FLUOMIZIN® vien dat am dao

TEN THUOC
Fluomizin, vién dat &m dao 10 mg.

THANH PHAN DINH TiNH VA DINH LUGNG
Mai vién chira 10 mg dequalinium chloride.
V& ta dugc, xin xem phan “Danh muc t& dugc”.

DANG BAO CHE

Vién dat am dao.

Céc vién déit am dao co mau trang hodc gén nhu
trang, hinh bau duc va hai mat [oi.

PAC TiNH LAM SANG

Chi dinh diéu tri

« Nhiém khudn am dao va nhiém ndm am dao
(nhu bénh dm dao do vi khudn va bénh ndm
Candida).

« Bénh do Trichomonas

o D{a’ dat dugc sy vo khudn trudc cac phau thuat
vé phu khoa va trudc khi sinh.

Budng dung: Dat am dao

Liéu lugng va cach ding

St dung 1 vién dit &m dao mdi ngay, dung
trong 6 ngay.

Vign dat am dao nén dugc dua sau vao am dao
vao budi tai trudc khi di ngli. Tot nhat Ia thyc hién
& tu th& ndim véi céng chan hoi gap lai.

Viéc diéu tri nén ngiing khi dang c6 kinh nguyét
va sau do ti€p tuc trd lai.

Nén diéu trj lién tuc ngay ca khi khdng con cac
trigu chiing kho chiu (ngifa, tiét dich, mui kho
chiu). Diéu tri dudi 6 ngay c6 thé dan dén tai phat.

Chi dén sir dung / thao tac

Fluomizin chiia cac ta dugc khong hoa tan hoan
toan, phan thudc con lai thinh thoang dugc tim
thay trong quan 16t. Diéu nay khong anh hutng
dén higu qua diéu trj cha Fluomizin.

Trong hi€m trudng hop v6i am dao rét khd, co
kha nzng 1a vién dat am dao khdng hoa tan va bi
am dao xudt tr6 ra nguy@n ca vién. K&t qua 1a
viéc diéu tri khdng dat i uu. Tuy nhién, diéu nay
khong gy ton thuong am dao. D& dé phong
trudng hop nay, co thé lam uét vien dat am dao
v6i mdt it nudc trude khi dua vao mot am dao rat
khd.

Bénh nhan nén dung khan vé sinh hoac bang l6t.
Khong co sy thay déi nao vé mau clia quan I6t.
B&nh nhan cin dugc chi dan thay quan 16t va do
I6t béng flanen hang ngay va gidt ching & nhiét
do it nhat 1a 80°C.

Bénh nhan khong nén sir dung voi tim am dao
hoic rla 4m dao trong khi diéu tri bang
Fluomizin.

Chdng chi dinh

« Qua man cam vé6i hoat chat hodc véi bat ky
ta dugc nao

« Loét biéu md &m dao va tling phan 4m dao

« Nhiing thiéu ni chua dat dugc sy trubng thanh
vé sinh duc khong nén dung Fluomizin

Qua liéu

Dung nhiéu hon 1 vién dat am dao s& khong lam
tdng hiéu qua clia Fluomizin. Ngugc lai, viéc nay
sé lam ting tac dung phu. Tuy nhién, chua ghi
nhan tidc dung phu nghiém trong nao sau khi
dung qua liéu Fluomizin. Trong trudng hgp qua
liéu, can tién hanh riia 4m dao dé loai bd phin
thudc con lai.

CACDPAC TiNH DUGC LY

Cac déc tinh dugc luc hoc

Nhém dugc hoc diéu tri: Thudc chéng nhigm
khudn va sat khudn dung trong phu khoa

Ma ATC: GO1A C05

Fluomizin chiia dequalinium chloride - mgt hgp
chat ammonium bac bén cé phé khéng vi sinh
vat rong chdng lai céc vi khudn Gram duong va
Gram am khac nhau, ndm va dong vat don bao
(Trichomonas vaginalis).

Hoat tinh in vitro clia dequalinium chloride chong
lai cac vi sinh vat quan trong & am dao sau day
da dugc xac dinh va dugc trinh bay theo ndng do
(ic ché t6i thidu (MIC).

MIC (mg/l)
Vi khudn Gram duong
Streptococci nhém B 2-8
Staphylococcus aureus 0,2-10
Streptococci nhém A 0,25-20
Listeria sp. 4-32
Peptostreptococci 1-32
Streptococci nhém D 0,2-64
Nam
Candida tropicalis 0,2-50
Candida albicans 0,2-200
Candida glabrata 0,2-256
Candida krusei 128

MIC (mg/l)

Vi khudn Gram 4m
Fusobacteria 32-64
Gardnerella vaginalis 2,0-256
E. coli 1-400
Serratia sp. 3,1-400
Klebsiella sp. 3,1-400
Pseudomonas sp. 5-400
Bacteroides sp./Prevotella sp. 64-512
Proteus sp. 20 - >1024
Dong vat don bao
Trichomonas vaginalis 28,8-400

Sau khi hoa tan 1 vién ddt &m dao Fluomizin
(10 mg dequalinium chloride) trong khoang
2,5-5 ml dich &m dao, ndng do dequalinium
chloride trong dich am dao la 4000-2000 mg/I,
cao hon ndng dd (c ché tdi thiéu MIC,, clia tat ca
cac vi sinh vat gay bénh da dugc thit nghiém.

Chua ghi nhdn sy dé khang clia cac vi sinh vat
ddi v6i dequalinium chloride.

——————————



Cénh bao va thamtrong dac biét khi st dung

Doc ky hudng dan sir dung trude khi dung. Néu

can thém thdng tin, xin hdi y kién béac si.
Tuong tac véi cac thudc khdc va cac dang
tuong tac khac

Chua c6 tuang tac nao dugc ghi nhan.

B&nh nhan nén thong bao cho bac sT hodc dugc
s néu dang dung hodc mdi day da dung bat ky
thudc nao khac, ngay ca thudc khdng phai ké
dan.

Co thai va cho con bu

Fluomizin c6 thé dung trong khi c6 thai va cho
con bi.

Tuy nhién, cling nhu véi cac thudc noi chung, can
than trong khi k& don Fluomizin cho phu nii c6
thai trong ba thang dau.

Cac dif liéu trén mdt sd Iugng nhod phu ni ¢6 thai
trong mot nghién ciu lam sang véi dequalinium
chloride {55} va trong mdt nghién ciu vé viéc sl
dung thudc Fluomizin {60} cho thay khong c6 tac
dung phu nao ctia dequalinium chloride trén phu
nii c6 thai hodc trén sic khoe clia thai nhi va tré
sgsinh.

Cac dif ligu tir sy diéu tra sau khi thudc dugc dua
vao thi trudng trén mdt sO lugng phu nit ¢o thai
(khoang 0,5-1,1 trigu) cho thdy khong co tac
dung phu nao clia dequalinium chloride trén phu
nii c6 thai hodc trén siic khoe cla thai nhi va tré
sd sinh.

Chua c6 nghién ciu trén dong vat voi
dequalinium chloride. Tuy nhién, cac nghién cliu
trén dong vat v6i hgp chat ammonium bac bon
khong cho thay ddc tinh vé sinh san (xem phan
“Cac dif ligu an toan tién 1am sang”).

Chua c6 dir ligu vé& sy thu nhan dequalinium
chloride vao siia me.

Dua trén céc dit liéu vé sy hap thu va thoi gian
diéu tri chi c6 6 ngay, cac tac dung phu trén
thai nhi hodc tré sd sinh khdng chic xay ra.

Tac dgng trén kha nang I4i xe va sif dung may
méc
Khong

Tac dung khéng mong mudn

Rai loan toan than va tinh trang tai ché dat
thuée

Trong higm céc trudng hop, c6 thé c6 nglia, néng
rat hodc do. Tuy nhién, nhitng phan iing phu nay
cling co thé lign quan véi cac tridu chiing clia
nhim khudn 4m dao. Trong nhiing trudng hop
nay khong can ngung diéu tri. Tuy nhién, néu cac
kho chiu kéo dai, b&nh nhan nén dén chiia trj 6 co
sGy té cang s6m cang tot.

Nhiing phén (ing kich (ing tai ch® nhu ton thuong
bé mat chdy mau (an mon) & am dao da dugc
b4do cdo trong nhiing trudng hop rieng &
(0,002%). Trong nhiing trudng hgp nay, bé mit
am dao (biu md &m dao) da bj t6n thuong trudc
do, nhu 1a do hau qua clia su thidu hut oestrogen
hodac do tinh trang viém ro rét. Trong nhiing
trudng hgp nay bénh nhan phai ngiing diéu trj va
nén dén chifatri 6 cosoy té.

D3 ¢6 bao cao vé sot trong mot b truding hgp rat
hiém (0,0003%).

Thong béo cho béc si nhiing tac dung khong
mong mudn gap phai khi sif dung thudc

Cling nhu cac chat hoat dong b& mat khac, cd ché
tac dung chl yéu clia dequalinium chloride 12 lam

__tang tinh tham qua t& bao va sau do lam mat hoat

tinh clia enzyme, gay chét t& bao.

Dequalinium chloride trong vién dat &m dao c6
tac dung tai chd trong 4m dao. N6i chung sy
giam tiét dich va giam viém rd rét xay ra trong
vong 24-72 gid.

Hiéu qud cla Fluomizin trong diéu tri nhiém
khudn am dao do su phét sinh khac nhau da dugc
ghi nhan trong mdt nghién ciu lam sang mu doi
dudc kiém soat chii dong.

Cac dac tinh dugc dgng hoc

Céc dif lidu tién lam sang ghi nhan § thd cho thay
dequalinium chloride chi dugc hdp thu v6i mdt
lugng rat nho sau khi dung duting 4m dao.

Pa ghi nhan sy phan b vao gan, than va phdi.
Dequalinium chloride dudng nhu dugc chuyén hoa
thanh chat dan xudt 2,2'-acid dicarboxylic va
dugc bai xudt & dang khong lién hgp qua phan.

Vi su hdp thu khdng dang k& qua dubng m dao,
khdng co dif liéu vé dugc dong hoc 6 ngudi ddi véi
dequalinium chloride.

Cac dif lidu an toan tién 1am sang

Xem xét sy hdp thu rdt it cla dequalinium
chloride qua dudng am dao, khdng cé kha ning
x4y ra doc tinh c4p hodc trudng dién.

Chua c6 cac nghién cifu vé dgc tinh sinh san nao
dugc tién hanh v6i Fluomizin. Tuy nhién, cac
nghién ctiu m& rong vé doc tinh vdi cac hgp chat
ammonium bac bon da khong thdy béng chiing
vé dgc tinh doi véi phdi thai.

Dung nap tai ché

Mot nghién ciu trén tho da cho thdy Fluomizin
dung nap tot qua dudng 4m dao.

CAC DAC TiNH CUA THUOC
Danh muc ta dugc

Lactose monohydrate, Cellulose microcrystalline,
Magnesium stearate.

Tuong ky,

Fluomizin tudng ky véi xa phong va céc chat hoat
dong bé mat dang anion khac.

Han dung

36 thang ké tir ngay san xuat.

Than trong ddc biét khi bao quan

Khdng bao quan trén 30°C.

P& thudc xa tdm tay ctia tré em.

Khong diing thudc quéa han sit dung da ghi trén
bao bi.

Tinh chat va dung lugng ctia bao bi dong goi
Vi PVC/nhom

Trinh bay: Hop 1 vi x 6 vién ddt am dao
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