuong ty voi ndng 4o
dat duge trong huyét tuang. Néng 49 trong dich ndo tiy trong khodng 50 déin 90% ndng df trong huyét
tuong, ngay cd khi khdng bjvidm mang ndo. Li#n két vi protein chi khodng 12%,

—  Khoding 80% Ii8u dimg duge bai tift dudi dang khong dfi trong nudc tifu vA khodng 11% dudi dang
chuy#n hoa, Thii glan bén thil clia fluconazol khodng 30 giti v tng 18n & bénh nhdn suy thin, Fluconazol
bl logi bdng thdm phan.

—  Nfing 40 dat dugc tic dung duge Iy clia fluconazol d3 dugc tim thdy trong toc vi mong sau khi uling lidu
binh thuting hang ngay va liu 1 1ntudn.

CHIBINH

—  Fluconazol |4 mQt thuSc khing ndm triazol dugc ding trong bénh nhilm n&m Candida & cc nidm mac
ndng (h&u-migng, thyc qudn, 4m dao) va nhifm ndm ngodi da.

—  Thufc ciing duge ding trong nhifm n&m todn thdn bao gém nhilm Candida, Coccidioides, Cryptococcus
todn thin vi di duge thil nghiém trong nhifm Blastomyces, Chromoblastomyces, Histoplasma va
Sporotrichosis.

- Phdng ngda: Fluconazol cling dugc chi dinh d€ lam gidm khd ndng nhifm Candida & bénh nhan ghép tiy

| xuang dang dugc hoa trj lidu gdy ddc t& bao vamodc xa tri.

| utu LUGNG
Lidu duy nhdt fluconazol 150 mg dang wlng duge ding trong bénh nhifm ném Candids 4m d3o hofc
trong chiing viém quy d4u do Candida,

— Bénh ndm da, bnh viy cdm ngl sdc vi nhifm ndm Candidz & da co thé didu trj voi fluconazol 50
mgingdy trong 6 tudn.

~  Nhi#m Candida todn than, viem mang ndo do Cryptococcus v cic truing hap nhilm Cryplococcus khde
c théf didutr] bing fuconazol. Lifu d4u tign 12 400 mg sau dé i 200 d&n 400 mo/ngay, Thai gian didu tr
duge dya trén ddp (ng lAm sdng v ndm hoc, nhung thdng thubing it nhat 13 6 d&n 8 tudn trong viém
mang nio do Cryptococcus. Co thé ding fluconazol vol liu 100 d&n 200 mg/ngay A ngdn ngita t4i phit
sau khi didu tri ban d4u bAnh viém mdng ndo do Cryplococcus bing thuSc khdng ndm & bénh nhin
AlDS.

— (' b&nh nh&n bj suy gidm miln dich et nouy co nhifm ndm, o6 thé ding fluconazol o8 phbng ngita vai [1du
50 d&n 400 mg/ngay, mic di phong ngia l4u dal cd thd 13m xudt hidn cdc cd thé dé khdng.

- Tréem:

Liu diing cho tré em trén 4 tufin tudi 1 3 mg/kg/ngdy trong triting hgp nhifim ndng (co thé ding lifu tin
©ofng 6 mg/kg trong npdy d4u tign néucdn) va & dén 12 mg/kg/ngay trong trudng hgp nhilm todn thin,

| DE phong ngita chotré em bi suy gidm milln dich, c6 th ding lifu3 dén 12 mo/kg/ngay.
B voil trd em dudi 2 tudn todi, co thé ding cdc iy trén mBi 72 git. DI véi tré em ti 2 d&n 4 tudn tufi,

| ding fifu cich nhau 48 i,

| Khang nén vupt qud lidu vl da 400 mg/ngdy & tré em, hodc 12 mg/kg voi khodng cach [ifu thich hop & tré
sasinh.

Cé&n gidm lifu cho bénah nhdn suy thin.

l:ll.‘-HD NG

~  Liéu cao: Lifu fluconazol d&n 1000 mg/ngdy d3 duge thil nghiém trong difu trj viém mang ndo do
Cryptococcus. Lidu hing ngdy dén 800 mg dd dugc si dyng trong bénh nhifm Blastomyces va
Coceit va lifu 10 mg/kg/ngdy 83 duge thr nghidm trong bénh nhidm Candida lan tha,

~  Lidu ngdit quing: Vide didu tri biing fluconazol 1 MnAudn dd dupe thit nghiém trong bénh ndm méng va
ndm da dfu.

- Lidu ding & b#nh nhin suy thin: B&nh nhan suy thin cdn gidm lifu. Lifu tdn cong hodc lifu bit ddu
théng thubing cla fluconazol nén uling vio ngdy difu trj ddu tién va cdc lifu ti€p theo cdn dugc didu chinh
theo hd s& thanh thil creatinin. N&u h8 & thanh thii creatinin trén 50 mi/phit, co thé ding iy chudn,
NE&u hé s& thanh thii creatinin dudi 50 miiphit va bénh nhan khong dugc thdm phan, cb th ding mot
niia iéu chufn. B&nh nhn dugc thim phin méu dinh ky 6 thé dung lidu chufn cla fluconazol sau mi
Wn thdm phan. Khdng c4n didu chinh liéu cho bénh nhan suy thdn ding li4u duy nhat.

~  Bfnh Leishmania: Fluconazol 43 duge thit nghiém trong difu tri nhilm Leishmania 8 da do Lstnmanla
major gy ra.

CHONG CHI BINH

- Fluconazol bj chéing chi dinh cho b&nh nhdn mdn cdm voi fluconazol hodic bat ky thanh phdn nao clia
thude,

— Vit chéng chl dinh ding chung véi terfenadin & banh nhdn dang ding fluconazol nhidu lidu 400 mg
hodc cao hon durc dya trén két qud céc nghién clu tuong téc thulic khi ding nhidu lifu Vite ding |
chung cisaprid hojc astemizol bj chifng chi dinh & bénh nhdn dang ding fluconazol,

rnAu TRONG
Ghua ¢t thdng tin v& sy mdn cdm chéo gila fluconazol v cdc thulic khang ndm azol khic. Cin than
trong khi chi djnh fluconazol cho b#nh nhdn min cdm voi cc azole khic.

~  Nén diing fluconazol thgn trong cho bénh nhin suy chitc ning thdn hodc gan, Nhilng bdt thubing vl
xét nghiém huy&t hoc, gan vi thdn di duge nhdn thiy & bénh nhdn bj cdc bénh co bin nghiém
trong nhu AIDS hodc udc tinh, |

~ Ngui gid: Fuconazol dugc thii trif chil y&u & than dudi dang khang ddi. Vi cdc bénh nhdn lan tudi
thuting bj suy gidm chitc ndng thin, cdn cn thin khi didu chinh Hu dya trén hé O thanh thii
creatinin. Kifm sodt chdc nang thdn cd thé hiu ich.

Thdn trong khi s dung Fluconazol STADA 150 mg cho ngudi dang ki xe va vdn hanh may moc,

TUONG TAC THUSE

- Rifampicin; tm gidm ndng d4 fluconazol trong huy#! tudng.

- Hmmmu‘uazfd Iam tang ndnu au fluconazol trong huy#t tuong,

- Cich i phenytoin, rifabutin, thudc ha dudng huyét nhom
suf!ony\‘urea 1@ nateglinid, :amﬂmus fﬂ‘amhm. warfarin vé zidovudin: lm ting ndng 44 clia chc
thutic ndy trong huy#t tuong. Fluconazol c6 thé dnh hubng dén chuyn hoa ciia mot s thudc néu
diing dding thoi, chil yéu bing cach dc ché cytoch P450 i CYP3A4 va CYP2CY,

~  Sulfamethoxazol Flueonaml cb thé dc nh! sy tao thinh mdt chdt chuyn hoa gdy ddc cla
sutfamathoxazol.

~ Terfenadin: Sy ting néng df terfenadin sau khi ding li€u cao fluconazol 03 din dén nhing bat
thuang vé dign t4m d8 ECG. Tac ddng tuang ty ct thé dodn trubic vii astemizol.

—  Cisaprid: Ting ndng 00 cisaprid va cdc dc tinh [i€n quan,

- Astemizol, cisaprid, hode terferadin: Nguy cd loan nhip tim.

~  Amitriptylin: Ting nfng 49 amitriptylin,

—  Theophyllin: Fluconazol cling c6 thé Em gidm sy thanh thii theophyllin,

Thudi trdnh thai steroid: hidu qud cla cic thulc trdnh thal dubing uSing 6 thé bl dnh huling.

PIII,I N{T CG THAI VA CHO CON BU

- Phy nif ¢d thai: Trinh ding fluconazol trong thai ky.

—  Phy nif cho con b Fluconazol dupc 118t vio sda me, dat dén nfing d9 tuong ty trong huyét tuong
ngudl me va khdng nén diing thuc cho phy ni cho con b,
ANH HUBNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua b nghién clu v dnh hudng cla fluconazol trén khd ndng I4i xe hodc vin hanh miy mob
Bénh nh4n c4n duge cdnh bdo v4 khi ning gdy hoa mdt hodc ddng kinh trong khi ding flucona

vi khiing nén Ii xe hodc vin hanh may mée nfu co bat ki tridu chiing ndo xdy ra,

Tll: DUNG PHY

Téc dyng phy dugc bio cdo vdi fluconazol thubing gdp nhdt i trén dubing tiéu hoa vi bao gdm dau

byng, tidu chiy, ddy hoi, budn ndn, ndn, 18l logn vi gldc. Cde tic dyng phy khic bao glm dau ddu,

chéng m3t, gidm bach cdu, gidm tifu r.:iu, cao lipid huy#t va ting men gan. Bc tinh nghidm trong
trén gan di duge bdo cdo d nhilng b&nh nhdn bj bénh cd bdn nghidm trong nhu AIDS hodc udc tinh.

S8c phdn vé va phis mach hifm khi duge bao cdo.

Higm gdp cdc phdn dng trén da nhung nhing phin dng tréc vy trén da nhu hoal b bifu bi die va

i chiéing Stevens-Johnson dd xdy ra, thudng gp nhdt & b&nh nhdn bj AIDS.

~  Rung tde: Ryng toe thinh thodng duge bdo cdo & nhitng bdnh nhin ding fluconazol, dic bigt khi
dilfu trj Hu dai.

—  Tdc dfng trén gan: Thubing g3p tng men gan va di co nhilng bio céo vé vang da do difutri bing
fluconazol,

QUA LIEY

~ Trong trudng hop qud lidy, cdn ti€n hinh difu tri triéu ching (voi cdc bin phdp ndng d va rlla da
day nfucdn),

- Fluconazol duge ddo thii nhidu trong nutie tif. MOL dgt thdm phdn méu kéo dai 3 gib Bm gidm
khod ng 50% néng dd trong huyét tudng,

BAOQUAN : Bdo qudn trong bao bi kin, nol khd, nhigt d0 khong qua 30°C,

HANDONG : 36 thing kf tif ngay sin xut,

DONG GOI = Vi1 vién. Hop 1 vi.

Vi10vién, Hop 1vi.
TiEU CHUAN AP DUNG: Tidu chufn nha sin xuft.

THUGC NAY CHI DONG THED BON CUA BAC ST

DF xa tim tay tré em
Khéng ding thudc qud tha'i han st dyng qp:,
Boc kf hudng din sit dyng irde kbl ding »
N cdin thém thing tin, xin hdi § kin bde s
Théng bdo cho bdc sT nhilng tdc dyng khdng mong mudn gdp phdl
khi sit dyng thudie
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