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MAU NHAN DU KIEN

Nhan hop

| THANH PHAN: MGi tuyp 10 g chia:

Thuﬂc diing ngoai
09 | Dd xa tdm tay tré em

‘ Ketoconazol

| Té dugc vira db

| Chi dinh, cach dung, liéu dung, chdng chi dinh va cdc |
| thOng tin khac: Xin doc trong to huéng din sir dyng.

B.’ao quén b nhlet do dum 30°C noi khd rdo, tranh anh sang

WHO-GMP

10g | Doc kj hudng dén sir dyng trude khi ding

CONG TY CO PHAN DUGC PHAM OPY |
‘\ $6 27, Buiing 3A, Khu Cong Nghigp Bién Hoa Il,
Phuting An Binh, Tp. Bién Hoa, Tinh Bdng Nai.

Nhan Tuyp

Thudc ding ngoai

D€ xa tdm tay tré em

Doc ki huéng din sif dung trudc khi diing
Bdo quan & nhigt do dudi 30°C, nai khd rdo,
trénh dnh séng.

THANH PHAN: MBi tuyp 10 g chua:
Ketoconazol. .2%
Ta dugc vira di
Chi dxnh, cdch dung, liéu dung,
chdng chi dinh va cdc théng tin
khac: Xin doc trong t§ hudng din

CONG TY C6 PHAN DUGC PHAM OPV

Opeaka’

Ketoconazol 2%

Tri nédm ngoadi da
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Tri ndm ngoai da Tuyp 10 g 2 g

Ketoconazole

COMPOSITION: Each tube 10 g contains:

For external use only

2% | Keep out of reach of children

| Excipi q.s

Indication, administration, dosage, contraindica- |
| tions and other information: See the insert.

Store at temperature below 30°C, in a dry place,
| protect from light.

109 |
| WHO-GMP

\
Read carefully the enclosed insert before use !
|

OPV PHARMACEUTICAL JOINT STOCK CO.
| No. 27, 3A Street, Bien Hoa Il Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province. |

9

owq 'dxg /aH
R

N 10T /XS

Topical cream
eakar

Kefoconczole 2%

For external fungal infections
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OPEAKA®

e Ketoconazol
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%uw an sir dung trudc khi ding
Tho ’hao rééy cho bac sy hodc dugc sy nhitng tac dung khdng mong mudn g3p phai khi
sﬂm

1. THANH PHAN CONG THUC THUOC: M&i 10 g chia:

Hoat chat: Ketoconazol ...............2%

7d dugc. Propylen glycol, stearyl alcohol, cetyl alcohol, sorbitan stearat, isopropyl myristat,
polysorbat 80, natri sulfit khan, nugc tinh khigt.

2. DANG BAO CHE: Thudc kem boi da.

3. QUY CACH DONG GOI:

Hop 1 tuyp 10 g.

4. DUQC LUC HOC 2
Nhdém duge ly: Dan xudt imidazol va triazol.

Ma ATC: DO1ACO8.

Kem ketoconazol thudng tdc dong nhanh chdng trén triéu chiing ngia, 1a triéu ching thudng thdy
G c4c nhiém ndm ngoai da va ndm men cling nhu nhiing bénh trén da cd lién quan dén su hién
dién cla chling ndm Malassezia spp. Trigu chiing nglia gidm truéc khi thdy cdc ddu hiéu lanh
bénh dau tién.

Ketoconazol, mot din xudt dioxolan imidazol t6ng hop, c6 hoat tinh khdng ndm manh chéng lai i
ndm ngoai da nhu Trichophyton spp., Epidermophyton floccosum va Microsporum spp. va chéng /é/*)/j
ndm men, bao gom Malassezia spp. va Candida spp. Hiéu qua trén Malassezia spp. |a dic biét o
rét.

5. DUGC DONG HOC %\L
N6ng do trong huyét tuong clia ketoconazol khong thé phét hién dugc sau khi dung bdi tai chd e
thuoc kem ketoconazol 2% & ngudi I6n trén da. Trong mot nghién ciiu & tré c6 viém da tiét ba

nhon (n = 19), khodng 40 g kem ketoconazole 2% dugc dung hang ngay trén 40% dién tich bé

mat cg thé, thi & 5 tré so sinh c6 phét hién ndng do ketoconazol trong huy&t tuong, dao dong tir

32 dén 133 ng/ml.

6. CHi DINH

— Dung tai chd trong di€u tri nhim nidm & da nhu ndm & than, ndm da dui, ndm ban tay va ndm

ban chén do Trichophyton spp, Microsporon spp va Epidermophyton spp.

— Thuc kem Opeaka 2% ciing dugc chi dinh dé diéu tri nAm Candida (bao gém ca viém am hd),

lang ben (bénh vay cdm) va viém da tiét ba nhon do Malassezia (truc day goi 1a Pityrosporum)

spp.
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7. CACH DUNG, LIEU DUNG:
Céch dung: Thuéc diing ngoai. Dung boi trén da.

" Liéu ding:

Kem ketoconazol dugc sii dung ¢ ngudi I6n.

Bénh ni&m da chén:

Thoa thuc kem ketoconazol 2% tai vung da nhim bénh hai 14n mbi ngay. Khoang thdi gian diéu
tri thong thudng ddi v6i céc nhiém ndm nhe 12 1 tudn. PG v6i nhiém ndm ning hon (bao gém
gan ban chan hay hai bén ban chédn) diéu tri nén dugc tip tuc mot vai ngay sau khi t4t ca céc
d4u hidu va tridu chiing da bién mat dé ngin ngua tai phat.

D6i v6i nhiém nidm khéc:

Thoa thudc kem ketoconazol 2% tai ving da nhiém b&nh mot hay hai 14n mbi ngay, tuy thudc vao
miic do nghiém trong clia nhiém ndm.

Vigc diéu tri nén dugc ti€p tuc mot vai ngay sau khi khong xudt hién tat ca cdc ddu higu va triéu
chiing. Kho&ng thoi gian diéu tri thong thutng 1a: lang ben 2-3 tuin, ndm & than 3-4 tuan.

Vigc chdn dodn can dugc xem xét lai néu khong c6 cdi thién 1am sang dugc ghi nhan sau 4 tuan.
Cac bién phap vé sinh chung nén dudc giam sat dé kiém soat cdc ngudn Iy nhim hay téi
nhiém.

Viem da ti€t ba nhon 1a mdt finh trang mén tinh va tai phat la rat cao.

G tré em: D liéu con han ché vé viéc sii dung kem ketoconazol 2% & bénh nhi.

8. CHONG CHI DINH:

Bénh nhan dudc biét 12 qué man véi ketoconazol hay bat ky thanh phan nao clia thudc.

9. LUU Y VA THAN TRONG:

- Khong dung thudc kem Opeaka 2% G mat.

- N&u phdi hop ding corticosteroid tai ché, dé du phong ti phat sau khi ngling diéu tri kéo dai
vGi corticosteroid tai chd: khuyén cdo ti€p tuc dung corticosteroid tai chd vao budi séng va dung
thudc kem Opeaka 2% vao budi t6i. Sau d6 ti tir ngung diéu tri bing corticosteroid tai chd trong
khoéng thoi gian 2-3 tuan.

Phu nif ¢6 thai va cho con bii:

Chua ¢ nghién cu ddy di va c6 kiém sodt & phu ni mang thai va cho con ba. Dif liéu han ch&
vé s0 phu nif mang thai c6 ti€p xdc cho thdy ketoconazol tai chd khong c6 tic dung phu 6 phu nit
mang thai hay thai nhi/tré so sinh. Nghién cliu dong vat cho thdy doc tinh sinh san & liéu khong
c6 lien quan dén viéc sl dung ketoconazol tai ché.

Khong phat hién ndng dd trong huyét tuong clia ketoconazol sau khi dung tai chd thudc kem
ketoconazol 2% 6 da cla ngudi khong mang thai. Chua c6 nguy co da biét co lién quan dén viéc
sl dung thudc kem ketoconazol 2% & phu nif mang thai va cho con bd.

Anh huéng ciia thude doi vdi cong viée: Thuoc kem Opeaka 2% khong c6 anh hubng dén kha
nang lai xe, van hanh may méc, lam viéc trén cao va cac trudng hop khac.

10. TUGNG TAC THUOC

Chua c6 cac nghién cliu tuong tac thudc da dugc thuc hign.
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11. TAC DUNG KHONG MONG MUON
Thuong gap (1/100 <ADR <1/10)
"RGi loan da va mé dusi da: Cam gidc rat da
RGi loan chung va tinh trang noi dung thudc: Ban dd, ngifa tai nai boi thudc
It gép (1/1000 < ADR <1/100)
Su réi loan hé mién dich: Qué man
R6i loan da va mo dudi da: Ban bong nuéc, viém da ti€p xdc, ndi ban, troc da, nhdm da
R&i loan chung va finh trang noi dung thudc: Chdy mdu, khé chiu, khd, viem, kich tng, di cam,
phan (ng tai noi dung thudc.
Chua biét: May day
12. QUA LIEU VA CACH XU TRi
Boi trén da
Khi boi qué nhiéu c6 thé din dé&n ban do, phu né va cam gidc bong rat va sé bi€n mat sau khi
ngung diéu tri.
Nudt phai
Trong trudng hop nut phéi, bién phap hd trg va diéu tri triéu chiing nén dugc thuc hién.
13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Thudc ding ngoai.
Khdng dl‘mg qua liéu chi dinh.
14. PIEU KIEN BAO QUAN: G nhiét do dusi 30°C, nai khd rdo, tranh anh séng.
15. HAN DUNG CUA THUOC 36 thang ké tir ngay san xudt. Khong dung thudc khi qué han dung
16. TEN, DIA CHI, BIEU TUONG cUA cO SG SAN XUAT

(efp)

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUGC PHAM OPV
So 27, budng 3A, Khu Cong Nghiép Bién Hoa II, Phutng An Binh, Tp. Bién Hoa, Tinh Dong Nai.

PT: (061) 3992999 Fax: (061) 3835088 ”2\\
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