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1. Tén san phim

NIZORAL® CREAM

2. Thanh phin, ham lwong ciia thude:

Kem Nizoral chira tic nhan khang niAm tong hop phd rong ketoconazol, ham lugng 20mg/g.

THONG TIN CHO BENH NHAN

5 g kem chtra 100 mg ketoconazol.
10 g kem chira 200 mg ketoconazol.
Ta dugce: Propylen glycol, Stearyl alcol, Cetyl alcol, Sorbitan stearat, polysorbat 60, isoprolyl
myristat, polysorbat 80, natri sulfit va nudc tinh khiét.
3. M6 ta san phim:
Kem mau trang, ddng nhét.
4. Quy cach déng goi: Wr
Hop 1 tuyp 5 gam. |
Hop 1 tuyp 10 gam.
5. Thude diing cho bénh gi?
NIZORAL CREAM la thudc béi diéu tri nhiém nédm ngoai da gay ra boi nim soi va ndm men.
NIZORAL CREAM duoc st dung trong diéu tri nhiém ndm sgi ngoai da: nhiém nim & than
minh (lac, hic 120), & ben, ban chan hoac ban tay. NIZORAL CREAM ciing dugc sir dung trong
diéu tri nhi#m ndm men Candida ¢ da, diéu tri bénh lang ben, va ciing nhu trong diéu tri viém da
tiét ba (bénh ly da do nhiém nidm men trén viing mit va nguc voi nhitng mang mau nau do va
vay mau vang hoic trang).
6. Nén ding thudc nay nhw thé nao va liéu lwong?
Nén ding NIZORAL CREAM bbi 1 hodc 2 lan/ngdy theo hudng din ciia bac sy. Tiy thude vio
chung loai nAm gdy bénh, vi tri nhiém ndm va do nang ma tri liéu c6 thé kéo dai tir 2 dén 6 tuan.
Thong thudng s& thay ddu hiéu cai thién sau 4 tudn diéu tri. Néu khéng, nén hoi y kién béc sy.
Chi ngirng sir dung NIZORAL CREAM sau khi thay cac triéu chimg da bién mét hoan toan sau
vai ngay.
e Dé mo tuyp thude, van nap ra, sau d6 ddm xuyén qua dau tuyp biang phan nhon & trén
dinh ctia nép.
 Rua sach viing da bi nhiém ndm va dé kho.
» Dung tay thoa nhe nhang NIZORAL CREAM Ién ving da nhiém ndm va viing da xung
quanh.
* Rira sach tay. Diéu nay rat quan trong dé tranh lay nhiém ndm sang cac vung da khac trén
co thé hay cho nguoi khéc.
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V6i nhiém nidm Candida & da, nhiém nam & than minh, ben, ban tay, ban chan va lang ben: thoa
NIZORAL CREAM 1 ldn/ngay.
Véi viém da tiét ba: thoa NIZORAL CREAM 1 dén 2 lan/ngay thy vao do nang cta ton thuong.
Céc loai nhiém ném da trén thuong duge cai thién sau khi thoa thudc tir 2 dén 4 tudn va sau d6
ban c6 thé tiép tuc duy tri sir dung NIZORAL CREAM 1 dén 2 lan/tudn. Dung riéng khan tim va
quin 4o dé tranh lay nhi®m sang ngudi khac.
7. Khi nao khéng nén dung thudc nay?
Khéng duoc ding NIZORAL CREAM néu ban bi man cam (di Gng) véi thudc. Cac dau hiéu cua
man cam bao gdm nhu ngdra, sung phu va dé da... sau khi bdi kem.
8. Tac dung khéng mong mubn:
Gidng nhu céc thudc khac, NIZORAL CREAM c6 thé gdy ra cac tac dung phu, mic du khéng
phai ai cing gap. Tham khéo y kién ciia béc s§ hay dugc sy néu thdy bt ky cac ddu hiéu sau khi
st dung NIZORAL CREAM:

e Cam gidc néng bong trén da, bong da, ngira hodc man do noi boi thude.

e Phan (ng qua man (di trng), phat ban, ndi bong nuédc, viém da tiép xlc, cham da, may

day, kich (g hodc bat ky cdc phan ting tai chd khac.

Hoac khi ban gap céc tdc dung phu khong dugc liét ké trong to thong tin cho bénh nhén nay, xin
tham khao y kién cia bac s hodc duoc sy.
9. Nén tranh ding nhirng thudc hoic thue pham gi khi dang sir dung thubc nay?
Khong ap dung
10. Cén lam gi khi mdt 1in quén khong diing thubc?
Khong ap dung %
11. Can bio quén thudc nay nhw thé nao?
Bao quan dudi 30°C va dé xa tim tay tré em.
Khong diung NIZORAL CREAM da qua han sir dung ghi trén bao bi.
12. Nhirng ddu hiéu va tridu chirng khi diing thudc qua liéu:
Thoa NIZORAL CREAM qua litu hodc qua thuong xuyén so véi hudng dan cia bac sy c6 thé
gay ra cam giac nong bong, ban do hoéc phu.
13. Cén lam gi khi diing thubc qua liéu khuyén cio:
Néu dung thudc qué liéu, nén ngimg ding thudc ngay.
Khong duge nudt NIZORAL CREAM. Néu vo y nudt phai, hoi y kién cia bac sy.
14. Cén lwu y than trong gi khi sit dung thubc nay:
Khéong boi NIZORAL CREAM [én mat.
Rira sach tay sau khi sur dung.
Phu ni ¢o6 thai va cho con bu:
Chua biét rd nguy co khi sir dung NIZORAL CREAM ¢ phu nir ¢6 thai va cho con bu.
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Thuée khie
Néu ban dang sir dung corticosteroid (kem, m& hay hén dich 1éng ¢6 chira cortison), tham khao ¥
kién bac s§ hodc duge sy trude khi sir dung NIZORAL CREAM. Bun ¢6 thé bat ddu ding ngay
NIZORAL CREAM nhung khdng nén ngiing st dung corticosteroid.
Tiép tuc diéu tri theo hudng dan sau:
s  Strdung corticosteroid vao budi sang va NIZORAL CREAM vao bubi ti trong 1 tudn.
s Sau d¢, thoa corticosteroid vao budi sang trong mdi 2 hodc 3 ngay va NIZORAL
CREAM mbi 16i trong | dén 2 tuan ké tiép.
e Sau do nging st dung corticosteroid va néu cin thiét thi tiép tuc diéu tri chi véi
NIZORAL CREAM.
Néu ¢o bat ky thic mic nao, hoi ¥ kién cia bac sy hosc duoc s¥. 3
Van hanh may méc va lai xe: Khong c6 di igu. d
15. Khi nao cin tham vén bac si:
Théng béao cho béc si nhimg tac dung khéng mong mudn gip phai khi st dung thube.
Doc k¥ hudng din sir dung trude khi ding. Néu can thém thong tin hiy hoi v kién béc si.
16. Han sit dung ciia thudc:
3 nam ké tir ngay san xuét
Khéong dung thudc qua han sir dung ghi trén nhan.
17. Tén biéu twong nha sin xuAt/nha nhiip khdu/chi sé hiru gidy phép ding ky san phim?
Sdn xuat bdi: OLIC (THAILAN) LIMITED - 166 Bangpa-In Industrial Estate, Udomsorayuth
Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya 13160, THAI LAN.
Nha nhap khiu: Vimedimex Binh Duong, tinh Binh Duong.
Cong ty ding ky: JANSSEN-CILAG Ltd., Thai Lan
Moi ciu héi/Bio cao tic dung ngoai y/Than phién chit lwgng sin phim xin lién hg:
VPBD Janssen-Cilag Ltd., TP Hé Chi Minh.
DT: +84 8 38214828
E-mail; jacvndrugsafetvi@its.ini.com
Phién ban: CPPI 18Mar2014
PIL Nizoral cream TH CPPIi8Mar20i4 v2
Ngav stra doi: 25042017
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THANH PHAN

Kem bdi ngoai da.

M3i gam chira 20 mg ketoconazol.

Ta duge: Propylen glycol, stearyl alcol, cetyl alcol, sorbitan monostearat, polysorbat 60,
isopropyl myristat, natri sulphit, polysorbat 80 va nuéc tinh khiét.

CHI PINH

* Kem Nizoral 2% duoc chi dinh sir dung tai chd bbi ngoai da trong diéu tri cac nhiém
ndm ngoai da: nhiém ndm & than, nhiém ndm & ben, nhiém nam & ban tay va ban
chan do Trichophyton rubrum, Trichophyton mentagrophytes, Microsporum canis va
Epidermophyton floccosum, cling nhu trong diéu tri nhiém ndm Candida & da va diéu
tr1 bénh lang ben.

o Kem Nizoral 2% con duge chi dinh trong diéu trj viém da tiét ba - mot bénh 1y da
lién quan dén su hién dién cua ndm Malassezia furfur.

LIEU DUNG VA CACH DUNG 1

Liéu ditng

Nhiém ndm Candida & da, nhiém ndm & than; nhiém ndm & ben; nhiém ndm & ban tay,
nhiém nim & ban chan va lang ben: Kem Nizoral 2% duoc khuyén cdo bdi ngoai da ngay
mdt lan tai cac ving bi nhiém nim va vung da cén ké.

Viém da tiét ba: Boi kem Nizoral 2% lén cdc ving bi nhiém ndm 1 hodc 2 1an mdi ngay tuy
vao dd nang cua tén thuong.

Thoi gian diéu tri thong thudong la: 2-3 tudn dbi véi lang ben, 2-3 tudn d6i véi nhiém nim
men, 2-4 tudn doi vai nhiém nam & ben, 3-4 tuan doi voi nhiém nam & théan, 4-6 tuan doi
v&i nhiem ndm ban chéan.

Thoi gian diéu tri khoi dau viém da tiét ba thong thuong 1a 2-4 tuin. Piéu tri duy tri bing
cach boi thuoe 1 hodc 2 lan moi tuan trong viém da tiét ba.

Tri li€u nén dugce tiép tuc mot vai ngay sau khi tat ca céc triu chimg bién mét. Nén xem
lai chan doan néu khong thay cai thién vé lam sang sau 4 tuan diéu tri. Nén tuan theo cac
bién phap gifr vé sinh t6t dé kiém soat cac ngudn gdy nhiém hay tai nhiém.

Déi tuong dac bigt

Tre em

Co rat it dir ligu trong viéc su dung kem ketoconazol 2% trén bénh nhén nhi.
Cdach dung

Dung tai cho ngoai da.

CHONG CHI PINH

Khéng ding kem Nizoral 2% o nhimg nguoi duoc biét qua man vaéi bat kv thanh phan nao
cla thuobc.

CANH BAO VA THAN TRONG
Khong dung kem Nizoral 2% o mat.
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Néu ding ddng thdi véi corticosteroid bdi tai chd, d ngin ngira hién tuong ddi nguge xay
ra khi ngimg dung corticosteroid boi tai chd sau mot thoi glan dai dleu tri, ngudi ta khuyén
nén tiép tuc dung mot loai corticosteroid nhe bbi tai chd vao budi sang va ding kem
Nizoral 2% vao bubi ti va sau d6 giam dén liéu rdi ngung hin tri liéu corticosteroid béi tai
chd trong vong 2-3 tuin.

TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Chua duoc biét.

PHU NU CO THAI VA CHO CON BU

Phu nir co thai

Chua c6 du thdng tin nghién cru trén phu nit ¢6 thai. Thir nghiém & ngudi khéng mang
thai, sau khi bdi kem Nizoral 2% lén da, khong phat hién thay néng d6 ketoconazol trong
huyét twong. Vi vy chua x4c dinh dugc nhitng nguy co ¢6 lién quan dén viéc sir dung kem
Nizoral 2% cho phu nir ¢6 thai.

Phu nit cho con bu

Chura c6 du thong tin nghién ctru trén phu nit cho con ba. Nhimg yéu té nguy co ciia viéc
sir dung kem Nizoral 2% trén phu nir cho con bu cfing chua duoc biét dén.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong co dit liéu. _

TAC DUNG KHONG MONG MUON

Cac phan ung bat loi s& duoc trinh bay trong phin nay. Nhiing phan {mg bat loi 1a nhing
bién cb bat loi duoc xem 14 ¢6 hen quan den viéc str dung ketoconazol dua trén viéc danh
gia toan dién nhimg thong tin vé bién cb bét loi sin c6. Mbi quan hé nhin qua véi
ketoconazol khéng thé dugc x4ac dinh chic chén trong céc trudmg hop riéng 1é. Hon nita,
boi vi nhitng thir nghiém 1am sang nay duogc thuc hién trong nhing diéu kién rat khac
nhau, ty 1& phan img bét loi dwoc ghi nhan trong nhiing thir nghiém l4m sang cia mot
thudc khong thé so sanh truc tiép véi ty 1é trong nhitng thir nghiém 14m sang cua cac
thudc khac va c6 18 ciing khong phan anh ty 18 quan sét duoc trén thuc hanh 14m sang.

Dir liéu thir nghiém lam sang:

Tinh an toan cua kem Nizoral 2% da dugc danh gia qua 1079 ddi tuong trong 30 thir
nghiém ldm sang khi sir dung kem Nizoral 2% bdi ngoai da.

Cac phan ung bat loi duoc bao cdo > 1% bénh nhén sir dung kem Nizoral 2% duoc thé
hién trong Bang 1:

Bing 1: C4c phan ung bat loi dugc bao céo > 1% cia 1079 bénh nhén s dung kem
Nizoral 2% trong 30 thir nghiém |am sang:

Phan loai hé co quan %

Thuat ngir
Cic roi loan toan than va tinh trang noi béi thudc
Ban do noi bi thudc 1.0
Ngtra noi boi thudc 2.0
Roi loan da va mé dudi da
Cam gidc nong rat, bong da [ 1.9

Cac phan img bt lgi khac dugc bdo cio <1% bénh nhan sir dung kem Nizoral 2% trong
cac dir [1éu 1am sang duoc liét ké trong Bang 2.
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Béng 2: Cac phan tmg bét loi diroc bao cdo < 1% ciia 1079 bénh nhén
st dung kem Nizoral 2% trong 30 thir nghiém [4m sang:
Phan loai hé co quan

Thuit ngir
Cie roi loan toan thin va tinh trang noi bdi thude
Chay mau noi bdi thude
Kho chiu noi béi thudc
Khé da noi bdi thube
Viém noi boi thude
Kich tmg noi bbi thude
Di cam noi bdi thude
Phan vmg noi bdi thude
Réi loan hé théng mién dijch
Qua min cam N
Réi loan da va mb dwéi da il
Nbi bong nude
Viém da tiép xiic
Phat ban
Troc da
Da nhon

D liéu hiu mdi _
Ngoai céc phan img bt loi duoce théng béo trong cac nghién ctru 14m sang va duge ké trén,
cdc phan img bat lgi sau duoc thong béo sau trong hdu méi (Bang 3). Trong bang nay, tdn
sudt duoc tinh theo quy wdc nhir sau:

Rat thudmg gap >1/10

Thuong gp > 1/100 va <1/10

Khéng thuong gip > 1/1000 va <1/100

Hiém gap > 1/10000 va <1/1000

Rét hiém < 1/10000, bao gém nhimg bdo co riéng lé

Trong Bang 3, cdc phan tmg bét loi duge trinh bay theo tdn suét dua trén ti 18 trong céc thi
nghiém I&m sang hay cac nghién ciru dich t€ hoc.

Bing 3: Cac phan wmg bdt loi cua kem Nizoral 2% duge xdc dinh
trong kinh nghiém héu mai theo phan loai tin suit duoc danh gia dua
trén céc thu nghiém lAm sang hay céc nghién ciru dich & hoc

Réi loan da va mé duéi da

Khong biét May day

Théng bdo cho bdc si nhiing tdc dung khong mong muén gip phai khi sir dung thudéc.

QUA LIEU

Diing ngoai da:

B6i thude qué nhitu trén da co thé gay ban do, phi va cam gidc nong bong. Nhimg triéu
chimg nay s& mat di khi ngimg bai thuéc,

Nuot vao miéng:

Trong trudng hop vo ¥ nudt thude, can thue hién cdc bién phap hd tra va didu tri tridu
chimg.
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PAC TiNPI DUQC Ll.J:C HOC )
Nhém diéu tri: Khang ndm dung tai chd, dan xuat imidazol va triazol. Ma ATC: DO1AC08

Co ché tic dung , , o
Ketoconazol 1rc ché sinh tong hop ergosterol ¢ ndm va lam thay doi céu tric cac thanh
phan lipid khac trong mang.

Anh hwéng dwge lwe hoc

Ketoconazol thucmg tac dung rat nhanh trén tri¢u chimg ngura, 1a tri¢u ching thuong thay o
cac nhiém ndm ngoai da va ndm men ciing nhu trong nhitng bénh da ¢6 lién quan dén su
hién dién ctia ching nAm Malassezia spp. Giam tri¢u chimg dugc ghi nhan truédce khi thay
cac dau hiéu lanh bénh dau tién.

Vi sinh hoc
Ketoconazol, mot dan xuat imidazole dioxolane tong hop, cé hoat tinh khang ndm manh
doi voi cac vi nam ngoai da nhu Trichophyton spp., Epidermophyton floccosum va
Microsporum spp. va dbi v6i cac ndm men, bao gdbm Malassezia spp. va Candida spp. Dic
biét hiéu qua trén Malassezia spp. rat o rét. "

Vi

PAC TiINH DUQC PONG HOC

Dbi véi ngudi 16m, sau khi boi tai chd kem Nizoral 2% trén da, khéng phét hién dugc ndng
do ketoconazol trong huyét tuong. Trong mdt nghién ciu & tré em bi viém da tiét ba
(n=19), cho ding khoang 40 g kem Nizoral 2% béi mdi ngay trén 40% dién tich bé mit da,
da phat hién duoc ndng do ketoconazol trong huyét tuong tir 32 — 133 ng/mL & 5 tré.

THONG TIN TIEN LAM SANG

Céc dir liéu tién 1am sang cho thdy khong c6 Jphat hién nguy hai dac biét nao cho con ngudi
dua trén cic nghién ciru thudng quy, bao gdbm déanh gia kich tng & mat hogc da nguyén
phat, tinh nhay cam trén da, va doc tinh trén da khi sir dung lidu lap lai.

Cac nghién ciru vé kich tmg da va mat cap tinh v6i dang bao ché kem ketoconazol trén tho
cho thay khong c6 kich tmg da hodc mat. Két qua tir mot nghién ctru vé nhay cam trén da &
chudt lang cho thdy khéng ¢6 tiém nang gay di tmg hoac nhay cam. Trong ndm nghién ctru
ve da vé6i liéu lap lai trén tho, ketoconazol dugc dung cho ca da bi trdy xudc va khong bi
trdy xudc & muc lidu t6i da la 40 mg/kg. Trong mdt nghién ciru, mot s6 kich Gmg nhe da
dugc ghi nhén trong ca hai nhém ketoconazol va gia duge, tuy nhién, trong cac nghién ciru
con lai, khéng c6 anh huong doc tinh trén cac co quan hay trén da nao duoc ghi nhén. Dir
liu tr cac nghién ciu dugc dong hoc ctia mdt so dang bao ché ding tai chd cua
ketoconazol trong diéu kién thir nghiém phong dai & dong vat thi nghiém, cho thdy khong
phat hién nong do ketoconazol trong huyét tuong.

TINH TUONG KI
Chua duoc biét dén
HAN DUNG

3 nam ké tir ngay san xuat

PIEU KIEN BAO QUAN
Bao quan dudi 30°C
Dé xa tam tay tré em
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QUY CACH PONG GOI
Hop 1 tuyp 5g, 10g.

HUONG DAN SU DUNG VA XU LY ‘ o
Dé m¢ tuyp thude, van nip ra, sau d6 ddm xuyén qua dau tuyp bang phan nhon & trén dinh
cua nap.

San xuét tai: OLIC (THAILAND) LIMITED
Pia chi: 166 Bangpa-In Industrial Estate, Udomsorayuth Road, Moo 16,
Bangkrason, Bangpa-In, Ayutthaya 13160, Thai Lan.

Cong ty dang ky: JANSSEN-CILAG Ltd., Théi Lan

Moi ciu héi/Bio cio tac dung ngoai y/ Than phién chit Iwong sian phim xin lién hé:
VPDD Janssen-Cilag Ltd., TP Ho Chi Minh,

DT: +84 8 38214828

E-mail: jacvndrugsafety(@its.jnj.com

D

Phién ban: CCDS 18Mar2014, 56 004
PI Nizoral cream TH CCDS I18Mar2014 v3
Ngay stra doi: 25/04/2017

TUQ.CUC TRUONG
P TRUDNG PHONG
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