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TO HUONG DAN SU DUNG THUOC:

Rx
LEVOTANIC 500
Vién nén bao phim
Thude nay chi ding theo don thude.
Pé xa tam tay tré em,
Poc ki hudng din sir dung trude khi dimg.

Thanh |1I|ﬁ||, cang thire thube:
M3di vién chia:
Thanh phr‘f‘n hogt chilt:

Levofloxacin hemihydrate ..o iiiceecereninnnnnicsesesessereessessseens 512,46 mg

oy ueng LevoFloruein . ..uusamisieinsrmnssssmmi o 500 mg
Thanh pﬂdﬂ td dwge: microcrystalline cellulose 101, pavidone K29/32, colloidal silicon dioxide,
magnesium stearate, tale, sodium starch glycolate, tinh bgt ngd, hydroxypropyl methylcellulose
606, macrogol 6000, titanium dioxide, mau oxide sit vang, mau oxide sét do.

Dang bao ché: Vién nén bao phim.

M t4 sin phdm: ,
Vién nén dai bao phim mau cam nhat, mét mét tron, mdt mét c6 khac vach ngang.

Chi dinh;
- Viém xoang cép tinh do vi khuan, Chi nén sir dung levofloxacin khi bénh nhan khéng c6 lya

chon didu tri khéc thay thé.

— Viém phdi mic phai cong ddng.

— Nhiém khuén da va md mém c6 bién chiing. Nhim khuén da va cdu tric da ¢6 bién chimg. Chi
nén sir dung levofloxacin khi bénh nhan khong c6 lya chon didu trj khic thay thé.

— Viém bé than cﬁp tinh va nhi&m khuin dudng tiét nidu c6 bién ching.

— Viém tuyén tién li¢t man tmh do vi khudn.

— Viém bang quang khéng bién chimg. Chi nén sir dung levofloxacin khi bénh nhan khong cé lya
chon diéu trj khac thay thé,

- Du phong sau khi phoi nhigm va didu tri btf,nh than nhiém qua dudmng ho hap.

— Dot cdp cua tit nghén phdi man tinh, bao gom ca viém phé quan man tinh. Chi nén sir dung
levofloxacin khi bénh nhan khéng cé lya chon diéu trj khéc thay thé.

Céch ding, lidu ding:

Cich diing

— Ding dudng udng.

— Thei diém ding levofloxacin khéng phu thuée vao bira dn.

— Nén sir dung levofloxacin it nhit 2 tiéng truée hodic sau khi udng céc ché phdm c6 chira mubdi
sét, mudi kém, thude khang acid cé chira nhém hodic magnesi, didanosine (chi nhitng dang thude
ctia didanosine c6 hé dém chita nhém ho#ic magnesi) va sucrafate vi cé thé 1am giam hap thu.

Liéu dimg

Levofloxacin duge ding 1 — 2 lan/ngay. Liéu ding phy thude vao mie dé nghiém trong, vi khudn

gdy bénh va do nhay cam ctia vi khuan gdy bénh.

Levofloxacin cé thé duge sir dung dé hoan tit mdt dot didu trj & nhitng bénh nhin cé cai thién sau

khi duoc didu tri ban dau bﬁng levofloxacin tiém tinh mach, do dang tiém va uéng twong duong

sinh hoe, nén ¢6 thé ding ciing lidu.

Bénh nhdn ¢é chire néing than binh thudng (A6 thanh thai creatinine > 50 ml/phiit)

2.5 Liéu din T = T
PG (theo murc do 11gh%ém trong) Than By disute]
Viém xoang cap do vi khuan 500 mg, ngay | lan 10 — 14 ngay
Dot nhiém khudn cdp ctia viém phé quan | 500 mg, ngay | lan 7 - 10 ngiy
man tinh
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Viém phoi mic phai céng dong 500 mg, ngay 1 hoic 2 lan 7 - 14 ngay

Viém bé than 500 mg, ngay | lan 7 — 10 ngdy

Viém bang quang khén ng bién chimg 250 mg, ngay 1 lan 3 ngay

Nhiém khudn dudng tiét nigu c6 bién chimg | 500 mg, ngdy | lin 7 - 14 ngay
Viém tuyen tién ligt man linh do vi khuéin 500 mg, ngdy 1 lan 28 ngay
Nhiém khuan da va mé mém ¢ bién ching | 500 mg, ngdy | holic 2 [An 7 — 14 ngay
Bénh than nhiém qua dudng h hép 500 mg, ngay | lin 8 tuin

Bénh nhdn suy gicm chire ndng than (do thanh thai creatinine < 50 mil/phii)

Ligu ding

250 mg/24 gior 300 mg/24 gior 500 mg/12 gis

D thanh  thai | Liéu dau tién: 250 mg | Licu dau tién: 500 mg | Liéu dau tién: 500 mg
creatinine (ml/pht)

15-20 Sau db: 125 mg/24 git | Sau d6: 250 mg/24 gi¢r | Sau dé: 250 mg/12 gidy |
19-10 Sau dé: 125 mg/48 gio | Sau dé: 125 mg/24 giy | Sau do: 125 mg/12 givy

Sau dé: 125 mg/24 gio

Sau d6; 125 mg/24 giv

< 10 (bao gom ca | Sau da: 125 mg/48 gid
tham tach mdu va loc
mang bung lién tyc

ngoai tra)

Bénh nhdn suy giam chirc nang gan

Levofloxacin chi yéu thai trir qua than, khéng chuyén héa qua gan, do dé khéng can chinh liéu &
nguoi suy giam chirc nang gan.,

Bénh nhdn cao (uoi

Khong can chinh liéu cho bénh nhin cao tudi, trir khi bénh nhén b suy giam chirc ning thin.

Tré em

Chéng chi dinh cho tré em dudi 18 tbi.

Chiong chi djnh:

Bénh nhan qua mén véi levofloxacin, vdi cdc quinolone khac, hodic véi bét ky thanh phén nao
ciia thude.

— Bé&nh nhén bj dong kinh.

Bénh nhan ¢o tién sir b rdi loan gin co do fluoroquinolone.

Tré em duéi 18 tudi.

Phuy nir ¢ thai va cho con b,

I

|

Cinh bio va than trong khi ding thube:

Nén tranh dung levofloxacin cho nhimg bénh nhén dé timg bj tdc dung khong mong mudn nghiém

trong khi str dung quinclone hodc ﬂucroqumolone Chi diung levofloxacin cho nhirng bénh nhin

nay khi khéng cd lya chon didu trj khéc thay thé va sau khi dénh gi4 cin than gitra loi {ch va nguy

0.

Phinh va bée tich dpng mach chi, hé van tim, hé trao nguge van tim

Céac nghién ciru dich t€ hoc bao cdo sy gia ting nguy co bj phinh va bée tich dong mach cha dic

biét & nhitng bénh nhén cao tudi, hér van déng mach chi va van 2 14 sau khi udng fluoroquinolone.

Céc truomg hgp phinh va béc tde dong mach chi, ning hon 13 v& déng mach chi (bao gdm tir

vong), hd van tim, hd trdo nguge van tim dd dugc bdo cédo & nhitng bénh nhén ding

fluoroquinolone.

Do d6, chi sir dung fluoroquinolone sau khi da danh gla cén than gitra lgi ich va nguy co, va sau khi

xem xét cac lya chon diéu tri & nhiing bénh nhén cé tién sir gia dinh bj phinh mach hodic bénh van

tim bim sinh, hoiic & nhlrng l)enh nhan da tirg bi phinh hodc bée tach ddng mach chu, hodc bénh
van tim hogc bénh nhén ¢é céc yeu t6 nguy co bi:

— Phinh hoiic boc tach déng mach chi, ho van tim, hd trao nguge van tim (vi dy rdi loan cdc md
lién két nhu hoi chimg Marfan, hdi chimg mach mau Ehler-Danlos, hdi chitng Turner, bénh
Behcet, tang huyét ap, viém khép dang thép).

— Phinh hodc boc tdch dfnlg mach chi (vi du rdi loan mach mau nhu viém déng mach Takayasu,
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dong mach (¢ bao khong 10, xo vita ddng mach, hoi chimg Sjogren).
— Hd van tim/ hé trio nguge van tim (vi dy viém ndi tdm mac ban cdp nhidm khudn).
Nguy co phinh va boe tach dong mach chi, v& ddng mach chi ¢6 thé ting 1én & nhimg bénh nhin
ding dang thoi levofloxacin véi corticostroid tdng hop.
Trudng hop dau byung, dau ngyc hoic dau lung dot ngdt, bénh nhdn nén dén gip bic sy cip ciru
ngay lap tirc.
Bénh nhén nén giip bdc sy ngay lap tic trong trudmg hop khé the cép, céc con danh trdng ngue mdi,
hogic phit né bung hodic chan.
Staphylococcus aureus khdng methicillin (MRSA)
Staphylococcus aurens khang methicillin (MRSA) ¢6 kha nang déng khang véi fluoroquinolone, ké
ca levofloxacin,
Do d6, khong ding levofloxacin trong nhimng trudng hep nhigm khuén hodic nghi ngd nhidm khuén
do MRSA, trir khi két qué xét nghiém cho thdy bénh nhan bj nhiém ching sinh vat nhay cam véi
levofloxacin (va cdc thude khang khudn ding dé didu tri MRSA khéng phi hop).
Levofloxacin ¢ thé ding dé diéu tri viém xoang cép do vi khudin va dot clp cta viém phé quan
man tinh khi cdc nhiém khuan nay di duoc chan dodn.
Kha niing khflll% fluoroquinolone cia E. coli - tic nhén gdy bénh phd bién nhét lién quan dén nhidm
khuén dudng tiét niéu - thay ddi trén linh thd Chau Au. Béc s§ nén tinh dén yéu 16 dé khéng thay
ddi theo dja phuong nay.
Bénh than nhidm qua dudng ho hip: viée sir dung cho ngudi dya trén dif liéu v& tinh nhay cAm cia
Bacillus anthracis trong thir nghiém in vifro, dir liéu thi nghiém trén déng vat va dir liéu han ché
trén ngudi.
Bac sy nén tham khao tai liéu théng nhét qudc gia va/ hoiic qudc té khi diéu trj khudn than.
Ciic tdc dung khéng mong mudn nghiém trong kéo dii, gdy tan it va cé khd ning khéng hii
phuc
Rﬁft hiém céc trudng hop thude gay tac dung khong mong mudn nghiém trong kéo dai (nhiéu thang
hodic nhiéu ndim), gdy tan tat, va c6 kha ning khong hoi phyc trén mot hodic nhidu co quan (co
xuong, than kinh, tm thin, gidc quan) di dugc béo cdo & cdc bénh nhan ding quinolone va
fluoroquinolone khdng phan bidt tudi tac va céc yéu td nguy co di 6 tir trude. Ngung levofloxacin
ngay l&p tirc va lién hé bac sy khi c6 bat ky tac dung khéng mong mudn nghiém trong no.
Viém gin va dit gin
Viém gan va dat gan (déic biét 1a gan Achille) ¢ thé xay ra trong vong 48 gid sau khi biit ddu diéu
tri va sau khi ngung diéu tri vai thang & bénh nhan udng lidu 1000 mg/ngdy, doi khi xdy ra & ca hai
bén. Nguy co viém gin va dit gan gia ting & bénh nhan cao tudi, bénh nhan suy thin, bénh nhan
ghép ndi tang, bénh nhan sir dung ddng thdi véi corticosteroid. Do dé, nén tranh ding dong thi véi
corticosteroid. Néu cé diu hidu dau tién cia viém gin (dau, sung, viém..), phai lap tirc ngung
levofloxacin va dung cac thude khéc thay thé. Céc chi bi anh huong can dwoc diéu trj thich hop
(nhu khéng cir dong). Khéng ding corticosteroid néu ¢ déu hidu viém gan.
Bénh lién quan dén Clostridium difficile
Tiéu chay, dic biét néu ticu chay niing, kéo dai vashoidic c6 mau, trong va sau khi diéu tri bing
levofloxacin (bao gdm ca vai tuan sau khi diéu tri), c6 thé 1a triéu chimg ctia bénh lién quan dén
Clostridium difficile, trong do, niing nhat 13 viém dai trang gia mac. Bénh lién quan dén Clostridium
difficile c6 thé & mirc dé tir nhe dén de doa tinh mang. Do d6, céc bénh nhén bij tiéu chay ning trong
hodic sau khi diing levofloxacin phai dugc chin doan. Néu xdc dinh hofic nghi ngd bénh lién quan
dén Clostridium difficile, phai lap tirc ngung ding levofloxacin va thye hién cac bién phéap diéu tri
thich hgp (nhur diing vancomycin dang uéng). Chdng chi dinh ding thude e ché nhu dong rudt
trong trudng hop nay.
Bénl nhin cd kha ning bi co gigt
Quinolone c6 thé lam giam ngudng co git va cé thé gy dong kinh. Nhur véi cée quinolone khéc,
chéng chi dinh diing levofloxacin & nhitng bénh nhén c6 tién sir ddng kinh, cén hét stc thin trong
khi str dung levofloxacin cho nhimng bénh nhén ¢6 kha niing bj ddng kinh hodic diéu trj ddng thoi véi
cdc thude lam giam ngudng co gidt & ndo, nhu theophylline. Néu bj co gidt, nén ngung ding
levofloxacin.
Thiéu hut mien GsPD
Bénh nhén co nguy co hodc dang bj thiéu men G¢PD c¢6 thé bj phan img tan huyét khi didu trj véi

3/10



https://trungtamthuoc.com/

céce thube khang sinh nhém quinolone. Do d6, néu sir dung levofloxacin & nhitng bénh nhén nay,
cAn phai theo d6i kha niing bj tan huyét.
Bénl niidn suy thin
Cén chinh liéu & 11]1[’mg bénh nhén suy thin do levofloxacin chu yéu duge thai trir qua thin.
Phn teng qud mﬁ.u
Levofloxacin ¢6 thé giy ph{m {mg qua méin n.’ang (nhu phit mach dén sbe phan ve) ddi khi chi sau
khi ding lidu ddu tién c6 thé din dén tr vong. Can ngung thudc ngay khi ¢6 cée diu hiéu dau tién
ctia phan (mg qud man va lién hé bic s§ dé o cdc bién phap xir trf thich hop.
Phdn 1ing bong rip ngng
Trudng hop da bj bong rép nang nhu hi chimg Stevens-Johnson, hoai tir thugng bi nhiém ddc da
duoe bdo cdo sau khi diing levofloxacin. Bénh nhén céin hoi ¥ kién béc s§ néu nhur tiép tyc didu tri
holic xudit hién céc phan (g trén da hodc niém mac.
Rbi logn dudng hu J!ér
Ciing nhu céc quinolone khéc, roi loan dutng huyét, bao gdm tang dudng huyét va ha dudng huyét,
da dugce bdo cdo & bénh nhén dai thio dudng didu tri déng thoi véi mét thude ha dudng huyét dang
ubng (nhu glibenclamide) hoiic insulin. O nhitng bénh nhan ndy, nén theo ddi cdn than ndng dd
glucose trong mau.
Ngdin ngiva sy nhay cdm vdi dnh sm;g
Mﬁc du sy nhay cam vai dnh sang rat hiém khi x4y ra khi dimg levofloxacin, bénh nhan nén tranh
tiép xtc v6i 4nh ndng git hofic tia tir ngoai nhén tao (nhw dén tir ngoai, nha tim ndng) trong qua
trinh didu trj va 48 gidr sau khi didu trj dé ngéin ngitra s nhay cam véi dnh séng.
Bénh nhin ri'u'{rc didu fri bﬁug thube ddi khdng vifamin K
Tang thoi gian dﬁng mau (PT/INR) va/hodc thdi gian cha‘ny méu, da dugc bdo cdo trén bénh nhan
duge didu tri biing levofloxacin phéi hop véi thude déi khing vitamin K (vi dy warfarin). Do d6,
¢in theo ddi céc xét nghidm ddng mdu trén bénh nhin ding ddng thdi levofloxacin véi thudc dbi
khang vitamin K.
Roi fn{m tam thiin
D4 ¢6 cde bdo cdo vé phan ting rdi loan tAm thin & bénh nhén ding quinolone, ké ca levofloxacin.
Rét hiém trudng hr;rp nhirng rdi loan tim théin ndy din dén bénh nhén c6 thé c6 y dinh tir tr va cic
hanh vi gdy nguy hiém cho ban thin, dél khi sau khi sir dung liéu don levofloxacin. Trong tnréng
hop bénh nhin ¢6 nhitng ddu hién trén, cAn ngung thudc va c6 cdc bién phdp Xt tri thich hgp. Cén
than trong khi sir dung cho bénh nhéan tdm thin hoic ¢6 tién sir tim than.
Réi logn tim mach
Kéo dai khodng OT
Thén trong khi sir dung céc fluoroquinolone, bao gdm levofloxacin, & nhimg bénh nhén cé nguy co
bi kéo dai khoang QT nhu:
— Hoi chirng khoang QT kéo dai bim sinh.
— Sir dung ddng thdi v6i céce loai thude duge biét 13 kéo dai khoang QT (nhu thudc chdng loan
nhip nhdm IA va nhém 111, thude chémg trim cam ba vong, macrolide, thude chémg loan th%"m).
— Maét can bing dién giai khong didu chinh duge (nhur ha kali huyét, ha magnesi huyét).
— Bénh nhén cao tudi va phu nir ¢6 thé nhay cam hon véi thude gy kéo dai khoang QT. Do d6,
thén trong khi s dyng fluoroquinolone, bao gbm levofloxacin cho nhitng bénh nhén ndy.
— Bénh tim (nhu suy tim, nhdi méu co tim, chim nhip tim).
Bénh Iy thdn kinh ngogai bién
Céc trudong hop viém da day than kinh cam gidc va van dong dan dén dj cam, giam cam giéc, réi
loan cam gide, suy nhuge duge bdo cdo & nhitng bénh nhan ding fluoroquinolone. Hoi y kién béc
s§ néu bénh nhén cé céc triéu ching cla bénh ly thin kinh nhu dau, rit, ngira ran, té, hodc suy
nhurge dé ngin sy tién trién cta cde triéu chimg dén tinh trang khong hdi phye duge.
Rdi loan gan - mit
Céc trudng hop hoai tr gan dén suy gan de doa tinh mang da c1u(;rc b4o céo vai levofloxacin, cha
ycu & nhitng bénh nhan ¢6 bénh nén ning, nhu nhidm tring huyét, Bénh nhén nén ngung thudc va
hoi )" kién béc sy néu ¢6 ddu hidu va tridu chimg ctia bénh gan tién trién nhu chén 4n, vang da, nude
tiéu sa sam mau, nglia hodc trudng bung.
Dot cap cha bénh nhuge co

Fluoroquinolone, bao gom ca levofloxacin ¢6 tdc dung irc ché than kinh co va c6 thé lam trdm tlQngJ
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thém tinh trang yéu co & bénh nhan bi nhuge co. Da ¢ bio cdo tde dung khong mong muon nghiém

A 5 . P T n ra 5 . a
trong, bao gom tir vong vi cén hd trg hd hip, co liégn quan dén vige sir dun% fluoroquinolone & bénh
nhén nhuge co. Khuyén cdo khong sir dung levofloxacin & bénh nhan cd tién sir bi nhuge co.

R&i logn thi gide )
Néu bénh nhén nhin md hay ¢é triéu chimg khac vé mét nén théng béo ngay cho béc s¥.
Bji nhiém

Str dung levofloxacin, nhét 12 khi diing kéo dai, ¢6 thé lam cho cdc vi sinh vat khing thudc phat
trién, Néu xay ra bdi nhiém trong khi didu tri, nén ap dung cdc bién phép thich hop.

Anh hwdng dén cdc xét nghigm

Levofloxacin co thé gay phan (g dwong tinh gid khi lam xét nghiém tim dén chét opiate trong
nude tidu, Levofloxacin ¢d thé e ché su phat trién ciia Mycobacterium tubereulosis, nén ¢é thé gy
phan &g &m tinh gia trong chuan doan vi khuan lao.

St dung thube cho phu nir ¢6 thai va cho eon bi:

Phat niv o thai

C6 rét it dir lidu vé viée dung levofloxacin & phy nit cé thai. Cac nghién clru trén ddng vit khdng
cho thily tdc hai truc tidp holic gidn tiép cta thude trong (mg vé&i dic tinh trén hé sinh san. Tuy
nhién, chua c6 céc dir liéu trén ngudi, ddng thoi, cdc dir liéu thye nghiém cho !héy nguy co tdn
thuong do fluoroquinolone gy ra trén sun chju trong lugng cia cc co quan dang phat trién, do do,
khdng dung levofloxacin cho phu nir ¢6 thai,

Phu nit cho con bii

Chéng chi dinh dimg levofloxacin cho phu nit cho con bii. Chua ¢6 dui thdng tin vé& sy thai trir
levofloxacin vdo sita me, tuy nhién cdc fluoroquinolone khéc thai trir vdo stra me. Chua c¢6 céc div
lidu trén ngudi, ddng thoi, cde dir ligu thyue nghiém cho théy nguy co ton thuong do fluoroquinolone
gdy ra trén syn chiu trong lugng ciia cdc co quan dang phét trién, do dé, khdng ding levofloxacin
cho phu nit cho con b.

Khd niing sinh san

Levofloxacin khéng gy suy giam kha ning sinh san hay hoat dgng sinh san trén chudt.

Anh huéng cia thude 1én khi niing ldi xe, van hanh may moc:
Mot sb tée dung khéng mong mudn (nhu hoa mét, chong mit, budn ngi) ¢ thé anh hudmg dén kha
néng lai xe va van hanh may moc.

Twong tic, twong ky ciia thude:

Twong tdc thube:

Anh hwdng cda cdc th ubc khdc ién levoflaxacin

Mudi sét, cde thude khdng acid chira magnesi hodic nhom, didanosine

Sy hép thu levofloxacin bj giam déng ké khi ding ddng thoi levofloxacin véi cdc thude khéng acid
chira magnesi hodc nhém, didanesine (chi nhitng dang thudc cia didanosine ¢6 hé dém chira nhé;’n
hodc magnesi). Ding ddng thoi fluoroquinolone véi multi-vitamin chira kém c6 thé lam gidm hip
thu fluoroquinolone dang uéng. Khuyén cdo khdng nén ding céc ché phdm chira cation héa trj hai |
hodc ba nhw mudi sit, mudi kém, thudc khang acid chira magnesi hodic nhdm, didanosine (chi
nhiing dang thubc ciia didanosine cé hé dém chira nhom hoiic magnesi) 2 tiéng trude hodic sau khi «
udng levofloxacin.

Mubi calci anh huéng rét it dén sy hip thu qua dudng uéng ctia levofloxacin.

Sucrafate

Sinh kha dung cua levofloxacin bj giam déng ké khi diing ddng thdi v6i sucrafate. Néu bénh nhén
phai ding cé levofloxacin va sucrafate, ot nhdt nén udng sucrafate 2 tiéng sau khi uéng
levofloxacin.

Theophylline, fenbufen, cde thide khdng viém khéng steroid twong tir

Khéng co tuong tac duge ddng hoc nao xay ra giita theophylline va levofloxacin trong nghién ciru
lam sang. Tuy nhién, viéc giam ngudng co gidt & ndo co thé xay ra khi ding ddng thoi quinolone
v6i theophylline, thude khang viém khéng steroid hoiic cac thude lam giam ngudng co giat khic.
Khi diing chung vai fenbufen, ndng dé levofloxacin tang khoang 13% so véi khi diing levofloxacin
don doc.

Probenecid va cimetidine

Probenecid va cimetidine anh hudng ¢6 ¥ nghia théng ké Ién su thai trir ctia levofloxacin. D6 thanh
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thdi qua thin ctia levofloxacin giam 24% do cimetidine va 34% do probenecid. Piéu nay 12 do ca
hai loai thudc c6 kha ning ngén chin sy thai trir levofloxacin qua éng thén. Tuy nhién, & céc liéu
thir nghiém trong nghién ctru nay, sy khac biét duge dong hoc c6 ¥y nghia thong ké dudng nhu
khdng c6 ¥ nghia trén lam sang.

CAn thén trong khi diing ddng thai levofloxacin véi cde thude céd anh hudng dén sy thai trir & éng
thidn nhur probenecid va cimetidine, diic biét [a & nhitng bénh nhén suy thén.

Thong tin lién quan khac

Nghién ctu 14m sang cho thiy duge dong hoc ctia levofloxacin khéng bi anh hwdng & mirc db c¢é
biéu hién 1dm sang khi diing ciing véi cdc thude sau: calcium carbonate, digoxin, glibenclamide,
ranitidine.

Anh hwéng eia levofloxacin lén cde thudce khic

Ciclosporin

Thi gian ban thai cia ciclosporin ting 33% khi dang dong thoi vdi levofloxacin,

Thude doi khdang vitamin K

Tang thoi gian dong mau (PT/INR) va/hoiic thai gian chay mau ¢d thé & mie dd nghiém trong da
duge béo cdo & bénh nhan duoe diu tri bing levofloxacin cing vdi thude dbi khang vitamin K
(nhu warfarin). Do d6, cén theo ddi cac xét nghiém déng méu trén bénh nhan duge diéu tri bing
thude dbi khang vitamin K,

Thude kéo dai khoang OT

Théin trong khi sir dung fluoroquinolone, bao gbm levofloxacin, & nhitng bénh nhin dang ding
thude kéo dai khoang QT nhur thude chdng loan nhip nham IA va nhém 111, thude chdng tram cam
ba vong, macrolide, thude chéng loan thén.

Cde théng tin lién quan khdc

Trong mét nghién ciru twong tac duge dong hoc, levofloxacin khéng anh hudng dén duge ding hoc
cuia theophylline (co chit tham do cia CYP1A2), cho thdy ring levofloxacin khéng e ché
CYPIA2.

Cic tiwong tic khdic

Thire dn

Khong c6 twong tac bidu hién trén 1am sang giita levofloxacin vdi thic dn. Do d6, ¢ thé dung
levotloxacin cuing thirc &n hodc khdng.

Dé tranh tuong tdc giftra cac thude, théng béo cho bic sy hodic dugc sy vé nhimg thude dang
sir dung.

Tuong ky thude: Khong tron 13n thube nay vdéi cde thude khéc.

Téc dung khéng mong mudn ciia thude:
Thiong gap, 1/100 < ADR < 1/10
— Tam thin: mit ngd.
— H&é thin kinh: nhac diu, chong mat.
— Tiéu hoa: tidu chay, budn ndn, ndn.
— Gan mit: ting men gan (ALT/AST, phosphatase kiém, GGT).
I gdp, 171000 < ADR < 1/100
— Nhiém khuan va nhim ky sinh trang: nhiém nim bao gém nhiém nim Candida, cic ching
khang thude.
— Maéu: ting bach cau 4i toan va giam bach cau.
— Chuyén héa va dinh dudmg: chan an.
— Tém than: lo u, 14 1n, ciing thing.
— He than kinh: ngi ga, run, loan vi gidc.
— Thinh gidc: chdng mit.
— H6 hép, nguc va trung that: kho thé.
— Tiéu héa: dau bung, kho tiéu, ddy hoi, tdo bon.
— Gan mét: ting bilirubin huyét.
— Da va td chire dudi da: phéat ban, ngira, mé day, tang tiét md hoi.
— Co xuong khép: dau khép, dau co.
— Thén va tiét nidu: ting creatinine huyét.
— Toan than: suy nhuge.
Hiém g(t L 1710000 < ADR < 171000
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Méu: giam tiéu cau, giam bach céu trung tinh.

Mién dich: phit mach, phan (g qui min.

Chuyén hoa va dinh duding: ha dudng huyét, dic biét & bénh nhin dai thio dudng.

Tam thén: loan thin (nhu 4o gi4c, hoang twéng), trAm cam, kich dong, gidc mo bit thudng, 4c
mong.

Thén kinh: di cam, co giat.

Thi giac: rdi loan thi gide nhu nhin mé.

Thinh gide: 0 tai.

Tim: nhip tim nhanh, danh tréng ngyre.

Mach méu: ha huyét 4p.

Co xwong khép: réi loan gan bao gdm viém gén (viém gin Achille); yéu co, c6 thé dic bigt
nghiém trong & bénh nhan bj bénh nhuge co.

Thén va tiét nigu: suy than cép (vi dy do viém thén k&).

Toan than: sét.

2 £ y
Tan sudt chia biét

Mau vi h§ bach huyét: giam toan thé huyét ciu, thidu méau tan huyét, mit bach cAu hat.

Mién dich: séc phan vé.

Chuyén héa va dinh dudng: ting dudng huyét, hon mé do ha dudng huyét.

Tam thiin: réi logn tm thin véi hanh vi ty gdy nguy hiém bao gdm cé ¥ dinh ty tr va tyr tir.
Thén kinh: bénh 1y thin kinh cam gidc ngoai bién, bénh 1y thén kinh van ddng ngoai bién, rdi
loan khiru gidc bao gdm mét khiru gide, rSi loan van dong, réi loan ngogi thap, rdi loan vj gide,
ngét, tang 4p lyc ndi s lanh tinh,

Thi gidc: mat thj lyc tam thoi.

Thinh gidc: méit thinh gidc, suy giam thinh gidc.

Tim: nhip nhanh that, c6 thé din dén ngimg tim, loan nhip thit va xoén dinh (xdy ra & ngudi ¢
yéu té nguy co bi kéo dai khoang QT), khoang QT kéo dai trén dién tim dd.

HO6 hép, ngye va trung thit: co thit phé quan, viém phéi dj img.

Tiéu héa: viém tyy, tiéu chdy — xudt huyét ma trong trudng hop rét hiém gip 6 thé 1a triéu
chimg clia viém rudt, viém dai tring gia mac.

Gan mét: vang da va ton thuong gan ning, bao gdm suy gan céip tinh dén dén tir vong, chit yéu &
bénh nhéin c6 bénh néng tir truwdce, viém gan.

Da va tb chire dudi da: hoai tir thugng bi nhiém dgc, hodi chimg Stevens-Johnson, hdng ban da
dang, phan (ng nhay cam v&i 4nh séng, viém mach méu qué mén, viém migng,

Co xuong khép: tiéu co van, dat gan (gan Achille), dit ddy ching, rach co, viém khép.

Toan than: dau (dau lung, ngye, tir chi).

Thong bdo ngay cho béc sy hoic duge s§ nhimg tic dung phy khéng mong mudn gap phai khi sir
dung thudc.

Qui lidu vi cdch xiv tri:

Qud lidu

Theo cic nghién ctru dde tinh duge thye hién trén ddng vit hofic cac nghién ciru duge ly 1am sang
duge thyc hién véi liéu virgt qua lidu didu tri, hiu hét cde ddu hidu quan trong nhét duge bo cdo
sau khi diing qua lidu cép levofloxacin 13 céc tridu chimg trén hé than kinh trung wong nhu 14 Ian,
chéng mit, suy gidm ¥ thirc va cac con co giit, ting khoang QT ciing nhur cdc phan (ing trén duéng
tiéu héa nhu budn ndn va loét niém mac.

Céc tac dong trén hg thin kinh trung wong bao gdm trang thai 1 1&n, co giat, 4o gide, run da duge
béo céo sau khi thude duge lwu hanh trén thi trudng,

Ciich xiv tri

Trong trudng hop qué liéu, cin diéu trj tigu chimg. Can theo dbi dién tim db vi kha ning kéo dai
khoang QT. C6 thé sir dung thude khéng acid dé bao vé& niém mac da day. Thém phan mu bao gém
tham phén phiic mac va thdm phan phic mac lién tuc ngoai tri (CAPD) khong c6 hiéu qua trong
viée logi bo levofloxacin ra khoi co thé. Khong ¢6 thude giai dgc déic higu.

Diic tinh duge lye hoe:
Nhém duge Iy: Khang sinh nhém quinolone (phén nhom fluoroquinolone).

Mi ATC: JOIMAI2.,

vyt TE . Bics i
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Levofloxacin la khang sinh thudc nhém fluoroquinolone tong hop va 14 S (-) enantiomer cia duge
chit ofloxacin nguyén Ia hdn hep racemic ciia cde ddng phan quang hoe.

Co ché tic dung

La mét thube khang sinh nhém fluoroquinolone, levofloxacin tic ddng trén phirc hop DNA-DNA-
gyrase va topoisomerase IV,

Mbi quan hé dicge dpng hocsdwge lue hoe

Hoagt tinh di¢t khudn cia levofloxacin phy thude véo ty I¢ clia ndng d6 téi da trong huyét thanh
(Cmax) cta hodic dién tich dudng cong (AUC) hode nf’mg dd tic ché tdi thidu (MIC).

Co ché dé khdng

pé khang levofloxacin dién ra timg bude thong qua sy dét bién vi tri dich ciia ¢4 topoisomerase loai
II, DNA gyrase va topoisomerase 1V. Cic co ch(g d& khang khéc nhu rio can thim théu (thuong giip
& Pseudomonas aeruginosa) v co ché bom thai trir cling anh huong dén tinh nhay cam cua
levofloxacin,

Khéng chéo giira levofloxacin va cic fluoroquinolone khac d duge bio cdo. Do co ché tac dung,
thuong khong c6 khang chéo gitta levofloxacin véi cac khéng sinh khéc.

Ngwdng nhay ciam

EUCAST khuyén céo cde ngudng MIC cho levofloxacin, dé téch cic ching nhay cam vdi cic
ching nhay cam trung binh va téch cde ching nhay cam trung binh tir cac chiing dé khang.

Ngudng MIC trén ldm sang theo EUCAST ciia levofloxacin:

Vi khuén Nhay cém D& khéng
Enterobacteriacae <1 mg/l >2 mg/l
Pseudomonas spp. <1 mg/l >2 mg/l
Acinetobacter spp. < 1 mg/l >2 mg/l
Staphylococeus spp. =1 mg/l >2 mg/l
S.pneumoniae ' <2 mg/l >2 mg/l
Streptococcus A,B,C.G < [ mg/l =2 mg/l
H.influenzae *° <1 mg/l >1 mg/l
M.catarrhalis *

Ngudng nhay cém khong lién quan <1 mg/l >2 mg/l
dén loai *

I. Ngudng nhay cam cia levofloxacin lién quan dén lidu didu tri cao.

2. Sy dé khang fluoroquinolone & mirc thip (MIC ciia ciprofloxacin 14 0,12 — 0,5 mg/1) c6 thé
xay ra, nhung khong ¢6 bing chirg cho thay sy dé khéng nay quan trong trén ldm sang trong
nhiém khuén dudng ho hip do H. influenzae.

3. Cde chung c6 gid trj MIC cao hon nguéng nhay cam rt hiém hoiic chua ¢6 bdo cdo. Viée xéc
dinh va kiém tra tinh nhay cam ctia khang sinh trén bt ky chiing phéan 13p nao phai lap di lap
lai va néu ké’t qua duge xac dinh, chung phan 18p phai dugc giri dén phong thi nghiém tham
khao. Cho dén khi c6 biing chiing vé dap Gng lam sang clia chung phan 1ap ¢c6 MIC cao hon
ngudng dé khang hién tai méi duoc bao céo la chiing dé& khang.

4. Ngudng nhay cam ap dung cho mét lidu udng 500 mg x 1 lan dén 500 mg x 2 ldn va mét lidu
tiém tinh mach 500 mg x 1 lan dén 500 mg x 2 l4n.

Ty 1§ khang thuée thay dbi theo dia Iy va thoi gian dbi v6i cdc loai dii chon, va thong tin khang
thude tai dja phuong 13 cn thiét, dac biét khi diéu trj céc bénh nhidm khudn niing. Trudng hop cn
thiét, nén hoi y kién chuyén gia khi ma ty I1& khang thudc ndy & dia phuong da t¢i mic ma viée sir
dyng né dbi véi nhidm khudn cia mot s6 loai khong dam bao hiéu qua.

Cic chiing thwdng nhay cim

Vi khudin hiéu khi Gram diwong: Bacillus anthracis, Staphylococcus aureus nhay cam methicillin,
Staphylococcus saprophyticus, Streptococei nhém C va G, Streptococcus agalactiae, Streptococcus
preumoniae, Streplococcus pyogenes.

Vi khuin hiéu khi Gram Gm: Eikenella corrodens, Haemophilus influenzae, Haemophilus para-
influenzae, Klebsiella oxytoca, Moraxella catarrhalis, Pasteurella multocida, Proteus vulgaris,
Providencia retigeri.

Vi khuin ky khi: Pe plostreptocaccus.

Khdc:

Chlamydophila pneumoniae, Chlamydophila  psittaci, Chiamydia trachomatis, Legionella
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preumophila, Myecoplasma pneumoniae, Mycoplasma hominis, Ureaplasma urealyticum.

Cic chiing phat sinh d& khéng c6 thé trd thinh vAn d& dich (& hgc

Vi khuin hidu ki Gram dwong: Enterococcus faecalis, Staphylococcus aureus khdang methicillin,
Staphylococcus spp. dm tinh coagulase.

Vi khuin hidu khi Gram am: Acinetobacter baumannii, Citrobacter freundii, Enterobacter

aerogenes, Klebsiella preumoniae, Enterobacter cloacae, Escherichia coli, Morganella morganii,
Proteus mirabilis, Providencia stuartii, Pseudomonas aeruginosa, Serratia marcescens,

Vi klwuin ky khi: Bacteroides Jragilis.

Cic chiing thwing dé khdng

Vi khudn hiéu khi Gram dwong: Enterococcus faecium.

S.qureus khang methicillin rit c6 kha ning ddng khéing v&i céc fluoroquinonlone,

Bic tinh dwge ding hoe

Hip thu

Levofloxacin duge hiip thu nhanh va gin nhur hoan toan sau khi uéng Vi néng dd dinh trong huyét
twong dat duge tir 1 -2 gid. Sinh kha dung tuyét déi khodng 99 — 100%.

Thirc &n it dnh huéng dén sy hilp thu levofloxacin,

Trang théi n dinh dat duge trong vong 48 gior sau khi diing 500 mg x 1 — 2 lan/ngay.

Phin b

Khoang 30 — 40% levofloxacin gfin két vai protein huyét thanh.

Thé tich phén b trung binh ctia levofloxacin khoang 100 it sau khi dimg liéu don va lidu lip lai
500 mg, cho thy levofloxacin phéin bd khiip cdc md co thé.

S thiim nhip ciia thude vao cdc mé va dich co thé

Levofloxacin ¢6 thé thim nhap vao niém mac phé quan, dich niém mac biéu md, dai thye bao phé
nang, m& phéi, da (dich phdng rép), mé tuyén tién liét va nude tidu, Tuy nhién, levofloxacin thim
nhip kém véo dich néio tiy.

Chuyén héa sinh hoc

Levofloxacin rt it duge chuyén héa, cdc chét chuyén héa Ia desmethyl-levofloxacin va
levofloxacin N-oxide. Cc chdt chuyén héa nay chiém it hon 5% lidu dimg duoc thai trir qua nudc
tiéu. Levofloxacin &n dinh vé& mat hda hoc lap thé va khéng bj chuyén héa dio nguge quang hoc.
Thati tri

Sau khi uéng va tiém tinh mach levofloxacin, thudc thai trir ra khoi huyét tirong tuong déi chiam
(tin: 6 — 8 gid). Thudc thai trir chi yéu qua than (> 85% lidu ding).

D¢ thanh thai kha kién trung binh ctia levofloxacin sau khi ding lidu don 500 mg 4 175 +/- 29,2
ml/phut.

Khéng c6 sy khac biét v& duoe dong hoc cua levofloxacin khi tiém tinh mach va udng, do dé, ca 2
céch diing ndy c6 thé thay thé cho nhau.

Tinh tuyén tinh

Levofloxacin tudn theo duge dong hoc tuyén tinh trong khoang lidu 50 — 1000 mg.

Cic dbi twyng diic bigt

Bénh nhin suy thin

Duge dong hoc ciia levofloxacin bj anh hudng khi suy than. & bénh nhén suy than, sy thai trir qua
thin va do thanh thai thén giam, théi gian ban thai ting theo bang dudi day:

Duge dgng hoc ctia bgnh nhén suy than khi uéng lidu don 500 mg levofloxacin:

Cle (ml/phut) <20 20-49 50-80
Clr (ml/phiit) 13 26 57
T],'z (gl(_‘i} 35 27 9

Bénh nhin cao tuoi

Khéng c6 sy khéc biét dang ké v& duge ddng hoc giira bénh nhan tré tudi va bénh nhén cao tudi, trir
trudng hop c6 sir khac nhau vé dé thanh thai creatinine.

Gidi tinh

Gidi tinh khéng anh hudng dén duge dong hoc ctia levofloxacin.

Qui cich déng géi:
— Vi35 vién, Hop | vi.
— Vi 5 vién. Hép 2 vi.
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= Vi l0vién. Hép 3 vi.

Bléu kig¢n biio quiin, han diing, tiéu chudin chét Iwgng ciia thude:
Diéu kign bio quan:

Nai khé réo, tranh dnh sang, nhiét do khong qua 30°C,

Han ding:

36 thang ké tir ngay san xuét. Khéng st dung thudc hét han ding.
Tiéu chudn chit lwgng: DDVN,

Tén, dja chi ciia co s& sin xudt:
C6ng Ty Cb Phin Héa - Duge Phim Mekophar
86297/5, Ly Thuong Kiét, Phuimg 15, Quéin 11, Tp. Hd Chi Minh.
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