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LEVOFLOXACIN 500 m

[GMP -WHO \
VIEN NEN BAO PHIM

Poc ky hwéng dan sir dung trwée khi dung.
Pé xa tam tay tré em.
Thuoc nay chi dung theo don thuoc.

THANH PHAN CONG THUC THUOC:

Mai vién nén bao phim chira:

Thanh phan dworc chat:

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

DANG BAO CHE:

Vién nén bao phim.

\Vién nén dai, mot mat tron, mot mat co khac 500, bao phim mau vang.
CHIPINH:

Levofloxacin dwoc chi dlnh trong cac treéng hop nhiém khuén do cac vi khuan
nhay cam gay ra, bao gom:

- Viém phcn mac phai cdng dong.

- Viém tuyen tién liét man tinh do vi khuan.

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

~ Nhiém khuan da va cau tric da cé bién chirng.

_ Dw phoéng sau khi phoinhiém va diéu tri triét @& bénh than.

~ Potnhiém khuan cap ctia viém phé quan man tinh.

- Viém xoang cap tinh do vikhuéan.

Do khang sinh fluorogquinolon, trong dé co Levofloxacin 500 mg lién quan den
phan ng co hai ngh|ern trong (xin xem muc Than trong) va dot nhiém khuan cap
cua viém phe guan man tinh hay viém xoang cap tinh do vi khuan & mét sé bénh
nhan cé thé tw khoi, chi nén st dung Levofloxacin 500 mg cho nhirng bénh
nhan khéng c6 lwa chon diéu tri khac thay thé.

Vién nén bao phim Levofloxacin 500 mg c6 thé duoc si¥ dung dé két thic mét
dot dieu tri sau khi bénh nhan da dap ng tot voi diéu tri khdi dau bang
levofloxacin tiém tinh mach.

LIEU DUNG - CACH DUNG:

Liéu dung:

- Bénh nhan c6 chirc nang than binh thwéng (Cler > 50 ml/phat):

Liéu dung g
Chi dinh (phu thudc vao dd Thoi gian
nang nhe clia dieu tri
nhiém khuan
s R TR R 500 mg/lan x 2 1 ~
Viém phoi mac phai cong dong 1 - 2 lAn/ngay 4 ngay
Viém tuyén tién liét man tinh do 500 mg/iAn/ngay 28 ngay
vi khuan
Viém than - bé than 500 mg/lan/ngay 7 - 10 ngay
Nhiém khuan dwéng tiét niéu co b Tl 2. 4 e
bidn chirng 500 mg/lan/ngay gay
Nhiém khuan da va cu truc da | 500 mg/lan x 7l vl
co bién chirng 1-2lan/ngay
Dw phong sau khi phoi nhiém x . 8 2
va diéu trj triét d& bénh than I TogianpaY s
Dot nhiém khuan cap cda viém x : ! ;
ohé quan man tinh 500 mg/lan/ngay 7 - 10 ngay
Viém xoang cap tinh do vi khuan | 500 mg/lan/ngay 10 - 14 ngay

Vién nén bao phim Levofloxacin 500 mg cé thé duwoc st dung dé két thuc mot

dot diéu tri sau khi bénh nhan da dap ng tot VO'l dleu tri khdi dau bang

levof!oxacm tiém tinh mach. C6 thé dung liéu uong glong VO liéu tiém do céac

théng s6 dwoc dong hoc gitra dang tiém va dang udng gan giéng nhau.

Cac doi twong dac biét:

_ Bénh nhan suy than (Clcr € 50 mil/phat): Liéu ban dau khéng thay dbi khi
dung cho bénh nhan suy than, lidu tiép theo nén dwoc dieu chinh dwa trén do
thanh thai Creatinin (Clcr) nhw sau:

P thanh thai Liéu ding
Creatinin Lieu dau tién: Liéu dau tién:
(ml/phut) 500 mg/ 24 gid 500 mg/ 12 gi®”
50 - 20 Sau do: 250 mg/ 24 gio | Sau do: 250 mg/ 12 gio
19-10 Sau do: 125 mg/ 24 gio | Sau do: 125 mg/ 12 gio
<10

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

Sau doé: 125 mg/ 24 gid | Sau dé: 125 mg/ 12 gi¢

' Khéng can bd sung liéu sau méi lan tham phan mau hodc tham phan phtic mac

lién tuc.

_ Bénh nhan suy gan: Khéng can chinh lieu do levofloxacin khéng bi chuyén
hda qua gan ma chl yéu qua than.

- Nguweéi cao tudi: Khdng can chinh liéu néu chire nang than binh thuéng. Tuy
nhién, vi nhirtng ngwoi cao tudi co kha nang suy gidam chirc nang than cao hon
nén can than trong khilwa chon liéu va nén theo déi chirc nang than.

_ Tré em: Levofloxacin chdng chi dinh cho tré em va thanh thiéu nién dang trong
giai doan phat trién.

Cach dung:

- Dung dwéng udng. Nudt ca vién thubc véi mét it nwde va khéng dwoc nhai
thuoc.

- Théi diém udng levofloxacin khéng phu thude vao biva &n (cé thé udng trong
hoac xa bira an).

~ Khéng dwoc dung cac antacid cé chira nhdm va magnesi, ché pham co chira
kim loai nang nhw sat va kém, sucralfat, didanosin (chi dbi voi cac didanosin
trong thanh phan céng thirc cé chat dém chira nhém va magnesi) trong vong 2
gidr trwde va sau khi uong levofloxacin.

Mot so lwu y dic biét vé xir ly thudc trwére va sau khi sty dung thudc:

Khdng c6 yéu cau dac biét vé xtr ly thudc sau khi st dung.

CHONG CHIPINH:

- Cé tién stir qua man vai levofloxacin, cac quinolon khac ho&c véi bat ky thanh
phan nao cua thudc.

- Bongkinh.

— Tiens bénh & gan co do fluoroquinolon.
— Bénh nhan dwdi 18 tudi.

- Phunircéthaivacho conbu.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

- Viéem gan dacbiétlagan got chan (Achille), co thé dan téi dirt gan va xuat hién
& ca hai bén, bién chirng nay co thé xuat hién & 48 g;o' dau tién sau khi bat dau
dung thudc. Can than trong khi str dung thudc va diéu chinh liéu & nhirng doi
twong nguy co (ngwdi trén 65 tudi, dang dung corticoid ké ca dang hit) theo
murc loc cau than.

- Ciling nhw phan Ién cac quinolon khéc, levofloxacin c6 thé gay thoai héa sun &
kKhop.

_ Canthantrong & ngwdibénh bi nhwoe co vi cac biéu hién cé thé ndng 1én.

_ Pa co cac thdng bao veé phan (rng bat loi nhw roi loan tam than, tang ap lwc noi
so, kich thich than kinh trung vong dan dén co giat, run ray, bén chén, dau dau,
mat ngu, tram cam, It 1an, o giac, &c méng, cé y dinh hodc hanh ddng tw sat
(hiem gap) khi str dung cac khang sinh nhom quinolon, tham chi ngay khi st
dung & liéu dau tién. Néu xay ra nhu*ng phan (rng bat loi nay trong khi st dung
levofloxacin, can dirng thudc va cé cac bién phap xtr tri triéu chirng thich hop.

~ Canthan trong khi st dung cho ngui co cac bénh ly trén than kinh trung wong
nhw déng kinh, xo' cirng mach n&o do cé thé tdng nguy co’ co giat.

_ Cac phan (rng man cadm véinhiéu biéu hién |am sang khac, tham chi sé¢c phan
vé khi str dung cac quinolon, bao gom ca levofloxacin da dwoc thong bao. Can
ngtrng thudc ngay khi c6 cac dau hiéu dau tién cha phan (’ng man cam va ap
dung cac bién phap xtr tri thich hop.

- Viém dai trang mang gia do Clostridium difficile c6 thé xay ra & tat ca cac muirc
dd tir nhe dén de doa tinh mang. Can Iwu y chan doan chinh xac céac trwon
hop tiéu chay xay ra trong thoi gian ngwdi bénh dang st dung khang sinh de
co bién phap xtr tri thich hop.

- Man cadm véi anh sang mirc d6 tir trung binh dén nang da dwo'c théng bao voi
nhiéu khang sinh nhém fluoroquinolon, trong d6 cé levofloxacin (méc du dén
nay, ty 1&é gap phan (rng bat loi nay khi sir dung levofloxacin rat thap < 0,1%).
Nguwoi bénh can tranh tiép xdc trwe tiép véi anh sang manh hoéc tia UV trong
thoi gian diéu tri va 48 giér sau khi diéu tri.

- Cling nhw cac quinolon khéc, levofloxacin c6 thé gay r6i loan chuyen hoa
dwdng, bao gom tang va ha dwéng huyét thwdrng xay ra & cac ngwdi bénh dai
thao dwdng dang s dung levofloxacin déng théi véi mot thuée ha dwdng
huyét hodc véi insulin, do d6 can giam sat dwdng huyét trén ngwdi bénh nay.
Néu xay ra ha dwong huyét, can nglrng levofloxacin va tién hanh cac bién
phap x tri thich hop.

- Swr dung cac quinolon co thé gay kéo dai khoang QT trén dién tam do & mot s6
nguoi bénh va mot s6 hiém ca loan nhip, do d6 can tranh s dung trén cac
ngwdi bénh san co6 khoang QT kéo dai, nguwdi bénh ha kali mau, ngwoi bénh
dang st dung cac thudc chong loan nhip nhém IA (quinidin, procainamid...)
hoac nhom Il (amiodaron, sotalol...), than trong khi sir dung levofloxacin cho
cac nguwdi bénh dang trong cac tinh trang tién loan nhip nhw nhip cham va
thiéu mau co tim cap.

- Chuing vi khuan Staphylococcus aureus khang methicilin (MRSA) thuéng dé
khang cac khang sinh thudc nhom fluoroquinolon, ké ca levofloxacin. Do do,
khong dung levofloxacin dé diéu tri cac nhiém khuan da xac dinh hoac nghi
ngd do chiing MRSA gay ra, trir khi két qua khang sinh do xac dinh chiing vi
khuan nay con nhay cam véi levofloxacin.

- Canthan trong va diéu chinh liéu dung khi can thiét & b&nh nhan suy than.

- Cac phan rng trén da nghiém trong nhw hdi chirng Stevens-Johnson va hoai
ter biéu bi nhiém doc da duoc bao cao khi diéu tri voi levofloxacin. Can diéu tri
kip thoi khi phat hién nhirng phan (&rng trén da gap phai & nhirng bénh nhan
dwoc diéu tri véi levofloxacin.

_ Can theo dbi va thuc hién cac xét nghiém déng cdm mau trén nhirng bénh
nhan dang dieu trj v&i thuoc chong déng mau khang vitamin K (nhw warfarin)
do levofloxacin lam tang cac chi sd déng mau va tang nguy co chay mau ¢ doi
twong nay.

- Cactrwdng hop hoai tlr gan hoac suy gan de doa tinh mang da dwoc bao cao
khi diéu tri v&i levofloxacin, chil yéu & nhivng bénh nhan cé bénh tiém an
nghiém trong vi du nhiém tring huyét. Bénh nhan nén dwoc khuyén phai
ngwng thudc va lién hé voi bac st clia ho néu cd dau hiéu va triéu chirng cla
bénh gan phét trién nhw chan &n, vang da, nwdc tiéu sdm mau, ngra hodc
nhay cdm phan bung

- Levofloxacin cothé anh huwong dén thi giac trong qua trinh d|eu tri, néu thi giac
suy gidm hoac gap phai van dé khac vé mat, bénh nhan can dwo*c tw van va
diéu tri bdi bac sy chuyén khoa mat.

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

- Cac xétnghiém dinh lwgng opiat trong nwoc tiéu co thé cho két qua dwong tinh
gia & bénh nhan dwoc diéu tri voi levofloxacin. Do d6, can thyc hién cac xét
nghiém dac hiéu hon dé xac dinh chinh xac két qua.

- Cacphan u=ng co hai ngh|em trong c6 kha nang khong hoi phuc va gay tan tat,
bao gdbm viém gan, dirt gan, bénh ly than kinh ngoai bién va cac tac dung bat
loi trén than kinh trung wong.

- Cac khang sinh nhém fluoroquinolon co lién quan dén cac phan (rng cé hai
nghiém trong co kha nang gay tan tat va khong hoi phuc trén cac hé co quan
khac nhau ctia co thé. Cac phan trng nay c6 thé xuat hién dong thoi trén cung
bénh nhan. Cac phan &rng cé hai thwéng dwoc ghi nhan gdbm viém géan, dot
gan, dau khc’rp, dau co, bénh ly than kinh ngoai vi va cac tac dung bat loi trén
hé thdng than kinh trung wong (ao glac lo 4u, trdm cam, mat ngu dau dau
nangvalulan). Cacphan (rng nay co thé xay ra trong vong vai gid den vai tuan
sau khi st dung thudc. B&nh nhan & bat ky tudi nao hodc khéng cé yéu td nguy
co' ton tai tir trwdc déu cod thé gap nhirng phan (rng c6 hai trén.

- Ngtrng str dung thudc ngay khi c6 dau hiéu hoac triéu chirng dau tién cua bat
ky phan trng c6 hai nghiém trong nao. Thém vao doé, tranh sir dung cac khang
sinh nhém fluoroquinolon cho cac bénh nhan da tlrng gap cac phan rng
nghiém trong lién quan dén fluoroquinolon.

_ Ta dwoc tartrazin trong thudc ciing c6 thé gay ra cac phan &ng di (rng trén
bénh nhan.

SU'DUNG THUOC CHO PHU N(F CO THAI VA CHO CON BU:

Strdung thuoc cho phu nircé thai:

Cac dir liéu vé str dung levofloxacin trén phu ni cé thai con nhiéu han ché. Cac
nghién ctru trén déng vat khéng cho thay cé anh hwéng true tiép hoac gian tiép
lién quan dén doéctinh sinh san. Do chwa c6 cac nghién ciru day du trén ngudiva
theo kinh nghiém cho thay cac thuéc nhém fluoroquinolon cé nguy co' gay anh
hwéng dén cac sun chiu strc ndng cla co thé & bénh nhan dang trong giai doan
phattrién, vi vay khong str dung levofloxacin trén phu n® mang thai.

Strdung thuéc cho phu ni#cho con bii:

Chwa xac dinh duoc nc’jng do levofloxacin trong sira me, nhwng can clr vao kha
nang phan bo vao sira me ctia ofloxacin, c6 thé dw doan rang ciing dwoc phan
bd vao sira me. Vi thudc ¢é nhiéu nguy co tdn thwong sun khép trén tré nhd,
khdng cho con bu khi dung levofloxacin.
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