FUNGAFIN

Terbinafine hydrochlorlde 1% (w/w)
Dé xa tam tay tré em
DPoc ky huéng dan sir dung truéc khi ding

Thanh phan

Méi 1 g dung dich c6 chua:

Thanh phdn hoat chdt:

Terbinafine hydrochloride.................... 1% (w/w)

Thanh phdn td duge: Ethanol tuyét déi, propylen glycol, polyethylen glycol
400, nudc tinh khiét.

Dang bao ché: Dung dich dung ngoai

Mé ta: Dung dich trong, khéng cé ti€u phan la, dung trong lo

pH:3,0 - 6,5

Chi dinh

Nhiém ndm da gay ra bdi cac loai nam nhu Trichophyton (T. rubum, T.
mentagrophytes, T. vurrucosum, T. violaceum), Microsporum canis va
Epidermophyton foccosum.

Liéu duing va cach dung

Liéu ding:

Ngudi 16n va tré em 16n hon 16 tudi: ST dung 1 1an/ngay, dung trong vong
1 tuan.

+ Diéu tri ndm da chan, nam da dui: Méi ngay 1 1an, trong 1 tuan.

Céc triéu ching l1am sang thuong gidm trong vong vai ngay st dung
thuéc. Tuy nhién khéng nén st dung ngdt quang, khéng thudng xuyén
hodc ngung diéu tri sém do lam tang nguy co téi phat.

Néu khéng cé ddu hiéu cai thién sau 2 tuan, can tham van y kién can bo 'y
té.

Ngudi gia cao tudi: Khéng cé bang chiing phai gidm liéu khi st dung cho
déi tugng nay.

Cdch diing:

- Rtra sach va lau kho viing da bi nhiém nam trudc khi sit dung dung dich
xit Fungafin véi khoang cach tir5 - 10 cm.

- Xit mét lugng dung dich Fungafin vira da dé lam uét viung can diéu tri va
da dé che phli viing da bi &nh hudng va khu vuc xung quanh.

Chéng chi dinh

Man cdm vai terbinafin hydroclorid hodc bat ci thanh phan nao cua
thudc.

Canh bao va than trong khi dung thudc

- Than trong véi bénh nhan cé tén thuong ma cé thé bi kich tng bai
ethanol.

- Fungafin chi dugc st dung ngoai da.

- Fungafin c6 thé gay kich ting mat do dé tuyét déi khéng dugc tiép xtc
dich v6i mat.

Trong trudng hgp vo tinh co su tiép xuc cda dich Fungafin véi mat can rira
ky mat bang nudc sach.

- Khéng nén st dung Fungafin dé st dung [én mat.

- Khéng dugc x6ng hit dung dich Fungafin. Trong trudng hgp vo tinh hit
phai can tham van y kién bac si néu co cac triéu ching bat thuong.

- Fungafin c6 chua propylen glycol do d6 cé thé gay kich ting da.

- Than trong d6i v6i ngudi bi bénh vay nén va ngudi bénh man cam vai
thuéc ch6ng nam Allylamin.

- Khéng dugc dung trong am dao.

-Tranh ti€p xuc (xit) vao mai, miéng.

-Tranh mac quan 4o chat hoac bang kin.

St dung thuéc cho phu nit ¢6 thai va cho con bu

Phu nir ¢6 thai

Cac nghién cuu trén dong vat khéong cho thdy nguy ca gay doc tinh trén
phéi thai hoac gay quai thai clia terbinafin.

Tinh dén hién tai, chua c6 trudng hgp di tat trén ngudi nao dugc bao cao
khi stt dung dung dich diing ngoai cha terbinafin. Kinh nghiém st dung
san pham trén |am sang & phu ni c6 thai con han ché. Cac nghién ciu vé
doc tinh trén thai nhi & dong vat khéng cho thdy xuat hién tac dung phu.
Khéng st dung dung dich dung ngoai Fungafin trong thai ky trur khi that
can thiét.

Phu nit cho con bu

Terbinafin dugc bai tiét qua sita me. Do d6é ngudi me khéng nén st dung
dung dich dung ngoai Fungafin trong giai doan cho con bu. Tré khong
dugc phép ti€p xuc véi bat clt ving da nao dang dugc diéu tri, bao gébm ca
vung vu.

Anh huéng ctia thudc Ién kha nang lai xe, van hanh may méc

Viéc st dung thudc khéng anh hudng t6i kha nang lai xe hodc van hanh
may moc.

Tuong tac, tuong ky cta thuéc

Chua c6 thong tin vé sy tuong tac gitta terbinafin dang xit vé6i cac thudc
khac. Tuy nhién, can han ché viéc st dung dong thdi terbinafin véi thuéc
khac lén vung diéu tri.

Tac dung khéng mong muén ctia thuéc
C4c triéu chung tai chd nhu ngua, ban da tréc vay, dau/kich tng vung da
dung thudc, réi loan sac t6, cdm giac ndng bdng da, ban dé va dong vay c6
thé xuat hién & vi tri dung thudc.
Can phai phan biét cac triéu chiing nhd nay véi cac phan tng qua mén
nhu ngta lan tda, phat ban, ban bong nudc, may day, day la cac truong
hop da dugc bao cdo lé té nhung yéu cau phai ngling thuéc.
Tranh @€ san pham tiép xtc véi mét do terbinafin cé thé gay kich Ging mét.
Trong mét sé it trudng hgp, tinh trang nhiém ndm vung duéi da c6 thé
tram trong hon.
Cac phan ting co hai dugi day dugc liét ké theo hé co quan hodc tan suat.
Tan sudt phan ting dugc dinh nghia: rdt thuong gdp (ADR = 1/10); thudng
gdp (1/100 < ADR < 1/10); it gdp (1/1000 < ADR < 1/100); hiém gdp
(1710000 < ADR < 1/1000); rdt hiém gdp ( ADR < 1/10000), hodc khong ro
(khéng thé udc tinh dugc tir dir liéu hién ¢6). Trong mbi miic do, cac phan
ing c6 hai dugc trinh bay theo muic d6 nghiém trong giam dan.
Réi loan hé mién dich
Khéng ré: Qua man
R&i loan & mat
Hiém gdp: Kich tng mat
Réi loan da va mé duéi da
Thudng gdp: Ban da troc vay, ngta
It gdip: Tén thuong da, déng vay, réi loan da, réi loan sac t6, ni may day,
cam gidc nong bong da
Hiém gdip: Kho da, viém da tiép xuc, eczema
Khéng ré: Phét ban
Céc r8i loan chung va tinh trang tai vi tri dung thuéc
It gdip: Pau, dau tai vi tri dung thudc, kich tng tai vi tri dung thuéc
Hiém gdp: Tinh trang bénh tram trong thém

Théng bdo ngay cho bdc si nhitng phan ting c6 hai

gdip phdi khi str dung thuéc

Qua liéu va cach xir tri
Su hap thu toan than cla terbinafin thap do d6 qua liéu st dung thuéc la
khé c6 thé xay ra.
Néu vé tinh nuét phai dung dich xit trén (lo 30 ml) dugc so sanh vdi viéc
uéng 1 vién nén c6 chira 250 mg terbinafin. Khi vé tinh nuét phai 1 lugng
I6n terbinafin, mot sé triéu chiing qua liéu nhu budn noén, dau dau, dau
thugng vi, chdng mat c6 thé xay ra.
Pong thai, trong trudng hop vo tinh nudt phai, néng dé ethanol can thiét
phai dugc xem xét.
XU tri: Néu qua liéu xay ra, can phai loai bo terbinafin ra ngoai bang cach
st dung than hoat tinh hodc diéu trj hé trg cac triéu chiing néu can thiét.
Pac tinh duogc luc hoc
Nhém dugc ly: Thuéc tri ky sinh trung, chéng nhiém khuan
Ma ATC: DO1AE15
Terbinafin [a mét allylamin c6 phé khang nam réng, diéu tri trong nhiém
nam da gay ra bai Trichophyton (Vi du nhu T. rubrum, T.mentagrophytes,
T.verrucosum, T.violaceum), Microsporum canis va Epidermophyton floccos-
um.
Terbinafin ndng d6 thap cé kha nang khang ndm ngoai da, ndm mong va
nadm ludng hinh. Tac déng diét hay la khang ndm men tuy thudc vao
chling loai nam. Terbinafin can thiép chon loc vao giai doan dau ctia qua
trinh sinh t8ng hgp sterol ndm. Diéu nay dan dén sy thiéu hut ergosterol
va tang tich Iay squalen trong noi bao, lam chét té bao ndm. Terbinafin
phat huy tac dung bang cach Uc ché epoxidase squalen trong mang té
bao nam. Cac enzym epoxidase squalen khéng lién két vGi hé théng
cytochrom P450. Terbinafin khéng anh huéng dén su chuyén héa cuta
hormon hodc cla cac thuéc khac.
Pac tinh dugc dong hoc
G co thé ngudi, dusi 5% liéu diing dugc hap thu sau khi boi thuéc tai chd.
Vi vay, tac dung toan than rat it . Cac chat chuyén héa théng qua qua trinh
chuyén héa sinh hoc khéng 6 tac dung khang ndm va dugc dao thai chu
yéu qua phan va nudc tiéu. Thai gian ban thai 1a 17 gid. Khéong co bang
chiing vé tich iy thuéc.
Quy cach dong goi:
Hop 110 15 ml
Bao quan: Bido quan trong bao bi kin, tranh anh sang, & nhiét d6 dusi
300°C.
Han duing: 24 thang ké tir ngay san xuat.
Tiéu chudn chéit lugng: TCCS

Nha san xuat:

cpPciHN
Cong ty c6 phan Dugc pham CPC1 Ha Noi
Cum c6ng nghiép Ha Binh Phuong, xa Van Binh, huyén Thudng Tin,
thanh phé Ha Néi
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