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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN PANG KY
THUOC KEM TENAFIN 1%

1.Nhan tuyp 15g - ti 1& 150%
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/ KEM BOI DA GMP - WHO

B Tenafin 1% KEM BO0I DA

TRI NAM
Terbinafin hydroclorid 1% (ki/kl) _7
SDK/REG.N°: ' ’

aepdx3/aH oN'Y23eE/XS 9195

tai: CONG TY CO PHAN DUOC PHAM VCP

THUOC DUNG NGOA' ﬂ:r Thanh Xuan - Soc Son - Ha Noi - Viet Nam

Thanh phan: Mdi 1g kem cha: Composition: Each gram cream contains:
Terbinafin hydroclorid 10mg Terbinafine hydrochloride 10mg
Té dugc vira du 1g Excipients q.s 1g

Chi dinh. Chéng chi dinh. Cach diing - Liéu duing. Indications. Contra - Indications. Usage. And
Cac théng tin khac : Xin doc trona t& hudng dan s other information : Please read endlosed leaflet.

dung.

Dé xa tam tay cia tré em. Keep out of the reach of children.
Poc ky hudng dan sit dung trudc khi dung. Read carefully the instruction before
THUGC DUNG NGOAI FOR EXTERNAL USE ONLY
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CONG TY €O PHAN DUGC PHAM VCP

MAU NHAN PANG KY
THUOC KEM TENAFIN 1%

2.Nhan hop 01 tuyp 159 - ti & 100%

B Compesition: Each gram cream contains:
Terbinafine hydrochloride_____________________10mg Keep out of the reach of children.
Excipients q.s 19 Read befo
= G Usage. And

Please read endlosed leaflet.
B Spedifications: Manufacturer's.
[N Storage: in a cool dry place , not more than 30°C, protect from light.

HOP 1 TUYP KEM BOI DA GMP - WHO \

B Tenafin 1% i

Terbinafin hydroclorid 1% (kli/kl)

NSX
LSX
HSD:

THUOC DUNG NGOAI

M Thanh phén: M3i 1g kem chia:

10mg Dé xa tim tay cila tré em.
Té dugc vira dd 1g Boc ki huiding din sif dung truéc khi diing.
M Chi dinh, Cich ding - Lidu diing, Chéng chi dinh. Cic thng ki ]
tin khéc : Xin doc trong t& hudng din sit dung.
M Tiéu chudn: TCCS.
M Bdo quin: Noi kho mat, khong qué 30°C, trénh anh sing.

BOX OF 1 TUBE TOPICAL CREAM GMP - WHO

Tenafin 1% : A A

Terbinafine hydrochloride 1% (w/w) °
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KEM TENAFIN 1%
Thuéc diing ngoai
Doc kj huong dan sir dung truée khi ding
Dé xa tim tay tré em

Thong bdo ngay cho bdc sy hodc dwoc sy nhirng tic dung khong mong muén gdp phdi trong
qud trinh sir dung thuéc.

1. THANH PHAN, HAM LUQNG: 1 g kem Tenafin 1% c6 chira:

Terbinafin hydroclorid: 10,0 mg

Téa duge vira du: 1,0 g

(Alcol cetylic, Alcol cetostearylic, Acid stearic, Vaselin, Dau parafin, Sorbitan monostearat
60, Polysorbat 80, Propylen glycol, Ethanol 96%, Natri benzoat, Natri hydroxid, Nuée tinh
khiét).

2. MO TA SAN PHAM

Dang bao ché: Kem boi da

Kem min, mau tréng hodc gﬁn tréng, dE‘)ng nhét, hdu nhu khong mui.

3. CHI PINH, LIEU DUNG - CACH DUNG & CHONG CHi PINH

3.1. Chi dinh:

Thudc st dung diéu tri cac truong hop nhiém khuan ngoai da do cac chung Trichophyton (nhu
T. Rubrum, T Mentagrophytes, T. Verrucosum, T.-Violaceum), Microsporum canis va
Epidermophyton floccosum, ndam men Candida nhu C. albicans; lang ben do Pityrosporum
orbiculare (hay con goi Malassezia furfur).

3.2. Cich dung:

Thude ding ngoai da, khong boi 1én niém mac mit, khong duoc nubt.

Rira tay trudc va sau khi str dung. Lam sach va dé kho ving da ton thuong, boi nhe nhang mot
I6p kem méng vao ving da can diéu trj va viing xung quanh. Trong trudng hop nhiém trung do
ham (tén thuong & cac ving da c6 nhiéu nép géa dudi va, k& ngon chan, ngon tay, gin
mong, ben) co thé bang mot 16p gac sach 1én vung bi ton thuong, dac biét vao budi tdi.

Hiéu qua diéu tri sé tang cao néu ludn gitt ving da bi ndm sach s& va kho rdo. Tranh gii, cha
xat 1én viing da bi ton thuong.

3.3. Liéu dung:

- Nguoi 16n va tré em trén 12 tudi: St dung thude 1- 2 lan/ngay. Thoi gian diéu tri cho ting

bénh cu thé nhu sau:

Nam da chan (nam k&) 1 tuan

Nam da toan than, nim ben 1-2 tuan
Nim Candida ngoai da 2 tuan
Nam lang ben 2 tuan




Céc triéu chirng thudng cai thién sau mot vai ngay diéu tri. Viéc str dung khong déu dan hoac
ngtmg thude som c6 thé dan t6i nguy co tai phat. Néu céc triéu chung khong cai thién sau 2
tudn, can chuan doan lai.

- Nguoi gia: Dung nhu véi nguoi lon.

- Tré em dudi 12 tudi: D¢ an toan va hi¢u qua cua thude dung cho tré em dudi 12 tudi chua
dugc chimg minh. Chi dung khi thuc su can thiét.

3.4. Chéng chi dinh:

Nhirng bénh nhan man cam véi Terbinafin hodc bét ky thanh phan nao cua thude.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thubc chi ding ngoai, khong duoc nubt.

Thubdc ¢6 thé gay kich g mit, tranh dé thude tiép xtic voi mét. Néu bi ray thudc 1én mit, hay

rtra ngay véi nudce sach.

Néu c6 kich tng hodc man cam khi ding thudc, can ngimg thude va diéu trj thich hop.

Vi truong hop bi nam Candida: khong nén dung loai xa phong ¢6 d¢ acid cao vi tao diéu kién

thuan lgi cho su phat trién cua Candida spp.

Phai diéu tri thudc du thoi gian mic du triéu ching ¢6 thuyén giam. Sau 2 tuan diéu tri, néu

khong c6 tién trién thi can chén doan lai.

Thanh phan cetyl alcohol trong thude c6 thé gay kich tmg cho da.

5. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nit ¢é thai: Khong c6 dir lidu vé str dung thude trén phu nir ¢6 thai, chi nén ding thude

néu loi ich vuot troi so vai nguy co.

Phu nit cho con bii: Thude c6 thé bai xuét vao sita me. Vi vay, khong nén dung thude cho phu

nir cho con ba. Chi nén sir dung khi thuc su cin thiét. Tré so sinh khong duoc tiép xuc ving da

me dang diéu tri bang thudc, bao gdm ca niim vi.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc khong anh huong dén kha ning lai xe, van hanh mdy méc.

7. TUONG TAC, TUONG KY CUA THUOC: |

Chua c6 tuong tac gitta kem Terbinafin va cac th ﬁc_}hﬁ/c dugc ghi nhan.

8. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc phan ung tai chd nhu bong da, ngira da, troc vay, d6i mau da, man do, bong rat, dau, kich

g ving da bdi thude c6 thé xay ra. Cac phan tng nay khong dang lo ngai va thuong c6 thé

tiép tuc ding thudc.

Can phan biét cc triéu ching trén v6i cdc triéu chimg qua man nhu man ngira, phét ban lan

rong, ban bong nudc tuy hiém gap, nhung can ngimg thude.

Céc phan ung c6 hai dugc phan nhom theo tan suit: Rat thuong gip (ADR > 1/10), thudng gip

(1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <1/1000),

rat hiém giap (ADR < 1/10000) hodc chua rd tan suat.



Hé mién dich:

Chua rd tan suat: Phan Ung qui man

Mit:

Hiém gap: Kich {tng mat

Da vit mé mém:

Thuong gédp: Da lao hoa, ngira

It gap: Da tén thuong, vay nén, rdi loan da, rdi loan sic td, ban dé, cam gidc nong bong da
Hiém gdp: da kho, viém da, eczema

Toan thén va tai vi tri béi thuée:

it gdp: Dau, kich tng tai chd boi thude.

Hiém gap: Tinh trang nhiém nam tram trong thém.

9. QUA LIEU VA CACH XU TRi:

Khong c6 dit liéu vé st dung thude qua lidu khi dung Terbinafin ngoai da, khong dung qua liéu
chi dinh ctia thudc. Tich cuc theo doi dé co bién phap xir tri kip thoi.

Khi v6 tinh nudt phai thube, triéu ching c6 thé gip la dau dau, budn non, chéng mit, dau da
day. Can dugc xur tri kip thoi, rira da day (thuong st dung than hoat tinh) hoac sir dung cac
bién phap hd trg néu phit hop.

10. PAC TINH DUQC LUC HOC:

Nhém dwoc ly: Thude chéng nam tai chd.

MaATC: DO1AE1S

Terbinafin 14 thuéc chéng nam tai chd nhom allylamin, ¢6 phd khang nam rong, dugc dung
diéu tri cac bénh ngoai da do nhiém cac loai nim gay bénh khac nhau nhu Trichophyton (vi du:
T. rubrum, T. mentarrophytes, T. verrucosum, T. violaceum), Microsporum canis va
Epdermophyton floccosum. O nong do thap Terbinafin c6 tac dung diét nAm bénh trén da va
nam mdc. Ngoai ra, no ciing ¢ tac dung trén nim men (vi du nhu Pityrosporum orbiculare
hodc Malassezia furfur).

Co ché tac dung cua Terbinafin 14 can thiép chon loc vao giai doan dau cta qua trinh sinh tong
hop sterol nam (céc sterol 1a thanh phan quan trong ctia mang té bao ndm), bang cach e ché
squalene epoxidase trong mang té bao nam. Diéu nay dan dén su thiéu hut ergosterol va su tich
tu cua squalene ndi bao, va lam chét té bao nim. Enzym squalene epoxidase nay khong gin két
v6i hé théng cytochrome P450. Vi vay inafin khong gdy anh huéng dén su chuyén hoa
ctia hormon hay cac thubc khac.

11. PAC TINH DUQC PONG HOC: .

Thude it dugce hip thu toan than khi str dung boi ngoai da, ti 1€ hap thu < 5% sau khi dung
thude tai chd.

12. QUI CACH PONG GOI

Hop 01 tuyp thude 15 g va to huéng dan sir dung.
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13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA
THUOC:
- Bao quan: Thudc duge bao quan trong tuyp nhom, nap kin, dé noi kho mat, nhiét do khong
qua 30°C tranh anh sang.

- Han dung: 36 thang ké tur ngay san Xuét. Khong dung qua thoi han ghi trén bao bi.
- Tiéu chuén chat lugng cua thude: Tiéu chuan co so.
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Compan

Thanh Xuan — Sé¢ Son — Ha Noi — M

Dién thoai: 024.35813669 Fax: 024.35813670

Ha néi, ngay o&o thang ,U nam 2018

i[  CO PHAN
DUGC PHAM

TONG GIAM POC
DS Guin Van W
TUQ.CUC TRUONG
PTRUONG PHONG

A/WW



