Rx: Thuéc nay chi ding theo don thuéc

Levof-BFS 250mg

Levofloxacin 250 mg/10 ml
(dui dang Levofloxacin hemihydrat)
Déxatdm tay tré em
Doc ky huéng dan sii dung trude khi diing
Thanh phén
Mai 6ng 10 ml cd chifa :
Thanh phdn hogt chdt:
Levofloxacin ......uueeeeeeeeeeenerereees 250 mg
(dudi dang levofloxacin hemihydrat)
Thanh phdn td duotc:
Natri hydroxyd, acid hydrocloric, nudc cdt pha tiém vira du.
Dang bao ché: Dung dich dam déc dé pha tiém truyén
Ma ta: Dung dich trong sudt dung trong ng nhya
pH:3,8-6,5
Chi dinh
Nhiém khuan do céc vi khuan nhay cdm véi levofloxacin, bao gom:
- Viiém phdi: viém phdi bénh vién hodc viém phdi mac phai tai cong déng.
- Nhiém khudn da va t6 chic dudi da 6 bién ching hoac khdng.
- Viém tuyén tién liét man tinh.
- Viiém thdn - bé than.
- Du phong sau khi phai nhiém va diéu tri triét d€ bénh than.
- Nhiém khudn dudng tiét niéu 6 bién ching
- Nhiém khudn dudng tiét niéu khong bién chiing
Do khang sinh fluoroquinolon, trong dé ¢6 Levof-BFS 250mg lién quan dén phan (ing cd hai nghiém trong
(xem muc Canh bdo va than trong) va nhiém khudn duong tiét niéu khong phuc tap ¢d thé tu khéi & mot s6
bénh nhan, chi nén sit dung Levof-BFS 250mg cho nhitng bénh nhén khng cd Iva chon diéu tri khac thay thé.
- Dot nhiém khudn cdp cla viém phé quan man tinh
Do khang sinh fluoroquinolon, trong d6 6 Levof-BFS 250 mg lién quan dén phan ting c6 hai nghiém trong
(xem muc Canh bdo va than trong) va dgt nhiém khudn cdp ciia viém phé quan man tinh ¢6 thé ty khéi &
mat s6 bénh nhan, chi nén st dung Levof-BFS 250 mg cho nhiing bénh nhan khdng ¢4 Iva chon diéu tri khac
thay thé.
- Viém xoang cap tinh do vi khudn
Do khéng sinh fluoroguinolon, trong d6 cd Levof-BFS 250 mg lién quan dén phén (ing c6 hai nghiém trong
(xem muc Canh bdo va than trong) va viém xoang cap tinh do vi khun ¢ thé ty khdi 6 mot & bénh nhén, chi
nén st dung Levof-BFS 250 mg cho nhiing bénh nhan khong cd lya chon diéu tri khac thay thé.

Liéu dung va cach ding
Bénh nhdn c6 chitc ndng thén binh thuong:
Loai nhiém khuan Liéu lugng méi 24 gis Thdi gian diéu tri
(ngay)
Viém phai bénh vién 750 mg 7-14
Viém phéi mac phai tai cong déng 500 mg 7-14
Viém phéi mac phai tai cong déng 750 mg 5
Nhiém khudn da va t6 chiic dudi da c6 bién 750 mg 7-14
ching hodc khong.
Nhiém khudn da va t6 chic dudi da khong 500 mg 7-10
€0 bién chiing
Viém tuyén tién liét man tinh 500 mg 28
Dy phong sau khi phai nhiém va diéu tri
triét dé bénh than
Ngu@i I6n va tré em > 50 kg va > 6 thang 500 mg 60
tudi
Bénh nhan nhi < 50 kg va > 6 thang tudi 8 mg/kg, chia 2 1an/ngay 60
(khong qua
250 mg/liéu)

Nhiém khudn duding tiét niéu co bién ching 750 mg 5
hodc viém bé than cap tinh
Nhiém khudn duting tiét niéu c6 bién chiing 250 mg 10
hodc viém bé than cap tinh
Nhiém khuan duting tiét niéu khong 250 mg 3
phtic tap
Dot nhiém khudn c&p cdia viém phé quén 500 mg 7
man tinh

X 750 mg 5
Viém xoang cap tinh do vi khuan

500 mg 10-14

Diéu chinh liéu ddi véi cac bénh nhén ¢6 d thanh thai than nhd hon 50 ml/phit.

D9 an toan khi sit dung cho bénh nhi trong thai gian trén 14 ngay chua dugc nghién cu.Ty 1é tac dung khdng
mong mudn trén xuong khdp da dugc quan st thdy. Viéc st dung kéo dai chi nén dugc lua chon khi da can
nhéc lgi ich, nguy co.

Liéu diing cho ngugi bénh suy thén c6 dé thanh thdi thdn nhd hon 50 mi/phiit.

Liéu cho ngudibénh | Do thanh thditir20 | D6 thanh thaitir10 | Chaythan nhan tao
€6 chitcnang than dén 49 mL/phit dén 19 mL/phut hodc tham phan
binh thuéng moi phiic mac lién tuc
24 gio
750 mg 750 mg mi 48 gio Liéu khéi dau 750 mg, | Liéu khdi dau 750 mg,
sau dé dung 500 mg sau dé dung 500 mg
moi 48 gitr moi 48 gitr
500 mg Liéu khdi ddu 500 mg, | Liéu khdi dau 500 mg, | Liéu khdi dau 500 mg,
sau d6 dung 250 mg sau d6 dung 250 mg sau d6 dung 250 mg
moi 24 gi moi 48 gitr moi 48 gitr
250 mg Khong can diéu chinh | 250 mg moi 48 gi Khdng c6 thdng tin vé
liéu Néu diéu tri nhiém diéu chinh liéu
khudn tiét niéu co
bién ching thi khong
can diéu chinh liéu

Liéu diing cho nqudi bénh suy gan:
Vi phén I6n levofloxacin dugc dao théi ra nudc tiéu dudi dang khong ddi, khong can thiét phai hiéu chinh
liu trong trutng hgp suy gan.
Thai gian truyén tinh mach: xem phan“Cdch chudn bj dung dich levofloxacin tiém truyén’.

Céch ding:

Levof-BFS 250 mg dugc bao ché dudi dang dung dich levofloxacin dam ddc chia 250 mg levofloxacin/10ml.

Dung dich nay can phai dugc pha loang béng mot dung dich thich hgp trudc khi truyén tinh mach. Nong do
pha loang yéu cau trudc khi truyén tinh mach la 5 mg/ml.
Cac dung dich pha lodng thich hgp:

Dung dich natri clorid 0,9%

Dung dich dextrose 5%

Dung dich natri clorid 0,9% va dextrose 5%
Dung dich dextrose 5% trong dung dich ringer
Dung dich 5% dextrose, 0,45% natri clorid va 0,15% kali clorid

Dung dich natri lactat

Cach chudn bi dung dich levofloxacin tiém truyén:

Miic liéu mong Thé tich Levof-BFS Thé tich dung dich Théi gian truyén
muén 250 mg sirdung (ml) | phaloang can (ml) tinh mach
250 mg 10ml 40ml 60 phut
500 mg 20ml 80ml 60 phut
750 mg 30ml 120ml 90 phut

Dung dich sau pha loang can dugc kiém tra ky vé ti€u phan quan sét dugc bang mét thudng trudc khi
truyén tinh mach. Dung dich xudt hién tiéu phan quan st dugc can bi loai bé.

Dung dich sau pha lodng téi néng d9 5 mg/ml 6n dinh trong thdi gian 8 gid, é nhiét do khong qué 30°C.
Truyén tinh mach nhanh hodc lugng I6n dung dich ngay 1ap tdc c6 thé gy ra ha huyét ap va can phai trénh.
Chéng chi dinh

Nguai ¢6 tién st qua man vdi levofloxacin, véi cac quinolon khac, hodc véi bét ky thanh phan nao cla thudc.
Ddng kinh, thiéu hut G6PD, tién st bénh & gén co do mot fluoroquinolon.

Tré em nhd hon 18 tudi.

Phu ni ¢6 thai va phu nit dang trong giai doan cho con bu.

(Canh béo va than trong khi diing thudc

- Céc phan (ing cd hai nghiém trong cd kha nang khdng hoi phuc va gay tan tat, bao gom viém gan, dit
gan, bénh Iy than kinh ngoai bién va cac tac dung bat lgi trén than kinh trung uong.

- Cackhang sinh nhom fluoroguinolon cd lién quan dén cac phan ting ¢6 hai nghiém trong c6 khé nang gay
tan tatva khéng héi phuc trén cac hé co quan khac nhau ciia co'thé. Cac phan ting nay c6 thé xudt hién dong
thai trén ciing bénh nhan. Céc phan ting ¢6 hai thuong dugc ghi nhan gdm viém gén, dit gan, dau khdp,
dau cg, bénh ly than kinh ngoai vi va cac tac dung bét Igi trén hé thong than kinh trung uong (do gidc, lo
au, trdm cdm, mét ngd, dau ddu ndng va I 1an). Cac phan ting nay c6 thé xdy ra trong vong vai gid dén vai
tudn sau khi stt dung thudc. Bénh nhén & bét ky tudi nao hoac khong cd yéu té nguy co ton tai tir trudc déu
€6 thé gap nhimng phan ting ¢6 hai trén.

- Ngimg st dung thudc ngay khi cd dau hiéu hodc triéu chiing dau tién cta bét ky phan ting cd hai nghiém
trong nao. Thém vao d6, tranh st dung cac khang sinh nhém fluoroquinolon cho céc bénh nhén da ting
gap cac phan ting nghiém trong lién quan dén fluoroquinolon.

Viém gan:

Viém gan dac biét 1 gan g6t chan (Achille), c6 thé dan téi it gan. Bién chiing nay c6 thé xudt hién 6 48
gi6 dau tién, sau khi bat dau dung thudc va c6 thé bi ca hai bén. Viém gan xdy ra chd yéu & céc doi tugng
€6 nguy co: nquai trén 65 tudi, dang ding corticoid (k€ cd dudng phun hit). Hai yéu t6 nay lam ting nguy
€0 viém gan. DE phong, can diéu chinh liéu lugng thudc hang ngay & nguai bénh I6n tudi theo muic loc
cau than.

Anh huéng trén hé coxuang:

Levofloxacin, ciing nhu phén 16n cac quinolon khac, ¢ thé gdy thodi hoa sun & khdp chiu trong luc trén
nhiéu loai dong vat non, do d6 khong nén st dung levofloxacin cho tré em dudi 18 tugi.

Nhuoic ca: can than trong & nguai bénh bi bénh nhugc co vi cac biéu hién co thé néng lén.

Tdcdung trén thn kinh trung uong:

Da 6 cac thong bao vé phan ting bat Igi nhu rdi loan tam than, tang ap Iuc ndi so, kich thich than kinh trung
uong dan dén co giat, run rdy, bon chén, dau dau, mat ngd, tram cam, 14 1an, do gidc, 4 mong, ¢6 § dinh
hodchanh dong tu sét (hiém gap) khi st dung cac khang sinh nhém quinolon, tham chi ngay khi st dung &
liéu du tién. Néu xdy ra nhiing phan ting bat Igi nay trong khi stt dung levofloxacin, can dimg thudc va cd
cac bién phap x( tri triéu chiing thich hgp. Can than trong khi st dung cho nguai bénh ¢ cc bénh Iy trén
than kinh trung uong nhu dong kinh, xo cing mach néo. . .vi ¢6 thé ting nguy ca co giat.

Phdn ting mdn cdm:

Phan ting man cam véi nhiéu biéu hién 1dm sang khac nhau, tham chi séc phan vé khi st dung cac quino-
lon, bao gom ca levofloxacin da dugc thong bao. Can ngiing thudc ngay khi ¢d cac déu hiéu dau tién cta
phén ting man cdm va dp dung cac bién phép xi tri thich hop.

Viém dai trang mang gid do Clostridium difficile:

Phan ting bat lgi nay da dugc thdng bao véi nhiéu loai khang sinh trong d6 c6 levofloxacin, ¢ thé xay ra &
tdt c& cdc mifc d0 tir nhe dén de doa tinh mang. Can luu § chan doan chinh xdc céc trudng hop fa chdy xy ra
trong thdi gian ngudi bénh dang st dung khang sinh dé 6 bién phap xi tri thich hop.

Mén cdm vdi dnh sdng:

Mén cdm véi anh séng, muic d9 tir trung binh dén néng da dugc thong bao véi nhiéu khang sinh nhém
fluoroquinolon, trong d6 ¢6 levofloxacin (mdc du dén nay, ty Ié gap phan ting bét Igi nay khi st dung
levofloxacin rat thép < 0,1%). Ngudi bénh can trénh tiép xtc tryc ti€p véi anh sang trong thi gian diéu
tri va 48 gior sau khi diéu tri.

Tdc dung trén chuyén héa:

Ciing nhu cac quinolon khac, levofloxacin co thé gdy ra réi loan chuyén héa duting, bao gom tang va ha
dutmg huyét thudng xdy ra & cdc ngudi bénh dai thédo dutng dang st dung levofloxacin dong thai véi mot
thudc udng ha duong huyét hodc véi insulin; do d6 can giam sat dudng huyét trén nguai bénh nay. Néu xay
ra ha dudng huyét, can ngiing levofloxacin va tién hanh cac bién phap x tri thich hgp.

Kéo dai khodng QT trén dién tam do:

St dung cac quinolon cd thé gy kéo dai khoang QT trén dién tam d6 & mot s6 ngui bénh va mot s6 hiém
ca loan nhip, do do can tranh sir dung trén cac ngudi bénh san cd khoang QT kéo dai, ngudi bénh ha kali
mau, ngudi bénh dang st dung cac thudc chdng loan nhip nhém IA (quinidin, procainamid. . .) hogc nhom
I1I (amiodaron, sotalol. ..); than trong khi st dung levofloxacin cho cac ngudi bénh dang trong céc tinh
trang tién loan nhip nhu nhip cham va thiéu méu co tim cap.

Khi diéu tr Staphylococcus aureus khdng methicilin (MRSA)

Staphylococcus aureus khang methicilin (MRSA) thung khang fluoroquinolon, bao gom levofloxacin. Do
d6, Levofloxacin khdng dugc khuyén cdo st dung trong cac trugng hop nhiém khuan MRSA, trir khi két
qua xét nghiém cho thdy tinh nhay cdm clia co thé véi levofloxacin (va cac thudc khang sinh thugng dugc
khuyén céo dé diéu tri nhiém khudn MRSA la khong phu hgp).

Thoi gian truyén

Thai gian truyén phai tudn thd theo khuyén céo (xem phan “Cdch chudn bj dung dich levofloxacin tiém
truyén”).

Truyén tinh mach nhanh hodc lugng Ién dung dich ngay lap tic c6 thé gay ra ha huyét ap, truy tim mach
va can phai trénh.

Bénh nhan thiéu glucose-6-phosphat dehydrogenase (G6PD)

Vi céc bénh nhan da bi hodc c6 nguy ca bi thiéu hut glucose-6-phosphat dehydrogenase cd thé gap phai
phan ting tan mau khi diéu tr bang thudc khang sinh quinolon. Do dd, khi st dung levofloxacin 6 cdc bénh
nhan nay can phai theo ddi chat ché tinh trang tan mau.

Bénh nhdn suy than

Do levofloxacin dugc bai tiét chd yéu qua than, can hiéu chinh liéu & bénh nhan suy than.

Phdn ting ndng trén da

Phan ting béng nudc trén da nghiém trong nhu phan ting Stevens — Johnson hodc hoai i biéu bi nhiém
doc da dugc béo cdo khi st dung levofloxacin. Bénh nhan cén gap béc si ngay khi thy xudt hién cac phan
{tng trén co hodc da xdy ra trudc khi tiép tuc diéu tri.

Roi foan dutng huyét

Nhu ddi véi tét cd cc quinolin, rdi loan dudng huyét bao gém ha dudng huyét, ting dudng huyét da duoc
béo cdo, thuting xdy ra & cdc bénh nhan tiéu duting stt dung dong thai véi mét thudc ha dudng huyét dung
duang udng (nhu glibenclamid) hodc véi insulin. Hon mé do ha dung huyét da dugc bdo céo. § nhiing
bénh nhan bi tiéu dudng, theo déi dung huyét can than dugc khuyén cdo.

Bénh thdn kinh ngogi bién

Bénh than kinh cdm gidc ngoai bién va than kinh cdm gidc van dong ngoai bién da dugc béo cdo 6 cac bénh
nhan st dung fluoroquinolon, bao gom ca levofloxacin, cd thé nhanh chéng khéi phat sau khi sit dung. Can
phdi ngling st dung levofloxacin néu bénh nhén xudt hién cac triéu ching trén than kinh dé ngan chan su
xudt hién tinh trang khong thé ddo ngugtc.

Déc tinh trén gan mat

Tinh trang tir hoai t& gan dén tivong do suy gan do levofloxacin da dugc béo céo, chdi yéu & céc bénh nhén
¢6 tinh trang bénh Iy ¢6 san nghiém trong, vi du nhu nhiém triing huyét. Can ngung diéu tri va lién hé ngay
v6i bac si néu ¢ cac ddu higu hodc triéu chiing cdia bénh gan tién trién nhu chan an, vang da, nudc tiéu
sam mau, nguta hodc bung an dau.

Dot ndng cia bénh nhuoc co

(ac fluoroguinolon, bao gém levofloxacin, cd hoat dong chin than kinh cq, va ¢d thé lam tram trong thém
tinh trang yéu co ¢ bénh nhan c6 bénh nhugc co. Cic phan ting c6 hai nghiém trong, trong dd ¢4 trudng
hop tit vong va yéu cau ho trg hd hap, cd lién hé vdi viec st dung levofloxacin & bénh nhén bi nhugc co.
Levofloxacin khong dugc khuyén cdo st dung & bénh nhan cd tién st nhugc co.

Roi foan thi hc

Néu thdy tam nhin gidm hodc xudt hién bat ky tac dung nao trén mdt, can gap bac si ngay.

Phat trién chiing bénh khdng nhay dm

St dung levofloxacin, dac biét Ia trong thoi gian kéo dai, ¢6 thé dan dén sy phét trién qua mic ctia cac vi
sinh vat khdng nhay cdm. Néu tinh trang boi nhiém xdy ra trong qua trinh diéu tri, cac bién phap thich
hap can dugc thuc hién.

/Ainh hudng Jén xét nghiém

( nhiing bénh nhan dugc diéu tri béng levofloxacin, xét nghiém opiat trong nuigc tiéu c6 thé cho két qua
duang tinh gid. Cén st dung céc bién phap dac hiéu hon dé khang dinh tinh trang duong tinh véi opiat.
Levofloxacin lam (ic ché suf tang truéng cta vi khuan Mycobacterium tuberculosis va do d6, ¢6 thé cho két
qua am tinh gid trong chudn doan vi khudn nay.

St dung thudc cho phu nit ¢6 thai va cho con bu

Phu nit cé thai

(6 rat it céc dr liéu vé viéc stt dung levofloxacin & phu nif ¢d thai. Cac nghién cGu trén dong vét khong cho
thay tac hai tryc tiép hodc gian tiép lién quan dén doc tinh sinh sén. Tuy nhién, do khong ¢6 di liéu trén
ngudi va tir mot s6 thit nghiém cho thdy nguy colam tén thuong sun khdp chiu luc & cac sinh vat dang phét
trién ctia cac fluoroguinolon, khdng sir dung levofloxacin cho phu nit trong thdi ky mang thai.

Phu nif cho con b

Khdng st dung levofloxacin & phu ni trong thai ky cho con bi. Chua 6 dd can c(t levofloxacin ¢d bai tiét vao
sita me hay khong. Tuy nhién, cac fluoroguinolon khéc dugc bai tiét vao stia me. Do khdng ¢ dit liéu trén

ngudi va tirmot s6 thir nghiém cho thdy nguy co1am t6n thuong sun khdp chiu luc & cac sinh vat dang phét
trién ctia cac fluoroquinolon, khdng st dung levofloxacin cho phu nit trong thdi ky cho con ba.

Anh huéng dén kha nang lai xe va van hanh méy méc

Khdng nén ai xe va van hanh may mac khi dang dung thudc.

Tuong tac thudc

- Khong truyén dong thai bét c dung dich nao chia cac cation da hoa tri nhu magnesi, cali, nhom, sét...
cling qua dudng tinh mach.

- Theophylin:

M@t s6 nghién cGu trén nguoi tinh nguyén khoé manh cho thdy khong ¢6 tuong tac. Tuy nhién do nong do
trong huyét tuong va AUC theophylin thutng bj tang khi sit dung dong thai véi cac quinolon khac, van cn
giam st chat ché ndng do theophylin va hiéu chinh liéu néu can khi st dung ddng thai véi levofloxacin.

- Cyclosporin, digoxin:

Tuong tac khdng cd y nghia lam sang, do do khong can hiéu chinh liéu céc thudc nay khi dung dong thai
véi levofloxacin.

- Cac thudc chdng viém khong steroid:

(6 khd nang 1am tang nguy o kich thich than kinh trung uong va co git khi duing dong thai véi
levofloxacin.

- Céc thudc ha duong huyét:

Dung déng thai vdi levofloxacin ¢6 thé lam tang nguy co'rdi loan dudng huyét, can gidm sat chat ché.

- Probenecid va cimetidin

Probenecid va cimetidin 6 tac dong déng ké 1én sy dao thai cdia levofloxacin. Toc do thanh thai cia
levofloxacin gidm do cimetidin (24%) va probenecid (34%). Diéu nay xdy ra do hai loai thudc nay ngén
chdn su bai tiét levofloxacin & dng than.

(Can than trong khi dung chung levofloxacin véi cac thudc dnh hudng tdi sy bai tiét 6 ong than nhu
probenecid va cimetidin, dac biét Ia  nhiing bénh nhan suy than.

- Khéng vitamin K

Xétnghiém dong mau va hodc chay mau tang, co thé la nghiém trong, da dugc bdo cdo 6 nhiing bénh nhan
dugc diéu tri bang levofloxacin két hgp véi mot khang vitamin K (nhu wafarin). Xét nghiém dong méu, dé
d6, cén dugc theo doi & nhitng bénh nhan dugc diéu trj béng thudc khang vitamin K.

- Thudc kéo dai khodng QT

Cing nhu céc fluoroquinolon khdc, levofloxacin nén dugc st dung thén trong & nhiing bénh nhan dang st
dung thudc @€ kéo dai khoang QT (nhu thudc chdng loan nhip nhom 1A va Ill, thudc chéng trdm cdm ba
vong, macrolid, thudc chdng loan than).

Tac dung khdng mong muén:

Hiém gap
(=1/10.000
dén <1/1.000)

Hé co quan Thudng xuyén Khong
(=1/100dén | thudng xuyén
<1/10) (=1/1.000 dén

<1/100)

Khong xac dinh

Nhiém triing va Nhiém ndm, bao
nhiém ky sinh g6m nhiém nam
tring (andida

Tang sinhvi
khuan khang
thudc

Gidm tiéu cau Giam t€ bao mau
Giam bach cau ngoai vi

Mat bach cau hat
Thiéu mau tan
huyét

Roi loan méu va
hé bach huyét

Gidm bach cau
Tang bach cdu &
toan. trung tinh.

Rdi loan hé Phu mach
théng mién dich Qué man

Shock qud man
Shock phan vé

Réi loan chuyén Biéng an Ha duong huyét, | Tang dutng
hda va dinh dacbiétla g huyét

dutng bénh nhan déi Ha dudng huyét
thdo duong. hon mé

Roi loan tam Mét ngd Loau
than Lilan
(ang thang

Phan ting tam
than (vi du nhu
do gidc, hoang bén than nhu cd
tudng), tram y dinh ty st hodc
&m, lo lang, gidc | 6 gang ty sat.
mo bét thudng,
gdp dcmong.

Phén ting tam
than tu lam hai

Roi loan hé Dau dau Tinh trang mo (o gigt Bénh than kinh
than kinh Chong mdt mang Di cdm cam gidc ngoai
Run rdy Bénh than kinh
Loan vi gidc van dong cdm
gidc ngoai bién
bién

Rdi loan khiu
gidc bao gém
chiing mét khiu
gidc.

Rdi loan van
dong

Rdi loan ngoai
thap

Mt vi gidc

Bét tinh

Tang dp ndi so
lanh tinh

Rai loan thi luc Mat thi luc

thodng qua

Réi loan thi gidc
nhu nhin mg

Réi loan tai va Chéng mit U tai Mat thinh luc
mé dao Khiém thinh

Céc rdi loan tim Nhip tim nhanh, | Nhip nhanh that,
danh trong nguc | o thé dan dén
ngting tim

Loan nhip thét
va xoan dinh
(bdo cdo chd yéu
@ nhiing bénh
nhan ¢6 yéu to
nguy ¢ véi QT
kéo dai)

Rdi loan mach
mau

Tinh mach viém Ha huyét ap

Roi loan hd hap, Kh thé
16ng ngucva
trung that

(o that phé quén
Viém phdi di ting

Roi loan da day Tiéu chdy Dau bung
- rugt Non Khé tiéu huyét, ma trong
Budn non Day hoi trudng hgp rat
Tdo bén hiém gap 6 thé
1a ddu hiéu cta
viém rudt, bao
gom cd viém dai
trang gia mac.
Viém tuy

Tiéu chdy — xuat

Roiloan gan médt | Tang men Tang

gan (ALT, AST, bilirubin mau
phosphatase
kiém, GGT)

Vang da va ton
thuong gan
nghiém trong
bao gom ca
truong hop

tlvong do suy
gan cap tinh,
chi yéu & cac
bénh nhan c6
cdchénh Iy co
san nghiém
trong.

Viém gan siéu vi

Roi loan da va Phat ban Hoai tit thugng
mo dudi da Ngda bi nhiém ddc
Mé day Hi chiing
Stevens —
Johnson

Hong ban da
dang

Phén ting nhay
¢dm véi dnh
sang

Viém mach mdu
qua man

Sung miéng

Roi loan co Dau khdp
xuong khdp va Dau co
mo lién két

Roi loan gan, bao | Tiéu covan
gom viém gan it gén (vidu
(vi du viém gan dut gan achille)
achille) Vg day chéng
Yéu o, ddcbiét | Voo

quan trong & Viém khép
nhiing bénh
nhan bi nhugc co
nang.

Suy than cap (vi
du nhu do viém
than ké)

Roi loan than va Tang creatinin
tiét niéu mau

Réi loan chung Phén ting tai vi Nhugc co Sot Dau (bao gom
vaphaningtai | tritiém truyén dau lung, nguc
vi tri tiém (dau, do) va ti chi)

Huéng dan cach xi tri ADR
(an ngling levofloxacin trong cc trudng hop: Bat dau cd cac bi€u hién ban da hodc bat ky dau hiéu nao
clia phan (ing mén cdm hay ctia phan ting bat Igi trén thén kinh trung wong. Can giam sat ngudi bénh dé
phat hién viém dai trang mang gia va cd céc bién phap x( tri thich hgp khi xudt hién ia chay trong khi dang
dung levofloxacin.
Khi xudt hién dau hiéu viém gan cén nging ngay thudc, d hai gan g6t nghi véi cac dung cu ¢ dinh thich
hgp hodc nep gt chén va hoi chdn chuyén khoa.

Théng bdo ngay cho bdc i hodc dugc si khi gdp phai cdc tdc dung phu ciia thuéc.
Qua liéu va cach xi tri
Triéu chiing
Theo cac thi nghiém trén dong vat va cdc nghién ctiu dugc Iy 1am sang thuc hién véi liéu I6n hon liéu diéu
tri, mdt s6 ddu hiéu quan trong dugc cho la do qua liéu levofloxacin la triéu chiing trén hé than kinh trung
uong nhu nham Ian, chdng mt, suy gidm nhan thic, o giat va tang khoang QT.
Tac dong trén hé than kinh trung uong bao gom é tinh trang It Ian, co gidt, do gidc, suy gidm nhén thiic
va co giat da dugc quan sat thdy sau khi dua thudc ra ngoai thi trudng.
Xirtri
Khdng ¢6 thudc gidi doc dac hiéu khi qud liéu
Trong truting hop qué liéu, can diéu tri triéu chiing. Can theo ddi dién tam d6 vi c6 thudic o thé lam kéo dai
khoang QT. Thdm phén phiic mac, bao gm thdm phan phic mac va thdm phan phic maclién tuc ngoai tri
(CAPD), khdng ¢4 hiéu qua trong viéc loai levofloxacin ra khéi co thé.
Pactinh dugc luc hoc
Nhém dugc ly: Thudc chdng nhiém khudn — nhém quinolon — fluoroquinolon.
M& ATC: JOTMAT2
Levofloxacin Ia mt khang sinh tong hop co phd rong thudc nhom fluoroguinolon. Ciing nhu cac fluoro-
quinolon khdc, levofloxacin ¢6 tac dung diét khudn do tic ché enzym topoisomerase Il (ADN-gyrase) va/
hodc topoisomerase IV 1a nhiing enzym thiét yéu cda vi khuan tham gia xdc tac trong qud trinh sao chép,
phién ma va stia chita ADN cGa vi khudn. Levofloxacin la dong phén L-isome cia ofloxacin, né ¢6 tac dung
diét khuan manh g&p 8 - 128 lan so véi dong phan D-isome va tac dung manh g&p khoang 2 In so véi
ofloxacin racemic. Levofloxacin, ciing nhu céc fluoroquinolon khéc la khang sinh phé rong, ¢6 tac dung trén
nhiéu chiing vi khuan Gram &m va Gram duong. Levofloxacin (ciing nhu sparfloxacin) c6 tac dung trén vi
khudn Gram duong va vi khuan ky khi tét hon so véi cac fluoroguinolon khac (nhu ciprofloxacin, enoxacin,
lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va sparfloxacin lai ¢ tac dung in vitro trén
Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.
Phé tac dung:
Vi khudn nhay cdm in vitro va nhiém khuan trong 1am sang:
Vikhudn ua khi Gram am: Enterobacter cloacae, E. coli, H. influenza, H. parainfluenza, Klebsiella pneumonie,
Legiona’la pneumophila, Moraxella catarrafis, Proteus mirabifis, Pseudomonas aeruginosa.
Vi khudn khac: Chlamydia pneumoniae, Mycopasma pneumoniae.
Vi khudn va khi Gram duang: Baciflus anthracis, Staphylococcus aureus nhay cdm methicilin (meti-S),
Staphylococcus coagufase am tinh nhay cdm methicilin, Streptococcus pneumoniae.
Vi khudn ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.
Cac loai vi khudn nhay cam trung gian in vitro
Vi khudn va khi Gram duang: Enterococcus faecalis.
Vi khuan ky khi: Bacteroid fragilis, prevoteffa.
Cac loai vi khuan khang levofloxacin:
Vi khuan va khi Gram duong: Enterococcus faecium, Staphylococcus aureus meti-R, Staphylococcus
coagulase dm tinh meti-R.
Khéng chéo: /n vitro, ¢6 khang chéo giiia levofloxacin va cac fluoroguinolon khéc. Do co ché tac dung,
thudng khong cd khang chéo giiia levofloxacin va cdc ho khang sinh khac.
Déc tinh dugc dong hoc
Levofloxacin dugc phan bé rong rai trong co thé, tuy nhién thudc kho tham vao dich ndo tdy. Ty 1é gn
protein huyét tuong Ia 30 - 40%. Levofloxacin rét it bj chuyén héa trong co thé va thdi trir gan nhu hoan
toan qua nudc tiéu & dang con nguyén hoat tinh, chi dudi 5% liéu diéu tri dugc tim thdy trong nudc tiéu
dudi dang chét chuyén héa desmethyl va N-oxid, céc chdt chuyén héa nay c6 rat it hoat tinh sinh hoc. Thai
gian ban thai cta levofloxacin tir 6 - 8 gid, kéo dai & ngudi bénh suy than.
Quy cach déng goi:
10 ml/6ng nhya. Hop 10 dng nhya.
Béo quan: Trong bao bi kin, tranh &m, tranh anh sang, nhiét do dudi 30°C.
Han dung: 36 thang ké tlr ngay san xudt khi bdo quan trong bao bi kin. Dung ngay sau khi mé tdi nhom.
Tiéu chuan chat lugng: Tiéu chudn o s§

Nha sén xudt
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