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Rx Prescription Drug.

1 blister x 1 Capsule

FOOCGIC

Fluconazole Capsules 150mg
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Comnosltlon Each hard gelatin capsule contains:
usp 150mg
ﬂouna & Admlnhlratlon ns ditectad by tha Physician.
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Storage: Store in a cool and dry place, below 30°C. Protect from light and maoistura.

Spacification: In-housa
Keeap out of reach of chiidren.
Read carelully the package Iinsert ba fore use.
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FOOCGIC

Fluconazole Capsules 150mg

Composition:

Each hard gelatin capsule contains:

Fluconazole USP ....ciiicoeirannnnrinns 150mg
Dosage: As directed by the Physician.

Storage: Store in a cool and dry place, below 30°C.

Pratect from light and moisture.
Keep out of reach of children.
Mfg. Lic. No.:671-OCSP{H)
VISANO.: VN-17280-13
Batch No..

Mfg. Date:

Exp.Date:

Manufactured by:

¢, BRAWN

LABORATORIES LIMITED

13, NIT, Industrial Area,
Faridabad-121001, Haryana(India)

FOOCGIC

Fluconazole Capsules 150mg

Composition:

Each hard gelatin capsule contains:

Flugonazele USSP .....uiiiiiiaiciiiiii 150mg
Dosage: As directed by the Physician.

Storage: Store in a cool and dry place, below 30°C.

Protect from light and moisture.
Keep aut of reach of children.
Mfg. Lic. No.:671-OSP{H)
VISANQ.: VN-17280-13
Batch No.:

Mfg. Date:

Exp.Date:

Manufactured by:

¢, BRAWN

LABORATORIES LIMITED
13, NIT, Industrial Area,
Faridabad-121001, Haryana(india)

FOOCGIC

Fluconazole Capsules 150mg

Composition:

Each hard gelatin capsule contains:
Fluconazale USP :.connnimiinmuniaii 150mg
Dosage: As directed by the Physician.

Storage: Store in a caal and dry place, below 30°C.
Protect from light and maisture.
Keep out of reach of children,
Mfg. Lic. No.:671-0O5P(H)
VISANO.: VN-17280-13

Batch No.: /
Mfg. Date: 1= )
Exp.Date: ’o?( Delhi Stock

‘ | Exchange Buikc .
Manufactured by: I, - 4/4B. Asaf Ali R

s, BRAWN .

LABORATORIES LIMITED

13, NIT, Industrial Area,
Faridabad-121001, Haryana(India)

Foil Size : 96mm x 40mm




Rx - Thude bdn theo don

FOOCGIC

(Vién nang citng Fluconazol 150 mg)

CANH BAO PACBIET:

Chi sit dung thudc nay theo don cia bdc sT.

DPoc k¥ hudng ddn sit dung trudce khi diing.

Khéng ding thude qud liéu chi dinh.

Néu can thém théng tin, xin hoi ¥ kién bdc si.

Xin théng bdo cho bdc st biét cdc tdc dung khéng mong mudn trong qud trinh sit dung.
Khéng sit dung thudc da qud han ding

DE thubc ngoai tdm véi cia tré em.

THANH PHAN:

M3i vién nang cdng ¢6 chifa:

Hoat chdt: Fluconazol 150 mg

Td duge: Silic dang keo khan, magnesi stearat, lactose, tinh b, natri croscarmellose.

V4 nang: V4 nang cting gelatin ¢3 s8 ‘1, nip nang mau xanh, thdn nang mau tring.

DUQC LYC HOC:

Fluconazol 13 thudc chéng ndm thudc nhém thude tdng hgp triazol.

Fluconazol c6 tic dung chéng nim do lam bi€n d&i mang t€ bio, 1am ting tinh thim mang (&
bio, 1am thodt cdc y&u t8 thiét yéu va lam gidm nhdp cdc phéan 11 tién chit. Fluconazol e ché
cytochrom Pysg 14-alpha-demethylase, ngin chin tdng hgp ergosterol 12 sterol chit y&u & mang
t€ bio ndm.

Fluconazoel va cdc triazol chﬁhg nidm khdc ¢ 4i lvc manh véi enzyme Pgso cla nam va chi ¢cé
4i Ivc y&u v4i enzym Pysoclia ddng vat ¢é vii va ciing 13 nhiing thudc Gc ché dic hiéu hé théng
cytochrom Pysg ctia nd&m hon nhiéu dn chdt imidazol khéc.

Thudc ciing khéng c6 tdc dung trén si tng hgp cholesterol trong dich ddng thé moé gan cla
d6éng vat c¢6 vu. Fluconazol ¢6 tac dung vdi Blastomycin dermatitidis, Candida spp.,
Coccidioides immitis, Cryptococcus capsulatum, Microsporum spp., va Trichophyton spp., |
Fluconazol khéng ¢6 tdc dung khang khudn,

Khdng thudc da phdt trién trong mét vai ching Candida. Céc chiing Candida albicans khing
ketoconazol cling khing chée vdi Flucenazol.

DUQC PONG HOC:

Fluconazol duge hdp thu t6t qua dudng udng va khong bi d4nh hudng bdi thifc dn. Khd dung
sinh hoc theo dudng udng bing hodc hon 90% so vdi dudng tiém (inh mach. Nong do 3i da
trong huyét niong dat dude trong vong 1 — 2 gid, ndng dd 6n dinh dat dugce trong vong 5 — 7
ngay.

Thudc phén bd rong rii trong cdc md va dich cd thé. Nong d6 trong sita me, dich khdp, nudc
bot, ddm, dich 4m dao, vi dich mang bung tudng tir ndng d6 trong huyét tuwong. Nong dé trong
dich ndo tdy dat ti¥ 50% - 90% ndng d6 trong huyét tudng ngay cd khi ming nio khong bi
viém.

Ti 1& gdn véi protein khodng 12%. Thudc thdi trit qua nude tiéu & dang nguyén thé vdi ty 1&
80% hodc cao hdn. Nita ddi bdn thdi khodng 30 gids va tang & ngudi bénh suy thin. Thudc cling
dirge loai bing thim tach.



CHI PINH:

Nhi&m ndm Candida; nhiém Cryptococcus,

Phong nhiém ndm sau héa trj lién hodc chiéu xa.

Ngan chiin tdi phdt viém mang ndo do Cryptococcus & bénh nhin AIDS.

LIEU LUGNG VA CACH DUNG:

Thu6c ding dudng udng. Diing theo sitf chi dinh cda bdc si.

Liéu diing va thisi gian diéu tri tdy thudc vio dang vd mitc dd bénh, loai nAm gy bénh, chic
ning thin va ddp ng chia ngudi bénh vdi thudc. Piéu tri phdi lién tuc cho dén khi biéu hién
lAm sang va xét nghiém ching 16 bénh da khai hdn; diéu tri khéng di thdi gian ¢6 thé lam cho
bénh tdi phat. Pidu tri duy &l thudng cén thi¢t d€ phdong nglra b&nh (4 phat 8 ngudi bénh
AIDS va viém mang nio do Cryptococcus, hodc bénh ndm Candida miéng — hau tdi phat.

Liéu thong thudng:

Tré em:

Du phong: 3 mg/kg/ngay trong nhiém ndm bé mit va 6 — 12 mg/kg/mgay trong nhiém nam
toan thin.

Diéu tri: 6 mg/kg/ngay. Trong cdc trudng hdp bénh dai ding c6 thé cin tdi 12 mg/kg/24 gid,
chia 1am 2 1in, Khong duge ding qua 600 mg mdi ngay.

Nguot Ion:

Nhiém ndm Candida miéng — hiu: Udng 50 mg, mdt lan/ngay trong 7 d&n 14 ngiy hojc ding
liéu cao: Ngay ddu 200 mg, udng 1 1an; nhiing ngay san: 100 mg/ngay, uéng 1 1an, trong thai
gian it nh&t 2 (an.

Nhiém nam Candida thuc quan: Gidng nhu liéu & trén, trong it nhat 3 wan va thém it nhit 2
tuan nita sau khi hét triéu chiéng.

Nhim ndm Candida dm hé — dm dao: Udng liéu duy nh4t 150 mg.

Nhiém ndm Candida toan thin: Ngiy dau: 400 mg, uéng 1 1in, Nhitng ngay san: 200
mg/lan/ngiy, trong thdi gian it nhat 4 twan va it nhit 2 tan nita sau khi hét iriéu chitng.

Viém mang ndo do Cryptococcus: Ngay dau: 400 mg, uéng 1 1an. Nhitng ngiy sau: 200 ~ 400
mg/lan/mgay. Diéu tri {t nhat 10 - 12 twén sau khi c¢dy dich ndo tiy cho két qua am tinh.

Dt phong nhidém ndm: Bé phong ngita nim Candida & ngudi ghép tly xudng, li€u fluconazol
khuyén diing I3 400mg/ldn/ngay. Vi nhitng ngudi bénh dwgc tién dodn s& gidm bach ciu hat
trAm trong (Judng bach ciu trung tinh it hon 500/mm?), phai b4t ddu udng fluconazo! dif phong
vai ngay trudc khi gidm bach cdu trung tinh va ti€p tuc udng 7 ngay nita sau khi lugng bach
cdu trung tinh di vugt qui 1000/mm”,

Liéu cho ngudi suy thin: (3
Ngudi 16n suy chifc ning thin phii di€u chinh liéu nhy sau: =
Dé thanh thdi creatinin Ty I % li¢u khuyén ditng
(ml/phiii)
> 50 100
11-50 50
Bénh nhin thim phdn man 100%, sau khi thdm phin

Nén cho ding fluconazol sau khi tién hanh thim tdch mau xong vi mdi lan thim tdch kéo dai 3
gidt & 1am gidm ndng dd thudc trong huy&t twong khodng 50%. Khéng cén diéu chinh lidu
trong liéu phdp diing mdt liéu duy nhat d€ i bénh ndm 4m ho — 4m dao.

Ghi chii: Vi nhitng lidu diing khdc, dang bao ch€ vién nang FOOCGIC khéng phi hgp, ¢6 thé
tham khdo ding thém cdc dang bao ch& khde: vién nang 100 mg, 200 mg hoic bét pha hén
dich udng 10 mg/m] ciia ciing hoat chit Fluconazol.




CHONG CHI PINH:

Qua min vdi Fluconazol hodc vdi bat ky thanh phin nao cda thudc.

Chéng chi dinh diing déng thdi fluconazol véi liéu 400 mg hay nhi€u hon véi terfenadin.

Phu nif nudi con bi. Tré dudi 1 tubi.

KHUYEN CAO VA THAN TRONG:

CAn phai gidm liéu d6i vdi bénh nhén bi suy chifc ning thin hoic gan.

Pi c¢6 thong bdo vé di dang bdm sinh tai nhiéu bd phan & tré c6 me ding Fluconazol liéu cao
(400 - 800 mg/ngay) d€ diéu tri ndm do Coccidiodes trong 3 thing diu thai ky. Chi nén ding
Fluconazol cho ngudi mang thai khi Igi ich diéu tri 16n hon nguy cd c6 thé x4y ra cho thai nhi.
ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

CAn than trong do Fluconazol ¢6 thé giy tdc dung khong mong mudn: dau diu, chéng mit.
SUDUNG G PHU NU MANG THAL; CHO CON BU.

Pén nay chia ¢6 cdc nghién citu ddy dd va c6 ki€m soét chit ché vé viéc ding Fluconazol cho
ngudi mang thai. Tuy nhién, da c6 nhitng bdo cdo vé cdc trudng hgp di dang bim sinh tai
nhiéu b phan & tré c6 me ding Fluconazol lidu cao (400 — 800 mg/ngay) d€ diéu tri ndm do
Coccidiodes trong 3 thing dau thai ky. Do d6, chi nén ding Fluconazol cho ngudi mang thai
khi Igi ich diéu tri Ién hon nguy co ¢6 thé xdy ra cho thai nhi.

Fluconazol ti€t vao sita & nong dd tudng tu nhu trong huyét twong, do d6 ngudi dang cho con
bi khong diing thudc nay.

TUGNG TAC THUOC:

Rifabutin : Dung déng thdi Fluconazol (200 mg/ngay) va rifabutin (300 mg/ngay) cho ngudi
bénh nhiém HIV s& lam ting ndng d6 trong huyét twong va dién tich dudi dudng cong biéu
di&n ndng d6 thudc trong huyét tudng theo thdi gian (AUC) cla rifabutin va chdt chuyén héa
chinh. Tdc dung nay c6 thé€ do iic ch€ enzym cytochrom Psso cin thiét cho chuyén héa
rifabutin.

Rifampicin : Ding ddng thdi Fluconazol v rifampicin ¢6 thé dnh hudng dén duge dong hoc
ctia cd 2 thuSc. Diung mot liéu don 200 mg Fluconazol & ngudi 16n khde manh dang ding
rifampicin (600 mg/ngdy) s& lam gidm gin 25% AUC va 20% nita d3i Fluconazol trong huyét
tuong.

Zidovudin : Ding ddng thdi véi Zidovudin, Fluconazol gy trd ngai chuyén héa va thanh thdi
ctia zidovudin, Fluconazol ¢6 thé 1am ting AUC (74%), ndng do dinh huyét twong (84%) va
nita ddi thai trit cudi (128%) cla zidovudin & ngudi bénh nhi€ém HIV.

Chét chéng déng mdu nhém coumarin : dung ddng thdi Fluconazol véi thudc chdng dong mdu
nhém coumarin (nhu warfarin), ¢é thé lam ting thdi gian prothrombin

Cyclosporin: Diing ddng thdi Fluconazol va cyclosporin ¢ th€ 1am ting ndng do cyclosporin
trong huyét twdng, dic biét & ngudi ghép thin. Can theo ddi cdn than ndng dd cyclosporin phii
diéu chinh liéu cho thich hgp.

Astemizol : Fluconazol ¢6 thé 1am ting ndng d¢ astemizol trong huyé&t twong giy ra cdc tai bién
tim mach nguy hiém nht loan nhip, ngimg tim, d4nh tréng nguc, ngdt va tlf vong) khi ding
thuéc ddng thdi vdi astemizol.

Cisaprid : Diing ddng thdi Fluconazol va cisaprid c6 thé 1am ting ndng do cisaprid trong huyét
wong.

Phenytoin: Ding dong thdi Fluconazol va phenytoin sé& gdy ting ndng d6 phenytoin trong
huyét twong va ting AUC cia phenytoin dan d€n ngd doc phenytoin, con duge dong hoc cla
Fluconazol khong bi 4nh hudng.

Cdc thuéc chéng ddi thdo duong sulfonylure : ding ddng thdi Fluconazol & ngudi bénh dang



di€u tri bing tolbutamid, glyburid hodc glipizid s& giy ting ndng d6 trong huyét tudng va
gidm chuyén héa cdc thudc chéng déi thdo dudng.

Theophyllin : Trong mot nghién ciu twong tic thudc cé ki€ém sodt placebo, st dung 200 mg
fluconazol trong 14 ngay dan dén sy gidm bdt 18% do thanh thdi trung binh trong huyét twong
cia theophyllin. Nén theo déi cdc ddu hiéu ngd doc theophyllin & bénh nhin ding liéu cao
hay nhitng ngudi c6 nguy cd gia tdng ngd doc theophyllin trong khi diing fluconazol, va diéu
chinh liéu lwgng cho thich hdp néu cé dau hiéu ddc tinh.

Terfenadin : Do sy xuét hién cia loan nhip tim thit phdt do kéo dai khodng QTc & bénh nhén
diing cdc thu6c khdng nam loai azol ddng thdi véi terfenadin, cdc nghién citu twong tdc da
dugc thyc hién chiing minh ring viéc st dung 400 mg fluconazol hay nhiéu hon mdi ngay lam
gia ting ding k€ ndng dd terfenadin trong huyét twong khi ding ddng thdi véi thudc nay.
Chéng chi dinh ding déng thdi fluconazol véi liéu 400 mg hay nhiéu hon véi terfenadin (xem
Chéng chi dinh). Nén cédn thin theo ddi trong trudng hop ding ddng thdi terfenadin véi
fluconazol liéu mdi ngay thap hon 400 mg.

TAC DUNG KHONG MONG MUON:

Thuong gdp : dau diu, chéng mit, budn ndn, nén, dau bung, ia chay.

It gdp : tang nhe nhat thdi transaminase va bilirubin huyét thanh, ndi ban va ngita.

Hiém gdp : Tang bach ciu va eosin, thi€u mdu, gidm bach ciu, gidm bach cdu trung tinh, gidm
ti€u ciu, ting ndéng dd transaminase trong huyé&t thanh, da bi tréc vdy, hdi ching Steven-
Jonhson, §6t. ph, tran dich mang phéi, d4i it, ha huy&t 4p, ha kali huyét, s6¢ phin vé.

QUA LIEU:

Pi c6 nhitng bdo cdo vé trudng hgp bénh nhén sit dung qui liéu Fluconazol c6 thé din dén
tinh trang hoang tudng, do gidc.

Khi ¢6 qu4 liéu, c6 thé diéu tri triéu chitng (cling véi cdc bién phdp hd trg va rita da day néu
can thi€t).

Fluconazol dugc dao thai manh trong nuéc ti€u. Tang 10i tiéu dp luc c6 thé 1am gia ting t6c dd
dao thdi. Loc m4u trong vong ba gid ¢6 thé 1am gidm ndng d6 trong huyét twong xudng khodng
50%. .

TIEU CHUAN CHAT LUQGNG:

Tiéu chuin cd sd.

HAN DUNG:

24 thang k€ tit ngay sin xuat.

S6 16 sdn xuat (Batch No.), ngay sin xuat (Mfg. date), han ding (Exp. date): xin xem trén
nhdn hop va vi.

BAO QUAN: k’
B3o quan & nhiét d6 dudi 30° C, noi kho mat, trdnh m. ¢ ‘2/ .
PONG GOI:

Hop 10 géix 1 vix 1 vién

San xuit bdi:
BRAWN LABORATORIES LIMITED
13, NIT, Industrial Area, Faridabad — 121001 Haryana (INDIA).
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