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-1 Vién nang ltraconazole 100mg Vién nang ltraconazole 100mg _
“=—Trann phin: Thanh phén: E
M&i vién nang ctng chia ltraconazol ... 100 mg  Mai vién nang clrng chira Itraconazol .......100 mg %
San xuét theo nhirong quyén cla: San xuét theo nhugng quyén cla: é
ATRA PHARMACEUTICALS LIMITED ATRA PHARMACEUTICALS LIMITED =
Tai: Cong ty cb phdn Duoc phdm Trung Uong 2 - DOPHARMA  Tai: Céng ty ¢ phdn Duroc phdm Trung Uong 2 —- DOPHARMA
Chil sé& hitu sdn phdm: CONG TY TNHH RELIV PHARMA Chii s& hiru san pham: CONG TY TNHH RELIV PHARMA ‘g
E
RETROZ RETROZ :
Vién nang Itraconazole 100mg Vién nang ltraconazole 100mg g
Thanh phén: Thanh phén:
M&i vién nang ctng chtra ltraconazol .......100mg M3 vién nang clrng chira ltraconazol ....... 100 mg
Sén xuét theo nhugng quyén clia: Sén xuét theo nhugng quyén cia:
ATRA PHARMACEUTICALS LIMITED ATRA PHARMACEUTICALS LIMITED

Sa 16 SX:

Tai: Cong ty cb phdn Dugc phdm Trung Uong 2 - DOPHARMA  Tai: Céng ty ¢b phdn Dugc phim Trung Uong 2 - DOPHARMA
Chi s& hiru san phdm: CONG TY TNHH RELIV PHARMA Chu s& hiru san phdm: CONG TY TNHH RELIV PHARMA
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Hop 1 vi x 10 vién nang ciing
Vién nang Itraconazol 100 mg
Thanh phén:
M&bi vién nang cirng chira: Itraconazol 100 mg SbK
Chi dinh, cach dung, chéng chi dinh va céc théng tin S 16 SX:
= = khac: vui long tham khdo to hwéng dan st dung NSX  :dd/mm/yy
= kém theo. )
m = Béo quan noi kho mét, du6i 30°C HD  :dd/mmiyy
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@] 3 Boc ky hwéng dén sir dung treéc khi ding.
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San xuét theo nhwong quyén cla:
ATRA PHARMACEUTICALS LIMITED
Tai: Cong ty cb phan Dwoc phdm Trung Uong 2 — Dopharma

L6 27 khu cong nghiép Quang Minh, thj trdn Quang Minh, huyén Mé Linh, thanh phd Ha/Nbi.

Chi s& hiru sén phdm: CONG TY TNHH RELIV PHARMA
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Vién nang Itraconazol 100 mg
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Ry — Thuéc ban theo don
HUONG DAN SU DUNG THUOC

RETROZ
THANH PHAN
M0i vién nang clmg chira:
Hoat chat: Itraconazol 100 mg
Ta dugc: Sugar spheres (20#25), hypromellose Scps, basic butylated methacrylat co — polymer,

polyethylen glycol 20000.

DUQC LUC HQC
Itrd{,onazol la mot chit trtazo[ tong hop chong ndm do trc ché céc enzym phu thude cytochrom Pysq clia

nam, do dé lam trc che sinh tong hcp ergosterol, gay rbi loan chirc ning mang va enzym lién két mang,
anh huong dén su séng va phét trién ctia té bao nam.

DUQC PONG HOC -
Itraconazol dugc hap thu tét khi ubng ngay sau bira an hoac udng cung thac an. do thie an lam tang
hép thu. Do hoa tan cua itraconazol tang lén trong moi truong acid. Nong dé dinh huyét thanh dat dugc
20 microgam/lit, 4 - 5 gi¢ sau khi uong mot lidu 100 mg luc doi, tang Ién 180 microgam/lit khi ubng
cung thire an. Trén 99% thube gin v0| protein, chu yéu véi albumin, chi khoang 0.2% thude ¢ dang tu
do. Thude hoa tan tdt trong lipid, ndng do trong cac mo cao hon nhiéu trong huyét thanh. Itraconazol
chuyen héa trong gan thanh nhidu chat rdi bai tiét qua mat hoac nLrorL tiéu. Mot trong nhum_ (.hdl
chuyén hoa 1a hydroxyl It]‘aCOHdLOI ¢o tac dung chonw ndm. va co nong do huyét thanh gdp doi non;:
do cuia itraconazol & trang thdi 6n dinh. 3 - 18% liéu udng duoc bai tiét qua phan dudi dang khong bién
doi. Khoang 40% liéu duoc bai xuét ra nude tiéu dudi dang hop chat chuyén hoa khéng con hoat tinh.
Mot luong nho thai trir qua I6p stmg va toc. Itraconazol khong dugc loai trir bang tham tach. Nura doi
thai trir sau khi uéng 1 liéu 100 mg 14 20 gid, c6 thé dai hon khi dung liéu cao hang ngay.

CHI PINH

- Nidm Candida & miéng — hong.

- Nam Candida 4m hd — am dao.

- Lang ben.

- Bénh nim da nha:v cam vai itraconazol (Trichophyton spp.. Microsporum spp.. Epidermophyton
Jfloccosum) vi du nam da chén, da ben, da than. da ké tay.

Bénh ndm moéng chan, tay.

- Bénh nam Blastomyces phoi va ngoai phoi.
Bénh nim Histoplasma bao gdm bénh man tinh & khoang phdi va bénh Histoplasma rai rac, khong ¢
mang ndo.

L}

L

Bénh ndm Aspergillus phdi va ngoai phdi & ngudi bénh khéng dung nap ang amphotericin B.
- Diéu trj duy tri & nhitng nguoi bénh AIDS dé phong nhiém nim tiém ar
- Dé phong nhim ndm trong thdi gian giam bach cau trung tinh kéo\dai. ma cach diéu tri thong
thuong to ra khong hiéu qua.
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LIEU LUQNG VA CACH DUNG
Phai uéng thuéc ngay sau bira an.
Diéu tri nedn nedy

Nam Candida & miéng — hong: 100mg/lan x 1 lan/ngay, udng trong 15 ngay. Nguoi bi bénh AIDS
hodc giam bach cau trung tinh: 200mg/lan x 1 lan/ngay. uéng trong 15 ngay.

Nam Candida am ho - 4m dao: 200mg/lan x 2 lan/ngay, chi ung 1 ngay hodc 200mg/ngay x |
lan/ngay, udng trong 3 ngay.

Lang ben: 200mg/lan x 1 lan/ngay, udng trong 7 ngay.

1

Bénh ndm da: 100mg/lan x 1 lan/ngay, udng trong 15 ngay. Néu & viing da simg hoa cao, phai diéu
tri thém 15 ngay vai liéu 100mg/ngay.

1

Diéu tri dai ngay:

- Bénh nim mong: 200mg/lan x 1 lan/ngay. dung trong 3 thang.

- Bénh nam Aspergiifusz'200mgflﬁn x 1 lan/ngay, ubng trong 2 dén 5 thang. Co thé tang liéu: 200
mgfngéy x 2 lan/ngay néu bénh lan toa.

- Bénh nam Candida: 100- ZOUmg»‘ldn x 1 lan/ngay, ubng trong 3 tuan dén 7 thang. C6 thé tang lidu:
200 mg/ngay x 2 lan/ngay néu bénh lan toa.

- Bénh nam Cryptococcus (khéng viém mang ndo): 200mg/lan x 1 lan/ngay. udng trong 2 thang dén |
nam.

- \{iém mang ndo do nidm Cryptococcus: 200mg/lan x 2 lan/ngay. Piéu tri duy tri: 200mg/lan x |
lan/ngay.

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

- Diéu tri duy tri & nhitng ngudi bénh AIDS: 200mg/lan x 1 1an/ngay

- Du phong trong bénh giam bach ciu trung tinh: 200mg/lan x 1 lan/ngay.

Cac nhom bénh nhdn ddc biét:

Nguoi cao tudi: Nhu lieu ngudi lon.

Tre em: Hi¢u qua va an toan cua thudc chua duoc xéc dinh. Khéng nén dung itraconazol cho bénh
nhi trir khi lgi ich dicu tri 16n hon nguy co ¢6 thé xay ra.

Bénh nhan suy gan: itraconazol dugc chuyén hoa chi yéu ¢ gan. Sinh kha dung dudng uong ¢ bénh
nhin xo gan co6 hoi giam. Nén giam sat nong do itraconazol trong huyét tuong dé dieu chinh liéu khi
can thiét.

Bénh nhan suy than: Sinh kha dung duong udng cua itraconazol giam & bénh nhan suy than, do do
diéu chinh liéu c6 thé dugc can nhic.

CHONG CHI PINH
- Man cam vdi itraconazol va céc azol khac.

- Itraconazol la chét tc ché hé théng enzym Lytoch:om Piso 3A do vay tran ding dong thoi
itraconazol véi céc thude duoc chuyén héa boi hé thong enzym nay vi nong do/ac thude nay trong
huyét twong ¢6 thé dan dén tang va kéo clal tac dung diéu tri va ca upre khong mong muon.
Terfenadin, astemisol, cisaprid c6 thé tang nong dg trong huyét tuong néMudng ciing véi itraconazol,
dé dan dén loan nhip tim c6 thé chét nguoi. Chong chi dinh phdi hop nay,
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- Diazepam, midazolam, triazolam ufing dugc chéng chi dinh diing cling itraconazol. Néu midazolam
dugc tiém tinh mach trong tién mé dé phau thudt thi phai theo dai that can than vi tac dung an than
¢6 thé kéo dai.

- Diéu tri bénh ndm mong cho phu nir mang thai hodc du dinh ¢o6 thai.

THAN TRONG

- Trong nhiém ndm Candida toan than nghi do Candida khéng fluconazol thi ciing ¢6 thé khong nhay
cdm vdi itraconazol. Do vay can kiém tra do nhay cam voi itraconazol trude khi diéu tri.

- "]uy trong diéu tri ngin ng:,a)f thudc khong lam réi loan chirc nang gan, nhung cting khong nén dung
thude cho ngudi bénh ¢6 tién sir bénh gan hodc gan da bj nhiém doc do cac thude khac. Khi diéu tri
dai ngay (trén 30 ngay) phai giam sat dinh ky chirc nang gan.

TUONG TAC THUOC
- Itraconazol ding cung véi warfarin lam tang tac dung chong dong cua chat nay. Can theo ddi thoi
gian prothrombin & ngudi bénh dé giam liéu warfarin néu can.

- Vi cac thube chen calci, ¢6 thé gip phu, U tai. Can phai giam lidu néu can.

- Véi cac thube ha cholesterol nhom e ché HMG - CoA reductase nhu lovastatin, atorvastatin, 3
simvastatin, pravastatin..., itraconazol ¢6 thé lam ting néng dé cac thudc nay trong mau. Bé giam nguy .
co viém co hodc bénh co, ¢6 thé tam ngling céc thude nay néu can phai diéu tri ndm toan than.

- Digoxin, dung cling véi itraconazol, nong do trong huyét twrong sé tang. Phai theo dai dé dicu chinh
liéu.

- Ha duong huyét nang da xay ra khi dung cac lhum ung chong dai thao dudng kem véi cac thude
chorw nam azol. Vi vy can theo ddi chit ché ndng do duong trong méau dé diéu chinh liéu cac thube
udng chéng dai thao duong.

- Itraconazol can méi trudng acid dich vi dé duoc hap thu tt. Vi vay néu udng cing céc khang acid,
hodc cac chit khang H, (ner mmetldm :amtldm] hoac omeprazol, sucralfat, sinh kha dunsc cua
itraconazol s& bj giam dang ké, lam mat tac dung diéu tri chong nim. Vi vy khong nén dung dong thoi
hodc phai thay itraconazol bang fluconazol hay amphotericin B.

- Céc thube cam (g enzym thi du rifampicin, isoniazid, phenobarbital phenytoin l[am Eiaim nén‘g, do
cua itraconazol trong huyét tuong. Do d6 nén thay thudc chéng ndm khéac néu xét thiy diéu tri bing
isoniazid hodc rifampicin la can thiét.

- Véi terfenadin, astemisol, cisaprid: Da hiém thay thong bao truong hop ADR trén tim, dén mic chét
nguoi khi ding dong thoi itraconazol véi céc thude nay, tuong tu véi ca ketoconazol. rat ¢6 thé do
cac thude chong ndm da e ché hé i isoenzym CYP nén da lam ting ndng do cac thude nay trong
huyét tuong, giam do thanh thai thube. Chdng chi dinh dung dong thoi itraconazol vdi cic thude nay.

TAC DUNG KHONG MONG MUON

Khi diéu tri ngén ngay, tac dung khong mong mudn thudng xay ra & khodng 7% ngudi bénh, phan lén
la budn non, dau bung, nhirc ddu va kho tiéu.

Khi diéu trj dai ngay & bénh nhan da ¢6 bénh tiém an va phai ding niN thude cung lac thi tac
dung khong mong mudn xay ra nhiéu hon (16,2%).
Héu hét céc phan tmg phu xay ra & dudng tiéu hoa va vai tan xudt it nhif 5-6% trén nguoi bénh da diéu
tri.
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Thuong gap, ADR > 1/100

Toan than: Chéng mat, dau dau.

Tiéu héa: Budn non, dau bung, tao bén, rdi loan tiéu hoa.

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

Toan than: Céc phan tng di (mg nhu nga, ngoai ban, ndi mé day va pht mach; hoi ching Stevens-
Jonhson.

Noi tiét: Roi loan kinh nguyét.

Gan: tang c6 hoi phuc cac men gan, viém gan, dac biét sau khi diéu tri thoi gian dai.

Ngoai ra con thdy co nguy co viém gan, giam Kali htlyét, phu va rung long, toc, dac biét sau diéu tri
thoi gian dai trén 1 thang véi itraconazol. Ciing c6 thé gap bénh than kinh ngoai vi nhung hiém.
Huwoéng din cich xir tri ADR:

Dinh ky theo d&i chirc nang gan, ngirng thude néu thy bat thuong va ddu hiéu viém gan.

Théng bdo cho bdc sj cdc tdc dung khéng mong muébn gap phii khi diing thuéc.

PHU NU MANG THAI VA CHO CON BU
Itraconazol gy phat trién bit thudng & bao thai chudt cdng. Chua ¢ nghién ciru trén phu nlt man
nén chi st dung khi that can thiét.

Khdng nén cho con b khi dung itraconazol.

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 nghién ctru vé anh hudng 1én kha ning 1ai xe va van hanh may moc dugc thue hién.

QUA LIEU VA XU TRI
Chua c6 nhiéu théng tin vé trudng hg‘p qué liéu. Mot sé ngudi bénh dung liéu trén 1000 mg ¢6 cac
triéu ching tuong tu phan (g phu & liéu khuyén ding.

Dieu tri: Ngudi bénh can duge diéu tri triu chimg va hd tro rira da day néu can thiét. Khong ¢6 thude
giai doc dac hiéu. Khong loai dugc itraconazol bang tham tach mau.

PONG GOI: Hop 1 vi x 10 vién nang ciing T —

BAO QUAN: Bio quan noi kho, nhiét do dudi 30°C. tranh anh sang. b &N
HAN DUNG: 24 thang ké tir ngay san xudt f
Khong ding thuéce khi di hét han sir dung.
Doc ki hwong dan siv dung trude khi ding. \
Néu cin thém théng tin, xin héi y kién bdc sj. “‘\ U

Giir thudc trdnh xa tam tay tré em. f Q.CUC TRUONG
San xuat theo nhugng quyén cia: ATRA PHARMACEUTICALS LIMITED _ P.TRU "‘f G P"V' S
tai: CONG TY CO PHAN DUQC PHAM TRUNG UONG 2 L0 S

Dia chi: Lo 27 Khu céng nghiép Quang Minh, thi trén Quang Minh, huyén M¢
Chii s¢ hiru sin pham va cong ty ding ky: CONG TY TNHH RELIV PHA]I
Dia chi: S6 22H1, Dudng s 40, Khu dan cu Tan Quy Pong, Phudng Tan Phong, Quan 7. Thanh phd Hé Chi
Minh.

mh. tWanh phd Ha Noi.
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