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Thudc diing ngodi

TERBISIL 1% CREAM
(Kem boi da terbinafine hydrochloride 10mg/g)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Dé xa tdm tay tré em

Doc k hudng din sir dung triede khi ding

Théng bdo ngay cho bédc sy hodic duoc st nhitng tdc dyng khdng mong Mo
dung thuoc.
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THANH PHAN CONG THUC THUOC:

M&i gam kem bdi da cé chira:

Thanh phdn hoat chadt: terbinafine hydrochloride ..........ooooviiniiiiii 10 mg.
Thanh phan td duogc: natri hydroxid, benzyl aleohol, sorbitan monostearat, cetyl palmitat, cetyl
alcohol, stearyl alcohol, polysorbat 60, isopropyl myristat, nudc khtr ion.

DANG BAO CHE:
Kem bdi da. i
Mb td dang bao ché: Kem bdi da mau tring sang, dong nhat.

CHI DINH:

Nhidm nim da do Trichophyton (vi du T. rubrum, T. mentagrophytes, T. verrucosum,
T violaceum), Microsporum canis va Epidermophyton floccosum.

NhiZm ndm men trén da, chu yéu do Candida (vi du: C. albicans).

Bénh véay hong do Pityrosporum orbiculare (Malassezia Jfurfur) giy ra.

LIEU DUNG, CACH DUNG:

Liéu diing:

Kem bdi da terbinafine hydrochloride 10mg/g c6 thé duoc dung mdt hodc hai 14n mdi ngay.
Théi gian va tAn suét diéu tri:

Thoi gian cé thé ciia méi lan diéu tri nhu sau:

Bénh ndm da chén: 1 -2 tudn.

Bénh nim da ban chan: 1 tuin.

Bénh nim Candida & da: 2 tuin.

Bénh vay hong: e ———— —g e S——
Céc triéu chimg lam sang s& giam trong vong vai ngay didu tri. St dung khong thuong xuyén
hosic ngimg didu tri sém c6 nguy o tai phat. Néu khong c6 déu hiéu cai thién sau 2 tudn, bénh
nhén nén dén gip béc sl.

Ding thube & cic nhém bénh nhan dic biét:

Tré em

Kinh nghiém vé sit dung kem bdi da terbinafine Lydrochloride 10mg/g & tré em con han ché, vi
vy khong khuyén cdo str dung thubc o d6i tuong nay.

Bénh nhdn cao (uoi

Khdng c6 bang chimg cho thiy bénh nhén cao tudi can lidu dung khac hodc gip cac tac dung
phu khéc so voi bénh nhén tre tubi hon.

Cich diang:

Duing bbi ngoai da.

Vung da bi bénh cin duoc 1am sach va lau kho thét ky trudc khi boi thube. Nén bdi mot 16p
kem mong vao ving da bi bénh va ving xung quanh rdi xoa nhe nhang. Trong trudong hop
nhi®m ndm & ving k& (dudi vi, k& ngén, k& moéng, ben), ch® béi thude cé thé dugce bao phi
bing mot miéng gac, dic biét 12 vao ban dém.




CHONG CHI PINH : , ‘
Qué mén cam vai terbinafine hodc vai bét ky thanh phan nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Tl\méc nay chi dung ngoai da.

Cén tranh tiép xtc voi mit vi ¢6 thé gay kich tmg mit. Trong trudmg hop vo tinh dé thubc dinh
vao mét, cin rira sach mét dudi voi nude chay.

Trong truong hop c6 phan g di ung, nén loai bé kem va ngung diéu tri;

Bénh nim candida: Khong nén sir dung xa phong c6 d¢ pH acid. Diéu nay tao diéu kién phat
trién thuan loi cho Candida spp.

Thucf)c ndy c6 chira benzyl alcohol. Benzyl alcohol co thé gdy phan tmg di tng.

Thudc nay co6 chira cetyl alcohol, stearyl alcohol co thé gay phan tmg da tai chd (vi du viém da

tiép xtc).

ST’ DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu nit co thai:

Khong ¢6 kinh nghiém 14m sang vé viéc dung terbinafine & phu nit c6 thai. Do do, khong nén
stt dung kem boi da terbinafine hydrochloride 10mg/g trong thoi ky mang thai trir khi 1gi ich
mang lai virot trdi hon bat ky rui ro tiém 4n nao.

Cac nghién ciru vé ddc tinh trén bao thai & dong vt cho thdy khong c6 tic dung bt loi.

Phu nit cho con bu:

Terbinafine duoc bai tiét qua sita me. Vi vdy, cdc ba me khéng nén sir dung kem boi da
terbinafine hydrochloride 10mg/g trong thoi gian cho con bu. Khong duoc dé tré nho tiép xtc
véi bt ky viing da nao dugc boi thube, ké ca vi.

Kha nang sinh san

Khong thiy anh hudng nao cua terbinafine dén kha nang sinh san trong céc nghién cuiu trén
ddng vat.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc nay khéng anh hudng dén kha ning lai xe va van hanh may moec.

TUGNG TAC, TUONG KY CUA THUOC:
Khong ¢ tuong tac thude dugce biét dén véi kem boi da terbinafine hydrochloride 10mg/g. Tuy

nhién dé dé phong, khong dugc bdi cac thube khac 1én ving dwgce dieu tri.

TAC DUNG KHONG MONG MUON CUA THUOC:

Cac triéu chimg tai chd nhu ngia, bong tréc da, dau tai chd boi thude, kich (mg tai chd boi
thube, réi loan sic td, cam gidc néng trén da, ban d6 va dong vay €6 thé xay ra tai chd boi
thudc. Phai phéan biét nhing triéu chimg nhe nay vl cdc phan Ung qua man bao gom ngua lan
rong, phét ban, ban mong nuéc va ndi may day duoc bo cdo trong cac truong hop lé té va can
phai ngimg diéu tri. Trong truong hop vo tinh dé thubc dinh vao mit, terbinafine hydrochloride
co thé gay kich ting mat.

Trong mot 56 it truomg hop, nhidm nam ¢o tir trude cb thé ning thém. Céac phan tmg phu duge

liét k& dudi day theo nhém hé co quan va tAn suét. Cdc tAn sudt duoc xdc dinh nhu sau: rat
thudng gip (>1/10); thuong gip (=1/100 dén <1/10); it gap (= 1/1.000 dén < 1/100); hiém gap
(>1/10.000 dén < 1/1.000); rat hiém gdp (<1/10.000) hogc khong 1 (khong thé udc tinh tir cdc
dit liéu hién co). Trong mdi nhom tin sudt, cac phan (mg phu duge trinh bay theo thu tur do
nghiém trong giam dan.

Réi loan hé mién dich

Khéng 15: Qua man

R&i loan miit

Hiém giip: Kich mg mat.

Réi loan da va mé dwéi da

Thuodng gip: Bong troc da, ngua.
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ft gép: Tén thuong da, dong vay, rbi loan da, réi loan sic t6, ban d6, cam gidc nong rat o da.
Hiém gip: Da kho, viém da tiép xiic, cham (eczema).

Khong rd: Phat ban

Réi loan chung va tinh trang tai chd bdi thude

It gép: Pau, dau tai ch boi thubc, kich tng tai chd bdi thude.

Hiém giip: Tinh trang bénh ning thém.

QUA LIEU VA CACH XU TRi:

Sur héip thu toan thén cia terbinafine bdi ngoai da thip nén rét khé xay ra qué lidu. V6 tinh nubt
phai 1 tuyp kem 30g chira 300mg terbinafine hydrochloride ¢6 thé so sanh voi viée ubng mot
vién terbinafine hydrochloride 250mg (lidu don vi ubng danh cho nguoi 16n),

Néu v6 tinh nudt phai mdt lugng kem terbinafine hydrochloride 1én hon, cd thé xay ra céc tac
dung phu tuong tu nhu khi dung qua lidu vién nén terbinafine hydrochlorid. Céc tic dung phy
nay bao gbm nhitc dAu, budn ndn, dau ving thuong vi va chong mat.

Céch xi tri khi qua Lidu:

Néu vo tinh nudt phai thudc, phuong phap didu tri qua lidu duoc kl}uyén cdo bao gdm loai bo

r

thude, chu yéu 1a ding than hoat va diéu tri hé tro triéu chimg néu can thiét.

PAC TiNH DUQC LUC HQC:

Nhém duoc Iy: Thube chéng ndm ding tai chd.

Ma ATC: DO1AEI1S

Terbinafine 12 mét allylamin ¢d hoat tinh ghéng nim phé rong. O ndng do thap, terbinafine cé

tac dung diét nAm dermatophytes, nim moc v mt so ném luding hinh. Hoat tinh chéng nédm
men la diét nAm hodic kim nam, tiy thude vao ching loai nim.

Terbinafine can thiép chuyén biét vao qua trinh sinh tdng hop sterol cua nAm & giai doan dau.
Diéu nay dan dén sy thiéu hut ergosterol va sy tich tu squalene ndi bao, dAn dén chét té bao

nm. Terbinafine hoat dong bang cach tc che squalene epoxidase trong mang té bao nidm.
Enzym squalene epoxidase khong dwoc lién két v6i hé thong cytochrom P450.

PAC TINH DUQC PONG HQC : ) i
Duoi 5% li€u dung duoc hép thu sau khi béi tai cho cho nguoi, do d6 phoi nhiem toan thén la s
rat thap. \

TIEU CHUAN CHAT LUQNG:
Nha san xudt

Béo quan duai 30°C.

QUY CACH PONG GOI:
Hop 1 tuyp 30g.

HAN DUNG:

36 thang ké tir ngdy san xudt. Chi dung tl}ué)c trong vong 90 ngay sau khi mo nap.

Sé 16 san xudt (Baich No.), ngay san xudt (Mfg. dgate), han dimg (Exp. date): xin xem trén nhan
bao bi.

Scan xudt tai Tho Nhi Kp boi:
Santa Farma Ila¢ Sanayii Anonim Sirketi
Kocaeli, Gebze V (Kimya) [htisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovast — Kocaeli-

Turkey.




