LEVOFLOXACIN 500 mg
VIEN NEN BAO PHIM

DPoc k§j hwéng dan sir dung trwée khi dung.
Dé xa tam tay tré em.
Thuéc nay chi dung theo don thuéc.

THANH PHAN CONG THU'C THUOC:

M@i vién nén bao phim chira:

Thanh phan dworc chét:

Levofloxacin (dwéi dang Levofloxacin hemlhydrat) ............................. 500 mg
Thanh phan ta dwerc: Cellulose vi tinh thé 101, Crospovidon, Natri stearyl
fumarat, Hydroxypropyl methylcellulose 606, Macrogol 6000, Titan dioxyd,
FD&C yellow no. 5 alum lake, FD&C blue no. 1 powder, Ethanol 96%, Nw&c tinh
khiét.

DANG BAO CHE:

Vién nén bao phim.

Vién nén dai, mot mat tron, mot mét cé khac 500, bao phim mau vang.
CHiDINH:

Levofloxacin dwgc chi dinh trong cac trwdng hop nhi&m khuén do cac vi khuan
nhay cam gay ra, bao gém:

- Viém phoi méac phai cong dong.

— Viém tuyén tién liét man tinh do vi khuan.

- Viémthan - bé than va nhiém khuan duong tiét niéu co bién chirng.

~ Nhiém khuan da va cAu triic da c6 bién chirng.

- Dy phong sau khi phoi nhiém va diéu trj triét dé& bénh than.

— Potnhiém khuén cAp cla viém phé quan mantinh.

- Viém xoang cAp tinh do vi khuan.

Do khang sinh fluoroquinolon, trong d6 cé Levofloxacin 500 mg lién quan dén
phan (rng c6 hai nghiém trong (xin xem muc Thén trong) va dot nhiém khuan cap
ctia viém phé quan man tinh hay viém xoang cap tinh do vi khuan & mét s6 bénh
nhan co thé tw khai, chi nén st dung Levofloxacin 500 mg cho nhirtng bénh
nhan khdng c6 lwa chon diéu tri khac thay thé.

Vién nén bao phim Levofloxacin 500 mg c6 thé dwoc st dung dé két thic mot
dot didu tri sau khi bénh nhan da dap ng tét voi diéu tri khéi dau bang
levofloxacin tiém tinh mach.

LIEUDUNG - CACHDUNG:

Liéu dung:

- Bé&nh nhan c6 chirc nang than binh thwong (Cler > 50 mi/phat):

Liéu dung o
Chi dinh (Phy thudc vao dg | Thai gian
’ nang nhe cua diéu tri
nhiém khuan
Viém phéi mic phai cong ddng ?902’]‘&94}?]; ;‘y 7 - 14 ngay
Viém tuyén tién liét man tinh do 5 . 28 nga
vi khun 500 mg/lan/ngay ngay
Viém than - bé than 500 mg/lan/ngay 7 - 10 ngay
Nhiém khuan duong tiét niéu co x . 7-14 naa
bién chirng 500 mg/lan/ngay gay
Nhi&m khuén da va c4u tric da | 500 mg/lan x 7 - 14 ngay
¢6 bién chirng 1 -2 lan/ngay
Dy phong sau khi phoi nhiém A N A
va diéu tri triét & bénh than 500 mg/lan/ngay 8 tuan
Dot nhiém khuan cap cua viém A N B N
phé quan man tinh 500 mg/lan/ngay 7 - 10 ngay
Viém xoang cép tinh do vi khun | 500 mg/lan/ngay 10 - 14 ngay

Vién nén bao phim Levofloxacin 500 mg c6 thé dwoc st dung dé két thic mot

dot didu tri sau khi bénh nhan da dap rng tot Vi d|eu tri khéi dau bing

levofloxacin tiém tinh mach. Co thé dung liéu uong glong voi lidu tiém do cac

théng sé dwoc ddng hoc gitra dang tiém va dang udng gan giéng nhau.

Cac doi twong dic biét:

- Bénh nhén suy than (Clcr < 50 ml/phit): Liéu ban dau khong thay ddi khi
duing cho bénh nhan suy than, lidu tiép theo nén dwoc diéu chinh dwa trén 6
thanh thai Creatinin (Clcr) nhuw sau:

D§ thanh thai Liéu diing
Creatinin Liéu déu tién: Lidu dAu tién:
(ml/phat) 500 mg/ 24 gi&» 500 mg/ 12 gi¢
50-20 Sau dé: 250 mg/ 24 gi¢’ | Sau d6: 250 mg/ 12 gio
19-10 Sau do: 125 mg/ 24 gio' | Sau do6: 125 mg/ 12 gi&

<10

(bao gdm tham
phan mau va thdm
phan phuc mac lién
tuc)’

Sau dé: 125 mg/ 24 gio’ | Sau do: 125 mg/ 12 gio

1 Khéng can b sung liéu sau mdi lan thdm phan mau hodc thdm phan phtc mac

liéntuc.

~ Bénh nhéan suy gan: Khong can chinh lidu do levofloxacin khéng bi chuyén
héa qua gan ma chii yéu qua than.

- Ngwoi cao tudi: Khong can chinh liéu néu chirc nang than binh thuéong. Tuy
nhién, vi nhixng nguwdi cao tudi co kha nang suy giam chirc nang than cao hon
nén can than trong khilwa chon liéu va nén theo di chirc ndng than.

- Tré em: Levofloxacin chdng chi dinh cho tré em va thanh thiéu nién dang trong
giai doan phattrién.

Céach dung:

- Dung dwong ubng. Nubt ca vién thube véi mét it nude va khong dugc nhai
thudc.

— Thoi diém ubng levofloxacin khéng phu thudc vao bira &n (c6 thé udng trong
hodc xa bira an).

~ Khéng dworc ding cac antacid cé chiva nhém va magnesi, ché phdm co chia
kim loai nang nhw s&t va kém, sucralfat, didanosin (chi dbi véi cac didanosin
trong thanh phén cong thirc c6 chét dém chira nhém va magnesi) trong vong 2
gio trvde va sau khi uong levofloxacin.

Métsé lwuy déc biétve xtv ly thuédc trwéc va sau khi st dung thube:

Khéng co yéu cau dac biét vé xi ly thube sau khi st dung.

CHONG CHiDINH:

- Co tién st qua man véi levofloxacin, cac quinolon khac hodc véi bat ky thanh
phan nao ctia thubc.

- Bongkinh.

~ Tién str bénh & gan co do fluoroquinolon.

- Bénhnhan dwoi 18 tudi.

- Phun{r cé thai va cho con bu.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

- Viém gan déc biétla gan gét chan (Achille), co thé dan t&i dirt gan va xuét hién
& ca hai bén, bién chirng nay c6 thé xuét hién & 48 giv d4u tién sau khi bat dau
dung thuéc. Can than trong khi siv dung thudc va diéu chinh liéu & nhiing dbi
twong nguy co' (ngudi trén 65 tudi, dang dung corticoid ké ca dang hit) theo
murcloc cau than.

- Cing nhw phén I&n cac quinolon khac, levofloxacin cé thé gay thoai hoa sun &
khop.

~ Canthan trong & ngwdi bénh bi nhwoc co vi cac bidu hién cé thé nang lén.

- Da co cac thdng bao v& phan (rng bat loi nhw réi loan tam than, tang ap luc noi
s0, kich thich than kinh trung vong dan dén co giat, run ray, bén chdn, dau dau,
mét ngd, trAm cam, 1t 14n, do giac, 4&c mong, cé y dinh hodc hanh dong tw sat
(hiém gap) khi st dung cac khang sinh nhém quinolon, tham chi ngay khi st
dung & liéu dau tién. Néu xay ra nhitng phan ¢ng bét Ioi nay trong khi st dung
levofloxacin, can dwng thuéc va co cac bién phap xd tri trigu chwng thich hop.

— Can than trong khi st dung cho ngwdi cd cac bénh ly trén than kinh trung wong
nhw déng kinh, xo cung mach nzo do c6 thé ting nguy co' co giat.

- Céac phan (rng man cam v&i nhiéu bleu hién lam sang khac, tham chi séc phan
vé khi str dung céc quinolon, bao gom ca levofloxacin da dwgc thdng bao. Can
ngirng thube ngay khi c6 cac d4u hiéu dAu tién ctia phan (rng man cadm va ap
dung cac bién phap xt tri thich hop.

- Viém dai trang mang gia do Clostridium difficile c6 thé xay ra & tat ca cac mirc
d6 tr nhe dén de doa tinh mang. Can Iwu y chan doan chinh xac cac trucmg
hop tiéu chay xay ra trong thoi gian ngwéi bénh dang st dung khang sinh dé
c6 bién phap xt tri thich hop.

~ MAn cam v&i anh sang mirc do tir trung binh dén naéng da dwoc théng bao véi
nhiéu khang sinh nhém fluoroquinolon, trong dé cé levofloxacin (mac du dén
nay, ty 1& gép phan (rng bét loi nay khi st dung levofloxacin rat thap < 0,1%).
Nguwi bénh can tranh tiép xuc truc tiép véi anh sang manh hoic tia UV trong
thoi gian diéu tri va 48 gid sau khi diéu tri.

- Ciing nhw cac quinolon khac, levofloxacin cé thé gay rdi loan chuyén héa
dudng, bao gdm tang va ha duong huyét thwdrng xay ra & cac nguwdi bénh dai
thao dwong dang sir dung Ievofloxacm ddng thoi voi mét thude ha duwdng
huyet hodc véiinsulin, do do can giam sat dwong huyét trén nguwoi bénh nay.
Néu xay ra ha dwdng huyét, cdn nglring levofloxacin va tién hanh cac bién
phap xtr tri thich hop.

- St dung cac quinolon cé thé gay kéo dai khoang QT trén dién tam dé & mot sb
ngwoi bénh va mét sb hiém ca loan nhip, do dé can tranh sir dung trén cac
ngudi bénh s&n cé khoang QT kéo dai, ngwdi bénh ha kali mau, ngwoi bénh
dang s dung cac thubc chdng loan nhip nhém IA (quinidin, procainamid...)
hodc nhom 11l (amiodaron, sotalol...), than trong khi st dung levofloxacin cho
cac ngudi bénh dang trong cac tinh trang tién loan nhip nhw nhip cham va
thiéu mau co'tim cp.

— Chaing vi khuén Staphylococcus aureus khang methicilin (MRSA) thuwdng dé
khang cac khang sinh thuéc nhém fluoroquinolon, ké ca levofloxacin. Do dé,
khéng duing levofloxacin dé diéu tri cac nhiém khuan da xac dinh hoic nghi
ng® do chiing MRSA gay ra, triv khi két qua khang sinh db xac dinh ching vi
khuén nay con nhay cam véi levofloxacin.

- Canthan trong va diéu chinh lidu duing khi can thiét & bénh nhan suy than.

- Cac phan ng trén da nghiém trong nhuw héi chirng Stevens-Johnson va hoai
tl biéu bi nhiém ddc da dwoc bao céo khi didu trj véi levofloxacin. Can diéu tri
kip thoi khi phat hién nhiing phan &ng trén da gap phai & nhiing bénh nhan
duwoc didu tri voi levofloxacin.

~ Can theo d&i va thwc hién cac xét nghiém déng cdm mau trén nhitng bénh
nhan dang diéu trj véi thuéc chéng déng mau khang vitamin K (nhw warfarin)
do levofloxacin lam tang cac chi sé déng mau va tdng nguy co chady mau & déi
twong nay.

- Cactruong hop hoai tlr gan hoac suy gan de doa tinh mang da dwoc béo cao
khi diéu tri voi levofloxacin, chli yéu & nhitng bénh nhan cé bénh tidm an
nghiém trong vi dy nhiém trung huyet Benh nhan nén dwoc khuyén phal
ngung thubc va lién hé véi bac sTclia ho néu co du hiéu va triéu chirng cla
bénh gan phat trién nhw chan &n, vang da, nwéc tiéu sAm mau, ngra hodc
nhay cdm phan bung.

- Levofloxacin c6 thé anh hwéng dén thi giac trong qua trinh diéu tri, néu thj giac
suy gidm hodc gap phai van d& khac vé mat, bénh nhan can dwoc tw van va
diéu trj bdi bac sy chuyén khoa mét.

- Viéc str dung levofloxacin kéo dai co thé dan dén phat trién qua muc cac vi
khuén kém nhay cam. Néu xay ra boi nhiém trong qua trinh diéu tri, can c6 cac
bién phap diéu tri thich hop khac.

- Cacxétnghiém dinh lwgng opiat trong nudc tiéu cothé cho két qua dwong tinh
gid & bénh nhan dwoc diéu tri véi levofloxacin. Do dé, can thuc hién cac xét
nghiém d&c hiéu hon dé xac dinh chinh xac két qua.

- Céc phan (rng c6 hai nghiém trong cé kha nang khong hdi phuc va gay tan tat,
bao gém viém gan, dirt gan, bénh ly than kinh ngoai bién va cac tac dung bét
Igi trén than kinh trung wong.

- Cac khang sinh nhém fluoroquinolon ¢4 lién quan dén cac phan &ng cé hai
nghiém trong co6 kha nang gay tan tatva khong hai  phuc trén cac hé co quan
khac nhau clia co thé. Cac phan (rng nay c6 thé xuét hién dong thoi trén cung
bénh nhan. Cac phan trng co hai thuwong duoc ghi nhan gdm viém gan, dot
gén, dau khop, dau co, bénh ly than kinh ngoai vi va cac tac dung bét loi trén
hé théng than kinh trung wong (o glac lo &u, trAm cam, mét ngu dau dau
nang va It 1an). Cac phan (rng nay cé thé xay ra trong vong vai gi&r dén vai tuan
sau khi s& dung thubc. Bénh nhan & bat ky tudi nao hodc khong co yéu té nguy
co tdn tai tir trwéc déu co thé gép nhirng phan tng c6 haitrén.

- Nglrng st dung thudc ngay khi c6 dau hiéu hoéc triéu chirng dau tién clia bat
ky phan &ng cé hai nghiém trong nao. Thém vao dé, tranh str dung cac khang
sinh nhém ﬂuoroqumolon cho cac bénh nhan da tirng gap cac phan trng
nghiém trong lién quan dén fluoroquinolon.

- Ta dworc tartrazin trong thuéc ciing co6 thé gay ra cac phan (ng di (rng trén
bénh nhan.

SU’DUNG THUOC CHO PHU NI CO THAI VA CHO CON BU:

Strdung thubc cho phu nir cé thai:

Céac di liéu v& st dung levofloxacin trén phu ni cé thai con nhiéu han ché. Cac
nghién ctru trén dong vat khéng cho thy co anh hwéng truc tiép hoac gian tiép
lién quan dén ddc tinh sinh san. Do chwa cé cac nghién cteu day d trén ngudiva
theo kinh nghiém cho thay cac thuéc nhém fluoroquinolon cé nguy co' gay anh
hwéng dén cac sun chiju strc néng cdia co thé & bénh nhan dang trong giai doan
phattrién, vi vay khéng st dung levofloxacin trén phu nt mang thai.

Strdung thuéc cho phu nie cho con bi:

Chua xac dinh dwoc ndng do levofloxacin trong siva me, nhwng cén ctr vao kha
nang phan bd vao stva me cla ofloxacin, co thé dw doan réng ciing dwoc phan
b vao stra me. Vi thudc c6 nhidu nguy co tbn thwong sun khép trén tré nhé,
khdng cho con bu khi dung levofloxacin.

TKS0138-3

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOC:

Levofloxacin cé thé gay ra mét sb tac dung khong mong muén anh hwcmg tryc

tiép dén hé than kinh trung wong (nhw dau dau, chéng mét, nhin mé, 4o giac,...).

Do d6, khdng nén lai tau xe hodc van hanh may moéc trong qua trinh diéu trj v&i

levofloxacin.

TUONG TAC, TWONG KY CUATHUOC:

Twong tac cua thudc:

- Antacid, sucralfat, ion kim loai, multivitamin, didanosin: khi str dung dc"mg thoi
c6 thé 1am giam hép thu levofloxacin, can uéng cac thudc nay cach xa
levofloxacin it nhat 2 gic.

- Theophylin: can giam sat chat ché ndng dé theophylin va higu chinh lidu néu
can khi st» dung dong thei véi levofloxacin.

- Warfarin va cac thudc chéng déng khang vitamin K khac: do da c6 thong bao
levofloxacin lam tang tac dung chéng déng clia cac thubc nay, do d6 can giam
sét cac chi sb vé ddng mau khilevofloxacin dwgc dung déng thoi véi cac thube
nay.

- Céac thubc chéng viem khang steroid: cé kha nang lam tang nguy co kich thich
than kinh trung wong va co giat khi dung ddng thai véilevofloxacin.

— Céc thubc ha dwéng huyét: dung ddng thoi véi levofloxacin cé thé 1am ting
nguy co rdiloan dwdng huyét, can giam sat chat ché.

- V&c xin khang lao BCG, mycophenolat, sulfonyluré, vac xin thwong han: giam
tac dung khidung ddng thoi voi levofloxacin.

- Fenbufen: ndng do levofloxacin ting khoang 13% khi dung déng thdi véi
fenbufen.

- Probenecid va cimetidin: levofloxacin bj gidm thai trir qua than khi diing déng
thoi voi probenecid (gidm 34%) hodc cimetidin (gidm 24%) do hai thudc nay
(rc ché su bai tiét qua 6ng than clia levofloxacin. Do d6, can than trong khi cac
thubc nay dwoc dung déng thdi véi levofloxacin, nhat 1a & nhitng bénh nhan
suy than.

- Ciclosporin: thi gian ban thai cla ciclosporin téng khoang 33% khi dung déng
thoi vailevofloxacin.

- Thubc chéng loan nhip, thuéc chéng trdm cam ba vong, khang sinh nhém
macrolid, thudc chéng loan than: tranh ding dong thoi levofloxacin véi cac
thuéc nay do lam kéo dai khoang QT trén dién tam do.

Twong ky cua thuéc:

Do khéng c6 cac nghién cteu vé tinh twong ky cla thubc, khéng tron 1an thube

nay véi cac thubc khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

Thwong gép(1l1005ADR< 1/10)

- Réiloan tam than: mat ngu.

- Réiloan than kinh: dau dau, chong mat.

~ Réiloan hétiéu hda: tigu chay, budn nén, ndn.

- Réiloan hé gan mat: ting enzym gan (ALT/AST, phosphatase kiém, CGT).

it gap (1/1.000<ADR < 1/100)

~ Nhiém khudn va nhiém ky sinh tring: nhiém ndm bao gdém nhiém nam
Candida, boi nhi&m cac vi sinh vatkhong nhay cam voi thuoc

_ Réiloan mauvahébach huyet gidm bach cau, tdng bach cau aitoan.

- Réiloan dinh duw&ng va chuy&n hoa: chan an.

- Réiloan tam than: lolang, It 1&n, kich dong.

- Réiloan than kinh: budn ngu, run, réi loan vi giac.

- Réiloan taivatai trong: hoa mét.

- Réiloan hé hap, 1dng nguc va trung that: khé thé:.

_ Réiloan hé tiéu hoéa: dau bung, khé tiéu, day hoi, tdo bon.

- Réiloan hé gan mat: tang bilirubin mau.

- Réiloan dava cAutric da: phat ban, ngira, may day, tang tiét mé hai.

- Réiloan hé co xwong va mé lién két: dau khép, dau co.

- Réiloan than va duwdng tiét nidu: ting creatinin mau.

— Réiloan toan than: suy nhuoc.

Hiém g&p (1/10.000 SADR < 1/1.000)

- Réiloan mau va hé bach huyét: gidm tiéu cau, gidm bach cau trung tinh.

— Réiloan hé& mién dich: phti mach, phan (rng di trng.

- Réi loan dinh dwéng va chuyén hoa: ha duwdng huyét (dac biét & bénh nhan
tiéu dwong).

- Réi loan tam than: c6 cac biéu hién tam than (nhw &o gidc, hoang twdng), trdm
cam, lo au, c6 cac gidc mo bat thwdng, 4c mong.

- Réiloan than kinh: co giat, di cam.

- Réiloan mét: réiloan thi giac nhw nhin mo.

- Réiloan tai vataitrong: U tai.

— Réiloan tim mach: t&ng nhip tim, danh tréng nguc.

- Réiloan mach mau: ha huyét ap.

- Réiloan hé co xwong va mé lién két: réi loan gan co bao gdm viém gan (vi du
viém gan Achille), yéu co (thwong quan trong & bénh nhan nhuwgc co).

~ Réiloanthanva duong tiét niéu: suy than cap (c6 thé do viém than ké).

_ Réiloan toan than: sét.

Tan suat chwa xac dinh:

~ Réi loan mau va hé bach huyét: giam toan thé huyét cau, mat bach ciu hat,
thiéu mau tan huyet

- Réiloan hé mién dich: s6¢c phan vé (cé thé xay ra ngay sau khi st dung liéu dau
tién).

- Réiloan dinh dwéng va chuyen hoéa: tang dudng huyét, hon mé do ha duwdng
huyet xuét hién cac con réi loan chuyén hoa porphyrin & bénh nhan c6 bénh
rbiloan chuyén héa porphyrin.

~ Réiloan tam than: co hanh vi gay nguy hiém cho ban than nhw cé y dinh hodc
hanh déng tw sat.

- Réi loan than kinh: bénh than kinh cam giac ngoai bién, bénh than kinh cam
giac van dong ngoai bién, mat khivu gic, rdi loan van déng, rbi loan van dong
ngoai thap, matV|g|ac ngét, ting 4p noi so lanh tinh.

— Rbiloan mét: méat thi lwc thoang qua.

- Réiloan tai va tai trong: matthinh Iy, khiém thinh.

- Réi loan tim mach: loan nhip that (c6 thé dan dén tim ngirng dap), xoén dinh
(thwdng dwoc bao cao chii yéu & bénh nhan co nguy co kéo dai khoang QT),
kéo dai khoang QT trén dién tam db.

- Réiloan hé hép, Idng ngwe va trung that: co that phé quan, viem phédi di trng.

— Réiloan hé tiéu hoa: tiéu chay kém theo mau (co thé 1a biéu hién clia viém dai
trang mang gia), viém tuy.

- Réiloanhégan mat: vang da, viém gan, suygan captmh

- Réi loan da va cAu tric da: hoai t& biéu bi nhiém doc, hoi chirng Stevens-
Johnson, hdng ban da dang, da nhay cadm v&i anh sang, viém tiéu mach mau &
da, viem miéng.

_ Réi loan hé co xwong va mo lién két: tiéu co van cap, dut gan (nhw gan
Achille), it day chang, dirt co, viém khép.

~ Réiloan toan than: dau lwng, dau ngwc, dau ti chi.

Hwéng dan xdr tri ADR:

- Can ngurng levofloxacin trong cactrwong hop: bAt d4u co cac bidu hién ban da
hoac bat ky d4u hiéu nao cia phan (r’ng man cam hay ctia phan &ng bt lgi trén
than kinh trung wong. Can giam sat nguwoi bénh dé phat hién viém dai trang
mang gia va cé cac bién phap x@ tri thich hop khi xuét hién tiéu chay trong khi
dang dung levofloxacin.

- Khi xuét hién d4u higu viém gan can nglrng ngay thubc, dé hai gan gét nghi véi
cacdungcu cb dinh thich hop hodc nep gotchan va hoi chén chuyénkhoa.

Théng bao ngay cho bac sy hoac dwoc sy nhirng phan trng c6 hai gap phai

khisitrdung thuéc.

QUA LIEU VA CACH XU TRi:

Qualidu:

- DAu hiéu thuong gép clia qua lidu cép tinh levofloxacin gdm: 10 Ian, chéng
mat, gidm y thire, cac con co giat, kéo dai khodng QT trén dién tam db, non,
loét niém mac & da day - ru6t.

- B4o c&o hau mai vé triéu chirng qua liéu levofloxacin trén hé than kinh gém co:
rbiloan vi giac, co giat, do giac, run ray.

Cach xtp tri:

- Khéng cé thubc gidi doc dac hiéu.

- Trong trwdng hop qua lidu, can phai didu trj triéu chirng, loai bd thudc ra khéi
da day, bl dich day dti cho ngwdi bénh. Theo doi dién tam db vi thudc gay kéo
dai khoang QT. Cho bénh nhan uéng antacid dé bao vé niém macda day - ruét.

- Tham tach mau va thdm phan phic mac lién tuc khong cé hiéu qua loai
levofloxacin ra khai co thé.

DAC TiNHDU'Q'C LIFC HOC:

- Nhém dworc ly: khang sinh nhém quinolon.

- MAATC: JO1MA12.

- Levofloxacin 1a mét khang sinh tdng hop c6 phd rong thudc nhém quinolon
(dan chét fluoroquinolon). Levofloxacin ¢6 tac dung diét khuan do trc ché
enzym topoisomerase || (ADN-gyrase) va/ hodc topoisomerase 1V, la nhirng
enzym thiét yéu cta vi khuan tham gia xuic tac trong qua trinh sao chép, phién
ma, tu stra AND ctia vikhuén.

- Levofloxacin cé tac dung trén vi khuin Gram duong va vi khuén ky khi tét hon
so voi cac fluoroquinolon khac (nhw ciprofloxacin, enoxacin, lomefloxacin,
norfloxacin, ofloxacin). Tuy nhién levofloxacin cé tac dung in vitro trén
Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.

Phé tac dung:

- Vikhuan nhay cam in vitro va nhiém khuén trong lam sang:

+ Vi khun wa khi Gram am: Enterobacter cloacae, E. coli, H. influenzae, H.
parainfluenzae, Klebsiella pneumoniae, Legionalla pneumophila, Moraxella
catarrhalis, Proteus mirabilis, Pseudomonas aeruginosa.

+ Vikhuan khac: Chlamydia pneumoniae, Mycopasma pneumoniae.

+ Vi khuén wa khi Gram dwong: Bacillus anthracis, Staphylococcus aureus
nhay cam methicilin (meti-S), Staphylococcus coagulase am tinh nhay cam
methicilin, Streptococcus pneumoniae.

+ Vikhuan ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

- Cacloai vikhuan nhay cadm trung gian in vitro:

+ Vikhuan wa khi Gram dwong: Enterococcus faecalis.

+ Vikhun ky khi: Bacteroides fragilis, Prevotella.

- Cac vikhuén khang levofloxacin:

+ Vikhuan wa khi Gram dwong: Enterococcus faecium, Staphylococcus areus
meti-R, Staphylococcus coagulase am tinh meti-R.

M6i quan hé PK/PD:

MUrc do diét khuan cia levofloxacin phu thudc vao ti 1& gira ndng do dinh trong

huyét thanh (Cmax) ho&c dién tich dwéi dwdng cong va nong dd trc ché téi thiéu

(MIC).

Co’ché dé khang thuéc ctia vi khuan:

- Co ché d& khang thubc ctia vi khuan duoc tao ra tir mét qua trinh bac thang
théng qua cac dot bién & enzym topoisomerase |l (ADN-gyrase) va
topoisomerase IV. Cac co ché dé khang khac nhw sy giam tinh tham cla té
bao vi khuan (thwdng gép & Pseudomonas aerugmosa) hodc co ché bom day
thuéc cling anh hwéng dén tinh nhay cam ciia vi khuan déi véi thube.

- Da c6 sw khang chéo gitra levofloxacin va cac fluoroquinolon khac. Do co ché
tac dung, thwdng khdng c6 khang chéo gitra levofloxacin va cac ho khang sinh
khac.

DAC TiNH DU'Q'C DPONG HOC:

Hap thu:

- Sau khi uéng, levofloxacin dwoc hap thu nhanh va gan nhu hoan toan. Néng
d6 dinh trong huyét twvong thuwdng dat dwoc sau 1 - 2 gio, sinh kha dung tuyét
ddi xap xi 99% - 100%. Thirc an it anh hwong dén sw hap thu cla thudc. Véi
lidu 500 mg levofloxacin, dung méthoac hai 1&n trong ngay, trang thai can bang
dat dwoc trong 48 gio sau khiubng.

- Cac thong sb dwoc dong hoc clia levofoxacin sau khi diing dwéng tinh mach
va duwdng ubng véi lidu twong dwong la gan nhw nhau, tuy nhién levofloxacin
duwdng udng nén dwoc wu tién hon va chi st dung dwdng tiém khi khéng udng
du’cyc.

Phanbé:

- Levofloxacin dwoc phan b rong rai trong co thé nhw niém mac phé quan, lép
dich lot phé nang, dai thwc bao phe nang, mé phdi, da (dich cia cac nbt béng
rép), mod tuyén tién liét, nwéde tiéu. Tuy nhién, levofloxacin khé thdm vao dich
nao tay.

~ Ty & gén protein huyét twong la 30 - 40%. Thé tich phan b trung binh khoang
100 lit sau khi dung lidu don hoc liéu I3p lai.

Chuyén hoéa:

Levofloxacin rat it bi chuyé&n hoa trong co’ thé. Chét chuyén hoa clia levofloxacin

1 desmethyl-levofloxacin va levofloxacin N-oxid, cac chat nay it cé tac dung sinh

hoc.

Thai triv:

- Levofloxacin thai trir g&n nhw hoan toan qua nwéc tiéu & dang con nguyén
hoat tinh, chi dwéi 5% lidu didu tri dwoc tim thay trong nwéc tiéu dwéi dang
chét chuyén hoa desmethyl va N-oxid.

- Thoigian ban thai clia levofloxacin tir 6 - 8 gior.

- Thubc dugc thai trir qua nwéic tiéu khodng 87% & dang khong bién di va qua
phan khodng 12,8%. Thudc khong loai bd dwoc bang thAm phan mau hoac
mang bung.

- Suy than: thi gian ban thai cua levofloxacin tdng & bénh nhan suy than.

- Nguoi gia: khong co sw khac biét vé tinh chat dwoc dong hoc clia levofloxacin
gitra nguwdi tré va nguoi gia ngoai trir nhirng tredng hop coé chirc néng than
suy giam.

QUY CACHDPONG GOI:

Hop 01 vix 10 vién nén bao phim.

Hop 03 vix 10 vién nén bao phim.

DIEU KIEN BAO QUAN: Khdng qua 30°C, tranh 4m va anh sang.
HAN DUNG: 24 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG CUATHUOC: USP.
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