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Levocef” 500 vien nen i tao ptim

THANH PHAN: MBi vién nén di bao phim chla:

Levolloxacin hemihydrate tugng dugng voi Levofloxacin.......cesmismmrerenssr- 500 MY
T U VR O, e e o teacas s eploot et ram e tirass 1 vidn

(T4 dugc gém: Tinh bot mi, tinh bot tién hd hoa, magnesi stearal, povidon K30,
croscarmellose sodium, hydraxypropylmethyl cellulose, talc, titan dicxyd, polyethylen
plycol 6000, mdu sunset yellow).

DANG BAO CHE: Vign nén dai bao phim.

QuY CACH BONG GOL; Hgp 1 1 x 10 vién,

CHI DINH: RhiBm khufn do cdc vi khudn nhay cim véi levalloxacin nhy: - Viém
xoang cp - Dot cfp viém phé qudn man - Viém phdi cjng ddng - Viém tuyén tién
fi8t - Nhibem khudn dubng tiét nidu c6 bign chiing ho3c khng - NhiBm khugn da

| vA t8 chit duti da c6 bi€n chdng ho3c khdng - Dy phdng sau khi phai nhifm va

diéu trj triét d€ bénh than.
cACH DUNG VA LIEU DUNG: - Nhilm khudn dubng ho hdp: + Bt cdp viém phé
qudn man tinh; Udng 500 mg, 1 in/ngdy trong 7 ngdy. + Viém phdi méc phdi
cdng dng: Usng 500 mg, 1 - 2 I4ningdy trong 7 - 14 ngdy. + Vim xoang him
trén c4p tinh: USng 500 mg, 1 Mn/ngdy trong 10 - 14 ngdy. - Nhim trling da v
W chilc dusi da: + C6 bifn ching: Udng 750 mg, 1 l4n/gdy trong 7 — 14 ngdy.
+ Khoing cb bién ching: Udng 500 mg, 1 l4n/ngdy trong 7 - 10 ngdy. - BAnh than:
Difu rj dy phdng sau khi phai nhifm véi trye khudn than: Uing 500 mp, 1 t4n/
ngdy diing trong 8 tufn. - Liéu ding cho ngudi bénh suy thin:
DY thanh thdi creatinin Liéu ban ddu
(mlfphit)
Nhidm khuZn dudng ti€t nidu c6 bi€n chilng, vidm thin - b& thin cfp

Lidu duy trl

=20 250 mg 250 mg mdi 24 gib
10-19 250 mg 250 mg mdl 48 gib
Cdc chl dinh khdc
50 - 80 Khang c4n hibu chinh liéu  Khdng cdn hidu chinh liéu
20 - 49 500 mg 250 mg mbi 24 gi%
10-19 500 mg 125 mg mdi 24 gity
Thim tich miu 500 mg 125 mg mli 24 giv

Thdm phan phic mac lign tyc 500 mg 125 mg mbi 24 git

. -Lifu ding cho nguti bénh suy gan: V1 phn [6n tevofiaxacin duge dao thii ra nube

i dang kndng d8i, khong cdn thiét phdi hidu chinh liéu trong triing hop
Jhdi diém uéng levofioxacin khdng phy thulc vAo bla 3n (c6 thé uling

.. | troiholexa,bla an). +Khong dugc diing cdc antacid c6 chia nhdm vA magnesi,
>/ CONGE 135\ *hifa kim lo3i n3ng nhy sit vA kém, sucralfat, didanosin (cdc dang

/ 5 c 6"P baorche ch €f antacid) trong vdng 2 gid trutic va sau khi ubing levotioxacin.

| fH A l}l 0\ Hodc theo sy hudng din cia thiy thude.
DUCC PG cHl BINH: Noubi c6 tién i qui min voi levofloxacin, vdi cic quinolon
-% 7_1 'H v ’SE 8 pAt ky thanh phdn ndo clia thudc. Ddng kinh, thidu hyt GEPD, tién
; C JJ e ?@? .63/ £ do mit fluoroquinalon, Trd em nhé hon 18 .

- TH HI DONG THUOC: Vigm 94n d3c bidt 14 gan gdt chdn (Achille), cb

e

St

-{ﬁ&n /it gan. Bi€n ching ndy cf thé xust hién & 48 gid ddu tidn, sau khi
@ dung thufc vA o8 thé bj cd hai ben. Viém gdn xdy ra chid yfu b cdc ¢di

T tugng cb nguy o ngudi trén 65 tubi, dang ding corticoid (ké c dubng phun hit).

Hai y€u 1§ ndy lAm tng nguy cd viém gdn. B phdng, cdn diéu chinh liéu ugng

| thudc hang ngdy & ngudi bénh 1én tudi theo mic loc cfu thin. Anh huing trén hg

Npuyin 7

| sp, kich thicl

cd xuong: Levolloxacin, cling nhu phdn 1n cc quinolon khic, 6 thé gdy thodi héa
syn & khép chiu trong Iyc trén nhiéu loi ddng vit non, do d6 khing nén s dyng
levoflaxacin cho tré em duéi 18 tudi. Nhugc ca: C4n thin trgng & ngudi b binh
nhuge cd vl cic bifu hién c6 thé ndng 1&n. Tic dyng trén thdn kinh trung vong:
D3 ¢6 cdc thong bdo vé& phan dng bat lgi nhy rdi logn tdm thin, tang dp lyc ndi
h thdn kinh trung uong ddn dén co gidt, run rdy, bén chdn, dau ddu,
~trim cim, 16 fAn, 3o gidc. 4c mdng, cd ¥ dinh hojc hanh ding ty sdt
him gap) khi st dung cdc khdng sinh nhém quinalon, tham chi ngay sau khi s
dung & lifu d4u tién. NZu xdy ra nhing phdn dng bdt Igi ndy trong khi sif dyng
tevolloxacin, c4n ding thulic vA c cdc bién phip xif tr tribu chimg thich hgp. Cdn
than trong khi sU dyng cho nguii bénh cb cic bénh Iy trén thdn kinh trung vong
nhu ddng kinh, xd cling mach ndo... vi b thé ting nguy cd co gidt. Phdn dng min
cAm: Phin dng m3n cdm véi nhiéu biéu hién dm sdng khdc nhau, tham chl stic

o y |
"L‘-'-...z::‘ | phdnvé ki st dyng cAc quinolon, bao gdm cd levolloxacin 63 dwic théng bio.
PH 2 C : m i gay khi cb céc dfu higu dfu tién clia phin dng mdn cim v dp
@) UC p xi trl thich hap. Viém dai tring ming gid do Clostrdium

2 Oifficil iing batdei ndy 03 dugc thang bdo vdi nhiéu lo3i khng sinh trong
%ﬁo ; éxdyra tftcd cdcmic d ti nhe dén de doa tinh
0. I dodn chinh xdc cdc trudng hop fa chdy xdy ra trong thii

gian nquii bénh dang s dung khang sinh df c6 bién phdp xi tr thich hop. Min
¢im véi 4nh sdng  midc d4 tf trung binh @én ndng 03 dugc thong bdo vl nhidu
khang sinh nhém fluoroquinolon, trong @6 c6 levofloxacin (mdc di d&n nay, 1 I¢
o2p phin dng bat Igi ndy khi sU dyng levolloxacin rdt thip < 0,1 %). Ngudi bénh
cdn trénh tifp xtc tn/c ti6p véi dnh sdng trong thdi gian diu trj v 48 i sau khi
diu tr. T4c dyng trén chuyén héa: Cing nhu cdc quinolon khdc, levoflaxacin cé
thé gly ra réi loan chuyén hda dudng, bao gém ting va hy dudng huyét thubing
xdy ra & cic ngwli bdnh d4i thio dudng dang sif dung levofloxacin ddng thdi vi
mdt thudc uling ha duling huy&t hodc véi insulin; do d6 cdn gidm sét dudng huyét
trén ngudi bénh ndy. NEu xdy ra ha dudng huyét, cdn ngiing levafloxacin va tign
hnh cdc bién phdp i trl thich hap. Kéo dii khodng QT trédn difn tdm dd: SU

| dyng cdc quinolon ch thé gdy kéo dai khodng QT trén didn tim d & mit 8 ngudi
| bénh v mdt s& higm ca loan nhip, do dé cdn trdnh st dyng trén cdc ngudi binh

sin cé khodng QT kéo dai, ngudii bénh hg kali mau, ngulii bdnh dang sif dyng cic

| thugc ching loan nhip nhom IA (quinidin, procainamid-) hofc nhdm (Il (amiodaron,

solalol.); thin trong khi st dyng levolloxacin cho cdc ngubdi bénh dang trong cdc
tinh trang tidn loan nhip nhy nhip chdm v thidu mdu cd tim cdp.
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Ngudl mang thal; Knhdng ding levofioxacin cho phy nil cf thai.

Ngubl nubi con bd: Chua do dugc ndng 09 levolloxacin trong 532 me, nhung cdn

cif vio khd ndng phdn b& vdo sa cla ofiaxacin, c thé dy dodn ring. levofioxacin
cling dugc phdn bd vio sda me. VA thufc ¢ nhiéu nguy cd tdn thuong syn khop
trén trd nhd, khéng cho con bd khi ding levolioxacin.

Téc dgng cda thullc khl I4] xe vd vin hdnh mdy méc: Chua cb théng tin,

TUUNG TAC THUOC: - Antacid, sucralfat, ion kim logi, multivitamin: Khi sl dyng |
ddng thdi c thé 1m gidm hdp thy levoflaxacin, cdn uing cdc thudc ndy cichxa |
levofloxacin It nhdt 2 gid. - Theophylin: MOt s8 nghién cdu trén ngubi tinh nguyén
khde manh cho thfy khing c6 tuong tic. Tuy nhién do ndng 49 trong huydt tung
vi AUC theophylin thudng bj ting khi sif dyng ddng thdi véi cic quinolon khic, vin
c4n gidm sit chjt ché néng d9 theophylin vA hidu chinh iéu néu cdn khi sif dung |
dbng thdi véi levolloxacin. - Warfarin: Do ¢d cb thang bdo warfarin ting tic dung
khi ding ciing véi Tevofioxacin, c4n gidm sdt cdc chl s vé ddng mdu khi su dyng
d6ng thai hai thudc ndy. - Cyclosporin, digoxin: Tuong tic khing c6 y nghia lim
sing, do dé khong c4n higu chinh liu cdc thusc ndy khi ding déag thi véi levafo-
xacin. - Cdc thudc chéng viém khdng stercid; C6 khi ning ldm ting nguy cg kich
thich thén kinh trung wong va co gidt khi ding déng thdi véi levofioxacin. - Cdc thudc
ha dubng huyét: Ding ddng thdi vii levolioxacin c4 thé 1am ting nguy cd rdi loan
duding huygt, cdn gidm sdt ch3t ché.

TAC DUNG KHONG MONG MUON: - Thudng gdp: Buin ndn, fa chly. Tang enzym
gan. M2t ng, dau dfu. -t g3p: Hoa mit, cing thing, kich dyng, fo ng. Bau byng, !
04y hoi, kho tidy, ndn, tdo bén. Tang bilirubin huyét. Vidm dm dzo, nhibm ndm |
candida sinh dyc. Ngda, phdt ban, - Hifm gdp: Ting ho3c ha huyét dp, loan nhip. |
Viém dai tring ming g@, khd miéng, viém da ddy, phi Iudi. Bau khip, yéu co, dau
ca, viém ty xudng, viém gdn Achille. Co gidt, gifc ma b4t thubng, trém cim, réi |
foan tim then. Phd Quinck, chadng phin vé, hi ching Stevens-Johnson va Lyelle. |
Cdch =i f: C4n ngimg levoliaxacin trong ¢ trubng hop: BAt ddu cb cdc bidu hign
ban da hojc bt ky d4u higu nao cia phin Gng mAn cim hay cla phin dng bat lsi |
trén thin kinh trng vong. C4n gidm sét nguti bdnh @8 phdt hidn viém d3i trang
mang gid vA ¢ cdc bién phdp xi trl thich hop khi xudt hién la chdy trong khi dang
diing levofioxacin. Khi xuft hign ddu_ higu viém gdn cdn ngiig ngay thusc, dé hai
g4n g6t nghl véi céc dung cu cf dinh thich hop hodc nep gdt chinva hdi chdn
chuyén khoa.

Thing béo cho biic 5§ nhing tic dyng khdng mong mutn g3p phil khi it dyng thulc.
DUGC LYC HOC: Levolloxacin 1A mdt khdng sinh tng hqp c6 phd rdng thude nhém
lvoroquinolon. Cling nh cdc fivoroquinolon khic, levofloxacin b tic dyng diét khudn
do dc ché enzym topoisomerase Il (AND-gyrase) va/ojc topoisomerase IV 2 nhing |
enzym thiét y€u cia vi khudn tham gia xiic tic trong qud trinh sao chép, phién ma |
v tu sifa AND ciia vi khudn. Levollexacin [3 d6ng phdn L-isome clia oflaxacin, nb cb |
tc dyng diét knufn manh gp 8 -128 14n so véi déng phin D-isome va tic dung
manh g&p khodng 2 14n so véi ofloxacin racemic. Levoflaxacin, clng nhy c4c fluoro-
quinolon khac 12 khang sinh phd 1dng. cé tic dyng trén nhiéu ching vi khufn Gram |
Am vA Gram dueng. Levoflloxacin (cing nhu sparfioxacin) ¢4 tc dung trén vi khudn |
Gram duong va vi knudn ky kh 6t hon so véi céc fluoroquinolon khic (nhu ciprofio-
xacin, enaxacin, lomefloxacin, norfloxacin, ofioxacin), tuy nhién levofioxacin va sparl- |
loxacin lai c6 thc dung in vitro trén Pseudomonas aeruginosa y€u hon so vdi ciprol-
Joxacin, Ph8 tic dyng: Vi khudn nhay cim n vitro v nhifm khudn trong [dm sdng:

Vi khudn va khi Gram 4m: Enterobacter cloacae, E.coli, H. influenza, H. parainfivenza. |
Kiebsiella pneumonie, Legionalla pneumaphila, Moraxella catarralis, Pratsusmirabilfs,
Pseudomonas aeruginosa. Vi khudn va khi Gram dudng: Bacillus anthracis, Staphyl-
ococcus aureus nhay cim methicilin (meti-S), Staphylococcus coagulase dm tinh
nhay cim methicilin, Streptococcus pneumanie. Vi khidn ky khi; Fusobacterium,
peplostreptococeus, propionibacterium. Cic logi vi khudn nhay cdm trung gian in
vitro Vi khudn va khi Gram duong: Enterococcus fascalis. Vi khudn ky khiz Bacteroid
fragilis, prevotelta. Cac loai vi khudn khéng levofiaxacin: Vi khufn wa khi Gram duong:
Enterococcus faecium, Staphylococcus aureus meti-R, Staphylococcus coagulase |
Am tinh meti-A. Khing chéa: In vitro, cb khing chéo gida levolloxacin vi cic finr- |
oquinolon khdc. Do cd ché tc dyng, thubing khéng ¢ khing chéo gita levoflaxacin :
vA cic ho khdng sinh khdc.

DUJC DONG HOC: Levolloxacin dugc hdp thu nhanh vA gdn nhu hodn
@6 dinh trong huyét tudng thuding dat dugc sau 1 = 2 gid; sinh khd dy
xp x1 99%, Cdc théng s8 duc ddng hoc cla. levolioxacin sau ki ding dI
mach vA dubng udng véi liéu tung duong 13 gdn nhy nhau, do d6 cf thé T dung
hai duling ndy thay th cho nhau. Levofloxacin duc phdn bd rdng ri jro
tuy nhién thudc kh th#m vio dich ndo tiy. Ty I8 gén protein huyét
40%. Levafloxacin rdt It bi chuyédn héa trong ca thé vd thii tr gdn
qa nudc tidu & dang cdn nguyén hoat tinh, chl dudi 5% fiéu dibu trj
trong nudc tidu dudi dang chdt chuyén hda desmethyl va N-oxid,
hoa ndy cb rat it hogt tinh sinh hoc. Thoi gian bin thdi cda levolloxacin ti 6 - 8
gid, kéo dii & ngudi bénh suy thin. i
QUA LIEU VA XU TRE: Triju chitng qud li§u: LAm gia ting mic d3 nghiém trong
clia tde dyng phy hodc tic dyng khdng mong mudn. f
Cdch xi trl: Khding cf thudc gidi ddc d3c higu, xi tri qud lidu bdng cdch loai thc
ngay khii da ddy, bb dich ¢y di cho ngudi bénh. Thim tich mdu v thdm phdn |
phiic mac lidn tuc khdng cb higu qul laai levolloxacin ra khdi cd thé. Theo dGi dign |
tdm d8 vi khodng cich QT kéo ddi. |
BAO QUAN: BB thudc nok khd mat, nhigt 4o dui 30°C, trénh 4nh sdng. '
D€ thutc xa tdm tay trd em.

HAN DONG: 36 thdng k§ tif ngdy sdn xudl.

TIEU CHUKN AP DUNG: Titu chudn co s8

Op¢ & hudng diin sit dyng insde khi ding.

Thude ndy chl ding theo don eda bic sf.

Ny efn thém thang Hin, xin h3l § kida cda bdc sf
Théng bda cho hdc s nhing tic dyng khdng mong mudn gdp phdl kh st dyng thede. |
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