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Terminus 1%
Cutaneous Spray

Indication, dosage,
contraindication: See
enclosed insert before use.

Keep out of the reach of
children.

Read the package leaflet
carefully before use.

Store below 30°C. Don't
store in refrigerator.

N recoroan iac

DNNK:

Terminus 1%
Cutaneous Spray

Terbinafine Hydrochloride

Used externally,
by spraying.

Q,
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Terminus 1%

Cutaneous Spray

Thanh phan: Moi 30g dung dich
chifa 0,3g terbinafin hydroclorid
(Terbinafin hydroclorid 1% ki/kl)
Hdp 1 chai 30m!

Dang bao ché: Dung dich xit
ngoai da.

Chi dinh, cach dung, chdng chi
dinh va cac thong tin khac: xem
trong td hudng dan si dung
thudc kém theo.

Bao quan dudi 30°C, khong dé
trong tu lanh. Tiéu chudn chat
lugng: NSX.

LSX, NSX, HD: Xem Batch No,
Man. Date, Exp. Date trén bao bi.
Han ding 1a ngay cudi cung cua
thang hét han.

SPK:

Thudc diung ngoai. Poc ky
huéng dan si dung trudc khi
ding. D& xa tam tay tré em.

San xudt bai:

Recordati Ilac Sanayi ve
Ticaret Anonim Sirketi
Cerkezkoy Organize Sanayi
Bolgesi Karaagac Mah. Ataturk
Caddesi No: 36
Kapakli/TEKIRDAG, Thd Nhi Ky.
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Cutaneous Spray

Used externally,
by spraying.
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s| DUGC PHAM

-

Terbinafine Hydrochloride

hydrochloride 1% w/w)

Manufactured by:

-

Formula: 30 g solution contains 0.3 g
terbinafine hydrochloride (Terbinafine

Terminus 1% Cutaneous Spray

Keep out of the

before use.

Store below 30°C. Don’t store in

refrigerator.

Recordati Ilac Sanayi ve Ticaret Anonim Sirketi

Read the package leaflet carefully

30m

Used externally, by spraying.

reach of children.
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Batch No:
Exp. Date:
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Dé xa tam tay tré em.
Doc kj huomg dan s dung trude khi dimg.

Thuoc dung ngoai.

1. THANH PHAN CONG THU'C THUOC

Méi 30g dung dich chia:

Thanh phin dwgc chit: Terbinafin hydroclorid...........oesieensreeressensessessssessessossssssroses 0,3g
Thanh phan td dwee: Cetomacrogol 1000 (Eumulgin B2), propylen glycol, ethanol 96%, acid
citric khan, nugc tinh khiét.

2. DANG BAO CHE
. Dang bao ché: Dung dich xit ngoai da.
MG ta: Dung dich khéng mau, trong sudt.

3. CHI PINH
Didu tri nAm da chan va nidm ben gdy ra boi Trichophyton (T.rubum, T.mentagrophytes,
Tverrucosum, T.violaceum) va Epidermophyion foccosum.

4. CACH DUNG, LIEU DUNG
Cach dung
Thube dung ngoai da.
Rira sach va lau khd viing da bi nhiém ndm trudce khi str dung thube va xit & khoang cach tir 5 -
10 cm. Nén stir dung mét luong dung dich vira du dé lam w6t ving can diéu tri va da dé bao phu
vung da bi anh hudng va ving da xung quanh.
Litu ding
. Nguoi lon: \ ‘
Str dung 1 1an/ ngay, dung trong vong 1 tuén.
Thoi gian va tan sudt diéu tri:

Ném da chan va nim ben: 1 lan/ngay, trong 1 tun.

Céc tridu chimg 1dm sang thuong giam trong vong vai ngay sir dung thude. Tuy nhién khong nén
sir dung ngét quing, khong thudng xuyén hodc ngung didu tri som do c6 thé lam ting nguy co
tai phat bénh. Néu khong c¢6 dau hiéu cai thién sau 2 tudn, nén hoi y kién béac sy.

Liéu dimg cho déi tuwong ddc biét:

Tre em:

Khong st dung cho tré em dudi 16 tudi. Kinh nghiém s dung va hiéu qua cta terbinafin
hydroclorid & tré em con han ché do d6 khong khuyén céo sir dung & tré em.

Ngueéi cao uoi:

Khéng ¢6 bing chimg vé vide can phai hiéu chinh lidu dung cho bénh nhan cao tudi hodc gip cic
tac dung khéng mong mudn khac so véi bénh nhan tré tudi.

5. CHONG CHI DINH
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Bénh nhén qua mn véi terbinafin hydroclorid hodc vai bit ky thanh phan nao cia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Than trong voi bénh nhén ¢6 ton thuong ma c6 thé bi kich tmg boi ethanol.

- Chi dugc su dung ngoai da. Thude ¢6 thé gy kich tng mat. Khong duoe st dung thude & mit.
- Trong truomg hop thude v tinh c6 sy tiép xtc voi mat can rira k§ mét bang nude sach.

- Tranh hit thude. Trong trudmg hop vo tinh hit phai cdn tham khao ¥ kién béc sy néu c6 bat ky
triéu chimg nao phat trién hoac kéo dai.

- Thude ¢6 chira ethanol 275 mg/g ¢6 thé gdy cam gidc nong trén da bi tén thuong.

- Thude ¢6 chira propylen glycol 600 mg/g c6 thé gay kich tmg da.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai

Céc nghién ctru trén dong vat khong cho thiy nguy co giy doc tinh cua terbinafin hydroclorid
trén phoi thai hodc gay quai thai.

Cho dén hién tai, chua ¢ truong hop dj tat trén nguoi nao duge bdo cdo khi sir dung thude. Kinh
nghié¢m st dung thude trén 1am sang & phu nit ¢6 thai con han ché. Cac nghién ctru vé ddc tinh
trén thai nhi & dong vét khong cho thdy téc dung khéng mong muén nao.

Khoéng str dung dung dich ding ngoai terbinafin hydroclorid trong thai ky trir truong hop thét
can thiét,

Phu nir cho con ba

Terbinafin hydroclorid dugc bai tiét qua sira me. Do do, nguoi me khong nén sir dung thude
trong giai doan dang cho con bd. Tré bt me khong duge tiép xiic voi bat ky ving da nao dang
duge diéu tri bang terbinafin hydroclorid, ké ca ving nguc.

Kha niang sinh san cia phu nir

Trong cac nghién ctru trén dong vét, terbinafin hydroclorid khéng anh hudng lén kha ning sinh
san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thuée khong anh huéng dén kha nang lai xe hodc van hanh méay moc.

9. TUONG TAC, TUONG KY CUA THUOC

Chua c6 tuong tac thude nao duge biét véi terbinafin hydroclorid, tuy nhién dé phong ngira,
khuyén cédo khong sir dung cdc thube khac trén cdc khu vue dang diéu tri bing terbinafin
hydroclorid.

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tridu chimg tai chd nhu ngira, ban da tréc vdy, dau/ kich img viung da dung thube, réi loan
sic t, cam gide nong rat da, ban do va dong vay c6 thé xudt hién & vi tri dung thude.

Cén phan biét céc tridu chimg nay v6i céc phan (mg qua man nhu ngira lan rong, phat ban, ndi
mun nude, ndi mé day, ddy la cac trudmg hop da duoc béo cdo riéng 1é va can phai ngimg thude.
Trong trudmg hop vo tinh tiép xtc vai mat, terbinafin hydroclorid c6 thé gay kich tmg mit.
Trong mot s6 trudmg hop hiém giip, tinh trang nhiém nim co ban ¢6 thé trim trong hon.

Céc tac dung khong mong mudn duge liét ké dudi day theo nhém co quan h¢ thng va loai tan
suat. Céc loai tan suit duge xdc dinh la rat thuong gip (ADR > 1/10), thudng gip (1/100 < ADR
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< 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR <1/1000), rat hiém gap
(ADR < 1/10.000) va khong xac dinh (khong thé uge tinh tir dir liéu c6 san). Trong mdi nhom,
cae phan tng ¢6 hai duge trinh bay theo thir t giam dan mic d9 nghiém trong.
Roi loan h¢ mién dich
Khéng xdc dinh: qua man.
Rdi loan & miit
Hiém gap: Kich ng mit.
Roi loan da va md dwéi da
Thuiong gap: Ban da troc vay, ngira.
It gap: Tén thuong da, dong vay, rbi loan da, rdi loan séc t0, ban dé, cam gidc néng bong da.
Hiém gap: Kho da, viém da tiép xuc, eczema.
Khéng xac dinh: Phét ban.
Cic rbi loan chung va tinh trang tai vi tri ding thube
It gap: Pau, dau tai vi tri diing thude, kich tmg tai vi tri dung thude.
. Hiém gap: Tinh trang bénh tram trong thém.
Thong bdo ngay cho bdc sy hodc duge sy nhitng phan teng co hai gip phai khi sie dung thuéc.

11. QUA LIEU VA CACH XU TRI

Tri¢u chirng

Su hap thu toan than cua terbinafin hydroclorid thép, do d6 qua lidu 1a kho ¢6 thé xay ra.

Néu vé tinh nudt phai dung dich xit trong chai 30 ml, chira 300 mg terbinafin hydroclorid dugc
s0 sanh vdi viée udng 1 vién nén c¢6 chira 250 mg terbinafin hydroclorid (lidu ding dwong udng
cho ngudi 16n). Néu vo tinh nudt phai mot lugng terbinafin 1én hon, ¢6 thé xay ra mot s triéu
chirmg qua lidu nhu budn non, dau dau, dau thugng vi, chong mat twong tu nhu khi qua lidu
terbinafin vién nén.

Trong trudng hop vo tinh nubt phai, can xem xét dén ndng do ethanol. Thude chira 30,56% kl/kl

\

ethanol. 3;&

a4 2 r ‘\

Cach xu tri G TY

. Néu qua liéu xay ra, cdn phai loai bo terbinafin hydroclorid biang cich st dung than hoat tinh HH
hodic diéu tri cdc tridu chimg khi can thiét. .P:;;

12. PAC TINH DUQC LUC HQC ﬁB’C:‘

Nhom diege Iy: Thube chdng nam dung tai chd. =

Ma ATC: DOI1AE1S

Terbinafin 1a mot din xudt tdng hop cua allylamin c6 hoat tinh chéng nim phd rdng trong céc
truong hop nhiém ndm da do Trichophyton (T.rubum, T.mentagrophytes, T.verrucosum,
T.violaceum) Microsporum canis va Epidermophyton foccosum. O ndng do thap, terbinafin c6
tac dung diét ndm soi va ndm moce. Tac dung diét hodc kim ndm men tiy thude vao ching loai
nam (Pityrosporum orbiculare hodc Malassezia furfur).

Terbinafin can thiép vao giai doan dau cua qua trinh tdng hop sterol & ndm. Diéu nay lam thiéu
hut ergosterol va tang tich lily squalen trong ndi bao, dn t&i chét té bao nim. Terbinafin phat
huy tic dung bang cach \rc ché squalen epoxydase trong mang t¢ bao ndm. Cac enzym
epoxydase squalen khong lién két vdi hé thong cytochrom P450. Terbinafin khong anh hudng
dén su chuyén hoa cua hormon hoic céc thude khac.
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13. PAC TINH DUQC PONG HQC
Dudi 5% lidu dung duoc hép thu sau khi ding thude tai chd, do d6 tac dung toan than 1a rat it.

14. BAO QUAN: Bao quan dudi 30°C, khong dé trong tu lanh.

15. HAN DUNG: 24 thang ké tlr ngay san XUAt,
16. TIEU CHUAN CHAT LUQNG: Tiéu chuén co so.
17. QUY CACH PONG GOI: Hop 01 chai x 30 ml.

18. CO SO SAN XUAT:

Recordati Ilac Sanayi ve Ticaret Anonim Sirketi

Cerkezkoy Organize Sanayi Bolgesi Karaagac Mah. Ataturk Caddesi No: 36
Kapakli/TEKIRDAG, Thd Nhi Ky.
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