DUYET
Lan dau"’*g’rf&.;{&u

BOY TE
CUC QUAN LY DUGC

DA PHE

-~

-

DE XA TAM TAY TRE EM.
POC K¥ HUGNG DAN SU' DUNG TRUGC KHI DUNG

CONG Ty \
&1 THUONG ma |T
Lo\ 2Ugc PHaAm /X

Bl widen rade by e 0 i // gl L e
| G Y Wu ading cadsia cwl ™™y TROM, Lillul DUNG, chok niwo vk che =
| M calm hheg (Faroa Emisss) | 359 |Mmmn-mpm&wm

e s sl S ifula (Harbe Hecyosda) 078 gAo OUAR Trang bao bl i, khd, £« 30°C

1k hos i (e Lienas 139 g4 e aule

B by (Flacks balod Apsies] 019 gy min

:mﬂwmw ": Han dong!

;:ﬂaﬂ::!‘:l‘ﬁ"ﬂlﬂ ag ﬂumﬁmm;ﬂt

g B = then tay trd
mmmﬂl'ﬂlklnmﬁﬂlwmﬂ"‘ Bega Irf hardng wblln ik dymg ko khi dieg
——— cHOTM: I e a0 LANDL HUAHOMO PHARBACEUTICAL ©O., LT,
& Db frf cile e ol vibm e iy ieos R Bia i Mo, B0, Livhas Roae. Liflang Courty. Lo Quenged PR, China
::: i 'L 2 u i ----lu{l': mwmapﬂnn& i
— i N ga b by GG TY TN THUONG BAl UGS mila 0Na
= P o, < i Mt (b o 0 Curg, v B Dy 5613, 1 13A, Wung Hoa, G Oy, M NGt

KT: 110 x 65 mm KT:55 x 75 mm



Thudc ndy chi ding theo don ciia bl st
BDoc kjf huong dan sir dung trude khi dung,
Neéu can thém thong tin xin hoi y kién cua bdc si.

KBAT

(Vién nang Itraconazol 190mg)

THANH PHAN

M&i vién nang ¢6 chira:

Hoat chdt: ltraconazol 100mg

T4 duge: duomg dang hat tron, HPMC, Eudragit E-100.

DUQC LUC HQC

Itraconazol 12 mét chét triazol tdng hop chéng ndm cé tac dung tbt hon ketoconazol déi voi mot
s6 ndm, dic biét d6i voi Aspergillus spp. N6 ciing ¢b tac dung chdng lai Coccidioides,
Cryptococcus, Candida, Histoplasma, Blastomyces va Sporotrichosis spp. Itraconazol e ché cdc
enzym phu thudc cytochrom Psso ctia nm, do d6 lam irc ché sinh tdng hop ergosterol, gdy r01 loan
chirc nang mang va enzym lién két mang, anh huong dén s sbéng va phat trién cia té bao ném.

Mbt s6 nghién ciru invitro da thong bao mdt s6 nam phan lap duoc trong lam sang, ké ca céc loai
Candida, khi 33 kém nhay cam v&i mdt thube chdng nam azol thi ciing kém nhay cam véi cic
dan chit azol khéc.

DUQC BONG HQC ’

Itraconazol dirgc hap thu tdt khi udng ngay sau bifa fin hodc udng ciing thirc &n, do thirc An lam
tang hé‘ip thu. B3 hoda tan cla itraconazol ting 1én trong mdi trirdng acid. Nf)ng do dinh huyét
thanh dat dugc 20 microgam/lit, 4 - 5 gid sau khi uéng mot lidu 100 mg lic doi, tang lén 180
microgam/lit khi udng cang thirc dn. Trén 99% thuoc ghn véi protein, chu yéu véi albumin, chi
khoang 0,2% thubc & dang tu do. Thude hoa tan tét trong lipid, nong d trong cac md cao hon
nhiéu trong huyet thanh. Itraconazol chuyen héa trong gan thanh nhidu chat rdi bai tiét qua mat
hoiéic mrorc tiéu. Mot trong nhirng chat chuyén héa la hydroxyitraconazol ¢6 tic dung chong nam,
va co ndng do huyet thanh gap ddi ndng do cha itraconazol & trang thai on dinh. 3 - 18% liéu
uong durge bai tiét qua phén dudi dang khéng bién dbi. Khoang 40% lidu dwoc bai xudt ra nuée
tidu dudi dang hop chit chuyén héa khéng cdn hoat tinh. M6t luong nho thai trir qud [dp stmg va
téc. Itraconazol khéng dugce loai trir bang thdm tach. Nira doi thai trir sau khi uéng 1 “ 100.mg
14 20 gidy, c6 thé dai hon khi diing liéu cao hang ngay. ol

CHI PINH

Ném Candida & miéng - hong.

Nim Candida am ho - am dao.

Lang ben.

Bénh nim da nhay cam véi itraconazol (nhur bénh do Trichophyton spp., Microsporum spp.,
Epidermophyton floccosum) thi du bénh ndm da chén, da ben, da than, da k& tay.

Bénh narn mong chén, tay (tmea unguium).

Bénh nam Blastomyces phbi va ngoai phbi.

Bénh nim Histoplasma bao gdm bénh man tinh & khoang phdi va bénh ndm Histoplasma tai ric,
khéng & mang nfo.



Bénh nidm Aspergillus phdi va ngoai phdi & ngudi bénh khéng dung nap hoac khang véi
amphotericin B.

Diéu tri duy tri: O nhitng ngudi bénh AIDS dé phong nhiém nim tiém 4n ti phét. ‘

bé phong nhiém nim trong thoi gian giam bach cau trung tinh kéo dai, ma céch diéu tri thong
thuong té ra khong higu qua.

LIEU LUQNG VA CACH DUNG

Cdch dimg: phai udng ngay sau bira &n va phai nudt toan bg vién nang.

Liéu luong:

Nguoi 1on:

Vién nang: Diéu tri ngin ngay: ‘ )

Ném Cand:da am hd - am dao: 200 mg, ngay udng 2 14n, chi udng 1 ngay hoic 200 mg, ngay
ubng 1 lan, uong trong 3 ngay

Lang ben: 200 mg, ngay uong I lan, uong trong 7 ngay.

Bénh nidm da: 100 mg, ngay udng 1 Ién uong trong 15 ngay. Néu & viing simg hda cao, phai diéu
tri thém 15 ngay véi liéu 100 mg mbi ngay

Nam Candida miéng - hau 100 mg, ngay ubng | lan, ubng trong 15 ngay. Nguol bénh bi bénh
AIDS hoic giam bach cdu trung tinh: 200mg, ngay uéng 1 1an, udng trong 15 ngay (vi thudc
dugc hap thu kém & nhém nay). ]

Piéu tri dai ngay (nhi€ém nam toan than) phu thudc vao dép g lam sang va nam.

Bénh ném mong: 200 mg, ngay ubng 1 lan, trong 3 thang.

Bénh ném Asperg:llus 200 mg, ngay udng 1 l4n, ubng trong 2 dén 5 thang. C6 thé tang liéu:
200mgf]an ngay udng 2 I4n, néu bénh lan toa. ' o i
Bénh ndm Candida: 100 - 200 mg, ngay udng 1 1an, ubng trong 3 tuan dén 7 thang. C6 thé ting
lidu: 200 mg, ngay 2 ldn, néu bénh lan toa.

Bénh nidm Cryptococcus (khéng viém mang n3o): 200 mg/lan, ngy ubng 1 lan, udng trong 2
thang dén 1 nam.,

Viém mang ndo do nim Cryptococcus: 200 mg/lan, ngay udng 2 lan. Diéu tri duy tri: 200 mg,
ngay uong | lan.

Bénh nim Histoplasma va Blastomyces: 200 mg/lan, ngay udng 1 l4n hodc 2 l4n, ubng trong 8
thang.

Diéu tri duy tri trong bénh AIDS: 200 mg/ln, ngay uong I lan.

Du phong trong bénh giam bach cau trung tinh: 200 mg/lan, ngay uong 1 lan.

Tré em: Hi¢u qua va an toan thudc chua duoc xéc dinh, vi vy chi nén dung thude ¢ e em
trong trudng hop that su cin thiét va cé chi dinh cta bac si.
Nguoi cao tuéi: Nhu lidu nguoi [6n.

CHONG CHI PINH

Man cam véi itraconazol va céc azol khac. ' '
Ngudi bénh dang diéu tri véi terfenadin, astemisol, triazolam dang uéng, midazolam dang uéng
va cisaprid (xem Tuong tac thudc).

Piéu tri bénh nim moéng cho phu nit mang thai hodc du dinh c6 thai.

Ba me dang cho con bl

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG THUOC
Trong nhiém ndm Candida toan than nghi do Candida khang fluconazol thi cling c6 thé khong
nhay cam vdéi itraconazol. Do vy, can kiém tra do nhay cam voi itraconazol trude khi diéu tri.



Tuy khi diéu trj ngén ngay, thudc khdng [am réi loan chirc nang gan, nhung ciing khong nén
dung thudc cho ngurdi bénh ¢é tién sir bénh gan hodc gan di bi nhiém déc do cdc thube khac. Khi
didu tri dai ngay (trén 30 ngay) phai giam sat dinh ky chie ning gan.

TUONG TAC THUOC

Itraconazol 1a chit itc ché hé thong enzym cytochrom Pyso 3A do vy tranh dung ddng thoi
itraconazol véi cdc thube dirge chuyen héa boi hé théng enzym nay vi ndng d6 cac thube nay
trong huyet trong cé thé tang dan dén tang va kéo dai tac dung diéu trj va ca tac dung khéng
mong muon.

Terfenadin, astemisol, cisaprid c6 thé tang nfing do trong huyél twrong néu uémg cung voi
itraconazol, d& dan dén loan nhip tim c6 thé chét ngudi. Chéng chi dinh phbi hop nay.

Diazepam, midazolam, triazolam ubng duge chong chi dinh diing cung itraconazol. Neu
midazolam dugc tiém tinh mach trong tien mé dé phiu thuat thi phai theo di that c¢An than vi tac
dung an thin c6 thé kéo dai.

Itraconazol diing cung v&i warfarin lam téng tac dung chong dong cua chét nay. Can theo ddi
thoi gian prothrombin & ngudi bénh dé giam liéu warfarin néu can.

V&i cac thude chen kénh calci, c6 thé gap phil, U tai. Cin phai gidm liéu néu can.

Vi cac thude ha cholesterol nhém irc ché HMG - CoA reductase nhir lovastatin, atorvastatin,
simvastatin, pravastatin..., itraconazol ¢6 thé 1am ting nong df cac thuoc nay trong mau. E)e giam
nguy co viém co hodc benh co, ¢b thé tam ngtmg cac thudc nay néu can phai dicu tri ndm toan
than.

Digoxin, diing cling vdi itraconazol, ndng d6 trong huyét tuong s& ting. Phai theo dai dé didu
chinh liéu.

Ha duwdmg huyét nang da xay ra khi ding céc thube udng chdng dai thao duong kém véi cde
thudc chémg nam azol. Vi vty ¢in theo dbi chat ch& ndng 46 dudng trong mau dé diéu chinh lidu
céc thude uong chbng dai thao dudng.

itraconazol can moi trudng acid dich vi dé duge hdp thu tht. Vi viy néu udng cling cac khang acid,
hodc cic chét khang H; (nhu cimetidin, ranitidin) hodc omeprazol, sucralfat, kha dung sinh h{_)c‘cua
itraconazol s& bi giam dang k&, 1am mét tdc dung didu tri chéng ndm. Vi vay khéng nén ding dong
thoi hodce phai thay itraconazol bang fluconazol hay amphotericin B.

Céc thude cam iing enzym thi du rifampicin, isoniazid, phenobarbllal phenylom lam gidam nong
dd cla itraconazol trong huyét turong. Do dé nén thay thude chdng nim khéc néu xét Ihmleu tri

bang isoniazid hodc rifampicin 14 can thiét. V/

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Chura ¢6 nghién ciru trén phu nit mang thai, nén chi diing cho phu nit mang thai khi that cn thiét.
Thoti ky cho con bu

Khéng nén cho con bit khi diing itraconazol.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khéng anh huong 18n kha nang 141 xe hodc vdn hanh may méc.

TAC DUNG NGOAI Y ,
Khi dieu tri ngdn ngay, téc dung khong mong muon thudng xay ra ¢ khoang 7% ngudi bénh,
phén 1dn 13 budn ndn, dau bung, nhie dau va kho tiéu.



Khi diéu tri dai ngay & ngudi bénh dé c6 bénh tiém 4n va phai ding nhiéu loai thude cing lGcAhi
tac dung khong mong mudn xay ra nhiéu hon (16,2%).

Hau hét cac phan tmg phu xay ra & dudng tiéu hoa va véi tin xudt it nhét 5 - 6% trén s nguoi
bénh d3 diéu tri.

Thueong gap, ADR > 1/100

Toan than: Chong mat, dau dau

Tiéu héa: Budn non, dau bung, tdo bon, rdi loan tidu héa.

It gap, 1/1000 < ADR < 1/100

Toan than: Cac phan (ing di tmg nhu ngira, ngoai ban, ndi may day va phii mach; hgi ching
Stevens - Johnson.

Nbi tiét: Rbi loan kinh nguyét.

Gan: Ting c6 hdi phuc cac men gan, viém gan, dic biét sau khi diéu trj thai gian dai.

Ngoai ra con thay c6 nguy co viém gan, giam kali huyét, phii va rung long, toc, dic biét sau diéu
tri thoi gian dai trén 1 thang vdi itraconazol. Ciing ¢6 thé gip bénh than kinh ngoai vi, nhung
hiém.

Huéng dan céch xie tri ADR

Dinh ky theo doi enzym gan, nging thube néu thay bat thudng va ddu hidu viém gan.

Ghi chi: XIN THONG BAO CHO BAC ST CAC TAC DUNG NGOAI Y GAP PHAI TRONG
QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Chua c6 nhidu thong tin v& truong hop qua lidu. Mot s§ ngudi bénh ding liéu trén 1000 mg 6

cac trigu chung twong tu phan mg phu & liéu khuyén dung.

Diéu tri: Nguol bénh cin dugc diéu tri triéu chimg va hd trg, rira da day néu can thiét. Khong co

thude giai doc dic hiéu. Khong loai duge itraconazol bang thim téch mau (than nhan ta@ﬁr)
v/

TIEU CHUAN CHAT LUQNG
Nha san xuat

HAN DUNG ,
3 nam k& tir ngay san xuat. . . 3
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN
Bdo quan ¢ dudi 30°C tranh anh sang
GIU THUOC XA TAM TAY CUA TRE EM

TRINH BAY
Hop 6 vi x 5 vién nang.

NHA SAN XUAT
S.C. Slavia Pharm S.R.L.
Bd. Theodor Pallady nr. 44C, District 3, Bucharest — Rom

PHO cyc TRUONG

ngﬁw Yim Chank



