Rx Thudc nay chi diing theo don thudc

HUGNG DAN SU DUNG THUOC
KLEVOX 500 MG

- BDockyhubng dan sttdung trudc khi ding. Néu cdn thém thng tin, xin hdi y kiéh bdc sthodic dugt i

- Thong bdo cho bdc s nhiing tdc dung khong mong mudn gdp phdikhi st dung thudc.
- Déxatamtaytréem.
- Khdng diing thuoc qud han in trén bao bi.

1.Tén thudc: KLEVOX 500 MG

2.Thanh phén cong thiic thudc:

MGivién nén bao phim chifa:

Thanh phdn hoat chat: Levofloxacin (dudi dang levofloxacin hemihydrat) 500 mg
Thanh phdn td dugc: Hrdro propyl methylcellulose, crospovidone, cellulose
microcrystalline, silica colloidal anhydrous, maize starch pregelatinized, sodium
stearyl fumarate, opadry Y-1-7000 white, red iron oxide (E-172), nudc tinh khiét*,
*Dung mdi bay hoi trong qud trinh sin xudt

3.Dang bao ché: vién nén bao phim.

M6 td: Vién nén bao phim mau hdng, hinh thudn, hai mét I6i, mot mat cd ranh,
mot mat khac chirL.

4, Chidinh:

Levofloxacin dugc chi dinh dé diéu tri nhiing truong hop nhiém khun do céc vi

khuan nhay cam vdi levofloxacin gay ra & nguci 6n:

- Viém phdimac J)héi congdong ©

- Nhiém khuén da va m6 mém ¢6 bién chiing: chi nén st dung levofloxacin khi
khong 6 Iua chon diu tri thay thé khac ph hap.

- Nhiém khuan dugng tiét niéu phc tap va viém than - bé than.

- Viém tuyén tién liét nhiém khudn man tinh. i

- Bénh than duting h6 hép: du phong va diéu tri phai nhiém.

- Nhiém khuan duong tiét niéu khong phic tap: )
Do khang sinh fluoroguinolon, trong d6 ¢ levofloxacin lién quan dén phan ting
¢ hai nghiém trong (xem “Canh bdo va than trong khi duing thudc’) va nhiém
khuan udn? tiét niéu khong phuic tap 6 mat s6 bénh nhan ¢ thé ty khdi, chi
nhén sfri]gung levofloxacin cho nhiing bénh nhan khong c6 Iya chon dieu tri khdc
thaythé.

- Dot nhiém khuan cdp cla viém phé quan man tinh: )
Do khang sinh fluoroquinolon, tron% d0 co levofloxacin lién quan dén phan
{ing c6 hai nghiém trong (xem “Canh béo va than trong khi dling thucc”) va dot
nhiem khuan cap cla viém rf)hé quan man tinh & mot s6 bénh nhan cd thé tu
khdi, chi nén sif dung levofloxacin cho nhiing bénh nhan khong c6 Iua chon
diéutr khac thay thé. )

- Viém xoang cap tinh do vikhudn: )
Do khang sinh fluoroguinolon, trong d6 ¢ levofloxacin lién quan dén phén ting
€6 hai nghiém trongixem “Canh bao va than tronghkhi ding thudc’) va viém
xoang cap tinh do vi khudn &mdt s6 bénh nhan c6 thé tu khdi, chi nén st dung
levoffoxacin cho nhiing bénh nhan khong co a chon diéu tr khéc thay thé.
Levofloxacin dang vién nén co thé duoc st dung dé két thic mot dot diéu tri &
nhiing bénh nhan da cho thél sucéi thién trong qua trinh diéu trikhéi déu béng
levofloxacin tiém tinh mach. Can tham khao cac huéng dan diéu tr chinh thiic
vé viée st dung hap y céc thudc khang sinh.

5.Céch dung, liéu dung:

Levofloxacin dgc diing T hodc 21an mai ngay. Liéu ding phu thude véo loai va o
nang clianhiém khuan va tinh nhay cam cla vikhuan Ea bénh. i
Levofloxacin dang vién nén ¢6 the duot st dung dé két thic mot dot diéu tri
nhiing bénh nhan da cho thay su céithién trong qua trinh diéu tr khdi dau bang
levofloxacin tiém tinh mach, can ctfvao suttuong duong sinh hoc ctia dang tiém va
dang ubng, cd thé st dung véi ciing liéu luigng.

Liéu diing trén bénh nhdn 6 chiic ndng than binh thutng (d6 thanh thdi creatinin >
S0mijphut)

, Liéudinghangngdy | Khoang thoi gian diéu
Chidinh (tuytheodonang) | tituytheo d nang)

Y('jeng gggigméc phii 500mg, 1 hodc2lan/ngay | 7-14ngay

Viém than - bé than 500mg, 1 lan/ngay 7-10ngay
m'&mﬂlﬁg dung it | g mg, 1 lan/ngay 7-14ngay
}{m;%ﬂ E?\ﬂ lgtnhiem | 5, mg, 1lan/ngay 28ngay
mmﬁg‘ gﬁufgmé 500mg, Thodc2lan/ngay | 7-14ngay
Bénhthan duong hohdp | 500mg, 1laningay 8tudn

Nhiém khuan duong tiét s ;

niéu khong phic tap 250mg, 1 lan/ngay 3ngay

Dot nhiém khuan c4p clia 500ma 1 Hnnas 71000

viém phé quén man tinh 9, Hlanngay 92y
}/lii?(wu%%ang aptithdo | 5y mg, 1lan/ngay 10-14ngay
Boituong ddc biét
Suythdn (d6 thanh thdi creatinin < 50 mi/phut)

Liéudung
250mg/24gi6 | 500mg/24gio | 500mg/12gie
Do thanh théi Liéu dautién: Liéu dau tién: Liéu dau tién:
creatinin 250mg 500mg 500mg
(ml/pht)
Liu kétiép: Liéu ké tiép: Libuké tiép:
50-20mlpphit | 125mg/24gic | 250mg/244i6 | 250mg/12gis
Liu kétiép: Liéu ké tiép: Liéuké tiép:

19-10mijphit | 125mg/48qi6 | 125mg/24gio | 125mg/12qi6
<10mlphit Liéu kétiép: Liéu ké tiép: Liéu ké tiép:
(keca Igc mauva | 125mg/48qi6 | 125mg/24gio | 125mg/24gio
CAPD)

! Khng yéu cau udng liéu bd sung sau khi loc méu hodc tham phan phiic mac lién
tucluudong (CAPD).

Suygan )
Khang can hiéu chinh liéu & bénh nhan suy gan do levofloxacin khang chuyén héa
qua gan va dugc bdi tiét chd yéu qua than.

Nﬁudi cotudi ) ) o

Kh 0ng can hiéu chinh liéu & nguoi cao tud, trit khi phai can nhac vé chiic nang
than.

Tréem )

Levofloxacin chong chidinh trén tré em va tré vj thanh nién.

Céchdung ) )
Ung nguyén vién vdilugng nudc vira dd, khong nghién ndt vién, Vién 6 thé dugc
chia theo rénh cat dé phan lieu thich hp, Thuoc co thé dudc uong trong bia an
hodc giita cdc biia dn. Levofloxacin nén udng it nhat 2 tiéng truéic hodc sau khi stt
dung muoi sat, muoi kém, antacid chiia nhom va magie hoac cdc didanosin (dang
bao ché chiia nhom hodc magnesi) va sucrafat do lam giam hap thu levofloxacin.

6.Chdng chi dinh:

Thuéc chéng chi dinh vdi céc trudng hap: )

- Qud man véi levofloxacin hodc cac quinolon khéc hodc véi bét ki té duoc nao
clia thuoc.

- Bénhnhanbjdong kinh. )

- Benhnhan c6 tién st réiloan gan colién quan dén viéc sttdungfluoroguinolon.

- Tré em va thanh thiéu nién dang téng trudng.

- Phunitcé thaiva phy ntt dang cho con b

7.Canh bdo va thn trong khi diing thudc:

Cdcphdn ing cd hainghiém tron%qé kha naing khong hoi phucva gay tan tit, bao
gom viém gan, dut gan, bénh ly than kinh ngoai bién va céc téc dung bét loi trén
than kinh trung uong.

Céc khang sinh nhom fluoroquinolon ¢6 lién quan dén céc phan (ing ¢6 hai
nﬁhiém trong c khanang gay tan tat va khong hoi phuc trén cac hé co quan khéc
nhau cla cothé. Cac phdn tng nay cd thé xut hien dong thdi trén cling bénh
nhan. Cac phan Gnﬁ; 6 hai thuong duoc ghi nhan gom viém gan, it gan, dau
khdp, dau co; bénhly than kinh ngoai bién va cic téc dung bét]oi trén hié thn
than kinh trung uang (& giéc, lo &u, tram cam, mat ngu, dau déungng va ld Ién?.
Cdc phan ting ndy c0 thé xdy ra trong vong vai gids dén vai tuan sau khi st dung
thuoc. Bénh nhan & bét ky tudi nao hodc khong co yéu t6 nguy corton tai it trudc
deu cd thé gap nhiing phan ting 6 haitrén. ) )
Ngting st dung thudc ngay khi cd dau hién hodc triéu chiing dau tién clia bét kﬁ
phan ting co hai nghiém trongenéo‘ Thém vao d, tranh stf dung cac khang sinl
nhém fluoroquinolon cho cac bénh nhan da tiing gap céc phan ting nghiém trong
lién quan dén fluoroquinolon.

Staphylococcus aureus khdng methicifin (MRSA) )

Staphylococcus aureus khéng methicilin (MRSA) gén nhu dong thoi khang vi
céc fluoroquinolon, ké ca levofloxacin. Vi vay, levofloxacin khéng dugc khuyén
cdo trong viéc diéu trf céc truong hop nhiém MRSA da biét hodc nghi ngd trirkhi
€6 két qua ctia phong xét nghiém la levofloxacin van con nhaK cam vdi vi khuan
(thﬁng thu%ng dugckhuyén cdo khi cac khang sinh diéu tri nhiém MRSA khong
cOhiéu qua). \ ) )
Levofloxacin c6 thé duoc ding trong diéu tr viem xoang cép tinh do vi khudn va
dot kich phat cép clia viém phe quan man tinh khi dugc chan dodn day d0.

Su khang fluoroquinolon ctia E.cofi- vi khudn thuting gp nhét gay nhiém khuén
dung tiet niéu - khdc nhau & cc nudc. Béc ské don duioc khuyén cdo can xem xét
dich té clia dia phuong vé s khéng fluoroquinolon clia E.cof.

Viém gén va dit %én . )
Viém gan hiém khi xay ra va 6 thé dan t6i dt gan, thinh thodng ¢ 2 bén, co thé
Xay ra trong vong 48 tiéng sau khi diéu i voi levofloxacin valén ti vai thang sau
khi ngiing diéu tri. Nguy co viém gan va dit gan tang & bénh nhan trén 60 tudi,
bénh nhan dang dung fiéu hang ngay 1000 mg va trén bénh nhan dang dung
corticosteroid. Liéu ding hang ngay nén dugc diéu chinh & bénh nhan cao tudi
dua vao d6 thanh thai creatinin. Can theo doi chat ché cac bénh nhan trén néu
dugc chi dinh st dung levofloxacin. Tét ca bénh nhan nén thong bao vdi bac sinéu
€6 céc triéu chiing cliaviém gan. Néu nghi ngarviém gan, ngiing levofbxacin ngay
[p tuic va bat dau liéu phap diéu tri thich hap.

Bénh lién quan dén Clostridium difficile

Tiéu chdy, ddc biét néu nghiém trong, kéo dai va/hodc chay mau, trong hodc sau
khi diéu tri levofloxacin (ké cd vai tuan sau khi diéu tr), c6 thé I3 triéu chiing clia
bénh lién quan dén Clostridium difficile (CDAD). CDAD ¢ thé tir muc do nhe dén
de doa tinh mang, dang nghiém trong nhét a viém rudt két mang gia. Do do, viéc
xem xét chan doan nay trén bénh nhan bi tiéu chéﬁ nghiémtrong tronﬂ vasau khi
diéu trj vdi levofloxacin a rét quan trong. Néu nghi ngd hoac xac dinh co CDAD,
nén nﬁtrng diéutri levofloxacin nPay Iap tic va bét dau ngay céc bién phap diéut
thich hap. iéu trj vai cac thudc fam giam nhu dong rudt la chong chi dinh trong
truong hgp nay.

Bénh nhén 6 nguy codongkinh

Quinolon c6 thé am giam nquGng dong kinh va gy co giét. Levofloxacin chong
chidinh trén bénh nhan c6 tién st dong kinh va ciing nhuf cac quinolon khac, nén
strdung than trqn? trén bénh nhan cd nguy co dong kinh hodc dang diéu trj dong
thai vai céc thuoc lam gidm nguting dong kinh nhu theophyllin. Trong truging hop
xudt hién co gidt, can ngling diéu tri vdi levofloxacin.

Bénh nhén thiéu hut dehydrogenase glucose-6-phosphat

Benh nhan tiem tang hoac thiic té thiéu hut deﬁzdrogenase glucose-6-phosphat
€0 thé gdy cac phan Uing tan mau khi diéu tri vai khang sinh quinolon. Do d6, néu
levofloxacin dugtc st dung trén nhiing bénh nhan nay, can theo doi cac dau hiéu
tan mau.

Bénh nhén suy thén 3 o ‘
Vilevofloxacin dugt thdi trir chii yéu qua than, cén diéu chinh liéu trén bénh nhan

suy than.

Phdn Ung qud mén

Levofloxacin c6 thé gay ra cc phan tng qua mén nghiém tron?ﬂhoéc‘ nguy cotlf
vong (nhu phi mach dén séc phan vé?t LGng xuat hién sau fiéu dau tién. Nén
nguing diéu trilevofloxacin va cd cac bién phap cap cuu thich hgp.

Phén ting phéng rdp nghiém trong

Céc phdn (ing tren da nghiém trong nhut hdi chiing Steven-Johnson hodc hoai tl
thugng bi nhiém déc dugc ghi nhan khi nhan khi duing levofloxacin. Benh nhan
can thong béo véi béc sTngay trudc khi tiép tuc diéu tri néu phdn ing da va/hodc
niém mac xay ra.

Roiloanduong huyét ) )
Clng nhu tat ca quinolon, réi loan du&mg huyét, bao gom tang va ha dung huyét
da dugc ghi nhn, thuting gép trén bénh nhan di theo duong duoc diéu tri dong
thoivdi cacthudc ha dudng huyétduong uéng (nhuglibenclamid) hodcvéi insulin.
Céc trufinﬁ hap hon mé do ha duong huyét ciing duoc béo céo. Trén cac bénh
nhén ddi thdo duting, khuyén céo theo dai chat ché muic dudng huyét.

Phong ngifa nhay cdm vdi dnh séng )

Nhay cam vdi anh sang dugc bao céo khi st dung levofloxacin. Khuyén co bénh
nhén khong nén tiép xtic i dnh néng manh hodctia UV néu khén%cénthiéttrong
qua trinh diiu tr va 48 gid sau khi ngling thudc dé ngan nglta sy nhay cam.

Bénh nhén dang diéu tri vdi thudc khang vitamin K

Docothélam tén([; céctriso xét nghiém dong mau (PT/INR) va/hodc chdy mau trén
bénh nhan dling fevofloxacin khi dang dugc diéu tr vdi thudc khang vitamin K (vi
du wafarin), can tién hanh theo ddi cac xét nghiém dong mau khi cac thudc trén
dugr st dung dong thoi.

Phdn ing tém than )
Phan (ing tam than duoc ghi nhan trén bénh nhan ding, cdc quinolon, ké cd
levofloxacin. Trong mdt s6 hiém truong hop c6 thé phét trién thanh y dinh tu ti
va hanh vi g% nguy hiém cho bén than, thinh thodng chi sau khi duing mot fiéu
levofloxacin. Néu bénh nhén xuat hién céc phdn ting trén, nén nging diéu tri
levofloxacin va bat dau cac liéu phap diéu tri thich hop. Can than tronﬁ hi ding
levofloxacin cho bénh nhén tam than hodc bénh nhan cé tién st bi benh tém than,
Kéo dai khodng QT )

Canthantrong khistrdung floroquinolon, ké cé levofloxacin trén bénh nhan 6 cic
yéu td nquy calam kéo dai khoang QT, nhut:

- Hoi chiing QT kéo dai bam sinh

- Ding dong thi vdi céc thudc lam kéo dai khodng QT

- Métcan bang dién gidi (nhu ha kali mau, ha magnesi méu)

- Bénhtim (nhu suy tim, nhoi mau cotim, nhip tim cham)

Bénh nhén cao tuiva phu nit cd thé nhay cam hon vdi thudic [am kéo dai khoang
QT.Vi thé, can than trong khi stf dung fluoroguinolon, bao gom levofloxacin trén
nhém d6i tugng nay.

Bénh thén kinh ngoai bién )

Beénh than kinh cam giac nﬁoai bién va than kinh vén dong cam gidc ngoai bién
dudc ghinhan trén cac bénl nhan st dung fluoroquinolon, bao gom levofloxacin,
€6 thé khdi phat nhanh. Ngting diéu tri néu bénh nhan xuét hién céc triéu ching
than kinh ngoai bién dé ngan ngUia sutién trién cta cac bénh Iy khong hdi phuc.

Réiloan gan mét o

Cdc truong hop hoai tf gan dén dén xo gan duoc ghi nhan khi st dung
levofloxacin, chti yéu trén bénh nhén dang €6 céc bénh nang, nhu nhiém trun
mdu. Bénh nhan nén ngiing duing thudc va thong bio véi béc s cac déu hiéu va
triéu chl'm%cﬂa bénh gan tién trién nhu chan an, vang da, nudc tiéu dam mau,
nguia hodc bung meém.

Lam ndng thém tinh tran? nhugc co )
Fluoroguinolon, bao gom Tevofloxacin, cd hoat tinh tic ché thén kinh cova c6 thé lam
trdm trong thém tinh trang y&u co trén bénh nhan nhugc co. Cac téc dung khéng
mong muon n%hiém trong sau khi thuc duara thi trucing, bao ?6m tlvong va Kéu
cau ho tro ho hap, cd lién quan dén viéc sit dung fluoroquinolon trén bénh nhan
nhuigc ca: Levofloxacin khong dugic khuyén céo trén bénh nhén c6 tién st nhugt co.
Railoan thi giéc

Neu thi giac bi suy giam hoéic c6 bét ki dau hiéu ton thuong mat, can tham kham
béc sichuyén khoa ngay lap tic.

Boinhiém ) i

St dung levofloxacin, dac biét khi duing kéo dai co thé dén dén syt phét trién qua
mic cla cac visinh vat khong nhay cam. Néu boi nhiém xéy ra trong qua trinh diéu
tri, cin tién hanh céc bién phap dénh gia thich hop.

Lam thay d6i cécxétnghiém

Trén nhiing bénh nhan dugc diéu tr vdi levofloxacin, viéc xéc dinh opiat trong
nudc tiéu co thé c két qu duong tinh gid. Néu can thiét, nén ding cac phuong
phépdachiéuhon, ) )
Levofloxacin co thé tic ché sy phét trién ctia Mycobacterium tuberculosis, vi thé co
thé dan t6i két qua am tinh gid trong viéc chén doan vi khuan hoc bénh lao.

8.Sirdung thudc cho phu nif cd thai va cho con bii:

Sii'dung thudc cho phu nir c6 thai: ,

Ditliéu vé viéc st dung levofloxacin trén ﬁhu nif ¢d thai con han ché. Céc nﬂhién
c(u trén dong vt khong cho théy céc anh hudng 6 hai i véi doc tinh sinh sén.
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Tuy nhién, do thiéu céc diliéu nghién citu trén nguoi va do dir liéu thyc nﬁhiém cho
thy 6 nguy g gay ton thuang cho céc mé sun chiu trong lyc cva cdc sinh vat dang
phat trién, levofloxacin khdng nén diing cho phu nircd thai.

Sirdung thudc cho phu nircho con bi:

San pham dudc chong chi dinh trén phu nit dang cho con bi. khong cd il thong tin
vé sy b tiét levofloxacin vao stia me, tuy nhién cc fluoroguinolon khéc di vao sa
me. Do thiéu diligu trén ngui va dit liéu thy nghigm cho théy c6 nguy co gay ton
thuong cho cdc md sun chiu trong luc clia cdc sinh vt dang phét trién, khong nén
dung levofloxacin cho phu nif dang cho con bu.

9. Anh hutng clia thudc [én kh niing i e, vin hanh méy méc:

Do thudc cd thé gay ra mdt s6 tac dung khong mong mucn nhir hoa mét, budn n%ﬂJ
chong mét hogc cac réi loan thi gigc. Mot s6 tac dung khang mong mudn nay cothé
[am giam kha nang tap trung va tdc dd phan ing ctia bénh nhan, do 6 ¢6 thé gay rdi
0 trong mot s6 tinh hudng quan trong riéng biét (vi du: 14i xe va van hanh may moc).

10.Tuong téc, tuang ky ctia thudc:

Anh huéng ciia céc thudc [én levofloxacin

Mudi sat, mudi kém, antacid chiia magnesi hodcnhom, cdc didanosin

Su hép thu levofloxacin giam dan ié khi ding déng thdi véi mudi st hodc antacid
chifa magnesi hodc nhom, céc didanosin (chi cac cong thiic didanosin ¢6 nhém hodc
magnesi chuia chat dém). Diing déng thoi levofloxacin véi céc multi-vitamin chifa kém
lam gidm sy hdp thu cta levofloxacin. Khuyén cdo khong nén uong cac chat chua
cation hoa trj hai hogc ba nhu mudi sat, kém, antacid chiia magnesi 0ac nhom, cac
didanosin trong vong 2 g trudc hoéc sau khi udng levofloxacin. Mudi canxi ft anh
hudng lén sy hap thu clalevofloxacin.

Sucralfat

Sinh khd dung ctia Klevox 500 mg? gidm dang ké khi udng cling sucralfat. Néu bénh
nhan Fhéi st dung ca sucralfat valevofloxacin, tot nhét la udng sucralfat 2 gi sau khi
uong

Theophylin, fenbufen hodic thudc gidm dau chdng viém non-steroid tuong tu

Khang c6 tuong téc dugc dong hoc gittalevofloxacin va theophyllin trong nghién clu
[dm sang. Tur nhién, nguéng dong kinh c6 thé giam khi ding dong tho levofloxacin
va theophylin, thudc giam dau chong viém non - steroid hodc céc téc nhan lam
?iém ngung dong kinh khéc. Nong do levofloxacin cao hon khodng 13% khi 6 mt
enbufen hon khi st dung don dc.

Probenecid va cimetidin o

Probenecid va cimetidin cd anh huéng dang ke dén su thai trir ctia levofloxacin. D9
thanh thai cla levofloxacin giam béi cimetidin (24%) va probenecid (34%), do cac
thudc nay o kha nang tic ché suf bai bit vao ong than cUa levofloxacin. Tuy nhién,
vdi céc lieu duoc ding trong nghién ctiu, s khac nhau vé dudc dong hoc khong cd y
nghia trén [am sang. Cén than trong khi st dung dong thdf vdi céc thudc anh hudng
Ién sy bai tiét qua than nhu probenecid va cimetidin, dac biét trén bénh nhén suy than.

Thong tinkhdc o

Céc nghién ctiu 1am sang cho thay rénqhduqc dong hoc ca levofloxacin khong bi
anh hudng khi dting déng thai véi céc thudc: canxi carbonat, digoxin, glibenclamid,
ranitidin.

Anh huéng cla levofloxacin Ién céc thudc khac

Ciclosporin \

Thdi gian bén thai cla ciclosporin tang 33% khi dling dong thai vdi levofloxacin

levofloxacin.

Khdng vitamin K

Tang cdc tri 50 xét nghiém déngf mau (PT/INR) vafhodc ghéK mau dugc ghi nhan trén
bénh nhan khi ding dong thoi Tevofloxacin vai cac thudc khang vitamin K. Vi thé, cén
theodai Kca'c xétnghiém dong mau trén bénh nhan dang dugc dieu trj véi thuoc khang
vitamin K.

Cdc thudclam kéo ddikhodng QT

Levofloxacin, cling nhu cac fluoroquinolon khac, nén dugc diing than trong trén bénh
nhan dang st dung cic thuc cd tdc dung lam kéo dai khodng QT (nhu thudc chong
I?]qn)nhip tim loai [A va ll, thuéc chéng tram cam 3 vong, macrolid, thuéc chéng loan
than,

Thong tin khac X

Trong mot nghién clu vé tucngi tac dugc dong hoc, levofloxacin khdng énh hudng
dén dugc dong hoc ctiatheophyllin (13 cochat clia CYP1A2),cho thay réng levofloxacin
khdng tc ché CYP1A2

Dang tuong téc khac

Thicdn )
Khong co tuunﬁ tdc ¢ § nghia lam sang giia levofloxacin va thic dn. Vi thé,
levofloxacin ¢ thé udng cing véi thiic an.

11.Téc dung khdng mong muéh ciia thudc:

Thong tin du6i day dya trén cdc ditliéu tirhon 8300 bénh nhén trong céc thit nghiém
dm sang va sau khi thudc luu hanh trén thi truding.

Tan sustxudt hién duoc quy dinh nhusau: rét thudng gap (21/10),thuong gap (21/100
dén <1/10), it gap (21/1.000 dén <1/100), hiém gap ?21/ 10.000 dén <1/1.000), rét hiém
q4p (<1/10.000}, chua r (khong thé uc tinh tirditiéu co san).

Nhiém khudn va nhiém kisinh m‘mg .

[t gdp: Nhiém ndm ké ca nhiém Candida, vi sinh vat géy bénh dé khang.

Réiloan mduva bach huyét

It gdp: Giam bach cdu, téng bach cau ditoan

Hiem gdp: Gidm tiéu cau, gidm bach cautrung tinh

Chuaro: Giam toan thé huyét cau, mét bach cau hat, thiéu mau tan mau

Réilognhémiéndich
Hiém gap: Phi mach, qua man
Chuaro: Soc phan vé&, soc dang phan vé.

Réiloan chuyén héa va dinh duéing

[t gdp: Chanan )

Hiem gap: Ha dudng huyét déc biét trén bénh nhén dai thdo dudng
Chuaro: Tang duting huyét, hon mé do ha duong huyét

Réilogn tam than

,Thudn% gap:Matngt

It gdp:Lolang, i lan, bon chon ‘

Hiém géﬁ: Phan ting tam thén (vi du do gidc, hoang tung), tram cém, kich dong, gidc
ma bt thuong, dc mc}nﬁ.‘ ) ‘
Chua r: Réi loan tam than véi hanh vi tyt lam t6n thuong bén than bao gém ¥ dinh
tutirhodc nd luc tutd.

Réilogn hé thin kinh

Thung gap: Dau dau, chong mét

It gdp:Buon ngu, run, réiloan vi gidc

Hiem gdp: Dong kinh, di cam )

Chuaro: Bénh ythan kinh cam gidc n?]oai bién, bénh Iy than kinh van dong ngoai bién,
161 loan khitu giéc gom chiing mét khiu gidc, roi loan vén dong, r6i loan ngoai thp,
métvi gidc, ngat, tang &p Iuic noi so lanh tinh,

Réilognmdt )
Hiém gdp: Rai loan tam nhin nhu'md mét
Chuaro: Mat thi gidc tam thoi

Réiloan taiv taitrong )

[t gdp: Chdng mat do mét thang bang

Hiem gap: U'tai

Chuaro: Mat thinh luc, giam thinh lyc

Réiloan tim

Hiém g3p: Tim dép nhanh, hi hop )

Chua ro: Nhip nhanh thét 0 thé dén i ngiing tim, loan nhip that va xodn dinh (ghi
nhén chd yéu trén bénh nhan co céc yéu to nguy co gy kéo dai khoang QT), kéo dai
QT dién tim do

Réilognmach
Hiém gap: ha huyét dp

Réiloan hé hdp, ngutc vé trung that

[tgdp:khothg )

Chuard: Co that phé quan, viém phai di ting

Réiloan tiéu hoa ,

Thuong gép:Tiéu chay, non, buon ndn

Itgap:Dau dung, kho tiéu, day hai, tobon o

Chuaro: Tiéu chay kem xudt huyét thuong hiém gap, c thé la dau hiéu clia viém ruot
non két, bao gom viém dai trang gid mac; viém tuy

Réilogn gan mdt

Thuong gdp: Tang enzym gan (ALT/AST, alkalin, phosphatase, GGT)

It gdp:tang bilirubin mdu )

Chuaro: Vanﬁ da va ton tuong gan nghiém trong, k€ ca tir vong do suy gan cép, chd
yéu trén bénh nhan dang cd bénh ndng, viém gan

Réiloan da vamé dutida® )

It gép: Nguia, pht ban, may day, tang tiét mo hoi \

Chuia r6: Hoai ttt thugng binhiem doc, hoi chiing Steven-Johnson, hong ban da dang,
phén tng nhay cdm véi anh séng, viém mao mach di ting, viém miéng.

Réilogn coxuong vimé fién két

It gdp:Dau khdp, dau co X

Hiem gap: Rdi loan gan cg bao gém viém gan co (vi du g6t chan Asin), yéu cq déc biét
quantrong trén bénh nhan nhuoc co

Chuard:Tiéu covan, dit gan (vi dy got chan Asin), diit day chang, v co; viém khdp
Réilogn than va tiét niéu

[t gdp: tang creatinin mau

Hiem gdp: suy than cap (vi du do viém than ké)

Réiloan chung v taivitrisiidung

(Tgudr&g)gép: hi xdy ra vdi dang diing duong tinh mach: phén ting tai vi tri truyén
au, do

[t gap: Suy nhugc

Hiem gdp: St

Chua 0: Dau (gom dau ung, nguc va td chi)

9S8cphdnvé cothé xdy ratham chisauliéuddu tién

® Phan tng niém mac da c6 thé xdy ra tham chisauliéu dau tién

Céctdc dun%khén%mong mun khac lién quan t6i fluoroquinolon gom:

- Réiloan chuyén hda L)orphyria

Théng bdo cho bdc sinhiing tdc dung khdng mong muhn gép phdi khi st dung.

12.Qua liéu va cach xirtri:

Theo céc nghién cGu ddc tinh trén dong vat hodc nghién cu dugc ly lam sang
tién hanh vai liéu cao hon liéu diéu trj, cac déu hiéu quan trong nhat cta qud liéu
levofloxacin cép tinh la cac triéu chiing than kinh nhu nhém [an, ch()nﬁ mat, mat y
thiic va co giét, tang khodng QT cling nhut cac phan ting da day - rudt nh buon ndn
vadnmon niem mac. \ )

Anh hung trén than kinh trung ucnﬁ bao gom tinh trang It lan, dong kinh, do gidc va
run dugc ghiinhan sau khi thudc luu hanh trén thi truong. )

Tron%truung hop qua liéu, can tién hanh diéu trftriéu chiing. Kiém tra ECG nén dugc
thuc hién, vi kha nang kéo dai khpén%QT (dc antacid 6 the dugc duing dé bdo vé
niém mac da day. Loc mau, bao gom chay than nhan tao va CAPD khong c6 hiéu qua
trong viéc dao thailevofloxacin ra khdi co'thé. Khong ¢4 thudc gidi dioc diac hiéu.

13.Dactinh dugtc luchoc:

Nhém dugc Iy: Khang sinh nhém fluoroquinolon
MaATC JOIMA12

Coché hoqtd@nz )

Levofloxacin fa khang sinh thudc nhom fluoroguinolon va fa dong phan quanﬁ
hoc dang L cla ofloxacin. Co ché hoat dong cta levofloxacin va cac khang sin
fluoroguinolon khdc colién quan t6i viéc (ic ché topoisomerase IV va DNA gyrase clia
vi khuan (cd hai déu [a topoisomerase typ ), la céc enzym can thiét cho sy tai tao, sao
chép, stia chifa va téi to hgp clia DNA.

Coché khdng thudc )

Co ché khang levofloxacin thong qua su dot bién tai vi trf dich trén cd hai
topoisomerase typ Il DNA gyrase va topoisomerase IV. Céc co ché dé khang khdc nhu
tao vach ngan chong thim éseudomonas aeruginosa) va bom tong thudc ra ngoai c
thé anh huidng cién tinh nhay cam véi levofloxacin. Khang chéo Riﬂa levofloxacin va
céc fluoroquinolon khéc da dugc ghi nhén. Do co ché téc dung, nhin chung khong c6
s khang chéo gita levofloxacin va cic nhém khang sinh khac.

Mdituong quan PK/PD ) )
Tac dur&g diet khuan clia levofloxacin phu thudc vao tj Ié nong do t6i da trong hﬁlyét
thanh (Cmax) hodc dién tich dudi ducing cong (AUC) va nong do tc ché ti thiu (VIQ.

Cécvikhugn nhay cim
Vikhuan hiéu khi gram (+)

Bacillus anthracis, Staphylococcus aureus nhay cm véi methicifin, Staphylococcus
saprophyticus, Streptococci, nhom C va G, Streptococcus agalactiae, Streptococcus
pneumoniae, Streptococcus pyogenes.

Vikhuan hiéu khigram ()
Eikenella corrodens, Haemophilus influenzea, Haemaphilus para-influenzae, Klebsiella
oxytoca, Moraxellacatarhalis, Pasteurellamultocida, Proteus vulgaris, Providenciarrettgeri.

Vikhuan ki khi
Peptostreptococcus.

Khac
Chiamydaphila pneumoniae, Chiamydophila psittaci, Chlamydia trachomatis, Leg,:ionella
pneumophila, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma urealyticum.

Cacvikhudn dat duoc tinh khéng levofloxacin
Vikhuan hiéu khi gram (+)

Enterococcus faecalis, Staphylococcus aureus khdng methicifiin, Coaguiase negative
Staphylococcus spp.

Vikhugn hiéu khigram ()

Acinetobacter baumanni, Citrobacter freundi, Enterobacter aerogenes, Enterobacter
cloacae, Escherichia coli, Klebsiella pneumoniae, Morganella morganii, Proteus mirablis,
Providencia stuartii, Pseudomonas aeruginosa, Serratia marcescens.

Vikhudn ki khi
Bacteroides fragils.

Cécvikhuén khang tu nhién véi levofloxacin
Vikhuan hiéu khi gram (+)
Enterococcus faecium.

14.Dactinh dugc dong hoc:

Hap thu

Levofloxacin duong ung hép thu nhanh va gén nhut hoan toan vi nong do dinh dat
dugc trongvang 1-2io. Sinh khd dyng tuyet dila 99 - 100%. Thiic &n cd anh hudng
nho dén sifhap thu cGa levofloxacin. Trang théi 6n dinh dat dugc trong 48 gicrsau khi
udng levofloxacin 500 mg, 1 hogc 2 lan/ngay.

Phdn b6

(an 30 - 40% levofloxacin én ket vdi protein huyét thanh. Thé tich phén bo trung
binh khodng 100 L sau khi uong liéu don Iap lai, cho thay su phan b6 rong vao trong
cdcmo cla cothé.

Suphdn bd vao cdcmévadich cathé - ) )
Levofloxacin dugc tim théy trong céc mang nhay phé quan, dai thuic bao bieu mo phé
nang, ﬁhoi, da (not phéng 16p), tuyén tién liét va nudc tiéu. Tuy nhién, levofloxacin it
xam nhép vao dich ndo tdy.

Chuyénhda ) o
Levofloxacin chuyén héa & mic d thép thanh céc chat chuyén hoa chil yéu fa
desmethyl-levofloxacin va levofloxacin N-oxid. Chiit hon 5% iéu dugc thai trlr ¢ dang
chat chuyén héa. Levofloxacin on dinh dui dang hoalap thé va khong chuyén héa dé
chuyén dang dong phan.
Thditry )
Sau khi ubng hodc tiém tinh mach levofloxacin, thudc dugc thdi trir cham (T, 16 -8
i0). Levofloxacin thai trir chll yéu qua thn (>85% liéu dung)
6 thanh thai trung binh sau khi dung mot ieu 500 mg fa 175 + 29,2 mi/phit.
Khong co sy khdc nhau dénﬁ ké ve duot dong hoc clia levofloxacin gidia dutng tiém
tinh mach va duing udng, cho théy c thé chuyén doi gidia hai dung dung.
Tuyén tinh ) )
Levofloxacin 6 dugc dong hoc tuyén tinh trong khoang liéu 50-1000 mg.
D6 tuong déic biét
Suythdn .
Dugc d{)nE hoc clia levofloxacin thay d6i trén bénh nhan suy than, Chiic néng than
suy giam, kha nang thdi trlf va dg thanh thai than gidm, thdi gian ban théi tang dugc
trinh bay trong bang dudi céy: ) ‘
Dugc dong hoc trén bénh nhan suy than sau khi udng mét liéu 500 mg

Clo [mi/pht] <20 20-49 50-80
Ch [ml/phut] 13 26 57
tgic] 35 bij 9
Ngubicao tudi
Kﬁéng cosyrkhdcnhau dang kévéduoc dong hoc clialevofloxacingiiangues cao tudi

VA nguoi tré tudi, trtt nhing ngudi cd sy khac biét vé d6 thanh thai creatinin,

Giditinh . .
Cdcphan tich riéng ré trén nam gidi va nit giéi cho thay c6 sy khac nhau nhd ve dugc
dén? hoc cla levofloxacin. Khdng c6 bang chiing cho théy sy khéc nhau c6 y nghia
trénfam sang.

15.Quy céch dong goit Hop 2 vix 7 vién.

16.Diéu kién bao quan, han ding, tiéu chuan chét lugng clia thuéc:
Diéu kién béo quan: Bao quan ¢ noi kho mat, nhiét do dudi 30°C.
Handlng: 36 thang ke tirngay sénxudt,

Tiéu chudn chét lugng cla thubc: Nha sén xudt

17.Tén, dia chi co's&'sén xuét thudc:

LABORATORIOS CINFA, S.A.

Dia chi: Ctra. Olaz-Chipi, 10. Poligono Industrial Areta, 31620 Huarte-Navarra,
TayBanNha. )

Vai tro: San xuat, kiém soat 16 va xudt xung 10.

LABORATORIOS CINFA, S.A.
Dia chi: Travesfa Roncesvalles, 1, 31699 Olloki (Navarra), Téy Ban Nha

Vai tro:Dong g6 so cap va thii cép.
Qcinfa

Laboratorios Cinfa, S.A.
Olaz-Chipi, 10 P.I. Areta
31620 Huarte (Navarre)
SPAIN




