https://trungtamthuoc.com/

Far external use Box of 1 tube 10 g

Terbimafine hydroohlonde 1% (whw)

COMPOSITION: Each tube 10 g cream contains: KEEP OUT OF REACH OF THE CHILDREN

Terbinafine hydrochloride . . . . . 100 mg HE INSTRUCTION
INDICATION, ADMINISTRATION, CONTRAINDICATION AND CAREFULLYBFE:AODRE USE L
OTHER INFORMATION: Refer to the package leaflet enclosed.

STORAGE CONDITIONS: Store in a tight container, avoid Manufactured by/San xudt béi:
moisture and sunlight, at a temperature below 30°C. KOREA ARLICO PHARM CO., LTD.
SHELF LIFE: 36 months from manufacture date. 21 Yongso 2-gil, Gwanghyewon-myeon,
SPECIFICATION: JP. -imcneOn-gun Chungcheongbuk-do,

“'“""“ 8. Republic of Korea -Han Quéc

Hop 1 tuyp 10 g

SDK/ Reg. No. :
LSX/ Batch No. :
NSX/ Mfg. Date:
HSDf Exp. Date:

THANH PHAN: M3i tuyp 10 g kem c6 chira: TIEU CHUAN: JP

Terbinafin hydroclorid . . .. . 100 mg DANG BAO CHE: Kem bdi ngoai da

CHIi BINH, CACH DUNG, CHONG CHI DINH XUAT XU: Han Quéc.

VA CAC THONG TIN KHAC: D& nghi doc trong DNNK/Importer:

to huong dan sir dung kém theo. 2 i

PIEU KIEN BAO QUAN: Bac quan trang bao bi kin, BE XA TAM TAY TRE EM

tranh &m, tranh &nh sang, & nhigt 68 dud| 30°C. BOC KY HUONG DAN SUDUNG
HAN DUNG: 36 thang ké tir ngay san xuét. TRUOC KHI DUNG' & ™

THANH PHAN: Méi tuyp 10 g kem €6 chira:
Terbinafin hydroclorid 100 A 1&0
CHI BINH, CACH DUNG, CHONG CHiBINH KHERILE ot

VA CAC THONG TIN KHAC: D& nghi doc KOREA ARLICO PHARM cO., (DA
trong t& huén, 2 dan st dung kém theo. TR T \)
DIEU KIEN BAO QUAN: Bao quan trong bao SDK/ Reg. No. :

bi kin, tranh &m, tranh anh sang, & nhiét do LSX/ Batch No.

duei 30°C. NSX/ Mfg. Date:

HAN DUNG: 36 thang ké tlr ngay san xuét. HSD/ Exp. Date:

TIEU CHUAN: J

Thudc diing ngoai
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TERBIRID

Terbinafin hydroclorid 1% (kl/ki)

“Dé xa tdm tay tré em”
“Doc ky hudng dan sir dung tricée khi dung”

Thanh phan céng thire thude: Mai tuyp 10 g chia:

- Thanh phdn dugc chdt: Terbinafin hydroclorid . . . . . 100 mg

- Thanh phan té duoc: Cetanol, stearyl alcohol, sorbitan stearat, polysorbat 60, isopropyl
myristat, propylen glycol, methyl paraben, propyl paraben, nuéc tinh khiét.

Dang bao ché
Kem bdi ngoai da, mau tréng

Chi dinh

Nhiém nim da gdy ra bai cac loai nAm nhu Trichophyton (T. rubrum, T. mentagrophytes, T.
verrucosum, T. violaceum), Microsporum canis va Epidermophyton floccosum.

Nhiém nam men & da, dic biét trong truomg hop do nam Candida (nhu Candida albicans).

Lang ben do Pityrosporum orbiculare (Malassezia furfur).

Liéu dung
C6 thé boi kem 1-2 14n mdi ngay. Rira sach va lau khé ving da bi nhiém ném truéc khi dung
thube. Boi mot 16p kem mong vao viing da bi nhiém nim va vung da xung quanh roi thoa nhe.
Trong céc truong hop nhiém nim cé tray (ham) da (k& vii, k& ngon chén, ngén tay, k& mong,
ben) nén phu 16p thude bdi bang mot gac mong, nhit 1a vé ban dém.

Thoi gian diéu tri:

Nam ngoai da, ndm ben: 1-2 tuin.

N4m ban chén: 1 tun.

Ném Candida & da: 2 tuin.

Lang ben: 2 tuan.

Céc trigu chimg lam sang thuong thuyén gidm sau vai ngay didu tri, véi didu kién khong bj tai
nhiém. Cén phai diéu tri déu dan va du thoi gian dé trénh nguy co téi phat. Néu khong c6 déu
hiu cai thién sau 2 tudn didu tri thi cin xem xét lai chan doan.

Ding thuéc é nguoi cao tudi:

Khéng c6 bing chimg cho thiy sy khac biét vé lidu ding hay tac dung phu giita nguoi tré va
ngudi cao tudi.

Diing thuéc é tré em:
Kinh nghiém dung terbinafin tai chd déi véi tré em con han ché, vi vay chugth
céo cho dbi tugng nay.
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Luwuy chung:
Viée gilr v¢ sinh tot v6 ciing can thiét va phai luon ludn di kém véi viée sir dung kem béi da
terbinafin 4 trénh tai nhidm ném (nhu tir quan 4o 16t, vé (tt), giay...)..

Chong chi dinh
Nhimg bénh nhan c6 tién sir man cam véi terbinafin hay bat ki thanh phan nao cua thudc.

Canh bdo va thén trong khi dung thudc

Trénh dé thude tiép xtc voi mét ciing nhu khong dung trong 4m dao hodc ubng. Ngoai ra, nén
tranh tiép xiic véi mili, migng hoic cic mang nhiy khac. Néu thube tiép xtic voi mét thi cin lau
mat sach va rira mét cén thdn dudi voi nude chay.

Do thubc c6 chira paraben: c6 thé xay ra phan g di ung (c6 thé xay ra cham).

Do thudc ¢6 chaa stearyl alcohol ¢6 thé gay cac phan tmg tai chd trén da (nhu viém da tiép
Xuc).

Sw dung thuéc cho phu nir ¢é thai va cho con bi:

St dung thudc cho phu nit ¢6 thai:

Céc nghién ctru vé sinh san trén dong vat khong chi ra tdc dung doc hai nao cua thude, nhung
chua cé thir nghiém kiém chimg nao duoe thuc hi¢n trén phu nit c6 thai. Vi vy, khong nén
dung thuée cho phu nit ¢6 thai trir khi loi ich diéu tri vuot trdi so véi nguy co c6 thé xay ra.

Sir dung thuéc cho phu nit cho con bii:

Terbinafin duoc bai tiét qua sita me va mic du véi luong hap thu it vin khong nén dung thude
trong thoi ky cho con bu.

Kha nang sinh san

Khong thiy anh huong cua terbinafin 1én kha ning sinh san trong cac nghién ciru trén dong vat.

:‘,"’—-'-‘

Anh huéng ciia thube 1én kha nang lii xe, vin hainh may méc Qg?

Khéng anh huéng 9
o

4

4 L

Twong tic, twong ky ciia thube A

Chua ¢ sy twong tac thude nao duoc biét dén véi TERBIRID dang kem bdi ngoai da. !
Do khong ¢6 cdc nghién ciru vé tinh tuong ky cua thude, khang tron 13n thude nay véi cac thube
khéc.

Téc dung khong mong muén cia thude

Céc triéu chimg tai chd nhu ngira, bong tréc da, dau, kich tmg, rbi loan séc td, cam gi4c bong rat
da, ban d6 va dong vay c6 thé xuat hién tai vi tri ding thude.

Nhimng tri¢u chimg nhe trén phai phan biét véi céc phan Ung qua man nhu Vi) ;iphattban, nbi
maén do lan rong, trong trudng hop nay cin ngung thude. *" 220N
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Trong trudng hop tiép xiic véi mét, terbinafin HCI ¢6 thé gdy kich tmg mit.

Trong mt sb trudng hop hiém gip, thude c6 thé 1am ndng hon tinh trang nhiém nam ban dau.
Céc phan ung bat loi duoc liét ké dudi day theo hé co quan va tan suat. T4n sudt duoc dinh nghia
la: rdt phé bién (= 1/10); thieomg gap (> 1/100 dén <1/10); it gap (> 1/1000 dén <1/100); hiém
gdp (> 1/10000 dén <1/1000); rdt hiém gap (<1/10000), hoic khong ro (khong thé uée tinh tir dix
liéu c6 s&n). Trong mdi nhom tin suat, phan tng bét loi duge trinh bay theo thir ty giam mirc d6
nghiém trong.

Ri loan hé mién dich

Khéng ré: qua man

Mit

Hiém gap: kich mg mit

Réi loan da va mé dudi da

Thuong gdp: bong tréc da, ngira

It gap: ton thuong da, dong vay, rdi loan da, rdi loan sic té da, ban do, cam giac bong rat da
Hiém gap: kho da, viém da tiép xuc, cham

Khéng rd: phat ban

Réi loan chung va tinh trang tai vi tri dung thude

It gdp: dau, kich tng

Hiém gdp: tinh trang ndng hon
Thong bdo ngay cho bdc sy hodc duwoc sy khi gap nhitng phan img bat loi trong qua trinh sir
dung thuoc.

Qui liéu va cdch xir tri

Quad liéu

Do hép thu toan than ctia terbinafin dang kem béi tai chd rat it nén qué liéu cuc ky hiém khi xay

ra. Trong trudng hop nuét phai 30g kem TERBIRID (chira 300mg terbinafin hydroclorid), c6 -

—
?. 35 g X T ” ; e L - 5 TN C
the tuong duong véi viéc ubng mot vién nén terbinafin 250mg (don vi liéu uong & nguoi 16n). ‘?(.3\4
£ £ . P g o % £ ‘A By Lt el
Néu nuét phai luong 16n kem TERBIRID, céc tic dung khong mong muédn du kién c¢é triéu _';\‘

chimg tuong tw voi tac dung khong mong muén duge quan sat khi qud liéu terbinafin dang vién
nén. Cac tri¢u chimg bao gom nhitc dau, budn nén, dau thuong vi va chéng mit.

Cach xu tri

Néu v6 tinh nudt phai, khuyén cdo v& xir tri qué liéu bao gdm loai b6 thude (chu yéu bang cach
dung than hoat tinh) va sir dung céc bién phép didu tri h3 tro, diéu trj tridu chimg néu can.

Dic tinh dwge lwe hoc
Nhém duoc ly: Thube chéng nim, din chét allylamin.
Ma ATC: DO1AE15
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Terbinafin 1a mot dan xuat tong hop cia allylamin c6 hoat tinh chéng ndm phé rong. & ndng do
thap terbinafin c6 tac dung diét ndm dbi véi ndm da, ndm méc va mot s6 loai ndm ludng hinh.
Téc dong 1én nAm men la diét ndm hoac khang ndm tuy thudc vao loai.

Terbinafin can thiép dic biét vao bude diu cia qud trinh sinh téng hop sterol & nim. Didu nay
dan dén sy thiéu hut ergosterol va su tich tu ndi bao cua squalen, dan dén chét té bao nim.
Terbinafin hoat dong bang cach wrc ché squalen epoxidase trong mang té bao ndm. Enzym
squalen epoxidase khong lién két voi he théng cytochrom P450.

Dic tinh dwoe djng hoc

O co thé ngudi, dudi 5% lidu ding duoc hap thu sau khi boi thudc tai ch. Vi vay, ndng do thuée
toan than rat thip.

Quy cich déng géi: Hop 1 tuyp 10 g.

Piéu kién bao quin: Bao quan trong bao bi kin, tranh am, tranh 4nh sang, & nhiét do dudi 30°C.
Han dung: 36 thang ké tir ngay san xuét.

Tiéu chuin chit lwgng cia thude: JP.

Tén, dia chi cia co sé san xuit thude:

KOREA ARLICO PHARM CO., LTD.
21, Yongso 2-gil, Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do, Han Quéc
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