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COMOZOL

PE€ xa t'am tay tré em
Poc ky hudng din st dung trede khi dung

_ THANH PHAN CONG THUC THUOC
mgmnkem chita: =S e ———
Thanhphanhoatchat Ketownazole ............................................................................................................................................ 20mg
Thanh phén td dugc: Propylene glycol, Stearyl alcohol, Cetanol, Sorbitan monostearate, Isopropyl myristate, Polysorbate 60, Butylated hydroxytoluene, Purified
water.

DANG BAO CHE

Kem béi da ) . )

M t sin phiim: Kem mau tring, dong nhat.

CHi | DINH

Thudc dugc bbi ngoai da dé didu tri nhidm nim da nhu bénh ndm da thén, nim da dii, ndm da ban tay va nim da chan do Trichophyton spp, Microsporon spp
va Epidermophyton spp gay ra.

Comozol ciing dugc chi dinh d& didu trj bénh nim Candida 32 (bao gbm viém Am h), lang ben(bénh vay phén) va viém da tiét bi nhon do Malassezia (truéc
day goi I3 Pityrosporum) spp gay ra.

LIEU DUNG, CACH DUNG

Kem ketoconazole chi dugc sir dung & ngudi lon.

Liu dimg

Bénh nam da chén :

Bai Comozol tai ving da bi anh huong 2 1in méi ngay. Thoi glandxeutnthongthuongdm vmcacbenhnamnhc; 121 tudn, Dleutqnhxemnamophamwronghoac
nanghon (vidu longban chéin hofic hai bén ctia ban chéin) nén durgc tiép tuc cho dén vai ngay sau khi hét tht ca cac dAu hiéu va triéu chimg dé ngéin ngira tAi phat.
D4i vé6i cac bénh nam khéc :

Bdi Comozol tai ving da bi anh huong 1 lan hoac 2 lan mdi ngay, tiy thude vao mirc d¢ ning nhe cia bénh.

Cén tiép tuc diu tri cho dén vai ngay sau khi hét tat ca céc déu higu va Im;u chung cua benh

Khoéng thoi gian dleutn thong thuong 14: 2-3 tudn di voi lang ben;3=4 tuamddi voi b:;nlrmda&mn

Cin xem xét lai viéc chin doan néu céc triéu chimg 14m sang khong duqc cai thl¢n sau 4 tudn diéu tri.

Céc bién phép vé sinh toan thén nén dugc thyc hign @ kiém soét ngudn lay nhidm hodc tai nhiém.

Viém da tiét ba nhon 13 bénh man tinh va c6 kha ning tAi phét cao.

Treem:

Céc dit liéu v& viéc diing kem ketoconazole 2% cho tré em con han ché. Khong ding Comozol cho tré em

Céch dung :

Boi ngoai da.

CHONG CHI PINH

Khéng ding Comozol cho nhimg bénh nhén c6 tién sir qué mén véi ketoconazole hodic bét ky thanh phén ndo ciia thubc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Comozol khong phai 14 thude dung trong nhén khoa.

Néu sir dung ddng thoi v6i corticosteroid ding tai chd, dé ngan ngira phan {mg hdi nguge sau khi ngung diu trj kéo dai véi corticosteroid dung tai chd nén tiép
tuc boi mot lugng nho corticosteroid vao budi sang va b01 Comozol vao budi t6i, sau d6 tir tir ngung diéu tri

corticosteroid dung tai chd trong khoang thoi glan 23 tufin,

Kem Comozol c6 chira propylene glycol, do d6 c6 thé gay kich img da.

Kem Comozol chira 0l va stearyl alcohol, do d6 c6 thé gy ra cic phan img tai chd trén da

(vi dy viém da tiép xiic).

SUDUNG THUOC CHO PHY NU CO THAI VA CHO CON BU

Chuacénghlencuudayduvécoklemsoétéphunumangthalhoécchoconbu Duhgunenmotsoluvngglél hanphunumangthmoompxucvm thudc cho
thay khéng c6 tic dung phu clia ketoconazole dung tai chd dén phu nit mang thai hogc dén strc khoe cuia thai nhi/tré so sinh. C4c nghién ciru trén dong vat da cho
thaydoctmhsmhsantmcacheukhonghenquandensudung

ketoconazole tai chd.

Khéng phét hién dugc ndng dd ketoconazole trong huyét twong sau khi bdi kem Comozol trén da ciia phy nit khong mang thai. Khong cd nguy co nao di biét khi
dung kem Comozol & phy nit mang thai hogc cho con bu.

Chi sir dung thudc cho phu ni ¢6 thai va cho con bi khi lgi ich clia viée ding thudc vurgt trdi so véi nguy co c6 thé xay ra.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua 6 bang chimg cho thiy thuc ndy gy anh hirdng dén kha ning l4i xe va van hanh may méc.

TUONG TAC, TUONG KY CUATHUOC
Tuong tic ciia ‘thube:
Chuacocacnglnencuuvettmngtacthuoctﬁrqchenhanh"‘ S i - — o e

Twong ky ciia thude:
Do chura ¢6 cc nghién ciru vé tinh twong ky ctia thudc, khong tron 14n thudc ndy véi céc thude khac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Do an toan ctia kem ketoconazole dugc déanh gid trén 1079 b¢nh nhan tham gia vao 30 thir nghiém 14m sang. Kem ketoconazole dugc boi ngoai da tai ving bi
nhiém ném. Dya trén cc duhcuantoanthudugm tir cac thir nghi¢m lam sang, cac tacdungkhongmongmuonﬂlubnggapnhatdaduqcbaocao (voity 1€>1%)
la (vm ty 18 %): ngira tai vi tri boi thude (2%) cam giac bong rat da(1,9%), va ban dé tai vi tri béi thude (l%)

Bao gdm céc tic dung khdng mong muén ké lmn, bang dudi ddy trinh bay céc tc dung kh6ng mong muon da dugce béo céo khi sir dung kem ketoconazole tir thir
nghiém lam sang hodc kinh nghi¢m hau mai. Tén suét xay ra dugc biéu thi theo quy wdc sau:

Hay giip (>1/10)

Thmmggap(>1/100 dén <1/10) .

fit gip (>171000 dén <1/100) T S
Hiém gip (>1/10.000 dén <1/1000)

Rét h1em gip (<1/10.000)

Khong biét tan suat (khong thé wdc hwgng duge tir di lidu thir nghiém 1am sang hién ¢6).

Phin loai h¢ co quan Téic dung khéng mong mudn
Tén sudit xy ra
gip it gip A L& e
Bl 0 (>1/1.000 dén <1/100) Rkt M e
Roilogn h mién dich Qué méin
Réi logn da va mé duwdi da Cam gic bong rat da Ban bong nuéc May day
Viém da tiép xic
Phat ban
Da bong tréc
Da nhép nhap
Roi logn toan thin va tgi vj tri ding| Ban do tai vi tri boi thudc Chay m4u tai vi tri boi thude
thuée Ngira tai vi tri boi thuoc Kho chiu tai vi tri bi thuoc
Da kha tai vi tri boi thuoc
Viém tai vi tri boi thuoc
Kich {mg tai vi tri boi thuoe
Dij cam tai v tri bdi thudc
Phan tmg tai vi tri bi thuc
QUA LIEU VA CACH XU TRI
Dung tai chd:
Boi thude qua heu khuyén cao ¢6 thé gay ban d6, phil va cam gidc bong rat, va s& bién mét sau khi ngung diéu tri.
Trolo'ng hop nuot phai thuoc
Néu vo tinh nudt phai thudc, can ap dung cac bién phap diéu trj hd trg va diéu trj triéu chimg.
PAC TINH DJQC LYC HOC

Nhém trj ligu: Thudc khéng nm ding tai chd, din xudt ctia imidazole va triazole.
Ma ATC: DO1ACO8
Thong thudng kem ketoconazole ¢6 the dung nhanh ddi voi ngira, triéu chimg thudng gép trong bénh ndm da va nhiém ndm men, cling nhu khi nhiém Malassezia
Spp. Suca:th1¢nmeuchungnayduqcglnnhanmxéckluquansétthaycacdauhléulanhbenhdaunen
Ketoconazole - mdt dan xuat imidazole dioxolane tong hop, c6 hoat tinh khang nAm manh dm v6i nam da nhu Trichophyton spp., Epidermophyton floccosum va
Microsporum SPp- va nim men, bao gdm Malassezia Spp. va Candida spp. Téc dung cuia thudc d6i voi Malassezia spp. 14 dic biét rd rét.
Mt nghién ciru & 250 bénh nhan da cho thiy bdi 2 lin m01 ngay trong 7 ngay véi kem ketoconazole 2% va kem clotrimazole 1% trong 4 tudn & ca hai chén dd
chmg minh cho hi¢u qué ¢ nhimg bénh nhan bj bgnh nam da chan (chan ciia van dong vién) bi tén thutmg giira cac ngén chén. Hi¢u qua dAu tién 1a két qua kiém
tra 4m tinh KOH bang kinh hién vi sau 4 tuan. Dleu tri b{mg kem ketoconazole 2% cho thy hiéu qua twong dwong v6i diéu tri bing kem clotrimazole 1% trong
4 tudn, Khong c6 bing chimg tai phét sau khi diéu tri bing kem ketoconazole vao 8 tuan.
Dé\C TINH DA]GC PONG HQC
Nong d9 ketoconazole trong huyet twong khong dugc phat hién dugce sau khi boi ngoai da kem ketoconazole ¢ ngudi 16n. Trong mot nghién clru ¢ tré em bi viém
da tiét ba nhon (n = 19) ), c6 khoang 40 g kem ketoconazole da duoc béi 1én da hang ngay trén 40% dién tich beé mdt co thé, nong d3 ketoconazole trong huyet
twong da duoc tim thiy &5 tré, vdi ndng do trong khoang tir 32-133 ng/mL.
DIEU KIEN BAO QUAN
Bao quan trong bao bi kin, & nhiét d¢ dudi 30°C.
HAN DUNG
36 thangkemngﬁysén Xuat.
QUY CACH PONG GOI
Hop chira 1 tuyp 10g kem.
TIEU CHUAN CHAT LOJONG
Tiéu chuén JP.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
DAE HWA PHARMACEUTICAL CO., LTD.
495, Hanu-ro, Hoengseong-eup, Hoengseong-gun, Gangwon-do Han Quéc.




