TO'HUGNG DAN SU DUNG
Rx
Mudisil 250
THUGC NAY CHi DUNG THEO DON THUOC.
DEXA TAM TAY TRE EM.
DOC KV HUONG DAN SUDUNG TRUGC KHI DUNG.
THANH PHAN: M vién chua:
Thanh phan dugc chdt: Terbinafin (dung dudi dang terbinafin hydroclorid).........vv.veeseerrreeens 250 mg
Thanh phdn td dugc: Microcrystallin cellulose, natri starch glycolat, hydroxypropyl methyl cellulose, colloidal silicon
dioxyd, magnesi stearat.
DANG BAO CHE:
Vién nén. Vién nén hinh tron, mau tréng dén trang nga, khum, hai mt tron.
CHi DINH DIEU TRI:
- MUDISIL 250 dugc dung udng dé diéu tri ndm da toan than, nam da dui, ndm da chan do dermatophytes gdy ra. Khi
lidu phdp uéng dugc coi la phu hgp vdi muic do, tinh trang nhiém trung.
- MUDISIL 250 diéu tri ndm méng do dermatophytes con nhay cam vdi terbinafin.
- Can xem xét hudng dan lién quan dén viéc st dung va ké don thudc khdng nam thich hgp.
- Trdi ngugc vdi terbinafine boi ngoai da, terbinafine udng khong cd hiéu qua ddi véi bénh lang ben.
LIEU LUGNG VA CACH DUNG:
Cdch diing: Uong nguyén vién thudc cling véi nudc, ¢6 thé udng thudc lic déi hodc sau bita an.
Liéu ding:
- Nguti fon: 250 mg x 11an/ngay. Thoi gian diéu tri thay ddi theo chi dinh diéu tri va mc d6 nhiém tring.
- Nhiém tring da: Thoi gian diéu tri nhu sau:
+ Nam da chén (interdigital, plantar/moccasin type): 2 dén 6 tuan.
+ Nam da toan than: 4 tuan.
+ Nam da dui: 2 - 4 tuan.
- Ndm méng:
+ Thai gian diéu tri cho da s6 bénh nhan la tir 6 tudn dén 3 thang. Bénh nhan nhiém tring mong tay, nhiém tring
mong chan khong phai ngén cai hodc bénh nhan nhd tudi, thai gian diéu tri co thé dudi 12 tuan. Thai gian 3 thang
thudng da ddi véi diéu tri nhiém trung méng chan, mac d mot s6 bénh nhan o thé can phai diéu tri dén 6 thang hoac
1du han. Méng phat trién kém trong nhitng tuan dau diéu tri c6 thé cho phép diéu tri lau hon.
+ Cac ddu hiéu va triéu ching ca nhiém trung c6 thé chua dugc gidi quyét hoan toan cho dén vai tudn sau khi chira
khdi ndm.
- Tré em va thanh thiéu nién (dudi 18 tudi):
+ Kinh nghiém st dung terbinafine dudng uéng 6 tré em va thanh thiéu nién con han ché va do d6 khang thé khuyén
cdo st dung thudc nay.
Théng tin bé sung vé déi tuong dc biét:
- Nguai gia:
+ Khdng ¢d béng chiing cho thdy ngudi gia can diéu chinh liéu hodc gap tac dung khdng mong muén khac véi nhém
bénh nhan tré tugi. Can xem xét dén nguy co suy gidm chiic ndng gan hodc than & nhém bénh nhan nay.
- Suy thdn:
+ Viéc str dung vién nén terbinafine chua dugc nghién cu ddy du & bénh nhan suy than va do d6 khong dugc khuyén
cdo cho nhom ddi tugng nay (xem muc Canh bdo va than trong dac biét khi s dung va muc Dac tinh dugc dong hoc).
- suy gan:
+ Vién nén Terbinafine khong dugc khuyén cdo cho bénh nhan mac bénh gan mén tinh hodc hoat dong (xem muc
(Canh bdo ddc biét va than trong khi st dung).
CHONG CHi DINH:
- Bénh nhan da biét qud man vdi terbinafin hodc vdi bat ky thanh phan nao cda thudc.
- Bénh gan dang hoat ddng hodc bénh gan man tinh.
CANH BAO VA THAN TRONG KHI SU DUNG:
Chifc ndng gan:
- Chdng chi dinh terbinafin & bénh nhan bj bénh gan dang hoat dong hodc man tinh. Can thuc hién xét nghiém va danh
gid chlic ndng gan trudc khi ké dan terbinafin.
-Theo di dinh ky (sau 4 — 6 tuan diéu tri) chtic ndng gan do 6 thé xy ra nhiém ddc gan & bénh nhén c6 hodc khong
madc bénh gan tir trudc. Ngiig terbinafin ngay néu xét nghiém chiic ndng gan cho két qué cao.
- Suy gan nang (mot s6 trudng hop tirvong hodc cn phéi ghép gan) da dugc béo cdo vdi tan sudt rat hiém ¢ bénh nhan
udng terbinafin. Trong phan ldn cac trudng hgp suy gan, bénh nhan 6 cac tinh trang toan than nghiém trong.
- Bénh nhan can dugc hudng dan bao cdo ngay vé bat ky dau hiéu hodc triéu chiing nao ggi y réi loan chiic nang gan

nhu ngtta, budn non dai déng khong rd nguyén nhan, gidm cdm gidc them an, chan an, vang da, nén mia, mét moi,
dau bung trén phai, nudc ti€u sam mau hodc phan nhat mau. Bénh nhan cd cic triéu chiing nay nén ngiing uéng
terbinafin va phai dugc danh gid chiic ndng ngay.

Tdc dung ngoai da:

- C4c phan ting nghiém trong trén da (nhu hoi chiing Stevens-Johnson, nhiém ddc bi€u bi gy hoai td, phat ban do
thudc vdi tang bach cau i toan va cc triéu ching toan than) dugc bao cdo vdi tan sudt rét hiém & bénh nhan uéng
terbinafin. Ngimg uéng thudc néu xudt hién phét ban tién trién.

-Thén trong khi dung thudc & bénh nhan bi vay nén tir truéc vi mot s6 truong hgp bénh vay nén kich phat da dugc béo
o v6i tan sudt rat hiém.

Tdc dung trén huyét hoc: Cac réi loan vé mau (gidm bach cau trung tinh, mét bach cau hat, gidm tiéu cau, gidm toan thé
huyét cu) da dugc bao cdo vdi tan sudt rat hiém khi udng terbinafin. Can danh gia can nguyén ctia bat ky chiing réi
loan mau nao xay ra 6 bénh nhan udng terbinafin va nén xem xét ché do dung thudc, bao gom cé viéc ngimg thudc.
Chiic nding than: Viéc dung vién nén terbinafin trén bénh nhan suy than (d6 thanh thai creatinin < 50 ml/phdt hodc
creatinin huyét thanh > 300 micro mol/l) chua dugc nghién ctiu ddy d, vi vay khong khuyén céo dung thudc trén
nhém bénh nhan nay.

Thdn trong khdc: Than trong khi dung vién nén terbinafin cho bénh nhan lupus ban dé vi da c6 béo cdo xdy ra lupus ban
d0 véi tan sudt rat hiém khi dung thudc.

TRUGNG HOP CO THAI VA CHO CON BU:

Phu ni cé thai

Nhiing nghién ctiu vé ddc tinh trén bao thai va khd nang sinh san & dong vat cho thay khong cd téc dung khong mong
mudn. Do kinh nghiém Iam sang con han ché trén phu nit 6 thai, khdng nén dung vién terbinafin cho phu nit mang
thai trir khi tinh trang 1am sang, yéu cau diéu trj va lgi ich cho me cao han nguy co tiém &n cho thai nhi.

Phu nit cho con b

Terbinafin dugc bai tiét qua sita me vi vay khong nén dung vién terbinafin trong khi cho con ba.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua c6 nghién ctiu vé& anh hudng cla terbinafin ddi vdi kha nang 13i xe, van hanh may mdc. Bénh nhén bj chong mat
do tac dung khdng mong mudn nén tranh 1ai xe hodc van hanh may méc.

TUGNG TAC, TUONG KY V@I CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

Tuong tdc cia thudc:

Anh huéng cta cdc thudc khdc dén terbinafin:

- Do thanh thai huyét tuong cla terbinafin ¢6 thé tang Ién bdi cac thudc gdy chuyén hoa va co thé b tic ché béi céc
thudc tc ché cytochrom P450. Khi dung déng thai véi céc thuc nay, ¢ thé can phai diéu chinh liéu terbinafin.

- Cac thudc sau day c6 thé lam tang tac dung hoac ndng dd terbinafin trong huyét tuong:

+ Cimetidin lam giam 30% do thanh thai ca terbinafin.

+ Fluconazol 1am tang Cmax va AUC cta terbinafin 1én Ian lugt 1a 52% va 69% do tic ché ca hai enzym CYP2C9 va
CYP3A4. Su ting phai nhiém tuong tu c6 thé xay ra béi cac thudc tc ché cd CYP2C9 va CYP3A4 nhu ketoconazol va
amiodaron khi dung dong thai véi terbinafin.

- Cac thudc sau day c6 thé lam gidm téc dung hodc ndng do trong terbinafin huyét tuang:

-+ Rifampicin lam tang d9 thanh théi cta terbinafin [én 100%.

Anh huéng ctia terbinafin fén cdc thudc khdc:

Terbinafin c6 thé lam tang téc dung hodc ndng dd trong huyét tueng clia cac thudc sau:

- Caffein-terbinafin lam giam 21% do thanh thai cGa caffein tiém tinh mach.

- Cac hgp chét dugc chuyén héa chi yéu bai CYP2D6 — Cac nghién citu in vitro va in vivo cho thdy terbinafin tc ché
chuyén hda qua trung gian CYP2D6. Diéu nay 6 thé lién quan dén lam sang 6 nhiing bénh nhan dung nhiing thudc
dugc chuyén hoa chii yéu bai CYP2D6, nhu: Mt s6 thudc thudc cac nhom sau, thudc chdng trdm cadm ba vong (TCA),
thudc chen beta, thudc tc ché téi hdp thu serotonin ¢d chon loc (SSRI), thudc chdng loan nhip (bao gom nhom 1A, 1B
va 1C) va cht ttc ché monoamin oxidase (MAO-Is) loai B, ddc biét & bénh nhan ¢4 ctta s6 diéu tri hep.

- Terbinafin lam gidm 82% dd thanh théi cta desipramin.

- Trong cac nghién ctiu trén déi tugng khde manh st dung chét chuyén héa ctia dextromethorphan (thudc diéu tri ho
va la chdt nén tham do ctia CYP2DG6), terbinafin lam tang ty 1& chuyén hoa dextromethorphan/dextrorphan trung binh
trong nudc tiéu gap 16 dén 97 lan. Do do, terbinafin c6 thé chuyén ddi cac chat chuyén héa CYP2D6 rong rai (kiéu gen)
sang trang théi chat chuyén hoa kém (kiéu hinh).

Cdc Jogi thudc khdc diing dong thoi vdi terbinafin khdng cd hodc cd tuong tdc khong ddng ké.

- Cac nghién ctiu in vitro va trén nguai tinh nguyén khde manh cho thdy terbinafin khdng cd nguy co déng ké trong
vigc tic ché hodc tao ra su thanh thai ctia hau hét cac loai thudc dugc chuyén hoa béi céc enzym cytochrom P450 khéc
(nhu tolbutmin, terfenadin, triazolam, thudc tranh thai) ngoai trit nhiing thudc dugc chuyén héa qua CYP2D6.

- Terbinafin khong nh hudng dén sy thanh thai cia antipyrin hodc digoxin.

- Terbinafin khong anh hudng dén dugc dong hoc ctia fluconazol. Khdng cé tuang tac lién quan vé mat lam sang gitia
terbinafin va nhiing thuéc dung ddng thai cotrimoxazol ¢6 nguy ¢a (trimethoprim va sulfamethoxazol), zidovudin
hodc theophyllin.

- Mot s6 trudng hop r6i loan kinh nguyét (ra mau bt thuong va chu ky khong déu) da dugc bao cdo & bénh nhan
udng terbinafin vgi thudc tranh thai, mac du ty |é cac r6i loan nay van nam trong ty I nén cia bénh nhan udng
thudc tranh thai don thuan.

- Terbinafin ¢ thé lam gidm téc dung hodc néng do trong huyét tuong clia cac thudc sau: Terbinafin lam tang do
thanh théi ciclosporin 1én 15%.

- Mt s6 truting hgp hiém lam thay dgi INR va/hoac thai gian prothrombin da dugc bao & bénh nhan dung terbinafin
déng thoi véi warfarin.

Tuang ky ctia thudc: Do khong cd cac nghién ciu vé tinh tuong ky ctia thudc, khdng tron 1an thudc nay véi céc thudc khac.

TACDUNG KHONG MONG MUON:

(Cac téc dung khong mong mudn thudng nhe dén trung binh va thodng qua. Cc phén ting bét lgi sau da dugc quan
st thdy trong cac thir nghiém lam sang hodc trong qua trinh luu hanh thudc.

(ac tac dung khéng mong mudn dugc thong ké, phan loai theo ty 1é mdc phéi nhu sau: Rat thudng gap (> 1/10),
thudng gap (= 17100, <1/10), it gap (=1/1000, <1/100), hiém gap (>1/10000, <1/1000), rét hiém gip
(<1/10000), chua biét (khdng thé udc lugng tir dif liéu san c6).

Chua biét (Cac dot bung phat hodc cac dot cdp ciia vay nén. Phan ting nghiém trong trén da (nhu mun
mu ngoai ban toan than cp tinh AGEP).

Phét ban do thudc véi tang bach cu di toan va cac triéu chiing toan than.

Roi loan co xuong va m lién két

Ratthuonggap | Céc phan ting trén co xuong (dau khdp, dau co).

R6i loan mau va hé bach huyét.

Chua biét | Tiéucovan
Roi loan chung
Hiém gdp Tinh trang kho 6.
Chua biét Mét moi.
Bénh gidng cdm, sot rét.
Diéutra
it gap Giam can**
** gidm can thit phat do réi loan phat trién.
Chua biét Tang creatin phosphokinase trong mau.

Rét hiém | Gidm bach cdu trung tinh, mat bach cu hat, gidm tiéu cdu.

Chua biét | Thiéu mau, gidm toan thé huyét cau.

R6i loan hé mién dich.

Rat hiém Phan (ing phan vé (gom phd mach), lupus ban d6 & da va hé thong.
Chua biét Phan ting phan vé, phan ting giong nhu bénh huyét thanh.

Roi loan dinh duGng va chuyén héa.

Rét thuong gdp |  Gidm sy thém &n.

Réi loan tam than

Chua biét ‘ (Cac tridu chiing lo du va trdm cam.

Rai loan hé than kinh

Thuting gap Dau dau

ftgap Roi loan phét trién*gdm chiing gia nua*
*Chdng gidm can, bao gém chiing gia nua, thudng hoi phuc trong vai tuan sau khi ngung thudc.
Cac trudng hgp riéng biét vé giam thé tich kéo dai da dugc bao cdo.

Hiém gap Di cam, gidm xuc gidc, chdng mét.

Chua biét Mat khitu gidc bao gom mat khiu gidc vinh vién, gidm khiu giac.

R6i loan mat

Chua biét | Giam thi lyc, moy mét.

Réi loan tai va mé dao

Rat hiém Chéng mat

Chua biét U tai, gidm thinh luc

R6i loan mach mau

Chua biét | viém mach mau

Réi loan tiéu héa

Rét thutng gap ‘ (Cac triéu chiing trén dudng tiéu héa (cdm gidc day bung, khd tiéu, budn nén, dau bung, tiéu chdy)

Chua biét | Viem tuy.
Rdi loan gan mét
Hiém gap Cac trudng hgp réi loan chic ndng gan ndng bao gom suy gan, tdng men gan, vang da, & mat va

viém gan. Nén ngiing vién nén Mudisil 250 néu réi loan chiic ndng gan phat trién. Rat hiém truong
hgp suy gan nang da dugc bdo cao (mot s trudng hgp dan dén ti vong hodc can phai ghép gan).
Trong phan I6n cac trudng hgp suy gan, bénh nhén ¢d céc tinh trang toan than co ban nghiém trong
va mai lién hé nhan qua vdi viéc uong terbinafin 1a khong chéc chan.

R6i loan da va mé dudi da.

Ratthuong gdp |  Phat ban, may day.

Rat hiém Hoi ching Stevens-Johnson, nhiém doc biéu bi gay hoai tit, hdng ban da dang, phat ban nhiém
doc trén da, viém da troc vay, viém da béng nudc.

Phan (ing nhay cdm vdi nh sang.

Rung téc tling mang.

Ngimg udng terbinafin néu phat ban trén da tién trién.

THONG BAO NGAY CHO BAC ST HOAC DUOC STNHING PHAN NG CO HAI GAP PHAI KHI SU' DUNG THUGC.
QUA LIEU VA CACH XU TRi:
M@t 56 truong hop dung thudc qué liéu (Ién dén 5g) da dugc béo cdo, gay nhitc dau, budn ndn, dau bung trén va chéng mat.
Viéc diéu tri qud liéu dugc khuyén cdo gém loai bé thudic ra khéi ca thé chi y&u bang cach dung than hoat va diéu tri hd trg
triéu chiing néu can.
PACTINH DUGC LUC HOC:
Nhém dugc Iy: Thudc chdng ndm duting udng.
Ma ATC: DO1B A02
Terbinafin la mot allylamin co hoat tinh khang ndm rong. §'nong do thép, terbinafin c téc dung diét nam ddi véi nam
da, ndm méc va mot s6 loai ndm lugng hinh. Thudc ¢6 tac dung diét ndm hodc khang ndm ddi véi ndm men tuy thudc
vao loai.
Terbinafin can thiép dac biét vao budc dau & qua trinh sinh tong hgp sterol cia ndm. Diéu nay dan dén su thiéu hut
ergosterol va tich tu squalen trong té bao, lam chét té bao nam. Terbinafin hoat dong béng cach (c ché squalene
epoxidase trong mang té bao nam. Enzym squalene epoxidase khdng lién két véi hé thdng cytochrom P450.
Khi duing dudng uéng, nong do thudc 6 da cd tac dung diét nam.
DACTINH DUGC DONG HOC:
Sau khi udng, terbinafin dugc hap thu t6t (>70%), sinh kha dung tuyét déi cia thudc do chuyén hoa lan dau khodng
50%. Sau khi uéng mot liéu duy nhat 250 mg terbinafin, nong d¢ dinh trung binh trong huyét tueng dat dugc 1,30
ug/ml trong vong 1,5 gi&r sau khi diing thudc. Nong do trong huyét tuong gidm & khu vuc ba pha, vdi thai gian ban thai
cudila 16,5 ngay. 0 ngay thir 28, khi dat dugc ndng do 70% 6 trang thai 6n dinh, nong do dinh clia terbinafin cao hon
trung binh 25% va AUC huyét tuong tang Ién 2,3 so véi khi dung mot liéu duy nhét. Tir sy gia tang AUC huyét tuong, c6
thé tinh dugc thai gian ban thai hitu hiéu 1a ~ 30 gid. Sinh kha dung cla terbinafin bi anh hugng vira phai béi thic dn
(tang AUC dudi 20%), nhung khdng can phéi diéu chinh liéu.
Terbinafin lién két manh véi protein huyét tuong. N6 khuéch tan nhanh qua I6p ha bi va tap trung & I6p sting ua ma.
Terbinafin ciing dugc tiét trong ba nhan, do do dat dugc nong do cao trong nang long, téc va da nhiéu ba nhon. (6 béng
ching cho théy terbinafin phan bé vao méng tay trong vong vai tuan dau tién sau khi bt dau diéu tri.
Terbinafin dugc chuyén hoa nhanh va rong rdi bdi it nhat bay isoenzym CYP (v6i sy dong gop chinh cia CYP2(9,
CYP1A2, CYP3A4, CYP2(8 va CYP2C19). Su bién ddi sinh hoc tao thanh cac chat chuyén héa khong ¢6 hoat tinh khéng
nam, dugc thai trir chdi yéu qua nudc tiéu.
Khdng c6 su thay ddi dugc dong hoc lién quan dén tudi tac nhung téc do thai trir 6 thé giam & bénh nhan suy than hodc
suy gan, dan dén tang nong do terbinafin trong mau.
Cécnghién cttu dugc dong hoc don liéu & bénh nhan suy than (do thanh thai creatinin < 50 ml/phtt) hodc ¢d bénh gan
tlr trudc cho thdy do thanh thai cla terbinafin 6 thé giam khoang 50%.
QUI CACH DONG GOI:
- Hop 03 vix 10 vién.
-Hop 10 vix 10 vién.
BAO QUAN: Nhiét do khong qua 30°C.
HAN DUNG: 36 thang ké tir ngay san xuat.
TIEU CHUAN: TCCS
NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA
$618, Buting L& Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Ci Chi, Thanh Phd Ho Chi Minh, Viét Nam.

Moi thdc mdc va théng tin chitiét, xin lién hé s6 dién thoai: 02822538854
HDSD-MUDIS-XXX250-N-D180XR220-TP2-23-A




