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Rx~Thuéc ban theodon

CHONCYLOX
THANH PHAN
M&i vién nén bas phim chira:
Hoat chét: Levofloxacin hemihydrat twong duwong levofloxacin 500 mg
Tadwge: Cellulose vitinhthd, tinh bt ngd, polyvinyl pyrrolidon K — 30, natri croscarmellose, silica keo khan, magnesi stearat, cam opadry 85G53651

DUQCLUCHOQC

Levofloxacin la mdt khéng sinh téng horp ¢ phé rdng thude nhém fluoroquinolon, Cling nhu céc fluoroquinolon khéc, levofloxacin cé tac dung diét khudn do (e
ché enzym topoisomerase || AADN —gyrase) va/ hay topoisomerase IV 1a nhirng enzym thiét yéu ctia vi khudn tham gia xtic tAc trong qué trinh sao chép, phién
maé va tu stra ADN cua vi khuéin. Levofloxacin la ddng phén L - isome clia ofloxacin, n6 c6 tac dyng diét khudn manh gép 8 — 128 14n so v&i ddng phan D - isome
va tac dung manh gép khodng 2 1An so véi ofloxacin racemic. Levofloxacin, cling nhu céac fluoroquinolon khac, 1a khéng sinh phé réng, cé tac dung trén nhidu

chung vi ﬂmmm va Gram duong. Levofloxacin (ciing nhu sparfloxacip).co tac dyng trén vi khuén Gram dwong va vi khudn ky khi tt han so véi céc.
fluoroquinolon khac (nhu % , lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va sparfloxacin lai cé tae dung in vitro trén
Pseudomonas ae hon so véi cin

Phé tac dung: Vikhudn nhay cam in vitro va nhi&m khudn trong 1&m sang

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

Proteus mirabilis, Pseudomonas aeruginosa

Vikhuén khac: 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 cam trung gian in vitro

Vikhuén wa khi Gram dwong: Enterococcus faecalis

Vikhuén ky khi: Bacteroid fragilis, prevotella

Céac loai vi khun khéng levofloxacin:

Vikhuan wa khi Gram duong: Enterococcus faecium, Staphylococcus aureus meti—R, St:ghylooocws coagulase amtinh meti—R

Khang chéo: In vitro, cé khang chéo gitra levofloxacin va cac fluoroquinolon khac. Do co ché tac dung, thurdrng khdng co khang chéo gilra levofloxacin va cac

ho khang sinh khac

Hép thu |

Levofloxacin durgc hdp thu nhanh va hu nhiy hoan toan sau khi uéng véi néng do dinh dat dugc trong vong 1 — 2 giér. Sinh kha dyng tuyét déi 1a 99 - 100%.

Thige phdm cé it dnh hwémg dén sir hp thu clia Levofloxacin

Phén bé Levofioxacin gén két véi protein huyéttirong khodng 30— 40%

Thétich phan bé trung binh khodng 100 litsau khi ubng lidu don va lidu I5p lai 500 mg, thubc phan bd rong rai trong cac mo co thé

Chuyén héa Thubc chi dugc chuny%n héa & mirc dé thdp, cac chét chuyén hoa la desmethyl - levofloxacin va levofloxacin N — oxid. Céc chét chuyén héa nay

chiém <5 % lidu long dugce bai tiét trong nudrc tidu,

Thaéi trie Sau khi ubng va tiém tinh mach levofloxacin, thudc thai trir twong dbi cham tir huyét twong (T%: 6 - 8 gidr). Thubc bai tiét chl yéu qua dwéng than (>

859;. lidu duing). B thanh thai trung binh toan than sau khi ubng lidu duy nh&t 500 mg 1a 175 + /- 29.2 mi/phat

CHIBDINH

Nhi&m khuén do céc vi khuén nhay cam véi levofioxacin nhu:

Viém phéi cong déng

Viém tuyén tién ligt

~ Nhi&m khuén da va t chirc dwéi da c6 bién ching hay khong
Nhiém khuén duwéng tiétniéu co biénchirng

Dulghbngsaukhipho-lnhiémvadiéutrimemébenmhan

Nhiém khuén duwérng tiét niéu khong phirc tap :

Do khang sinh fluoroquinolon, trong dé ¢6 levofloxacin lién quan dén phén (g c6 hai nghiém trong (xem myc Canh bao va than lron%)uva nhiém khuén dwéng

tiét r;lj‘u khéng phirc tap & mdt sé bénh nhan cothé ty khai, chi nén sir dung levofloxacin cho nhirng bénh nhan khéng co lya chon dieu tri khac thay thé.

Dot cap viém phé quén man Do khéng sinh fluoroguinolon, trong dé cé levofloxacin lién quan dén phan (rng c6 hai nghiém trong (xem myc Canh béo va than

trong) véa dotnhiém khuéz cép ciia viém phé quan man tinh & moét s& bénh nhan cé thé ty khdi, chi nén sir dung levofloxacin cho nhirng bénh nhéan khéng c6 Iya

chon diéu tri khac thay thé.

Viém xoang c4p Do kriang sinh fluoroquinolon, trong dé c6 levofloxacin li&n quan dén phén (rng c6 hai nghiém trong (xem myc Canh bao va than trong) va viém

xoang cAp tinh do vi khuén & mdt sé bénh nhan co thé ty khéi, chi nén sir dung levofloxacin cho nhirng bénh nhan khéng cé lyya chon diéu trj khac thay thé.

LIEULUQNG VA CACH SUY DUNG |

Nhiém khuén dudng hé héap |

-Viém phéi méc phai tai cdng dbng: 500 mg, 1~ 2 1An/ ngay trong 7 — 14 ngay

Nhi&m khuén da va t& chirc dwdi da |

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

-Khéng bién chirng: 500 mg, 1 1&n/ngay trong 7 - 10 ngay

Nhiém khuén dudng tiét niéu ,

-Cébién chirng: 250 mg, 1 lAn/ngay trong 10 ngay

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

Bénh than: didu trj dy phong sau khi phoi nhim véi khuén than: ngay uéng 11a4n 500 mg, diing trong 8 tuan

Diéu tri banh than: truyén finh mach, sau d6 uéng thubce khi tinh trang ngwdi bénh cho phép, lidu 500 mg, ngay 1 14n trong 8 tudn

Viém tuyén tién liét: 500 mg/24 giér truydn tinh mach. Sau vai ngay co thé chuyén sang ubng.

Nhi&m khudn duérng tiét niu khong phirc tap: 250 mg, 1 1An/ngay trong 3 ngay.

Nhi&m khuén duéng hd hdp :

-Dot cAp clia viém phé quan man tinh: 500 mg, r?ay 114n trong 7 ngay

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

§Liéu dung cho bénh nhén suy than .
D§ thanh thai creatinin (ml/phat) | Liéu ban dau | Liéu duy tri
Nhiém khudn dwdng tiét nidu cé bién chirng, viém than — bé than cép
220 250 mg 250 mg mdi 24 gt |
10-19 250 mg 250 mg mbMBgig_‘
Céc chi djnh khac
50 — 80 Khong can hiéu chinh liéu
20-49 500 mg 250 mg mdi 24 gi¢r
10-19 | 500 mg 125 mg mdi 24 gior |
Tham tach mau 500 mg 125 mg mdi 24 gidr |
Tham phén phuc mac lién tyc 500 mg 125 mg méi 24 gidr
§Lidu dung cho bénh nhéan suy gan

Vi phan Ién levofioxacin dugc dao thaira nua:'ﬂéu dudi dang khong ddi, khdng cn thiét higu chinh lidu trong truérng he'p suy gan Cach ding Théi diém udng
levofloxacin khdng phy thudc vao bira &n (co thé uéng trong hay xa bira &n) Khong dugc dung céc thube khang acid ¢ chira nhom va magnesi, ché phadm co
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cm‘rg kim Ioali néing nhr sét, kém sulcrafat, didanosin (cac dang bao ché co chira khang acid) trong vong 2 giér truére va sau khi ubng levofloxacin

CHONG CHID|NH

Ngudi co tién str qua mn véi levofloxacin va cac quinolon khac hay vdi bt ky thanh phan nao clia thube. Bng kinh, thiéu hyt G6PD, tién st bénh & gan co do
1 fluoroquinolon. Tré emnhd hon 18 tubi

CANHBAO VA THAN TRONG

C4c phan (rng c6 hai nghiém trong c6 kha nang khang héi phyc va gay tan tat, bao gdm viém gén, dirt gan, bénh ly thin kinh ngoai bién va cac tac dur;%bét lgi
trén than kinh trung wong. Cac khéang sinh nhom fluoroquinolon co lién quan dén cac phan (rng co hai nghiém trong co kha néng gay tan tat va khong hoi phuc
trén cac hé co quan khac nhau clia co thé. Cac phan (ng ndy c6 thé xuét hién ddng thér trén cing bénh nhan. Cac phan ng c6 hai thuérng dwgc ghi nhan gdm
viém gan, dirt gan, dau khap, dau co, bénh Iy than kinh ngoal vi va cac tac d;mg bét Igi trén hé théng thin kinh trung wong (4o giéc, lo Au, trdm cam, mét ngu,
dau dAu néing va I 1An). Cac phén (g nay cd thé xdy ra trong vong vai gitr dén vai tulin sau khi sir dung thudc. B&nh nhan & bt ky tudi nao hodic khdng co yéu
t6 nguy co ton tai tir trurde déu co thé gap nhing :}hén fmgﬂ cékrg tré:.... Ngmg sﬂt‘r dyng }::gc 2%?1:::2‘ bc:ﬂ%ﬁuhl::u ho#c triéu chm&g’:‘éu tién clia bat ky phan
'rng co h hiém trong ndo. Thém vao d6, trénh str dy c khang nhém fluoroqu n nhén da ti cac nghiémt
m&ﬂ#&wmmbn Viém gén, déc bidt la gangétghgan (Achille), cJ'M dAn t6i dirt gan. Bién chirng nay c6 thé xmﬂ° & 48 gid» Ghu tidr mm"mm
duing thubc va cé thé bj c& hai bén. Viém gan xay ra chli yéu & cac dbi tuo:gcoo nguy cor: nguwdi trén 65 tudi, dang dung corticoid (ké ca dudng phun hit). Hai yéu
t& nay lam tang nguy co viém gan. D& phong, cAn didu chinh lidu lurgng thudc hang ngﬂx & nguwdr bénh 1én tudi theo mire loc cAu than

Anh hudng trén hé co xuong: levofloxacin ciing nhw phén [én céc quinolon khéc, c6 thé gay thoai hba sun & khérp chiu trong I trén nhidu loi déng vat non, do
d6 khdng nén sir dung levofloxacin cho tré em duwéi 18 tudi |
Nhuge co: cln than trong & ngudi b bénh nhuge co vi cac bidu hién cé thé néng lén |
Téc dyng trén thAn kinh trung Lrong: da co cac thdng bao vé phan (ng bt lgi nhu réi loan tam than, tang &p e ndi so, kich thich thAn kinh trung wong dén dén|
co giat, run rdy, bdn chén, dau d&u, mét ngu, trdm cam, I I&n, do giac, 4c mdng, cb y dinh hay hanh ddng ty sat (hiém gép) khi st dung céc khang sinh nhom|
quinolon, tham chi ngay khi str dung & lidu GAu tién Néu xay ra nhirng phén (rng bat Igi nay trong khi st dung levofloxacin, cAn dirng thubc va cé cac bién phap
xUr tri triéu chirng thich horp. Cn than trong khi sir dung & ngudri bénh c6 cac bénh Iy trén thén kinh trung wong nhu nhw ddng kinh, xo cirng mach néo....vi c6
thé tang nguy co co giat Phan trng man cam: phan (ng mén cam vé&i nhidu bidu hién 1am sang khac nhau, thdm chi séc phan vé khi ding quinolon, bao gém cé
levofloxacin da dugc thong bao. CAn ngung thubce ngay khico cac déu hiéu dutiéncia phan (rng mén cam va ap dung cac bién phap xtr tri thich hop

Viém dai trang mang fﬁ do Clostridium difficile: phan trng bAt i ndy da duoc théng bao véi nhidu loai khang sinh trong dé c6 levofloxacin, co thé xay ra & tht ca
cAc mirc 46 tir nhe dén de doa tinh mang. Cn luu y chén doan chinh xac tinh trang tiéu chay xay ra trong théi gian ngudi bénh dang str dung khang sinh dé c&
bién phap xt trl thich hgp M3n cdm vé&i anh sang ti mire d6 trung binh dén néng da dugc théng béo vé&i nhieu khang sinh nhom ﬂuorﬁulnolon. trong m
levofioxacin (méc di dén naytirlegag phén trng bétigi nay khi sir dung levofloxacin rét thap < 0.1%). Ngudi bénh cén tranh tiép xtic tryc tiép véi anh sang !
thevi gian didu trj va 48 gir sau khi diu trj Tac dung trén chuyén héa: cling nhur céc quinalon khac, levofloxacin 6 thé géy ra réi héa duéng, bao
gbm tang va ha dudng huyét thudng xay ra & ngudi bénh dai théo duéng dang dinglevofloxacin déng thér véri 1 thubc ubng ha dudng huyét hay véi insulin, do
do cAn giam sat dudng huyéttrén ngurari bénh. Néu xay ra ha duérng huyét, cin ngimg levofloxacin va tién hanh cac bién phap x( tri thich hop

Kéo dai khoang QT trén dién tam dd. Str dung cac quinolon co thé kéo dai khodng QT trén dién tam b & 1 s6 ngudi banh va 1 sb hiém ca loan nhip, do d6 cin
tranh str dyung trén ngurdi bénh san cé khodng QT kéo dai, ngurdi bénh ha kali mau, dang dung céc thube chéng loan nhip nhém 1A (quinidin, procainamid. ..)ha*
nhém 1l (amiodaron, sotalol...); thén trong khi st dung cho nguéri bénh dan%trong céc tinh trang tién loan nhip nhir nhjp cham va thidu mau co tim cdp .
TAC DONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Mét sb tac dung khéng mong mudn (nhur hoa mét/chéng mat, ué oai, rbi loan thi giac) co thé lam gidm kha nang tap trung va phan (rng cta bénh nhéan,do
véy cb thé gay rii ro trong cac tinh huéng ma nhiing kha nang nay dong vai trd dac biét quan trong (nhu 14i xe hodc van hanh may méc).
PHUY NO' CO THAI VA CHO CON BU

Chéng chi dinh dﬁngg\uéc nay & phu ni¥ co thai va cho con bl

TU'ONG TAC THU

Céc thubc khang acid, sucralfat, ion kim loai, multi — vitamin: diing déng thévi 1am gidm hép thu levofloxacin, cin ubng cac thubc nay cach xa levofloxacin it nh;:

2 gi&r Theophylin: 1 sé nghién ctru trén ngudi tinh nguyén khde manh cho théy khéng c6 trong tac. Tuy nhién do ndng dé trong huyét trong va AUC theophyli
thuéng bj tang khi stz dung ddng thoi véi cac quinelon khac, van can giam sat chat ché ndng dé theophylin va hiéu chinh lidu néu cin khi diing ddng thei vai
levofloxacin Warfarin: do da c6 théng bao warfarin tang tac dung khi diing cuing véilevofloxacin, cAn giam sat cac chi sb vé déng méu khi diing dbng théi 2 thudc
nay Cyclosporin, digoxin: tuong tac khdng co y nghia lam sang, do dé khéng can hiéu chinh liéu cac thudc nay khi ding dbng thei véi levofloxacin Céac thuéc
khéng viém khéng steroid: cd kha nang lam tang nguy co kich thich than kinh trung wong va co giat khi ding déng théri véi levofloxacinCac thudc ha duéng
huyét: dung dbng theri véi levofioxacin co thé lam téng nguy co réi logn duéng huyét, can gidm sat chat ché
TAyC DUNG KHONG MONG MUON (ADR)
Thudéng gép (ADR > 1/100)
@Tiéu hoa: budn nén, tidu chay
@Gan: tAng enzym gan
@Thén kinh: mét ngu, dau ddu
It g&g (1/1000 < ADR < 1/100)
@Théan kinh: hoa mét, cang théng, kich dong, lo ldng
@Tiéu hoa: dau bung, ddy hoi, kho tiéu, nén, tao bén
@Gan: tng bilirubin huyét
@Tiét niéu, sinh dyc: viém am dao, nhiém n&m candida sinh dyc
@Da: nglra, phat ban
Hiém gap (ADR < 1/1000) . = .

r 'hay ha huyét ap, loan nhip T g
@Tiéu hoa: viém dai trang mang gia, khd miéng, viém da day, phu lwdi
@Co — xuwong khép: dau khép, yéu co, dau co, viém tly xuwong, vién gan Achille
@ThAn kinh: co giat, gidc mo bat thudng, trdm cam, rbi loan tam thén
@Dj (rng: phi Quinck, chodng phan vé, héi chirng Stevens — Johnson va Lyelle
Huwémng dan cach xir tri ADR
Cén ngirng levofloxacin trong cac trréng hop: bt dAu cb cac bidu hién ban da hay bét ky dAu hiéu nao ciia phan (rng man cdm hay ciia phan (ing bt loi trén
than kinh trung u'crng. CAn giam st ngudi bénh dé phat hién viém dal trang mang gia va c6 cac bién phap xir tri thich he'p khi xuét hién tidu chay khi dang ding
levofloxacin. Khi xuat hign déu hiéu viém gan, cAng ngirng ngay thuéc, dé 2 gét chan mi véi cac dung cy ¢b dinh thich hgp hay nep got chan va hdi chén
chuxen khoa. Théng béo cho béc sicac tac dyng khdng mong mudn gép phai khi ding th
QUA LIEU VA DIEU TR|
Theo céc nghién ciru v& ddc tinh trén tha hay cAc nghién ciru vé duge 1am sang cho thAy véi lidu vt qua lidu tri lidu, cac ddu higu quan trong nhét co thé thdy
sau khi qua lidu levofloxacin cép tinh Ia cac triéu chivng & hé th&n kinh trung wong nhw nhm 1&n, hoa mét, suy gidm nhan thirc, co giat kidu dong kinh, tang
khodng QT cang nhur c4c phén (rng & da day - rudt nhu budn ndn, &n mon niém mac. Anh hudng trén hé than kinh trung wong bao gdm 1 18n, co giat, do giac,
va run da dugc quan sat thay sau khi dua thube ra thj truéing. Trong tieéng hep qua liéu, nén diéu tri triéeu chirng. Nén ddm bdo viéc theo déi dién tam db do kha
néng kéo dai khodng QT. Cac thubc khang acid cd thé dugc siv dung dé bao vé niém mac da day. ThAm tach mau, ké ca thdm tach mang bung va thAm phan_

" _‘mmﬂhwcww.khbngodhiéuquih‘on'gvlﬁcthélwlegaoxachmkhéiwm& Khéng c6 thube gidi doc dac hidu. : !
TRINH BAY: Hop 1 vi x 10 vién nén bao phim .
BAO QUAN: Bao quén dudi 300C, tranh anh sang
TIEU CHUAN: Nha san xuét
HAN DUNG: 36 thang ké tir ngay san xuét
Khéng str dung thubc qua han ding in trén nhan
C KY HUONG DAN SU DUNG TRU'QC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC si, bugc sl
DE XA TAM TAY TRE EM

San xuét boi:
WINDLAS BIOTECH PRIVATE LIMITED
(Plant-2), Khasra No. 141 to 143 & 145, Mohabewala Industrial Area, Dehradun — 248110, Uttarakhand, An D6
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