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1 capsule contains:
Fluconazole..........eercenennenne... 150mMg
Excipients: lactose monohydrate and
others.

For Indication, Contraindication,

Precaution, Recommended dosage
| and administration see enclosed
| packageinsert.

Read the package leaflet before use.
| Donotuse affer the expiry date stated.
| Donotstore above 30°C.

Keep out of reach of children.

Hoat chét:
Mbi vién nang co chira:
Fluconazole...........ccccccnciinnene 150mg

Chi dinh, Chéng chi dinh, Lidu ding,
Cach dung, Than trong va cac théng tin
khac m&i xem ter hwéng din stz dung
kém theotrong hop thubc nay.

Boc ki hweérng ddn sir dung trurde
khl ding.

P4 ngoaithmtay clia tré em.

B&o quéan & nhiét dd dudi 30°C.

Diflazon
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Hard capsule
Fluconazole

1 hard capsule. Oral use

Hop 1 vién nang cling. Thuéc udng

|
Batch No: Exp. Date: |
Hard capsube Slovenia |
Diflazon (4 KRKA ‘

Haord copsule Slovenia
150 PtttV
BN Hord capsule Slovenia |
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BN Hord copiuie Slovenia |
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R.: thude ké don
Poc ki hwong dan si dung trude khi dimmg.

A A - ~ . . 20 gk - - - -
Néu can thém thong tin, xin hoi y kién bdc st hodc dwoc si.

DIFLAZON 150mg

Tén thude: DIFLAZON 150mg

Thanh phan: M&i vién chira 150mg Fluconazole

Ta dugc: Lactosc Monohydrate. Maize starch, Silica Colloidal Anhydrous, Sodium Laury] Sulfate
Magnesium Stearate.

Dang bao ché: Vién nang cling

Quy cach déng gdi: | vién/hop

Chi dinh:

Fluconazole duoc chi dinh trong diéu tri cac bénh nam Candida am hd - 4m dao.

Nhi&m nam da.

Lidu dung va cach sir dung:

Nén diing liéu gép déi lidu dugc ké hang ngay chi dinh cho ting ¢4 thé vao ngay dau tién.
Nguoi lon:

Nhiém candida am dao: liéu duy nhat 150mg.

Nhiém nam da. dac biét 14 nhiing truong hop nang. khang vai diéu tri tai chd. lidu dung

| 50mg/tuan trong vong 2-4 tuan (co6 thé 1a 6 tuan ncu can cho bénh nam da chan).
Voi bénh nhan bi suy giam chirc ndng than, can theo lieu dwoi day:
‘Thanh thai creatinine

(ml./phiit) Khoang cach dung/liéu hang ngay

> 40ml./phut 24 gio (Iiéu thong thudng) y/

| 21-40ml./phut - 48gi0 hOEfi’C % Iiélf hang ngay
thong thuong ‘

I 1020ml Jphit 72 gioy ho,ﬁi: 1/3 Iié}l hang ngay
- | thoagihuong
Khéng dung cho tre em do dang bao ché khéng phu hop.

Thubc chi ditng khi cé s ké don ciia bdc sp
Chéng chi dinh:

Khéng nén dung fluconazole cho nhiing bénh nhin qua man véi thude, cac azole khac hay bat cir

thanh phén nao cua thube.

Fluconazole tre ché hoat tinh men gan h¢ P-450, do do lam giam sy chuyén hoa cua mét sd loai
thude nhét dinh (Terfenadine, Cisapride, Astemizole), do v@y no lam kéo dai khoang QT va loan

nhip tim nghiém trong. Khong duoc dung dong thoi nhitng thude nay
Than trong:
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Do fluconazole duoc bai tiét chi yéu qua dudng tiét nidu, cin than trong khi dung cho nhirng
bénh nhan bi suy giam chiie nang than, O nhitng phac do diéu tri da lidu, liéu thube can didu
chinh theo su thanh thai creatinine.

Cén than trong khi ding cho bénh nhdn bi bt thuong chie nang gan. Khi didu tr véi
Fluconazole, hoat tinh men gan cin duoce theo dai thuong xuyén va tinh trang cta bénh nhan can
duge kiém tra do nhitng anh hudng doc tinh cé thé co. Trong truong hop men gan tang, thdy
thude can cén nhic loi ich cha viée tiép tuc diéu tri véi nguy co ¢6 thé tdn thuong gan nghidm
trong hon.,

Chira c6 kinh nghiém vé st dung I'luconazole cho tré drdi 6 thang tudi. do dé thay thude cin tu
quyét dinh vé tinh can thiét khi sir dung cho déi tuong nay.

Tae dung phu:

Nhiing tac dung phu co thé ¢o cua fluconazole phan Ién lién quan dén dudng tiéu hod: budn non.

day hoi. non, dau bung va tiéu chay ¢6 thé xay ra. Pau dau, co giat va rung téc ciing c6 thé xay

ra. Nhitng phan fing qud médn & da (mé day, qua méan, phdl mach - trong truong hop ndy cn

ngiing diing thube ngay 1ap tire) rat hiém khi xay ra va do phan img qua min v&i nhom azole

hoac cac thanh phan khac caa thude.

O nhiing bénh nhan bi nhim ndm nghiém trong. nhiing thay déi v& mau (giam bach cdu, giam

tidu cau), tAng men gan va bat thuéng chire ning gan c6 thé xay ra.

Néu ban thiy hodc nghi ngo tac dung phu cia thube, hiy tham khao thay thude hodc duoc si

ngay lap toc. 5
Théng bdo cho bdc st nhitng tdc dung khéng mong muén gip phii khi sit dung thudc. %
Twong tic voi thude khac: > o

Khéng ¢é bdo cdo tuong tac dang ké vé 1am sang khi ding licu don Muconazole didu tri cho bénh
nhéan bi candida 4m dao. Néu dung da li¢u hay li¢u 16n hon. tuong tac véi nhiimg hoat chét sau c6
thé xay ra.

Tuong tac clia fluconazole véi terfenadine. cisapride va astemisole 14 tang ndng dd trong
huyét tuong cua nhiing hoat chét trén, no ¢6 thé dan dén kéo dai khoang QT va xay ra loan nhip
tim nghiém trong. I'luconazole (e ché hoat tinh cua men gan hé P-450. do dé chuyén hod cla
terfenadine. cisapride va astemisole giam di. Chdng chi dinh cho viée su dung dbng thoi cac loai
thubce trén.

- Fluconazole két hop véi warfarin kéo dai thdi gian prothrombine. O nhitng bénh nhan
duoc didu trj dong thoi fMuconazole va thude chbng dong loai coumarine, thdi gian prothrombine
can dige theo doi.

. Fluconazole kéo dai thoi gian ban thai sinh hoc caa thude ha dudmng huyét loai udng (cac
dan xudt sullonylurea). Cé thé dung dong thei fluconazole va thude ha dudng huyét udng loai nay
& nhiing bénh nhan bi bénh tiéu duémg. nhung can tinh dén kha nang ha dudng huyét.

. Cén luu v rang ding déng thoi nhidu lidu hydrochlorothiazide va fluconazole, ndng do
fluconazole trong huyét thanh bi tang lén.
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Fluconazole lam tang ndng do cua phenytoin trong huyét tuong, do dé can diéu chinh lidu
phenytoin khi dung dong thoi hai loai thude nay.

Rifampicine thic day su chuyén hoa fluconazole. Do d6 cén tiang liéu fluconazole thoa
dang khi ding dong thoi hai loai thude nay.
- O nhiing bénh nhan ghép thén. fluconazole ¢6 thé lam tang ndng do cyclosporine trong
huyét tuong, do do can theo ddi nong do cyclosporin trong huyét twvong & nhimg bénh nhan dang
dung fluconazole.

I'luconazole lam tang nong do theophylline trong huyét tuong, do do cin theo ddi nong do
theophylline trong huyét tuong & nhiing bénh nhan dung dong thoi hai loai thube nay.
- Fluconazole ¢6 thé 1am tang nong do indinavir hodc midazolam trong huyét twong. Néu
hai loai thuéc nay duoc dung khi dang ding fluconazle, liéu cua ching nén duoc giam.
- Nhiing thir nghiém lam sang da ching to rang ding dong thoi zidovudine va fluconazolc
¢6 thé dan dén tang néng d6 zidovudine trong huyét tuong, vi su chuyén hoa chiam hon cua
zidovudine. Nhitng bénh nhan diing déng thoi 2 loai thude trén cin duge theo ddi vi nhing tac
dung khdng mong mudn cua zidovudine cé thé nay sinh.
Sir dung cho phu nir ¢6 thai va cho con bii:
Chi nén diéu tri cho phu nit ¢6 thai khi nhiing loi ich tiém tang vuot qua nhimg nguy co ¢6 thé co
voi thai nhi. Do [luconazolc bai tiét qua stra m¢ véi nong do tuong duong ndéng do thude trong
huyét thanh, cdn ngung cho con bi khi diéu tri v6i fluconazole.
Anh hwéng dén kha nang 1ai xe va vin hanh may moc:
Khong anh huong.
Dic tinh dvoc lue hoe:
Fluconazol la thubc dau tién ciia nhém thube téng hop triazol chéng ndm mdi.
Fluconazol ¢6 tac dung chéng ndm do lam bién déi mang té bao, lam tang tinh thim mang 1é

bao, lam thoat cac yéu té thiét yéu (thi du amino acid, kali) va lam giam nhap cac phan tu tién
chit (thi du purin va pyrimidin tién chét cia DNA). Fluconazol tic dong bang cach tc ché
cytochrom P,s5014 - alpha - demethylase, ngin chan tong hop ergosterol la sterol chui yéu ¢ mang
té bao ndm.

Fluconazol va cac triazol chémg ndm khac (nhu itraconazol) co ai luc manh voi enzym Pysp cua
nam va chi c6 4i luc yéu v6i enzym Py, ciia dong vat co v (tuy nhién ciing di dé gay ra nhiéu
tuong tac thudc) va ciing la nhiing thude e ché dac hi¢u cac hé théng cytochom Pysq cua nam
hon nhiéu dén chat imidazol khac (nhu ketoconazol). Thude ciing khong ¢6 tac dung trén sy tng
hop cholesterol trong dich dong thé mo gan ciia dong vat ¢6 vii. Fluconazol ¢6 tac dung trén
Blastomyces dermatitidis. Candida spp.. Coccidioides immitis, Cryptococcus neoformans,
Epidermophyton spp., Iistoplasma capsulatum, Microsporum spp. va Trichophyton spp..
Fluconazol khéng ¢6 tac dung khang khuan.

Khang thube da phat trién trong mot vai chung Candida. Cac ching Candida albicans khang
ketoconazol cling khang chéo véi fluconazol.

Dic tinh dwoe dong hoc:
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I'luconazol dugc hap thu tdt qua dudng udng va khong bi anh hudng bai thie dn. Kha dung sinh
hoc theo duong udng bang hodc hon 90% so véi dudng tiém tinh mach. Nong d9 i da trong
huyét tuong dat duoc trong vong 1 - 2 gio, ndng do 6n dinh dat duoc trong vong 5 - 7 ngay.
Thubc phan bd rong rai trong cac md va dich co thé. Nong do trong sira me, dich khép. nude bot.
dom, dich am dao va dich mang bung tuong tu n?mg do trong huyét tuong. Néng dd trong dich
ndo ty dat tir 50% dén 90% ndng do trong huyét twong ngay ca khi mang néo khéng bi viém. Ti
1é gan véi protein khoang 12%. Thudc thai trlr qua nude tiéu o dang nguyén thé vai ti 1& 80%
hodc cao hon. Nira doi thai trir khoang 30 gid, va ting & nguoi bénh suy than. Thude ciing duoc
loai bang thim tach.
Qua liéu:
Khi udng phai s6 luong lén vién Fluconazole, cac tri¢u chimg gém budn nén, non. tiéu chay,
truong hop nghiém trong ¢6 thé b co giat. Nguoi ta khuyén cao nén rua da day va diéu tri wicu
chung.
Do fluconazole bai tiét cht yéu qua duong tiét niéu, tang loi tiéu lam tang su bai tiét cua nd,
tham phan 3 gio ¢6 thé lam giam nong do cua fluconazole trong huyét twong xubng 1 nira.
BAO QUAN: Bao quan tranh 4nh sang, nhiét d6 dudi 30°C.
HAN DUNG: 60 thang ké tir ngay san xut. /
Pé xa tAm tay tré em /_
Nha san xuit:

Krka, d. d., Novo mesto

Pia chi: Smarjcska cesta 6, SI-8501 Novo mesto. Slovenia.
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