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KETOSS cream

B M&i gam chiia:
Bt

Chi dinh, léu dung va cdich ding,chéng
| chi dinh, tac dung khing mang mudn va
cde théng fin khac: XNin xem frong MW
| hubng dén s dung
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(Ma vach (néu cé))

Poc ky huéng dén trude khi diing
PE& xa tdm tay tré em
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KETOSS CREAM
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etoconazol 2%
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KTOSS CREAM

O G Ketoconazol 2%

Tiéu chudn chdt lugng: TCCS
T L 4 a P Lee s Ry dh (s sas wuiknsis i ns 200 Bdio quan: Trong bao bi kin, franh dm, tréanh anh
diing va céch ding, chéng chi séng, nhiét dd dudi 30°C
g khéng mong muén vé cac thong Poc ky hudng dén sif dung trudc khi dung

N xemn frong té hudng dén st dung Pé xa tam tay tré em
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cPC1HN

KETOSS cream

W KEm BOI DA
m G Ketoconazol 2%

=

Thanh phﬁn: MBI gam chia: Tiéu chudn chét lugng: 1C
¢ . Bdo quan: Trong bao bi Kin, franh am, tréinh énh

Chi dlnh lieu dung va cach dung. chong chl ang ' ;

dinh, tac dung khéng mong muon va cac thong Poc ky huéng dan su dung trudc khi diung

fin khée: Xin xem trong 16 hudng dan st dung Pé xa tam tay tré em

Nha san xuét

Céng ty Co phidn Dwoc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, Xa V&n Binh, huy&n Thuéng Tin, thanh pht Ha Noi.
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KETOSS CREAM

Ketoconazol 2%

Thanh phan: Mé! gam chia: Tiéu chudn chdat luogng: TCC:

Ketocon@zol, .., Bao quéan: [rong bao in, trénh dm, frénh anh
Chi dinh, liéu dung va cach dung, chong chn séng, nhigt do dut

dinh, tac dung khéng mong muén va cac théng Poc ky hudng dan su dung trudc khi dung
tin khae: Xin xem trong t& hudng dén s dung Pé xa tam tay tré em

Nhé san xuat

/‘ 75\ Céng ty C6 phan Dwoe pham CPC1 Ha Noi
Cum cbng nghiép Ha Binh Phuong, xa Van Binh, huyén Thueng Tin, thanh pho Ha Noi.
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KETOSS cRream

Ketoconazol 2%

Théanh phén: M&i gam chia: Tiéu chudn chdt lugng: TCCS

Vot gt 4o Ly RO r Ol Db IR s SR . Bdo quén: Trong bao bi kin, trénh am, tréanh anh
Chi dinh, liéu dung va céch dung, chéng chi  sang. nhiéf &6 dudi 30°C

dinh, tac dung khéng mong mudn va cac thong Poc ki huéng dan st dung truéc khi dung
tin khée: Xin xem trong 16 huéng dan sif dung Pé xa tam tay tré em

Nha san xuét

Céng ty C6 phdn Dwoge pham CPC1 Ha Ngi
Cum c6ng nghiép Ha Binh Phuong, xa Van Binh, huyén Thuong Tin, thanh pho Ha Ni.
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KETOSS cream

Ketoconazol 2%

Thanh phan: Méi gam chia: Tiéu chudn chét lugng: TCCS

KeToOMEZOl v anes s . Bdo quan: Trong bao bi kin, frann am, tranh anh
Chi dinh, Ileu dung va cuch dung, chong chi scing, nhiét o duadi 30°C

dinh, tac dung khéng mong mudn va céc théng Poc ky huéng dan su dung trude khi dung
tin khac: Xin xem trang t& hudng dan st dung Pé xa tam tay tré em

Nha san xuat

Céng ty Co phan Dwge pham CPC1 Ha Ngi
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thuéng Tin, thanh phé Ha Néi.
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KETOSS cream

§ | Ketoconazol 2%

KETOSS CREAM

I Ketoconozol 2%
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KETOSS cream

by ding w& eéon
chi_ dinh, dung
lhang mong muBn vé& obn thén il
.E“‘“ Xin xem trong 13 hudng di
yng

Poc k¥ hudng dan trude khi ding
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KETOSS cream

Méi gam chia:
Ketoconaadl. . ... il

Chi dinh, iku ding va cdch ding,chéng
chi dinh, 16c dung khdng mong mudn vé
c@e théng lin khéo: Xin xem trong 1&
hubng dén s dung

(Ma vach (néu cd))

Poc ky huéng dan fruée khi diing
De xa tam tay tré em

& KEM B0I DA K E TEAM
3OG stoconazol 2%
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KETOSS CREAM

Ketoconazol 2%

KETOSS cream

Mai gam chifa:
Ketoconmol.. ...u wiiie.. 2%

Chi dinh, libu ding va ciich diing,ching
chi dinh, tc dung khdng mong mudn v
cée théng tin khée: Xin xem liong 18
hudng dén sit dung

WadD SSOJ_ 3 ){
W0 S50 | T

(Ma vach (néu cd))

Boc ky hudng dan trude khi diing
Pé xa tam tay tré em
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- Ketoconazol 2%
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KETOSS CREAM

Ketoconazol 2%

Méi gam chira:
Ketoconmol. ... %

Chi dinh, lidu ding vé cdch ding.chéng
chi dinh, tae dyng khéng mong mudn va
cas Ih-:mg fin khac: Xin xem hWong 18
huding dén sif dung

(Ma vach (néu cd))

3*> Boc ky hudng, dén trude khi ding
Pé xa tam tay tré em
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Kc!ucunu;a! 2%

Thanh phan
Mbi gam chira

Thimh phan hoat chét: Ketoconazol 2%

Thanh phan td duoc: Propylen glycol, stearyl alcohol, cetyl alcohol, isopropyl myristat,
sodium sulfit, sorbitan stearat, polysorbat 60, polysorbat 80, nudc tinh khiét.

Dang bao ché:

M6 ta: Kem ddng nhat, c6 thé dan mong trén da

Chi dinh

Ketoss Cream duoc chi dinh sit dung tai chd bdi ngoai da trong diéu tri cac bénh nhidm
nam ¢ than, nhifm nim & ben, nhiém ndm & ban tay va ban chan do Trichophyton
rubrum, Trichophyton meniagrophytes, Mycrosporum cains va Epidemophyton
Aoccosum, cling nhur trong diéu tri nhidm ndm Candida & da va diéu tri bénh lang ben.
Ketoss Cream con duoce chi dinh dé diéu tri viém da tiét ba kém nhiém nidm Malassezia
Surfur.

Lié¢u ding va cich ding

Ketoconazol kem duge str dung cho ngudd 1om.

Nhidm nam Candide & da. nhidm nAm & thin: nhiém ndm & ben, nhiém ndm @ ban tay,

nhiém ndm & ban chan va lang ben: Ketoss Cream duoe khuyén cdo boi ngoai da ngiy 1

l4n tai cac ving da bi nhidm ndm va ving da cén ké.

Viém da tiét ba: Boi thude 18n cde ving bi nhiém ndm 1 hodc 2 lan méi ngay tiy thude

vao do néing cia ton thuon .

Thoi gian diéu trj thong thudag 13: 2-3 tuin d6i voi lang ben, 2-3 tuan dbi vél nhidm nim

men. 2-4 tufin d6i v6i nhi®m nim ben. 3-4 tudn d6i véi nhidm ndm ¢ thin, 4-6 tudn ddi

voi nhifm ndm ban chén.

Théi gian diu trj khéi dau vidm da 1iét ba théng thudng 14 2-4 tudn, Didu tri duy tri bing

cach boi thude 1 hodce 2 lan moi tudn trong viém da tiét ba.

Tri lidu nén duoce tiép tuec 1 vai ngay sau ki tat ca cdce tritu chimg bién mat. Nén xem lai

chdn doan néu khong thiy cai thidn vé lam sang sau 4 mdn didu tri. Nén tudn theo cée

hién phap gilt gin vé sinh tdt dé kidm sodt c4c ngudn 18y nhidm hay tai nhiém. _
e h

cpcinan
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Béi fiegmg dde bigt

Tré em

Co vt it div liéu tro ng vide str dung thude & tré em (dudi 17 tudi)

Cdcohr dung

Dimg tai chd ngoai da

Chéng chi dinh

Dij tmg véi bét ky thanh phan nao cua thube.

Cinh bdo va thin trong khi ding thude

Thube khéng sir dung trong nhan khoa.

Khi sir dung thude véi 1 corticosteroid tai chd, dé trdnh tdc dung nguoc té lai cia
corticosteroid sau khi diéu tri tai chd kéo dai nén tiép tuc bdi corticosteroid vao budi
sang va boi Ketoss Cream vao budi tdi, sau d6 giam dan thoi gian diéu wi bang
corticosteroid tai chd trong khodng thoi gian 2-3 tuén.

St dung thube cho phu nir ¢6 thai va cho con bi

Phu nit ¢6 thai

Khong ¢6 dii cdc nghién ctiu vé viée str dung thude & phu nit ¢é thai va cho con bi. Dit lidu
tir s6 Iuong han ché phu nit ¢6 thai phoi nhidm véi thude chi ra rang thube khéng gay anh
hudng dén strc khoe cia nguoi me, thai nhi hogc tré so sinh. Cac nghién ciu trén dong vat
chi ra ring doc tinh trén thai nhi cia ketoconazol khéng lién quan dén viée dong
ketoconazol tai chd.

Khi str dung Ketoss Cream, khong phat hién ketoconazol trong mau . Khéng ¢6 i ro nao
duge biét dén lien quan dén viéc s dung thudc trong thoi k¥ mang thai hodc cho con bu.
Anh huing ciia thude 1én kha ning ldi xe, vin hianh may méc

Thube khéng anh hudng hodc anh huéng khéng dang ké 1én kha nang l4i xe va van hanh
may.

Twong tic, twong Ky clia thube

Chura c6 cée nghién ciru vé tuong téc. tuong ky cta thube.

T#c dung khong mong muén ciia thube

Dur liéu an toan cia ketoconazol thu duge tir 1079 nguoi tham gia trong 30 thir nghiém
lam sang. Ketoss Cream ding boi ngoai da. Cdc phin tmg ¢6 hai hay gap nhét duge béo
c&o la: ngtra, ban do va cam gidc bong rat tai ving da dimg thude.

Tan suat gip cée téc dung khong mong mudn khi sir dung thude duge dinh nghia nhu
sau:

Rét thutmg gap (>1/10)
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Thudmg gip (21/100 dén <1/10)

Khing thuomg gap (2 1/1.000 dén <1/100)

Hiém gip (>1/10.000 dén <1/1.000)

Rt hiém gap(<1/10.000)

Khéng xdc dinh (khéng thé wdce tinh tir dir lidu thir nghiém 1am sang ¢6 sin).

Co quan

Téc dung kh6éng mong mudn

- ok -
Phén loai tan suat

Thwong gap

Khong thudng gap

- Khéng xéc dinh

R6i loan hé théng

- .
mién dich

Qué man

R6i loan da va mo

duél da

Cam giac bong rat

Bong nude

Viém da do tiép

| xue

Phat ban

' Tay da chét

Meé day

Dinh da
Réiloan chung va | Ngira Chay mdu
tai chd Ban do Kho chiu

Kho da

Viém da

Kich img

Man cam

Théng bdo cho bdc si nhiing tic dung khong mong muén giap phéi khi siv dung thudc

Qui liéu va cdch xi tri

Viéc boi qua nhiéu thuoc tai 1 vi tri cé thé dan dén ban do, pht va cam gidc nong rat, cac

phan tmg nay s& bién mat sau khi ngtmg didu tri

Trong cac trudmg hop nut phai thuoe nén cd cac bién phap ho tro dicu trj tri¢u chimg.

Dic tinh dwoc lwe hoe
Ma ATC: DO1ACO8

Nhom tée dung duoe Iyi: Thube chdng ndm ding tai chd, dan xudt Imidazole va triazole

2E)

e 2
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Co ché tic dung:

Thude c6 tac dung nhanh trong cic trudng hop nhidm ndm ngoai da lidén quan dén
Malassezia spp.

Ketoconazol 13 1 din xuét imidazol va dioxolan tdng hop, ¢6 hoat tinh chéng nhiém nidm
manh nhw Trichophyron spp.. Epidermophyton floccosum va microsporum spp va chong
ndm men bao adm Malassezia spp. va Candida spp.

Mot nghién ciru & 250 bénh nhan da chi ra ra b1 kem 2 lan/mgay trong vong 7 ngdy co
hidu qua trong viée diéu tri ndm ban chin vdi su xudt hién cia cde vét 1on thuong gitra
cde ngon chin. Khong c¢é bang chimg vé viée tai phat sau khi diéu tri bing thude sau 8
tudn.

Dic tinh dwoc dgng hoe

Khéng thé phat hién nong d6 ketoconazol trong huyét trong sau khi ding thude tai chd
trén da & ngudi da.

Quy cach daong goi:

Tuyp 5 g. 10g, 20g, 30g, 50g. Hop 1 tuyp.

Bao quan: Bao quan trong bao bi kin, tranh am, tranh anh sang, nhiét d6 dudi 30°C.

Han ding: 24 thang ké tir ngdy san xuit.

. A A x A -
Tiéu chuan chit lwgng: Tiéu chuan co s
Nha san xuat

ceciun
Céng ty c6 phian Duge pham CPC1 Ha Noi
Cum céng nghiép Ha Binh Phuong, x4 Van Binh, huyén Thudng Tin, thanh phd Ha Noi.




