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NOVOBINAFIN
Terbinafine hydrochloride 1% (kU/kl)

Poc ky hudng din sir dung trieée khi dimg
1. Thanh phin cong thite thude:
M&i tuyp kem béi da chira:
Thanh phan duoc chat:
Terbinafine hydrochloride ................. 1% (kl/k1)
Thanh phan td duoc:

Cetostearyl alcohol, isopropyl myristate, polysorbate 60, cetyl palmitate, sorbitan monostearate,
benzyl alcohol, sodium hydroxide, propylene glycol, nuée tinh khiét.
2. Dang bao ché:

Kem bdi ngoai da.

Mé ta: Kem min dong nhat, mau tring toi trang ngd, khong tach 16p.
3. Chidinh

Nhiém nam da gay ra boi dermatophytes nhu Trichophyton (Vidu T. rubrum, T. mentagrophytes,
T. verrucosum, T. violaceum), Microsporum canis va Epidermophyton floccosum, nhu bénh ném da
chin loai k& ngén (chan vén dong vién), bénh ndm & viing da bi 4m w6t (dhobie (jock) itch) va bénh
nim gdy tén thuong mang tron (ringworm).

Lang ben do Pityrosporum orculare (con dugce goi 14 Malassezia furfur).

Nhiém nidm men & da, c¢hil yéu gdy ra bdi ndm Candida (nhu Candida albicans).

Bénh nidm da ban chan.
4. Cach ding, liéu ding

Chi ding ngoai da.

Bénh nhin cao tudi

Khéng ¢6 bing chimg cho thiy bénh nhan cao tudi cin céc lidu ding khac hoic gip céc tie dung
phu khéc so vé&i bénh nhén tré tudi hon.

Liéu dung

Ngudi 16m va tré em tir 12 tudi tré 1én

Thoi gian va tin sudt ditu tri

e Bénh ndm da chén (loai k& ngén): 1 lin/ngdy trong 1 tuén.

¢ Bénh ndm da ban chan: 2 lan/ngay trong 2 tuan.

e Bénh nim & ving da bi 4m w6t va bénh nim gay tén thwong mang tron: 1 lAn/ngay trong 1
tuan.

¢ Bénh nidm Candida & da: 1 hodc 2 ldn/ngay trong 1 — 2 tudn.

e Lang ben: 1 hofic 2 1an/ngay trong 2 tuén.
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Tri¢u chimg 14m sang thudng bit dAu cai thién trong vai ngdy. Str dung khéng thudmg xuyén
hoac nging diéu tri sém din dén nguy co tai phat.

Néu khong c6 ddu hiéu cai thién sau 2 tuin diéu trj ddu tién, bénh nhin nén dén gip béc si hoiic
duoc si dé xdc minh chén doan.

Cach dung

Ving da bj bénh cin duge lam sach va lau kho k¥ ludng trude khi béi thude.

Nén boi mot lép kem mong vao viing da bi bénh va viing xung quanh rdi xoa nhe nhang.

Trong trudng hep nhiém nim & ving da thudng xuyén co x4t nhau (dudi vi, k& ngén, k& méng,
ben), chd boi thude cd thé dwoe bao phu biang mot miéng gac, dic biét 1a vio ban dém.

Iré em

Khéng khuyén céo sir dung thude cho tré duéi 12 tudi do chua du dir liéu vé dé an toan va hiéu
qua.
5. Chéng chi dinh

Qué man cam véi terbinafine hodc bat ky thanh phan nao cta thude
6. Cinh b#o va thin trong khi ding thube

Kem Novobinafin chi ding ngoai da.

Nén thin trong khi sir dung & nhimg bénh nhén c6 tén thuong vi cdn c6 thé gay kich tmg.

Khéng nén sir dung trén mat. Nén tranh tiép xtc véi mat do c6 thé gy kich tmg mit. Trong
truong hop vo tinh tiép xtic véi mét, hdy rira mét thit k§ dudi voi nude sach.

Nén dé xa tAm nhin va tim véi ca tré em.

Thube nay chira 10 mg benzyl alcohol trong mdi gam thube. Benzyl alcohol ¢6 thé gdy ra phan
tmg dj img va ¢ thé gay kich tmg tai chd nhe.

Cetostearyl alcohol ¢6 trong kem ¢6 thé gdy ra phan (g tai chd (vi dy nhu viém da tiép xtc).

Thudc nay c6 chira 60 mg propylene glycol trong mdi 1 gam kem béi da.

Thudc nay cé chira Polysorbate 60 c6 thé géy ra phan img di ing.
7. Sit dung thude cho phu nir ¢6 thai va cho con bi:

Phu nit mang thai:

Céc nghién ciru vé doc tinh dbi véi thai nhi va kha ning sinh san & dong vat khéng cho thiy tac
dung phu nao.

Chura c6 kinh nghiém 1am sing nao vé viée sir dung kem chira terbinafine 1% trén phu nitr mang
thai. Khong nén sir dung Novobinafin trong thdi ky mang thai trir khi thuc su cén thiét.

Phu nit che con bii:

Terbinafine dugc bai tiét vao sita me. Do @6, phu nit trong thoi gian cho con bu khéng nén sir
dung Novobinafin.

Tré so sinh khéng duge phép tiép xtc véi bat ky ving da ndo dang bdi thude, bao gbm ca nguc.

Kha nding sinh sin

Khéng thdy anh huéng nao ciia terbinafine d6i vai kha ning sinh san trong céc nghién ctru trén
dong vat.
8. Anh hwéng ciia thude 1én khai niing Idi xe, viin hanh my méc
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Kem Novobinafin khéng dnh hudng dén kha nang l4i xe va van hanh méy méc.
9. Twong tic, twong ky ciia thube

Chua c6 tuong téc nao dugce biét dén lién quan téi kem chira terbinafine 1%.

Do khéng c6 cdc nghién ctru vé tinh tuong ky ciia thude, khéng trén 14n thude nay véi cde thude
khac.

10. Téc dung khong mong mudn ciia thube

Céc tridu chimg tai chd nhu ngira, bong tréc da, dau tai chd bdi thude, kich img tai chd bdi thude,
rdi loan sic t6, cAm gidc néng rat da, ban do va déng vay c6 thé xdy ra tai vi trf boi thude.

Nhiing triéu chimng nay phii dugc phan biét vdi cdc phin img qua man nhu ngira lan réng, phat
ban, phat mun nuée va ndi mé day, duoc béo céo trong mot sb trudmg hop 1é nhung cén phai ngimng
thude.

Trong trudng hop vo tinh tiép xtic véi mit, terbinafine hydrochloride c6 thé gay kich tng mat.

Trong mdt sb trudmg hop, tinh trang nhiém ndm tiém 4n 6 thé tré nén trdm trong hon.

Bang dudi déy thé hién céc phan tmg bét loi lién quan dén diéu tri duge béo céo theo hé co quan
va tAn sudt gap.

Rét thuomg giip (>1/10); thudng gip (>1/100, <1/10); it gip (>1/1000, <1/100); hiém gip (=1/10
000, <1/1000); rét hiém gap (<1/10 000); Khong 5 tAn sut (khdng thé wée tinh tir dit lidu co sin)

Réi loan hé thong mién dich
Khong rd | Quéa man

R6i loan mit

Hiém gip | Kich tmg mat
Rdi loan da v mé duéi da

Thudng gap | Da bong troc, nglra

[t gap Ton thuong da, xuat hién vay, roi loan sic td, ban do, cam gidc nong rat da
Hiém gap Da kho, viém da tiép xtc, cham

Khéng 13 Phat ban

Réi loan chung va tai chd

It gap Dau, dau tai chd bdi, kich (g tai chd

Hiém gap Tinh trang tram trong hon

Théng bdo cho bdc st/ dwoe st nhitng tdc dung khéng mong muon nhir trén khi sir dung thuébe
hodc bdo cdo cdc phan ing c6 hai ctia thube vé Trung tam Thong tin thude va Theo doi phan ting 6
hai ciia thuée (ADR) Quéc Gia

11. Qui liéu va cach xir tri

Kha niing hap thu toan than ciia terbinafine sir dung tai chd thdp nén tinh trang qué lidu rit khé ¢é
thé xay ra.

Vige v6 tinh nudt phai mét tuyp kem 30 g chira 300 mg Terbinafine hydrochloride tuong duong
v6i viée nubt phai mot vién Terbinafine 250 mg (liéu dung dwong udng cho ngudi 16m). Néu vé tinh
nudt phai mot lugng 1ém kem Novobinafin ¢ thé xay ra céc tac dung phu tuong tir nhu nhiing tic
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dung phu quan sét thiy khi ding qua liéu vién nén terbinafine. Bao gém dau dau, budn ndn, dau
thugng vi va chéng mit.

Néu v6 tinh nudt phéi, bién phap diéu tri qua lidu duge khuyén cdo bao gdm loai bo hoat chit,
chu yéu b%mg cach sir dung than hoat tinh va diéu trj triéu chimg néu cén.

12. Pic tinh dwoe Ive hoe

Nhéom duge Iy: Chéng ndm tai chd.

Ma ATC: DO1AELS

Tac dung dwge lue hoe:

Terbinafine 12 mét allylamine cé phd tac dung khéng nidm réng. O néng do thép, terbinafine c6
tac dung diét nam doi véi cac loai nim da, ndm mdc va mot so loai nam ludng hinh.

Terbinafine can thiép cu thé vao qua trinh tdng hop sterol ciia ndm & giai doan dAu. Didu nay din
dén tinh trang thiéu hut ergosterol va tich tu squalene trong té bao, din dén chét té bao nim.
Terbinafine hoat dong bang céach trc ché squalene epoxidase trong mang té bao nim.

Enzym squalene epoxidase khéng lién két véi hé thong cytochrome P-450. Terbinafine khong
anh hwéng dén qua trinh chuyén hod hormone hoic céc loai thude khéc.

Terbinafine cung cip kha nang bao vé lau dai. Hon 90% bénh nhdn bi ndim k& ngén chan duge
diéu tri bing kem chua terbinafine 1% trong mot tudn khong thay bing chimg ndm hoc vé tai phét
hodc tai nhiém ndm sau ba thang k& tir khi bt du diéu tri. Khéng c6 dir liéu ndo vé ném ben.

13. Pic tinh dugce ding hoc

Chi c6 dudi 5% liéu diung duwoc hip thu sau khi bdi ngodi da cho ngudi, do d6 mic do phoi

nhiém toan than rt thip.
14. Quy cach dong goi:

Hop 1 tuyp. Tuyp S g, 7.5¢g, 10 g,20 g, 30 g.
15. Pidu kién bio quin:

Béo quan duéi 30°C, trong bao bi kin, trdnh 4nh sang, tranh &m. Khéng bao quan lanh
16. Han dimg:

24 thang ké tir ngdy san xudt
17. Tiéu chuén chit hrong ciia thudc:

Tiéu chuan co s&
18. Tén, dia chi ciia co sé sin xuit thudc:

CONG TY CO PHAN NOVOPHARM - NHA MAY GMP DUQC PHAM
Lo CNOS, Khu cong nghiép ho trg DPong Vin II1, phuomg Duy Ha, tinh Ninh Binh, Viét Nam



