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Boc ki h dén sir dyng treéc khi ding.
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THANH PHAN

Kem bdi ngodi da.

Mbi gam chira 20 mg ketoconazol.

Té durgc: Propylen glycal, stearyl alcol, cetyl alcol, sobitan stearat, polysorbat, isopropyl myristat, natri sulfit vé nurore tinh khiét
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ném ¢ ben, nhifm ndm & ban tay va ban chan do rubrum, Thchophyton mentagrophytes, Microsporum canis va
Epidermogpfyton floccosum, cling ni trong diéu tri nhiém Candida ¢ da vé déu tri bénh lang ben.
* Kem Nizoral 2% con duge chi dinh trong diu tr viém da tiét ba - mGt bénh Iy da lién quan dén su hign dién cda ném
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LIEU DONG VA CACH DUNG
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Kem Mizoral 2% diroc khuyén c4o bdi ngodi da ngay mét in tai cac viing bi nhiém ném va ving da cén ké.
Viém da fiét ba: B kem Nizorat2% Ién céeviing bj nhiém ndm 1 hodc 2 (8n mdi ngay tly vio 46 néng cia tn thirang,
Thar gian didu tr thong thuromg 1&: 2-3 tulin d6i ved lang ben, 23 tulin Ai vl nhiém ndm men, 2-4 tuin déi voi nhim ndm
& ben, 34 tuin 86 vén nhim ndm o than, 4-6 tuln 481 véi nhibm ndm ban chin.
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14m sing sau 4 ludin diBu . N&n tuAin theo céc bién phap gilr v& sinh 16t 6 1dém soét cAc ngudn gay nhidm
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CHONG CHI BINH
Khéng diing kem Nizoral 2% & nhirmg ngurdi dugc biét qué min véi bt ky thanh phin ndo clia thusc.

CANH BAD VA THAN TRONG

Khing diing kem Nizoral 2% & mét,

Néu ding ddng thir véi corlicosteroid bol tai chd, dé ngan ngira hién tuong di ngupe xdy ra khi ngimg ding

corlicosteroid b tai chd sau mot théi gian di digu tri, ngui ta khuyén nén tiép tuc diing mét loai corticosteroid nhe béi tai
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trong vong 2-3 tun

TUONG TAC V01 CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC

_Chua duochiét, . _ - S
wwcémuvhmoouau

Phu ni¥ e6 thal

Chra c6 dd théng tin nghién ciru trén phu nir cd thal. Thir nghiém & ngui khing mang thai, sau khi bél kem Nizoral 2% ién
da, khaing phét hién thay nbing db ketoconazol trong huyét twong. Vi véy chura xéc dinh duge nhimg nguy co c6 lién quan

dén viéic sir dung kem Nizoral 2% cho phu nik c6 thai.

Phu nir cho con bd

Chira cd di thdng tin nghién ciru trén phu nik cho con bi. Nhirng yéu 13 nguy cor cla vige sir dung kem Nizoral 2% trén phu
nir cho con bd ciing chira durgc biét dén.

ANH HU'ONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khéng cé dir iéu.

TAC DUNG KHONG MONG MUGN

cacphénmb&msécuqc:mnbaymmm Nrnmgmélwngbélmlammbéncébéﬂmdm I o
ién quan dén viéc st dung ketoconazol dira irén vic dénh gid todn dién nhirng thong fin v& bién o bt lof sdn cd.
manhénhénquévﬁlmimnmtkhﬂmhédmmdlnhm&cchﬂnh'ungcactmrnghqpnéngléI'hmrl.ratn'.nw
nhirng thir nghiém I4m sang ndy duoc thirc hién trong nhirng digu kién rélt khac nhau, ty 12 phan (g bt ki duoe ghi nhin
trong nhimg thir nghiém [am séng ciia mét thudic khang thé so sénh tnsc ép v ty 18 trong nhimg thir nghiém 1am sang
clia cac thufe khac va cf 12 cling khong phan dnh ty 18 quan sét duwot trén thirc hanh 1am sang.

Dir ligu thir nghiém lam sang:

Tinh an toén cla kem Nizoral 2% & duoc danh gid qua 1079 ddi twong trong 30 thir nghiém Iam sang khi sir dung kem
Nizoral 2% béi ngoéi da.

Céic phén (mg bé I dugre béo céo = 1% bénh nhan si dyng kem Nizoral 2% durore thé hién trong Béng 1:

aam1 Céc phin irng bt ki duoe béo co 2 1% cla 1079 bénh nhén sir dung kem Nizoral 2% trong 30 thir nghiém lm
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Ban 65 noi béi thude L 1.0

Ngtra nof biéi thubc - | 20
RéI loan da va mé dudi da

Cém giac ndng ra, bong da [ 19
cacpgu?bammammmcmmmwdwmNm&mmu&neummsangamnmu
trong

Baing 2: Céc phén img bt loi durgc béa co < 1% clia 1079 béah nhén sir dyng kem Nizoral 2% trang 30 thir nghiém I&m
séng:
Phén loai hé co quan
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Chéy méu nai bai thude
Khi chiu noi bdi thude
Kh da nor béi thudc
Viém noi béi thudc

Kich tng noi bdi thude
Dj cam o bbi thude
Phén (g noi bl thudc

REi loan hé théing mién dich
Qué mén cam

Egmnmma
Ndi bong nirtre
Viém da tigp xic
Phét ban
Tréc da
Da nhém

Dir mai
Ngu?cmmpMnunghétlmduwangbéomcécngménu}lﬂamsangv&ﬂmkém c46'phén (mg bét lol sau
uumwwmmwmawmaa Trong béng néy, tAn suft duoc tinh thea quy wighir sau:

thuomgodp 211
Thurimg gép 21100 va <1/10
Khéng thirdmg gdp = 111000 va <1/100
Hiém gap 2 1/10000 va <1/1000
Rt hi < 1110000, bao gbm nhiFng béo céo riéng 1&
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nghién ci dich 18 hoc.

aanga mmwmwmmmwmmmmm kinh nghiém hau méi fheo phén loai tn sut duoc
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QUA LIEU

%ﬁﬁ:mmm&mm&wwaﬂ phil v cAm gidic nding bng. Nnimg inéu chimg néy s& mét i khi ngimg béi thudc.
t véo midng:
Trong trwrémg hop vé ¥ nudt thude, chin thue hiéin cée bign phap b tro va didu r triéu chimg.

BAC TINH DUQC LYC HOC
Nhém digu tr: Khéng ndm ding tai chd, dfin xult imidazol vé triazol. M& ATC: DO1ACO8

Co ché tic dyng
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Anh hiréng durge lwe hoe
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Vi sinh hoc

Ketoconazol, mit dfn xudl imidazole dioxolane idng hap, nﬁhualﬂnhmﬁngnémzmdﬂmhmkdnﬁmnwmdanm
Trichophyton sp) Emnophymmmhﬁawmm i cdc bao gdm Malassezia spp. va
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BAC TINH DUQC BONG HOC

Bdi voi ngud 1o, saumwwchakemm:m&mm khéng phét hién duc ndng 89 ketoconazol trang huyét
furorng. Trong mét nghién ciru & tré em bi viém da fiét bé (n=19), cho ding khodng 40 g kem Nizoral 2% béi mBi ngay trén
40% dign tich b& mat da, 6 phél hién duoc ndng dd ketoconazol trong huyét twong tir 32 - 133 ng/ml & 5 tré.

THONG TIN TIEN LAM SANG

Cdc dir figu 8n 13m sdng cho thy khiing oo phét hién nguy hai dac biét ndo cho con nguii dua trén cac nghién ciru thudmg quy,
baogbmdamgnhmungaMhmmwmummmmmwmmnmmmmmmﬁpu
Céc nghién cinu v& Kich Umg da va mét cAp tinh v dang bao ché kem ketoconazol trén thé cha thdy khng ¢ kich tmg da hodc
mét Két qué tir mét nghién ciru vé nhay cam trén da & chudt lang cho thdy khéng cé figm néing gdy di img hoétnlmfnﬁmez
mwmvﬁammwwmmummmmmwmuwhmwmnmm&mm
da I 40 mghg. Trong mdt nghién ciru, mt s8 kich Lrng nhe a8 dupt ghi nhén trong c& hai Ahom keloconazol va gia duor, iy
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nghién clru mmwﬁmmﬁmuﬁmmmmﬂuwmwmw&m
vamngr-emdn 6 ketoconazol trong huyét tromg.
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TINHTUONG K|
Chura duroe biét dén

HAN DUNG
5 nam kd tir ngay sin xudl.

BIEU KIEN BAO QUAN
Bdo quén & 15°C-30°C,
08 xa tim tay tré em.

QUY CACH BONG GOI
Hop 1 tuyp 5g, 10g.

HU'ONG DAN SU DUNG VA XU LY
Dé& mé tujp thude, vin ndp ra, sau do dam xuyén qua déu tujp bing phin nhon & trén dinh cla nép.

San xudt tai: OLIC (THAILAND) LIMITED

Bia chi; 166 Moo 16 Bangpa-In Industrial Estate, Udomsorayuth Road, Bangpa-In District, Ayutihaya Province, Thél Lan.
Céng ty déing ky: JANSSEN-CILAG Ld., Thai Lan
wmhﬂmmﬁcdmmwwmuﬁnmmummpﬁwnmn@

VPBD Janssen-Cilag Ltd., TP Ho Chi Minh,

BT +84 B 38214828

E-mail: jacvndrugsafety@its jnj.com

Phién bén: CCDS 18Mar2014, 6 004
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