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I. NHAN HQP (Tuyp 5¢g)

Ketoconazole 2%

Ketoconazole 0,1g Hop 1 tuyp 5g kem boi da ;
AN Ta dugc vira di 5g ‘
lga CONG TY CO PHAN HOA-DUGC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - Q.11 - TP HG Chi Minh - Viét Nam

Ketoconazole 2%
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CHi BINH, CACH DUNG, CHONG CHI BINH 000 k¥ Hudna DAN U ©
TRUGC KHI DUNG.
VA CAC THONG TIN KHAC: O XA TAM TAY TRE EM.
Xem & hudng ddn sl dyng. Tibu chufin &p dyng: TCCS .
B40o quan nai khd r4o, trdnh &nh sang,

THUGC DUNG NGOAL nhigt 46 kndng qué 30°C

II. NHAN TUYP (Tuyp 5g)
(S6'16 SX: ép ndi trén tuyp, HD: phun)

'3/ CONG TY \{

Manufactured by Mekophar ;
i,
’l CO PHAN

Ketoconazole 2% [ =

\

Tube of 5g cream \
For external use. \
Tuyp 5g kem béi da

CTCP HOA-DUGC PHAM MEKOPHAR
2975 Ly Thudng Kigt-Q. 11-TP HOM-Vi¢t Nam

Diéu tri ndm & da v niém mac (do ndim da toan than, nEm da i
ndm loang (tinea versicolor)).

B0i thuSc 18n ving da bj nhidm va ving da xung quanh, ngay 1 - 2 lén,
thoi glan tri ligu 2 - 4 tulin

Thuée dung ngoai.
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III. NHAN HOQP (Tuyp 15g)

Mercenal 297/5 Ly Thuong Kiét - Q.11 - TR H6 Chi Minh - Viét Nam

. 2

Ketoconazole 2% s
Ketoconazole 0,3g Hop 1 tuyp 15g kem béi da §

AN\ Ta dugc viadl 15g s
MKD CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR %
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DOC K¥ HUGNG DAN SU DY n/ CCNG :Y

CHi BINH, CACH DUNG, CHONG CHi BINH

: (Y 3
VA CAC THONG TIN KHAC: e g% b rnin M 80
Xem 1§ hudng dan st dyng. Tiéu chuén 4p dyng: TCCS|| | H()A DL‘U PHA M} 47
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IV.NHAN TUYP (Tuyp 15g)
(S6'16 SX: ép ndi trén tuyp, HD: phun)
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Manufactured by Mekophar
- 9.4 MEKOPHM 5
Ketoconazole 2% TS
Tube of 15g cream

For external use.
Tuyp 15g kem béi da

CTCP HOA-DUOC PHAM MEKOPHAR
297/5 Ly Thuong Kiét-Q.11-TP.HCM-Viét Nam

Diéu tri ndm & da va niém mac (do ndm da toan than, ndm da dui,
ndm loang (tinea versicolor)).

BAi thudc Ién ving da bj nhidm va vang da xung quanh,
ngdy 1 - 2 idn, thi gian tri liéu 2 - 4 tudn.

Thuéc dung ngoai
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HUGNG DAN SU DUNG

KETOCONAZOLE 2%

Kem boi da

Doc k§ huéng din sir dung trude khi dung.
Dé xa tim tay tré em

Théng béo ngay cho bac sy hodc dugc sy nhimg tic dung khéng mong mudn gip phai khi sir dung
thude.

1. Thanh phin, ham lwgng ciia thude:

MBai tuyp chira:
. A Ham lugng
Thanh phan Tujp 52 Tuyp 15 ¢
Ketoconazole 0,1g 03g
T4 dugc viiaduSg viadul5g

(T4 dugc: disodium edetate, sodium metabisulphite, sodium sulphite, polysorbate 80, vaselin,
cetostearyl alcohol, dau paraffin, glycerin, propylene glycol, nudc tinh khiét)

2. Dang bao ché ciia thudc:
Kem bbdi da

3. Mo ta sin phim:

Kem mau tring nga, ddng nhét, phai dinh vao da khi bdi, khong tach 16p va khong dugc chay 1ong || =

a37C.

4. Céc dic tinh Dugc lue hoe, Duge djng hoc:
Dugc luc hoc:
Ketoconazole c¢6 hoat tinh khdng ndm manh ddi véi cic vi ndm ngoai da nhu ching
Epidermophyton floccosum, Trichophyton, Microsporum va d6i v6i cac ndm men, dic biét ndi bat
trén ching ndm Pityrosporum. Ketoconazole c6 tac dung irc ché sinh tdng hop ergosterol 1am thay
ddi tinh thim va chirc ning ciia mang té bao ndm.
Dugc dong hoc:
Sau khi bdi kem ketoconazole 2% trén da, khong tao ra dugc mot ndng do c6 thé phét hién trong
huyét twong.

5. Quy cach déng goi:
- Tuyp 5 g. Hop 1 tuyp.
- Tuyp 15 g. Hop 1 tuyp.
6. Chi dinh/ Thubc dung cho bénh gi:
- Diéu tri nAm ¢ da va niém mac (do nim da toan than, nim da dui, nAm loang (tinea versicolor)).

7. Cich dung, liéu ding/ Nén dung thudc nay nhwr thé nao va liéu lrgng:

- Bai thudc 1én viing da bj nhiém va viing da xung quanh, ngay 1 —2 lan.

- Thoi gian tri liéu 2 — 4 tudn, trudng hop ning c6 thé dén 6 tudn. Bénh nhan nén di bac sy kham lai
néu sau 4 tudn bénh khong giam. Tri liéu nén tiép tuc du thoi gian, it nhét 1 vai ngay sau khi tit ca
céc triéu chimg bién mét. Cac bién phap vé sinh chung nén dugc gidm sit dé kiém tra cic ngudn
gy nhiém hay t4i nhiém.

8. Chdng chi dinh/ Khi nao khong nén ding thudc nay:

- MAn cam véi thanh phén thudc.

-_Khong boi thudc vao mit.
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9. Téc dung khéng mong mudn:
F Tan suét

Hé co quan Thuong gip, it gap,

ADR > 1/100: 1/100 < ADR < 1/1000

R6i loan hé mién dich Nhay cam

Da va md dudi da Cam giac rat bong da | Bong rp

Viém da

Phét ban

Tréc da

Dinh da

Tai chd bdi thude Ban do. Chay méu.

Ngua. Khé chiu.

Kho.

Viém.

Rét da.

Di cam.

Phan (g tai chd boi.

10.Twong tic ciia thude véi cac thude khéc va cic loai twong tic khac/ Nén trinh diung nhirng
thubc hoic thyc phim gi khi dang sir dung thudc nay:
Pé tranh tuong tic giira cac thudc, thong bdo cho bac sy hoic duge sy vé& nhimng thude dang sir
dung.

11.Cén lam gi khi mdt 1in quén khong ding thudc:
Néu mdt 1an quén khong bdi thudc, hay béi thudce khi nhé. Néu lic nhé gin 1an bdi thube ké tiép,
hay bo qua liéu da quén va boi 1an ké tiép.

12. Cin bio quan thude nay nhw thé nao:
Noi khd réo, tranh anh sang, nhiét dd khong qua 30°C.

13.Qui liéw/ Nhirng diu hi¢u va tri¢u chimg khi ding thudc qua lidu:
B6i thudc qua nhiéu trén da c6 thé gdy ban do, phi va cam gidc néng bong.

14.Céch xir tri khi qua liéu/ Can phai lam gi khi ding thudc qua liéu khuyén cio:
— Néu truong hop qué lidu xay ra, d nghi dén ngay co s¢ y té gin nhét dé nhan vién y té c6 phuong
phép xir ly kip thoi.
15.Nhirng diéu cin thin trong khi dﬁng thudc nay:
+¢ Nhirng than trong khi sir dung thudc:
- Bénh nhéan d3 timg bi mAn cam véi cac thube c6 gbe imidazole.
- Trudng hop diéu tri ddng thdi véi thube dung tai chd cé corticosteroid trong thdi gian dai, dé
tranh hiéu tmg phan hdi corticosteroid, bénh nhin nén ngung tir tir corticosteroid bing céch boi
mot 16p moéng corticosteroid vao budi sang va bdi ketoconazole 2% vao budi tbi trong khoang thoi
gian 2-3 tudn.
+¢+ Sir dung cho phu nir mang thai va dang thoi ky cho con bu:
- Thaén trong khi sir dung cho phu nir ¢6 thai va phu nir cho con bu.
% Anh hudng cua thudc 1én kha ning 14i xe va van hanh may:
- Chua thdy thudc c6 anh huéng 1én kha ning l4i xe va van hanh may.

16.Khi nao cin tham vén béc sy, dugc sy:

— Bénh nhén nén di bac sy khdm lai néu sau 4 tuin bénh khong giam.

— Phu ni¥ ¢6 thai, phu nir cho con bt nén tham van béc sy trudce khi sir dung thudc.
Néu cin thém thong tin xin héi y kién bac sy hogc duge s.

17.Han dung:

36 thang ké tir ngdy san Xuit. Khong sir dung thudc hét han dung.
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18.Tén, dia chi ciia co s& san xuét:

CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR
297/5 Ly Thuong Kiét - Q.11 - TP. H Chi Minh — Viét Nam

19.Ngiy xem xét sira ddi, cip nhit lai ndi dunﬂué’ng din sir dung thudc: 01/7/2016
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