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Ketoconazol 2%

L/M\p MEDIPLANTEX

Thanh phln MSi !uyp chira
Ketoconazol

Ta dugc ...

TN = 365944

KT: 105x35x25 mm

{354

..200 mg
vuadu 10 gam

Bao quan: Noi khd, trénh &nh sang, nhiét 48 dudi 30°C
Chi djnh, chéng chi dinh, lidu ding, cach ding va cac

théng tin khéc: Xem t& huéng din sir dung bén trong hop

Thude bdi ngoai da
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Boc ki hwémg dén si dyng tnrée khi ding

Cream

Specification: Manufacturer's
Tidu chuln &p dyng: TCCS

For external use only
Box of tube 10g

CDmposlﬂon Each tube contains

Ketoconazol,
Excipients ...

SDK/ Reg.No:

g sﬂugam

Indications, contra- indications, dosage, administration
and other information: See the leaflet enclosed
Storage: Mremadryplace proleclfromhqht,hetowan Cc
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Keep out of reach of children
Read carefully the direction before use

Nhén tuyp

Ketoconazol 2%
Thanh phin: M3i tuyp chira
Ketoconazol

BETHUGC XA TAM TAY CUA TRE EM

GOHG WGP DLAQC TRUNG U'ONG MEDIPLANTEX
358 dwimg Gidi Phéng, Phucggmﬂwmxm Ha Ngi
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Nha SX: CONG TY CP DLO'C TRUNG LFONG MEDIPLANTEX ;

358 dwémg Gidi Phéng, Phuong Liét, Thanh Xuan, Ha Ngi
SX tai: Nné may duoc phm s8 2, Trung Héu, Tién Phong, Mé Linh, Ha Noi
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TO HUONG DAN SU DUNG THUOC
MAXXZORAL

Dé xa tim tay tré em

Doc kj hwéng din siv dung trirée khi diing

Thanh phin cong thirc cho 1 tuyp

Thanh phan hoat chit: Ketoconazol 2% (10 gam kem chira 200 mg ketoconazol).

Thanh phén ta duge: PEG-6 va PEG-32 stearat (va) glycol stearat, cetyl stearyl alcohol, parafin I6ng,

oleoyl polyoxyl - 6 - glycerides, carbomer 940, triethanolamin, natri sulfit, propylen glycol, ethanol

tuyét ddi, nuée tinh khiét.

Dang bao ché

Kem bbi da.

Kem mau tring nga, ddng nhét.

Chi dinh

Diéu trj cdc bénh nhiém ndm & da nhu: ndm ban chan (nim k& chan), nim da duii (ndm ben) va ham
da do nhiém nim candida.

Liéu ding, cich dung
Liéu ding
Kem ketoconazol chi dung cho ngui I6n. \}/
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Nam k& chén: Béi thude 2 lan/ngay tai cac ving da bi nhieém nam. Thoi gian diéu tri thong thudng
cho nhiém tring nhe 14 1 tudn. P6i vai trudng hop nhiém tring nang hodc lan rong nén tiép tuc didu
tri thém 2 — 3 ngay sau khi tit ca cac triéu ching bénh bién mit dé ngan ngira tai phat.

Ném da dui va ham da do candida: Béi thuéc 1 dén 2 lan/ngay Ién ving da vi nhiém ndm cho dén 2
— 3 ngay sau khi tit ca cac triéu chirng bénh bién méat dé ngan ngira tai phat. Thoi gian diéu trj c¢6 thé
kéo dai 6 tudn néu cén thiét. Viéc chén dodn nén dugc xem lai néu cdc triéu ching khéng thiy cai
thién vé 1dm sang sau 4 tuin didu tri.

Céch dung: Dung tai chd bbi ngoai da.

Chong chi dinh

Mén cam vdi ketoconazol hodic bat ky thanh phan nao cua thuc.

Cinh bio va thin trong khi diung thube

Khong ding Maxxzoral & miit.



Dé ngin ngura hién tuong doi nguoc xay ra khi ngimg diing corticosteroid bi tai chd sau mot thoi
gian dai diéu tri, nén tiép tuc dung corticosteroid boi tai chd loai nhe vao budi sdng va dung kem

Maxxrozal vao bubi tbi, sau d6 giam dén lidu rdi dung han corticosteroid trong vong 2 — 3 tudn.

Thubc c6 chira propylen glycol ¢6 thé gay sung né da va cetyl stearyl alcohol c6 thé gdy phan irng da

tai chd (nhur viém da tiép xuc).
St dung thude cho phu ni¥ ¢6 thai va cho con bi

Chua c6 nghién ciru day di va c6 kiém soat trén phu nit mang thai va cho con bu. Cho dén nay, khéng
¢4 dit ligu dich & hoc khdc c6 lién quan. D liéu trén mot s6 lugng han ché phu nir mang thai ¢6 su
tiép xiic cho thdy khong c6 téc hai ctia ketoconazol dung tai chd trén phu nit mang thai hoic stic khoe
cua thai nhi/tré so sinh. Cac nghién ctru trén dong vét cho thdy doc tinh sinh san khong lién quan dén

céc liéu ketoconazol khi ding tai chd.

Thir nghiém & ngudi khong mang thai, sau khi thoa kem ketoconazol 2% 1én da, khéng phat hién thdy
ndng do ketoconazol trong huyét twong. Khéng ¢6 nguy co nio lién quan dén viéc sir dung kem

ketoconazol 2% cho phu nit mang thai va cho con bu.

Anh huéng ciia thudc 1én khé niing 14i xe, vin hanh miy méc

Thudc khdng anh huéng dén kha ning 14i xe va van hanh méy moc.

Twong tic, twong Ky cita thude

Chua ¢6 nghién clru nao dugc thuc hién.

Tac dung khéng mong muén (ADR) ciia thube K/

Tinh an toan cua kem ketoconazol duge dénh gié trén 1079 ddi twong tham-”gé vao 30 thir nghiém

1&m sang khi ketoconazol duge bbi ngoai da.

Dua trén dir liéu an toan tdng hop tir céc thir nghi¢ém 1am sang nay, cac tic dung khong mong mubn
hay gap nhét (> 1%) 1a ngira tai vi tri boi thubc (2%), cam gidc nong rat, bong da (1,9%) va ban dé
tai vi tri boi thude (1%). Céc tac dung khéng mong mudn duéi day, bao gdm céc tic dung khong
mong muén dugc néu & trén, duge bao cdo tir cac thir nghi¢m lam sang hodc sau khi dua thudc ra thi
trudng. Trong bang nay, tan sut dugc tinh theo quy uéc sau: R4t hay gip, ADR > 1/10; hay gip,
1/10> ADR > 1/100; it gap, 1/100 > ADR > 1/1000; hiém gip, 1/1000 > ADR > 1/10 000; rit hiém
gdp, ADR < 1/10 000; khong xac dinh (chua thé théng ké tAn suit tir dit liéu sin cd):



Téc dung khéng mong mudn (ADR)

Hé co quan .
Hay gip It gap Khong xac dinh
Hé théng mién dich Qua man
Da va mé duéi da Cam gidc nong rat, | N6i bong nudc Mé day
bong & da Viém da tiép xtc

Phat ban

Tréc da

Da nhon

Cac r0i loan toan | Ban do tai vi tri boi | Chay mau tai vi tri bdi thude

than va tinh trang noi | thube Kho chiu tai vi tri boi thube
béi Ngta tai vi tri bdi | Kho da tai vi tri boi thube
thudc Viém da tai vi tri bdi thude

Kich tng tai vi tri bdi thudc

Di cam tai vi tri bdi thude

Phan g tai vi tri bdi thude
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Qua liéu va cach xir tri

Dung tai chd
Boi thudce qua liéu trén da c6 thé giy ban do, phi va cam gidc néng rat. Céc triéu chirng s& hét khi
ngimg ding thube

/
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Nuét vdo miéng \/
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Trong trudng hop vo y nudt phai, can thuc hién céc bién phap ho trg va danly gia triéu chirng
Duge lwre hoe

Nhém duge ly: Thude chdng ndm dung tai chd, imidazol va dan xuét triazol.
Ma ATC: DO1A CO08

Co ché tac dung: Ketoconazol tic ché sinh tdng hop ergosterol, 12 sterol chinh ctia mang té bao nim,

lam thay dbi tinh thdm va chirc ning cia mang té bao.

Ketoconazol c6 tac dung chéng ndm manh ddi vi nim da va ndm men. Kem ketoconazol thudng c¢6
tac dung rat nhanh véi tri¢u ching ngira, 14 tridu chimg thudng thiy & bénh ndm da va ndm men.
Giam triéu chimg ngtra dugc ghi nhan trude khi thdy cac ddu hiéu lanh bénh ddu tién.

Mot nghién ctru & 250 bénh nhén cho thiy dung ketoconazol 2% hai lan mdi ngay trong 7 ngay vai
clotrimazol 1% trong 4 tuan & chin da dugc chirng minh ¢ hiéu qua ¢ bénh nhan bj nim ban chén

(nédm k& chan) c6 ton thuong gilra cac ngén chan. Hidu qua cudi ciing 13 am tinh véi xét nghiém KOH



dudi kinh hién vi sau 4 tudn. Didu tri v&i ketoconazol 2% cho thdy hiéu qua tuong duong véi 4 tuin
diéu trj véi clotrimazol 1%. Khong c6 bing chimg tai phét sau khi diéu tri 8 tudn véi ketoconazol.
Duwgc dong hoc \/
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Doi voi ngudi 16n, sau khi béi tai chd ketoconazol 2% trén da khong phat hién ndng do ketoconazol

trong huyét twong. Trong mdt nghién ciru & tré so sinh bj viém da tiét ba (n=19), cho dung khoang
40 g kem ketoconazol 2% mdi ngdy trén 40% dién tich bé mit da, ndng do ketoconazol trong huyét

twong dugc phat hién & 5 tré so sinh, dao ddng tir 32 — 133 ng/ml.

Qui cich dong géi: Hop 1 tuyp x 10 g, tuyp nhém. e i
Diéu ki¢n bio quan: Noi kho, tranh anh sdng, nhiét do dugi 30°Q. * + &
Han dung: 36 thang ké tir ngay san xuit. Khong dung thudc qué
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Tiéu chuin chat luwgng: Tiéu chuan co so.

Tén, dia chi ciia co sé san xuét
Nha san xuét: Céng ty CP Duge Trung uong Mediplantex TUQ.CUC TRUGNG
Tru so: 358 Giai Phong, Phuong Liét, Thanh Xuan, Ha Ngi P.TRUGNG PHONG
g : . -,
San xudt tai: Nha méy DP s6 2, Trung Hau, Tién Phong, Mé Linh, Ha NW}@ Nooc Ank




