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LEVOLEO 500 Vi nér a0 i

THUOCNAY CHIDUNG THEO DON CUA BACSI.

DEXATAM TAY TREEM.
DOCKYHUGNG DANSUDUNG TRUGCKHIDUNG.

THANH PHAN: Levofloxacin hemihydrat 512,46 mg
(tuong duang vdi levofloxacin 500 mg) va cac ta duogc
gom: Maize starch, crospovidone, povidone K30,
microcrystalline cellulose 101, colloidal anhydrous
silica, sodium starch glycolate, magnesium stearat, talc,
hydroxypropyl methylcellulose 6cPs, polyethylene
glycol 6000, titannium dioxide, red iron oxide, conalake
quinoline yellow 20-B10vuadd 1 vién nén bao phim.

DANG BAO CHE: Thuéc dugc san xuat & dang vién nén
bao phim (vién nén dai bao phim mau héng, mét mat cé
vach ngang, mét mattron).

CHIPINHDIEUTRI:

LEVOLEO 500 dugc chi dinh & ngudi I16n dé diéu tri cac
bénh nhiém khuan sau;

-Viém phéi méac phaitrong cong dong.

-Nhiém trung da va mé mém cé bién chiing.

DPéi véi cic nhiém khudn néu trén, chi nén ding
levofloxacin khi khéng phu hap dung céc thuéc khéng
khuan khac thudng dugc khuyén cao dung trong diéu
tri khdi dau cac bénh nhiém khuan nay.

-Viém xoang cap do vi khuan.

-Dot cap clia viem phé quan mantinh.

Do khang sinh fluoroquinolon, trong dé <6 LEVOLEO
500 lién quan dén phén ting ¢6 hai nghiém trong (xem
muc Canh béo va than trong) va dgt nhiém khuan cap
cla viéem phé quan man tinh mét s6 bénh nhan c6 thé
tu khoi, chinén st dung LEVOLEO 500 cho nhitng bénh
nhian khong cé lua chon diéu trikhac thay thé,

-Viém bé than va nhiém khuan dudng tiét niéu co bién
ching.

-Viém tuyén tién liét man tinh do vi khuan.

-Viém bang quang khéng bién ching.

- Bénh than do hit phai: Du phong sau khi tiép xtc va
diéutribénh.
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Thuéc con cé thé dugc dung dé hoan tat mét liéu trinh
diéu tri & cacbénh nhan da co cai thién trong diéu tri ban
dau vdilevofloxacin tiém tinh mach.
Can can nhac cac hudng dan chinh thuc vé sirdung cac
chatkhang khuan thich hop.

LIEULUGNG VA CACHDUNG:

Liéu luong:

Thy theo loai bénh va mic dé ndang cha bénh ding
thudc theo bang hudng dan dudi day. Uong thudc vao
biraan hoac gitia haibiraan

Logi nhiém khudn Liéudiing trong 24 gic' | Théigian dimg thudc
Vién;l;;lﬁ_lm_éc;héi trong céng déng 500mgx 1 hodc2 lan 7 - 14 ngay
Nhi&m khudn da va mé mém co bién ching 500 mgx 1 -2 ldn e 7 -14 ngay
Vfémxcangcépdc-w;ld\_uﬁn S 500mgx 1 lan 10- 14 ngay )
Dot cip cla viém phé quin man 500mgx 1 lan 7-10 ngay
viém bé than B Sc:J;ngx 1_I_an_ 7 10 ngay
NhiBm khudn dutng tiét nidu cd bién chimng. _S-BO-m_g x11an 7 - 14 ngay
Viém tuyén tién liét man do vi khudn Y 500 rr:|g % 1lan 28 ngay !-
Viem bang quang khong bién ching 250:119 x1ln 3 ngay
Bé&nh than do hit phai 500mgx 1 I.én . 8 tuan

Ngudi suy than: Creatinin < 50 ml/phut can phai chinh

.2
liéu nhusau:
Lidu dung |
250 mg/24 gi&r 500 mag/24 gle 500 ma/12 gier :
D6 thanh thoi Ligw khdi #du: 250 mg Lidu khéi fdu; 500 mg Ligw khéi ddu; 500 ma |
creatinin

—

Tir 20 - 50 ml/ phut

Ligutriéptheo 125 mgids gia

Lidy tiép theo 250 mg/24 gio

Lidn tidp theo 250 mg/12 gity

T 10 - 19 ml/ phat

<70 ml / phut {bao

Lidu tidp theo 125 mgiag gid

Ligu tiép theo 125 mg/48 gid

Lidu tidp theo 125 mg/24 gia

Lidu tiép theo 125 mg/24 gio

Lidu tidp theo 125 mg/12 gidy

Lidu tiép theo 125 mg/24 gid

aém cic bénh nhdn

thm tach miu hoac
thim phan phiie mac
[én tuc)'

" Khéng can dung thém liéu sau thdm tach mau hoac
tham phan phicmacliéntuc.

Ngudisuygan:

Khoéng can chinh liéu levofloxacin cho ngudi suy gan vi
thuéc khéng duagc chuyén héa bdi gan va dao thai chu
yéu quathan.

Nguai cao tudi:

Khéng can chinh liéu cho ngudi cao tudi ngoai viéc phai
xem xét ch'’c nang than.

Tréem:
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P J é\wgng c‘ni dinh dung thuéc cho tré em va thanh thiéu

niéndangldn.

Cdch ding: Thudc dung qua duong uong. Nuét tron
vién thudc véi mét lugng nudce vao biradn hodc gilta cac
baan.

Levofloxacin nén dugc dung it nhat 2 gio trudc hoac sau
khi udng cac muoi sat, mudi kém, thudc khang acid
chira magnesi hoac nhom, hodc didanosin (chicac céng
thuc chira didanosin ¢6 cac chat dém chira nhom hoac
magnesi) sucralfat, vilam giam hap thu.

CHONG CHiDINH:

- Ngudi ¢ tién stif qua man cam véi levofloxacin hoac
céc quinolone khdc hodc véi bat ky thanh phan nao clia
thuéc.

-Nguai bidongkinh.

- Ngudi ¢6 tién st bénh & gan ca lién quan dung thudc
fluoroquinolone,

-Tré emvathanhthiéunién danglén.

-Phunticé thai hodc cho con bd.

CANHBAOVATHANTRONG KHi SUDUNG:
Staphylococcus aureus dé khang methicillin rat cé kha
nang dé khang vdi cac fluoroquinolone, bao gém
levofloxacin. Do dé khong khuyén cao dung
levofloxacin dé diéu tri cac trudng hgp da biét hoac
nghi ngd nhiém khuan S. aureus dé khang methicillin
trir khi két qua xét nghiém xac dinh sy nhay cdm vi
khuan vai levofloxacin (va cac khang sinh thudng dugc
khuyén dung diéu tri nhiém S. aureus dé khang
methicillin dugc chola khéng phu hap).

Levofloxacin c6 thé dugc si dung trong diéu tri viém
xoang cap do vi khuan va dot cap clia viém phé quan
man tinh khi cac bénh nhiém triing nay dugc chan doan
daydu.

Sudé khang véicac fluoroquinolone clia E. coli, tdc nhan
ma thudng lién quan dén gay bénh nhiém trung dudng
tiéu nhiéu nhat & chau Au. Bac siké don cantinh dénty
|é khang thuéc cla E. coli tai ban x& vdi cac
fluoroquinolone,

Bénh than do hit phai: Stf dung & ngudi la dua trén di
liéu in vitro vé tinh nhay cam cta vi khuan Bacillus
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anthracis va trén dir liéu thyc nghiém trén dong vat
cung véi mot s6 dir liéu han ché trén ngudi. Cac bac si
diéu tri can tham khao cac tailiéu dong thuan ctia quoc
giava/hoacqudcté vé diéutribénhthan.
Viém ganvadiat gan:
Viém gan hiém khi xay ra. Pa s6 thudng lién quan gan
g6t chan (Achille), cé thé dan tdi dut gan. Bién ching
nay ¢6 thé bi ca hai bén va xuat hién & 48 gic dau tién
sau khi bat dau dung thudc va kéo dai dén vai thang sau
khi ngung thuéc. Nguy co viém gan va dut gan tang &
cac bénh nhan trén 60 tudi, & cdc bénh nhan dang dung
lieu hang ngay 1000 mg va cac bénh nhan dang dung
corticoid. Can chinh liéu dung hang ngay cho ngudi cao
tudi dua theo do thanh thai. Can theo doi sat cac bénh
nhan nay néu ho dang ducgc ké don sut dung
levofloxacin. Tat ca cac bénh nhan phai bdo cdo véi bac
si néu bi cac triéu chiing viém gan. Néu nghi ngd viém
gan thi phai ngung dung levofloxacin ngay va bdt dau
cac bién phap diéu tri thich hgp (nhu c6 dinh chan) doi
vdigan bianh hudng.
Bénh lién quan vikhudn Clostridium difficile:
Tiéu chay, dac biét la tiéu chay nang, dai déng va / hodc
cd mau, trong hoac sau khi diéu tri bang levofloxacin
(bao gom vai tuan sau khi diéu tri), cd thé la triéu ching
cGla bénh lién quan dén Clostridium difficile (CDAD).
Bénh nay c6 thé & murc do tirnhe dén de doa tinh mang,
dang nang nhat trong s6 do6 la viém dai trang gia mac.
Do dd, diéu quan trong la phai xem xét chan doan nay &
nhiting bénh nhan bj tiéu chay nang trong hoac sau khi
diéu tri bang levofloxacin. Néu nghi ng& hoac khang
dinh CDAD, nén ngung dung levofloxacin ngay lap tuc
va bat dau diéu tri thich hgp ma khéng cham tré. Cac
thuoc khang nhu dong rudtla chéng chidinh trong tinh
trang lam sang nay.
Bénh nhén dé bi co giét
Céacthudc quinolone c6 thé lam gidm nguéng co giat va
o thé gay ra con co giat. Levofloxacin la chéng chi dinh
& nhiing bénh nhan co tién sir bénh déng kinh va ciing
nhu véi cac quinolone khac, thudc nay can dugc dung
rat than trong & nhiing bénh nhan dé bi co giat hoac
diéu trj dong thaoi vdi cac hoat chat lam giam nguéng co
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giat nao, nhu theophylline. Trong trudng hop xay ra co

giat, nén nguing diéu tri bang levofloxacin.

Bénh nhdn thiéu G-6- phosphate dehydrogenase
Bénh nhan bi thiéu hoat tinh glucose-6-phosphate
dehydrogenase tiém an hodc thuc su ¢ thé dé bi phan
ling tan huyét khi diéu tri bang cac thudc khang khuan
quinolone. Do d6, néu dung levofloxacin  nhiing bénh
nhan nay, can theo déi kha nang bi tan huyét.
Bénhnhansuythdn

Vi levofloxacin dugc bai tiét chi yéu qua than, nén can
chinh liéu levofloxacin @ bénh nhan suy than.

Phdn ting qud mén

Levofloxacin cé thé gay ra phan ung qua man nghiém
trong, co tiém nang gay tirvong (nhu phi mach dén séc
phan vé), déi khi sau liéu khai dau. Bénh nhan nén
nguing diéu tri ngay lap tuc va lién hé véi bac si cua ho
hodc bac si cdp clu, dé bat dau cac bién phap diéu tri
khan cap thich hap.

Phdniing bong giop ddanghiém trong

Cac trugng hgp phan iing béng gidp & da nghiém trong
nhu hdi chiing Stevens-Johnson hoac hdi chung hoai tu
da nhiém déc da duoc bao cao véi levofloxacin. Can
khuyén cdo bénh nhan phai lién lac vai bac si cha ho
ngay lap turc trudce khi tiép tuc diéu tri néu xay ra cac
phau uing ddava/hodcniém mac.

Réiloan dudng huyét

Clang nhu tat ca cac quinolone, réi loan glucose trong
mau, bao gédm ca ha dudng huyét va tang dudng huyét
da dugc bao cao, thudng & bénh nhan bi dai thao dudng
dugc diéu tri cung lic vai thudc ha duong huyét udng
(nhu glibenclamide) hoac véi insulin. Cac truong hgp
hén mé do tut dudng huyét da dugc bao cao. Can theo
déi can than lugng dudng trong mau & cac bénh nhan
daithao duong.

Phong ngiranhay cam dnh sdng

Nhay cam anh sang da dugc bao cao vdi levofloxacin.
Bénh nhan khéng nén phai minh véi anh sang mat troi
manh hodc tia UV nhan tao (nhu dén sunray, solarium)
néu khéng can thiét, trong khi diéu tri va trong 48 gio
sau khi ngung diéu tri dé phong nglia nhay cdm anh
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sang.

Bénh nhan duoc diéutribéng thudckhdngvitamin K
Do c6 thé lam ting cac xét nghiém vé déng mau (PT /
INR) va / hodc chay mau & nhiing bénh nhan dugc diéu
tri bang levofloxacin két hgp vdi thudc khang vitamin K
(nhu warfarin), can kiém tra cac xét nghiém vé déng
mau khi dungkét hop cacthudc nay.
Cdcphdnidngtamthdn

Céac phan Ung tam than da duoc béo cdo & nhiing bénh
nhan dung cac quinolone, bao gom levofloxacin. Trong
mot s6 rat hiém trudng hop cac phéan Ung nay da tién
trién thanh ¢ suy nghi tu td va hanh vi tu gay nguy
hiém, doi khi chi sau mét liéu don levofloxacin. Trong
trudng hap bénh nhan phat trién cac phan tng nay, nén
ngung dung levofloxacin va &p dung cac bién phap
thich hop. Can than trong khi dung levofloxacin cho cac
bénh nhan tdm than hoac cac bénh nhan 6 tién su
bénhtam than.

Kéodaikhodng QT

Can than trong khi st dung cac fluoroquinolone, ké ca
levofloxacin, & nhitng bénh nhan ¢é yéu té nguy co da
biét vé kéo daikhoang QT nhu:

-Hoi chiing QT dai bam sinh.

- S dung déng thai véi cac thuoc dugc biét la kéo dai
khoang QT (nhu: Thudc chéng loan nhip nhom IA vallll,
thudc chong tram cam ba vong, cdc macrolide, cac
thudcchong loanthan).

- Mat can bang dién giai khong dugc diéu chinh (nhu:ha
kali huyét, ha magnesi huyét).

- Bénh tim (nhu: suy tim, nhéi mau co tim, nhip tim
cham).

Bénh nhan cao tudi va phu nit 6 thé nhay cam hon véi
cac thuoc kéo dai QT. Do do, can than trong khi sirdung
cac fluoroquinolone, ké ca levofloxacin, & cac doi tugng
nay.

Bénh Iy than kinh ngoai bién

Bénh Iy than kinh cam gidc ngoai vi va bénh ly than kinh
van déng ngoai vi da dugc bao cdo & nhiing bénh nhan
dung cac fluoroquinolon, bao gém levofloxacin, cé thé
nhanh chong khdi phat. Can ngung dling levofloxacin
néu bénh nhan co cac triéu chimg ctia bénh ly than kinh
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é ngan chan su phét trién cla tinh trang khéng phuc
hoi.
Réiloan gan mdt
Céc trudng hop hoai tirgan dén suy gan gay t vong da
duoc bdo cdo vdi levofloxacin, chd yéu & nhiing bénh
nhan cé bénh tiém an nang, nhu: nhiém trung huyét.
Can khuyén bénh nhan nén ngiing diéu tri va lién hé vdi
béc si ciia ho néu cé hinh thanh cac ddu hiéu va triéu
ching ctia bénh gan nhu chan an, vang da, nudc tiéu
sam mau, ngla ngay hoacmém bung.
Dot cdp ciachirng nhugcco
Cac fluoroquinolone, bao gém levofloxacin, cé tac
dung tic ché than kinh cova cé thé lam trém trong thém
suyéu co & bénh nhan bichiing nhuoc co. Cac phan ting
bat loi nghiém trong sau tiép thi, bao gém tlf vong va
can ho tro hé hap, co lién quan dén viéc st dung
fluoroquinolone & nhiing bénh nhan bi nhugc co.
Khéng khuyén cdo dung levofloxacin & nhiing bénh
nhan co tién sitbénh nhugc co.
Réiloan thilue
Né&u thi luc bi suy giam hoac bi bat ky tdc dung nao trén
mat thi phai tuvan bacsinhan khoangay lap tuc.
Béinhiém
Viéc stf dung levofloxacin, dac biét néudung kéo dai, cé
thé dan dén su phat trién qua muc cia cac vi sinh vat
khéng nhay cam. Néu xay ra bdi nhiém trong khi diéu
tri, can ap dung cac bién phap thich hop.
Anh hudng cdcxétnghiém cdnldmsang
O cac bénh nhan dugc diéu tri bing levofloxacin, viéc
xac dinh opiat trong nudc tiéu c6 thé cho két qua duong
tinh gia. C6 thé can phai xac dinh opiat duong tinh bang
cach theo doibang cac phuong phap chuyén biét hon.
Levofloxacin cé thé (c ché su tang truéng cla
Mycobacterium tuberculosis, do d6, cé thé cho két qua
amtinh gid trong chan doan vikhuan lao.
Canhbdo chung cho khdng sinh nhém fluoroguinolone
Céc phan Ung c6 hai nghiém trong c6 kha nang khong
hoi phuc va gay tan tat, bao gém viém gan, dut gan,
bénh ly than kinh ngoai bién va cdc tdc dung bat Igi trén
thankinh trung uong.
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ang sinh nhom fluoroquinolone c6 lién quan dén
cac phan ung cé hai nghiém trong c6 kha nang gay tan
tat va khéng phuc héi trén cac hé co quan khac nhau
clia cothé.Cac phan ting nay c6 thé xuat hién dong thai
trén cing bénh nhan. Cdc phan Uing c6 hai thuang duoc
ghi nhan gém viém gan, dut gan, dau khdp, dau ca,
bénh ly than kinh ngoai viva cac tdc dung batlgi trén hé
théng than kinh trung uong (3o giac, lo au, tram cam,
méat ngu, dau dau nang va Ia lan). Cac phan dng nay ¢o
thé xay ra trong vong vai gio dén vai tuén sau khi st
dung thudc. Bénh nhan & bat ky tudi nao hoackhong co
y&u t6 nguy co tén tai tU trudc déu co thé gap nhing
phan iing cé hai trén.
Nguing st dung thudc ngay khi c6 dau hiéu hoac triéu
chiing dau tién cua bat ky phan Ung c6 hai nghiém
trong nao. Thém vao g6, tranh sl dung cac khang sinh
nhom fluoroquinolone cho cac bénh nhan da tung gap
cdc phdn tUng nghiém trong lién quan dén
fluoroquinolone.

TRUONG HOP COTHAIVA CHO CON BU:

Phunirco thai

Co rat it di liéu tur viéc st dung levofloxacin & phu ni
mang thai. Cac nghién clru trén déng vat khéng thdy c6
cac tac dung co hai truc tiép hoac gian tiép vé doc tinh
sinh san.Tuy nhién, do thiéu d{rliéu trén ngudi va do du
liéu thuc nghiém cho thay nguy ca gay ton thuong do
cac fluoroguinolone déi vdi sun khép chiu luc caa sinh
vat dang phat trién, khong nén s dung levofloxacin
cho phu nirco thai.

Phunitchoconbu

Chéng chi dinh levofloxacin cho phu nir cho con bu.
Chua c6 du théng tin vé su bai tiét levofloxacin trong
sifa me; tuy nhién cac fluoroquinolone khac cé bai tiét
quasirame. Do thiéu diliéu trén ngudiva do cacdiliéu
thuc nghiém cho thdy nguy co gay ton thuang do cac
fluoroquinolone dai vai sun khép chiu luc cha sinh vat
dang phat trién, khong nén dung ievofloxacin cho phu
n{rcho conbu.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE,
VAN HANH MAY MOC:
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Can than trong khi st dung cho ngudi lai xe va van hanh
may moc vi thudc co thé gay chong mat, buén ngu, roi
loan thigiac.

TUONG TAC, TUONG KY VO1 CAC THUOC KHAC VA
CACDANGTUONGTACKHAC:
Anh huéng chia cac thudckhac trén levofloxacin
Mudi sit, mudi kém, thudc khang acid cé chua
magnesi hodcnhom, didanosine
Su hap thu levofloxacin giam dang ké khi cdc mudi sat,
hodc cac thuéc khang acid c6 chda magnesi hoac
nhém, hodc didanosine (chi cac didanosine cong thuc
c6 chiia cac chat dém cé nhém hoac magnesi) dugc
dung déng thoi véi levofloxacin. Viéc sirdung dong thaoi
cac fluoroquinolone vai cac da sinh t6 c6 chua kém se
lam gidm hép thu qua duong udng. C6 khuyén cao rang
khéng nén dung cac ché pham cé chua céc cation hoa
tri hai hodc cac héa tri ba nhu mudi sat, muoi kém hodc
cac thubc khang acid cé chira magnesi hoac nhom,
hoic didanosine (chi cac didanosine cong thtic ¢6 chira
cac chat dém c6 nhém hoac magnesi) 2 gid trudc hoac
sau khi dung levofloxacin. Cac mudi calci co rat it tac
dung dén sy hdp thu cua levofloxacin.
Sucralfate
Sinh kha dung ctia levofloxacin giam déng ké khi dung
chung véi sucralfate. Néu bénh nhan can dung ca hai
sucralfate va levofloxacin, tét nhat la dung sucralfate 2
gid sau khidung levofloxacin.
Theophylline, fenbufen hodc cdc thuéc chdng viém
khéngsteroidkhac
Khéng phéat hién coé tuong tac dugc dong hoc cla
levofloxacin véi theophylline trong nghién cuu lam
sang. Tuy nhién, giam ré rét ngudng co giat nao cé thé
xay ra khi cac quinolone dugc dung dong thoi vdi
theophylline, cac thuéc chéng viém khong steroid hoac
cactac nhan khac lam giam ngudng co giat.
Nong dé levofloxacin cao hon khoang 13% khi c6 su
hién dién ctia fenbufen so véi khidung mot minh.
Probenecidvacimetidine
Probenecid va cimetidine c6 anh hudéng co y nghia
thong ké déi vai viec thai trirlevofloxacin. Su thanh thai
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qua than cuia levofloxacin bj giam boi cimetidine (24%)
va probenecid (34%). Diéu nay la do ca hai thuoc déu céd
kha nang Uc ché su bai tiét cua levofloxacin qua ong
than. Tuy nhién, & cacliéu thirnghiém trong nghién ciu
nay, su khac biét vé mat déng hoc c6 y nghia thong ké
khong lién quan nhiéu dénlam sang.
Can than trong khi dung chung levofloxacin véi cac
thudc cé anh hudng dén su bai tiét qua 6ng than nhu
probenecid va cimetidine, dac biét la & nhiing bénh
nhan suy giam chiic nang than.
Théngtinlién quan khdc
Cac nghién cuu dugc ly lam sang da cho thay rang dugc
dong hoc clia levofloxacin khéng bi anh huéng dén bat
ky muc do lam sang nao khi levofloxacin dugc dung
cung véi cac loai thuéc sau: Calci carbonat, digoxin,
ghbenclamnde ranitidine.
Anhhuéng ctia levofloxacin déi véi cac thudckhac
Ciclosporin
Thé&i gian ban thai cta ciclosporin tang 33% khi phoi
hop cung vdilevofloxacin.
Cdcthudckhdng vitamin K
Lam tang cac xét nghiém dong mau (PT/ INR) va / hoac
chay mau, c6 khi nang, da dugc bao cao & nhitng bénh
nhan dugc diéu tri bing levofloxacin két hap vai thudc
khang vitamin K (nhu: warfarin). Do dd, can theo doi cac
xét nghiém déng mau & cac bénh nhan dugc diéu tri
bang thuéc khang vitamin K.
Cdcthudcda biétlakéo daikhodng QT
Levofloxacin, cling nhu cac fluoroquinolone khac, phai
dugc st dung théan trong & cac bénh nhan dang dung
cac thudc da biét 1a kéo dai khoang QT (nhu thudc
chéng loan nhip nhém IA va lll, cac thudc chéng tram
cdm ba vong, cac macrolide, cac thudc chong loan
than).
Cdcthéngtinlién quan khdc
Trong mot nghién clu tuong tac dugc déng hoc,
levofloxacin khéng anh hudng dén dugc dong hoc clia
theophylline (1a mét co chat tham do cia CYP1A2), cho
thay levofloxacin khong phaila chatircche CYP1A2.
Cdcdang tuong tdckhdc
Thucpham
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Khéng c6 tuong tac trén 1am sang cd lién quan dén thiic
in.Do d6, co thé dung levofloxacin khéng can quantam
dénthucan.

TAC DUNG KHONG MONG MUON:
Céc tac dung phu s3p xép theo phan loai va tan suat
dugcliétké trong bang sau:

| Phan loal réi
loan

Thudng gap
(21/100-<1/10)

Itgap

{2 1/1000 - < 1/100)

Hiém gap

(=1/10000 - < 1/1000)

Tén sult chua rd

| Nhi¢m khudn

Mau va hé bach
| huyét

Nhiém ndm bao gom
nhiém candida.

Tang bach cdu 4i tean,
giam bach ciu.

Gldm bach cdu trung
tinh, gidm tidu cdu.

Thiu mau huyst
tan, gidm toan thé

| huyét cdu, mat
| bach cau hat.

Heémién dich

Phimach, quad min,

sécphanve,
Sacgiong phan ve.

| {cokhingayliéuddu
tién).

Chénin. Tang dudng huyét.
Hén mé do tut

duéng huyét.

Chuyén hoa va
dinh dudng

| Ha dAudng huyét, déc
biét & ngudi dai thao
dutng.

Tam thin

Réi loan tdm thin
vdi hanh vi tu gay
nguy hidm bao gém
cd y dinh ty ti hoac
Lt

Cac phan ung tam thin
(4o giac, hoang tudng
dodn nhan). Trdm cdm,

| Tinhtrang lilin
| Lo &u,nong nay.

Matngl.

t kich dong, giac méng
| batthuting, éc méng.

Mamang. Run.
Rél loan viglac.

Bénh ly than kinh
cam giac ngoal
| bién.

Bénh ly thin kinh
vin déng ngoai
bitn, r6i loan khuu
gidc bao gém mit
khuu giac. R&I loan
van dong, r6i laan
ngoai thap, mat vi
gidc, nglt. ting &p
|we ngiso lanh tinh.

Pau ddu, chodng Cogldt,dicam,

vang,

| Hethankinh

Rél lean thi glac nhu mo
mat

M3t thi lyc thoang
qua, viem mang bé
daa.

U tai. Mét thinh lue.

Gidm thinh luc

Nhip tim nhanh, hi
hop,

Nhip nhanh that o6
thé dua dén ngung
tim.

I Loan nhip thit va
i | xo4n dinh (chi yéu &
| tac bénh nhin cé
| | nguy co keéo dai
khodng Q)

[ Pien tam a4 kéo dai
| Qr

Machmau Tut huyétap.

Khotha,

Hé hdp, Iong
ngyc va trung
thit

Budng tiéu hoa

Co that phé quan,
viem ndi di ing

Tieu chay, non, budn | Bau bung, khé tidu, ddy Tiew ra mau rat hiém
non. hai, tao bon. khi co triéu chung
| viém rudt bac gém |
Viém dai trang
mang gia.
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Gan-mat Tang enzym gan | Tangbilirubin huyét. Vang da va tén
{ALT/AST, phosphatase | thuagng gan bao
kiém, GGT). | gém cactruong hop

suy gan ¢dp cé thé
ghy tirvong chi yéu

¢ nguit co beénh
tiém &n ndng. Vigm

gan,
Dava madudida Phat ban, ngifa ngdy, néi Héi ching hoai tir
may day, tang tiét md héi. da nhiém déc. Hol

chiing Stevens-
Johnson. Héng ban
da dang. Phan ung
nhay cadm anh sang,
viém mach  mau
bach clu, vigm

I miéng,
=1 e = e = —
Co xuong va md '] ! BPaukhép, dauca. R loan v&gan baogém | Tiéu covan, dit gan
I it | viem gdn (nhu gdn | (@t gan Achille),
Achille). dur day ching, dit

Yéu ¢a ¢6 thé dic bigt | °2 VIBmEhdp.
quan trong & cac bénh
nhdn bichdng nhuoge cd,

| Tiétnieu, sinhduc Téng creatinin huyét. Suy thin cdp (do viem
’ than makeé).
Tongquat Suy nhuge. 5ot. Pau (bao gom dau

J lung, ngucva tuchil.

THONG BAO NGAY CHO BAC STHOAC DUQC SINHUNG
PHAN UNG CO HAI GAP PHAI KHISUDUNG THUOC.

QUA LIEUVA CACH XU TRI:

Theo cac nghién clu doc tinh trén dong vat hoac
nghién cttu dudc |am sang dugc thuc hién vdi liéu trén
liéu diéu tri, cac ddu hiéu quan trong nhat c6 thé xay ra
sau qué liéu cap gom cac biéu hién vé than kinh trung
uang nhu 14 1an, chdng mat, mat tinh tao, co giat, tang
khoang QT va cac biéu hién & dudng tiéu hda nhu buén
nén, x6i mon niém mac duang tiéu hoéa.
Cactacdungthan kinh trung uong nhutinh trang lu lan,
40 giac varun da dugc quan sat thay sau tiép thi.

X tri: Trong truding hgp qua liéu, can thuc hién diéu tri
triéu ching. Can theo déi ECG, vi c¢é kha ndng kéo dai
khoang QT. Dung thuéc khang acid dé bao vé niém mac
da day. Tham tadch mau, bao gém tham phan phiic mac
khoéng cé hiéu qua trong viéc loai bo levofloxacin khoi
cothé.Khdng cé thubc gidi doc dac hiéu,

PACTINH DUQC LUC HOC: M3 ATC: JOTMA12, Nhém
thudéc: Khang sinh nhém quinolone (phan nhom
fluoroquinolone),

Levofloxacin |a mét khang sinh téng hgp thuéc nhom
fluoroquinolone, Ciing nhu cac fluoroquinolone khac,



https://trungtamihiagR9eMh c6 tac dung diét khudn do tc ché enzym
topoisomerase Il (DNA- gyrase) va/ hoac topoisomerase IV
la nhiing enzym thiét yéu cua vi khudn tham gia xUc tac
trong qua trinh sao chép, phién ma va tu sifa DNA cda vi
khuan. Levofloxacin 1a dong phan S-isomer cta ofloxacin,

né co tac dung diét khudn manh gap 8 - 128 lan so vdi

déng phan D-isome va tac dung manh gap khoang 2 lan
so véi ofloxacin racemic. Levofloxacin, ciing nhu cac
fluoroguinolone khac 1a khang sinh phé réng, c6 tac dung
trén nhiéu chdng vi khudn Gram am va Gram duong.
Levofloxacin (cting nhu sparfloxacin) c6 tac dung trén vi
khudn Gram duong va vi khuan ky khi t6t hon so vai cac
fluoroquinolone khac (nhu ciprofloxacin, enoxacin,
lomefloxacin, norfloxacin, ofloxacin), tuy nhién
levofloxacin va sparfloxacin lai cé téc dung in vitro trén
Pseudomonas aeruginosa yéu han so vdi ciprofloxacin.
Photacdung:
Vikhudn nhay cdm in vitro va nhiém khudn trong lam sang:
Vi khudn ua khi Gram am: Enterobacter cloacae, E. coli,
H.influenza, H. parainfluenza, Klebsiella pneumonie,
Legionalla pneumophila, Moraxella catarralis, Proteus
mirabilis, Pseudomonas aeruginosa.
Vi khudn khac: Chlamydia pneumoniae, Mycopasma
pneumoniae.
Vi khuan ua khi Gram duong: Bacillus anthracis,
Staphylococcus aureus nhay cam methicilin (meti -5),
Staphylococcus coagulase am tinh nhay cam methicilin ,
Staphylococcus pneuminiae.
Vi khuan ky khi: Fusobacterium, peptostreptococcus,
propionibacterium.
Cac loaivikhuan nhay cdm trung gianin vitro.
Vi khudn ua khi Gram duong: Enterococcus faecalis.
Vikhuan ky khi: Bacteroid fragilis, prevotella.
Cacloaivi khuan khang levofloxacin:
Vi khuan ua khi Gram duang: Enterococcus faecium,
Staphylococcus aureus meti-R, Staphylococcus
coagulase am tinh meti-R.
Cochékhangthuoc
Su dé khang vdéi levofloxacin ¢6 dugc la thong qua mot
qua trinh tiing budc bai céc dét bién & noi moé dich ¢ ca hai
loai topoisomerases type |, DNA gyrase va topoisomerase



https://trungtamtMuédeciaiché khang thudc khic nhu cac rao can tham
thau (pho bién & Pseudomonas aeruginosa) va cac co
ché tham ra cling c6 thé anh hudng dén tinh nhay cam
v@i levofloxacin.
Dé khang chéo: Nguai ta thay cd su dé khang chéo gita
levofloxacin va cac fluoroquinolone khac. Do ca ché tac
dung, nhin chung khéng c6 dé khang chéo giua
levofloxacin va cacho khéng sinh khac.

PACTINHDUGCDONGHOC:

Hap thu:

Levofloxacin dugc hadp thu nhanh va gan nhuhoantoan
sau khi uéng, néng dé dinh trong huyét tuong dat duoc
sau 1- 2 gid; sinh kha dung tuyét déi khoang 99 -100%.
Thuc an it anh hudng dén su hap thu thudc khi uéng.
Tinh trang 6n dinh dat dugc trong vong 48 gid sau dung
liéu 500 mg, mot hodc hailan méingay.

Phéan bé:

Khoang 30-40% levofloxacin gan két vdi protein huyét
tuong. Thé tich phan bé trung binh la khoang 100 lit sau
lidu don va liéu 1ap lai 500 mg cho thdy thudc phan bo
rdng khap vao cac mé trong cathé.

Tham nhap vao cac mé vadich cothé:

Levofloxacin da dugc ching minh la tham nhap vao
niém mac phé quan, dich mang |6t biéu mo, dai thuc
bao phé nang, mé phéi, da (dich nét phdng), mé tuyén
tién liét va nudc tiéu. Tuy nhién, levofloxacin tham nhap
kém vaodichnaotuy.

Chuyén héa:

Levofloxacin dugc chuyén héa & muc do rat nho, cac chat
chuyén héa la desmethyl-levofloxacin va levofloxacin N-
oxide. Cac chat chuyén héa nay chiém < 5% lugng dugc
bai tiét qua nudc tiéu. Levofloxacin 6n dinh vé mat hoa
hoc lap thé va khong bi ddo ngugc doi xung.

Thai trur:

Sau khi uéng va tiém tinh mach, levofloxacin dugc thai tri
tuong doi cham ti huyét tuong, thai gian ban thai tir 6-8
gid. Su bai tiét chi yéu la qua than (> 85% liéu dung).
Téng luong thanh thai biéu kién trung binh cla
levofloxacin sau lieu don 500 mg la 175 +/- 29,2 ml/ phut.
Khong co su khac biét Ion vé dugc dong hoc cla
levofloxacin sau khi tiém tinh mach va uéng, cho thay



https://trungtantiHG®gcyng va dudng tinh mach cé thé thay thé cho
nhau.
Tinh tuyén tinh: Dugc dong hoc cua levofloxacin la
theotuyén tinh trong tam liéu ttr50 dén 1000 mg.
Cacdéitugng dacbiét
Ngudisuy thdn
Dugc dong hoc ctia levofloxacin bi anh hudng bai su
suy giam chic nang than. Chuc néang than kém, su
thanh thai qua than giam di va thai gian ban thai tang
nhu bang dudi day:
Dugc déng hoc trong suy than sau khi uéng liéu don

500mg
D6 thanh thai creatinin (ml/phat) = <20 _ Tir20-49 Tu50-80 ‘
Su'thanh_théi {r-nlfphl.'lt) 13 ;_ = 57 E
i Thoi gian ban thai (gid) 35 27 9 ‘
Ngudicao tudi

Khoéng co su khac biét dang ké trong dugc déng hoc
levofloxacin gitta cac doi tuong tré va gia, ngoai tru
nhirng nguai cé lién quan dén su khac biét vé do thanh
thaicreatinin,

Gidi tinh

Thirnghiém riéng biét cho cac déi tugng nam va nti cho
thay su khac biét nhé do gidi tinh trong dugc dong hoc
cua levofloxacin. Khéng cé bang chiing cho thay nhiing
khécbiét vé gidinay célién quan dénlam sang.

QUI CACH PONG GOI: Hoép 1 vi x 10 vién (vi nhém -
PVC).

BAO QUAN: Thudc nay can dugc bdo quan nai kho,
nhiét do khong quéa 30°C.

HAN DUNG: 48 thang ké tirngay san xuaét.
TIEU CHUAN:TCCS
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