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Rx- Thudc niy chi dimg theo dom thudc
1. Tén thude: LEUKILOC 250
LEUKILOC 500
2. Ciie déu higu lru ¥ vi khuyén edo khi diing thude:
"£)é xa tdm fay fré em
Doc ki lnrimg dén sir dung tricée khi dimg ™
3. Thiinh phin cing thire thube:

LEUKILOC 250

Mobi vién nén bao phim chira:

Thanh phin hogt chit: Levofloxacin................ 250,00 mg

{Du dgng Levolloxacin hemihydrat 256,23 mg)

Thinh phin 14 duge: Microerystalline cellulose MI101, Matri eroscarmellose,
Hypromellose 606, Magnesi stearat, Colloidal silicon dioxyd, Hypromellose 615,
Kollicoat Protect, Macrogol 6000, Ponceau 4R lake, Sunset yellow lake, Talc, Titan
dioxyd, Fthanol 96% (**), Nudc tinh khiét (**),

Crhi chak:

(*%) l& mhitng chdt mit @i trong qud trink pha ché

LEUKILOC 5

Mdi vién nén bao phim chira:

Thanh phfm hoat chét; Levofloxacin ............... 500,00 mg

(D dgng Levolloxacin hemihydrat 512,46 mg)

Thénh phin té duge: Microcrystalline cellulose M 101, Natri croscarmellose,
Hypromellose 606, Magnesi stearat, Colloidal silicon dioxyd, Hypromellose 613,
Kollicoat Protect, Macrogol 6000, Ponceau 4R lake, Sunset vellow lake, Tale, Titan
dioxyd, Ethanol 96% {**), Nudc tinh khiét (**).

Ghi eini:

(**) Id nhitng chdt mdi 3 trong qud trinh pha ché
4. Dang bao ché

Vién nén bao phim.

M ta:

LEUKILOC 250: Vién nén dii mdt mét co chit SPM, mdt m@t cd gach ngang, bao phim méu
@b hitng, canh v thinh vign lanh lan.

LEUKILOC 500: Vién nén dai mit mt c6 chir SPM, mdt mt cd gach ngang, bao phim mau
dis hang, cynh v thinh vién linh lin.

5, Chi djnh:

O nguisi lm, LEUKILOC duge chi dinh dé diéu tri cc bénh nhigm tring sau (xem phiin
Cdnh bao va thgn trong khi dimg thude va Bdc tink disgre hue hoc):

» Viém xoang cip tinh do vi khudn

Trong céc bénh nhiém tring néu trén, chi nén st dyng LEUKILOC khi thiy khing phi
hip dé sit dung céc thude khéng khudn khic thuimg duge khuyén cdo dé didu trf céc bénh
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nhiém trimg nay.

» Viém phii mac phai trong cing ding

« Nhidm tring da va m& mém phirc tap / Nhim tring da va ciu tric da phire tap. D& vai
chc bénh nhiém triing néu trén, chi nén ding vién Levofloxacin khi khing phi hyp dé
diing e thube khang khudn thudmg duge khuyén cdo dé didu trj cae bénh nhidm tring
nay.

* Viém bé thin cip va nhidm trang duémg tiét niéu phirc tap (xem phin Cdnh bdo vé
thiin trong khi diing thudc)

~ Viém tuyén tién liét min tinh do vi khuin

« Viém bing quang khing bién chimg (x¢m phin Cdnh bde vé thin trong khi ding
thude) Trong cdc bénh nhifm trimg néu teén, chi nén sir dung LEUKILOC khi thdy khing
phil hgp @€ sir dung cdc thube khang khudn khic thuémg duge khuyén cdo dé diéu tri cde
bénh nhiém tring ndy.

« Bénh than do hit phai: phong ngira san khi phoi nhidm vi diéu trj bénh (xem phf‘m
Cérnth béo vir thin trong khi dimg thude)

» Pot ciip ciia bénh phdi tic ngh#n mén tinh bao ghm viém phé quan,

Trong cdc bénh nhifm tring néu trén, chi nén sir dyng LEUKILOC khi thiy khéng phi
herp dé st dung cée thube khing khufn khic thuimg duoe khuyén cdo dé diéu trj cde bénh
nhigm trimg niy.

LEUKILOC eling ¢b thé duge sit dyng ¢ hodn thanh mét ligu trinh diéu trj & nhimg
bénh nhin di cho thiy sy cdi thién trong qud trinh didu trj ban déu bing levofloxacin tiém
tinh mach. Cin ciin nhiic hiwdmg din chinh thire vé& vige sit dyng thude khing khudn phi
hop.

6. Litu lugng va cich ding:

LEUKILOC duge ding mdt hodic hai ldn mdi ngay, Lidu lwong duge cho 14 phy thudc
vae loai v mire 49 nghiém trong cia nhiém tring va 48 nhay cdm ciia tac nhin géy bénh.

LEUKILOC efing e thé duge sir dung 42 hodn thanh mdt lidu trinh didu tr & nhimg
bénh nhin da cd sir cdi thién trong qud trinh didu trj ban ddu bidng levofloxacin tiém tinh
mach; do dang tiém va dang ufing 6 tinh twomg duomg sinh hoe nén ¢ thé sir dung ciing
mit lidu hrong.

Li¢u hrgmeg

C6 thé dura ra khuyén cdo vé lidu dimg Levofloxacin nhur sau:

Liéu dimg & bénh nhdn cd chire ndng thgn bink thwomg (4§ thanh thai creatinin >
SO0ml/phit)

Chi djnh ‘ Phéc do licu ding hang ngay (theo | Thii gian
mire d§ nghiém trong) diéu tri
| Viém xoang cp tinh do vi khudn 500 mg mét lin mdi ngdy 10-14 ngiy
| Bt cap tinh coa viém phé quan | 500 mg mdt lin mai ngdy 7-10 ngdy
| miin tinh do vi khugn - _ B
[ié“‘ phoi mic phdi trong cing | 500 mg mdt hode hai lin moi ngay | 7-14 ngay

Vilamed
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ding

Viém bé thin 500 mg mdt kin mAi ngay 7-10 ngiy
Viém bang quang khéng bién | 250 mg mot lin moi ngiy 3 ngdy
chimg

Nhiém timg dwomg tiét nidu | 500 mg mdt lin moi ngdy 7-14 ngay
phirc tap

Viém tuyén tién liét man tinh do | 500 mg mot An moi ngay 28 ngay
vi khudin

Mhiém tring da vd mé meém | 500 mg mot hodc hai lin mdi ngay | 7-14 ngay
phirc tap

Hit phai bénh than 500 mg mot Lin moi ngdy % tudin

Diéin s dic biét
Suy gidam chire nédng thdn (4 thanh thai creatinin < 50ml/phit)

Liéu diing

250mg/24 gitr 500mg/24 gitv S00mg/12 gir '_1
D§ thanh thai | liGudiu ien: 250mg | ligudduiién: S00mg | liéwde tién: 500 mg =
creatinin :
50-20 miphit | Lidy s d6: 125mg24 | Lieu s do: 250 mg24 | Litu s &b 250
e gt meg/12 gitr A
19 - 10 mUphit | Lidu sau d6: 125 mgM8 | Liéu sau a8 125mg/24 | Lidu sau d6; 125mg12 _

Bilr B il r;
< 10 ml/phit Licu sau d5: 125 mgM8 | Ligu sau &5 125mg24 | Lidu sau d6: 125mg24
(bacgbmcd | gidr iy il
thim phin mfu
vi | CAPD

| Khong cin dimg thém liéu sau khi thim phin mdu hogc thim phin phiic mge lién e
ngoai trd (CAPD).

Suy griam chre ndng gan

Khéng ¢in diéu chinh lidu dimg vi levofloxacin khing duge chuyén hia & mire dé <6
lign quan & gan va chil yéu duge bai tét qua thin,

N can tubi

Khing cin diéu chinh liéu ding & ngui cao tudi, ngoai trir viée didu chinh lid¢u dimg khi
xem xét chirc nfing thin (xem thém phin Cdnh bdo va thin trong khi dimg thude vt kéo
dii khodng QT)

Tré em

Levofloxacin chéng chi dinh & ré em va thanh thiu nién dang trong &3 tudi phdt trién
(durdi 18 tudi) (xem phin Chdng chi dinh)

Cach diung

LEUKILOC phdi duge nuét ma khdng nghién ndt va véi mat hrong chit ling vira dit, Cé
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thé ubng vién nén trong bira fin hofic gitta cde bita &n, Vién nén Levofloxacin phai duoc
udng it nhit hai gitr trede hode sau khi ding mubi sit, mudi kém, thude khang axit ¢
chira magié hofic nhém hodc didanosine (chi cde ché phim didanosine ci chira chit dém
chira nhdm hofc magié) vi dimg sucralfat vi cb thé xiy ra tinh trang giam hdp thu (xem
phiin Twang tde, twang ky ciia thude).
7. Chéng chi dinh:

LEUKILOC khéng dwoe sir dung:

* & nhitng hénh nhén qui min cim vii levofloxacin hofic cde quinolone khic hofic vai
bit ki th duge ndo duge ligt k& trong phin 6.1

» & nhitng bénh nhén bj dfng kinh,

+ & nhitng bénh nhén cé tidn str rdi logn gn lién quan dén vide sir dyng fuoroguinolone,
« i tré em hofc thanh thiéu nién dang 1én,

« trong thid ky mang thai,

= ¢ phu nit dang cho con ba

8. Canh bdo va thino trong khi ding thude:

Nén trinh st dyng LEUKILOC & nhimg bénh nhén 43 timg gip phén img cb hai nghiém
trong khi sir dung céc san phﬁ.m ¢O chira quinelene hofic fluoroquinolone (xem phin Tdc
dung khing mong mudn cua thuse), Chi nén bit diu didu trj nhimg bénh nhén ndy bing
LEUKILOC khi khing ¢6 lya chon didu trj thay thé va sau khi d4nh gid cin thin lgi
fch/riii ro (xem thém phin Ching chi dink)

Phinh djng mach chi vi bée tdch ding mach chi, vi hdé van tim/suy tim

Céc nghién ciru dich t& hoe bio cho nguy cor phinh ddng mach chi va tich dong mach
chil tang 1&n, dic biét & bénh nhin cao Wi, va trdo ngwge van ddng mach cha vé van hai
|4 sau khi diing fluoroquinolone. Céc trudmg hop phinh ddng mach chi va tach ding mach
chil, d8i khi phire tap do vi¥ (ké ca tir vong), vi trdo nguwge/bit lye cda bl ki van tim ndo
4 drge bio edo & nhitng bénh nhin ding flucroguinolone (xem phin Tde dung khing
mong muan cila thude)

Do dd, chi nén sit dung Muorequinolone sau khi danb gid cdn thin lgi ich-ri ro va sau
khi cin nhiic cdc lya chon didu tri khic & nhimg bénh nhin ¢6 tién si7 gia dinh mic bénh
phinh djng mach, hofc bénh van tim bim sinh, hoje & nhimg bénh nhin duge chin dodn
mic bénh phinh déng mach chi va/hodc phinh tich ding mach chi, hofic bénh van tim tir
trudic, hoiic khi ¢6 cde yéu t& nguy co hode tinh trang khéc c6 thé din dén

- d6i viri ¢ phinh ddng mach chi vé bée tach ddng mach chi, vit hé van tm/suy tim (vi
dyt céc réi logn md lidgn két nhu hdi ching Marfan holc hdi chimg Ehlers-Danlos, hoi
chimg Turner, bénh Beheet, tAng huyét dp, viém khip dang thip) hodc bo sung

- dbi vai phinh ddng mach chit vil tich ddng mach chi (vi dy cic rdi logn mach mau nhy
viém ddng mach Takayasu hodc viém dong mach t& bao khéng 16, hojge xo vita ding mach
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di biét, hoge hoi chimg Sjt gren) hofic bd sung

- ddi v tinh trang hér van tim/suy tim (vi dy viém ndi tim mae nhiém tring)

Nguy co phinh dong mach chi va tich ding mach chi, climg nhy viv dong mach chi
ciing cé thé ting & nhitng bénh nhin dirge didu tri ddng thid vii corticosternid toan thin.

Trong trimg hop dau byng, dau ngue hofic dau hmg dit ngdl. bénh nhin nén duge
khuyén dén gip bdc sTngay tai khoa cﬁ:p cira,

Bénh nhin cin duge khuyén tim kiém sy chiim sioe y 1€ ngay Tﬁp tire trong truimg hop
khé thir Lﬁp tinh, xudt hién tridgu chimg hii hép tim mdi hode phi i o bung hofic chi dudi.

Staphylococcus aureus khing methicillin (MRSA)

8. Aureus khiang methicillin et c6 khd ning ddng khing véi fluoroguinolone, bao gom
levofloxacin. Do do, levofloxacin khing duge khuyén cdo dé didu i nhidm tring MRSAJC ™ -
d3 hiét hodc nghi ngir trir khi két qué xét nghiém xdc nhin tinh trgng nhay cim cia
khudn vii levofloxacin (va céc tic nhin khing khuin thwong dwge khuyén cdo dé dilu tif]
nhi¢m tring MRSA durge coi 1a khong phi hop). C

Levofloxacin ¢6 thé duge sir dung trong diéu trj Viém xoang cip tinh do vi khudn vi Dot| S0
cdp ciia Viem phé quan min tinh khi cde bénh nhidm tring niy 48 dwge chin dodn diy di.

Kha ning khéng Auorogquinolone cia £, coli — tc nhin giy bénh phd bién nhit lién quan
dén nhim trung duémg tiét nidu - khic nhau trén khip Lién minh Chiu Au. Nguir ké dom
duge khuyén nén tinh dén tinh trang khéng fluoroquinolone phé bién tai dia phuong & gm
colf. s |

Hit phai Bgnh than: S dyng & ngnin dyra trén dit ligu vé kha ndng nhay cam vin Eﬂ.ﬂlt}&'}"
anthracis trong ong nghiém vi dit liéu thir nghiém trén ddng vit cling vl dix liéu han h¥
trén g, Béc s didu tri nén tham khio cde i ligu dong thudn qubc gia vivholic quogte
lién quan dén viée didu trj bénh than,

Phén dng thude nghiém trong kéo dai, gy tan tit vi cd khi ning khéng thé phuc
hii

Rét hidm truwimg hgp phin (mg thube ¢ hai nghiém trong kéo dai (nhitu thang hodc
nhiéu ndm), tin tit va ¢o khi ning khong thé phyc hdi dnh hwdng dén cic hé thong co thé
khac nhaw, dbi khi 14 nhidu b# théng (co xuong, thin kinh, tim thin va gidc quan) 43 duge
bao cdo & nhimg bénh nhin ding quinalone vi flusroquinolone bit ke wii tic va cie yéu
th nguy co hién o cia he. LEUKILOC nén dwge ngimg ngay khi ed diu hidu hoje trigu
chimg diu tién ciia bit ki phan (mg c6 hai nghiém trong ndo va bénh nhin nén duge
khuyén lién hé vii bie si ké don d& duge tr vin,

Viém gin va dirt giin

Viém gin vi dit géin (ddc biét nhumg khéng gidi han & gin Achilles), doi khi la ca hai
bén, et thé xiy ra sém nhit 12 trong ving 48 gidr sau khi bt ddu diu trj bing levofloxacin
vil 88 trge bdo cdo 18n dén vii thang sau khi ngimg diéu trj & nhimg bénh nhin ding lidu
hing ngdy 1 1000 mg levofloxacin, Nguy co viém gin va dirt gin ting lén & nhimg bé¢nh
nhén lém tudi, bénh nhdn suy thin, bénh nhin ghép tang dic va nhitng nguéi duwge diéu trj
dong thiri vl corticosteroid. Do d6, nén trdnh siv dung ddng thiri corticosternid. Khi cd
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diu higu diu tién coa viém gin (vi dy nhu sung dau, viém) nén ngimg diéu trj bing
LEUKILOC va nén cén nhiic diéu trj thay thé, Can diéu tri thich hyp cho chi bj nh huwdng
(vi dy nhur bdt dong). Khéng nén sir dung corticosteroid néu c6 diu hiéu bénh Iy gin.

Bénh lién quan dén Clostridinm difficile

liéu chiy, ddc biét 14 néu nghiém trong, dai ding va/holic ¢6 miu, trong hofic sau khi
digy tri bing LEUKILOC (bao gbm ch vii tuin sau khi diu tri), c6 thé 14 triéu chimg cia
bénh lién quan dén Clostridium difficile (CDAD), dang nghiém trong nhit 14 viém dai
tring gid mac (xem phin Tde dung khing mong mucn ctia thude), CDAI ¢é thé & mirc 43
tir phe dén de doa tinh mang, dang nghiém trong nhét 1a viém dai tring gid mac (xem phin
Tie dung khong mong muén cia thudc). Do 6, didu quan trong 13 phii xem xét chiln
dodn ndv & nhimg bénh nhin bi tiéu chiy nghiém trong trong hode sau khi didu trj bing
levofloxacin. Néu nghi ngd holic xdc nhin CDAD, phai ngirmg LEUKILOC ngay ldp tirc ;

vii bénh nhdn nén duge didu tri bing bién phip hd trg = lifu phdp dic hifu ma khing
chim tré (vi du vancomycin dutmg udng). Cic sdn phﬁm {rc ché nhu dang rudt bj -;hfmg
chi dinh trong tinh hudng 1im sang ndy.

Bénh nhin dé bj co gidt ol

Quinolon cd thé lam gidm nguimg co gift v cb thé gy m con ding kinh. LEUKILOC
::h{mg chi dinh & nhimg béah nhin cé tién sir dnng kinh (xem phin Chéng chi dink) va
giong nhu cac gquinolon khic, nén duge sik dung hét sire thin trong & nhitng bénh nhin cd
nguy co hofc dang didu trj ddng théi voil cic thude lam gidm ngudng co gifit nfo, ching
han nhy theophylline (xem phiin Twong tde, fuomg ky ctia thudc). Trong trudmg hop co
gift, nén ngimg didu tri bing levolloxacin,

Bénh nhin bi thién hut G-6-phosphate dehydrogenase

Bénh nhén 6 khiém khuyét tiém én hoge thye 1€ vé hogt ddng cia glucose-6-phospahte
dehydrogenase ¢6 thé d2 bj phan img tan mau khi dwge didu tri bing thube khing khudn
quinolone, do 4 cin thin trong khi sir dung levofloxacin. Do &6, néu phai sir dung
levofloxacin cho nhitng bénh nhin nay, cdn theo ddi kha ning xdy ra tan miu,

Bénh nhin suy thiin

Vi levofloxacin duge bai tiét chil yéu qua l,hJ,’in nén lifu dimg LEUKILOC phii duye diéu
chinh & nhitng bénh nhin suy thin (xem phin Liéu lwgmg v cdch dimg).

Phan ing qua miin

Levofloxacin ¢ thé giy ra cde phin ng qui min nghiém irgng, co khd ndng giy tir
vong (vi du phit mach dén sdc phﬂn v&), d6i khi xdy ra sau lidu ban ddu (xem phin Tdc
dung khong mong mudn ciia thude). Bénh nhin nén ngimg diéu tri ngay lip tie va lién hé
vivi béc sT hofic bic s7 cdp ciru, nguii sé bat diu cic bién phap ciip ciru thich hop.

Phiin dfrmg bong mirdre nghiém trong

Cée trirémg hop phin img da bing nude nghiém trong nhur hi chimg Stevens-Johnson
hodic hoai tir biéu bi nhifm dic d3 duge bdo cio voi levofloxacin (xem phin Tie dung
khéng mong muon g thude). Bénh nhin nén dwge khuyén lién h§ vii bic T ngay trudce
khi tiép tuc diéu trj néu xdy ra phin (mg da vivhodc niém mac.

EM
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Rii logn duivng huyét

Nhir v tit cd cic quinolone, toi logn dudmg huyér, bao gbm cd ha dudmg huyét va ting
dirdmg huyét di duoc bio cdo, thuémg & bénh nhin tidu dimg dang didu trj ding thii vai
thude ha dwimg huyét dang udng (vi du, glibenclamide) hodic vai insulin, O nhing bénh
nhin tiéu duimg ndy, khuyén cdo nén theo ddi can thin dutmg huyét, (Xem phin Tde dyng
khong mong muon ctia thude),

Ngidn ngira tinh trang nhay cam vii danh siang

Mie di tinh trang nhay cim viri dnh sdng rit hidm khi xdy ra khi ding levofloxacin,
nhumg khuyén cdo bénh nhin khong nén tiép xic khong cin thiét véi dnh sing mgt tréi
mgnh hodc tia UV nhin tgo (vi dy nhu dén eye tim, phong tim niing) trong qud trinh didu
tri vé trong 48 gitr sau khi ngimg didu trj ¢ ngdn ngira tinh trang nhay cdm véi danh sing.

Bénh nhin dwge diéu tri bing thude déi khing vitamin K [

Do ¢ the lam ting cic xét nghiém dong mau (PT/INR) vivhode chiy méu & nhitng bénh
nhin duge didu tri bing LEUKILOC két hop vai thube doi khang vitamin K (vi dy warfa-|
fin), nén theo doi cée xét nghiém ddng méu khi diing ddng ther cdc thudc nay (xem phin| -\
Tueorng tie, tremyg ky cria thude).

Phin (rag loan thin

Phin (mg loan thin da duge bdo cdo & nhimg bénh nhin dimg guinolone, bao gim
levofloxacin, Trong nhimg truimg hop rit hiém, nhimg phan (mg ndy tién trién thinh ¥
dinh nr tir vt hinh vi tr gly nguy hiém - d6i khi chi sau mdt li¢u levofloxacin duy nhat
(xem philn Tde dung khing mong mudn ctia thuée). Trong truong hop bénh nhin phit
trién nhitng phin {mg ndy, nén ngimg ding levofloxacin va &p dung cdc bién phap thich
hop. Cén thin trong néu ding levofloxacin cho bénh nhin logn thin hodc bénh nhin cf
tién sir bénh tdm thin.

Rdi loan tim

Khewang OT kéo ddi

Cin thin trong khi sir dung fluoroquinolone, bao gém levofloxacin, & nhimg bénh nhin
b cac yéu td nguy co kéo dai khodng QT d2 bigt nhur sau:

» hi chimg QT dai bim sinh

« sir dung ding théi cdc thude drge bidt 14 kéo dii khodng QT (vi dy thuie ching loan
ithjp nhom [A va nhém 1, thube chéng triim cim ba ving, thude macrolide, thude ching
logn thin).

» mit ciin bing dién gidi khong duoc didu chinh (vi dy ha kali mau, hg magie mau)

» Bénh nhiin 1ém twdi vi phy ni o thé nhay cim hon véi thude kéo dai khoang QTe.

» Do 36, ¢in thiin trong khi s& dyng fluoroguinolone, bao gom levofloxacin, & nhimg
nhém nguii nay.

+ hénh tim (vi du suy tim, nhdi mau eo tim, nhip tim chim) (Xem phin Liéu hegng v
edoh ding: Neuti cao tudi, Tieong tde, fiweong ky ciia thude, Tde dung khdng mong muin
ciia thude, Oud lidu),

Bénh Iy thin kinh ngoal bién

gt

%



https://trungtamthuoc.com/

VI“G“TIEd Ter hecmg din sie dung thuée LEUKILOC

Cic trirdmg hgp bénh 1y thin kinh cdm gide hofic cdm gide vin ding din dén dj cam,
gidm cim giae, logn cém hofic yéu co d@ duge bio cio & ohitng bénh nhin ding uoro-
guinolone. Bénh nhin dang didu trj bing LEUKILOC nén diroe khuyén thing béo cho bic
57 trurdre khi tiép tue didu trf ndu xufit hién cc triéu chimg bénh Iy thin kinh nhu dau, néng
rit, ngira ran, t& hodc yéu co &€ ngan ngira tinh trang bénh cd khi nang khéng hoi phie.
(xem phan Tde dung khdng mong mudn cia thude),

Rl loan gan mit

Cée tnrdng hop hogi tr gan lén dén suy gan de doa tinh mang di duge bao cho vdi
levofloxacin, chil yéu & nhimg bénh nhin mic cic bénh tiem &n nghiém trong, vi dy nhu
nhiém tring huyét (xem phin Tde dung khing mong mudn ciia thude). Bénh nhin nén
thrge khuyén ngimg didu iri va lién hé v bac s néu cie ddu hidu vi triéu chimg cia bénh
gan phit tridn nhir chén fn, ving da, nude tidu sim mau, ngire hode dau bung.

Sir trim trong thém cia bénh nhuye co

Fluoroguinolong, bao glr}m levolloxacin, ¢d hoat tinh chen thin kinh co va cé thé lam
triim trong thém tinh trang yéu eo & nhing binh nhin bj nhuge co. Cdc phin img c6 hai
nghiém trong sau khi dua ra thj trudng, bao gﬁm tir vong vi yéu ey hd troy i hﬁp. co lién
quan dén viée sir dyng fluoroquinolone & nhimg bénh nhin bj nhirge co. Levofloxacin
khéng duge khuyén cdo & nhimg bénh nhin ¢6 tién st bi nhree co.

Réi logn thj giac

Néu thi lyc bj suy gidm hofic 6 bt k¥ anh hwéng nio dén mit, cin phai tham khio ¥
kién bac sT chuyén khoa mét ngay lip tdc (xem phin Anh fudmg ciia thude lén kha néng
ldi xe, vin hdnh mdy mée v Tde dung khéng mong mudn ctia thée)

Nhidm tring thir phat

Vide sir dung levofloxacin, ddc biét 12 néu kéo dai, ¢6 thd din dén tinh trang phdt trién
qul mirc eha cde vi khudn khong nhay cam. Néu xdy ra tinh trgng bi nhiém trong qui
trinh diéu tri, edn &p dyng cée bién phip thich hop.

Can thiép vio cic xét nghiém trong phong thi nghi¢m

(} nhimg bénh nhin duge diéu i bing levofloxacin, vide xdc dinh thudc phién trong
firdie tiéu co thé cho két qua duong tinh gid. C6 thé cdn phai xic nhin sing lpe thude
phién duong tinh bing phuong phip cu thé hon. Levofloxacin ¢6 thé tre ché sy phit trién
ciia Mycobacterium tuberculosis va do d6, cb thé cho két qua m tinh gid trong chin dodn
vi khudn lao.

Cinh bio lién quan dén ti dwge sir dung

Thude c6 chira ponceau 4R lake, sunset yellow lake ¢6 thé gy ra cée phin (g dj (mg.
9, Sir dung thude cho phu nir ¢ thai vi cho con bi:

Mang thai

Cé sé hromg dir lidu han ché vé vigc sir dung levofloxacin & phy nit mang thal. Céc
nghién ciru trén ddng vit khong chi ra tic dung oo hai trye tiép hofic gidn tiép lién quan
dén déc tinh sinh sin (xem phin DF ligu an todn tién ldm sang). Tuy nhién, do khng cé
di 1iéu trén ngudi va do nguy co gy thn thwong thye nghiém do fluoroquinolone ddi v
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sun chiju lye ciia co thé dang phdt trién, khong duge sir dyng LEUKILOC & phy nit mang
thai (xem phin Chéng chi dink v Dit lidu an todn tién ldm sing),

Cho con ba

Levofloxacin ching chi dinh & phu nit cho con bi. Khéing ¢d di théng tin vé viée bai tiét
levofloxacin vao sira me; tuy nhién, cic fluoroquinclone khic duge bai tiét viio sita mée.
Do khéng c6 dif liéu & ngudi va do dir ligu thye nghiém cho thiy nguy co gy ton thuong
syn chiu lye cia co thé dang phét trién do fluoroquinolone, khing dwpe sir dung
LEUKILOC & phy nit cho con bl (xem phin Chdng chi dinh va Di ligu an todn tién lim
sing)

Khi ping sinh sin

Levofloxacin khéng giy suy gidm kha nfing sinh san hodc hidu sudt sinh san & chudt.

10. Anh hwing ciia thuic Ién kha niing ldi xe, vin hinh may mae:

Mat s tic dung khting mong mudn (vi dy nhu ching mit, budn ngi, rdi loan thi gidc) co
thé lam suy giam khi ning tip trung va phin tmg coa bénh nhin, do d ¢6 the gdy i ro
trong nhing tinh hudng ma nhimg khi ning niy ¢ tdm quan trong dic biét (vi du nhu Ii'i Lx_l'
xe O 16 hofe viin hianh miy moc). y
11, Twong tic, trong Ky, eia thude: F\r- '

Tdie dung cia cic thube khie lén LEUKILOC

Mudi sit, thude khing axit cd chira magié hojc nhom, didanosine %-’5

Sy hip thu Levofloxacin giam ding ké khi dimg mudi sat, hogie thude khing acid cb chira
magie hodic nhim, hodc didanosine (chi cde ché phim didanosine ¢d chira chét d8m nhdm
hofic magic) dong thii véi LEUKILOC. Viéc dimg ding thir ﬂuﬂmqumnlnnu v nhiéu
logi vitamin ¢6 chira kém c6 vé lam giam sy hiip thu qua duimg ubng cia ching. Khuvén
cho khéng nén ding céic ché phiim ¢6 chia cation héa trj hai hodie ba nhir mudi sit, mudi
k@m hodic thude khing acid cd chira magie hofic nhdm hodic didanosine (chi céc ché phim
didanosine ¢& chita chit dém nhdm hojic magie) 2 gitr trude hode sau khi ding
LEUKILOC (xem phin Liéu heomg va cdch dimg).

Mubi canxi b tic dung 1Hi thiu dén sir hip thu levofloxacin qua duimg udng.

Suerallal

Khi dung sinh hoe ¢lia vién Levofloxacin gidm ding ké khi ding cing sucralfat, Néu
bénh nhén phai ding ca sucralfat va Levofloxacin, 161 nhit nén ding sucraifat 2 gidr sau
khi ding vién Levofloxacin (xem phin Lidu lirgng va cdch dimg),

Theophylline, fenbufen hode cic thube ching viém khing steroid twong ty

Khang cd twomg tic duge ding hoe nae cia levofloxacin vdi theophylline duge tim théy
trong mit nghién ciu lim séng. Tuy nhién, ngudng co gifit ndo cé thé gidm rd rét khi ding
guinolone déng thii viéi theophylline, thude chong viém khing steroid hodfic edc tic nhin
khie lam gidm nguimg co gidt.

Nong dé Levofloxacin cao hom khodng 13% khi ding chung v fenbufen so v khi
ding riéng lé.

Probenecid vi cimetidin

—— O —
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Probenecid vii cimetidine ¢é tac dung e6 v nghia thing ké dang ké adi vii vige dao thai
levofloxacin, B thanh thai levofloxacin qua thin bj gidm béi cimetidine (24%) va
probenecid (34%). Didu ndy 1& do ci hai logi thude déu cb kha niing ngiin chin su bai tiée
levofloxacin & dng thin, Tuy nhién, & Liéu d2 thir nghiém trong nghién ciny, s khic bit
vé ddng hoe eb ¥ nghia thing ké khéng cb kh ning lién quan dén lim sing,

Cén thin trong khi ding ddug thai levofloxacin véi cdc thube inh huimg dén bai tiét &
{ng thin nhu probenecid vi cimetidine, dfic biét & nhitng bénh nhiin suy thin.

Thong tin lién quan khic

Cée nghién et duge 1y 1im sing d3 chi m ring duge dong hoe cia levofloxacin khing
bj anh huémg & mirc dd cd ¥ nghia lim sang khi levofloxacin duge ding cing vii cic
thudc sau: canxi cachonat, digoxin, glibenclamide, ranitidine.

Tic dung cia LEUKTLOC lén cde thube khic

Thuoe ciclosporin

Thisi gian béin thii ciia ciclosprorin ting 33% khi dimg ddng thir voi levofloxacin.

Thude dai khdng vitamin K

Tang xét nghiém ddng méu (PT/INR) vi‘hoc chay mau, ¢d thé nghiém trong, di duge
héo cfio & nhimg bénh nhin duge didu tri bing levofloxacin két hgp vai thude dbi khing
vitamin K {vi du warfarin). Do d6, cin theo doi xét nghiém déng mau & phimg bénh nhéin
durpe didu tri bing thudc ddi khang vitamin K (xem phin Cdnh bdo va thdn trong khi dimg
thude).

Thude diepe biét la kéo dai khodng OT

Levofloxacin, gidng nhu cic fluoroquinolone khic, nén duge si dung thin trong &
nhing béah nhan dang ding thube duge hiét 1a kéo dai khoang QT (vi dlg thudie Lh:mg,
logn nhip nhom LA va 111 thude chéng triim cAm ba vong, macrolide, thudic Lhung logan
thén). (Xem phiin Cenh béo va thin trong khi dimg thude: Kéo dii khoang QT).

Thong tin lién quan khde

Trong mbt nghién cim vé nromg tie dwoe ding hoe, levofloxacin khong dnh hudmg dén
dirge ddng hoc cia theophylline (1 chit nén thdm do cho CYPLAZ2), diéu nay cho thiy
levofloxacin khong phai 14 chit &re ché CYP1A2.

Cede twomg tdc khde

B dn

Khéng co tweng tic ¢6 lién quan vé mat lim sdng véi thire dn. Do d6, LEUKILOC co thé
duge ding bt ké thire n,

Twong ky: Do khbng ¢6 cde nghién cimn vé tinh nrong ky chn thube, khong win Jin
thude nay vai cae thude khéc,

12. Tac dyng khing mong mudn cia thude:

Thing tin dua ra dudl diy dya trén dit li¢u tir cdc nghién clru lim sang trén hom B300
bénh nhidn v kinh nghi¢m hiu mai siu ring.

Cée phan (ng cb hai dwoe mo ti theo hé Lhu-ng e quan MedDRA bén dudi, Tdn sudt
durre xde dinh bing cich sir dung quy wic saw rit phd bién (= 1/10), phd bién (= 1/100
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dén <1/10), khéng phd bidn (> 1/1000 &n < 1/100), hiém (= 1/10000 dén < 1/1000), rat

hifm (< 1/10000}), khing rd (khing thé ude tinh tir dit ligu co sin),

Hé thiag co quan Phi bidn Khing phi biin Hifm Khdng rit (khing
(= 1100 dén <1710y | (= 1/1000 dén < = LI dén < | o wnive tinh tir g
[ 110y 1/1(M00H) ligu o6 sin)
Nhiém wing  vA Nhifm nim bso
abidm ks gdm ki ndm
Candica
¥ hing binh
Wi logn b thing Gridm bach cdu Gilm tida cho Caien fodn the: byt
mufin v bpch huy cilu
Ting bach edu 4i Giidm bach cdu
boan trung tink Thiéu miu tn mia
Gidm bach cdu hyt
Hoi Jopn bé théng Phit mach Soe phin v
mien dich
Qud min cam (xem | S4c phin v (xem
phlln Cank bdo vd | philn Camlr bdo v
thiin trpeg Kb dimg | thdn trpmg ki dieng
o thiic) thivic)
Rasi logn chuyén haa | Chin an Ha dutmg huyér dac | Ting dudmg huyét
v dinh dutmg bigt & bénh nhin di
théo duimg (xem Hiti mé by duimg
phiin Cely o v byt (nem phidn
thaiin rpmg ki ditng | Cole bio v then
phertdie) trgn kil g
_ terede)
i logn tAm thAn® | Mt ngi Sur b g Philn tmg logn thin | Risi logn tim thin cb
{vil dy mhurdio giac, héinh i tu g8y nguy
Trang thii bdi rdi | hoang teémg) hidm o ghm §
dinh g it hode e
Sy bo ling Tridm cam ghng tyr tir (xem
philn Cerrlt hae wi
Sy kich dfmy :.Frqlrl: trgueir kvl ooy
thiric)
Whitng gidlc mo bl
thirimg
Ae ming
RO logn hé thin | Bau dig | Butin nga [} cm Fénh Iy thin kmh
kinh*® cim gide ngogi bidn
Ching mat R loan v gidic un | Co gilit (xem phin | (oem phin Cdnh
iy Chderg chi dinfrvd | bdo va thin trpng
Ceerh bde v thdn | kbl diveg thande)
trong &h divrg
S lbén I thiln kinh
viin dag cam gidc
migoai bién (xem |

51."
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Vlamed

philln. Caxdr bido va
thide frome kil durg
| e

Mt kchiru gide bao
| it e khin gise

RO loan win d9ag
Rdi Toan ngoai tip
Tudi git

Mgit xiu

Thng dp fwe Bji 50
Finh tink

Rbi boan mar®

Réi lopn tai vi mé
dpo*

Rbi logn thi gike
nhir bk mda (xem
nhiin Cdnk hda v
thidn rrprg b dimg
thwdic)

| M e et i

iy bivr vl dhhein
frgumar kv e
theiedhe)

Chimg mat

L i

Mt thinh lye

Mgl khidem thinh

Rai logn tim**

Nhip tim nhanh, hii
hiip

Mg thm mhonb i,
ety thé din dén
gL Lim

Logn nhip thiit v
wolin dinh ichil yéu
duge bdo cho &
ihiftng befnh nhin cd
veéu 1 nguy oo kéo
diti khodng QT),
didn thm 34 kép din
khodng QT (xem
phiin Card b wet
i tripmsr ki chivmg
thardke it Qund fidu v
edeh xir tri)

Rbi boan
mbu*

misch

Réi bogn bi hip,
ngire il trang thil

Kl tlydi

Co thit phé quin |

Rk logn théu hia

Tidw chdy
Mdn iz

Bufn ndn

Blau byng
Khi tigu

Erdy hai

Tidu chay — xudt
huydt, trong nhimg
tririmgz hop rit higm
o thé b diu hidy

EAN |
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Téo bin

I

Ribi loon gan mdt

R lopn da vl ma |

dreri da

Rii lopn co xuwong
v md fidn kée*

Tty even gan
(ALT/AST, phos-
phatase kidm, GGT)

Bilirubin mia tng

Phist ban
Miiia

ME Jary

Tang tidt md hol

ciin viem rut két,
hao gim vidm dai
tring gid mac (xem
phiin Ceeolr bdo v
thim trgeg khi diong
Hheuche)

Ving davatdn |
thiromg gon nghidm
trgng, bao wdm cic
inetmg hop wuy g
cip tinh gy tr
vong, chil yvéu &
nhing bénh nhin
mite el bdnh nén
nghiém trong {xem
phin Ceinh bda wi
Hrghir frgung khi dltong
ihruiric)

Widm gan

Hogt t bida bl do
nhidm dbc

Hiki chimg Stevens-
Jahnzon

Ban 44 da dgng
Phiin img nhay sdng
{xem phin Cdrh
Frader i Deghin frgerngd
ki dung thudc)

Bruu khap

B nhirc co

Rl lopn gln {xem
phitkn (g e

| einh va Canh bdo v
| thdn trong ki dimg
| thude) bao pém

| vitm gin (vl dp gdn

Achilles)

Yiu cor b thi dic
hift quan trong &
nhiing bénh nhn bi
nburge co {xem phin
Cank bhdo va Hhdn
trpuayg Khi diong
e

i giin {vi
Achilles) (xem philn
Cidong civi Sk vit
Cebinke bedia wek theder
g kR ding
ey

Bt dity chilng
B cor

Viém khip

RA1 Jogn thin wi tide

Creatinin mau ting

Suy thiin cilp tinh (vi
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nie dy do vidm ke thin) | ]
Rdi logn chung vé Suy nhupe Sht | Bua (bao gdm dau @
Unh tmng tgl vj trl | hmg, ngye vh or
Hém* | chi}

*Phin (g phin v¢€ va phin v§ dbi khi co thé X4y ra ngay ¢a sau licu diu tién

"Phén {mg niém mae da ddi khi ed thé xiy ra ngay ci sau lidu diiu tién

Cée tie dung khing mong mudn khic lién quan dén vige sir dyng fuoreguinolone bao
gdim:

= ¢ic com dau do bénh porphyria & bénh nhin bj porphyria

* Rét hiém trurimg hop phin (mg thude nghiém trong kéo dai (1én dén nhiéu thing hofic
nhiéu nim), ghy tin tit vi co khi ning khong thé phye hdi anh hrémg dén mét 56, d5i khi
ld nhiéu nhém co quan va gide quan (bao gdm cic phan (mg ahu viém gin, dit gin, dau
khém, dau & cde chi, roi logn ddng di, bénh thin kinh lién quan dén dj cim, trim cam, mét
méi, suy gidgm tri nhd, t6i logn gide ngd vi suy gidm thinh lye, thi hre, ¥i gide va khin
gidc) dii duge bao cdo lién quan dén vige sir dung quinolone va fluoroquinolone trong mét
st tririmg hop bit ké céc yéu t6 nguy oo hién ¢b (xem phin Cdnh bdo vé thdn trang khi
dimg thude).

** Cae triimg hop phinh ddng mach chii v tich dijng mach chi, ddi khi cb hién chimg
v (ké ¢ tr vong), va tinh ang tréo nguoc/hd van tim 43 dwge bio cdo & nhimg bénh 5
nhin ding fluoroquinolone (xem Cdnh bde v thdn trong khi dimg thudc). ~

Bio cio cac phin dng c6 hgi nghi ng -

Viéc bio cio cde phin img bit ]-,n nghi ngdr sau khi sin ]:-hﬂm thube duge clip phép 1 rit
quan trong, Pidu niy cho phép tigp tuc theo dii sy cin biing loi fch/rii ro cia sén phim
thuisc.

THONG BAO NGAY CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON
GAP PHAI KHI SU DUNG THUOC
13, Qui ligu va cach xir tri:

Theo cde nghién ciru vé dic tnh trén ddng vit holic cdc nghién ciu duge 1y 1dm sing
durge thie hién voi lidu cao hon lidu didu tri, cde dfiu higu quan trong nhit c6 thé xiy ra
sau khi ding qué lidu cdp tinh LEUKILOC la cde triéu chimg cia hé thin kinh trung womg
nhir 16 lin, chong mat, suy giam ¥ thirc va co gift, kéo dai khodng QT ciing nhu cdc phan
tng dwimg tiéu héa nhu budn ndn va loét niém mac.

Ciie tic dong 1én CNS bao gdm trang thai 16 1in, co gift, &0 gide va run riy di duge quan
siit thiv trong kinh nghiém sau khi dia san phiim ra thi truimg,

Trong trirémg hop qud léw, nén thie hién didu trj trigu chimg, theo d3i dién tim dd vi cd
kha ning kéo dii khodng OT. Thube khing axit ¢ thé duge st dyng ¢ bio vé niém mac
da diy. Thim phin méu, bao gbm thiam phan phic mac via CAPD, khdng hiéu qud trong
vige logi béd levofloxacin khéi co thé. Khang cd thube gidi dije dic higu.

14. Pic tinh dwye Iye hge:
Whém durge 1y Thude khing khudn guinolone-Fluroquinolone
ML ATC: JOIMAIL2
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Levofloxacin 1a m§t tée nhdn khing khudn téng hop thude nhém fluoroquinolone vi li
ding phin quang hoc S (-) cia chit duge chéit racemie ofloxacin.

Co ché hoat djng

La mit tic nhin khing khudn fluoroguinolone, levofloxacin tic ddng 1&n phirc hep
DNA-DMNA-gyrase vi topoisomerase TV,

Mii quan hé PK/PD

Mirc di hoat déng diét khudin cta levofloxacin phy thudc vio t¥ 1¢ gitta ndng 45 tdi da
trong huyét thanh (Cmax) hofic dign tich duti duimg cong (AUC) va nong 4§ irc ché tdi
thidu (MIC),

Co ché khang ey

Kha ndng khéng levofloxacin dat duge thong qua mit qué trinh timg bude bing dét bién
vi tri myc tidu & cd topoisomerase loai 11 DNA gyrase va topoisomerase IV, Céo co ché
khing khic nhir ro cin thim thiu (phd bién & Pseudomonas aeruginosa) vi co ché diy ra
ciing ¢6 thé anh hudmg dén kha ning nhay cam vai levofloxaein.

C6 quan st thily tinh trang khing chéo gifta levofloxacin va cde Muorogquinolone
khic

Do cor ché tde dung, nhin chung khong co tinh trang khing chéo gitta levofloxacin v cde | »
nhém thube khing khudn khac,

Piém ngiit

Nguimg MIC duge EUCAST khuyén nghi déi véi levofloxacin, phin tich cic vi khudn|
nhay cim vii cde vi khudn nhgy cAm trung gian vi clc vi khudn nhay cam trung gian vai :
cde vi khudn khing thude duge trinh bdy trong hing dudi diy dé thir nghigm MIC (mg/L),

Piém dimg MIC lim sang EUCAST ¢cho levofloxacin (phién bin 2.0, 2012-01-01)

& B A

S
=

Tic nhin giy bénh DE bj tim thromg ‘Khing thuie
Vi mmﬁn urimg rudt < Img/L >2mg/L

F‘ khudn Pseudomonas spp. | = Img/L >2mg/L -
Cdc lodi Acinetobacter < Ilmg/L. _ >2mg/L
TI.r mn‘ khudn spp. < Img/L >2mg/L.
" 18 viém phdi <2mg/L >2mg/L
Lién cukhuin A, B, C, G | < Img/L >2mg/L
Hoeim ™ < lmg/L >1mg/l.
M. catarrhalis

' Diém dimg khong lién guan | < lmg/L >2mg/L.

| dén loai *

1. Biém dimg cila levofloxacin lién quan dén ligu phﬂ.p li¢u cao.

2, C6 thé xay ra tinh trang khéng flucroquinolone & mirc 46 thip (MIC cia ciprofloxacin
la 0,12-0,5 mg/l) nhung khong c6 bing chimg nao cho thiy tinh trang khing nay ¢o tim
quan trong vé mit 1dm sang trong cée bénh nhidm triing duimg hd hip do H. influenzae.

3, Céc chiing ¢6 gid tri MIC cao hon ngudng nhay cim rét hiém hode chua duge bdo céo.
Cic xét nghiém nhin dang vi nhay cam véi thude khing khuén trén bit kj phin lip nio

dﬂgﬂ‘w
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nhy viiy phai dwee 12p lai va néu két qui dwge xde nhin, phin 1ip phai duge giri dén
phong xét nghiém tham chiéu, Cho dén khi ¢6 bing chimg vé phan tng lam sing doi véi
cac phin lp duge xfc nhjin ¢d MIC trén ngudmg khing thude hién tai, ching phai duge
béio cdo 14 khing thude.

4. Mirc giti han dp dung cho li¢u ubng 500 mg x 1 dén 500 mg x 2 va liéu tiém tinh
mach 500 mg x 1 dén 500 mg x 2.

Phi khing khuin

T¥ 18 khing thude c6 thé thay déi theo dja 1y va theo thii gian dbi voi cde lodi dupe
chon vi thang tin dia phuong vé khi niing khéng thude i diéu mong mudn, ddc bigt 1a khi
didu trf cde bénh nhidm trimg nghiém trong. Khi cdn thiét, nén tim kiém 1o khuyén cia
chuyén gia khi 1y 12 khing thudc tai dia phuong cao dén mire khéng thé sir dyng tic nhin
trong it nhit mdt 6 logi bénh nhifm tring.

Ciic loai dé bj tin thuong

Vi khuin Gram dwong hiéu khi

Bacillusanthracis

Staphylococcus aurews methi-§

Staphylococcus saprophyticus

Streptococct, group C and G

Sirepiococeus agalactiae

Streplococous prrewmaoniae

SreplOCOCCus pyogenes

Vi khvalin Gram idm hiéu khi

Eikenellacorrodens

Haemophilusinfluenzae

Haemopnilus para-influenzae

Klebxielia oxyioea

Muoraxellacatarrhalis

Pasteurellamuliocida

Proteusvulgaris

Providencia retigeri

Vi khain ky khi

Pepiostrepiococcus

Khic

Chigmydophila preumoniae

Chiamydophilapsittaci

Chiamydiatrachamatis

Legfonella prewnophila

Myeaplasma preumoniae

Mycoplasma hominis Ureaplasma urealyticum

Cie lodi 6 khi niing khing thube co thé 13 mjt vin dé
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Vi khudn Gram dwong hiéu khi
Enterococcus faecalis

Staphvlococcus aureus khdng methicilling
Staplylococcus coagulase negative spp
Vi khwin Gram Gm hiéu ki
Aecinetobacter baumannii
Citrobacterfreundii
Enterchacteraerogenes
Klebgiellapneumoniae
Enterobacterclogeae

Escherichiacoli

Morganellamorganii

Proteusmirabilis

Providenciastuartii

‘wendomonas aeruginosa

Serratia marcescens

Vi kfedin ky khi

Bacteraides fragilis

Cée chiing khing thude bim sinh

Vi khudn Gram dueong hiéu khi

Enterococcus faecinm

#S. Aureus khing methicillin rdt ¢6 khi ning cb khd nfing khéng dong I;hll'.'rl.r'lvdri

fluoroguinolone
15. Die tinh duwye djng hoc:

Hip thu

Levolloxacin ubng duge hip thu nhanh chéng va gin nhu hodn todn, dat ndng dj dinh
trong huy@t tirong trong vong 1-2 gié. Sinh khi dyng tuyét dbi 1a khoing 99-100%.

Thirc @n c6 anh hudng nhé dén sir hidp thu levofloxacin.

Trang théi én dinh dat &roe trong vong 48 gitr sau khi ding lidu 500 mg mdt hoje hai
kin mbi ngay.

Phén b

Khodng 30 — 40% levofloxacin lién két véi protein huyét thanh,

Thé tich phiin b trung binh cia levofloxacin 1i khoang 100 | sau khi diing liéu don vi
ligu 1fip lgi 500 mg, cho thiy thudc phin bd réng rli vio cée md co thé.

Xam nhip vio mb va djch co thé

Levofloxacin di duge chimg minh 1a c6 thé thim nhiip vdo niém mac phé quén, dich 1ot
hidu mé, dgi thye bdo phé nang, mé phéi, da (dich myn mirée), m tuyén tién liét v mroe
tiéu. Tuy nhién, levofloxacin ¢6 kha niing thim nhip kém vio dich nfio y.

Chuyén haa

Levofloxacin dwge chuyén héa & mic df rit nhé, cie chit chuyén hoa la desmethyl-

”
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levolloxacin va levofloxacin N-oxide. Céde chit chuyén hda niy chidm < 5% lidu durge bai
tiét qua nude tiéu. Levofloxacin on dinh vé mat lp thé va khang bj dao nguge quang hoc.

Thai trir

Sau khi udng va tiém tinh mach levofloxacin, thube duge dio thai trong di chilm khai
huyét twong (tia: 6 — 8 gidr). Bai tié chi yéu qua dudmg thin > 85% lidu ding),

E) thanh thii todn thin trung binh cia levofloxacin sau khi ding lidu duy nhit 500 mg
I 175 = 29,2 ml/phit,

Khing cb sir khic biét lém vé duge ding hoc cia levofloxacin sau khi ding duimg tinh
mach v durimg ufing, diéu nay cho thiyv duimg ubng va dwomg tiém finh mach ¢6 thé thay

thé cho nhau.
Tinh tuyén tinh
Levofloxacin tuin theo duge ding hoc tuvén tinh trong pham vi tir 50 dén 1000mg. _
Diin s diic bigt 505,

;e

Bdi neemg bi suy thin .
Dirore ddng hoc eia levofloxacin bj dnh hudmg bivi suy thin, Khi chire ndng thin gidms_ds
dd thanh thai va ddo thai qua thin gidm va thoi gian bén thai ting nhu the hign trong bang|

duwin diy: p,
Duge ding hoc & binh nhin suy thin sau khi ufng liéu duy nhit 500mg {cien
Cler [ml/phii] <20 20-49 50 - 80

| Cly [ml/phit] 13 |26 57
Tia 5 27 9
Dai Frrprmg ngﬁf‘r:’ cao tudi

Khing co sy khac bidt ding ké nio vé dimg hoe cla levofloxacin gilta ngudi twé va
ngui cao tudl, ngogi trir nhitng khic biét lién quan dén 4§ thanh thai creatinin.

Sie khde bigt vé gici tinh

Phin tich riéng biét d6i v6i d6i trgng nam va nt cho thiy sy khde biét nhd dén khing
ding ké vé mat gidi tinh trong duge ding hge cba levofloxacin, Khong 6 bing chimg nio
cho thiv nhimg khiic higt v gidi tinh nay ¢o lién quan dén ldm sing.

D liéu an todn tién lim sang

Dt liéu phi 1im sang cho thiy khing ¢ méi nguy hiém djc biét ndo ddi vii con ngudi
dira trén cdc nghién cim thing thuimg vé dée tinh liéu don, dde tinh lidu 1ip lai, khi ning
ghy ung thur vi die tinh ddi voi sinh sin v phat trién.

Levofloxacin khong giy suy giam khé ning sinh sdn hofic higu sudt sinh sin & chudt va
tac dung duy nhit cia nd déi vdi thai nhi 13 1am chim gud trinh truémg thanh do dc tinh
dbi v me.

Levofloxacin khing gy ddt bién gen & té bao vi khufin hode dgng vit ¢6 vii nhung lgi
gy ra cac biéit thirimg nhiém sic thé & t& bao phr.:ai chudt dél-ng Trung Quie trong ﬁng
nghi¢m. Nhimg tic dung nity 6 thé 1a do e ché topoisomerase 1L Cde thir nghi¢m trong
co thé séng (vi nhin, trao d5i nhidm sic thé chj em, tong hgp DNA khéng theo lich trinh,
thir nghiém giy chét uu thé) khéng cho thiy bat k¥ tiem ning giy doc gen ndo,
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Cdc nghién e trén chudt cho thiy levofloxacin chi cé hogt tinh quang dde & ligu rit
cao. Levofloxacin khéng cho thiy bit l:.jr tiém niing giy dic gen nio trong thir nghidm dal
bién quang va lam gidm sy phat trién khéi v trong nghign e quang ung thu.

{.m'.'mg nhur cac fluoroquinolone khic, levofloxacin cho thiy tie dung trén sun (phong rip
vii sdu riing) & chudt va cho. Nhitng phat hién nay ro rét hon & ddng vill non.
16. Quy cich ddng ghi:

Hp | vix 10 vién

Hop 5 vix 10 vién
17. Diéu kién bao quan, han dang, tién chuin chiit hryng cua th wibe:

Piéu kién bio quin: Noi khd rdo, nhiét &4 khing qua 30°C, tranh anh sang.

Han diing: 36 thing ké tir ngdy sin xuft

Tiéu chudin chit logng cia thube: TCCS
8. Tén, dia chi cia co siv siin xuitt thubc: ;'%
Céng ty tﬁphinﬂ P.M .
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