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For topical use only

/
/| UTHAZONE ...

Ketoconazole 2% (kl/kl)

[Thanh ph4n/ Composition]
Tuyp 10g chda/Tube 10g contains
Ketoconazole................... 2% (KI/Kl)

[Indications, administration,
contraindications & other information]
See insert paper

PHIL crv ™HH PHIL INTER PHARMA
INTER PHARMA 10g
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CONG TY
TNHH

S6 16 SX, HD sé

For topical use only 10g

UTHAZONE ...

Ketoconazole 2% (w/w)

“KEEP OUT OF REACH OF CHILDREN."
“READ INSERT PAPER CAREFULLY BEFORE USE.”

S8 16 SX:
NSX:
HD

[Composition] Tube 10g contains
Ketoconazole. 2% (wiw)

[Package] 10g/ube/box
[Storage] In hermetic container, dry and cool place,

EXCIPIENtS .o q.s 109
[Indications, administration, contra-
indications & other information]

See insert paper

below 30°C, protect from light
[Specification] In-House

PHIL eo wres s [ []

INTER PHARMA

THUGC DUNG NGOAI 10g

UTHAZONE ........

Ketoconazole 2% (kI/kl)

“DE XA TAM TAY TRE EM.”
“POC KY HUONG DAN SU DUNG TRUJC KHI DUNG.”

[Thanh phén] Tuyp 10g chia
Ketoconazole. 2% (kI/Kl)
TE AUOC oo vd 10g
[Chi dinh, cdch dung, chdng chi dinh &
cdc thong tin khdc] Xem trong td huéng
dan sii dung thudc kem theo

[Bdo quén] Trong hdp kin, noi khd mdt, dudi 30°C,
trdnh dnh sdng

[Ddng géil 10g/uyp/Mdp

[Tiéu chu&n chat lugng] TCCS

Sén xuat tai:

CTY TNHH PHIL INTER PHARMA

S6 25, dudng s8 8, KCN Viét Nam-Singapore, Thudn An,Binh Duong
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For topical use only

/
| UTHAZONE ...

Ketoconazole 2%(kl/kl)

[Thanh phdn/ Composition] [Indications, administration,
Tuyp 15g chda/Tube 159 contains  contraindications & other information]
Ketoconazole................... 2%(kI/Kl)  See insert paper

PHIL crv ™hH PHIL INTER PHARMA
INTER PHARMA 15g

2\ AN, B/‘/l//
SN

cC)NG Y

S6 16 SX, HD s dap t tuy

For topical use only 15g

UTHAZONE ..n.

Ketoconazole 2%(w/w)

s
%)
L 5 .,
“KEEP OUT OF REACH OF CHILDREN.” 2 %3 %
“READ INSERT PAPER CAREFULLY BEFORE USE.”
[Composition] Tube 159 contains [Package] 15g/tube/box
Ketoconazole.............cccevee.. 2% (W/w) [Storage] In hermetic container, dry and cool place,
EXCIpIoNtS s q.s 159 below 30°C, protect from light
[Indications, administration, contra- [Specification] In-House
indil.:alions & other information] PHIL PHIL INTER PHARMA ﬂmmmm
See insert paper NTERPHARMA  SPK:

THUOC DUNG NGOAI 15g

UTHAZONE.......

Ketoconazole 2%(kl/kl)

“DE XA TAM TAY TRE EM.”
“pQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.”

[Thanh phén] Tuyp 159 chia [B3o quan] Trong hdp kin, noi khé mét, dugi 30°C,
Ketoconazole...............oc...coeneneee. 2% (KI/kl) tranh anh sang

L1 L — vd 15g [Bang gail 150/tujp/hop

[Chi dinh, cach ding, chéng chi dinh & [Tiéu chuan chét lugng] TCCS

cdc thang tin khdc] Xem trong t6 hudng Sn udt to:

CTY TNHH PHIL INTER PHARMA

dén sir dung thudc kém theo S6 25, dubing s6 8, KCN Viét Nam-Singapore, Thudn An,Binh Dudng




For topical use only

A UTHAZONE. .o

Ketoconazole 2% (kl/kl)

[Thanh phan/ Composition] [Indications, administration,
Tuyp 20g chia/Tube 20g contains  contraindications & other information]
Ketoconazole................... 2%(kl/kl)  See insert paper

PH"_ CTY TNHH PHIL INTER PHARMA
INTER PHARMA 20g

&

o S6 16 SX, HD sé (/er?‘f@ﬁ %\
= HIL INTER
PHARM;’-\

g 5'900 I3 ‘

For topical use only 20g
UTHAZONE...
Ketoconazole 2% (w/w) y
“KEEP OUT OF REACH OF CHILDREN.” v
“READ INSERT PAPER CAREFULLY BEFORE USE.”

[Composition] Tube 20g contains [Package] 20g/tube/box

Ketoconazole...............cceuunnn. 2% (w/w) [Storage] In hermetic container, dry and cool

EXCIpients ......cccoeeevevevceiene, q.s 20g place,below 30°C, protect from light

[Indications, administration, contra- [Specification] In-House

indications & other information] PHIL pHi wrer prarma ﬂ“’”ﬁi“ﬂﬂ‘|‘|ﬂﬂl

See insert paper INTERPHARMA  spk:  ouudiiL
THUGC DUNG NGOAI 20g

UTHAZONE.......

Ketoconazole 2% (kl/kl)

“DE XA TAM TAY TRE EM.”
“DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.”

[Thanh phan] Tuyp 20g chia [B&o quan] Trong hdp kin, noi kho mat, dudi 30°C,
Ketoconazole.............cccccveueuenn.. 2%(KI/kl)  tranh 4nh sdng

T4 AUOC oo, vd 20g  [Déng goil 20g/tuyp/hdp

[Chi dinh, cach ding, chdng chi dinh & [Tiéu chudn chét lugng] TCCS

cac thong tin khdc] Xem trong t0 huéng  San xuat tai:

= 2 PR CTY TNHH PHIL INTER PHARMA
dan sir dung thudc kem theo SG 25, dubng s6 8, KCN Viét Nam-Singapore, Thuin An,Binh Dudng
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UTHAZONE

Dé xa tam tay tré em.
Doc kj hwong din s dung truwece khi diing.

THANH PHAN CONG THU'C THUOC
Thanh phan hoat chat:

Tuyp 10g chira: Ketoconazole ............... 2% (kl/kl)

Tuyp 15g chira: Ketoconazole ............... 2% (kl/kl)

Tuyp 20g chtra: Ketoconazole ............... 2% (kl/kl)
Thanh phan té dwgc:

Stearyl alcohol, cetyl alcohol, sorbitan monostearate, isopropyl myristate, polysorbate 60,
polysorbate 80, propylene glycol, sodium sulfite, nudc tinh khiét.

DANG BAO CHE

Kem thudc mau tring dén hoi vang, déng nhit.

CHIi PINH

Boi ngoai da trong diéu tri nhidm ném ngoa1 da nhu nhiém ndm & than, nhim ndm & ben,
nhiém nim & ban tay va ban chan gy ra boi Trichophyton spp, Microsporon spp va
Epidermophyton spp.

Uthazone ciing chi dinh diéu tri nhiém ndm Candida & da (bao gdm viém am hod), bénh lang
ben va viém da tiét ba gdy ra boi Malassezia (trudce day 1a Pityrosporum) spp.

CACH DUNG, LIEU DUNG

Dung cho nguoi 16n.

Nhiém ndm Candida & da, nhiém ném & than, nhifm nim & ben, nhiém ném & ban tay va ban
chan va lang ben:

Uthazone dugc khuyen c4o boi ngoai da ngay mdt 14n hodc hai 1an tai cac ving da bi nhiém
nim va vung da cén ké.

Thoi gian diéu tri thong thuong: 2-3 tuan ddi véi lang ben, 2-3 tuan ddi véi nhlem nidm men,
2-4 tudn dbi v6i nhiém ndm & ben, 3—4 tudn dbi v6i nhiém ndm & than, 4-6 tudn dbi véi nhidm
nam ban chan.

Viem da tiét ba:

Uthazone bdi 1én vung da bi bénh 1 -2 lan trong ngay.

Thoi gian diéu tri khoi diu viém da tiét ba thong thuong 1a 2-4 tudn. Piéu tri duy tri bang
cach boi thude ngit quang (tudn 1 14n) trong viém da tlet ba.

Viée diéu tri nén duoc tiép tuc mot vai ngay sau khi tt ca céc triéu chimg bién mét. Nén xem
lai chdn doan néu nhu khéng thdy cai thién ldm sang sau 4 tudn diéu tri. Nén tuén theo cac
bién phép giit vé sinh dé kiém sodt cac nguon gy nhiém hay tai nhiém.

Viém da tiét bd 14 mot bénh man tinh va rat c6 kha ning tai nhiém.

Cdch diing: B6i ngoai da.

Tré em

D0 an toan va hidu qua ciia thude & tré em (tir 17 tudi tré xubng) chua duoc thiét lap.

CHONG CHI PINH

Uthazone chong chi dinh & bénh nhan man cam véi bat ky thanh phin nao cta thude.

CANH BAO VA THAN T RONG KHI DUNG THUOC

Khoéng duge bbi Uthazone vao mit.

Néu dung ddng thdi véi corticosteroid bi tai chd, dé ngan ngua hién tugng doi ngugc xay ra
khi ngung bdi corticosteroid sau thoi gian dai diéu tri, khuyén cdo tiép tuc bdi corticosteroid
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cép d6 nhe vao budi sang va ding Uthazone vao budi tdi & sau d6 giam dan rdi ngung hin
corticosteroid trong vong 2-3 tuan.

Uthazone chira ta dugc stearyl alcohol c6 thé gdy phéan tng da tai chd (viém da tiép xuc).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chua c6 nghién ctru day da va c6 kiém soét & phu nit mang thai hay cho con bd. Dit liéu han
ché vé viéc bbi thube & phu nir mang thai cho thdy khong c6 tac dung khong mong mubn &
ngudi mang thai hodc anh hudng dén sic khoe clia bao thai hay tré so sinh. Nghién ctru trén
dong vat cho thay doc tinh vé sinh san & lidu ding khéng ¢6 lién quan dén viéc ding thude.
Nong d6 ketoconazole trong huyét tuong khong dugc phat hién sau khi boi thubc & nguoi
binh thuong. Chua biét duoc - nguy co ding thube & phu nir mang thai hay cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Uthazone khong anh huong dén kha nang 1ai xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Chua thiy c6 bao cdo vé tuong tac thude.

TAC DUNG KHONG MONG MUON CUA THUOC

D0 an toan cua kem boi da ketoconazole dugc danh gia & 1079 nguoi tham gia trong 30 thir
nghiém lam sang. Dua trén céc dit li€u an toan cd duge tir nhitng thir nghiém 14m sang, cac
tac dung khong mong mubn dugc béo cdo thudng nhat (>1%) 1a ngira da (2%), cam giac bong
da (1,9%) va ban do (1%).

Bao gém nhitng téc dung khoéng mong muén dugc luu ¥ & trén, bang dudi day thé hién tac
dung khoéng mong muén sau khi dung thubc tir thir nghiém 14m sang hay hdu mai. Tan suét
hién thi dué6i day:

Rét thuong gip (>1/10)

Thuong gap (>1/100 to <1/10)

ft gap (>1/1,000 to <1/100)

Hiém gap (=1/10,000 to <1/1,000)

R4t hiém gip (<1/10,000)
Chua dugc biét dén (khong thé udc tinh tir dit liéu 14m sang san co).
Hé co quan Ciéc phan \ing khéng mong muén
Tan suit thong thwong
Thuwong gap it gip Chuwa dwoc
(=1/100 to <1/10) (=1/1,000 to <1/100) biét dén
R6i loan hé mién dich Qu4 man cam
Roi loan da va mé dudi | Cam gi4c bong da Ban bong nudc Mé day
da Viém da tiép xtic
Phét ban
Tréc da
Da nham
R6i loan chung va tinh | Ban do Chay mau
trang tai vi tri boi Ngtra da Kho chiu
Kho da
Viém da
Kich ung
Di cam
Phan Umg da

Thong bdo ngay cho bdc st hodc durgc sT nhitng phan itng c6 hai gdp phdai khi sir dung thuéc.
QUA LIEU VA CACH XU TRi

Boéi ngoai da

Boi thude quéa nhiéu c6 thé din dén ban do, phi va cam giac bi bong; s& hét khi ngung diéu
tr1.
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Puong uong

Trong trudng hop v6 tinh nubt phai, phai tién hanh diéu tri 4p dung cac bién phap hd tro va
diéu tri triéu chung.

QUY CACH PONG GOI

Hop 1 tuyp 10g.

Hop 1 tuyp 15g.

Hop 1 tuyp 20g.

BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bao quan: Trong hop kin, noi kh6 mat, dudi 30°C, tranh 4nh sang.

Han dung: 36 thang ké tir ngdy san xuét.

Ti€u chudn chét luong: Ti€u chuén co s6.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY TNHH PHIL INTER PHARMA

S6 25, dudng s 8, KCN Viét Nam - Singapore, Thuan An, Binh Duong
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