Méivign nén
Levofl in (dudi dang levof I ydrat 500.mg
Ta-dupo i@l o L S el e L i 1.viégn

(Microcrystallin cellulose, natri stearyl fumarat, t:ruspovitllltlm, hypromeliose 6 cps,
golxeihylen glycol 6000, take, titan dioxyd, oxyd sdtda). Vi
MOT,

Vién nén dai, bao phim mau hdng, hai mat khum cé khdc vach

Levofioxacin 14 abng phan quang hoc dang L cia ofloxacin thude khang sinh nhom
quinolon. Hoat tinh khang khudin ciia offoxacin chil yéu do d'g‘gphén dang L. Co ché tac
ddng cla levofloxacin va cac thudc khang sinh nhom fluoroguinolon khac lién guan dén
sir irc ché topoisomerase IV va DNA gyrase cia vi khuin (cé hai déu 14 topoisomerase
typ Il}, 4 cAc enzym cAn thiét cho sy taktao, phien ma, tu sira va tai td hgp DNA,

- Levofloxacin cé hogt tinh khéng khudn rdng déi vai vi khudn Gram am vé Gram duong
rnévitro, N&bng 6 digt khudn cla levofloxacin thuémg bang hodc hei cas hon ndng do
kigm khuan,

- Cac fluorogquinolon, ké o levofloxacin, o6 céu tnic hoa hoc va co ché tic dfng khac voi
‘céc khang sinh nhém aminoglycosid, macrolid, B-lactam, ké cd penicillin, Do do, cac
i uinolon cé thé cé higu lue chiing lai cac vi khudn 48 khiang véi cdic thube ndy:

- Vikhuan nhay cam in vitrova nhigm khudn trong Amsang:

+ Vi khudn Gram am: Enterobacter ch e, E.coli, H. infi H p fi 4
i foneal fla catarralis, Profeus

Wk bl . Leg la p ohila, M

irabilis, Pseudor ginosa, -
v i khudn khac: Chlamydia pneumoniae, Mycoplasma pneumanias. -
Wi khUAR U KR Gram diona: Bacillus anthracis, Sfaphylococcus sureus nhiay cam
methicilin_ (mel-S), Staphylococcus coagulase &m tinh nhay cam. methicilin,
Streplococcus pneumoniae,
" Vikhuénkxkh[;,‘: b ium, Pep J
- Cécloal vi khuén nhay cam trung gian in vitra:
+ Vikhuan ua khi Gram duong: Enferoeoccus fagcalis.
+ Wikhuan ky khi; Bacteroid fragilis, Prevotella
Cécloai vi khudn khang levofloxacin:
Vi khudn wa khi Gram dueng: Er
Staphylococcus coagulase &m tinh met-R.
- IKhang chéo: in vitro, co khang chéo gilra levofioxacin va cac fluoroguinolon khéc. Do oo
chié téc dung, thudémg khiing o6 khing chéo gilra levofioxacin va cdc ho khing sinh khde
DUFQCPONGHOC
Levofloxacin dugec hip thu nhanh va gAn nhi hiodn toan sau khi ufing va a5 dinh
dat duge trong vang 1 - 2 giér. Thude duge phin phéi ring vao cée mi oo thé gbm
nihéy phé quan va phéi, nhung thém vao dich rido tly teong d6i it. Levofioxacin gén k
von protein huyét tuong khoang 30 - 40%. Thube chi durgc chuyén hoa & mirc 46 thép

toce Propionibacts

faecium, Staphy aureus meti-R,

thanh c&c chét chuyén hoa khong co hoattinh, Ther gian ban thai ciatevofioxacin tir 6- 8

baij tiét

gior, méc dii ther gian nay co thé kéo dai & bénh nhén suy than. Levofioxacin ke
chi

phéin Ién & dana khang dbi, chl véu qua nudre tidu v it hon 5% duwdi dang
Iiba. Thuéic khdng duge Iogi trr qua tham tach mau hodic thAm tach mang bung,

CHIBINH i 2o

& ngudr Ién viri nhim khudn nhe hodc trung binh, levofloxacin duge chi dinh didu tr cac

bénh nhidm khuén do eac vi khudn nhay cam viri levefioxacin:

Viém phdi méc phal céng déing.

Nhi&m khudn duwémg tiét nidu oo bidn chirng ké cd viém thén-bé than.

~ Vigm tuyén tidn ligt man tinh dovi khiidn. !

Nhifim khudn da va mo mém. ’

~ Nhidm khudn duémg tiét nidu khéing phire tap: Do khang sinh flusroquinolon, trong d6 co
levofloxacin li&n quan dén phén (ng co hal nghiém trong (xem muc THAN TRONG) va
nhi&m khudn duwéng tigt nigu khing phirdtap & mot sé bénh nhan oo thé tu khéi, chi nén
wwm nhirng bénhnhan khdng coia chon didu Irj khée thay thé.

- Bt nhiém khulin cAp cha viém phé quan man tinh: Do khang sinh fluoroguinclon, trong
a8 b levofloxacin ' lign quah dn phdn tng €8 hal nghiém trong (xem mic THAN
TRONG) va dot nhim khuan clp clia viém phé quan man tinh & mdt 54 bénh nhan co

thé tur khéi, chi nén str dung levoflaxacin cho nhirng bénh nhan khong e ya chon didutr

khac thay thé.
Vigm xoang cAp tinh do vi khuéin: Do khéng sinh fluoroguinelon, trong 8 c6 levofiaxacin
lién quan dén phén img co hai nghiém trong (xem muc THAN TRONG) va viém xoang
cp tinh do vi khudn & mdt s bénh nhan o6 thé by khéi, chi nén sl dyung levoliaxacin cho
nhimg bénh nhan khéng ¢ iyra chon diu tr khac thay thé.
LIEU LU'QNG VA CACHDUNG
Cach ding
Levofloxacin STADA" 500 mg duge ding dudmg ubng.
Liéu ding
Vidrn phéi méc phai cting ddng: 500 mg x 1 hode 2 1an/ngay x 7 - 14 ngay.
Nhigm khudn duong tiét nigu co bién ching: 500 mgx 11aningay x 7 - 14 ngay.
~ Viémthén - bé thén: 500 mg x 1 lAningay x 7= 10 ngdy. :
Vidm tuyén tidn iét man finh do v khuén:500 mgx 1 Fningay x 28 ngay.
- Nhigm khudn da vé md mém. 500 mgx 1 hodc 2 1an/ngay x 7 - 14 ngay.
- Nhigmkhudn dm‘még tiét nidu khéing phitectap: 250 mg x 1 Aningdy x 3 ngay.
Bt nhidm khudn cAp cia viém phé quén man tink; 500 mg x 1 1gnﬂ'nney:; 7-10ngay.
- Vigm xoang cdp tink do vi khudn: 500 mgx 1 ln/ngay x 10- 14 ngdy.
Lidu ding cho ngudd bénh suy thén:

B4§ thanh thai creatinin (mi/phit) _ Lidu ban dhu Lidu duy tri

Wi ke dutmg tiét nigu =6 bidn chimg, wiem thin = bé ihén cdp

=20 250 mg 250 mg mdi 24 gitr

10-18 250 mg 250 mg méi 48 gigr

Cde chi dinh khdc

50 - 80 Khing cAn didu chinh by

20 - 45 500'mg 250 mg méi 24 gier

10-18 500 mg 125 mg mii 24 gléy
* Thim téchimaa 1 500.mg 125 mg méai 24 gict

Tham phan phic mac §én tuc 500 mg 125 mg méi 24- gty

CHONG CHIBINH
Bénh nhan qua man vérl levofloxacin hode ebc quinolon khac hade biat e thanh phinta
dugc nao ciathudc:

- Bénh nhan ddng kinh.

- Bénhnhan thiéu hut GEPD.

- Bénhnhan cotién si bénh & gan co do fluoroguinolon,

- Trédem<18tudi. £ d by i -

THAN TRONG .

~ Viém gan va dit gan: Viém gan cd thé hiém xdy ra. Phan Ion thudng lién quan dén gan

Achille va c6 thé din dén dut gan. Nguy co viem gan va dirt gn gia tang & ngueer Im tudi,

bénh nhan ding corticosteroid va bénh nhan dung iy 1000 mg levofioxacin méi ngay.

Néu nghi nger viém gan, phai ngung ngay vigc digu trj ver levofloxacin.

Bénh lién quan voi Clostridium difficile: Tidu chiy, dic bidtnéu nang, dai dng va/hodc co

méau, trong hodic sau khi didu trj véri levofioxacin, c6 thé 14 triéu ching ciia bénh lién quan

V& Clastrdium difficile, dang nAng nhat 1A vigm dal trang mang gid. Néu nghi ngdr vigm

dai trang mang gid, phai nguwng dung levofloxacin ngay.

Bénh nhén suy than: Do levofloxacin dwge bai tiét chi yéu qua than, nén didu chinh lidu

cia levofioxacin &rbénh nhan suy than.

Bénh nhén thidu gl 6-phosphal dehydrog * Bé&nh nhin v khidm khuyét iém

tang hay khidm khuyét thye sir hoat tinh clia glucose-6-phosphat dehydrogenase ca thé

dé xay ra phén g tan huyét khi didu trj voi cac thudc khang khudn quinolon, vi thé nén
diing thén trong levofloxacin.

Bénh nhén dé bj co giat: Levofloxacin nén duge ding that than trong & ngudi bénh dé b

co giét, nhu nhirng bénh nhén d bitén thirong hé thén kinh trung wong trudc do,

- R6i loan dudng huyéi: Clng nhu 181 ¢ cac thudc nhém.quinolon, d3 c6 bao cdo vé ha
duding huyétva tang duomg huyét, th & cac bgnh nhandai thao dudng dang didutn
déng theri vii mot thubc ha dwéng huyét duéng udng (nhur glibenclamid) hode vér
insulin, & nhimg bénh dai thao dudmg nay, nén theo doi duémg huyét cin than,

httpss7tremgta
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huyét, gidm magnesi huyét), ngud lém t
nhip tim cham).

N cor: Chn thén trong & nguédi bl bénh nhuge cor vi cac bidu hign co thé néng hon:

Téc dung trén thidn kinf trung wong: DA cb céc théng bao vé phan tng bét g nhur réi loan
tam thén, tang &p lie ndi 5o, kich thieh thén kinh trung wrong din dén co giat, run rdy, ban
chéin, dau ddu, mAt ngd, trdm cam, I i, 4o giac, 4&c mdng, c6 ¥ dinh hodc hanh Adng ty
sat (hiém gap) khi sir dung cac nhom quinolon, tham chi ngay khi st dung & ligu d4u tign,
Néu xdy ra nhirng phan (eng bt lgi nay trong khi.sd.dyng, i \dimg lwdeva, |
oty cac bign phap xi tri trigu chirng thich herp. Can than trong khi st dung cho ngue bénh
¢t cac bénh Iy trén thén kinh trung wemng nhw dong kinh, %o cimg mach néo... vi nmhhang
nguy co co gidt,

Phén tng mén cém; Phan img mén cam vir nhidu bidu hién 1am sang khic nhau, thém chi
sbe phan v khi st dyng céc guimlon. bao gdm ca levofloxacin d8 duge thang bao. Cn
nguing dung ngay khi eé cac dau hiéu déu tién cia phan ¢ngqué mén va p dung céc bién
phép hichhop,

Man cam v&l anh sang mire 44 tir trung binh dén niing da duge théng bao voi nhilu kha
sinh nhém flusrequinclon, trong 44 ob levefloxacin (méc di dén nay, ti & g3 phan img bat
Iotndy khi sir dung levofloxacin rét thip < 0,1%). Ngui bénh can tranh m;:.xl‘m trure tidp
vérianh séng trong théi gian digu trj va 48 gitr sau didu tri,

Cac phan (rng c6 hal nghigém trong 6 kha ndng khing hdi phyc va géy tan 1L, bao gbm
vigm gén, dit gan, benh Iy than kinh ngoal bign va céc t4c dyng bat lgri trén than kinh
trung weng. :

Cac khang sinh nhém fluoroguinelon ¢6 lién quan dén cac phén (g ob hai nghiém trong co

mau cor tim,

kha nang gay tan tat va khong hdi phyc tréin céc hé co quan khac nhau cda co thé. Cac
phdn irng ndy c6 the xudt hign dbng thid irén cing bénh nhan. 4N Ung c6 hallhwdng
nkinhr vivacéc

dugre ghi nhan g&m wigm gan. dirt gan, dau khép, dau co, bénh ly i
tac diung bat lgi trén hé thong thén kinh trung wrang (4o gidc, lo 4, trdm cam, mét ngd, dau
d4u nang va I 1An), Cac phén tmg nay cb the xay ra trong vong vai gt dén vai tuin sau khi
sir dyng thudc. Bénh nhan & bt ky tudi nao hodc khong ¢o yéu td nguy co ton tai tir frudre
ddu ca thé gép nhirng phan (ng co haitrén.

- Mgirng sir dung thude ngay khi c6 dau higu hode triéu chirng diu tén clia bat ky phén ing

¢ hal nghiém trong nao. Thém vao dé, tranh sir dyng cac khang sinh nhém flucroguinglon
cho céc bénh nhén da tmg gép cae phan img nghigm trong lién quan dén fluoroguinalon.

TU'ONG TAC THUOC

Mubj sat, thudc khang acid chira magnesi hodc nhom: Sy hap thu levofloxacin bi gidm
dang ké khi ding déng théi mudi sét, hoac thudc khang acid chira magnesi hodc nhom vai

levofloxacin, d
Theophyliin, fenbufen hoge céc thude khéng viém khéng steroid fuong tur: Ngudng co giat.
& ndoco thé gidm dang ké khi dung ddng thevi quinolon véri theophyllin, thube khang vigm

khéing steroid, hodc cac thudc Iam gidm nguéing ca gidt. Khi co sy hign dién ctia fenbufen
néng 46 ciia levofioxacin cao han khodng 13% so voi khiding don lé.

- Sueralfal! Sinh kha dyng ciia levofloxacin gidm dang ke khi ding chung ve1 sucralfat. Néu

bénh nhan diing ca sucralfat va levoflokacin, 16t nhat nén udng sucralfat 2 gitr sau khi udng
levofloxacin,

Probenecid va cimetidin; Qua théng ke, probenecid va cimetidin cd anh hudng dang ké
trin sip thal trir cda levofloxacin. B§ thanh thal qua thén cda levofloxacin gidm 24% do
cimetidin va 34% do probenecid. ;
Warfarin: Do da co théng bao warfarin lang tac dung khi ding cing véi levofioxacin, ¢an
gidm sat cac chlsb dong mau khisirdungdong théihaithubcnay. ~

Céc thudc ha dudmyg huyét: Ding dbng thel véi levofloxacin c6 thé 1am tang nguy cor rbi
logn duéng huyét, can giam sat chitchs. :

PHY N{rcO THAI VA CHO CON BU

Phy niF 6 thai: Cac nghién ciru vl khia nang sinh sdn & dbng vat chuea mang lal fgf ich oy
thé. Tuy nhién trong tinh trang thidu thang tin & ngued va do nguy co thoal hda dya trén
thire nghiém cta fluoroquinclon d8i véi syn ndng d& trong luemg cla cor thé dang phat
trien, levofioxacin khéng duere sir dung cho phy nir o6 thai,

Phig ni¥cho con bu: Levofioxacin khong durarc sir dung cho phunir dang chocon bl
ANHHUONG TREN KHANANG LA XEVAVANHANHMAYMOC =

Mét sé téc dung khdng mang mudn {nhur hoa métiehtng mat, budn nad, rl loan thi gide) cb
thé lam gidm kha nang tap trung vé phan tmg clia bénh nhén, do vay co thé gay il ro trong
cac tinh hudng ma nhimg kha ndng nay dong val tré dac biét quan trong (nhur 141 xe hodc

vanhanh ma

¥ mac).
TAC DUNG KHONG MONG MUON

Thwéng gép .
TibLr hoa: Bubn ndn, igu chay,
Gan: Tang enzym gan.

Thén kink: M&t ngt, dau dhu.

-"feéip _ ; : .

Thdn kinh: Hoa mét, cang thing, kich dong, lo lng.

Tidu héa: Bau bung, ddy hol, khé tigu, ndn, tao bon.

Gan: Tang bilirubin huyét.

Tiét nigu, sinh duc: Viém 8m dao, nhidm ndm Candida sinh duc.
Da;Nglra, phatban.

Hiém gap 2

Timmach: Tang hodc ha huyélép. loan nhip.

Tiéu hoa: Viem dal trang mang gia, khéimiiéng, viem da day, phi i,
Cor xuong khop: Bau khérp, yeu oo, dau co, vidm ty xurong, vigmgan Achille:
Thén kinh: Co giét, giéc mo bt thudmg, trim cdm, rdiloan tAmthan,

- q:}n : Phi Quinck, chodng phan vé, hbi chiing Stevens-Johnson va Lyell,
QUALI

thube gi
BAO QU&N -

U VA XU TRI
Triéu chimng
Theo céc nghién ci v dde tinh trén ddng vat hay cac nghién clu vé duge 13m sang cho
théy véni liéu vurot qué lidu i ligu, cae déu higu quan trong nhéteo thé thiy sau khiqué lidu
levofloxacin cép tinh 14 cdc trigu chimg & hé than kinh trung wong nhu nham i&n, hoa mét,
suy gidm nhan thire, co gist kigu déng kinh, tang khodng QT cing nhie céc phan (mg & da
day-ruélnhu buén nbn, &n mén niém mac.
X tri >
Trong truedng hrp qud lidu, nén digu irf trigu chirng. Dam béo viéc theo ddi dién thm 84
ECG do kha nang kéo dai khodng QT. Cac thudc khang acid c6 thé dugc siv dyng 48 bdo
v& niém mac da day, ThAm tach mau, k& cd thdm tdch mang bung va tham phan phiic mac
lién tuengoal tri, khiing oo higu qué trong vige théi trir levofloxacin ra khdi co thé, Khéng e

ai doc dac hidu.

Trong bao bi kin, nod khd, tranh &nh sang. Nhiét d6 khongqua 307G

HANDUNG : 36thang ké tir ngay san xuét,

DONG GOI

Vi7 vién. Hop 1 vi.
Vi7 vién. Hp 2 vi.

TIEU CHUAN AP DYNG: Tiéu-chudn nha san xuat.

THUGC NAY CHI DUNG THEO BON CUA BAC SI

' Bé xa tAm tay tré em
Khéng ding thube qua théd han sir dung
&Gghmﬂnn‘rdyngmkhidﬁw
u can thém théng tin, xin hol y kién bac si &
Théng bao cho bac si nhimg téc dyng khéng mong. mu
n..@ap phai khisirdyng thubc .. A bl vibbo
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Nha san xudt:
Chi nhanh CTY TNHH LD STADA-VN
54 40, Bai I§ Ty Do, KCN Viét Nam-Singapore,

Thi & Thuéin An, Tinh Binh Duong. VN
BT (+B4.274) 37674T0-3767471 - Faot: (+84.274) 3767469
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