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Rx—Thubcban theodon
CHONCYLOX

THANH PHAN

M&i vién nén ban phim chira:

Hoat chét: Levofloxacin hemihydrat tirong dwong levofloxacin 500 mg .

Tadwge: Cellulose vitinh thé, tinh bot ngd, polyvinyl pyrrolidon K — 30, natri croscarmellose, silica keo khan, magnesi stearat, cam opadry 85G53651

DUQCLUCHOC

Levofloxacin la mét khang sinh tng hop cé phd rdng thude nhém fluoroguinolon. Ciling nhu cac fluoroquinolon khéc, levofloxacin ¢ tac dung diét khuén do (e

ché enzym topoisomerase || AADN — gyrase) va/ hay topoisomerase IV 1a nhirng enzym thiét yéu ctia vi khuén tham gia xuc tac trong qua trinh sao chép, phién

mé va tu sira ADN clia vi khuén. Levofloxacin |a ddng phén L - isome clia ofloxacin, n6 cé tac dung diét khu&n manh gép 8 — 128 |4n so v&i déng phén D —isome
va tac dung manh gép khoang 2 I4n so véi ofloxacin racemic. Levofloxacin, cling nhur cac fluoroquinolon khéc, 1a khang sinh phé réng, cé tac dung trén nhiéu
chang vi khuén Gram &m va Gram duong. Levofloxacin (ciing nhu sparfloxacip).c6 tac dyng trén vi khuén Gram duong va vi khudn ky khi tét hon sa véi cac
fluoroguinolon khac (nhw cacin, e , lomefloxacin, norfloxacin, ofioxacin), tuy nhién levofloxacin va sparfloxacin lai cé tac dung in vitro trén

Pseudomonas aeruginosa yéu hon so véi ciprofloxacin

Phé tac dyng: Vikhuén nhay cam in vitro va nhi&m khudn trong 1am sang

Vi khuén wa khi Gram &m: Enterobacter cloacae, E. coli, H. influenza, H. parainfluenza, Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis,

Proteus mirabilis, Pseudomonas aeruginosa

Vi khuén khéac: Chlamydia pneumoniae, Mycopasma pneumoniae

Vi khuén wa khi Gram duwong: Bacillus anthracis, Staphylococcus aureus nhay cdm methicilin (methi — S), Staphylococcus coagulase &m tinh nhay cam

methicilin, Streptococcus pneumoniae

Vikhuén ky khi: Fusobacterium, peptostreptococcus, propionibacterium Céc loai vi khudn nhay cm trung gian in vitro

Vikhuén wa khi Gram dwong: Enterococcus faecalis

Vikhuén ky khi: Bacteroid fragilis, prevotella

Céc loai vikhuan khang levofloxacin:

Vikhuan wa khi Gram duong: Enterococcus faecium, Staphylococcus aureus meti—R, Staphylococcus coagulase &m tinh meti - R

Khang chéo: In vitro, c6 khang chéo gitra levofloxacin va cac fluoroquinolon khac. Do co ché tac dung, thuérng khéng co khang chéo gitra levofloxacin va cac

ho khang sinh khac
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Hép thu : :

Levofloxacin duwoc hép thu nhanh va hau nhir hoan toan sau khi ubng véi ndng dé dinh dat dugrc trong vong 1 - 2 gidr. Sinh kha dung tuyét dbi la 99 - 100%.

Thire pham c6 it dnh huémng dén sir hép thu clia Levofloxacin

Phén bé Levofloxacin gén két véi protein huyét twong khodng 30 - 40%

Thé tich phan bd trung binh khodng 100 lit sau khi udng li&u don va lidu I5p lai 500 mg, thubc phan bé rong rai trong cac mé co' thé

Chuyén héa Thube chi dugc chuny%n héa & mirc dd thép, cac chét chuygn héa la desmethyl - levofloxacin va levofloxacin N — oxid. Cac chét chuyén héa nay

chiém < 5 % lidu Irong dugc bai tiét trong nudre tidu,

Théi trir Sau khi ubng va tiém tinh mach levofloxacin, thuéc thai trir twong dbi cham tir huyét trong (TY%: 6 - 8 gid). Thubc bai tiét chli yéu qua duéng than (>

859{5 lidu diing). D thanh thai trung binh toan than sau khi ubng lidu duy nhat 500 mg la 175 +/ - 29.2 mi/phut

CHIBINH

Nhi&m khuén do cac vikhuén nhay cdm véi levofloxacin nhu:

Viém phéi cong déng

Viém tuyén tién liét
_ Nhiém khuén da va té chirc dwéi da c6 bién chirng hay khéng

Nhi&m khuén duwéng tiét niéu co bién chimg rRE iy EEEssuis s o

Dy sau khi phoinhi&m va didu trj triét & bénh than

Nhiém khuén duérng tiét niéu khdng phire tap :

Do khang sinh fluoroquinolon, trong dé c6 levofloxacin lién quan dén phén (g cé hai nghiém trong (xem myc Canh bao va than tron%Lva nhiém khuén duéng

tiét r;iju khéng phurc tap & mot sé bénh nhan c6 thé ty khai, chi nén str dung levofloxacin cho nhirng bé&nh nhan khéng co lva chon diéu trj khac thay thé.

Dot cap viém phé quén man Do khéng sinh fluoroquinolon, trong dé c6 levofloxacin lién quan dén phan rng co hai nghiém trong (xem myc Canh béo va than
trong) véa dotnhiém khuéz cép clia viém phé quan man tinh & mot s6 bénh nhan c6 thé ty khéi, chi nén str dung levofloxacin cho nhirng bénh nhan khong c6 lya
chon diéu tri khac thay thé.

Viém xoang c4p Do khang sinh fluoroguinolon, trong dé c6 levofloxacin lién quan dén phan (rng ¢6 hai nghiém trong (xem myc Canh bao va than trong) va viém
xoang cép tinh do vi khu&n & mdt sé bénh nhan co thé tw khdi, chinén str dung levofloxacin cho nhirng bénh nhan khong c6 lia chon didu trj khac thay thé.
LIEU LWQNG VA CACH SU DUNG -

Nhi&m khuén duéng hd hap .

-Viém phdi méac phai tai cdng déng: 500 mg, 1~ 214n/ ngay trong 7 — 14 ngay

Nhi&m khuén da va td chircduwdida |

-C6 bién chirng: 750 mg, 1 1An/ngay trong 7 — 14 ngay

-Khéng bién chirng: 500 mg, 11an/ngay trong 7 - 10 ngay

Nhiém khudn dwéng tiét niéu _

-C6 bién chirng: 250 mg, 1 1An/ngay trong 10 ngay

Viém than —bé than cAp: 250 mg, 1 1An/ngay trong 10 ngay

Bénh than: didu trj dy phong sau khi phoi nhidm véi trire khudn than: ngay uéng 1 14n 500 mg, dung trong 8 tun

Diéu tri b&nh than: truyén tinh mach, sau d6 uéng thudc khi tinh trang ngudi bénh cho phép, liéu 500 mg, ngay 1 1an trong 8 tuin

Viém tuyén tién liét: 500 mg/24 giér truyén tinh mach. Sau vaingay c6 thé chuyén sang uéng.

Nhi&m khudn duéng tiét nigu khéng phirc tap: 250 mg, 1 IAn/ngay trong 3 ngay.

Nhi&m khuén duwéng hd hap

‘Dot cAp clia vidm phé quan man tinh: 500 mg, rféy 11&ntrong 7 ngay

-Viém xoang ham trén cap tinh: 500 mg, ngay 1 lan trong 10— 14 ngay

§Liéu dung cho bénh nhan suy than .

D¢ thanh thai creatinin (ml/phat) | Liéu ban dau | Liéu duy tri

Nhiém khuan duwng tiét niéu c6 bién chirng, viém than — bé than cAp

220 250 mg 250 mg mbi 24 gi&r

10-19 250 mg 250 mg mbi 48 gio

Céc chi dinh khac

50 -80 Khéng cén hiéu chinh lidu

20-49 500 mg 250 mg mbi 24 gi¢y

10-19 | 500 mg 125 mg mdi 24 gi¢r

Thém tach mau 500 mg 125 mg mbi 24 gidr

ThAm phén phic mac lién tuc 500 mg 125 mg mbi 24 gi&r |
§Lidu diing cho bénh nhén suy gan

Vi phén Iém levofloxacin dugc dao théi ra nuéc tidu dudi dang khéng ddi, khong can thiét higu chinh lidu trong truéng hop suy gan Céach ding Thei diém ubng
levofloxacin khéng phy thudc vao bira &n (c6 thé ubng trong hay xa bira &n) Khéng duoc diing cac thube khang acid c6 chira nhdm va magnesi, ché phdm co
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chl}g kim Ioali nang nhur sét, kém sulcrafat, didanosin (cac dang bao ché co chira khang acid) trong vong 2 giéy a sau khi uong I&vofloxacin
CHONG CHIPINH
Ngurori co tidn st qué man véi levofloxacin va cac quinolon khac hay véri bt ky thanh phiin nao ciia thube. Bng kinh, thiéu hut GBPD, tién str bénh & gan co do
1 fluoroquinolon. Tré em nhd hon 18 tudi
CANHBAO VA THAN TRONG
Céc phan g co hai nghiém trong co kha nang khdng hdi phuc va gay tan tat, bao gdm viém gén, dirt gan, bénh ly than kinh ngoai bién va cac tac dung bét li
trén than kinh trung wong. Cac khang sinh nhém fluoroquinolon cé lién quan dén cac phan rng cé hai nghiém trong c6 kha néng gay tan tat va khong hdi phuc
trén cAc hé co quan khac nhau cia cor thé. Cac phan (rng nay ¢ thé xuét hién déng théi trén cing bénh nhan. Cac phan (g c6 hai thudng duge ghi nhan gdm
viém gan, dist gan, dau khép, dau co, bénh Iy thén kinh ngoai vi va cac tac dzng bét Igi trén hé théng than kinh trung wong (3o giac, lo Au, trAm cam, mét ngl,
dau dAu nang va It 1&n). Cac phan (rng nay co thé xay ra trong vong vai git dén vai tudin sau khi st dung thuéc. Bénh nhén & bét ky tudi nao hodc khéng cé yéu |
t& nguy co tin tai tr trurdre Géu c6 thé gap nhivng phan (g co hai tré:h.-' I:gi;gg sﬂ& dung m«: rtl;?:y khi co ddu hiéu hogc triéu chirng Gau tién cua bat ky phan
rng co hai nghiém trong ndo. Thém vao do, tranh str dung cac khang sinh nhom fluoroguinolon cho céac bénh nhén da tirng gap céc phan (rng nghiém trong lién
quan aén fluoroquinolon. Viém gan, a2 biét 2 gan got chan (Achille), c6 thé déntbi A gan. Bién chimg nay c5 thé bt hon 5 48 gl GAu 5en S kv bt 0B
duing thudc va c6 thé bj ca hai bén. Viém gan xay ra chi yéu & c4c ddi tut;r:gccé nguy co: ngudi trén 65 tudi, dang diung corticoid (ké ca dwéng phun hit). Hai yéu
t6 n2y lam tAng nguy co viém gan. D& phéng, cin diéu chinh liéu lirgng thuoc hang ngax & ngudi bénh Iém tudi theo mire loc cau than
Anh huéng trén hé co xwong: levofloxacin cling nhw phén Ién cac quinolon khac, co thé gay thoai héa sun & khérp chiu trong lure trén nhidu loai dong vat non, do
d6 khéng nén sir dung levofloxacin cho tré em dudi 18 tudi |
Nhugc co: cAn than trong & ngurér bi bénh nhurge co vi cac biéu hién cé thé nang lén !
Téc dung trén than kinh trung wong: Ga cé cac thong bao vé phan (rng bt Igi nhu réi loan tam than, tang ap e ndi s, kich thich thin kinh trung wong dén dén|
co gi&t, run ray, bdn chén, dau dau, méat ngti, trdm cam, I 1&n, &o giac, 4&c mdng, cb v dinh hay hanh ddng ty sat (hiém gap) khi st dung cac khang sinh nhom
quinolon, tham chi ngay khi str dung & liéu d4u tién Néu xay ra nhirng phan (rng bat lgi nay trong khi sir dung levofloxacin, cin dirng thubc va c6 céc bién phap
xCr tri triéu chirng thich hgp. Can than trong khi sir dung & ngudi bénh c6 cac bénh Iy trén than kinh trung wong nhw nhu ddng kinh, xo cirng mach ndo...vi ¢6
thé tang nguy co co giat Phan trng man cam: phan (rng mén cam véi nhidu bidu hién 1am sang khac nhau, tham chi sbc phan vé khi diing quinolon, bao gbm ca
levofloxacin da dugc théng bao. Can ngirng thubc ngay khi cé cac ddu hiéu dautiéncia phan (ng m&n cam va ap dung cac bién phap xr tri thich hop
Viém dai trang mang g(é do Clostridium difficile: phan (rng bAt lgi ndy da duoc théng bao véi nhidu loai khang sinh trong dé cé levofloxacin, co thé xdy ra & tAtca
cé4c murc d6 tir nhe dén de doa tinh mang. Cén Iwu y chén doan chinh xac tinh trang tiéu chay xay ra trong théi gian ngudi bénh dang sir dung khang sinh dé cd
bién phap xt tri thich horp M&n cdm v&i anh sang tiy mire d6 trung binh dén nang da duzvc thdng bao véi nhieu khang sinh nhom ﬂuorguinolon. trong do6 cd
levofioxacin (mac di dén nay ty 1& g&p phan (ng bét igi nay khi str dung levofloxacin rét thap < 0.1%). Nguéri bénh cén tranh tiép xac trirc tiép véi 4nh sang trong
thei gian didu trj va 48 giér sau khi mgu trj Tac dung trén chuyén héa: cling nhu cac quinolon khac, levofloxacin c6 thé gay ra rbi loan chuyén héa duéng, bao
gbm tang va ha dudng huyét thudng xdy ra & ngudi bénh dai thao du(‘m%tdang diinglevofloxacin ddng thév voi 1 thude udng ha dudng huyét hay véi insulin, do
do cn giam sat dudng huyét trén nguoi bénh, Néu xay ra ha duéng huyét, cin ngimg levofloxacin va tién hanh cac bign phap xir tri thich hop
Kéo dai khodng QT trén dién tam dd. Sir dung cac quinolon c6 thé kéo dai khodng QT trén dién tam db & 1 s6 nguei bénh va 1 sé hiém ca loan nhip, do d6 can
tranh sir dung trén nguéi bénh san cé khoang QT kéo dai, ngudi bénh ha kali mau, dang diing cac thube chéng loan nhip nhém IA (quinidin, procainamid. ..) ha*
nhém Il (amiodaron, sotalol. .. ); than trong khi stz dung cho nguéi bénh dang trong céc tinh trang tién loan nhip nhu nhip cham va thiéu mau co tim cip |
TAC DONG CUATHUOC LEN KHA NANG mxecivm HANH MAY MOC
Mét sb tac dung khdng mong muén (nhur hoa mét/chéng mat, ué odi, réi loan thi gidc) co thé lam gidm kha nang tap trung va phan (rng ciia bénh nhan,do
véy co thé gay rii ro trong cac tinh hyéng ma nhirng kha nang nay dong vai trd dac bit quan trong (nhw 1ai xe hodc van hanh may méc).
PHY NOY C% THAI VA CHO CON BU
Chéng chi dinh dung thubc nay & phy ni co thai va che con bu .
TU'ONG TAC THU |
Céc thuéc khang acid, sucralfat, ion kim loai, multi — vitamin: diing déng thévi 1am gidm hép thu levofloxacin, cAn ubng cac thube nay cach xa levofloxacin it nhét
2 gi&» Theophylin: 1 sé nghién ciru trén ngudi tinh nguyén khée manh cho théy khéng cé tong tac. Tuy nhién do ndng dé trong huyét trong va AUC theophylin
thurdng bj tang khi stz dung déng thei vai cac quinolon khéac, van can gidm sat chit ché ndng do theophylin va hiéu chinh lidu néu cin khi ding déng thii vai
levofloxacin Warfarin: do da co théng bao warfarin tang tac dung khi dung cling véi levofioxacin, cAn giam sat cac chi sé vé déng mau khi diing ddng thei 2 thudc
nay Cyclosporin, digoxin: turong tac khong co y nghta 1am sang, do dé khéng can hiéu chinh liéu cac thubc nay khi ding dbng thoi véi levofloxacin Céc thuée
khang viém khéng steroid: c6 kha nang lam tang nguy co kich thich thén kinh trung wong va co git khi diing déng thii véi levofloxacinCéc thudc ha dudng
huyét: ding déng thei véri levofioxacin co thé lam téng nguy co réi loan duéng huyét, can gidm sat chatché
TAC DUNG KH%NG MONG MUON (ADR)
Thudérng gép (ADR > 1/100)
@Tiéu hba: budn nén, tidu chay
@Gan: tang enzym gan
@Than kinh: mét ngu, dau dau
ilgég(ﬂ‘IOOD'ﬂADR-d 1/100) i
@Théan kinh: hoa mét, cang thang, kich dgng, lo lang
@Tiéu hoa: dau bung, diy hoi, kho tiéu, nén, tao bén
@Gan: tang bilirubin huyéat
@Tiét niéu, sinh duc: viém &m dao, nhiém n&m candida sinh duc
@Da: nglra, phat ban
Hiém gap (ADR < 1/1000) B ¥ P R e =
z ‘hay Ha huyét ap, loan nhip e T
@Tiéu hoa: viém dai trdng mang gid, khd miéng, viém da day, phu lwdi
@Co - xuwong khép: dau khép, yeéu co, dau co, viém tiy xwong, vién gan Achille
@Thén kinh: co giat, gidc mo bét thudang, trdm cam, rdi loan tam thén
@Dij (rng: pht Quinck, choéng phan vé, hdi chirng Stevens — Johnson va Lyelle
Huwong dan cach xi tri ADR
Cé&n ngirng levofloxacin trong cac trrérng hop: bit dAu cd cac biéu hién ban da hay bat ky du hiéu nao clia phan irng man cdm hay clia phan (rng bét lgi trén
than kinh trung wong. Can giam sat nguwéi bénh dé phat hién viém dai trang mang gia va c6 cac bién phéap x( tri thich hop khi xuét hién tiéu chay khi dang ding
levofloxacin. Khi xuat hién dAu hiéu viém gan, cAng ngirng ngay thuéc, 4é 2 gét chan ﬁi véi cac dung cy cb dinh thich hgrp hay nep gét chan va hdi chén
chuxén khoa. Théng bao cho béc sTcac tac dyng khdng mong mudn gap phai khi dung th
QUA LIEU VA DIEU TR|
Theo cac nghién ciru vé déc tinh trén thii hay cac nghién clru vé duge 1am sang cho thiy voi lidu viret qua lidu trj lidu, cac dAu hiéu quan trong nhét c6 thé théy
sau khi qua lidu levofloxacin cép tinh Ia cac tridu chirng & hé than kinh trung wong nhu nhdm 1&n, hoa mét, suy gidm nhan thirc, co giat kidu déng kinh, ting
khodng QT ciing nhw cac phan (rng & da day — rudt nhu budn ndn, &n man niém mac. Anh hudng trén hé than kinh trung wong bac gbm 14 18n, co giat, do giac,
va run da dugc quan sét thay sau khi dua thubce ra thi trueeng. Trong trréng horp qua lidu, nén diéu trj tn:u ching. Nén dam béo viéc theo doi dién tam db do kha
nang kéo dai khodng QT. Cac thubc khang acid c6 thé dugc st d%dé bao vé niém mac da day. ThAm tach mau, ké ca thAm tach mang bung va thAm phan
~phiic maclién tuc ngoai tra, khdng co hiéu qua trong viéc thai trir levofloxacin ra khdi co thé. Khang ¢6 thube gidi doc déc hiéu. : : !
TRINH BAY: Hop 1 vi x 10 vién nén bao phim :
BAO QUAN: Bdo quan dudi 300C, tranh anh sang
TIEU CI_-lUAN: Nha san xuét
HAN DUNG: 36 thang k& tir ngay san xuét
Khéng st dung thubc qua han ding in trén nhan
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