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FLUCONAZOLE

Vién nang

10 Binters x 1 Copsule

FLUCONAZOLE

Hard Capsules
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Vitn nang Fluconazole 150 mg

THANH PHAN:

Mii vién nang chita:

- Hogt chdt: Fluconazol ... ... 150 mg

- Té drpre: Tinh bbt nad, Colloidal Silica khan. Magnesi Stearate. Natri Laury] Sulphate, Lactose, Vi

nang Gelatin s 2.

CHI DINH:

Fluconuzol dugs chi dinh trong didu tri:

1. Nhidm ndm Candida dm dao, nim Candida miéng - hdu, thie quin.

2. Fluconazol con hi¢u qia trong dilu tri nhidm ndm Candida dwimg ni¢u, mang bung, nim Candida
1oin thin nhu: mau, phii, Candida phit tin.

3. Viém ming ndo do Cryptococcus. Fluconazol duge chi dinh & bénh nhin AIDS viém ming ndo
do Chua c6 nghién ciru so sinh sir dung Fluconazol vi Amphotericin B & bénh
nhin khong nhiém AIDS.

4. Dy phéng: Fluconazol con duge chi dinh dy phong nhidm nim Candida & nhimg bénh nhn ghép
1y xuomg dang diéu tej bing héa chit vivhoge tia xp.

LIEU DUNG VA CACH SIY DUNG: hil v

1. Nguivi lom:

Da hdp th nhank v géin niwe hodn todm & diecmg tii b, nin lii udne (oifn mang) hing nghy rin

Fluconazol ciing bing lidu trupén finh mach, Noi dmwwdummmmm

khdi ddu khayén cdo nén gdp dbi lidu hing ngay dé c6 &5 trong huyét twong gdn voi ndng

A8 dn dinh tromg ngiy thir hal Lidu hiing ngiy Flvconazol sit dung trong didu i kide ndm

Candida dm dao con tiy thuge vao ching vi sink nhiém va ddp img tri lifu cia binh nhdn. Viée didu

tr{ mhiém ndm cdn phit dieov lién tuc dén khi bidu hign lm sang va xét nghigm chimg 10 bink & khol

han Didu tri kiing di thai gian co thé ldm cho binh (i phit. Khng dwpe ding gia 600mg méi
ngey.

Ném Candida dm dao: Lidu khuyén cdo cho didu tri nhiflm ndm Candida dm doo 12 ubng | lidu duy

nhiit 150mg/ tha/ ngiy,

Nim Candida mifng - hiu: Lidu khuyén cdo 14 200mg/ 1in/ ngay & ngdy diu tidn, e ngly

theo: 100mg/ linv nghy. Cdc tri¢u chimg Lim sdng ciia ndm Candida miéng - hitu noi chung 14

trong 7 ngdy trj Kdu, tuy nhidn didu trf phai duge kéo dai it nhit 2 tudn dé gidm Wi phat.

Nim Candida thye quin: Lidu khuyén céo 1a 200mg/ Mo/ ngiy & ngiy ddu tén, cic ngiy tép theo;

100mg/ lisv ngay. Lidu c6 thé tang wmmmmm;mmm i vén i ligu.

nhin bi ndm Candida thye quin phii duge didu tri it kit 3 win, v kéo dai 2 tuldn nda sau khi
triéu chimg,

Nim Candida toan thin: Ddi véi ndm Candida todn than, lidu vi thr gian didu tri thi wu chua duge

tﬁ&m'ﬁungm;gﬂdadmmbﬁkh&udd&ichﬁngmdlmgnhbhhhrﬂﬂﬂ,lihmmﬁ

téng dén 400mg/ ngdy.

Nim Candida dudng nige vi mang byng: Didu tr ndm Candida duong niéu vi mang bung lidu sir

dung 50-200mg/ nghy.

Viém ming nilo do Cryptocoecus: Lidu khuyén cio cho viém ming nio cép do Cryptococeus 1 400

mg/ nghy vio nigdy diu tifn, nhitug ngiy idp theo! 200 mg/ 1A ngdy. Lidu 400 mg/ i/ nghy c6 thé

duge si¥ dung 1y theo dép img lim sing cia béah nhiin. This gian didu trj it nhit 14 10 - 12 twln sau

e . %



khi ey dich nfio ity cho két qua Am tinh. Lidu Fluconazol ¢ ngin ngira tdi phdt viém méng nllo do
Cryptococeus & binh nhin AIDS 1a 200mg/ lin/ ngdy.

Dy phdng nhifm nim Candids & nhimg binh nhin tiy xwomg: lidu khuyén cio 1a 400mg/
1in/ ngdy. Vi ngudi bénh duoc tign dodn 14 s2 gidm bach clu hat trdm trong (lwomg bach cdu trung
i it Iovns 500/aune’), phii Lot diu wbig Flucomseol du plidug vii gy tudn khi gisn bych ciu tung
tinh vi tiép ruc udng 7 ngiy na sau khi lugng bach ciu trung tinh dX vt qia 1000/ mm’,

2 Tré em:

Nim Candida mifng - hiu: Lifu khuyén cdo nhilm ndm Candida migng - hilu & tré em W 6mg/ kg/
ﬁmmydimmmmuépmsmywmy.mmahm it nhit 14 2 tulin dé gidm

Ném Candida thye quin: Litu khuyén cio la 6mg/ kg/ ngdy vio nghy diu tién, céc ngay tidp theo
Img/ kg/ ngdy. Li Nﬂmﬁalzw:&nﬂymﬂm&vmwmwmmmmm
nhin bi ndm Candida thyre quin phéi duge didu trj it nhit 3 win, va kéo dai 2 tudn niva sau khi his
triéu chimg.

Viém ming ndo do Cryptococcus: D¢ didu tf viém ming nlio do Cryptococeus & tré em, lidu
khuyén céo 14 12 mg/ kg/ ngiy vio ngdy diu tibn, nhimg ngiy tiép theo: 6 mg/ kg/ nghy. Lifu 12my/
kg/ ngay cé thé duoc sit dung thy theo dip img 1m sing ciia bénh nhin. Thén gi tri it nhit 1
!0-lZu&nmlthidydichnhmychnlﬁqﬁnmﬂmli&wmnmﬁi
vitm ming ndo do Cryplococcus & tré em nhiém AIDS 13 6mg/ kg/ nghy. p
Nim Cundida todn thin: B¢ didu trj nim Candida méu v4 phat tin, liu hing ngy 14 6-12mg/ ke
ngity.

3 Trd wer a2 modn ARy 2 Wi sink ted s ink afn o cho ofeg e T Gmp kg mlli 72 gid
Sau 2 tuln dhu, tré ¢6 thé cho ubng cing lidu mdi ngiy.

4. Lidu cho ngwii suy thin:

Fluconazol dupe thii trir chi yéu qua thin duéi dang khing d6i. Khing cin diéu chinh liéu wrong don
lidu trj liéu nkm Candida dm dao & bénh nhin suy chirc ning thin. ) bénh nhin nhidm nim khic suy
chiie i Wl 50 Jusg lilu RiGh G b 50 - 300wy, Sau lidu Kidi dau, lidu Lang agly ndn difu
chinh theo bing hudng dlin sau:

D) thanh thél creatinin (mi/phit) Ti 1§ phiin tedm lidu kbuyén ding
> 50 100%
11-50 50%
Nigiri b@nh thim téch miu 100% sau mdi K thim tach mau
CHONG CHi DINIT:

- Chéng chi djnh & phimg bénh nhin qué min véi IMuconazol hay bit ki thinh phin ndo cia thube.
«  Phdi hop Cisaprid va Fluconazol,

Phéi hop Terfenadin v Fluconazol khi sir dung Fluconazol & lidu 400 mg hay cao hon.
THAN TRONG:
- Nhimg méu bénh phim nim vi cc xé nghiém (huyé thanh hoc, v md hoc) phii duge tidn hinh
trée khi didu tri &€ phin 1§p vo x6¢ dinh ching vi sinh gy bénh, Viée didu tri c6 thé duoe tién hinh
trudve khi 6 két qia xé nghiém, tuy nhién khi o6 két qua, viée dibu trj phai duge difu chinh thich
hop.
. thiuong gan: rit hiém khi Fluconazol gdy ddc gan ning. KhOng tim thiy av lién quan gita ddc
mdowﬂléagli&as&mmnm.ﬂlﬁfdﬂuﬁ.hﬁﬁwmf)&egmdo
Fluconuzol thuimg duee phuc hdi sau khi ngung ding Nhimg bénh nhén co bt thuimg vé xét

o dl £ 8% \en



iém chirc niing gan phii duge theo ddi ciin thin trinh phit trién 18n thuong gan trdm trong. N
mmmmmmmwmﬁu&m&;hmmmmmwwsx
¥ luconazol.

- Fluconazol duge thii trir chi yéu qua thin dudi dang khong d6i. Cln theo ddi cdn thin va didu
hiinh Biéu & benh i suy i,

< Tivog lsin ditu Ui voi Fluconseol, néu beal ulidn phit ban, cln phii dugy o 907 cn thin va
ngimg dimg thude nki ei <anp thiremg tidn ridn

TAC DUNG PHY:

- O nhimg bénh nhin sir dung Fluconazo! dom lidu trj liéu ndm Candida im dao, ti 1 tic dung phy
lién quan dén Fluconazol 13 26%. Téc dung phy thuemg gap nht gdm nhuc ddu (13%), budn ndn
(7%), va dau byng (6%). Céc tic dyng phu khic co ti I§ = 1% gdm: tiéu chiy (3%), kho tiéu (1%),
m’rgum(m).ah céc the dung phy duoe bio cio 14 nhe dén trung binh. Hiém thiy phi mach
v sbe phin vé.

~ O nhimg bénh nhin sir dung Fluconazol da lidu didu trj céc treimg hop nhidm ndm khic, 1,5%
bénh nhin phii ngung didu tr vi cde the dyng phu lim sing, vi 1,3% bénh nhin ngung didu trj vi
nhimg bt thudmg trong xét nghiém. Céc tic dyng phy trén lim sing duoc bio cdo xdy ra thudmg
xuyén hon & nhimg bénh nhin nhiém HIV (21%) so véi nhimg bénh nhin khong nhidm HIV.Ty I&
bénh nhdn phii ngung didu tr vi the dung phy thi gibng nhau & ci 2 nhém (1,5%). Cac tée dung phy
xdly ra vii ti 1€ Im hom 1% & nhitng bénh nhin sir dung Fluconazol 7 ngdy trd 1én theo thir nghiém
Iim sAng T4 bodm ndn (3 726); dan dlu (1 99); han da (1 $9%); niin (1 7%); dan hing (1 7%); vi tidn
chiy (1,5%). S

Cic tic dung phu xdy ra trong didu Lifn c6 thé do nhify nguvin nhin phéi hop gdm:
Gan mae: C6 vii tnsimg hop suy gan ning lién quan dén diéu trj vdi Fluconazol, Phin img trén gan 1
thnp nhe thadng qua men gan Transaminase, dén viém gan, thc mdt, suy gan ddt ngdt, ké ca nguy
hiém tinh mung, Phim dug gan thodog gus bio ghar suy gan vis v dis 38 xiy me Goug »0 cie bk
nhin khong c6 cic yéu 18 nguy co khie duge bié. D&i véi cic truimg hop niy, chire gan & trés
Iai hinh thirmg khi ngumg sir dung Fluconazol, Sy ting Transaminase huyét twong gip 8 lan giGi han
binh thiimg Xdy ra voi i Ié 1% ¢ nhimg bénh nhin sir dung Fluconazol trong cic thir nghiém tim
sang.

112 than kinh trung wong: hicm khi xay ra dgng kinh,

D lifu. Dabj tdn vy, A <& bOi clidug Steveus — Joluisn va iy W,
Hémﬁé“mhﬁbxhbmﬁ:(ﬁh:hchchhogﬁmdgimMeinmmglinh.mhhttduw.
giim Gifu cou.

Chasybin Wi, g Clidestes ol huy L, g Wiglycorid huydt, gidm kali huyét.

Théng bdo cho Béc si cdc tdc dung khdng mong mudn gip phii khi sic duny thubc.

SUDUNC CHO PHU NU €O THAI VA CHO CON BU

- Pén nay cin chim cé cic nghiln cira diy di va o6 kiém sodt cht ché vé vige ding Fluconazol cho
ngwri mang thai. Nhimg ciing dil c6 thong bio vé di dang bim sinh i nhidu bd phin o e su sinh oo
me ding Fluconazol liéu cao (400-800mg/ngdy) trong thin gian 1 thing tny Ién dé didu tri ndm do
Coccidioides immitis. Lién quan gilta ding Fluconazol vi cic tic dyng nay chia d. Do 46, chi nén
diing Fluconazol cho ngudi mang thai khi lgi ich didu tri ln hon nguy cor 6 thé xity ra cho thai nhi.
- Fluconazol tiét vbo sita & ndng 8 twong 1y nhy trong huyét tuong, do 6 phy nit dang cho con bl
khong nén ding thube ndy.

TAC DUNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thube khong dnh hudmg dén kha niing 14i xe va vin hinh miy méc

TUONG TAC THUOC:
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< Thube ha Gwimg huybt dwing Hy duimg huyét ning c6 thé khi ding chung
Flmmlﬂmmk;mmzm;m;&hmm:hm
e ndy. K

iy,
- Phenytoin: Fluconazol lim ting niing 49 huyét ruong coa Phenytoin. Clin theo dbi cdn thin nbng
40 Phenytoin & nhimg bénh nhin sit dung Fluconazol v Phenytoin.
- Cyclosparin: Fluconazol 1am ting déng ké ning 44 Cyclosporin & bdnh nhin ghép thin ¢6 suy thin
hary khong suy thin. Khuyén cio theo ddi ciin thin ndng 4o Cyclosporin vi creatinin huyét wong &
bénh nhin phoi hop Fluconazal vi Cyclosporin.
- Rifampin: Rifsmpin lm ting chuyén héa Fluconazol khi diing chung. Tiy theo trémg hop Jim
sing ¢y thé, theo ddi ting lidu Fluconazol khi udng chung véi Rifampin.
- Theaphylin: Fluconazol lam ting ndng &) huyét twong cia Theophylin. Nén theo doi ndng o huyét
niremg cia Theaphylin hd~”
- rwu.-wawmumnmmm&m&wmwammm&z
chung céo thude khing ndm nhém azol vé Terfonadin, nén odc nghibn ciru dd duge tidn hinh, K
qita mdt nghién cim cho wbng liéu 400mg/ ngay va §00mg/ ngay cho thiy phéi hop Terfenadin vi
Flueamazal lifn 400ma/ npdy holle ean hem 14 ching ohi dinh  Phéi hem Terfenadin vl Flnennaral
lidy thip hon 400 mg/ ngdy phii duoe theo dbi cln thin.
- ﬁmdﬁmmnﬂi%dﬁmmﬂdnﬁpﬁmmﬁimdi!uhinh#nh&nsunh
sibelinn ulay chung Fluconweol vie Cisapiid. Sy phii ligyp Cisaprid va Fluconazol 1 chdng chi dinh.
- Astemizol: $i dung Fluconazol & bénh nhin dang dimg Astemizol hay cic thude chuyén héa bl
b oytochrom Puy cb th lim ting ndng 40 huydt twomg cua cic thude ndy. Bénh nhin cha phii duge
then dfii cAn thin.
- Tacrolimus: DA c6 nhimg bdo cdo vé dic trén thin & nhimg bénh nhin cé ding phéi hop
I-‘!uwnml'r&'l'mimm.mmmmwﬂmndemmﬂme
ilrew S cdu tsgan.
DUGC LUC HOC:
Fluconuzol li thuby diu tign wong nhdm thube tdng hop triazol chdng nim mai. Mluconzol cé tdc
dung chéng ndm do lam bién 8bi mang té béo, 1am thng tinh thim méng
thidt yéu (Gl du wnion acid, keli) vis i giden wigp che phin o tién chit (thi dy purin va pyrimidin
tifn chit cia DNA). Fluconazol téc bing cich @c ché men cytochrom Pig-l4-alpha-
demethylase, chin ting hop ergosterol la sterol chii yéu & ming 1€ bao ndm. Fluconazol va cac o
tiazol ehdng ndn khic (nhy itraconazol) ¢d & lye manh vii cnzym Pey cta nm vit chi ¢6 di lue yéo %2
vﬁimyml’m@hmvlldvﬁ(wyahi&lchud&&ﬂyunhmmmﬁulm&}vlchgll!
nhitng thube tre chié dic hiCu cie he thng cytuchinum Py uia vdm hon nhiéu din xult imidazol khic |
(nhu Ketoconazol). Thubce cing khong cd tic dung trén sir tdng hop cholesterol trong dich ddng :
mé gan clha ddng vt cé vii. Fluconaeol b tic dung trén Blastomyces dermanndis, Condida '
Coccidioides tmmitis, Cryptococeus neoformans, Epidermophyton spp., Histoplasma capsulatum, NEUI%

DUCIC DONG HOC:
Fluconazol dupe hip thu 1t qua duimg ubng vh khdng bj dnh hudmg béd thie &n. Nong 49 18i da
trang huyét tuemg dat duge trong vong | hay 2 gity, nong 4 5n dinh dat duge trong ving 5 — 7 ngiy.

MM%MMMmmMMMmmm&mmm
thé hai th
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trong céc md vi dich co thé. Ndng dd trong sita me, dich khdp, nuée bot, dom,

i ming byng fong tiz ndng 49 trong huyét wong, Nong d6 rang dich ndo tuy dat

tir 50-90% ndng 45 trong tuong ngay ¢4 khi ming nlo khong bj viem. Ti 1§ gan voi

khodng 12%. Thube thai tnr qua nude & dang nguyén thé véi 1 1§

w:ﬁubwﬂmm&bd%&mﬁ%suymmmmwnmmm
U tH

S&Mmmmwmum ligu thi phii dus ngwii bénh dén bénh vién va gikm sat cln

thiin it nhit 24 gié, phii theo ddi cdc diu higu lim sing, ndng db kali huyét va lim cic xét nghiém vé

gan, thin. Néu c6 bing chimg tén thuong gan hodc thin, nguii bénh phii nim vién cho dén khi
con nguy hiém cé thé xiy ra cho cac bd phin ndy, Phii theo dai tinh trang ho hip, tudn

cho dén khi ngudi bénh tinh tao, thé binh thubmg va moi thir bn dinh, Trudmg hop qua lidu tram

nén tién hinh thim tach miu.

BAO QUAN:

Béo quin & nhiét 46 dudi 30°C, trnh dnh sing.

HAN DUNG:

36 thing ké nir ngay sin xudt.

TRINH BAY:

Vi 1 vién. Hop 1 vi vi hép 10 vi.

TIEU CHUAN:

Nha sén xult

£

2

- Do ky hudmg diin sir dgng trude khi ding.

- Nén cdn thbm thing tin, vin hai § kifn hic sl

- Thubc nay chi ding theo sy ké dom cia thiy thade.
- DExu thm tay tré em.
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