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Vién nén bao phim Levofloxacin 500mg Neéu cdn thém théng tin chi tiet xin hoi y kén bdc sy.

Thanh phin

M3i vién nén bao phim c6 chira: .

Hoat chét: Levofloxacin 500 mg (dudi dang Levofloxacin hemihydrat); T4 dugc: cellulose vi tinh thé, natri methyl
paraben, natri starch glycollate, bt talc, tinh b§t ngd, natri propyl paraben, titan dioxid, magnesi stearat, instalcoat
universal mau tring (IC-U-1308), P.V.P.K-30, oxid sit vang, oxid sit do

DUQC LYC HQC
Levofloxacin 12 mdt khéng sinh tdng hgp c6 phd rong thudc nhém fluoroquinolon. Ciing nhu céc fluoroquinolon
khdc, levofloxacin ¢6 tic dyng diét khuin do rc ché enzym topoisomerase II (DNA-gyrase) va/ hodc topoisomerase
IV 14 nhing enzym thiét yéu cta vi khudn tham gia x(c tic trong qu trinh sao chép, phién ma va tu sira DNA clia vi
khuén. Levofloxacin 12 ddng phén L-isome ciia ofloxacin, né ¢6 tac dyng diét khuin manh gip 8 -128 so véi ddng
phén D-isome va tic dung manh gip khoang 2 14n so véi ofloxacin racemic.

Levofloxacin, ciing nhur cc fluoroquinolon khéc Ia khang sinh phd rong, c6 tac dung trén nhiéu ching vi khuén
" Gram 4m vi Gram duong. Levofloxacin c6 tac dyng trén nhiéu vi khudn Gram (+) vA Gram (-). Nong d sat khuan
thudmg bing hojic cao hon so véi ndng d¢ irc ché. Mic dit ¢6 sy khang chéo giira Levofloxacin va mét s céc
fluoroquinolone khéc nhung nhitng vi khudn khéng véi céc fluoroquinolon van cé thé nhay cam véi levofloxacin.
Levofloxacin khang lai cic ching vi khudn trén vitro va nhiém khuin 14m sang sau:
Vi khudn hiéu khi Gram (+): Enterococcus faecelis, Staphylococcus aureus, Staphylococcus saprophyticus,
Streptococcus pneumoniae, Streptococcus pyogenes...
Vi khuin hiéu khi Gram (-): Enterobacter cloacae, Escherichia Coli, Haemophilus influenzae, Haemophilus
parainfluenze, Klabsiella pneumoniae, Legionella pneumophila, Proteus mirabilis, Pseudomonas aeruginosa...

DUQC PONG HQC

Sau khi udng, levofloxacin dugc hip thu nhanh va gin nhu hoan toan; ndng d9 dinh trong huyét tuong thuomg dat
dugc sau 1 - 2 gid; sinh kha dyng tuyét di xip xi 99%. Thic n it anh hudng t6i sy hdp thu thude.

Céc thong s6 dugc dong hoc clia levofloxacin sau khi ding dudmg tinh mach va dudng ubng véi lidu tuong duong 13
gin nhu nhau, do d6 c6 thé sir dung hai dudmg nay thay thé cho nhau.

Levofloxacin dugc phan bd réng rdi trong co thé, thudc c¢6 thé tham nhap vao trong niém mac phé quan, djch biéu
mo, td chire phdi, dich gidp da, tuy nhién thubc khé thAm vao dich ndo tuy.

Ty 1¢ gin protein huyét twong 12 30-40%. Levofloxacin rét it bj chuyén hoa trong co thé va thai trir gdn nhu hoan
toan qua nudc tiéu & dang con nguyén hoat tinh, chi dudi 5% lidu diéu trj dugc tim thdy trong nudc tiéu dudi dang
chét chuyén hod desmethyl va N-oxid, cac chét chuyén hod nay c6 rét it hogt tinh sinh hoc. Thoi gian bén thai cia
levofloxacin tir 6 - 8 gidr, kéo dai & ngudi bénh suy than.

CHI PINH

Nhiém khuin do cic vi khudn nhay cam véi levofloxacin, nhu:

Viém xoang cip.

Dot cdp viém phé quan man.

Viém phdi nng do vi khuin '
Viém phdi cong ddng.

Viém tuyén tién liét.

Nhi&m khuin dudng tiét niéu c6 bién ching hoic khong.

Nhiém khuén da va td chirc dudi da c6 bién chimg hoic khong.

Dy phong sau khi phoi nhiém va diéu trj triét dé bénh than.

CHONG CHi PJNH

Ngudi ¢6 tién sir qua min véi levofloxacin, vé6i cc quinolon khéc, hoic v6i bat ky thanh phan nao cua thude.
Bénh nhén bj djng kinh,

Bénh nhén thiéu hyt G6PD

Bénh nhan c6 tidn sit bénh & gn co lién quan dén viéc ding fluoroquinolon.

Tré em nho hon 18 tudi.

Phuy nif ¢6 thai hodc cho con ba

LIEU DUNG VA CACH DUNG

Liéu ding

Litu dung ctia levofloxacin dp dung cho ca dudmg ubng va dudng tinh mach. Cac liéu ubng nay déu cé thé ap dung
cho cdc bénh nhén c6 chirc nang thin binh thudng (dd thanh thai > 80 ml/phit), va liéu udng cin phai thay déi vai
cac bénh nhan bj suy thén ning.

Nhiém khudn dwomg hé hdp

Dot cip cia viém phé quan man tinh: 500 mg, 1 1dn/ngay trong 7 ngay.

Viém phdi mic phai tai cong ddng: 500 mg, 1 -2 1dn/ngdy trong 7-14 ngay

Viém xoang ham trén cép tinh: 500 mg, 1 1dn/ngdy trong 10-14 ngay

Nhiém triing da va t6 chirc dudi da
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C6 bién chimg: 750 mg, 1 lin/ngdy trong 7-14 ngay

Khéng c6 bién chirmg: 500 mg, 1 lin/ngay trong 7-10ngdy

" Nhiém triing dwdng tiét nigu

C6 bién chimg: 250 mg, 1 l?infngéy trong 10 ngay.

Khong ¢6 bién ching: 250 mg, 1 la.m'ngay trong 3 ngay.

Viém than-bé thin ¢ip: 250 mg, 1 la.ru’ngay trong 10 ngay.

Benh than: Diéu trj dyr phong sau phoi nhiém véi trye khufn than: ngay ung 1 1in, 500 mg, ding trong 8 tudn.
Pidu trj bénh than: truydn tinh mach, sau d6 uong thudc khi tinh trang nguii bénh cho phép, lidu 500 mg, 1
lan/ngay, trong 8 tudin.

Viém tuyén tién ligt: 500 mg/24 gid, truyén tinh mach, Sau vai ngay 6 thé chuyén sang ubng.

Liéu ding cho nguci bénh suy thin:

Pj thanh thai creatinin Ligu ban dau Lidu duy tri
(mV/phiit)

Nhiém khudn dudmg tiét niéu c6 bién chitng, viém thén bé than cdp

120 250 mg 250 mg mdi 24 giv
10-19 250 mg 250 mg mdi 48 gid
Cdc chi dinh khdc

50— 80 Khdng cn higu chinh liéu

20— 49 500 mg 250 mg méi 24 gity
10-19 500 mg 125 mg mdi 24 gidy
Thdm tdch mdu 500 mg 125 mg mdi 24 givy
Thdm phdn phiic mac lién tuc 500 mg 125 mg mdi 24 giv

Li2u diing cho ngudi bénh suy gan: Vi phin 16n levofloxacin duge dio thai ra nude tiéu dudi dang khong ddi, khong
cén thiét phai hidu chinh liéu trong trudmg hop suy gan.

Cich ditng

Ding dudmg uéng:

Thdi diém udng levofloxacin khong phy thude vao bira an (c6 thé ubng trong hoc xa bira #n).

Khéng duge ding céc antacid ¢ chita nhém va magnesi, ché phim c6 chira kim loai ning nhu st va k&m, sucralfat,
didanosin (céc dang bao ché ¢ chira antacid) trong vong 2 gid trude va sau khi ubng levofloxacin.

THAN TRONG

Viém gin dic biét 1a gin bt chan (Achile), ¢6 thé din t6i dirt gan. Bién chimng ndy ¢ thé xudt hign & 48 gir diu
tién, sau khi bt ddu diing thudc va c6 thé bj ci hai bén. Viém gin xay ra ra chi yéu & cie dbi tugng c6 nguy co:
ngudi trén 65 tudi, dang ding corticoid (ké ca dudmg phun hit). Hai yéu té nay lim ting nguy co viém gin. Dé
phong, cdn didu chinh liéu lugng thubc hang ngdy & ngudi bénh 16m tudi theo mite lge cu thin.

Anh huang trén hg co xu'cmg levofloxacin, ¢ling nhw phén 1dn cdce quinolon khic, ¢d thé gay thoai hod syn & khép
chju trong lyc trén nhidu loai dong vét non, do d6 khong nén sir dung levofloxacin cho tré em dudi 18 tudi.

Nhuge co: Cin thén trong & ngudi bénh bj bénh nhuge co vi cac biéu hién c6 thé ning Ién,

Téc dung trén than kinh trung uong: di c6 cac théng bdo vé phan {mg bét lgi nhu rdi loan tAm thin, ting dp lyc ndi
59, kich thich thén kinh trung wong din dén co giat, run rdy, bdn chon, dau diu, mét ngd, trdm cam, hi 13n, do giac,
ac mdng, cé )’r dinh hoic hanh déng ty sét (hiém gp) khi s dung cdc khéng sinh nhém quinolon, thém chi ngay khi
sir dyng & lidu dlu tién. Néu xdy ra nhimg phan ng bt lgi nay khi trong khi sir dung levofloxacin, cin dimg thudc
v3 cb céc bién phip xir trf triéu chirag thich hgp. Cin thin trong khi sir dung cho ngudi bénh ¢ céo—bénh 1y trén
thin kinh trung uong nhur ddng kinh, xo clrng mach no...vi ¢6 thé ting nguy co co gijt.

Phan (rng mén cam: phan mg man cam véi nhiéu biu hién |am sang khéc nhau, thim chi séc phan y‘é khi st dung
céc quinolon, bao gdm ca levofloxacin d3 duge théng bio. Can ngilmg thudc ngay khi c6 cdc du hidu ddu tién cia
phan (mg min cam va Ap dung céc bign phap xir tri thich hep.

Viém dai tring mang gia do Clostridium difficile: phan Gng bét lgi ndy da dugc théng bio véi nhidu loai khing sinh
trong d6 c6 levofloxacin, ¢6 thé xay ra & it ca cdc mie 4 tir nhg dén de dog tinh mang. Cén luu ¥ chén doan chinh
xdc cdc trurdmg hgp ia chay xay ra trong théi gian ngudi bénh dang sir dung khéng sinh d& ¢6 bién phép xir trf thich
hop.

Min cim véi dnh sng mirc d9 tir trung binh dén ning dd duge thong bio voi nhidu khang sinh nhém
fluoroquinolon, trong d6 cé levofloxacin (mic di dén nay, ty 1¢ gip phan img bit 1gi ndy khi sir dung levofloxacin
rét thip <0,1%). Ngudi bénh ¢in trdnh tiép xic trire tiép véi nb sdng trong thai gian didu trj va 48 gitr sau khi didu
trj.

Tac dung trén chuyén hod: ciing nhu céc quinolon khéc, levofloxacin c6 thé gay ra r6i loan chuyén hoa duémg, bao
gbm ting va ha dudmg huyét thirdmg xay ra & cic ngudi bénh d4i théo dudng dang sir dung levofloxacin ddng thai
v6i mdt thude udng ha dudmg huyét hoge véi insulin; do d6 cn giam sét dudmg huyét trén ngudi bénh nay. Néu xay
ra ha dudmg huyét, cin ngimg levofloxacin va tién hanh céc bién phap xir trf thich hep.

Kéo dii khoing QT trén dién tdm dd: sir dung céc quinolon c6 thé giy kéo dai khoang QT trén didn tdm d6 & mdt 56
ngudi bénh va mét s6 hiém ca loan nhip, do d6 cin tranh sir dung trén cac ngudi bénh sin ¢d khodng QT kéo dai,



ngudi bénh ha kali mau, ngudi bénh dang sir dyng cic thudc chéng loan nhip nhém IA (quinidin, procainamid...)
hoc nhém I (amiodaron, sotalol...); thin trong khi sir dung levofloxacin cho cic ngudi bénh dang trong céc tinh
trang tién loan nhip nhu nhip chim va thiéu mau co tim c4p.

Chn ngimg levofloxacin trong céc trudmg hgp: bt dau c6 cac biéu hign ban da hofic bét ky déu higu nio cua phan
{mg mAn cam hay ciia phan (ng bét lgi trén thin kinh trung wong. Cén gi4m sét ngudi bénh dé phat hign viem dai
tring mang gia va c6 cdc bién phép xir trf thich hgp khi xufit hién ia chay trong khi dang diing levofloxacin.

Khi xuét hién déu hiéu viém gén cn ngimg ngay thudc, dé hai gin gét nghi véi cic dyung cy ¢d dinh thich hop hogc
- nep g6t chan va hdi chin chuyén khoa.

THOI KY MANG THAI
Khong ding levofloxacin cho phy nir 6 thai.

THO1 KY CHO CON BU

Chua do duge ndng do levofloxacin trong sita me, nhung cin cir vao kha ning phan bd vao sira cia ofloxacin, c6 thé
dy dodn riing levofloxacin ciing dugc phan bé véo sira me. Vi thubc c6 nhéu nguy co tén thuong syn khép trén tré
nhé, khéng cho con bu khi diing levofloxacin.

TAC DUNG KHONG MONG MUON
Nhirng tic dung khong mong mudn c6 thé xay ra bao gdm: mat ngi, chéng mit, ndn, dau byng khé tiéu, ndi mén,
viém phén phy, ddy hoi, ngira, dau néi chung, dau ngyc dau lung.
Nhitng tic dyng c6 thé xay ra nhung hiém géip hon: Thin kinh: Hoa mét, cing thing, kich dong, lo ling; Tiéu ho:
Dau bung, diy hoi, kho tiéu, nén, tio bén; Gan: Ting bilirubin huyét; Tiét nigu, sinh dyc: Viém dm dao, nhiém nam
candida sinh dyc; Da: Ngira, phat ban
Nhimg t4c dung xay ra nhung rat hiém gip: Tim mach: Ting hojic ha huyét 4p, loan nhip ; Tiéu ho4: Viém dai tring
mang gia, kho miéng, viém da day, phu ludi; Co xuong-khép: Pau khép, yéu co, dau co, viém tuy xuong, viém gin
Achille; Than kinh: Co git, gidc mo bét thudng, trdm cam, r6i loan tdm than; Dj tmg: Phi Quinck, choang phan vé,
h¢i chimg Stevens-Johnson va Lyelle.

Théong bdo cho bdc sy cdc tdc dung khong mong mudn gdp phdi khi ding thubc.

TUONG TAC THUOC

Antacid, sucralfat, ion kim logi, multivitamin: Khi sit dyng ddng thoi c6 thé lam giam hédp thu levofloxacin, cin
uéng cc thubc nay cach xa levofloxacin it nhét 2 gid.

Theophylin: Mot s& nghién ctru trén ngudi tinh nguyén khoé manh cho thiy khdng c6 tuong tic. Tuy nhién do ndng
d6 trong huyét tuong va AUC theophylin thudng bj ting khi sit dung ddng thdi véi cic quinolon khac, vin cdn gidm
sét chat chg ndng do theophylin va higu chinh liéu néu can khi sir dung ddng thdi véi levofloxacin.

Warfarin: Do di c6 thong bdo warfarin ting tic dung khi diing clng véi levofloxacin, cin gidm sat céc chi s6 vé
d6ng méu khi sir dung ddng thoi hai thude nay.

Cyclosporin, digoxin: Tuong tac khong c6 y nghia l14m sing, do d6 khong cin hiéu chinh liéu cac thudc ndy khi
diing ddng thdi véi levofloxacin. )
Cdc thude chong viém khong steroid: C6 kha ning lam ting nguy co kich thich thin kinh trung uong va co giét khi
ding ddng thdi véi levofloxacin.

Cdc thudc ha duomg huyér: Ding ddng thdi véi levofloxacin 6 thé 1am ting nguy co rbi loan duémg huyét, cin
gidm sat chit cha. o

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC @'
Mot sb tac dung khong mong mudn (hoa mdt, chéng mat, ué oai, rdi loan thi gi4c) c6 thé lam giam khé ning fap
trung va phan (mg ctia bénh nhan, do vdy c6 thé gy rli ro trong céc tinh hudng nhur I4i xe hofic vin hanh mdy méc.

QUA LIEU
Dung thubc khong c6 thudc giai doc dic hidu, xir tri qué lidu bing cach loai thubc ngay khoi da day, bil dich diy da
cho ngudi bénh, Thim tach mau va thim phén phic mac lién tyc khong c6 hiéu qua loai levofloxacin ra khdi co thé.
Theo ddi dién tim dd vi khoang cach QT kéo dai.

BAO QUAN: du6i 30°C, tranh 4m va 4nh sang. DE NGOAI TAM TAY TRE EM.

PONG GOI: Hop 100 vién (10 vi x 10 vién)

HAN DUNG: 24 thang, ké tir ngay san xuit. Khong diing thubc qua han sir
TIEU CHUAN CHAT LUQNG: Nha san xudt

NHA SAN XUAT: RHYDBURG PHARMACEUTICALS LTD
C-2 & 3, S.LLE.L.,Selaqui, Dehradun, Uttarakhand, An bd

TUQ. CuC TRUONG
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