Rx Thuéc nay chi dang theo don thuéc

L-Stafloxin 500

Ténthudc
L-Stafloxin 500
Cac ddu hiéu lwu y va khuyén céo khidung thudc
Pé xatamtay tré em
Bocky huéng dan sir dung trurde khi ding
Thanh phén cdng thirc thubc
Thanh phan hoat chat:
Levofloxacin (du¢idang levofloxacin hemihydrate 512,46 Mg)........cccveveriueunnns 500 mg
Thanh phan ta duoc:
Microcrystallin cellulose, natri stearyl fumarat, crospovidon, ‘hypromellose 6 cps,
polyethylen glycol 6000, talc, titan dioxyd, oxyd s&tdo.
Dang bao ché
Vién nén bao phim.
Vién nén dai, bao phim mau hdng, hai mt khum cé khac vach.
Vién c6thé bé doi.
Chidinh
e} ngum 16 v6i nhiém khudn nhe ho#c trung binh, levofloxacin dugc chi dinh digutri cac
bénh nhiém khuén do c4c vikhudn nhay cam véilevofloxacin:
Viém ph&i méc phai cong ddng.
Nhi&m khuén dudng tiét nigu cé bién chirng ké ca viém than-bé than.
Viém tuyén tiénliét mantinh dovikhuén.
Nhiém khu&n da vamd mém.
Nhiém khuén dudng tiét niéu khbng phtrc tap: Do khéng sinh fluoroquinolon, trong @6 c6
levofloxacin lién guan dén phan ting c6 hai nghiém trong (xem muc 8. Canh béo va than
trong khi dung thuéc) va nhiém khudn dudng tiétniéu khéng phiec tap & mot s6 bénh
- nhan c6 thé twr khai, chi nén str dung levofloxacin cho nhitng bénh nhan khong ¢6 lva
chon diéu trj khac thay thé.
Dot nhiém khudn cﬂp clia viém phé quan man tinh: Do khang sinh fluoroquinolon, trong
dé c6 levofloxacin lién quan dén phan (rng c6 hai nghlém trong (xem myc 8. Canh béo va
than trong khi diing thudc) va dot nhiém khuén cép clia viém phé quan man tinh & mot s6
bénh nhan c6 thé tw khai, chi nén str dung levofloxacin cha nhirng bénh nhan khéng c6
Ira chon diéu tri khac thay thé.
Viém xoang ¢&p tinh 'do vi khudn: Do khang sinh fluoroquinolon, trong dé c6 levofioxacin
lién quan dén phan (rng c6 hai nghiém trong (xem muc 8. Canh bao va than trong khi
duing thudc) va viém xoang cap tinh do vi khudn & mat s6 bénh nhan c6 thé ti khoi, chi
nén str dung levofloxacin cho nhirng bénh nhan khong cé lirachon diu tri khac thay thé.
Cach dung, lidu ding
Céachdang
L-Stafloxin 500 duoc dung dudng udng.
Liéuding
Viém ph6i mé&c phai céng ddng: 500mgx 1 hodc 2 Iﬁn/ngay X7 =14 ngay.
Nhiém khuén dudng tiét niéu c6 bién ching: 500 mgx 1 1an/ngay x 7 - 14 ngay.
Viém thén - b€ thén: 500 mg x 1 lan/ngay x 7 - 10 ngay.
Viém tuyén tién liét man tinh do vi khuén: 500 mg x 1 lan/ngay x 28 ngay.
Nhiém khuén da va mé mém: 500 mg x 1 hodc 2 lan/ngay x 7 - 14 ngay.
Nhiém khuén duwong tiét niéu khéng phic tap: 250 mg x 1 lan/ngay x 3 ngay.
Dot nhiém khuén c&p ctia viém phé quén man tinh: 500 mg x 1 lan/ngay x 7 - 10 ngay.
Viém xoang cép tinh do vi khuén: 500 mg x 1 [an/ngay x 10.- 14 ngay.
Liéu dung cho nguoi bénh suy thén:

Do thanh thai creatinin (ml/phit) Liéu ban dau Lidu duy tri
Nhi&m khudn dudng tiét niéu c6 bién chung, viém than - bé than cép

220 0 mg 250 mg mdi 24 gier

10-19 250 mg 250 mg méi 48 gior

goé g %rg dinh khac Khong can diéu chinh ligu

20229 e 500 mg 250 mg mdi 24 gior

10-19 500 mg 125 mg mgi 24 giy
500 mg 125 mg moi 24 gior

ATRSORCH YR 500 mg 125 mg méi 24 gior

Thém phan phtc mac fién tuc

Chéngchidinh

- Bénh nhan qua man voilevofloxacin hodc cac quinolon khéc hodc bat ci thanh phan ta
dugc nao clia thudc.
Bénhnhan dong kinh.
Bénh nhan thiéu hut G6PD.
Bénh nhan c6 tién str bénh & gan co do fluoroquinolon.,
Tréem < 18tudi.
Canh béovathan trong khi dung thubc
Viém gan va ddt gan: Viem gan c6 thé hiém xay ra. Phan I6n thudng lién quan dén gan
Achille va ¢6 thé dan dén durt gan. Nguy co viém gan va dit gan gia ting & ngudi Ion
tui, bénh nhan dung corticosteroid va bénh nhan dung ligu 1000 mg levofloxacin mi
ngay. Néu nghi ngd viém gan, phai ngung ngay viéc digu trivéi levofloxacin.
Bénh lién quan téi Clostridium difficile: Tiéu chay, d4c biét néu naing, dai déng va/hodc c6
mau, trong ho#c sau khi diéu trj v&i levofloxacin, c6 thé [a triéu chirng clia bénh lién quan
t6i Clostridium difficile, dang ndng nhét 1a viém dai trang mang gid. Néu nghi ngé viém
‘dai trang mang gid, phai ngwng dung levofloxacin ngay.
Bénh nhan suy than: Do levofloxacin dwgc bai tiét chl yéu qua than, nén diéu chinh ligu
cuialevofloxacin & bénh nhan suythan.
Bénh nhén thiéu glucose-6-phosphat dehydrogenase: Bénh nhan véi khiém khuyét tigm
tang hay khiém-khuyét thire swrhoat tinh ctia glucose-6-phosphat dehydrogenase c6 thé
dé xay ra phan (rng tan huyét khi digu tri véi cac thude khang khudn quinelon, vithé nén

dung than trong levofloxacin.

-.Bénh nhan dé bj co giét: Levofloxacin nén dwgc dung that than trong & ngu(‘Jl bénh dé bi
co giat, nhw nhirng bénh nhan da bj tdn throng hé than kinh trung wong truéc dé.
RG6i loan duwdng huyét: Cling nhu tét ca cac thuéc nhém quinolon, da c6 bao céo vé ha
dudng huyétya tang dudng huyét, thueng & cac bénh nhan dai thao dudng dang digu tri
dong thoi voi mot thube ha dwdng huyét dwong udng (nhu glibenclamid) hodc véi
insulin. & nhirng bénh daith&o durdng nay, nén theo ddi dwéng huyétcén than.
Nén cén than khi dung fluoroquinolon, ké cd levofloxacin, & nhimg bénh nhan da biét c6
céc yéu t6 nguy co kéo dai khodng QT: Hoi chirng QT kéo dai bdm sinh, diing ddng thoi
cac thudc kéo dai khoang QT (nhu thudc chdng loan nhip tim typ IA va Ill, thudc chéng
tram c&m 3 vdng, macrolid), mét can b&ng chét dién giai khéng hiéu chinh dwoc (nhw
giam kali huyét, giam magnesi huyét), nguoi 16n tudi, bénh tim mach (nhw suy tim, nhdi
mau co tim, nhip tim cham).
Nhuoe co: Can than trong & ngurdi bi bénh nhurge co vi cae biéu hién c6 thé ning hon.
Téc dung trén than kinh trung wong: D cé cac théng bao vé phan trng bét lgi nhur i loan
tamthan, tdng apluc ndiso, kich thich than kinh trung wong dan dén co giat, run rdy, bdn
chdn, dau dau, mat ngu trAm cam; Ia 1an, &o giac, & mdng, c6 y dinh hodc hanh dong tv
sét (hi€m gép) khi str dung cac nhém quinolon, tham chi ngay khi str.dung & lidu dau tién.
Néu xay ra nhirng phan trng bét lgi nay trong khi str dung levofloxacin, can dirng thudc
va c6 céc bién phap x(r tri triéu chitng thich hop. Can than trong khi str dung cho nguoi
bénh cé c&c bénh ly trén than kinh trung wong nhu dong kinh, xo cltng mach néo... vi cé
thé téng nguy co co giat.
Phan (rng man c&m: Phan trng man cam v&i nhigu biéu hién 1am sang khac nhau, tham
chi s6¢ phan vé khi str dung cac quinolon, bao gém ca levofloxacin da duwoc thdng béo.
Can nguwng ding ngay khi cé cac ddu hiéu dau tién clia phén (rng qua man va ap dung
céc bién phéap thich hop.
M&n cam véi anh séng mirc do tir trung binh dén nang @& duoc thdng bao véi nhigu
khéng sinh nhém fluoroquinolon, trong d6 c6 levofloxacin (méc di dén nay, ti1& g&p phan
rng bét lgi nay khi str dung levofloxacin rét thdp < 0,1%). Nguwdi bénh can tranh tiép xtc
trurc tiép véi &nh sang trong thdi gian didu tri va 48 gidr sau diu tri.
Céc phan (rng c6 hai nghiém trong c6 kha nang khéng hdi phuc va gay tan tat, bao gom
viém gan, dit gan, bénh ly than kinh ngoai bién va cac tac dung bét lgi trén th@n kinh
trung wong.
Céckhéng sinh nhém fluoroquinolon ¢6 liénquan dén cac phan trng cé hai nghiém trong
c6 kha ning gay tan tatva khong hdi phuc trén cac hé co quan khac nhau clia co'thé. Cac
phan rng nay c6 thé xuét hién ddng thoi trén cung bénh nhan. Cac phan (rng ¢6 hai
thudng duoc ghi nhan gdm viém gan, dit gan, dau khép, dau co, bénh ly than kinh
ngoai vi va céc tac dung bét lgi trén hé thdng than kinh trung wong (o giac, lo.au, tram
cam, mét ngu, dau dau n&ng vala l&n). Cac phan trng nay. ¢6thé xay ra trong vong vai gior
dén vai tudn sau khi str dung thudc. Bénh nhan & bét ky tudi nao hodc khbng c6yéu té
nguy co tn tai tir trré'c du c6 thé gdp nhirng phén (ng c6 hai trén.
Ngirng slr dung thudc ngay khi c6 ddu hiéu hodc triéu chung dau tién clia bt ky phan
rng c6 hai nghiém trong nao. Thém vao do, tranh st dung cac khang sinh nhém
fluoroquinolon cho c&c bénh nhan dé tirng gap cac phan (tng nghiém trong lién quan dén
fluoroquinolon.
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Strdung thuéc cho phu nh tt{\} o'cllf /N AC
Phy ni¥ c6 thai q‘ S w‘/ B
Céc nghién ctru vé kha nang sinh sén & @éng vat chua mang lai lgi ich cu thé. Tuy nhién
trong tinh trang thiéu théng tin & ngudi va do nguy co thoai héa dyra trén thyrc nghiém clia
ﬂuoroqulnolon d6i v6i sun nang dé trong Iwgng clia co thé dang phét tnén levofloxacin
khéng dworc str dung cho phu nir c6 thai.

Phu ni¥cho con bu

Levofloxacin khéng duoc sir dung cho phu nir dang cho con ba.
Anh hwéng ctia thudc 18n kha néing l4i xe, van hanh may méc
M0t s8 tac dung khéng mong muén (nhu hoa métlchéng mat, budn ngu, réi Ioanth| glél:) cb
thé lam gidm kha nang tap trung va phan (rng cia bénh nhan, do vay c6 thé gay rui ro trong
cée tinh huéng ma nhitng kha néng nay déng vai trd ddc biét quan trong (nhu léx xe hodc
vén hanh may méc).

Twong tac, twong ky cuathude

Twong téc cua thuéc

Mu6i sét, thubc khéng acid chira magnesi ho&c nhém: Sy hdp thu levofloxacin bj giam
dang ké khi diing ddng théi mudi sét, hoc thudc khang acid chira magnesi hodc nhém véi
levofloxacin.

Theophyllin, fenbufen hodc céc thubc khang viém khéng steroid tiong tu: Ngudng co giat
& néo c6 thé gidm dang ké khi dung ddng thoi quinolon véi theophyllin, thude khéng viém
khéng steroid, hodc cac thudc lam gidm ngudng co giat. Khi c6 s hién dién ca fenbufen
ndng dd ctia levofloxacin cao hon khoang 13% so véi khi dung don lé.

Sucralfat: Sinh kha dung ctia levofloxacin gidm dang ké khi dung chung véi sucralfat. Néu
bénh nhan diing ca sucralfat va levofloxacin, t6t nhat nén udng sucralfat 2 gier sau khiuéng
levofloxacin.

Probenecid va cimetidin: Qua thdng ké, probenecid va cimetidin c6,anh hubng dang ké
trén sy thai trir clia levofloxacin, DO thanh thai qua than clia levofloxacin giam 24% do
cimetidin va 34% do probenecid.

Warfarin: Do da cé théng bao warfarin tang tac-dung khi dung cung voi levofioxacin, can
gi&m sét c&c chi s6 ddng mau khi str dung ddng thoi hai thude nay.

Céc thubc ha duong huyét: Ding ddng thoi véi levofloxacin' ¢6 thé 1am ting nguy co réi
loan dudrng huyét, can giam sat chét ché.

Tuong ky cuathuéc

Do khdng c6 cac nghién ctru v tinh twrong ky clia thuéc, khdng trdn 1an thubc nay voi cac
thudc khéac. -

Téc dung khdng mong mudn cuia thuéc

Thwong gap (1/100SADR <1/10)

Tiéu héa: Budn nén, tiéu chay.

Gan: Tang enzym gan.

Than kinh: M&t ngu, dau dau.

ft gép (1/1000 s ADR < 1/100)

Than kinh: Hoa mét, c&ng thdng, kich dong, lo I&ng.

Tiéu h6a: Dau bung, day hoi, khé tiéu, ndn, tdo bén:

Gan: Téng bilirubin huyét.

Tiét niéu, sinh duc: Viém am dao, nhiém ndm Candida sinh duc.

Da: Ngtra, phatban.

Hiém gdp (1/10.000 <ADR < 1/1000)

Tim mach: Tang hodc ha huyét ap, loan nhip.

Tiéu héa: Viém dai trang mang gia, khé miéng, viém da day, phu ludi.

Co xwong khép: Dau khép, yéu co, dau co, viém tly xuong, viém géan Achille.

Thankinh: Co giat, gidic mo bat thirdng, trdm cam, réiloan tam than.

Ditrng: Phtt Quinck, choang phan vé, hdi ching Stevens-Johnson va Lyell.

Qua lidu va cach xiptri

Triéuchdng

Theo ¢éc nghién ctru v& dc tinh trén dong vat hay cac nghién ctru vé dugc lam sang cho
thdy véi lidu virgt qué lidu tri lidu, cac du hiéu quan trong nhét c6 thé thay sau khi qua liéu
levofloxacin c4p tinh 12 cac triéu chitng & hé than kinh trung rong nhu nham 1an, hoa mét,
suy gidm nhan thirc, co giat ki€u dong kinh, tng khoang QT ciing nhur c&c phan ung &da
day-rudt nhw budn nén, &n mon niém mac.

Xaetrf

Trong tredng hgp qua liu, nén diBu tri triéu chirng. Dam béo viéc theo doi dién tam dd
ECG do kha n&ng kéo dai khoang QT. C4c thubc khang acid c6 thé dwoc str. dung @ débaove .
niém mac da day: Tham tach mau, ké c& thdm tach mang bung vathdm phan phic maclién
tuc ngoai tr, khéng cé hiéu qua trong viéc thai trir levofloxacin ra khéi co thé. Khéng c6
thudc giai doc dac hiéu.

Péctinh dwerelwe hoc

Nhém durgre ly: Thude khang khu&n nhém quinolon; cac fluoroguinolon.

M&ATC: JOIMA12.

Levofloxacin 1a ddng phan quang hoc dang L ciia ofloxacin thugc khang 'sinh nhém
quinolon. Hoat tinh khang khuén ctia ofloxacin chli y&u do ddng phan dang L. Co' ché tac
dong clia levofloxacin va cac thudc khang sinh nhém fluoroguinolon khac lién quan dén sy
(rc ché topoisomerase IV va DNA gyrase ctia vi khuén (c& hai déu la topoisomerase typ 1),
1& c&c enzym can thiét cho sur téi tao, phién mé, tu stra va tai td hop DNA.

Levofloxacin c6 hoat tinh khang khuén réng d6i véi vi khudn Gram am va Gram duwrong in
vitro. Nong do diét khuén clia levofloxacin thirérng béng hoéc hoi cao hon ndng do kigm
khuén.

Céc fluoroquinolon, ké ca levofloxacin, c6 cautric héa hoc va cochétac dOng khéc véi céc
khang 'sinh 'nhém aminoglycosid, macrolid, B-lactam, k& ca  penicillin. Do d6, cac
fluoroquinolon c6 thé c6 hiéu Iyrc chéng lai cécvikhudn d& khang v6i cac thudic nay:-
Vikhu&n nhay ¢am in vitro va nhiém khudn trong 1am sang:

+ Vi khuédn Gram am: Enterobacter cloacae, E.coli, H. influenza, H. parainfluenza,
Klebsiella- pneumoniae, - Legionella’ pneumophila, Moraxella catarrhalis, Proteus
mirabilis, Pseudomonas aeruginosa.

Vikhuén khac: Chlamydia pneumoniae, Mycoplasma pneumonlae

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

+ - Vikhu@nky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

Céc loai vi khu&n nhay cam trung gian invitro:

4" Vikhudn wa khi Gram dwong: Enterococcus faecalis.

+ Vikhudn ky khi: Bacteroides fragilis, Prevotella

Céc loaivikhudn khang levofloxacin:

Vi khuén wa khi Gram dwong: Enterococcus faecium, Staphylococcus aureus meti-R,
Staphylococcus coagulase am tinh meti-R.

Khang chéo: In vitro, c6 khang chéo gitra levofloxacin va cac fluoroquinolon khéc. Do co
ché tac dung, thiong khdng c6 khang chéo gitra levofloxacin Vacac ho khéng sinh khac.
Péctinh dwore dong hoc

Levofloxacin dwoe hdp thu nhanh va gan nhu hoan toan sau khi u6ng va ndng do dinh dat
dugc trong vong 1 - 2 gier. Thudc duoc phan phdi rong vao cac md co thé gdm mang nhay
phé&:quan va phdi, nhung thdm vao dich néo tly twong d6i ito Levofloxacin gan két véi
protein huyét twong khodng 30 - 40%. Thudc chi dugc chuyén héa & mirc do thép thanh
céc chéat chuyén héa khdng c6'hoat tinh. Thoi gian ban thai clia levofloxacin tir 6 - 8 gid,
mic di thoi gian nay c6 thé kéo dai & bénh nhan suy than. Levofloxacin dirgc bai tiét ch
yéu qua nuréc tiéu, phan I6m duéi dang khong déi, dang chuyén héa chi chiém it hon 5%.
Thudc khong duoc loai trir qua thAm tach mau hodc thdm tach mang bung.

Quy cach déng g6i

Vi7 vién. Hop 1 vi.

Vi7 vién, Hop 2 vi. sivitizriszoiods
Piéukién bao quan, han dung, tiéu chu&n chatlwong cua thudc

Pidukién baoquan

Trong bao bikin, noikhd, tranh énh sang. Nhiétdo khéng qua30°C.

Handuing

36 thang ké tlr ngay san xuét.

Tiéu chuén chétlwong

TCCS.

Tén, dia chi ctia co’ s& san xuét thudc
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