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Levofloxacin STADA 500 mg

THANH PHAN
M&i vién nén bao phim chiva:

Levofloxacin (hemihydrat) ..........cocovveeeeeereororii 500 mg

Ta dwoc viva 4l i

(Microcrystallin  cellulose (Comprecel M102D+), natri stearyl

fumarat, crospovidon, hypromellose 6 cps, polyethylen glycol

6000, talc, titan dioxyd, oxyd sét dd).

MO TA
Vién nén dai, bao phim mau héng. hai mat khum ¢é khac vach.

| DUQC LUC HOC

- Levofloxacin la déng phan quang hoc dang L cta ofloxacin thudc
khang sinh nhém quinolon. Hoat tinh khang khuan cla ofloxacin
chl yéu do ddng phan dang L. Co ché tac dong ciia levofloxacin
va céac thudc khang sinh nhém fluoroquinolon khac lién quan d@én
st (rc ché topoisomerase IV va DNA gyrase ciia vi khuan (ca hai
déu 1a topoisomerase typ II), l1a cac men cAn thiét cho suw t4i tao,
sao chép, slra chiva va téi td hop DNA.

- Levofloxacin c6 hoat tinh khang khuan rong déi véi vi khuén gram
&m va gram duong in vitro. Néng dd diét khudn cla Levofloxacin
thwong béing hodc hoi cao hon néng d8 kiém khudn,

- Cac fluoroquinolon, ké ca levofloxacin, cé cau tric héa hoc va co
ché tac dong khac véi céc khang sinh nhém aminoglycosid,

| macrolid, B-lactam, ké c3 penicillin. Do d6, cac fluoroquinolon cé
thé co hiéu lwc chéng lai cac vi khudn @& khang véi cac thube nay.

- Vikhuén nhay cam in vitro va nhiém khu&n trong 1am sang:

+ Vikhuin Gram am: Enterobacter cloacae, E.coli, H. influenza,
H.  parainfluenza, Kiebsiella pneumonie, Legionalla
pneumophila,  Moraxella catarralis, Proteus  mirabilis,
Pseudomonas aeruginosa.

+ Vi khuan khac: Chlamydia pneumoniae, Mycoplasma

[ preumoniae.

+ Vi khudn wa khi Gram dwong: Bacillus anthracis,
Staphylococcus  aureus nhay c¢adm  methicilin (meti-S),
Staphylococcus coagulase &m tinh nhay cam methicilin,
Streptococcus pneumoniae.

+ Vi khuadn ky khi: Fusobacterium, peptostreptococeus,
propionibacterium.

- Céc loai vi khudn nhay cam trung gian in vitro:

+ Vikhuén wa khi Gram duong: Enterococcus faecalis.

+ Vikhuan ky khi: Bacteroid fragilis, prevotella,

- Céc loai vi khudn khang levofloxacin:

Vi khuén wa khi Gram dwong: Enterococcus faecium,

Staphylococcus aureus meti-R, Staphylococcus coagulase am

tinh meti-R.

- Khang chéo: In vitro, co khang chéo gitra levofloxacin va cac
fluoroquinolon khac do co ché tac dung, thuwong khéng cé khang
chéo gilra levofloxacin va cac ho khang sinh khac.

DUQC BPONG HOC
Levofloxacin dwgc hap thu nhanh va gan nhw hoan toan sau khi
udng va néng @5 dinh dat dwoc trong vong 1 - 2 giv. Thube dwoc
phan phéi rong vao cac mé co thé gdm mang nhay phé quan va
phdi, nhwng thdm vao dich néo tiy twong ddi it. Levofloxacin gén
két voi protein huyét twong khodng 30 - 40%. Thubc chi dwoc
chuyén hoa & mirc d6 thap thanh cac chét chuyén héa khong co
hoat tinh. Thei gian ban thai cia levofloxacin tiy 6 - 8 gier, mac du
thoi gian nay ¢6 thé kéo dai & bénh nhan suy than. Levofloxacin
duoc bai tiét phén 16n & dang khdng di, chi yéu qua nudc tidy
v&i it hon 5% dudi dang chét chuyén héa. Thuée khdng duoc loai
trir qua tham tach mau hodc thdm tach mang bung.

CHi BINH
O nguoi Ion véi nhiém tring nhe hoac trung binh, levofloxacin

| dwec chidinh digu tri cac bénh nhiém trung do cac vi khun nhay
cam véi levofloxacin:

- Viém xoang cép.

- Dotkich phat cAp clia viém phé quan man tinh.

- Viém phdi mac phai cong déng.

Nhiém tring duéng tidu khong bién ching.

- Nhi&m tring dwéng tiéu cé bién chirng ké ca viém than-bé than.

L

Viém tuyén tién liét man tinh do vi khuén.
Nhiém tring da va mé mém.

IEU LUO'NG VA CACH DUNG
Céch dang '
Levofloxacin STADA 500 mg dwoc dung duwéng udng.
Liéu dang
Viém xoang cép: 500 mg x 1 1an/ngay x 10 - 14 ngay.
Dot kich phat cép cla viém phé quén man tinh: 500 mg x 1
l&n/ngay x 7 - 10 ngay.
Viém phéi méc phdi céng déng: 500 mg x 1 hodc 2 lan/ngay x 7 -
14 ngay.
Nhiém tring dudng tiéu khéng bin ching: 250 mg x 1 lan/ngay
x 3 ngay.
Nhiém trang dutng tiéu c6 bién ching: 500 mg x 1 lan/ngay x 7 -
14 ngay.
Viém than - bé thén: 500 mg x 1 1an/ngay x 7 - 10 ngay.
Viém tuyén tién ligt man tinh do vi khuén: 500 mg x 1 Ian/ngay x

28 ngay.

Nhigm tring da va m6é mém: 500 mg x 1 hodc 2 lan/ngay x 7 - 14

ngay.

Liéu ding cho ngudi bénh suy than:

D9 thanh thai creatinin Liéu ban dau Liéu duy tri

(ml/phut)

Nhigm khuan dutng tiét niéu cd bién ching, viém than — bé than cap
=20 250 mg 250 mg mdi 24 giey
10-19 250 mg 250 mg mdi 48 gioy

Cac chi dinh khéc
50 -80 khéng can diéu chinh lidu
20-49 500 mg 250 mg méi 24 gty
10-19 500 mg 125 mg méi 24 gi¢r

Thém tach méau 500 mg 125 mg méi 24 gior

Thdm phén phic mac lién tuc 500 mg 125 mg méi 24 gty

c

HONG CHI BINH

- Bénh nhan qua man véi levofloxacin hodc cac quinolon khac

hodc bét ct thanh phén ta duwoc ndo cla thuée,

- Bénh nhan dong kinh.

Bénh nhan thiéu hut GEPD.

- B&nh nhan co tién st bénh & gan co' do mét fluoroguinolon.

T

Tré em <18 tudi.
HAN TRONG

Viém gén va dut gan: Viém gan cé thé hiém xay ra. Phan Ién
thwong lién quan dén gan Achilles va co thé din dén dat gan.
Nguy co viém gan va dot gan gia tang & ngudi I6n tudi, banh
nhén dung corticosteroid va bénh nhéan dung lidu 1000 mg
levofloxacin méi ngay. Néu nghi ngé viém gan, phai ngung ngay
viéc diéu tri voi levofloxacin.

Bénh lién quan voi Clostridium difficile: Tiéu chay, dac biét néu
néng, dai ddng va/hoic c6 mau, trong hodc sau khi didu tri véi
levofloxacin, c6 thé la triéu chirng clia bénh lién quan voi
Clostridium difficile, dang nang nhat Ia viém rust két mang gia. Néu
nghi ngé viém rudt két mang gia, phai ngung dung levofloxacin ngay,
Bénh nhan suy théan: Do levofloxacin bai tiét chli yéu qua than,
nén digu chinh liéu clia levofloxacin & bénh nhan suy than.

Bénh nhén thiéu men glucose-6-phosphat dehydrogenase: Bénh
nhan véi khiém khuyét tiém tang hay khiém khuyét thuc sw hoat
tinh cta men glucose-6-phosphat dehydrogenase co thé d& xay
ra phan (rng tan huyét khi diéu tri véi cac thude khang khuén
quinolon, vi thé nén ding than trong levofloxacin,

Bénh nhén dé bj co git: Levofloxacin nén dwoc dung that than
trong & nguéi bénh dé bi co giat, nhw nhirng bénh nhan da bj tbn
thwong hé than kinh trung wong trede dé.

Céc phan ung qué man: Levofloxacin cé thé gay cac phan tng
qua man nghiém trong, nguy hiém tiém tang (nhu pht mach dén
séc phan vé xay ra sau), doi khi dung & lidu khdi dau. Nguoi
bénh nén ngwng diéu tri ngay.

RGi loan duong huyét: Ciing nhw tét ca cac thube nhom quinolon,
da c6 bao cao vé ha dudng huyét va tang duing huyét, thuomg
¢ céc bénh nhan dai thao dudng dang diéu tri déng thoi véi mot
thudc ha dwéng huyét duéng uéng (nhu glibenclamid) hodc véi
insulin. O nhiing bénh dai thao duong nay, nén theo déi dweng
huyét cén than.
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- Nén cdn thén khi ding fluoroquinolon, ké cd levofloxacin, &
nhiing bénh nhén da biét cé céc yéu té nguy co kéo dai khodng
QT: Héi chirng QT kéo dai bam sinh, diing dbng thei cac thubc
kéo dai khoang QT (nhuw thude chéng loan nhip tim typ 1A va Ill,
thubc chéng trdm cam 3 vong, macrolid), méat can bing chét dién
giai khéng hiéu chinh duge (nhw gidm kali huyét, giam magnesi
huyét), nguéi Ién tudi, bénh tim mach (nhw suy tim, nhdi mau co
tim, nhip tim cham).

Nhuoe co; Can than trong & nguwdi bj bénh nhuwoc co vi cac bidu
hién cé thé nang hon.

Téc dung trén thén kinh trung uong: D3 cé cac thong bao vé
phén (ng bét lgi nhw rdi loan tam than, tang ap lwc ndi so, kich
thich than kinh trung wong dan dén co giat, run riy, bdn chén,
dau dau, mét ngd, trdm cam, Ii I3n, do gidc, 4c méng, c6 ¥ dinh
hodc hanh ddng tw sat (hiém gdp) khi st dung cac nhom
quinolon, tham chi ngay khi sl dung & liéu dau tién. Néu xay ra
nhtng phan (ng bét loi nay trong khi st dung levofloxacin, c&n
dirng thuéc va cé céc bién phap x( tri triéu chieng thich hop. Cén
than trong khi st dung cho nguwdi bénh co céc bénh Iy trén than
kinh trung wong nhw déng kinh, xo' clrng mach ndo... vi cé thé
tang nguy co co giat.

Phan dmg mén cdm: phan ('ng man cam v&i nhiéu bidu hién 1am
sang khac nhau, tham chi séc phan vé khi st dung cac quinolon,
bao gém ca levofloxacin d& dwoc théng bao. Can ngwng ding
ngay khi cé céc diu hiéu dau tién clia phan ng qué man va ap
dung cac bién phap thich hep.

Man cam v&i anh sang mirc d tir trung binh dén ndng da duoc
théng bao véi nhiéu khang sinh nhém flucroquinolon, trong dé ¢
levofloxacin (mac du dén nay, t7 1& gdp phan (ng bét loi nay khi st
dung levofloxacin rét thdp < 0,1%). Nguoi bénh can tranh tiép xdc
trirc tiép v&i dnh séng trong thoi gian diéu tri va 48 gier sau diéu trj,

TUONG TAC THUOC
- Muéi sét, thubc khéng acid chira magnesi hodc nhém: Sy hap thu

levofloxacin bi gidm dang ké khi ding déng thei mubi sit, hoic
thudc khang acid chira magnesi hodc nhom véi levofloxacin.
Theophyliin, fenbufen, hodc céc thubc khéng viém khéng steroid
tuong tu: Ngudng co giat & ndo co thé gidm dang ké khi ding
déng thei quinolon véi theophyllin, thudc khang viém khéng
steroid, hodc céc thude lam gidm ngudng co giat. Khi co sw hién
dién cla fenbufen néng d6 cla levofloxacin cao hon khoang 13%
s0 v&i khi ding don lé.

Sucralfat: Sinh kha dung cla levofloxacin gidm dang ké khi diing
chung voi sucralfat. Néu bénh nhan ding ca sucralfat va
levofloxacin, tot nhat nén ubng sucralfat 2 gi&r sau khi ubng
levofloxacin.

Probenecid va cimetidin: Qua théng k&, probenecid va cimetidin
c6 anh huwéng dang ké trén sy thai trir cla levofloxacin. 4 thanh
thai qua than cla levofloxacin gidm 24% do cimetidin va 34% do
probenecid.

Warfarin: Do da co théng bao warfarin tang tac dung khi ding
cling v&i levofloxacin, cdn giam sat cac chi sé déng mau khi st
dung déng thei hai thude nay.

Céc thube ha dutng huyét: Dung dong thoi voi levofloxacin co thé
Iam téng nguy co réi loan dwdng huyét, can giam sat chit ché.
PHU NO CO THAI VA CHO CON BU

Phy ni c6 thai: Cac nghién clru vé kha nang sinh san & déng
vat chwa mang lai lgi ich cy thé. Tuy nhién trong tinh trang thiéu
théng tin & ngwoi va do nguy co thoai héa dya trén thue nghiém
clia fluoroguinolon déi véi syn nang d& trong luong cla co thé
dang phét trién, levofloxacin khéng dwoc stiv dung cho phu ni cé
thai.

Phu ni cho con bu: Levofloxacin khéng dwoc st dung cho phy

nir dang cho con bu
ot g, —
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ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Mot sé tac dung khéng mong muén (nhw hoa métichéng mat, budn
ngt, réi loan thi gidc) cé thé 1am gidm kha nang tap trung va phan
(rng clia bénh nhan, do vay cé thé gay rdi ro trong cac tinh huéng
ma nhirng khad ndng nay déng vai trd dac biét quan trong (nhuw lai
xe hodc van hanh may mac).

TAC DUNG KHONG MONG MUON
Thuong gap

- Tiéu hoa: Budn ndn, tiéu chay. . :

- Gan: Tang enzym gan. N/}a)

- Thén kinh: MAt ngii, dau ddu.  __J

— Da: Kich &ng noi tiém.

It gap

~ Thén kinh: Hoa mét, cang thang, kich ddng, lo 1ang.

— Tiéu héa: Pau bung, day hoi, khé tigu, nén, tao bon.

~ Gan: Tang bilirubin huyét. !

— Tiét nigu, sinh duc: Viém am dao, nhiém nim candida sinh duc.

- Da: nglra, phat ban.

Hiém gap

— Tim mach: Tang hodc ha huyét ap, loan nhip.

- Tiéu hda: Viém dai trang mang gia, khd miéng, viém da day, phl lwdi.

- Co xuong khép: Bau khép, yéu co, dau co, viém tly xwong, viém
gan Achille. i

— Thén kinh: Co giat, gidc mo bét thudng, trdm cam, réi loan tam than,

— Dj tmg: Phu Quinck, choang phan v&, héi chirng Stevens-Jonson
va Lyelle.

QUA LIEU
Triéu chirng |
Theo céac nghién cliru vé doc tinh trén déng vat hay cac nghién
clru vé dugc 1am sang cho thay voi liéu vuot qua lidu tri liéu, cac | ===
dau hiéu quan trong nhét cé thé thay sau khi qua lidu levofloxacin N
cap tinh 1a cac triéu ching & hé than kinh trung vong nhw nham 2
15n, hoa mét, suy gidm nhan thic, co giat kibu déng kinh, tang |  CONI
khoang QT cling nhw cac phan tng & da day-rudt nhu budn nén, iACH !"”E
&n mon niém mac. LIEN [
Diéu trj STADA-Y
Trong truwéng hop qua ligu, nén diéu tri triéu chirng. Dam bao viéc k
theo déi dién tam db ECG do kha ning kéo dai khodng QT. Céac ] 47{5’\'7
thuéc khang acid cé thé dwoc st dung dé bao vé niém mac da :&
day. Tham tach mau, ké ca thdm tach mang bung va thdm phan
phuc mac lién tuc ngoai trd, khong cd hiéu qua trong viéc thai triy
levofloxacin ra khéi co' thé. Khéng coé thudc gidl ddc dac hiéu,

BAO QUAN : Trong bao bi kin, noi khé, tranh anh sang. Nhiét do |

khéng qua 30°C.

HAN DUNG : 36 thang ké tir ngay san xuit,

DONG GOI : Hop 1 vi. Vi 7 vién.

Hop 2 vi. Vi 7 vién.

TIEU CHUAN AP DUNG: Tiéu chuén nha san xuét.
THUOC NAY CHi DUNG THEO BON CUA BAC ST '{
Dé xa tdm tay tré em K
Khéng ding thude qua thoi han st dung ¥
Doc ky hwéng dan sir dung trwdce khi dun

Néu cén thém théng tin, xin hoi y kién béac si
Théng bédo cho bac si nhirng tac dung khéng mong mudn

gdp phai khi str dung thuéc

Ngay duyét néi dung toa: 29/07/2015
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