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FLUCONAZOLE

Hard Capsules/ Vién nang

Fluconazole 150mg
1 Blister x 1 Capsule/ 1 Vi x 1 Vién

FLUCONAZOLE

1 KausiKH

Manufactured in INDIA by/ San audt tai An B béi

H KAUSIKH
THERAPEUTICS P)LTD.
Poim 68 7. Panpunu Vilage. Gengambaikam. Chenna - 802101

COMPOSITION Each capsule contains 150mg of Fluconazoie
DOSAGE, ATION. CONT|

AND OTHER INFORMATION See the ieaflet insert insioe

STORAGE: Stote at temperatute below 30'C. Protect fom sunkghl

SPECIFICATION: Manufacturer

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE

DO NOT EXCEED RECOMMENDED DOSE

THANH PHAN: M3i vitn nang chiza Fluconazole 150mg

CHI DINH, LIEU DUNG, CACH SUIf DUNG, CHONG CHI BINH

VA CAC THONG TIN KHAT Xem ti turima dhn Air dunn dinh kAm /

BAU QUAN: Bao quan ¢ nhigt do duen 30°C. Trdnh dnh sdng. y
TIEU CHUAN: Nha saa xudt A\/
DE XA TAM TAY TRE EM 1

OC KY HUONG DAN St DUNG TRUOT KHIDUNG
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Mfg L No B No/S816SX
visa o rSEK Mig I NSX
Exp /HD.

Label on the smallest packing unit: Blister

The upper side The lower side
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Each capute contans 150mg of Fluconazore
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE
Mfg Lic No

Manutactured by

o
&
KAUSIKH v
THERAPEUTICS (P) LTD.
Potna 64 7 Paanpumu Vilage
Langamoakkam. Chenma: - L2101, inda.
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FLUCONAZOLE 150mg
Each cagsusa cortars 150ma of Fluennarnie .
KEEP OUT OF REACH OF CHILDREN E

READ CAREFULLY THE LEAFLET BEFORE USE

MFG & EXP date are printed on blister
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10 Blisters x 1 Capsule

FLUCONAZOLE

Hard Capsules

Fluconazole 150mg
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FLUCONAZOLE

Vién nang

Fluconazole 150mg
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| THANH PHAK: M8i vign nang chua
Fluconazots 150mg

| CHI D|NH, LIEU DUNG, CACH SU

| DYNG, CHONG CH| DINH VA CAC

THONG T(N KHAC: Xem 10 hutng d3n

sir dyng dlh kém.

BAD QUAN: 3do qudn & nhid! 46 duréi

30°C. Tranh 4nh séng

TIEU CHUAN: Nha sdn xudt
DE XATAM TFY TRE €M

DQC KF NG BAN SU7 DYNG TRUT K4 OUNG

KHONG DUNG Gl LU CHi o

Manuleciurad In Incie dy/

Son xubt tel Aa DO boi:
KAUSIKH
THERAPEUTICS (P) LTD.

Plet no. 8 8 7, Paraniputhur Wiago,
Garug: mbakkam, Chonnal - 602101 |



Vién nang Fluconazole 150 mg

THANH PHAN:
M@éi vién nang chita:
- Hoat chdt: Fluconazol ... 150 mg

- Td dyoc: Tinh bdt ngd, Colloidal Silica khan, Magnesi Stearate. Natri Lauryl Sulphate, Lactose, V@
nang Gelatin s6 2.

CHI PINH:

Fluconazol dugc chi dinh trong diéu tri:

1. Nhiém ném Candida 4m dao, nim Candida migng - hau, thuc quan.

2. Fluconazol con hi¢u qua trong diéu tri nhiém ndm Candida dwomg niéu, mang bung, nAm Candida
toan than nhu: mau, phdi, Candida phat tan.

3. Viém mang néo do Cryptococcus. Fluconazol dugc chi dinh & bénh nhin AIDS viém mang nio
do Cryptococcq_s. Chua c6é nghién ciru so sanh st dung Fluconazol va Amphotericin B & bénh
nhan khong nhiém AIDS.

4. Du phong: Fluconazol con dugc chi dinh dy phong nhiém nim Candida & nhitng bénh nhén ghép
tiry xuong dang diéu tri bing héa chit va/hoic tia xa. ,

LIEU DUNG VA CACH SU DUNG: h s A

1. Nguwoi lom:

Do hdp thu nhanh vi gén nhie hadn tadn ¢ ducmg, tiéu héa_ nén litu wdng (vién nang) hing ngay i

Fluconazol ciing bang liéu truyen tinh mach. Noi chung, trong ngay ddu st dung Fluconazol heu

khm ddu khuyén cdo nén gdp doi liéu hang ngay dé c6 nong do thudc trong huyet tuong gan vGi non,g7

as én dinkh trong ngay thit hai. Liéu hing ngay Fluconazol sir dung trong diéu tri nam khic ndm

Candida am dao con tiy thuoc vao chung vi sinh nhiém va dap u'ng tri liéu cua bénh nhan. Viéc diéu

tri nhiém ndm cdn phai dieoc lién tuc dén khi biéu hién 16m sang va xét nghiém chitng té bénh da khoi

hén. Diéu ri khong @i thoi gian ¢é thé lam cho bénh tdi phdt. Khéng dugc ding qia 600mg mdi

ngay.

Niim Candida dm dgo: Lidu khuyén cdo cho diéu tri nhiém ném Candida 4m dao la uéng 1 lidu duy

nhat 150mg/ lan/ ngay.

Nim Candida miéng - hau: Liéu khuyén céo la 200mg/ 1in/ ngay & ngay dau tién, cac ngay tlep

theo: 100mg/ lan/ ngay. Céc triéu chimg lim sang ciia nam Candida miéng - hau n6i chung 1 heét

trong 7 ngay tri liéu, tuy nhién didu tri phai duge kéo dai it nht 2 tudn dé gidm tai phat.

Nam Candida thye quan: Ljéu khuyén cdo 12 200mg/ lan/ npdy ¢ npay dau tién, cac ngay tiép theo:

100mg/ 1an/ ngay. Li€u c6 the ting dén 400mg/ ngay tuy theo dap img cia bénh nhan d6i vai tri liéu.

B§nh nhin bi ndm Candida thuc quan phai dugc diéu tri it nhat 3 tuén, va kéo dai 2 tuln nira sau khi

hét triéu chimg.

Nflpl Candida toan than: Dbi véi ndm Candida to;an than, liéu vé’thc}i gian diéu tri téi vu cl}ua dqu

thiét 1dp. Trong mot nghién ciru m& va khong ¢4 doi chimg trén so luong nha bénh nhan, lién cé the

ting dén 400mg/ ngay.

Niim Candida dwong nidu va mang bung: Diéu tri ndm Candida dudng niéu va mang bung liéu sir

dung 50-200mg/ ngay.

Viém mang nao do Cryptococcus: Lidu khuyen céo cho viém mang néo cap do Cryptococcus 1a 400

mg/ ngdy vdo ngay ddu lién, nhitng ngay iép theo: 200 mg/ 1an/ ngay. Liéu 400 mg/ 1an/ ngay c6 thé

duoc sir dung ty theo dép tmg 14m sing ciia bénh nhan. Thai gian diéu tri it nhét 13 10 — 12 tuén sau
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khi c4y dich no tity cho két qua 4m tinh. Liéu Fluconazol d& ngin ngira tai phat viém mang nio do
Cryptococcus ¢ bénh nhan AIDS 1a 200mg/ lan/ ngay.

Dy phong nhiém nim Candida & nhimg bénh nhan ghép tiy xwong: liéu khuyén céo la 400mg/
1an/ ngay. Vi ngu'o'l bénh duoc tién doan la s& giam bach céu hat trdm trong (luorng bach cau trung
tinds it hon .>00/uuu ), phidi bat didu ubng Fluconazol du phong vai ngay tude khi gia bm.h cdu ltung
tinh va tiép tuc udng 7 ngay nira sau khi luong bach céu trung tinh da vuot qua 1000/ mm’.

2. Tré em:

Nam Candida mi¢ng - hiu: Liéu khuyen c4o nhiém nim Candida miéng - héu & tré em 1a 6mg/ kg/
ngay vao ngay diu tién, cic ngay tiép theo 3mg/ kg/ ngay. Thoi gian didu tr it nhét 14 2 tudn dé giam
tai phat.

Nam Candida thyc quan: Liéu khuyén c4o la 6mg/ kg/ ngay vao ngay diu tién, cic ngay tiép theo
3mg/ kg/ ngay. Liéu c6 thé tang dén 12 mg/ kg/ ngdy tuy theo dép img 14m sang cua bénh nhén. Bénh
nhan bi ndm Candida thuc quan phai dugc diéu tri it nhat 3 tuin, va kéo dai 2 tudn nira sau khi hét
triéu chimg.

Viém mang nao do Cryptococcus: Dé Qiéu tri viém mang n?io do Cryptococcus & tré‘em, liéu
khuyeén céo 12 12 mg/ kg/ ngdy vao ngdy dau tién, nhlmg ngay tiép theo: 6 mg/ kg/ ngay. Liéu 12mg/
kg/ ngay ¢6 thé duoc sir dung tuy theo dap tmg 14m sa.ng cua bénh nhan. Thdi gian diéu tri it nhit la
10 — 12 tudn sau khi cy dich nio tity cho két qua 4m tinh. Liéu Fluconazol d& ngan ngira ti hat
viém mang nio do Cryptococcus & tré em nhiém AIDS la 6mg/ kg/ ngay. z( -
Nfim Candida toan than: P& didu tri ndm Candida mau va phat tan, lidu hang ngay 1a 6- 1'?mg/ kg/
ngay.

3. Tvé so yinh: ? tnhn mfm ann Trhi ainh, ted ao ainh nfn dirgn obo nding Tidn 3 Gmgd lip/ mii 72 gidr.
Sau 2 tudn dau, tré c¢6 thé cho udng cung liéu mdi ngay.

4, Lidu cho nguwoi suy thin:

Fluconazol dugc thai trir chu yéu qua thin dudi dang khong ddi. Khéng can diéu chinh liéu trong don
liéu tri liéu nAm Candida 4m dao & bénh nhén suy chirc niing than. G bénh nhan nhidm ndm khac suy
chide ndng hiuy, s dun)_, lidu Klioi ddu 14 50 — 400wk, Sau lidu Kii dau, lilu hang ngay nén ditu
chinh thco bang huéng dén sau:

D§ thanh thdi creatinin (ml/phit) Ti 16 phin trim liéu kbhuyén ding
> 50 100%
11-50 50%
Ngudi bénh tham tach mau 100% sau mdi 14n tham tach mau
CHONG CIIi DINII: ’

- Chéng chi dinh & nhimg bénh nhan qua min véi Fluconazol hay bét ky thanh phin nao cua thubc.
- Phdi hop Cisaprid va Fluconazol.

- Phéi hop Terfenadin va Fluconazol khi sir dung Fluconazol & li¢u 400 mg hay cao hon.

THAN TRQNG.

- Nhimg mAu bénh phdm ndm va cac xét nghlem (huyét thanh hoc, va mé hoc) phai dugc tién hanh
tnirde khi dilu tri d¢ phén lap va xac dinh chung vi sinh gay bénh. Viéc diéu tri c6 thé duogc tién hanh
truée khi c6 két qua xét nghiém, tuy nhién khi c6 két qua, viéc diéu tri phai dwoc diéu chinh thich
hop.

- Tén thiong gan: rat hlem khi Fluconazol gdy dfc gan ndng. Khéng tim théy su lién quan giira doc

gan do Fluconazol va tdng lidu sir dung hang ngay, thoi gian didu tri, tudi va gidi tinh. Doc gan do
Fluconazol thudmg dugc phuc héi sau khi ngung ding thudc. Nhimg bénh nhan c6 bét thudng vé xét
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nghiém chifc néng gan phai duge theo d6i c4n than tranh phét tnen tdn thuong gan trdm trong. Ngung
diéu tri v6i Fluconazol néu bénh nhén xuét hién va tién trién déu hiéu 1am sang cta bénh gan qui cho
Fluconazol.

- Fluconazol dugc thai trir chu yéu qua than duéi dang khong d8i. Cén theo dai can thin va diéu
chiuh li€u & bénh uhio suy thdn.

- Trong that Qiéu ,u; vai Fluconazol, I'léu b§1ﬂ1 ohin phat ban, ¢An phai duge theo doi cdn thdn va
ngimg diing thudc nén ea sang thirrmg tién trién

TAC DUNG PHU:

- 0 nhimg bénh nhén str dung Fluconazol don lidu tri liéu nim Candida &m dao, ti 1€ tac dung phu
lién quan dén Fluconazol 1 26%. Tac dung phu thuomg gip nhat gom nhirc dau (13%), budn nén
(7%), va dau bung (6%). Céc tac dung phu khéc c6 ti 1€ > 1% gom tiéu chay (3%), kho tiéu (1%),
chéng mit (1%). Hau hét céc tdc dung phu duoc béo cdo la nhe dén trung binh. Hiém thdy phi mach
va soc phan vé.

— O nhimg bénh nhén sir dung Fluconazol da lidu diéu trj cac truomg hop nhiém nim khac, 1,5%
bénh nhan phai ngung diéu trj vi céc tac dung phu 1am sing, va 1,3% bénh nhan ngung diéu trj vi
nhimg bét thudng trong xét nghiém. Céc tdc dung phu trén 1dm sang duoc béo cdo xay ra thudng
xuyén hon & nhilg bénh nhén nhiém HIV (21%) so v6i nhimg bénh nhéan khéng nhiém HIV.Ty 1&
bénh nhan phai ngung diéu tri vi tdc dung phu thi giéng nhau & ca 2 nhém (1,5%). Cac tic dung phu
xay ra vdi ti 1€ 16n hon 1% & nhitng bénh nhéan st dung Fluconazol 7 ngay tr¢ 1én theo thir nghiém

13m sang 13 budn nan (3 7%); dau dan (1,9%): han da (1, 8%):; nan (1,7%); dan hung (1,7%); va tidn .

chay (1,5%).

Cic tac dung phu xay ra trong diéu kién ¢6 thé do nhidu nguyn nhan phéi hop gdm:
Gan mat: C6 vai trudng hop suy gan néng lién quan dén diéu tri voi Fluconazol. Phan (mg trén gan tir
ting nhe thoang qua men gan Transaminase, den viém gan, tic mat suy gan dot ngdt, ke ca nguy
hiém tinh mang. Phan (ng gan thodng qua bav 5‘”“ suy gan va ving da di xdy ra tong s6 cac béuh
nhan khéng c6 cac yéu té nguy co khac dugc biét. Déi véi cac tnrdng hop nay, chirc nang gan s& tro
Iai hinh thiremg khi ngimg sir dung Fluconazol. Sy tang Transaminase huyét twong gép 8 lan giéi han
binh thuomg xay ra véi ti 1€ 1% & nhimng bénh nhén sit dung Fluconazol trong cac thir nghiém lam

sang.
11é than kinh trung wong: hicm khi xay ra dong kinh.
Da {8u. Da b be vay, ké ¢a h0i ching Slevens — Julusun va 1uug o
HE tao mdu va bach huyét: Giam bach cAu, bao gbm ca giam bach cAu trung tinh, mét hach cén hat,
gidm ticu cu.

Chuyén hiu. g Clhvlesterol Luyél, lng tiglyccrid huyét, giam kali huyét.

Théng bdo cho Bdc si cdc tdc dung khéng mong muén giip phai khi sie dung thubc.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

- DPén nay con chira cé c4c nghién ctru day du va co kiém soat chit ch& vé viéc diing Fluconazol cho
ngudi mang thai. Nhung ciing da c6 thong bao vé di dang bim sinh tai nhidu bd phan & (ré so sinh ¢6
me ding Fluconazol lidu cao (400 -800mg/ngay) trong thai gian 3 thang trér 1én dé& diéu trj ndm do
Coccidioides immitis. Lién quan giira ding Fluconazol va céc tac dung ndy chua rd. Do d6, chi nén
dimng Fluconazol cho ngudi mang thai khi lgi ich didu tri 16n hon nguy co co thé x4y ra cho thai nhi.

- Fluconazol tiét vao sira & ndng d tuong tir nhu trong huyét turong, do d6 phu nit dang cho con bt
khong nén dung thudce nay.

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

Thubc khong anh huéng dén kha ning 14i xe va van hanh may méc

TUGNG TAC THUOC:
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Thudc ha dwong huyet duong uong Ha du'ong huyét ning cé thé xay ra khi dung chung
Fluconazol va cac thuéc ha dudmng huyét duong uong. Fluconazol lam giam chuyen héa cua
lolbutamud, Glyburid, va Ghpirid, lam tang nong do trong huyét trong cua cac thude nay. Kh
Fluconazol dwge sir dung phéi hop véi cac thudc nay hay cac thudc ha duong huyet nhém
sulfonylurea, nong d6 duong huyét trong mdu phai duoc theo dai cin than va didu chinh lidu thudc ha
duromg huyét khi cén thiét.

- Thuéc chéng déng mdu nhém Coumarin: Thoi gian Prothrombin ting khi phéi hop Fluconazol va
thudc chéng dong mau nhom Coumarin. Thoi gian Prothrombin phai dugc theo déi c4n than khi dung
ddng thoi hai thude nay.

- Phenytoin: Fluconazol lam ting ndng d6 huyét trong ciia Phenytoin. Cin theo doi can thin ndng
d6 Phenytoin & nhimg bénh nhén sir dung Fluconazol va Phenytoin.

- Cyclosporin: Fluconazol lam ting dang ké n6ng d6 Cyclosporin & bénh nhén ghép thén c6 suy than
hay khong suy thén. Khuyén cao theo ddi cén than nong d6 Cyclosporin va creatinin huyct tuong ¢
bénh nhan phéi hep Fluconazol va Cyclosporin.

- Rifampin: Rifampin lam téng chuyén hoa Fluconazol khi dung chung. Tuy theo truong hop lam
sang cu thé, theo dai tang liéu Fluconazol khi udng chung véi Rifampin.

- Theophylin: Fluconazol 1am ting néng d6 huyét twong ctia Theophylin. Nén theo d5i nong dd huyét
twromg cia Theophylin. d
- Terfenadm Vi da c6 xay ra loan nhip tim néng, kéo dai thoi gian QT & nhimg bénh nhan udng
chung cio thudc Ihéng nim nhém azol va Torfonadin, nén odo nghién otru da dugc tién hanh. Két
qua mot nghién citu cho uong liéu 400mg/ ngay va 800mg/ ngay cho thdy phoi hop Terfenadin va
Fluconazol lifn 400mp/ npdy hadic ean hom 14 chang chi dinh - Phai hop Terfenadin va Flneanazol
liéu thap hon 400 mg/ ngay phai duoc theo ddi can than.

- Cisaprid: Pa xay ra vai hién cb tim mach, ké ca nhip tim nhanh thit khong dién hinh & nhiimg bénh
nhin ubng chung Flucunazol va Cisaprid. Sy phidi hyp Cisapiid va Fluconazol 1a chong chi dinh.

- Astemizol: Sit dung T'luconazol & bénh nhén dang dung Astemizol hay cac thude chl}yén hoéa boi
h§ oytochrom P,y ¢6 thé lam ting nong d9 huyst twong cua cic thude nay. Bénh nhén cin phai duoc
theo di cin thin.

- Tacrolimus: Pa cé nhimg bdo céo vé doc trén thén ¢ nhimg bénh nhén c6 dung phéi hop
Fluconazol va Tacrolimus. Nhimg bénh nhén ding ph0i hyp Fluconazol va Tacrolimus plai duge
theu dOi vau thd.

DUQC LUC HQC:

Fluconazol la lhuuu diiu tign wong nhém thudc tdng hop triazol chéng nam mdi. I'luconzol ¢ tac
dung .,hung ném do lam bién d8i mnng té bao, lam ting tinh thim mung t8 bao, lam thodt cdc yéu td
lhlét yeu (thf dy amino acid, kali) va lam gidun nhdp cac phan tir tién chit (thi du purin va pyrimidin .
tién chit cia DNA). Fluconazol tic dong bing cach uc ché men cytochrom P4s0-14-alpha-
demethylase, ngén chén tdng hop ergosterol 1a sterol chi yeu & mang té bao nam Fluconazol va calc:!’l
uiiazol chéng nim khéc (nhu itraconazol) ¢6 4i luc manh véi cnzym Pyy clia ném va chi c6 di luc yéf *
v6i cmzym Pasg cia ddng vét c6 v (tuy nhién ciing du dé géy ra nhiéu tuong tic thuoc) va ciling 13 /
nhtng thudc trc ché dic hiGu cac hé théng cylochrom Pysp vl uAm hon nhidu d3n xudt imidazol khac ! t R
(nhu Ketoconazol). Thubc ciing khéng c6 tac dung trén su téng hop cholesterol trong dich ddng th%\
mé gan cua dong vat ¢é6 vu. Fluconazol c6 tac dung trén Blastomyces dermatindis, Candida sp,
Coccidioides immitis, Cryptococcus neoformans, Epidermophyton spp., sttoplasma capsulatum,
Microsporum spp, va Trichophyton spp., Fluconazol khéng cé tac dung khang khun.

DUQC DONG HQC:

Fluconazol dugc hdp thu tét qua duong udng va khéng bi anh huéng boi thie an. Nong d6 t6i da
trong huyét tuong dat dugc trong vong 1 hay 2 gid, nong d6 6 6n dinh dat dugc trong vong 5 — 7 ngay.
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Thudc phan bé rong trong cac mé va dich co thé. Nong d6 trong slta me, dich khop, nuée bot, dom,
dich &m dao va dich mang bung tuong tu nong do trong huyet tuong. Ndng d trong dich nio tuy dat
tir 50-90% noéng do trong huyét tuong ngay ca khi mang ndo khong bi viém. Ti 1€ gin vdi protein
khoang 12%. Thudc thai trir qua nudc tiéu & dang nguyén thé véi ti 16 80% hoic cao hon. Nira doi
thai trir trong khoang 30 gid va ting & ngudi bénh suy than. Thube ciing dugce loai ra bing thim tach
QUA LIEU:

Néu chin doan 1am sang c6 biéu hién qua lieu thi phai dura ngudi bénh dén bénh vién va gidm sat can
than it nhét 24 gi0, phai theo ddi cdc du hiéu 1am sang, ndng d6 kali huyét va lam céc xét nghlem vé
gan, than. Néu c6 ba.ng chimg tén thuong gan hodc than, ngudi bénh phai nim vién cho den khi
khong con nguy hiém c6 thé xay ra cho cic bd phan nay. Phai theo dbi tinh trang hd hap, tuan hoan
cho den khi ngudi bénh tinh téo, thd binh thudng va moi thit 6 bn dinh. Trudng hop qua lidu trim trong
nén tién hanh thdm tach mau. l(v >

BAO QUAN:

Bao quén & nhiét d6 dudi 30°C, tranh 4nh sang.
HAN DUNG:

36 thang ké tir ngay san xuét.

TRINH BAY:

Vil vién. Hop 1 vi va hop 10 vi.

TIEU CHUAN:

Nha san xuét

W\

- Poc ky hwong din sit dung trueée khi ding.

- Néu cdin tham thang tin, xin hai y kién héc si.

- Thudc nay chi diing theo sy ké don ciia thiy thudc.
- Déxa tim tay tré em.

SAN XUA'T BUI

KAUSIKH THERAPEUTICS (P) LTD. .
Plot no. 6 & 7, Paraniputhur Village, Gerugambakkam, Chennai - 602101, An D{.
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