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AUXILIARY LABEL - SEBIZOLE 2%, 100 ML

SEBIZOLE 2%
Ketoconazole 2% (tinh theo khéi lugng)

SPK: XX-XXXX-XX

Dau goi dau 100 mL; Hop chira 1 chai dau goi.

Chi dinh, Chéng chi dinh, Liéu dung, Cach ding va céc
théng tin khac: Xin xem trong t& huéng din sir dung.

Bao quan dudi 30°C.

San xuét boi: Douglas Manufacturing Ltd. /
Corner Te Pai Place and Central Park Drive _ /o
Lincoln, Auckland 0610, New Zealand. g ( .
DNNK: \=
NSX: DD/MM/YY HD: DD/MM/YY i‘\‘;

S6 16 SX: Xin xem B/N trén vo hop. ' ‘
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
PE XA TAM TAY TRE EM.




AUXILIARY LABEL - SEBIZOLE 2%, 200 ML

SEBIZOLE 2%

Ketoconazole 2% (tinh theo khéi lugng)

SPK: XX-XXXX-XX

Dau goi dau 200 mL; Hop chira 1 chai dau géi.

Chi dinh, Chéng chi dinh, Liéu ding, Cach dung va céac

thong tin khac: Xin xem trong t& huéng dan st dung.

Bao quan dudi 30°C.

San xuét boi: Douglas Manufacturing Ltd.

Corner Te Pai Place and Central Park Drive

Lincoln, Auckland 0610, New Zealand. |

DNNK:

NSX: DD/MM/YY HD: DD/MM/YY

S6 16 SX: Xin xem B/N trén vo hop. :

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.




HUONG DAN SU DUNG

SEBIZOLE

Dau géi ddu Ketoconazole 2%

CANH BAO DPAC BIET:

Néu can thém thong tin, xin hoi ¥ kién bac si.

Hoi y kién bac si néu gap phai bat ky tac dung phu nao.
Khong dung thudc qué liéu ghi trong don.

Khéng dung thude sau ngay hét han sur dung.

Pé thudc ngoai tim tay tré em.

Doc k¥ huéng dan sir dung thude trude khi ding.

1. Tén Thubc

Déu goi diu Sebizole 2% (tinh theo khéi lwong)

2. Thanh phan Dinh lwong va Dinh tinh

K etoconazole 2% (tinh theo khdi lugng)

3. Dang bao ché

Dau goi Sebizole 2% la chét 1ong sét mau hong, trong va c6 mai thom.

4. Pic diém Lam sang

4.1. Chi dinh diéu tri

Piéu tri tai chd ching viém da tiét ba nhom thé ning va tinh trang nhiéu gau trén da dau & nguoi
truong thanh.

D6i voi ca hai tinh trang bénh trén, Dau gdi Sebizole chi c¢6 tic dung tam thoi lam giam tinh
trang bénh trong thoi gian ding thudc. Ca hai tinh trang bénh s& sém tai phat sau khi ngung dicu
tri. Ti 1¢ tai phat chimg viém da ti€t ba nhon chua duge ghi nhén, nhung gau co ti 1€ tai phat cao
trong thoi gian ngan sau khi ngung diéu tri.

4.2. Liéu lwong va Cich ding

Dung dau gdi Sebizole trén da diu udt, xat nhe dé tao bot va di4
x4 sach bang nudc. Khong nén dung luong 16m khong can gt
diéu tri. al
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Thoi gian diéu tri nén gidi han & tin sudt 2 1an/tuin trong thoi gian khong qué 4 tuan cho mét dot
diéu tri. Can ngung st dung trong thoi gian it nhét 4 tuan gitra cac dot didu trj lién tiép.

4.3. Chong chi dinh
Khong dung cho ngudi qui man déi véi bat ky thanh phan nao cua thude.
4.4. Canh bdo dic bi¢t va Thin trong khi ding

Hién tugng ting rung toc thuong lién quan dén chimg viém da tiét ba nhon va gau, va hién tuorng
nay da duge ghi nhan, mac du hiém khi sir dung Dau gdi chira ketoconazole 2%. Héi v kién bac
si néu gap phai bit ky tac dung phu nao.

Chua c6 dy du bang ching vé dé an toan cua viéc ding thude qué 4 tuén.

Tranh dé thudc tiép xuc tryc tiép voi mat. Néu dau goi bi dinh vao mit, rira sach bing nuée lanh.
Khong dung dau géi Sebizole sau ngay hét han sir dung.

4.5. Tuong tic véi cdc thuéc khic va cic dang twong tic khic

Co6 thé xay ra hién tuong kich ung khi dung Dau gbi Sebizole trén cing mot ving da ngay sau
khi diéu tri bang corticosteroids dung tai chd trong thoi gian dai. Do do, bénh nhan duoc khuyen
cdo nén ngung diéu tri bang corticosteroids dung tai chd khoang 2 tuan truéc khi chuyén sang
ding Diu goi Sebizole.

Néu xay ra phan tmg man cam hay kich tng héa hoc, ngung sir dung Dau goi Sebizole.
4.6. Déi véi phu niv cé thai va cho con bii

Hoat chit ketoconazole trong dau goi khong dugc tim thdy trong huyét twong sau khi dung tai
chd. Tuy nhién, do hoat chit nay c6 tinh chat giy quai thai & chudt céng khi cho chudt dung
bang duong ubng, chi nén sir dung cho phu nir ¢6 thai hodc cho con bi néu bac si diéu tri xét
thay loi ich mang lai 16n hon nguy co tiém tang.

4.7. Anh hwéng tdi kha ning ldi xe va vin hanh mdy méc

Khoéng c6.

4.8. Cic tac dung ngoai y

Déu gbi chita ketoconazole néi chung dugc dung nap tét. Céc tac dung phu duge ghi nhan bao
gdm phan tmg di (mg, ngua, da va da déu bi kich tmg hoic bi nhon, phat ban va ban do. Cing
nhu cac dau goi khac, cam gidc néng rat cyc bo, toc va da dau kho va cé dau cling da dugc ghi
nhan. Trong nhimg truong hop hiém gap, chu yeu O nhimg bénh nhan toc bi hu t6n do hoa chét
hoac co toc bac, da quan sat thay hién tuong bién déi mau toc. Da ¢6 ghi nhan vé mét truomg hop

bi viém da troc vay nhung mdi quan hé gitta bénh nay vé&i viéc sir dung dau goi chira
ketoconazole chua dugc xac dinh 16.

4.9. Qui liéu
Triéu ching:

Bénh nhan uéng nhim dau goi Sebizole thuong ¢6 biéu hién budn nén va 6i mua do trong dau
20i c6 thanh phan chat tay.
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Piéu tri:

Trong truong hop uéng nham, chi nén ap dung cac bién phap hd trg. Dé tranh dau goi vao duodng
hé hap, khong nén gay non hay rira da day.

5. Cic Dic tinh Dwoe ly

3.1. Dgc tinh Dwoc lyc hoc:

Vi sinh: Ketoconazole 1a mot chat khéng nim tong hop phd rong c6 tac dung tc ché su phat
trlen cua cac nam ngoai da va nam men thong thudomg bang cach lam thay d6i do thim cua mang
té bao. Cac ndm ngoai da: Trichophyton rubrum, T mentagrophytes, T tonsurans, Microsporum
canis, M audouini, M gypseum va Epidermophyton floccosum. Cac nAm men: Candida albicans,
C rroplcahs Pityrosporum ovale (Mafassez.ra ovale) va P orbiculare (M furfur). Chua c6 ghi
nhan vé viéc tang kha ndng khang thude d01 v¢i ketoconazole. Céc nghién ctru trong ong nghiém
(in vitro) cho thay ketoconazole lam suy yéu kha nang tong hop ergosterol, mét thanh phan thiét
yeu cua cac mang té bao nim. Chua chimg minh duoc co ché tac dung chita bénh d6i véi chimg
viém da tiét ba nhon va gau. Téc dung chita bénh cua ketoconazole doi voi gau duge cong nhan
do lam giam sb lugng P. ovale, nhung diéu nay chua duoc chimg minh.

5.2. Ddc tinh Dwoc dpng hoc:

Muic hap thu ketoconazole tir céc dau goi cong thirc thudng rat nho.

Poc tinh: Cac nghién ciru 1am sang cho thdy kha nang kich tmg cua dau goi ketoconazole 2%

thap hon dang ké so vi kha nang kich ing cua dau goi selenium sulfide 2,5%.

Nghién ctru thyc hién trén nhiimg ngudi tinh nguyen vé kha nang gay man cam, dgc tinh do anh
sang va di (mg anh sang cho thiy khéng c6 man cam tiép xiic thude loai qua man mudn, khong
¢6 doc tinhdo anh sang va khong ¢ kha nang gy di ing anh sang do dung dau géi ketoconazole
2%.

6. Cic dic tinh cia thudc:

6.1. Danh sdach td dwoc:

Sodium laureth sulfate, Cocamide DEA, sodium lauroyl sarcosinate, polyethylene glycol
distearate, acid clohydrid, diazolidinyl urea (Germall II), huong ¢o6 hoa, erythrosine sodium,
nudc tinh khiét.

6.2. Tinh khong twong thich
Khong dp dung.
6.3. Han dung

Han dung cia Dau gdi Sebizole 2% dugc ghi trén vo chai khi chua m& va duoce bao quan ding
theo huéng dan la 18 thang ké tir ngy san xuat.

6.4. Thin trong ddc biét khi bdo qudn

Dé xa tdm tay tré em. Bao quan & nhiét do dudi 30°C.
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6.5. Loai va ham lwong dong goi:
Chai 100 mL va 200 mL.
6.6. Hwong din Sir dung va Xir Iy

Khong c6 yéu cau dac biét

https://trungtamthuoc.com/

7. Nha san xuét

Cong ty TNHH Douglas Manufacturing
Corner Te Pai Place and Central Park Drive
Lincoln, Auckland 0610

New Zealand

Telephone: +64 9 835 0685

Ngay lap hwéng din sir dung

15 thang 02 nam 2016

_ TUQ.CUC TRUONG
P.TRUUNG PHONG
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