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Ketoss shamp
Ketoconazol 2%

Pé xa tim tay tré em

Poc ky hudng din siv dung tried,

Thanh phin:

Mbi gam chura:

Thanh phdn hoat chat:
Ketoconazol 2%

Théanh phdn td dwoc:

Natri lauryl sulfat, menthol, acid citric monohydrat, cocamid diethanolamin, propylen
glycol, glycerin, huong tu nhién, nude tinh khiét.

Dang bao ché: Dau goi dau

M3 ta: Chat long nhét, ddng nhét mau ndu den dén den, huong nudc hoa.

Chi dinh

biéu tri va du phong nhiém tring lién quan dén ndm men Melassezia (trude day goi la

Pityrosporum), nhu viém da tiét ba nham va pityriasis capitis (gau). Diéu tri lang ben (khu
tri).

Ciach ding, lidu dimg:

Cdch dimg: Dung tai chd.

Déu goi Ketoconazol 2% duoc sir dung cho thanh thiéu nién va ngudi 1on.

G6i hodc rira k§ ving da hay da dau bi nhim nam bang Ketoss shampoo. Nén dé cho dau
gdi tiép xtic véi da dau tir 3 — 5 phut trude khi xa nude.

Thoi gian sir dung

Piéu tri:

- Viém da tiét ba nhon va pityriasis capitis (2au): 2 1an moi tuén trong 2 dén 4 tuan.
- Lang ben: Mt 1in mdi ngay trong 1-5 ngay.

Du phong:

- Viém da tiét ba va pityriasis capitis (gau): 1-2 tuan mot lan

Chéng chi dinh:
Chéng chi dinh dimg Ketoss shampoo cho ngudi man cam vai bat kv thanh phéan nao cua
thude.

Cinh bdo va thin trong khi dung thube

O nhitmg bénh nhén da diéu tri dai ngdy véi corticosteroid tai chd, nén ngimg diéu trj steroid
dan dan trong khoang thoi gian tir 2 dén 3 tuén, ddng thori sir dung déu gdi Ketoss shampoo
dé ngan ngua bét ky tac dung phu nao ¢o thé Xay ra.
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Tranh dé san pham tiép xtc voi mat. Néu dau goi dinh vao mat, nén rira lai voi nude.

Sir dung thudc cho phu nir ¢6 thai va cho con bu:

Chua ¢6 cac nghién ctru ddy dit va duge kiém chimg tét trén phu nit ¢6 thai hodc cho con
b

Dit liéu vé mot sb it cac truéng hop mang thai phoi nhidm cho thdy khong ¢6 tac dung phu
cua ketoconazol tai chd dbi vai thai k¥ hoac strc khoe cua thai nhi/tré so sinh. Céc nghién
ctru trén dong vat da cho thiy doc tinh trén hé sinh san & lidu khong lién quan dén vie sir
dung ketoconazol tai chd. Dy doan ketoconazol tai chd khéng anh huong dén tré so sinh
bt stra me/tré so sinh.

Khong phét hién ndng d6 cua ketoconazol trong huyét tuong & nhimg ngudi khdng mang
thai sau khi sir dung Ketoss shampoo trén da ddu. Khi str dung ketoconazol tai chd trén
toan co thé thi ¢6 phat hién dugc ketoconazol trong huyét tuong.

Chua xac dinh duoe nhitng nguy co ¢6 lién quan dén viée sir dung Ketoss shampoo & phu
nit ¢6 thai hoac phu nir cho con bu.

Anh hwéong ciia thube 1én kha nang l4i xe, vin hanh may méc ﬁ
Chua c6 bang chimg vé anh huong ca thude 1én kha néng lai xe, van hanh may moéc m
cbi

Twong tac, twong ky, cia thuoc WaC
Chua ¢6 nghién clru twong tac nao dugc thue hién 2PC1
™

Vo T

=

Tic dung khéng mong mudn ciia thude

D li¢u nghién ctru 1am sang

Tinh an toan cta ketoconazol 2% duoc danh gia trén 2890 déi tugng nghién ciru trong 22
nghién ctru lam sang, trong d6 duge st dung tai chd trén da dau va/hodc trén da.

Duya trén dit liéu an toan tong hop tir ce thir nghidm lam sang nay, khéng cé ADR nao
dugce bao cao vai tv 1€ méc bénh >1%.

Céc phan mg bét lgi xay ra & nhimg d6i tuong nghién ctru duoe didu tri véi ketoconazol
2% trong dir liéu lam sang dugc néu trong Bang 1:

Tén suét dugc xéc dinh nhu sau: Rét thuomg gap (ADR > 1/10), thuong gap (1/100 < ADR
< 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR < 1/10000), rit hiém
gip (ADR < 1/10000) va khéng xac dinh (khong thé wde tinh tir dit liéu co sin).
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Théng bdo cho bdc si nhitng tdc dung khéng nmong muon gap phdi khi sir dung thuébc.

Qua lidu va cach xir tri

Trong truomg hop vo y nudt phai, nén thue hién cac bién phap hd trg va didu trj triéu ching.
Dé tranh déu géi vao duomg ho hip, khong nén thuce hién cdc bién phdp gédy nén hay rira
da day.

Dugc lue hoc

Nhém duge ly: Khang ndm st dung tai chd ngoai da, din xuét imidazol va triazol

Ma ATC: DO1ACO8

Co ché tac dung

Ketoconazol 1a mot din xuit imidazol dioxolan tdng hop, ¢é hoat tinh khang ndm manh,
hoat dong chéng lai céc loai ndm men bao gdbm ci Malassezia and dermatophytes. Phd

khang nam rdng.

Dwge déng hoc
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Khong phat hién duge ndng do ketoconazol trong huyét tuong sau khi ding ketoconazol
2% trén da dau. Cac mic ndng do trong huyét tuong ctia ketoconazol duoe tim thay sau
khi ding thudc trén toan co thé.

Quy cach dong goi:

Lo 120 ml; Hop 1 lo

Lo 200 ml; Hop 1 lo

Lo 300 ml; Hop 1 lo

Lo 500 ml; Hop 1 1o

Goi 5 ml; Hop 10, 20, 50 goi
G6i 10 ml; Hop 10, 20, 50 géi

Béo quén: Bio quan trong bao bi kin, trénh 4m, tranh 4nh sang, nhiét dé dudi 30°C.
Han ding: 36 thang ké tir ngay san xuét. 12 thang sau khi mé nip lo

Tiéu chuan chat lwgng: Tiéu chuan co s¢

Nha san xuat

. ceclun
Cong ty ¢o0 phan Dwge phim CPC1 Ha Nji
Cum cong nghiép Ha Binh Phuong, xa Vin Binh, huyén Thudng Tin, thanh phé Ha Noi
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