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O xa tdm tay tré em.

Boc ki huidng adn sit dyng frudc ki dng.

Thutie nidy chi ding thea don thude. .
THANH PHAN CONG THUC THUOC

Thanh phan hoat chill: Levofioxacin (dudi dang levolkoacin hemifrydeat) ... 500mg

nitps://varas.com/arug/
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B8nh than qua dubng h hap: Viéc sl dyng & nguli duoe dya trén dil éu vl tinh nhay cam cia Bacittus anthracis m‘mﬂ o liu thyc
nghiém rén 60ng vat cing voi nhing di éu con han ché 8 nguoi. Bac s nén tham Khido nhiing t4i liéu thding nhat cia quic gia va/ haic
quic 1€ 1ién 9%n diéu trj bénh than
Vigm gdn ;:nmm VIBm gan vA dét gan (chi y¥u trén gan Achilles), d0I Khi 3 cA hai bén, cb thé xdy ra trong vbing 48 gid sau whi bdt
44u théu i bang guinolon va fhroquinolon. 161 1ai Kén d¥n vai thdng sau khi ngiing diéu rl § bénh nhdn ding iéu levolioxacin 1000 mg
m&i ngdy. Mguy caviém gdn v it gin tang 160 & bénh nhan cao i, benh nhdn sty thin, bénh nhdn ghép tang va nhiing biénh ohin
diéu iri 860 thol voi corticosteroid, Vi vay, nén tranh sil dung dng thoi corticosteroid. Nén diéu chinh liéy hang ngdy & béah nhan cao
i dya trén 08 thanh thii creatinin (xem Cach ding, Kdu ding) .
0 s Py 0 Dén Cua vidm gdn (v sung dav. vidm), adn nging sd dung levofioxacn i cda nhdc didy tr thay il Cac chi bi dnh
huing nén duic i tr thich hop (nf 8 dinh chi). Kiing ndn sif dung corficosteroed nély n.
80t i quan dén Gostricium diffice; Tis chay, it nfnghiém rong, kéo d3i v/ RC o . rong haic sau ki diy ]

Thanh phén ta dugc: Lactose monofiydrat natrl starch glycolt falri stearyl fumarat, hydroxypropyi methyiceliloss 606, U
methylcslklose 615, poethylen glyco! 6000, tl, tan dioxyd, 08yd <3t véng.

CHE: Vién nén bao phim.
m::nim:wn nén m:'nin hirh bd duc, mau vang, hal mat trdn canh va thanh vién kah &n
il BN Levofkoxacin dug chi dinh diéu trf cic binh niim khkdn § ngubi10n trong cic (g hop sau (xem Cnh bido vt thin trong

- e finh dupic luc hoc):

:m u‘:‘:nmﬁi?‘m umu.. Do khing sinh fluoroguinolon, trond 66 c levofimacin i2n quan dEn phan dng cd hai nghigm trong
mmmmﬂmmmmmﬂnemmwdplinhmkminonmsﬁnnnnmnwméwm_u-inenﬂaunq
levofioxacin chonhing bénk nhdn khang c0 la chon diéu irj kikic thay the.
.gmrjnd.umuﬁns;ngrinmmhmnﬂmcémwimﬂn Do khéng sinh trong d4 o6 levoliacin lién quan
d!nptﬁn|'muwhainthh\'lIrono{:mGﬂnﬁhﬁoﬂmfﬂlwmﬂiﬂ?qudc}vaMﬂm!mkmnﬂﬂdﬂvﬁmnrﬁmﬁnmnllmn
it 56 béah ahdn o6 thé by khii, chi nén 51 dyng levofloxacin cha nhing bénh nhn khang o6 lua chon diéu tr khic thay th
o Vi#m bang quang khing bidin ching (xem Cdinh hdo va thdn frong kii diing thudc)
» Vigm phdi mdc phai cdog 6Gng.
» NhiEm khudin da va md mém oo bién ching
Doiuoiw:miimudnnen,mimsnmanmmnﬂsinmmnqlmmw:mgmnwuéammmeimm
bEnh nhiém khudn nay
» ViEm bé thin c5p linh v nhigm khadin dubing 1€t niéu o6 bign ching (xem Canh bdo vd thin trong khi dilng thudc). igm tuyiin tién
1181 man tink do vi kiudn.
» Bénh than qua duing hé hip: Dy phdng sau phak nifim va dié than {xem Cdnh bdo v thin trong khi ding thodc).
Levofixacin dang ViEn cd thé diang ndi b dgt diu tri & cdc benh nhdn d3 cd cdi thién trong gud trinh i trf ban ddu vai levofixacin
tiém tinh mach
C4n I § husing din chinh thiic vé wige sii dung hop b cac thbic Kiidng sinh
CACH DUNG. LIEU DUNG
CACH DONG: Ding duting uling.
Knhiing nghién ndt mé nulit nouyén vitin thudc vai mdt kiong nuic vira &
ui:gmwaanmcqmmwaanLeumneﬁmmgnuldln:iuﬂmmmmuﬁngmnﬁsﬂ.mﬁium.m
hhéngacuncﬁcri.lamagmsimﬂ_nnhnm.ma:d'lhnsin{mwhédemmmrmmmwwnm}_wﬂmmmcmninﬂ
1hé Eim giam hap thu (xem Totg tic, fuong Ky cia hudc).
LIEN DUNG: Levofioxacin duoc ding mat hode hai lin mél ngdy. Liéu dlng tiy thudc vao loai, mic 69 ndng cisa nhigm khudn va 66 nhay
cam cia tac nhin gdy binh.
Tho gian diéu tri- Thii gian diéu tri thay o6 tiry theo Joai binh (xem bén duti). Nbw didu i khing sinhi ndi chung, nén fiép twc st dyng
levofianacin trong it NPt 48 d&n 72 gid sau kii hét S5t hodc o biing chiing 03 trif 1igt vi kiugin.
Lidly g & bénh nhdn £ chic ndng thin binh thudng: {8 thanh thii cratinin > 50 mV phit)
Viém xoang c3p tinh dovi khudn: 500 mg x 117 ngdy, trong 10~ 14 ngdy.
Dot c3p ciza bénh phéi tic nghEn man tinh bao gbm ¢3 vilm phé quin: 500 ma x 1 lin/ ngdy, trong 7- 10 ngay.
Viém phii méc phii ciing 66ng: 500 mg x 1 - 2 Kin/ngay, tng T - 14 ngay.
Viém bé thin cip tinh: 500 mg x 1 ln/ ncay. trong 7 - 10 nody,
Nhiém kizesin duing 521 niu o bién chitg: 500 mg x 1 kn/ngly, trong 7 - 14 ngay
Viém bang quang khiing bign chimg: 250 mg x 1 Bn/ ngay, g3 nody
Vidm tuyén 10 116t man tinh do vi khudn: 500.mg x 1 kEn/ ngay 28 nody
N3 m khugin da va ma mém oo bien ching: 500 mg x 1 - 2880y, tong 7 - 14 g3y
BEnh than qus dudng b hap: 500 mg x 1 Bn ngay, trong R

D turtng e bt F
Bénh s chai thin {6 tha i

B0i vai bénh nhan s dyng liéu ding 250 mg/ 24 90

« 0/ bénh nhan o6 0 thanh thai creatinin k 50 - 20 mi/ phit Lis ki diu 1 250 mg, liéu ke Ep 125 mg! 24 gio.

« 0bénh nhdn co a0 thanh thai creatinin & 19 - 10 mi phiit Liéa khd 64u B 250 mo. héu kE 68p 12 125 mg/ 48 gia.

« 1 bEnh nhan cd o8 thanh thi creatinia < 10 MY phit (ban gdm thim tch mau va thim phdn phic mac Ken tac ngoal trd): Lid khdi

du 3 250 ma, Ik kE iEp 1 125 mg/ 48 gl ]

1B win benh nhdn s dung kéu ding 500 mg/ 24 gid;

= 0 bénh nhan co 60 thanh indi creatinin 13 50 - 20 mY phit Lifu khos ddu ta 500 mg. Héu ke BiEp & 250 Mg/ 24 g

« (1 binh nhan co 5 thanh thi creatinin & 19 - 10 mb phi Ligy knai ddu 2 500 mg. 2w ke tifp 13 125 g/ 24 g0,

« {/ bénh nhan co 4 thanh thdi creatinin < 10 mi/ phit (bas pém thim tich mau va thdm phan phic mac §En uc ngoai tril): Ligy khéi

i 1 500 mg. iy ke 68p B 125 mgy 24 gia.

£ vii bEnh nhin s dung By ding 500 mo/ 12 gid:

.(:Ibennnnanr.\idﬁnnnhlhiimaﬁliniasn—zﬂnﬂulﬂtlﬁumdiulammg.ﬁéukéuéplazmmwtZUiﬂ

« (F binh nhn co d6 thanh thai creatinin 4 19- 10 mi phiit: Liéy kndi d4u 12 500 mg. liéu kE 1€ 13 125mg/ 12 gib.

» 0 bénh nhin cb & thanh thai creatinin < 10 mV phit (bao gém thim tach mauva tham phin phic mac &n e ngog 110); Lifu khd

dau 13 500 mg, I k¥ tép 1 125 mg/ 24 gid

Khang cn ding them héu sau khi thim tich méu hodc thdm phin phic mac ién tuc ngoai tni,

s_e_m_:ﬂm;nzgg”mm;m@,mgd«ﬁmmmmmﬂmnmwmmﬁnmnmﬂuﬂﬁummﬁlm

thén.

Bénh nhin £30 udi: Khang cin chinh Iiéu & ngubi cao tull s khi chifc ndng thin bi suy gidm (xem Ginf bdo vé thin trong khi ding

thude - Viem gan va din gén - Kéo dai khodng OT),

Tré gm. Chang chi dinh dilng levofioxacin @ tré em va thanh thigu nin dang phit trién (xem Chding chi dioh).

Hoac theo chi dan ciia Thay fhulc.

CHONG CHI DINH: Knéng duge diing levalioxacin:

» & bénh nhin gus mén vii levolioxacin hode cic quinglon khic hodc bt ky thanh phin t duse nao ciia tufc,

« & bénh nhdn bi dng kinh,

« 0 binh ntidn co tiéin sir 6 loan gdn 1¥n guan dén vidc diing fusroguingion.

= 01ré em hodc thanh thigu nién dang phat trién,

» trong thai ky mang thai,

» 0 phy ni cho con bi.

CANH BAO VA THAN TRONG KHI DUNG THUBC: Cac phin ing 6 hai nghiém trong co kha nang khing hai phuc va gay tan tit, bao

gfm vigm gan, din gin, bEah & thin kinh ngoai bién va cic tic dyng bal i rén thin kinh trung uong. A\

Cic khang sinh nhém flusroguinolon cf lién quan d& cdc phan img cb hai nghi#m trong cb kha ning gly tin til vé khing héi phuc trén

cac hé co quan khac nhau ciia co thé, Cdc phan ing nay cf thi it hién déng this trén ciing bénh nhan. Gac phin ing cb hai thuding

duoc ghi nhan gim viém gan, it gan, dau khdp, dau co, béah by thin kinh ngoai vi va cac tic dyng bt igi trén hé thing thin kinh trung

uong (do gic. ko du, trdm cdm. md1 ngd, dau 0dunang va 1 n). Gic phan dng nay co thé xiy ra trong vong vai gid dén vai hudn sau khi

sl dung thudc. BEnh nhin & bt ik i ndo hodc khing o yéu th nguy co in tai 1l trude déu oo thé gap nhing pidn (ng cb hi trén,

N_gimasilwrummymuwdﬁhiumchleucmﬁuuénuhhﬂhvlli"mnwhainuhi!mlmnunin.mlmﬂndﬂ.uiuh

5l tung cac khdng sinh nhom fluoroquinglon cho cac bénh shdn da timg gap cac phdan ng nghiém trong Kién guan dén fluoroguinolon.

diing levofiaacin & nhing biah nhin di timg dy ra cdc phin dng oo hai nghiém trong khi s dung cac sin phdm cb chi

v luoroguenaton (xem Tde dung khdng mong mudn cla thudc). Nhing bénh nhdn niy chi nén bit ddu ding levofioxacin

trong trung hp khdng cé iea chion didu tri thay thE va saukhi danh gid cdn than 10t ichv nguy ca (xem Chiing chi dinh).

ac:gntn:mqu¢nt-‘wf|1.1mau;Iangmwuﬁnhmmthmﬁﬂwms&med:ﬂmm.ﬂcWhﬂw

Ca30

Do 8. cic fiuoroquinglon chi nén dugc sU dung sau khi ddnh gid cdn than nguy oo kol ich v sau khi xem xé1 cée diéu trj khic  bénh nhdn

wnénsoqiadinhﬂwn?hnhmngnhnlunhdonqwchdﬁ_Imctbenhnn&nmm‘nmuhimmmmmnwﬂ;

boc tich ding mach chil, ¢6 cac yEutd hodc nguy co din dén phinh 83ng mach chi vi boc tach dong mach chi (vi dy hdi chimg Martan,

hii ehing Ehlers-Danlos mach mau. vigm d0ng mach Takayass, viém d0ng mach € bao khdng K6, hdi ching Behcet, béinh tang

ap, x0via dong mach) :

Trong truting hop dau byng. ngue hodc dau kg dot ngdt, binh nhan cdn duoc bac situviin ngay.

Staphylococcus aureus khing methicilin (MRSA): S. aureus kiving methicilin ¢ khi nang ddng 08 khing vdi cic fluoroquinolon, ké i

;mwn may.wmmmﬁ‘;wmumﬁumnnwmmﬂntﬁnsimcnummwsawmmﬂmmmud
nhdn tinh nhay cim cda vi khudn levolooacin (va cac tc nhdn khang khudn thd 3

duge xem k khdng phi hap) : l i WM|mdmmmmNnm*

Levofioxacin duge i dyng trong didu tr| vibm xcang c3p tinh v dat cap tinh ciia vigm phe qudn man d

et ohé qun man tinh khi nhiing nhifm khidn ndy 63

-
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flowacin (bag gdm vii bl diéutri), c0 thé 4 triu ching ciza bénh b quan dén Clostridium ditficiie (COAD) GDAD of thé xiy ra
 mdic 00 tif thg 0&n de 003 tinh mang, nghibm 1rong nhit L4 viém dai idng gid mac (xem racwmw:gmmmmMJ.m
w_d,énwm,n‘]nw&ium:elcha'nlloéllhénlll\hil'lmldumwmmmmmidiﬁulnmmn Néu nghi ngd hodc
43 x3¢ dinh 1 CDAD, nén ngiimg dong levoioxacin v diéu i thich hop ngay dp bile (nfu udng idazol Ho3c cin)

i dinh sil dung thudc e ché nhu dgng rudt trong tniing hop nay.
g;:,-._,ﬁﬂ_m:mmubm&lamwmnmnnmumnwﬂgammmmm.mmmcnmmam
pénh ahan c6 tén 54 9ng kinh (xem Chéing chi dinh) va cing nhu cac quinblon khc, levofloxacia nén ding thin 1rpng & bénh ihan bi
o gidt hodc (idutri 6Gng (hdi val céc hoat chit Lam giam nguing co gidt & ndo (xem Tuong Fac. fuong ky cda thudic). Tnding hop xdy /@
0 gist. nén ngimg ding levofiaxacin (xem Tic dung khdng mong mudn cua thudc).
semnmmﬂr_simﬂmmm_wmnnmamngmmium:mwmm-ﬁmmmr&mmwww
.,g_,,g,.amwmmnmmmméummmhmmannw_mm_msnm' in & nhing bénh nhin ndy, cin
i theo i kil néng Xt hign ciia tan mau.

Bénh hdn suy thin; Levofioxacin dugc thai il chil yEu qua than nén
B ding) :
m.;;_m-mmcinmmégaymnmmmsnngmémmwmigaywm:nmnmmmsﬁcwﬂnwmﬂilﬂ
nﬁtﬁennuaysumm&ﬂéumm?.m:mmyﬂnirrgm:wmuﬁhmm}-ﬂénhnrﬂnnenmimsﬁmwwﬂnﬂuﬁhkﬂ
dé 4 cac bién phipadr tri thich hop
M&?Mamm@m.cacpra.inmwm-wmmmsm:mmmmmumwm
mmwnmm.-mm:.raﬁ;mdmmms-mm:s.!s;ﬂmnmgﬂuﬁcmuwmdmmﬁmwufnw
mnrnénmRESS}.cnmfdcdmﬁmwmaﬁc:&mﬁmmnmwmmncmmmmmnk
thdc), Tai thai diém k& dan, bénh nhdn cin dugc thing bdo vé cic diu hidy va triéu ching cda phin dng da nghiém trong va dilgc
trammmitmé_mfumdjhméwawummmmmummmmmmwmmmwm#
31 rhde did I thay the. NEw bénh nhin d3 timg co diu higu cda phdn dng notiém trong nhut SJS, TEN hodc DRESS ki sif dung
levolloxacin, khong nén diéa tri kip lai levolioxacin ¢ bénh nhdn nay.

R4 lnan g huvét: Cling i £51 ¢4 cac quinalon, rdi loan dung huyt Bao gim ha duling huyét v tang dudng huy#t 0 Gigc bao cao
anenh.mandaimmnga.émaéngmmmomcnninmmmuwnﬁgcmmmmrmmim.mnme
ha duong huyst cong d3 uge bao cao. O hang bénh nhan dii thio &ng, néa theo dGi chit ché dudng huy@t (xem Tdc dung khong
mong mudn caa thudc)

Piiing ngita chiing nhgy cim vdi inh sing: Ching nhay cim anh sang dunc bdo cao oo Ken quan dén levofioacin (xem Fdc dunyg khdng
‘mong muén cila thu6c). Bnh ahdn cin trnh 8p xic dubi anh sing mét ik manh hodc fia LV nhan tao (nhy dén cuc tim, phong tim
f@nq],lmngwlfIl'-.nhd-éum_viImg-ﬂlgowmmgﬂn&lmﬂémlaﬂmmfdmuﬁimsﬂn;
ﬂennm"ﬁumM;ﬁg‘idﬁmmwu_mn_tnumlrélanqmwmmtﬁmmWnﬁcﬂdyrnﬁnﬂﬂmnﬁnﬁulﬂ
{evotioxacin kBt hop v cht 801 knang vitamin K (nha warfarin). c4c X2l nohigm ddng méu nén dugc theo dai khi it thulc ndy ding
diirig thoi (xem Tuang téc, fuong ky cia thadt).

Phan dng ioan thin: Phin iing loan thin 03 dusc bio co & nhiing bénh nhidn ding Guinolon, bao gdm levofiaxacin. Troag vai iruing hop
4t hiém gap, phan dng foan thin ddn dén y nahi 1y 1 va Rianh vi & gdy tich cho ban than - ddi khi chi sau khi diing mdt i€y doy
nhdl levofioxacin. (xem Tac dung khdng mong mudn cda thudc). Trong indieg hog blah nhin méc phii cic phan ing ndy, nén nging
diing levoicxacin va Ap dung cic bién phap thich hop. N&a thian trong thi'sirdy in cho cac bénh nhin lan thin hodc bénh
ahdn oo ti4n sif méc benh oan than.

Khading OT kéo dik: Thin trong khi sif dung cac khing sinh
khodng OT kéo dii, bao gbm:

- Higi chitng 0T kéa d4i bdm sinh.

it dung d4ing Ih0 cic e kea dai khoding O {nhat thusc chding loar nhip nham 1A v |11 thodc ching trim cim ba ving, kiing sinh
nihdim magroid, thubc ching loan thdn).

- M cin bang disn gidi khbng higu chinh dudc (nhi ha kall mau, ha magnesi mau).

- BEnh tim (nhu sy tim, nhéi mauca tim, chim nhip tim),

Benh nhin cao tudi va phat ol €6 hé nhay cAm hon i cic thubic kég dai khoing OT. Da 86, than frong khi sif dyng cac fluoroguinolon,
Mgﬁmmh.imgnmwmné\r(:emEérfra&ru.héudﬂng—llénhmnmuﬁ:Tnm;pﬁc.umkyc&:-‘hudc:ﬁt
dung khding mong mudn cda thudc; Qud by va cich xd tri}.

cén Gy chinh Héu 0 binh nhin suy thin (xem Gich ding,

gncion, ban gdm | i, @ bénh nhin o0 cic y8u 15 nouy oo

Bénh 1 than kinh ngoai bién: Cic tning hop bénh da div thin kinh cim gidc hodc van d5ng cim giic din dén di cam, (ing cim giac,
16 loan ¢ Qiac hodc sty nhuoe @ A bio cio Snhiing béah nhin ding guinolon va fluoroqunglon.
Bénk nhdn dang gy iri bang levoll i i (iEp tue diw try 3y 13 cic trigu e {ia benh thin

= =
kinks nhur day, nding 37, noda ran, t hode Sty huge B2 trién nfhim ngdn ngis su tén tréhn cda cac rifs ching khdng (e hGi phuc
{xem Tac dyng khdng mong mudn cdz edc).

A3t laan gan maL Cac tnbng hop heai ti gan 63n 08n suy gan nghim 1rong @ duge bao c3o ¢ lign quan dén levofisxacin, chil yéu @
nhiimg bénh nhin mac cic bénh nang, nhy nhim knudn huyt (xem Téc dung khong mong mudi cda thudc. Benh nhan nén ngimg
i fri va BN h2 voi bac sTndu cdc ddu hibu v tridu chimg cia bEnh gan 1ign triin nhu chan &n. vang da, nusc gy sam mau, ngiz hoac
dau bung.

Bénh nhugc cor Cic khéna sinh nhom fluoroguinolon, bao gém levofioxacin, b hoat tinh chen thin kinh co va im ting tinh trang yéu c
& bénh nian bj bénh nhugc co. Cac phan ing phu Aghism trong s34 hiu ma: bao gbm 1 vong va yEu cu b trg v& 1 hip cd Tién quan
dén viéc sif dyng Tuoroauinclon & bénk nhan bi bénh nhyoc co. Knong khuyen 4o sif dyng levafioxacin cho nhing bénh nhan co tién si
DbEnh nhugc co.

R4 fogn thi giac: NEw thi hic trd 18 sty y8U hodc oo BaT ki tc dng nao Kn maL, nén d€n chuyén gia mat 0 dugc h van ngay i3p tic
(xem Anh huing ciia thude Kn kha ndng &1 xe, vin hinh mdy moc; Tée dung khdng mong mudn cua thudc)

Boi nivém: Vibe si dyng levofiaxacin, d3¢ bigt nfiu kéo g3, co thé din 0dn sy phat trién qua mic ciia cac vi khudn khng shay cam. Néu
b nhi¥m xay ra trong qué trinh diu tri, cdn dp dyng cac bién phép thich hop

Gan thiep vio cic xét nghigm: O ahing bEnh nhan dupc diu tri vl levofioxacin, vigc xac dinh opiat trong rudc tiés of the cho két qus
duong tinh gi. Cn xdc dinh thil nghiém opiat duong tinh biing phuong phip dic hiéu han,
L:}m«a:muiméacme'suﬂmummmnuam'umrunernmsis,dnnﬂmné:mtimﬁamﬁmmammindninvi
khudn lao.

Cic phin ung b3l ii nghiém trgng kéo 3. vd hiéw v cf 10 khdng hdi phyc: Cc tring hap rat higm gap kéo dai (ahiéu thing hoac
nhiéu nam), vO hiky hoa va céc phan dng bat igi nghiém trong oo khé nang khing hdi phyc dnh hubing 0€n ¢dc hé ca quan khic nhau cia
cothé, ddi khi (oo xuong, thdn kinh, tim thn va gidc quan) & bénh nhdn dilng quincéon va fluoroquinolon khding phén bigt tubi tac va cic
v&u 16 nguy co o 1l trudc. Nén noing ding levoioxacin ngay khi 0 ddu hiéu hodc triéu chimg ddu ién ciia bt ky phin Gng bt loi
nghiEm trgng néo va bEnk nhan phii lién hi ngay voi bac siké don of dugc tuvin,

T g Lactose monohydrat: khing nén sil dyng d bénh nhdn o vin 0 vé dung nap galaclose, thiu hut men lactase hodc bi 1bi loan
hap thu glucose - galactose

Thulic ndy chia it hon 1 mmel natri (23 mg) mbi vién, 08 nghila i *khong co natri”,

SU DUNG THUGC CHO PHY NI CO THAI VA CHO CON BU

Thoi ki mang Ui Dl Kéu lign quan dén vigc sil dung levofioxacin & phy ni mang thai con han ché. Cac nghién ciu vé khd nng sinh san
0 dding vit chuga mang ki Ioi ich cy té. Tuy ahién trong Binh irang thiél thng tin & nguidi v do nguy co thodi hia dya trén thic nghiém
chia foorogquinolon 88 voi sun nang dB trong lugng clia ca thi dang phit trifn, levoflexacin khing duoc sif dung cho phy 1l ¢d thai (xem
Chdng chi dinh; DT ga an todn tidn Lm sing).

Théti b cho coa byl Levofiexacin kndng dupe s& dung cho phy nd dang cho con bi. Chia o6 di thdng tin vé sy bai 1igt ciia levolloxacin vao
sila mg & ngudi; twy nhién céc khing sinh fluoroguinlon khac duoc bai 1iét vip siia me. Chua od cdc dd i Irén ngudl vi do Al lgu thifc
nghiém cho thiy nguy ca tn thuong do cic fiuoroquinolon gdy ra trén sun chiu trong kg cia cic co quan dang phat trién, khdng dugc
sil dyng cho phy i dang cho con bi (xem Chdng chi dioh; DiF iiéy an todn tién ldm sang).

Kkhd ndng sinh sdn hodc khd nang sinh sén trén chubt.

-Levofioxacin khong gy suy gidm

Kni ning sinh sdn:

ANH HUGNG CUA THUDC LEM KHA NANG LA1 XE, VAN HANH MAY MOC: M6t vai tic dung khang mong mudn (nhu chdng mav chadng
wéing, budn ngl, 16 loan thi gidc) cd thé dnh hudng dn kha nAng t3p trung va phén dng cia bénh nhan, va do 00 c6 thé gay nguy him
trong cdc tning hop mé khi ndng t3p trung vé phin dng co tim quan trong ddc bigt (nh van hanh may moc. L tu xe, Bm vibc rén
mﬂdi:m hop khic).

TUONG TAC,

M st mudi k8, thudc khdng acid chia magnest higdc ahdm, didanosin

Sy hp thu levofloxacin bi gidm ddng ké khi ding dGng thai voi mudi sdt, thudc khing acid co chia magnesi hodc nhdm, didanosin
(dicdanosin cd h.d¢m chila nhdm hode magnesi). St dung dng tht khang sinh nhom tusroquinolon voi nhidu vitamin chita kém lam
gi4m hilp the cac khing sinh fluoroquinolon duing ubing, Knuyéin cao khing ding cac chél phim b chia cic cation ha ri hai hajc hoa
trf ba nnu muti s4t, mudi kem hode cde thulic khdng acid o6 chia magnesi hodc nham, didanosin (didanosin cd hd dém cha nhdm hode



magnesi} 2 gi trugc hoge sau khiudng levalioxacin (<em Gach davg, ia dimg), Muot caieh t 66 Anf hBng d&n hap e dubing uang oo
levofloxagin

Suneaiiat: Sinh kha dung elia-lavofiecacin glam dang ke khidong dong thai vai socralfat Niw benh nhan phdl dimg ca sweratial va
\evatloxanin. 16t ahdl ién wiing sucrallat 2 gidsaukhi udng levollaxarin (xem Cael ding, gy ding)

Tieaphyilin: fenbufen fiode cae thude kidng yiEm khong sterofg higng > Khang co bdng tie dude dang hoo duc ghi nhan giia
Jpvoiloxacin vi theophylin trong mat nabién e lam sang. Tuy ARIEN, fawdng oo it & N0 oo 12 giam dang ki khi dung dd00 1
khang sinh nhom guinelon wal theoghylin, thudt khang yidm khang sterad hoda cd o thodclam oidm noulng cogiat.

Khi o sii hidn disn ciia fenbuten, ndng 6 ela levotioxacin can hon khiodng 13% 5oy ki dung fevalloxasin don e
Probeeid v cimetidin Qua thng ke, probenecid va cimeatidined dnh it dang KB (1en su thid) i clalevofimacn, B thanh thai qua
i el | i gidmm b i (245 v prok id (34%:), Do o hatloai thutc ndy déica kha nEng ngan chan subal titba
Cing than cisa ievofioxacin. Tuy nhiénd gy thi nghigm trong nahlén cuy, su khac bigt dong hos eo ¥ oohis thifhi K& duting nhir khbng o6
anh-hudng trén fm sang \
Can thén frang ki dima dona thi launfioxacii vél cAc thue o anh huing &1 5y bai tigt aua Sng than nhi probenscil v cimetiding nras
Jaefi il binh nhan soy thin,

Tharg tin idn quan kiac: Cat ngliin ol dude |y m sing cho thiy dugc dong biog clia levotiokasin khng bianh husng o mic do bigg
i dre (s sang khi dung ding th vl ae e sal.

i gashanat

I,
- glibenchamid,
- ranitidin

Ciglasponn: Thi gian ban hai cia iclosparin tng 16 33% khi ding ding thitk il levolkoxaci.
(i thige doi kidng vitamin K Caexel nphim ding mau (PTINR) tdeg val hedc thay miaw, cothe noniém trong; da dude ghi nhin o
bénh nhdn didi tri bang levoliozagin ket hop i thudt dii khang vitamin K {nhu warfarn). Do 00, nén heoddi caz et nghigm dang mad
trén biEnl i o3 duse dis) i bang ca thude dai khang viamin K (xem Cank o v thin frgng kbl dung thudc),
i thute fhm ko dai khogng OT Cling nwi cac khang sinh oronuinolon khic neén thin tron ki si dung (eveliosacin trén BEn nhan
dang iing cac $hodt lam kéo dai khoang 0T (rhit cac thutic ¢hding Joan nhip shom 1A va 1|, cas thibo chéng trdm edm ba vang, cic
Kidng sinh nhom macrolld, G thude ehiing nan than| (xem Ganh baa v thar frang ki ding fuac- Khoang O k2o dal)
Thiing fir bin quan
Teong. mot nghign ooy
CYP1AZY chothay levofloxasin khing phais
Lae dang khde poa g tie
Thul o Khrng o 10ong 1c BiEu hien trén [am sang voi thiean; Doda, co tha wing levofloxacin bat ke oo ding thican hay khbng
TAG DUNG KHONG MONG MUGN GOA THUOC
Théing tin dudi day dua trén du ligute cae ngbién cou lam sang trer 8300 bEAR nhdn va kinh nahiim sal kil dus thube ra thi tieing
Tén suat xuat hign duse dinh nghfa heo qiy We-saw rat thotng gan (=110}, thitno gap (= 1/100, < 11100, itodp (=11000, < 1/100)
higm gap (= 110,000, < 1/1000], rit higm gap = 1/10.000}, chia ra (khang £hi6 Ulic tin bl di iy sinea)
Traria mbi i 4 sat, e dung khdng mang mutn duss trinh bay thea mit d0 sghigm tran giam din
Nhigm khuin va nhigm ky sinh tring
{t.gap: Nhifim nam bao afm nhidm nim Sandida, Cae ching kang thide
B4l loan mau va hé hach huyal
frgap: Gidm bach can. Tano bach cau U epsin, Higm gap: Giam 18U v, Giam baeh.ead trumg tink., G rds Glam toan the huyet ciu.
It hash edi hat, THikl miu tan et
Rai loan hé mién dich
Hiim g, Phiymact. O mbn (xem Canh bda v than trong ki ding thude).
Gt i Soe phan vi! (xam Ganh bao v thin frong kil ding thide)
Rai loan chuyén hda v dinh dudng
I gdn Grianan, Higm gap: Ha dudig huy81dac bist dbanh nhan dai thao diting (xem Cinh tdcva than rong kNt ding thude), Ghe ro:
Tang dubing huvdt, Hon mé de ha duling huyEt (xem Canh bdo vd thin trong Aniding thidc]
Rl loan tdm thin *
Thisting gap: WAt nod. gdp: Loaw LaTan, Bang thang, Higm gap: Gac phan ing tam than (nhu ae gid, hoang ting}, Tham nan. La
{&ng. Od cac gidc mobat thugng. Ar ming. Gl ro: ol lean tm thén dan d&n hanh viti gy nouy hiem baoglm eoy Minh tsdl hodo
ofy pdng bl ixem Canh bdo va than trong kv glng thude)
Rl loan hé than kinf *
Thiting gdo: Bau ¢4y, chong mat. it gde: Aun. Chitng kho doc. Hidim g Co pial (sem Ching chidinty, Ganh fido va tdn trong ki ding
1hude). D] edm, Ghu r6: BANN Ihan kinh cam Giac noaa) &N (xem Gant bao vi thin trond ki dting thudc)
B thiin kinh cam giac van dong ngoal hign (xem Ganp bdo va thin trong Kl ding thude)
Rifii foan khiw gide, Rl loan van gong, Rl loan ngoai thap. MLy gids, Bat tinh. Tangap o nbiso lankinh
Rai loan thi gidc *
Higim gap, Ril loan thiglas nhi nhin ma (xem Ganitdo v thdn trong kbt dlng thude)
G ra: WELN] e thoang qua (xem Ganlt bda ua thin tegng Kl gling thugel.
Ril loan tai vi tai trong *
it gap: Ghing mat. Higm gap:Usai Chua ra) Mt think luo. Kbl&m thinh
Rdl logn tim maeh
Higrm gap. Nhip tim nbanh, danh g ngue: Shta «6: Nhip nhanh thit, oo thé din dén ngung tim. Loan nbip thit va odn dinh fehi yeu
& nhifng banh nhan oo yeu 8 nowed khodng BT keo dai), disn tim da xhosng QT kéo 0al (xam Ganh ao va than trrg K dung e
(it e va edeh kd tri
Raj loan mach m3u
Higine g Ha b8t ap. Bolloan b hap, \Gng ngete va trung thaL Jftads: Kno th. Chid ro: Co thét phé audn. Vigm phéi didng
Rai loan tigw hoa
Thudng gap’ Tiou chay, Non. BuGn oo J¢ pio: Baw byng. Chong kho 18y DAy fol, T40 bén. £hie i@ Tidu chay - xuat huyét trong trung
figip i o o6 U8 A dat higl cila W&m rudl, hag gm viEm dal trng aid mac (xerm Sanh bao v thin tong krdung thudel, Vigm ty
Ral logn gan mat
Thuting gan: TAng men gan (ALT/AST, phosphatase Kism, GGT). /t gap: Tang bilirubinmay, Chug rd: Vang da vi tin thuang gan ndng.
bao gdm Suy gan edp tinh adng, chi yeurd cie bEnfrhan 42 co'benn 1y ndng (xem Ganl bde v thin trong knedimg Hudeh Vigm gan;
Rdifoan da va mé dudi da”
It gap: Phat;ban: Nota. May day: Tang B8t md hol, Mg gap: Phan ing thude voi tang bach tAu di toan va cac frigw ehing loan than
(DREES) {xem Cdnh baava than trong khy diag thide), S rd; Hoai t thuong bi nhidm dfe. Hooehang Stevens-Jdohnsan. Hang ban
da tlang. Phan tng nhay cam anh sang (xam Gdah bae va fn frong ki duag thede), \igm mach hiy bagh edu Vigm mitng.
Rdi loan ngi lig!
Hidm gap Hoi chima ting et ADH bat thubng (SIADH),
Rifi loan co xuong v ma ffén ket
it gdp: Bau khop: Bau oo Hidn ode, Rl logn day ching (xem Ghang ohf dinh Canh bio vk thin treng ki ding thuds) bas gim vigm
gan {rihu g Aohilies), Yl co, 63¢ bistquen trong & bEnh nhan bj nhugc o (xem Canh bdo v G3n trang ki ding thudc). Shue i Tidu
o viin. Bt pan (nhu aan Achilles) (xem Ghdng chidinh;: Ganh o v thdn trang kil dang thude), Bit day chang, Rach oo, Vigm khip
Rt laan than va (gl nidu
[t gap: Tang creatinin mau. Hidm gap: Suy han cip (dovitm an k)
Adi loan khdc vi tzi cha ©
It gap: Suy nhude, Higm gap: S Chit ra: Bae (bao gfm dau hing, ngye va cac ehi)
* Phanung phin vé va gidng phitn v doi kN o 1ha xiy ra ngay ci salide dawign
" Phin (ng da, niém mac 4 the xay ra ngay ca sau ligo ddutidn,
* R hilfm trudng hop phan (ng thude nghidm trong kéo dai (18n dén val thing hoae val ndm), gay 1An phi va ¢o kha nang khing the
phe WGl Anh Huting g mat s, 481 khi nhit e o gun v cdo giac quan (bao gam cae phan g nh vim gan. dit g, dau khop, dal
chi, it loan ding di. benh than Kish liEn quan dih ching loan cam, trm cam, métmdl, suy giam i nbd, i loan gide sol va suy gidm
thinh gidc: thi lue; vi gidcva khi gidc) da duge hao cao ign quan din vigs s dung quinedon va fuoroquinlon trong mat st tidng fop
bat ke cac yEu 10 nguy oo ¢a eo tittruds (xem Cdni bas va thin trong Kl dung Iuac)
Cat tac dung khing mong mufin khac [ign quan d&n s duna khang sinh him fiureguinelon bao glim;
- Gl dot £l [oan chuvan hoa porphyrin trén banh o by loaibé i chinn hia nay.
Thing bav tho bac & nhing tc dung Khang mong musn gag phal khi s dung 1Eife,
DUA LIEU VA CACH XU TR
Trigu ehing: Theo cac nghien couvs dac ink 1rén dongval hoae cac nghién ciuve duos 13m sang cho thay v ligu ot e lEsdisu i),
cic éu higs guan trong ahdt dudc ahi nhan saukhi gl Tigw 6ap ting cia fevafloxacin 3 cac tridu endng 0 hé than kinh trung wang ahu 10
1an, chong mat, suy giam v thite ¥a co.giat fang khoang OT cing nhi eac phan ing & da day it phit butn nin va dn man nigm mac
Gac dau higu irén he than kinh ring udng bao ofim I 18, cogiat, o plat vl n 43 due quan sat sas Khi dia thude ra th truting

consi g oo 0 A MLLPSAMAEAS..CQM/Ar UG/

khang acid oo the duge si diing 48 bao v& nigm mae da day, Tham fach mau, bao gim tham phian phoe mas w3 thim phan phic mat
i@t noodl frik, khdng oo i qua trong vigc loak bo levalloxacin ra khoi oo thfl| Kheng oo thase aial d5c das his
DAC TiNH DUDC LUC HOG

Nham digic ke Khidng sinh quinolon (phin nbom fdoroguinglon); mi ATE: JOTMAT2

Gt ol tae dung: Li mitkhang sinh digt Khudn fivoroquinnlon, lsvafioxacin t4o dang trén ghic hgp BNA-DNA-DyEs
I

AT quar 18 £ PO Hoat int digt khisn s dioxacin phi thude vaoty B oda pdnn ditoi da frong hiyet than
duli duting cong (AUG) va ning b de chE i thidl (MIC).

O che ds khdng DA khang levofioxacen thing qua mt gua trinh tung bude béi swdatbign i tri dich ¢ A topolsom
0yrase v topeisomerase V. Cac ud ohi dit khang khao nhu rao caes tham tha (thing.gap o Fseedamonas derug
thal it eling o6 the dnh futng déndinh nhay cam ciia levotioxacin

Knang cheo giga levofloxacin va cac:fluoroguinofen khac da dupe quan sal- Bo-ca chi 1ac dun; thuting khong o6 khang chen nita
levatloxazinya cac hp khang sinh khac

ek

5o il ONA
a0 EhE bom

ofloxacin, phan bie
kigm tra MG
ai-01)

o ohiling nhay cam ok cas chiing
fL)

rihdy Gam trung dian va cae ehling Khang thube doio the hign trona bang dudi ia
Wi da'tai than MIG (3m 2ing efla EUCAST dei vai levortaxacin (pliién tén 2.0;

na

 Ching oay bénh Nhay cam D¢ khang
| Enterobacteniacae =2 mgl L
| Pseudamoiids spp. il = =2 mg |
| =2 mi L
— > L.
| — - > m

M catarrhaks | |
Néng-di toi han khdng lign quan den o) )

=2 M

' Wimg 6 il han devatioxezin (@ guan dén 4 phap it can
* B khiann Nuereinalon mijcdd thap (MIC 0012 = 0.5 mg/ Feda cipraficxacing £ the xust hign nhung knong o bang ehiing vé yié
Khang nay oo 14m quan trong lam sang treng nhidm khuin dudng he hap vin 4 mfluenzae:

! Gae chiing co gia trMIE trn ndeg dd 16 han nhay cam At hidm heac chi dude bap cao, B9 nhay cam vai kbing sinh vit khang
Khudn dal vt bEt kg ehimg phan Ep nao nhuvéy phil dioe e lal i ndu ketnua duos xac nhan, ching phan §p phal dug
phang thinghidm tham chil Gho dén kil et bang chima e quar d&n gap tng km sang 861 vii cde ching phan 1ap duds xac dink
Wil MG triin ning datos han dé Khang hién a1 se dude bao cao 08 khang:

FNong d \dihan ap dung Gio iU 0sng 500 my x4 ey e 500 mg % & v Nl tiEm

tach SO0 mg X1 1En dan 500 mg o2 Fn,

T 18 khiang thisic co-th thay daf iy thee dia digm va thil glan d) v mak st loa ) khis

) nA e thang Hin v 1y 18 Khang thudt

4l

dia phuong, dac bigt a cac nhim khudn sing, Gan thigL pén tham khioy kign chuyen g vilr ve ty |2 khing thube tai did phushg o6t
ik vl si dyng fhibe trong mat 58 BEnk K e KlLA N v chua ra rang.

Mhiing vi khuan nhay eam théng thudng

Vi khodn high khi Gram dugng: Sacilus anthracs, Staphylococes aursus nhay cam methiciin, Staphylococcus saprophyicus
Streptogoee, nham G va 6. Shientoc: agalaotiae; Sleplococeus D 1S PYOJENES,

Vi ichuan hi€i khi Gram am: €1k Inilienzag, He para-milugnzae, Klebsiila oxitoca, Moraxelia

catarthalls, Pasteurelia multo 5 Providencls retlger.

Wi khwan ky khi: Paplosireptococc

Khde: G fophita |

Mycoplasm hominis, Ueaplasma urealyt

Nhiing vi khuin ma sy khang thudc ca the |2 van 0

Vi khwan higu kb Gram dugng: Erfsrocoocus faecalis

CoAnUiEse.

Vi khwdn high khi Bram dm: Acinetobacter baumanni, Gitrobacter freundii, Enferabacter agrogenas, Enterabactor cloacag, Eschonchia

coll, Kiebsiala prepmoras, Morgarels morgany, Protells mirabils, Prowdencia stuart, Pseadomonas aerugnosa. Serrata

MEFCESCENS

Vi khudn higu khi; Bacteroides fagilis

Whitng vl khudn van da khang thudc

Vi kiuan it ki Gram dugng: Entaraeaccus faeciin

S aurgus a8 khang methicilin rat co #ha nang ding khangve

DAG TINH DUTE BANG HOG

Hap e Khi ding duing udng, |suofioxacin i hap thil nhanh

g 1 -2 oid: Sinh kea dung fuyét @6 khodng 99 - 100°%

Thite 80 coanh hudng it a8 n 5 hap the levofingacin

Trang hi fin dinh dat dudo trong vong 48 ait sai 8 500 ma motin hede hai tin mbingay

Phirt bat Khoang 30 - 40% levofioxacin gdn k&Y vit protein huyet thanh. The

Khi diing i dee ez Vp 500 mo, cho thay s phan bt ring rai vao cde ma oo the.

2 a0 e ma v dioh eo b evofloxacin d& dugc ching mith €0 ka nana xam nhép vao mem mat phE g

bigwma, i ihie bin phé nang, md phol, da {dich ot

dich pEo iy

ChiyEn e, Levolinani fiioo GfEn hioa din mat mic o5 &t

oxyd. Nhifng chat chuyen hoa nay gidl thich cho < 5% I\&d dang U

1he va khéng trai gua sg nghjes ahuyEn bat déil wing )

f.{@a' au l_ch- dung lavofloxacin duting uBng va dubhg finh mach. 18 dupe logi b tuna dei chim khai iyt tuong (1

1th tritahi yéu gus dudng than (> 35% liEw da ding).

Ting lugrig thanh tha trung binh toan than eia levolloxacin sau kb sng g duy nhdt 500 mg 13175 + 29,2 mi phil

Kh\ﬂnu -5y khac hiet_lﬂn Wi dude dang o cla fevotloxacin sau bl ding dubng finh mach v duging uing, chi

duting b mach co 1he thay the cho nhau

Tuyan tinh; Levotlowacin oo dutic ding hoe tuydn tinh trong pham 59 - 1000 mo:

Bl tgng dac higt

:}:Tl-rqr_s:em_r._r l}'mc dé_ng hoc ciia Iéf\'ﬂibu:acir_l BiAnk hutng khisu’ han: Ghie nang thin suy gidm, su thil it va g6 1
AN giam, va ol gian Lan tha) tag I6n, xem bing dusidiy

Dlr?c diing hoz @uﬁl suy than salikhi uang liéu 500 mg duy nhat

Chilamydaphila psitach Ghi

i

vaig frachomatis, Legiomels preamopiid, Mycoplasma pray

oecus aureus khdng methicllin®. Staphyiccoccus spp am tinh

rikg flussonuinolon, bao ghm |lsvofiokacin

L it hoan toan val ndng da dinh trong huyEtuong dat duge trong

wan b triing bink

acif khoang 10011 sau

el gt 1, dich figm 1
). méHuyEn e L va uc i, Tuy nhian. levofiosasin kdim nhap kém

1]

chif t;rlu_uén hoa k desmathyl-fevofloxacin vi levotioxacin M-
an tnai trong nude ey, Levotioxacin 6 dinh vé mat haahoo fp

B0 Su

y 18 dudng Ltng va

eant: inal s

2 al 50 - B
I - i TE = 26, 1= 57
(T 35 21 i 9
Wi cao tug: Knong oo s kde bist dang ke e duge dong lvolloxacin it nguti g
llan quan diin b thanh thal aeeatinin
G finh: BN tich rieng biét trén dai tugng nam va i cho 1hay st khdc B9t afdi finh tit nno déin can bign v& duge @ oo oo
levalowacin. KiGnn cd bang ohing cho thay. nhing ki i gitt AT Y oo (12n quan dén [m sang, s
Di ligu an toan lign lam sang: D liéu phi fm sang cho (6dy KON &0 now) ca ddc biet nln & naus dua trén cac ngrien edu thin
Ahuting w& o tinh fidudon, e Hinh 180 p lal, khi nanig ody ung thivé die tinh dai va sinli sanva phit frign H
Levatloxacin knang gy siy giatn khia nang sinh san hoio higd st sk san & chudt va tae dung duy 16t tran thai ki 8 13 m cham qud
Irintitrudng thanh do dae tinh cia e, .
Levaflnxatin héng oay 0ot bian gen trong 1 bao vl khuin hede d0nG Y1 €0 i nung 0y ra hign tugng quang sai nhiém sithe trong t8
ba0 piht il chudt done Trung Buic i vitro, Nbing tie dung nay 26 0814 g iic che toporsomerase 1, Cac-thir nghigan i wo{vi ohén,
1t a8 nhidm séc W& ch i, 16na e BNA lach pha, thif nghidim 034 6het tinh tra() Kndng chothay btk kha nang ody doe gen nao
e nahiin el tran Chodt ahi thay levetloxacin 6hi ¢ hoat ik B4c quana fioe (1480 (At can. Levelioxacin khang ca kb niang ndy phigm
e 99;11 na 1rong thit nghlém gay 08t bisn guang hoc va levofloxact Fm afim su phat 1gn cia khai utrong nghidn clu ody dit hign
quang hing

Gifng nhu cat llusraquinalon khic, levafiosacin cho thiy tac dung 1ENSUN (hdng rap v hing hoeh o chugt v cha: Nhang phat hiés Ty
duge phit hiEn nhig o d dong vit can nhi

ouy I:ﬁl_;‘H BONG GOI; Hap:3 vi x 10 vidin, Hap i€ 10 vign

HAN DUNG: 38 ihang 4 ti noay sin il

BIEL KIEN BAO QUAN: Nei kh, niiet d6 kiiBng qua B0°C, trans anhsann

TIEW CHURN: TC0S

18 tudl i gl ca il ngedi tris nhimg khac bigt

Co s6 san xuat:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhanh nha méy duge phdm DHG fai Hau Giang
L6 B2 - B3, Khu cong nghiép Tan Phu Thanh - gial doan 1, xa Tan Phi Thanh, huyén Chaw Thanh A, tinh Hau Giang

BT: (0293) 3953454 e Fax: (0293) 3953555

Moithéc mac vé san pham,
A v iGng lign: hi
€029

9000
E-mail: dhapharma@dhgpharma.com.vn
wwW.dhgpharma.com.vn




