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ITRACONAZOLE CAPSULES 100 MG APHE DUYET

VIEN NANG ITRACONAZOL 100 MG M o LS
Lan dju: 4, 2, Ad

“ uuunl Puddnssaaad YERErRARd R s

TODUC

Bex of 1 blister x 10 capsules
Hép 1 vix 10 vién
ITRACONAZQOLE CAPSULES 100 MG
VIEN NANG ITRACONAZOL 100 MG

Compasition: Thanh phan:
Each capsule contans Mé1 vién nang chira
liraconazole (as pellets) 160 myg lraconazol (dirG dang peliet)  +00 mg
Indication, coniraindication, dasage, Chi dinh, ekéng chi dinh, liéu ding, cich ding,
administraticn, warning and ether infarmatian:  canh bio va cic théng tin khie: ‘ '
Refer to enclosed package insert Xem1d huéng dar sl dung
Storage: Store below 30 C BZo quan: Bao quan duci 30°C Trénh dnh sng “

Protect from light heat & maisture tranh dm va tranh nhiél dé cao —
READ CAREFULLY THE LEAFLET BEFORE USE EOC KY HLI‘O‘NG DAN SU BUNG TRUGC KHI DUNG Q
DONOT EXCEED RECOMMENDED DOSAGE  KHONG DUNG QUA LIEL CHi DINH o
KEEP AWAY FROM THE REACH OF CHILDREN  TRANH XA TAM TAY TREEN
Specifications In-House Tiéu chuan Nha san xuat h
Mfg Lic No @ . 4 j s g
Viea No / SPK Manufactured in India by/ Sdn xuat fai An D& béi:
Batch Not So 16 SX
Mig Date/ NSX  da/mimfyyyy @ O8J3 LABORATORIES
Exp Datef HSD da/mmiyyyy

SURVEY NO 198/2 & 198/3 CHACHRAWADI VASNA,
Imperter/DNNK TA- SANAND City CHACHRAWADI VASNA, %
Dist AHMEDABAD ‘
7 L
—’// ‘;‘J‘
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Ry Thuéc bdn theo don

Vién nang TODUC

(Itraconazol 100 mg)

THANH PHAN:

MB&i vién nang chira:

Hoat chét: Ttraconazol (dudi dang pellet)... 100 mg

T dupe: Placebo pellet : Hydroxy propy! methyl cellulose, tinh bét.

Ttraconazol pellet 22%: Eudragit E-100, hydroxy propyl methyl cellulose, dudng, PEG 20000, tinh bdt.

DUQC LUC HOC

Itraconazol 12 mdt chit triazol tng hop chdng nim cé tic dung t6t hon ketoconazol déi véi mt sé ném,
dic biét dbi voi Aspergillus spp. N6 ciing ¢6 tic dung chong lai Coccidivides, Cryptococcus, Candida,
Histoplasma, Bfmronwces va Sporotrichum spp. Itraconazol (e ché céc enzym phy thudc cytochrom Pyso cia
nam, do dé lam trc ché sinh tong hop ergosterol, giy roi loan chirc nang mang va enzym lién két mang, anh
hudmg dén syt sdng va phat trién cia & bao ndm.

Mbt sb nghién ciru invitro da thong bdo mdt sb nam phdn 14p duge trong lam sang, ké ca cac loai
Candida, khi 43 kém nhay cam véi mot thude chdng ndm azol thi cing kém nhay cam véi céc dan chat
azol khéc.

DUQC PONG HOC

Ttraconazol dugc hép thu tét khi udng ngay sau bira an hosic udng cung thirc n, do thirc &n lam tang hip
thu.

Kha dung sinh hoc tuong ddi duong ubng ciia vién nang so v&i dung dich udng 14 trén 70%. D hoa tan
cia itraconazol tang lén trong mdi truong acid. Néng d6 dinh huyét thanh dat duge 20 microgam/Iit, 4 - 5
gi¢ sau khi uong mét liéu 100 mg lic doi, tang lén 180 microgam/lit khi udng cling thirc an. Trén 99%
thude gan vai protein, chi yéu vai albumin, chi khoang 0,2% thude & dang ty do. Thude hoa tan tét trong
Ilpld nnng do trong cdc md cao hon nhleu trong huyét thanh. Itraconazol chuyén hoa trong gan thanh
nhiéu chiét rdi bai tiét qua mgt hodc nude tiéu. Mot trung nhLm g chit Lhuyen héa la hydroxyitraconazol co
tac dung chong nim, va co nong do huyét thanh gap doi nong d$ cua itraconazol & trang thai 6 on dinh. 3 -
18% liéu udng dugce bai tiét qua phan dudi dang khong bién dbi. Khoang 40% lidu dugc bai xuat ra nuréc
tiéu dudi dang hop chit chuyén héa khéng con hoat tinh. Mot ugng nho thai trir qua I&p simg va téc.
Itraconazol khong duge logi trlr bing thdm tach. Nira doi thai trir sau khi udng 1 lidu 100 mg 14 20 gid, c6
thé dai hon khi diing liéu cao hang ngay.

CHI PINH

Vién nang TODUC dugc chi dinh trong trudng hop:

- Nhiém nam Candida dm dao dai dang ma khéng dép (g v&i nhimg diéu trj thong thuemg,

- Bénh ndm da do cac ching nhay cam voi itraconazol (nhu 13 Trichophyton spp., Microsporum spp.,
Epidermophyton floceosunt) ma khéng dap {ing voi nhitng didu trj théng thudmg,

- Mic du bfmg chimg vé hiéu qua con han ché, vién nang TODUC da duge sir dung trong bénh viém gidc
mac do nam Candida spp.

- Bénh ném mong do nam da (b&i Candida spp) va / hoac nim men (béi Aspergillus spp) va khéng dép
g v&i nhimg trj liéu khac

- Mic di h:‘mg, chirmg vé hiéu qua con han ché, vién nang TODUC da duoc sir dung trong nhitng bénh
nhdn nhiém nam toan than nhu bénh ném Aspergillus, Candidas, Histoplasma, bénh nam Sporotrichum,
bénh ndm Coccidivides immitis, bénh ndm Blatomyces.

CACH DUNG - LIEU DUNG: )

Tiy thude vdo mirc d nhiém ném, lidu dé nghj 1 vién 1 ngdy trong 12 tun hofic 2 vién 1 ngdy trong |
tudn,

Phai tudn thu chi dinh ctia bac si. Khoéng duge h,ry sit dung thude. Khong duee sir dung gidn doan.

Vién nang phai ung ngay sau bira an va phai nuét.

CHONG CHI PINH: ) ) .
Qué man vdi itraconazol hodc bat ky thanh phan nao ciia thuoe

\
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Phy nir mang thai. Tuy nhién, cé thé sir dung itraconazol néu thai phy bj nhiém nam toan thin naing c6 thé
de doa dén tinh mang va loi fch dat duge duge coi nhu 14 16n hon nhitng nguy co tlem &n cho thai nhi.
itraconazol ¢6 thé duoc sir dung néu nhiém ndm de doa tinh mang va lgi ich tiém ning duoc coi 1a Ién
hon nhing nguy co tiém 4n cho thai nhi. Nén sir dung cac bién phép trénh thai day di cho nhimg phu nir
c6 kha niang mang thai cho dén khi chu ky kinh nguyét tiép theo sau khi két thiic diéu tri.

Nhirng bénh nhan dang sir dung terfenadine, astemizole, mizolastine, cisapride, dofetilide, quinidine,
pimozide; nhimg chét irc ché HMG-CoA reductase chuyén hoa qua CYP3A4 nhu simvastatin va
lovastatin, triazolam va vién nang midazolam diing dudmg udng.

LUU Y - THAN TRONG:

Khéng ¢ théng tin lién quan dén qua min chéo gifta itraconazol va céc chit khang nim nhém azole
khéc.
Trong 1 nghién ctu trén ngudi tinh nguyén khoe manh sir dung itraconazol tiém tinh mach, giam phéin
sudt t6ng méu that trai khéng c6 triéu chimg thoang qua d3 dugc quan st.

liraconazol da duge chimg minh 12 khdng ¢6 tic dung tang co bop co tim va da duge két hop véi cac bao
cdo cuia suy tim sung huyu Itraconazol khéng nén sir dung & nhimg bénh nhin suy tim sung huyét hoac
¢6 tién sir suy tim sung huyet trir khi loi ich ro rang hon nguy co.

Thin trong khi sir dyng két hop itraconazol voi chat chen kénh calci,

Thén trong khi phéi hop vii cac thude khac (xem tuong téc thube)

Giam acid dijch vi:

Sir héip thu cia itraconazol giam khi axit da day giam. O nhu-ng bénh nhén dang didu tri vé6i thude trung
hoa axit (vi du nhu nhém hydroxit) nén udng cach it nhit 2 gi& sau khi uéng vién nang itraconazol. O
nhimg bénh nhin bi thiéu acid d;ch vi nhu mét sé bénh nhian AIDS va nhﬁ'ng bénh nhin trc ché tiét acid
(vi du chdt d6i khang H2, cée thude (rc ché bom proton.), nén gidm st viéc sir dung vién nang itraconazol
voi nude giai khat cola.

Suy gidm chire ning gan:

Itraconazol duge chuyén hoéa chi yéu qua gan. Sinh kha dung qua duong udng & bénh nhin xo gan bj
g:am nhe da dugc quan sat, mc du diéu nay la khoéng cé y nghla thong ké. Tuy nhién thoi gian ban thai
cudi cing dugc ting ding k&. Nén diéu chinh liéu neu cin thiét,

Suy giam chirc ning than: Sinh kha dung duémg ubng cia itraconazol thp hon & nhitng bénh nhan suy
giam chirc ndng than. Viéc diéu chinh lidu ding nén xem xét.

TUONG TAC VOI CAC THUOC KHAC:

- Itraconazol 14 chit e ché hé théng enzym cytochrom Pyso 3A do vdy tranh dung ddng thoi itraconazol
véi cac thube duqc chuyen hoa boi hé thung enzym nay vi ndng d6 cic thudc nay trong huyét twong co
thé ting dan dén ting va kéo dai tac dunb 3 diéu trj va ca tac dung khong mong muon.

- Terfenadin, astemisol, usaprrd ¢6 thé tang ndng dd trong huyét trong néu udng cling vdi itraconazol, dé
dan dén loan nhip tim c6 thé chét nguoi. Chéng chi dinh phdi hgp nay.

- Diazcpam, midazolam, tnamlam uong dugc chéng chi dinh ding clng itraconazol. Néu midazolam
duge tiém tinh mach trong tién mé dé phau thuit thi phai theo doi that cén thén vi tac dung an thin c6 thé
kéo dai.

Itraconazol ding cling v&i warfarin lam ting tac dun L chéng déng cta chat nay. Cén theo doi thoi gian
prothrombin & nguai bénh dé glam lidu warfarin néu can.

- Vi cic thube chen calei, ¢6 thé gip phi, 0 tai. Cin phai gidm lidu néu cin.

- Véi cac thude ha cholesterol nhom i che HMG - CoA reductase nhur lovastatin, atorvastatin, simvastatin,
pravastatin..., itraconazol ¢6 thé lam tang nong d¢ cac thude nay trong mau. Dé giam nguy co viém co hoic
bénh co, cd tiw tam nglmg cac thudc nay m:u cin phai diéu trj ndm todn than.

- Digoxin, diing cling vai itraconazol, néng do trong huyct tuong s& ting. Phai theo doi d& didu chinh lidu.
Ha duomg huyet nang da xay ra khi diing cac thuée ubng chéng dai thao dudng kém véi cée thude chong
ndm azol, Vi viy cn theo ddi chiit ché ndng dé duémg trong méau dé didu chinh lidu cac thubc uong
chéng déi thao duong

Itraconazol cin méi trudng acid dich vi dé dugce hap thu tét. Vi vy néu udng cung céc khang acid, hoic cic
chét khang H, (nhu cimetidin, ranitidin) hoac omeprazol, sucralfat, kha dung sinh hoc ciia itraconazol s& bj
giam dang ké, lam mét tic dung diéu trj chéng ndm. Vi vay khdng nén dung dong thoi hodc phai thay
itraconazol bing fluconazol hay amphotericin B.
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- Cée thube cam ting enzym thi du rifampicin, isoniazid, phenobarbital, phenytoin lam gidm néng dd coa
itraconazol trong hnyet tuong. Do d6 nén thay thudc chéng nim khéc néu xét thiy diéu trj bing isoniazid
hoac rifampicin 14 cin thiét.

PHU NU MANG THAI VA BANG CHO CON BU:

Théi ki mang thai: Itraconazol gy phat trién bét thudng & bao thal chudt cbng, Chura c6 nghién ciru trén
phy nit mang thai, nén chi diing cho phu nif mang thai khi that can thiét.

Théi ki cho con bii: 1 luong rat nhd itraconazol duge bai tiét qua sita me, vi vdy khong nén cho con bu
khi diing itraconazol.

TAC PONG LEN KHA NANG LAI XE VA VAN HANII MAY MOC

Khang c6 bing ehimg cho th:iy TODUC ¢6 anh hudng dén kha ndng lai xe va van hanh may moc

TAC DUNG KHONG MONG MUON:
Rét hiém (<1/10,000), bao gbm nhifng béo céo riéng bigt.
* Réi loan Lhuyen hoa:
RAt hiém: giam kali huyét
» Ri logn than kinh:
Rét hiém: bénh than kinh ngoai bién va chéng mét.
*» R6i loa_m tim:
RAt hiém: suy tim xung huyét
« R&i loan hé hap, trung thét va ngyre:
Rét hiém: phi né phdi.
» R&i loan tiéu hoa:
RAt hiém: dau bung, nén mira, kho tidu, budn nén, tiéu chdy va tdo bén.
« Roi loan gan mat:
Rat hiém: suy gan cép tinh gy tir vong, nhiém ddc gan nghiém trong, tang hdi phuc men gan.
« R&i loan da va mé:
R4t hiém: hoi ching Stevens-Johnson, phi né mach mau, ndi mé day, rung toc, phat ban va ngira.
s Réi loan hé théng sinh san va vii:
Rat hiém: i loan kinh nguygt.
« Réi loan lung quat
Rat hiém: dj (ng va phi nd.
“Théng bdo che bdc sj nhitng tdc dung khdng mong mubn gip phai khi sie dung thubc”

QUA LIEU VA CACH XU'LY:
Trong trudng hop qua liéu, bénh nhan nén duge diéu tri triéu ching vi cac bién phap hd trg. lrong gic
dAu tién sau khi thye hién ste rudt. Than hoat tinh ¢6 thé duge dua ra néu cin. Khong ¢é thude giai do
dic hidu. lraconazol khéng thé loai ba bdi thim phan mau.

BAO QUAN: )
Bao quan dur6i 30°C, bao quan tranh anh sdng, tranh 4m va trénhahigl d6 cao.
l', - : y h.
HAN DUNC:: 2 nam ké tir ngay san xui’i't s N
TII‘JU CHEJAN: Tiéu chuén nha sén xuét ! 1
TRINH BAY: Hop 01 vi x 10 vién ' /C W e
B(_)c ky hudng din sir dung trude khi ding.
Neéu can thém théng tin, xin héi ¥ kién bac si. . i

Thunc nay chi dang theo sir ke don ciia thay thubc.
Pé xa tAm tay tré em.

. PHO CYC TRUGNG
: . L I ~ - A

Nha sin xuét: ://I’}ma;éﬂ Vom f@ﬁaniﬁ
SAGA LABORATORIES

SURVEY NO 198/2 & 198/3, CHACHRAWADI VASNA, TA — SANAND,
City: CHACHRAWADI VASNA, District: AHMEDABAD, AN BQ.
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