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RxTHUOC BAN THEO PON .
Doc ky hudng dan sir dung trudc khi ding J/ f
Neéu can thém thong tin xin hdi y kién cua bdc st / 7

Thuoc nay chi ding theo don cua bdc st
Dé thuoc xa tam tay cua tré em

FIMACONAZOLE
(Fluconazole Capsules USP 150 mg)
Thanh phin
Ma&i vién nang chira:
Hoat chat: Fluconazol 150 mg
Ta duoc: Colloidal anhydrous silica, Magnesium stearat, Lactose, Microcrystallin cellulose, Maize
starch, Hard gelatin capsule shells’1’Blue/White.

Dang bao ché

Vién nang cimng. G}T

Cac diac tinh dwgce luce hoc

Fluconazol 14 thudc dau tién ciia nhém thude tdng hop triazol chéng nim moi.

Fluconazol ¢6 tac dung chéng nim do 1am bién ddi mang té bao, 1am ting tinh thAm mang té bao, lam
thoat cac yéu t6 thiét yéu (vi du amino acid, kali) va 1am giam nhép cac phan tir tién chét (vi du purin
va pyrimidin tién chat cia DNA). Fluconazol tac dong bang cach wc ché cytochrom Pyso 14 - alpha -
demethylase, ngan chin tong hop ergosterol 1a sterol chu yéu & mang té bao nim.

Fluconazol va céc triazol chdng ndm khéc (nhu itraconazol) ¢6 i luc manh véi enzym Pyso ctia nAm
va chi ¢6 ai luc yéu v6i enzym Pyso ctia dong vét c6 v (tuy nhién ciing du dé gdy ra nhiéu tuong tac
thudc) va ciing 1a nhiing thudc e ché dic hiéu cac hé théng cytochom Pyso ciia ndm hon nhiéu din
chét imidazol khac (nhu ketoconazol). Thubc ciing khong c6 tac dung trén su tong hop cholesterol
trong dich dong thé md gan ctia dong vat c6 vii. Fluconazol c6 tic dung trén Blastomyces dermatitidis,
Candida spp., Coccidioidesimmitis, Cryptococcus neoformans, Epidermophyton spp., Histoplasma
capsulatum, Microsporum spp. va Trichophyton spp.. Fluconazol khong c6 tac dung khéng khuan.
Khéng thuéc dd phét trién trong mot vai ching Candida. Céc chung Candida albicans khang
ketoconazol ciing khang chéo véi fluconazol.

Cac dic tinh dwge dong hoc

Fluconazol duge hép thu tét qua duong udng va khong bi anh hudéng béi thirc dn. Kha dung sinh hoc
theo dudmng udng bing hodc hon 90% so véi dudng tiém tinh mach. Nong dd t6i da trong huyét trong
dat dugc trong vong 1 - 2 gid, ndng d6 6n dinh dat dugc trong vong 5 - 7 ngay.

Thudc phan bb rong rii trong cac mod va dich co thé. Nong do trong sita me, dich khép, nudce bot,
dom, dich &m dao va dich mang bung tuong tu nc“mg do trong huyét tuong. Nong d6 trong dich ndo
tuy dat tir 50% dén 90% ndng do trong huyét twong ngay ca khi mang ndo khong bi viém. Ti 1 gin
véi protein khoang 12%. Thudc thai trir qua nuéce tiéu & dang nguyén thé véi ti 1é 80% hodc cao hon.
Nira doi thai trir khoang 30 gio, va ting & nguoi bénh suy than. Thudc ciing dugc loai bang tham tach.
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Chi dinh

Fluconazol dugc chi dinh cho céc truong hop sau:

1. Nhiém ndm Candida & miéng - hong, thuc quan.

2. Nhiém ném Candida & 4m dao.

3. Viém mang ndo do Cryptococcus va nhig trudng hop nhiém nim Cryptococcus khac.

4. Nhiém nim Candida toan than nghiém trong khac (nhu nhiém Candida dudng ni¢u, mang bung,
mau, phoi).

5. Nhiém ndm ngoai da va Candida ngoai da.

6. Du phong nhim ndm Candida cho bénh nhan bi ung thu tity xuong dang diéu tri bing hoa chét
hoic tia xa, bénh nhan ton thuong hé mién dich.

7. Ngoai ra thudc con duge dung dé phong cac bénh nhiém nim trdm trong (nhu nhiém nim Candida,

Liéu lwong va cich dung (pj

Sir dung ¢ nguoi I6n: Dung vién nang 150 mg theo duong udng véi liéu luong nhu sau:

- Nhiém ndm Candida ¢ miéng - hong: ubng lidu 150 mg/ngay trong 1 dén 2 tuan.

- Nhiém nam Candida ¢ thuc quan: ubng lidu 150 mg/ngdy trong it nhét 3 tudn va thém it nhét 2 tun
nita sau khi hét triéu chimg.

- Nhiém ndm Candida ¢ am dao, udng liéu duy nhit 150 mg. D& giam bét ty 1 tai phat nhi®m ném
Candida & 4m dao, ¢6 thé dung liéu 150 mg mdi thang mot 1an. Thoi gian tri liéu tuy theo timg ngudi,
khoang 4 - 12 thang.

- Viém mang ndo do Cryptococcus: ngay dau udng 3 vién/lan/ngdy, nhitng ngdy sau ubng 1
vién/lan/ngay trong it nhit 4 tudn va thém it nhét 2 tudn nira sau khi hét triéu chung.

- Viém quy dau do Candida, udng liéu duy nhit 150 mg.

- Pé ngan ngira nhiém nam Candida, liéu khuyén céo cta fluconazol 1a tir 150 mg - 300 mg, dung mot
lidu hang ngay tiy theo nguy co phét trién nim & bénh nhan. D& phong ngira nhifm ndm Candida &
ngudi ghép tiy xuong, lidu khuyén céo udng 3 vién/lan/ngay. Véi nguoi bénh duoc tién doan s& giam
bach cau hat trdm trong (lwong bach cdu trung tinh it hon 500/mm?) phai bat budc udng fluconazol du
phong vai ngay truéc khi giam bach cau trung tinh va tiép tuc udng thém 7 ngay nita sau khi luong
bach cau trung tinh da vuot qua 1000/mm’.

- Cdc nhiém ndm da va Candida ngodi da bao gom nam chén, nam than, nam ben, liéu khuyén cao la
150 mg mot 1an mdi tudn. Thoi gian diéu tri thuong 1a 2 dén 4 tudn, nhung c6 thé can phai diéu tri dén
6 tudn dbi véi nidm chan.

- D6i véi lang ben, lidu khuyén c4o 12 300 mg mot 1an mdi tudn trong 2 tudn, mot vai bénh nhan c6 thé
can thém mdt liéu 300 mg cho tudn thi 3.

- DEi véi bénh nhan nam mong, liéu khuyén céo la 150 mg mot 14n mdi tudn. Nén tiép tuc diéu tri cho
dén khi méng bi nhim ndm duogc thay thé (khoang 3 - 6 thang di véi méng tay va 6 - 12 thang dbi
véi méng chéan). Tuy nhién tdc do phat trién méng tiy theo timg ngudi va tudi tac. Doi khi méng van
con bi bién dang sau khi da duoc diéu tri nhiém nim man tinh.

St dung & bénh nhan cao tudi

O cac bénh nhan khong c6 bang chimg suy than, khuyén céo tuan theo liéu thong thuong.

Sir dung ¢ bénh nhan suy thin

Fluconazol dugc dao thai chu yéu qua dudng nude tiéu & dang khong bién d6i. Khong can chinh liéu

& phac dd diéu tri dung liéu duy nhat. O cac bénh nhén c6 chirc nang than suy giam ma can phai sir
4

Cryptococcus, Histoplasma, Coccidioides immitis) & ngudi bénh nhiém HIV.
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dung phéc d6 dung da lidu cung fluconazol, lidu tAn cong khoi dau 1a 150 mg - 300 mg. Sau d6 liéu
hang ngay (tiy theo chi dinh) can dwoc cin ci trén bang sau ddy:

Do thanh thai creatinine (ml/phit) | % liéu khuyén cao

> 50 100%

<50 (khong c6 tham tach) 50%

Tham tach déu dan 100% sau moi lan tham tach

Dung fluconazol sau khi tién hanh thdm tich mau xong vi mdi 1an thim tach kéo dai 3 gid s& lam
giam ndng d¢ thudc trong huyét twong xudng khoang 50%.

Chong chi dinh
Chéng chi dinh dung fluconazol cho nhing trudmg hop c6 tién sit man cam hodc di tmg véi fluconazol
hodc véi bat ky thanh phan nao cua thude.

Than trong _
Than trong khi dung fluconazol & nhitng bénh nhén bi suy chirc ndng gan hoac than.

Str dung & phu nir ¢6 thai

Pén nay con chua c6 cac nghién ctru diy da va c6 kiém soat chat ch& vé viéc dung fluconazol cho
nguoi mang thai. Nhung ciing da c6 thong bao veé di dang bam sinh tai nhidu bo phén ¢ tré c6 me dung
fluconazol liéu cao (400 - 800 mg mdi ngay) d&é diéu tri nAm do Coccidioides immitis trong 3 thang
dau thai ky. Lién quan gitra dung fluconazol va cic tic dung nay con chua r5. Do d6 chi nén ding
fluconazol cho ngudi mang thai khi ich loi diéu tri 16n hon nguy co c6 thé xay ra cho thai nhi.

St dung & phu nir cho con bu
Fluconazol tiét vao sita & ndng dd tuong tw nhu trong huyét trong, do d6 ngudi dang cho con bu
khong dung thude nay.

Tac dung khong mong mudn (ADR)

Xay ra & khoang 5 - 30% ngudi bénh da dung fluconazole 7 ngay hodc lau hon. Ti 1€ phai ngung
thuc 1a 1 - 2,8%. Véi phu nit ding mét lidu duy nhét dé tri nam Candida 4m ho - am dao thi tac dung
khong mong mubn gap trong khoang 26 dén 31%. Ngoai ra ngudi ta ciing thdy rang tit ca cac tac
dung khong mong muén thuong xay ra & ngudi bénh bi nhiém HIV véi ti 1& cao hon (21%) so voi
ngudi bénh khong bi nhiém (13%). Tuy nhién rat kho khan trong danh gia va xac dinh lién quan gifta
fluconazol véi tac dung khong mong mubn vi thudc da duge ding cho nhiéu nguoi bénh bi cac bénh
co ban nang da su dung déng thoi nhiéu loai thude.

Thuong gap, ADR > 1/100

Than kinh: Pau dau, chéng mit (khoang 2% ngudi bénh).

Tiéu hoéa: Budn ndn, non, dau bung, ia chay (khoang 1,5 - 8,5% ngudi bénh).

It gap, 1/1000 < ADR < 1/100

Gan: Ting nhe nhat thoi transaminase va bilirubin huyét thanh (tir 1,5 - 3 1an gi6i han trén cta binh
thuong).

Da: Nbi ban, ngira.

mul
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Hiém gap, ADR < 1/1000

Méu: Tang bach cdu ua eosin, thiéu mau, giam bach ciu, giam bach ciu trung tinh, giam tiéu cau.
Gan: Tang cao ndng d6 transaminase trong huyét thanh (8 1an hogc nhiéu hon gi6i han trén cia binh
thuong) va phai ngimg thudc.

Da: Da bi tréc vay (cht yéu & ngudi bénh AIDS va ung thu), hoi chimg Stevens - Johnson.

Khéc: Sét, phu, tran dich mang phéi, d4i it, ha huyét ap, ha kali méu, phan vé¢.

Thong bdo voi bdc sy cdc tic dung khong mong muon gdp phai khi ding thubc.

Twong tic thude (‘D’—[

Rifabutin va rifampicin: Dung dong thoi fluconazol va rifabutin cho ngudi bénh nhiém HIV sé& lam
ting ndng do trong huyét twong va dién tich dudi dudng cong biéu dién ndng do thudc trong huyét
tuong theo thoi gian (AUC) cua rifabutin va chat chuyén hoa chinh. Tac dung nay c6 thé do trc ché
enzym cytochrom P4so can thiét cho chuyén hoa rifabutin.

Diing dong thoi fluconazol va rifampicin c¢6 thé anh huong dén duoc dong hoc ctia ca 2 thude. Ding
mdt lidu don 150 mg fluconazol & ngudi 16n khée manh dang dung rifampicin (600 mg/ngay) s& lam
giam gan 25% AUC va 20% nira doi fluconazol trong huyét twong. TAm quan trong 14m sang cua
tuong tac dugc dong hoc giira fluconazol va rifampicin con chua dugce sang to, tuy nhién nguoi ta cho
rdng tuong tac ndy c6 thé gop phin lam tai phat viém mang ndo do Crypfococcus trong mot sb it
ngudi bénh ding fluconazol ddng thoi véi rifampicin. Ciing ¢6 mot vai bang chimg cho thdy ding
ddng thoi fluconazol va rifampicin s& lam ting ndng do rifampicin trong huyét twong so véi khi ding
rifampicin don doc.

Zidovudin: Ding ddng thoi voi zidovudin, fluconazol gdy trd ngai chuyén hoa va thanh thai cua
zidovudin. Fluconazol ¢ thé lam ting AUC (74%), ndng d6 dinh huyét tuong (84%) va nira doi thai
trir cudi (128%) cua zidovudin & ngudi bénh nhiém HIV.

Chdt chéng déng mdu nhom coumarin: Do thdi gian prothrombin ting khi ngudi bénh dung
fluconazol ddng thoi véi thube chéng dong nhém coumarin (nhu warfarin), nén thoi gian prothrombin
phai duoc theo ddi cn than khi ding dong thoi hai thude nay.

Ciclosporin: Ding ddng thoi fluconazol va ciclosporin ¢6 thé 1am tang ndng do ciclosporin trong
huyét trong, dic biét & ngudi ghép than. Can theo ddi cn than ndng do ciclosporin trong huyét twong
& ngudi bénh dang cung diéu tri biang fluconazol va lidu dung ciclosporin phai diéu chinh cho thich
hop.

Astemizol: Fluconazol c6 thé 1am ting ndng d astemizol trong huyét tuong giy ra céc tai bién tim
mach nguy hiém (nhu loan nhip, ngimg tim, dénh trbng nguc, ngat va tir vong) khi dung thuc dong
thoi voi astemizol.

Cisaprid: Ding dong thoi fluconazol va cisaprid ¢6 thé lam tang ndng do cisaprid trong huyét twong.
Ngudi bénh phai duge theo ddi cin than néu diéu tri dong thoi 2 thube nay.

Phenytoin: Ding dong thoi fluconazol va phenytoin s& gdy tang ndng dd phenytoin trong huyét tuong
(128%) va tang AUC (75%) cta phenytoin dan dén ngd doc phenytoin, con duoc dong hoc cua
fluconazol khong bi anh huong. Phai hét strc than trong khi dung ddng thoi phenytoin va fluconazol.
Cdc thude chéng ddi thdo dwong sulfonyluré: Dung fluconazol & nguoi bénh dang didu tri bang
tolbutamid, glyburid hodc glipizid s& gay ting ndng do trong huyét trong va giam chuyén hoa cac
thudc chdng dai thao duong.
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Néu ding ddng thoi fluconazol véi tolbutamid, glyburid, glipizid hogc bat cir mot thudc uéng chéng
dai thdo duong loai sulfonylurea nao khéc, phai theo ddi can than ndng do glucose trong mau va phai
diéu chinh liéu dung cua thudc diu trj dai théo duodng khi can.

Theophylin: Fluconazol 1am ting ndng d9 theophylin trong huyét thanh xp xi 13% va din dén ngd
doc. Do d6 phai theo ddi nong do theophylin va dung hét sic than trong dé tranh lidu gy doc cua
theophylin.

Anh huéng cia thuoc khi ldi xe va vin hanh may méc
Thuoc c6 the gay dau dau, chong mat, vi vdy can thin trong khi 14i xe hodc van hanh may moc.

Qui liéu va xir tri
Néu chan doan 1am sang c¢6 biéu hién qué lidu thi phai dwa ngudi bénh dén bénh vién va giam st cén
than it nhit 24 gio, phai theo d5i cac ddu hiéu 14m sang, ndng do kali huyét va lam cac xét nghiém vé
gan, than.
Néu c6 bang ching tén thuong gan hodc than, ngudi bénh phai nim vién cho dén khi khong con nguy
hiém c6 thé xay ra cho cac by phan nay.
Trong 8 gi¢r ddu sau khi dung thudc néu khong c6 biéu hién qua lidu hodc ddu hidu hay triéu chimg
1am sang khac khong giai thich dugc thi c6 thé khong cin gidm sét tich cuc nita. Phai theo dai tinh
trang ho hap, tudn hoan cho dén khi nguoi bénh tinh tdo, thd binh thudng va moi thir n dinh.
Trudng hop qué liéu trim trong nén tién hanh thim tich mau.

04

Poéng goi: Hop 1 vi x 1 vién. "

Han dung: 24 thang ké tir ngay san xuét. Khong duoc dimg thuéc qud han sir dung.
Bio quin: Bao quan noi kho mat, & nhiét 4 dudi 30°C, tranh anh sang.

Tiéu chuin: USP
Nha san xuat

BRAWN LABORATORIES LTD.
Piachi: 13, N.I.T., Faridabad-121001, Haryana, India (An bo).

" TUQ. CUC TRUONG
P.TRUOBNG PHONG

Q/‘?uye:n J/tky Jﬁ?%g

ul

AN AN
1IN
Ny,




ttps://nhathuocngocanh.com/



