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Composition:
Each film coated tablet contains:
ltraconazole 100 mg

Storage Conditions

Stare in a cool dry place, below 30°C
Dosage: As directed by Physician.
Indication: See Insert.

Keep out of reach of children.

Read carefully the package insert
before use.

Visa No.:

Mfg. Lic. No.: RAJ/2354
Batch No.:

Mfg. Date: dd/mmfyy
Exp. Date: dd/mmfyy
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SBX: ESZOL TABLET
Thanh phdn: Mai vién nén bao phim chira
Ttrac I reerenne 100 Mg

Débng gbi: Hip 1 vi x 10 vién nén bao phim

Chi djnh, Céch diing, Chéng chi djnh vi ede thing tin khéc:
xin xem t&r hudmg dn s dung kém theo.

Biio quén: Bao quin no khd mat, dudi 30°C

S4 16 SX, NSX, HD: xem “Batch No.", “Mfg. Date”, “Exp.
Date™ trén bao bi

D¢ xa 1dm iay tré em.

Poc kj hurdmg ddn sir dung truvic khi ding.

Sin xuit béi: Kosum Healtheare Private Limited

SP 289 (A), RIICO Indl. Area, Chopanki (Bhiwadi), Distt - Alwar
Rajasthan. An D

DNNK:

L)

Kusim Healthcars

Manufactured by:
Kusum Healthcare Pvt. Ltd.
SP 289(A), RICO Indl. Area,
Chapanki, Bhiwadi (Rajasthan), India

ESZO L14BLET 100mg

Itraconazole Tablets

10 Film Coated Tablets
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Batch No:  Mfg. Date: dd/mmiyy Exp. Date: dd/mmlyy (emboasing)
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ESZOL TABLET
THANH PHAN
M®bi vién nén bao phim chia:
Hoat chit:  ltraconazole100mg
Té duge: Sugar spheres, Cellulose vi tinh thé, Hydroxy propyl methyl cellulose (3cps), Lactose

monohydrat, Tinh bdt natri glycolat (logi A), Natri crosscarmellose, Hydroxyl propy! cellulose phéan tir
lugng thdp (L-HPC LH11), Povidone (K30), Magnesi steatat, Silica keo khan, Héng Opadry I
85G54039

DUQC LYC HOC ol

Itraconazole 14 mgt chdt triazol tong hop chdng nim do frc ché céc enzym phy thude cytochrom Pysp cia
ném, do d6 1am tre ché sinh tong hop ergusteml gdy rbi loan chirc ning mang va enzym lién két mang,
dnh huéng dén sy séng va phét trién cia té bao nam.

DUQC PONG HQC

Itraconazole duge hép thu tét khi udng ngay sau bira &n hodc uéng ciing thirc an, do thirc an lam ting
hép thu. D6 hoa tan cia ltraconazole tang 1én trong mdi trudng acid. Nong do dinh huyét thanh dat
dugc 20 microgam/lit, 4 - 5 gi¢ sau khi uéng mot liéu 100 mg lic déi, tang lén 180 microgam/lit khi
udng cong thirc an. Trén 99% thudc gn véi protein, chi yéu véi albumin, chi khoang 0,2% thube &
dang ty do. Thubc hoa tan tét trong lipid, nfmg dg trong cac mo cao hon nhiéu trong huyét thanh,
Itraconazole chuyén héa trong gan thanh nhidu chat rdi bai tiét qua mét hofic nuée tidu, Mot trong
nhirng chat chuyén héa la hydmxyllraconazole co tac dung chong nam, va cb néng do huyét thanh gép
d6i nong do cua Itraconazole & trang thai dn dinh. 3 - 18% liéu udng duoc bai tiét qua phin dudi dang
khéng bién ddi. Khoang 40% ligu duge bai xudt ra nude tiéu dudi dang hop chéit chuyén héa khong
con hoat tinh. Mot lugng nho thai trir qua [6p sting v toéc. ltraconazole khang dugce loai trir bing thim
tich. Nira déi thai trlr sau khi udng 1 lidu 100 mg 13 20 gid, c6 thé dai hon khi ding liéu cao hang
ngay.

CHI DINH
- Nam Candida & miéng-hong
- Nam Candida dm ho-am dao
- Lang ben

- Bénh ndm da nhay cam vdi Intraconazole (Trichophyton spp., Microsporum spp., Epidermophyton
Aoccosum) vi du ndm da chén, da ben, da thin, da k& tay

- Bénh ndm méng chén, tay.
- Bénh nim Blastomyces phdi va ngoai phdi.

- Bénh nam Histoplasma bao gdm bénh man tinh & khoang phdi va bénh Histoplasma rai rac, khong &
mang néo.

- Bénh ném Aspergillus phdi va ngodi phdi & ngudi bénh khang dung nap kodc khéng amphotericin B.
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- Piéu trj duy tri & nhitng ngudi bénh AIDS dé phong nhidm ndm tiém an tai phat.
- D2 phong nhiém ném trong thiri gian giam bach cdu trung tinh kéo dai, ma cach didu tri thang
thuéng to ra khéng hié¢u qua.

LIEU LUQNG VA CACH DUNG

Phai ubng thude ngay sau bira an.

Didu tri ngdn ngay

- Ndm Candida & miéng-hong: 100mg/ldn x | lan/ngdy, udng trong 15 ngay. Ngudi bi bénh AIDS
hodc giam bach cdu trung tinh: 200mg/lén x | lan/ngiy, udng trong 15 ngay.

- Nam C andida &m ho-am dao: 200mg/lén x 2 lAn/ngay, chi ubng 1 ngay hoiic 200mg/ngay x |
lin/ngay, udng trong 3 ngay.

- Lang ben: 200mg/ldn x | lan/ngdy, udng trong 7 ngay. ’?b“r"' .

- Bénh ndm da: 100mg/lan x | lin/ngay, ubng trong 15 ngdy. Néu & ving da simg héa cao, phéi digu
tri thém 15 ngay véi liéu 100mg/ngay.

Diéu tri dai ngay:

- Bénh nim mong: 200mg/ldn x 1 ln/ngay, ding trong 3 théng.

- Bénh ndm Aspergillus: 200mg/lan x | lan/ngdy, uong trong 2 dén 5 thang. C6 thé tang lidu: 200
mg/ngiy X 2 lin/nghy néu bénh lan toa.

- Bénh ném Candida: 100-200mg/lin x 1 ln/ngay, ubng trong 3 twin dén 7 thing. C6 thé tang licu:
200 mg/ngay x 2 lin/ngay néu bénh lan toa,

- Bénh nam Cryprococcus (khdng viém mang nio): 200mg/ldn x | Hn/ngay, ubng trong 2 thing dén 1
nam.

- Viém mang ndo do ndm Cryprococeus: 200mg/lin x 2 lan/ngiy. Pidu tri duy tri: 200mg/lan x |
lin/ngay.

- Bénh ndm Histopl, v Blast - 200mg/lén x | hogc 2 ldn/ngay, udng trong 8 thang,

- Diu trj duy tri trong bénh AIDS: 200mg/lin x 1 ldn/ngay

- Dy phong trong bénh giam bach cfu trung tinh: 200mg/lan x | ln/ngay.

Cde nhom bénh nhan dac biét:

- Negwdri cao twhi: Nh lidu nguai lon.

- Tré em: Hidu qua va an toan ciia thube chua duge xdc dinh. Khong nén ding Itraconazole cho bénh
nhi trir khi loi ich diéu tri 1ém hon nguy co cd thé xay ra.
- Bénh nhén suy gan: ltraconazole duge chuyén hna chii yéu & gan. Kha dung sinh hoc dmmg ubng &

b¢nh nhén xo gan cé hoi giam. Nén giam sat ndng do Itraconazole trong huyét trong dé diéu chinh
liéu khi cén thiét.

- Bénh nhin suy thin: Kha dyng sinh hoc duimg ubng cia ltraconazole gidm & bénh nhén suy thin, do
dé didu chinh liéu ¢6 thé duoc cin nhiic.

CHONG CHI BPINH
- Min cam véi Itraconazole va cac azol khic,
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- ltraconazole 1a chit (e ché hé théng enzym cytochrom Pyso 3A do v;“iy trinh ding ddng thai
Itraconazole véi cdc thubc dwoc chuyén hda boi hé théng enzym niy vi ndng dé cac thude niy trong
huyét twong c6 thé ting din dén ting va kéo dai tic dyng diéu tri va ca tac dyng khéng mong mudn.
Terfenadin, astemisol, cisaprid ¢6 thé ting nong dd trong huyét nrong néu uong cling voi
Itraconazole, d& din dén loan nhip tim c6 thé chét ngudi. Chéng chi dinh phéi hop nay.

- Diazepam, midazolam, triazolam udng dugc chdng chi dinh ding cting Itraconazole, Néu midazolam
dugc tidm tinh mach trong tiéh mé dé phiu thuat thi phai theo dai that ¢dn than vi tic dung an thén
¢é the kéo dai.

- Didu trj bénh ndm méng cho phu nii mang thai hoéc du dinh ¢6 thai, f?\ (

be

THAN TRONG

- Trong nhiém ném Candida todn than nghi do Candida khang fluconazole thi cfing co thé khéng nhay
cam vdi Intraconazole. Do vay cin kiém tra d9 nhay cam véi Intraconazole trude khi didu tri.

- Tuy trong diéu tri ngén ngay, thube khéng lam rbi loan chire nang gan, nhung ciing khong nén ding
thude cho ngudi bénh ¢6 tidn sir bénh gan hodc gan da bi nhidm déc do cdc thude khéc. Khi didu tri
dai ngay (trén 30 ngay) phai gidm sét dinh ky chiic niing gan.

TUONG TAC THUOC
Itraconazole ding cung véi \&-'arfa‘lr[n lam tang tac dyng chéng dong cia chit nay. Can theo dai thoi
gian prothrombin & ngudi bénh dé giam liéu warfarin néu can.

Vi cac thube chen calci, c6 thé gap phil, U tai. Can phai giam licu néu cén,

Véi céc thudc ha cholesterol nhém e ché HMG - CoA reductase nhw lovastatin, atorvastatin,
simvastatin, pravastatin..., Itraconazole c6 thé 1am ting néng dd cac thude nay trong mau, Be giam nguy
o viém co hoiic bénh co, ¢6 thé tam ngirg cée thube ndy néu cdn phai diéu trj ndm toan than,

Digoxin, diing cing vdi Itraconazole, nbng do trong huyét tuong s& ting. Phai theo ddi dé diéu chinh
ligu,

Ha duong huyét niing da xay ra khi ding céc thudc udng chéng di thao dudmg kém véi cac thu{‘_)c
chdng ndm azol. Vi vy cn theo d6i chit ch& nbng dd duong trong méu dé diéu chinh fidu cde thude
ubng chdng dai thao duong,

1

ltraconazole cAn moi tewdmg acid dich vi dé dugc hz‘lp thu tdt. Vi vay néu ubng ciing cac khang acid,
hoiic cac chét khang H, (nhw cimetidin, ranitidin) hodc omeprazol, sucralfat. kha dung sinh hoc cia
Itraconazole s& bj giam dang ké, [am mét téc dung diéu trj chdng ndm. Vi viy khdng nén ding déng
théri hogc phai thay Ttraconazole bing fluconazole hay amphotericin B,

Céc thude cam (g enzym thi dy rifampicin, isoniazid, phenobalbital phcny‘coin lam giam ndng do
ciia Itraconazale trong huyét trong, Do dé nén thay thude chéng ndm khac néu xét thiy diéu trj bing
isoniazid hotc rifampicin 13 cn thiée.

TAC DUNG KHONG MONG MUON
Khi didu tri ngin ngay, tic dung khéng mong mudn thuong xay ra & khoang 7% ngudi bénh, phén 16n
14 budn nén, dau bung, nhirc diu va kho tidu,
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Khi diéu trj dai ngay & bgnh nhén da c6 bénh tidm dn va phai ding nhidu loai thude cling lic thi téc
dung khéng mong mudn xay ra nhidu hon (16,2%).

HAu hét cée phan (g phu Xy ra & dudng tigu hoa va voi tin xudt it nhit 5-6% trén ngudi bénh di didu
trl.

Thiong gap. ADR = /100

Toan than: Chéng mit, dau dau.

”l:iéu héa: Budn nén, dau bung, tho bén, rbi loan tidu héa. )1?,\ A
It gap, 1/1000<4DR<1/100 :

Toan than: Céc phan tng di (mg nhi ngira, ngoai ban, ndi mé day va phit mach; hdi chiing Stevens-
Jonhson.

N&itiét: Réi loan kinh nguyét.

Gan: ting co hdi phuc cdc men gan, vidm gan, dic biét sau khi diéu tr{ thoi gian dai.

Ngoai ra con thiy c6 nguy co vidm gan, giam kali hqyél, phi va rung l6ng, toc, dic biét sau didu tri
thoi gian dai trén | thang woi Itraconazole. Cling ¢6 thé gip bénh than kinh ngoai vi nhung hiém.
Théng bdo cho bdc s cic tdc dung khdng mong muon gip phii khi dimg thudic.

PHU NU'MANG THAI VA CHO CON BU
Chua co nghién ciru trén phu nir mang thai nén chi sir dung khi that ciin thiét. Khéng nén cho con bu
khi dung Itraconazole.

ANH HUOGNG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura c6 nghién ciu v& anh huémg 18n kha nang 147 xe va van hanh miy moc duoce thue hign,

QUA LIEU
Ngudi bénh can duoc didu tri triéu chimg va ho tro riva da day néu cdn thiét. Khéng cé thudc giai déc
dac higu, Khéng logi duge Itraconazole bing thipy (dch mau{t[‘-‘m nhén tao).

:

PONG GOI: Hip 1 vi x 10 vién nén bao phi;n' .
BAO QUAN: Bdo quéan noi khé mat, duéi 3(.)_."(-3 /&Qﬂ 7

HAN DUNG: 24 thang ké tir ngay san xudt

Khéng diing thuéc khi &i hét han siv dung.

pHo CYC TRUONG

Poc k§ hudng din siv dung tride khi ding. !/V. ~ ,%im %"% %

Néu cin thém thong tin, xin héi y kién bdc sj.

Gii thudc tranh xa tim tay tré em. %
Nha san xuit: KUSUM HEALTHCARE PRIVATE LIMITED

SP — 289 (A) RIICO Indl. Area Chopanki (Bhiwadi) Distt-Alwar, Rajasthan, An Dd.
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