RX - Thugc nay chi dung theo don thudc Vien nén bao phim

KAFLOVO

DE THUGC XA TAM TAY TRE EM.
DPOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC.
THUGC NAY CHI DUNG THEO BON CUA BAC SY.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC: 1vién
Thanh phan dugc chét:
Levofloxacin( dugi dang levofloxacin hemihydrate).......................... 500mg

Thanh phén ta& dugc gém: Microcrystallin cellulose M101, natri starch
glycolat type A, pregelatinized starch, lactose monohydrat, povidon K30,
magnesi stearat, colloidal silicon dioxid, hydroxypropyl methylcellulose
(HPMC) 2910, polyethylen glycol (PEG) 6000, talc, titan dioxyd, mau dd
oxyd st........cucnabin VUL LS D 1 vién nén bao phim
DANG BAO CHE: vién nén bao phim

MO TA SAN PHAM: Vién nén hinh oval, bao phim mau héng, hai mat tron,
canhvathanhviénlanhlan.

CHIBINH:

Diéu tri nhiém khuén do vi khu&n nhay cam vdi levofloxacin:

Viém phdicong déng.

Nhiém khuédn da va mé mém.

Viém than bé than va nhiém khuén duéng tiét niéu phc tap

Viém tuyén tién liét man tinh do vi khuan.

Viém bang quang khong phtic tap.

Duy phong sau khi phoi nhidm va diéu trj triét d& bénh than.

Nhi&m khu&n dudng tiét niéu khong phtic tap: Do khang sinh fluoroguinolon,
trong d6 c6 kaflovo lién quan dén phan ting c6 hai nghiém trong va nhiém
khu&n dudng tiét niéu khong phuc tap & mot s& bénh nhan c6 thé tu khai, chi
nén sl dung kaflovo cho nhiing bénh nhan khéng c6 lua chon diéu tri khac
thay thé.

Dot nhiém khudn cdp cla viém phé quan man tinh: Do khang sinh
fluoroquinolon, trong dé c6 kaflovo lién quan dén phan (ing ¢ hai nghiém
trong va dgt nhiém khuén cé&p cla viém phé& quan man tinh & mot s6 bénh
nhan c6 thé tu khoi, chi nén st dung cho nhiing bénh nhan khéng c6 Iya
chon diéu tri khac thay thé.

Viém xoang c&p tinh do vi khuén: Do khang sinh fluoroquinolon, trong dé cé
kaflovo lién quan dén phan ting cé hai nghiém trong va viém xoang c&p tinh
do vi khudn & mot s6 bénh nhan c6 thé ty khai, chi nén st dung kaflovo cho
nhitng bénh nhan khéng cé lya chon diéu tri khac thay thé.

CACH DUNG VA LIEU LUONG:

Thudc ban theo don, dung theo chi dinh clia thdy thudc, dung dudng udng.
Liéu thudng dung 1 vién/ ngay trong 7 - 14 ngay tuy theo muc dé nang nhe
vatéac nhan gay bénh.

Dgtcép viém phé€ quan man tinh: 1 vién/ngay trong 7 - 10 ngay

Viém phdicong dong: 1 vién, 1 - 21an/ ngay trong 7-14 ngay

Viém xoang cdp tinh: 1 vién/ngay trong 10-14 ngay

Viém than bé than: 1 vién trong 7-10 ngay

Nhi&m khu&n dudng tiét niéu phic tap: 1 vién/ngay trong 7 - 14 ngay

Viém bang quang khoéng phtic tap: 250 mg/lantrong 3 ngay

Viém tuy&n tién liétman tinh: 1 vién/ ngay trong 28 ngay

Nhiém khudn davamoé mém: 1 vién, 1-21an/ngay trong 7-14 ngay.

Nhi&m khu&n dudng tiét niéu khdng phic tap: Usng 250 mg/lan/ngay, trong
3ngay.

Didu tri du phong sau khi phai nhiém véi tryc khuén than. Udng 1 vién/ngay
trong 8 tuén

Bénh nhén suy than:

Liéu ban déu khong thay d6i khi dung cho ngudi bénh suy than, liéu ti€p
theo nén diéu chinhtheo Cl,

Cl,,20 - 50 ml/ phuit: 250 mg/ 12 - 24 gid

Cl,,10- 19 ml/ phit: 125 mg/ 12 - 24 gi&

Cle, < 10ml/phat: 125 mg/ 12 - 24 gid.

Bénh nhan suy gan va ngudi Ion tuéi: khong cén chinh liéu.

Tré em:khong nén dung cho tré em va thanh thi€u nién.

CHONG CHi BINH:

M4an cam véi levofloxacin, véi cac quinolon khac ho#c bat ky thanh phan
nao clia thudc.

Dong kinh. Thi§u hyt G6PD. Tién sltbénh & gan co do mét Fluoroquinolon.
Phu nii ¢é thai va cho con bui. Tré em va thanh thi€u nién.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Thuéc c6 chia lactose nén bénh nhan méc céc réi loan di truyén hiém gap
vé dung nap galactose, chiing thiéu hut lactose Lapp hodc rgi loan hap thu
glucose-galactose khong nén siidung thude nay.

Céc phan ting c6 hai nghiém trong c6 kha nang khong héi phuc va gay tan
tat, bao gém viém gan, ddt gan, bénh Iy thédn kinh ngoai bién va cac tac dung
batIgi trén than kinh trung uong.

Cac khang sinh nhém fluoroquinolon cé lién quan dén céc phan ting 6 hai
nghiém trong c6 kha nang gay tan tat va khéng héi phuc trén cac hé co
quan khac nhau ciia cd thé. Céc phan ting nay c6 thé xust hién déng thai
trén cting bénh nhan. C4c phan ting c6 hai thudng dugc ghinhan gém viém
gan, dit gan, dau khdp, dau cd, bénh ly than kinh ngoai vi va cac tac dung
bat Igi trén hé thang than kinh trung uong (4o giac, lo au, trdm cam, mat
ngt, dau ddu nangvalilan).

Céc phan (ing nay c6 thé xay ra trong vong vaigid dén vai tudn sau khi st
dung thudc. Bénh nhan & bat ky tudi nao hodc khéng 6 yéu t6 nguy ca ton
tai tif trudc déu coé thé gap nhiing phan ting c6 hai trén. Ngiing st dung
thuBc ngay khi cé dau hiéu ho#c triéu ching dau tién cla b&t ky phan ting
c6 hainghiém trong nao. Thém vao d6, tranh st dung cac khang sinh nhém
fluoroquinolon cho cac bénh nhan da tiing gap cac phan ting nghiém trong
lien quan dén fluoroquinolon.

Viém gan dac biét 1a gan gét chan (Achille), c6 thé dén t6i dit gan. Bién
chiing nay c6 thé xuat hién & 48 gid ddu tién, sau khi bat ddu dung thudc va
¢6 thé bi ca hai bén. Viém gan xay ra chli yéu & céc d&i tugng c6 nguy co:
ngudi trén 65 tudi, dang dung corticoid (k& c& dudng phun hit). Hai y&u t6
nay lam tang nguy co viém gan. Bé phang, can diéu chinh liéu lugng thudc
hang ngay & ngudi bénh I6n tudi theo muc loc cdu than.

Anh huéng trén hé co xuong: levofloxacin, cing nhu phan I6n céc quinolon
khac, c6 thé gay thodi hda sun & khdp chiu trong luc trén nhiéu loai dong vat
non, do dé khong nén st dung levofloxacin cho tré em dudi 18 tudi.

Nhudc cd: can than trong & ngusi bénh bi nhugc co vi céc biéu hién c6 thé
nanglén.

Téac dung trén hé than kinh trung uong: d& c6 céc thong bao vé phan tng
bt I6i nhu rdi loan tam than, ting 4p lyc ndi so, kich thich than kinh trung
uong dan dén co giat, run rdy, bén chon, dau ddu, m&tngd, trdm cam, It 1an
&0 giac, ac mdng, c6 y dinh hodc hanh dong tu sat (hi€m gap) khi st dung
cac khang sinh nhém quinolon, tham chi ngay khi st dung & liéu dau tién.
Né&u xay ra nhitng phan (ing bét Igi nay trong khi si dung levofloxacin, can
diing thudc va c6 céc bién phéap x( tri triéu ching thich hgp. Can than trong
khi st dung cho ngusi cé cac bénh Ii trén than kinh trung uong nhu dong
kinh, xo cling mach néo, ... vi cé thé tdng nguy cd co giat.

Phan (ing man cam: phan ing man c&m vdi nhiéu bi€u hién Iam sang khac,
tham chiséc phan vé khi st dung cac quinolon, bao gém ca levofloxacin da
dugc théng béo. Can ngiing thudc ngay khi cé cac ddu hiéu dau tién cta
phé&n ing ma&n cam va ap dung céc bién phap x{ trithich hgp.

Viém dai trang gia mac do Clostridium difficile: Phan tng bt Igi nay dugc
théng bao véi nhiéu loai khang sinh trong dé cé levofloxacin, c6 thé xay ra 8
t4t c& cac muic do ti nhe dén de doa tinh mang. Can Iuu y chan doan chinh
xac cac trudng hgp fa chay xay ra trong thdi gian ngudi bénh dang st dung
khéng sinh dé c6 bién phap x trithich hgp.

MA&n cam véi anh sdng muc do trung binh dén nang da dudc thong bao véi
nhiéu khang sinh nhém fluoroquinolon, trong dé cé levofloxacin (méac du
dén nay, ty 1& gap phan Ung bat Igi nay khi st dung levofloxacin rat thap <
0.1%). Ngudi bénh can tranh ti€p xuc tryc ti€p véi anh sang trong thdi gian
diéu triva 48 gid sau khidiéu tri.

Tac dung trén chuyén hoa: cling nhu céc quinolon khéc, levofloxacin ¢6 thé
gay réi loan chuyén héa dudng, bao gdm tang va ha dudng huyét thudng
xay ra & cac ngudi bénh dai thao dudng dang sif dung levofloxacin déng
thdi v6i mot thudc ha dudng huyét hodc véi insulin, do d6 can giam sat
dudng huyét trén ngudi bénh nay. N&u xay ra ha dudng huyét, can ngiing
levofloxacin va tién hanh cac bién phap x{ trithich hgp.

Kéo dai khoang QT trén dién tam dé: st dung céc quinolon c6 thé gay kéo
dai khodng QT trén dién tam dé & mot s6 ngudi bénh va mét s6 hiém ca
loan nhip, do d6 can tranh st dung trén cac ngudi bénh sén c6 khoang QT
kéo dai, ngudi bénh ha Kali mau, ngudi bénh dang st dung céc thude
chéng loan nhip nhém A (quinidin, procainamid..) ho&c nhém il
(amidaron, sotalol..), than trong khi sif dung levofloxacin cho céc ngugi
bénh dang trong cdc tinh trang tién loan nhip nhu nhip cham va thigu ca tim
cdtim cap

SUDUNG CHO PHYNU CO THAI VA CHO CON BU:

Phu nii ¢é thai: C6 rat it s& liéu tir viéc st dung levofloxacin 6 phuy nii c6 thai.
Cac nghién ctiu trén dong vat khong chi ra tac dong tryc ti€p hodc gian tiép
vé doc tinh sinh s&n. Tuy nhién,vi thudc cé nhiéu nguy co tdn thuang sun
khdp trén tré nhd nén khong dung levofloxacin & phu nii c6 thai.

Phu nif cho con bu: Chua do dugc néng do levofloxacin trong sita me,
nhung c&n ct vao kha nang phan bé vao sita me clia ofloxacin, c6 thé du
dodn réing ciing dugc phan b8 vao sita me. Vi thudc cé nhiéu nguy cd t6n
thuong sun khép trén tré nhd, khong cho con bi khi dung levofloxacin.

ANH HUBNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
moc.

Thudc c6 tac dong khdng mong mudn 1én hé than kinh gay chong mat, ngl
gat, réi loan thi gidc nén khong st dung dudc cho ngudi lai xe va van hanh
may moc.

TAC DUNG KHONG MONG MUON:

Thudng gap, ADR > 1/100

Tiéu héa: budn ndn, nén, fachay, dau bung, tdo bén, khé tiéu.




Gan:tangenzym gan

Than kinh: m&tngd, dau dau

Da:ngua, banda

itgap, 1/1000 < ADR < 1/100

Than kinh: hoa mét, cang th&ng, kich déng, lo 1&ng

Tiéu hoa: dau bung, day hoi, kho tiéu, nén, tao bén.

Gan: tang bilirubin huyét

Tiét niéu, sinh duc: viém am dao, nhiém nam Candida sinh duc

Hiém gap, ADR < 1/1000

Tim mach: ting hodc ha huyét ap, loan nhip

Tiéu hda: viem daitrang mang gia, kho miéng, viém da day, pht Iu6i

Co xuong - khdp: dau khép, yéu cd, dau cg, viém tly xuong, viém gan
Achille

Théan kinh: co giat, gifc mo bat thudng, trdm c&m, riloan tam than.

Di tng: pht Quinck, chodng phan vé, hoi chiing Stevens - Johnson va
Lyelle

*Huéng dan cach xi tri ADR:

Cén ngung levofloxacin trong céc trudng hop: bat du c6 cac biéu hién ban
da hay béat ky d&u hiéu nao clia ph&n ing man cdm hay ADR trén TKTW.
Can giam sat ngudi bénh dé phat hién viém dai trang mang gia va c6 céc
bién phap x{ Iy thich hgp khi xuét hién fa chay trong khi dang dung
levofloxacin.

Khi xudt hién d&u hiéu viém gan can ngung ngay thuéc, dé hai gan gét nghi
véi cac dung cu c6 dinh thich hop hay nep gét chan va hai chan chuyén
khoa.

Luu y: Théng béao cho béc sy nhiing tac dung khéng mong muén gap
phai khi strdung thuéc.

TUGNG TAC, TUGNG KY cUATHUOC:

Anh hudng ciia cac thuéc khac d6i voi levofloxacin:

Muéi sat, thuéc khang acid chiia magnesi hoic nhém: Su hép thu
levofloxacin bi gidm dang ké khi diung déng thdi mudi sat, hoac thudc
khéang acid chita magnesi hoac nhom vdi levofloxacin.

Theophyllin, fenbufen hodc cac thudc khang viém khéng steroid: Ngudng
co giat & ndo cé thé gidm dang ké khi dung ddng thdi quinolon véi
theophyllin, thuéc khang viém khéng steroid, hodc céac thuéc lam giam
ngudng co giat. Khi ¢6 su hién dién cha fenbufen néng dé cla levofloxacin
cao han khoang 13% so vGi khi dung don &.

Sucralfat: Sinh kh& dung clia levofloxacin gidm dang ké khi diing chung
V@i sucralfat. Néu bénh nhan dung ca sucralfat va levofloxacin, t6t nhat
nén udng sucralfat 2 gid sau khi uéng levofloxacin.

Probenecid va cimetidin: Qua théng k&, probenecid va cimetidin c6 anh
hudng déang ké trén sy thai trir clia levofloxacin. Do thanh thai qua than clia
levofloxacin gidm 24% do cimetidin va 34% do probenecid.

Céc thudc khac: nghién clu trén lam sang cho thdy dugc déng hoc clia
levofloxacin khéng bi &nh hudng khi dung déng thdi vdéi calci carbonat,
digoxin, glibeclamid va ranitidin.

Anh huéng cla levofloxacin Ién céc thuée khéc:

Cyclosporin: thai gian ban thai cla cyclosporin tang 33% khi dung déng
thdi véi levofloxacin.

Thu6c d6i khang vitamin K: Tang thdi gian déng mau (PT/INR) va/hoac
chay mau, cé thé trdm trong, dd dugc bao céo trén bénh nhan dugc diéu tri
levofloxacin phdi hgp véi thudc d6i khang vitamin K (vi du warfarin). Do do,
can theo doi cac xét nghiém déng mau trén bénh nhan dugc diéu tri thuéc
d6i khang vitamin K.

Thudc gay kéo dai khodng QT: cling giéng nhu cac khang sinh nhém
flouroquinolon khac, nén than trong khi dung levofloxacin déng thdi véi cac
thudc gay kéo dai khodng QT (nhu thudc chdng loan nhip nhém 1A, i1,
thudc chéng trdm c&m 3 vong, macrolid, thuc chéng loan nhip).

Do khéng c6 céc nghién ciu vé tinh tudng ky cla thudc, khong tron 1an
thuéc nay vdi cac thuéc khéc.

QUA LIEU VA XU TRi:

Triéu chiing: cac dau hiéu quan trong nhét cé thé thay sau khi qua liéu
levofloxacin c&p tinh 1a céc triéu chiing & hé than kinh trung uong nhu
nham I4n, hoa mat, suy gidm nhan thic, co giat kiéu dong kinh, tang
kho&ng QT ciing nhu céc phéan (ing & da day-rudt nhu budn nén, &n mon
niém mac.

XU tri: vi khdng c6 thudc gidi doc dac hiéu, xU tri qué liéu bang cach loai
thudc ngay ra khéi da day, bu dich ddy di cho ngudi bénh. Tham tach mau
va thdm phan phic mac lién tuc khéng c6 hiéu qua loai levofloxacin ra khoi
cathé. Theo ddi dién tam do vi khoang cach QT kéo dai.

PAC TINH DUGC LYUC HOC:

Levofloxacin 1a thuéc khang khuén thudc nhém fluoroquinolon. Ma ATC:
JO1IMA12

Gi6ng nhu céc fluoroquinolon khac, levofloxacin cé tac dung diét khun do
tic ch& enzym topoisomerase Il (DNA-gyrase) va/hodc topoisomerase IV
la nhiting enzym thiét y&u cla vi khudn tham gia xuc tac trong qué trinh sao
chép, phién ma va tu slra DNA cla vi khuén. Levofloxacin 1 déng phan S-
(-)-isomer clia ofloxacin, né ¢é tac dung diétkhu&n manh gap khoang 2 1an
so v6i ofloxacin racemic.

Levofloxacin ciing nhu cac floroquinolon khéc la khang sinh phé rong, cé
tdc dung trén nhiéu chdng vi khudn Gram am va Gram duong.
Levofloxacin (cling nhu sparfloxacin) c6 tac dung trén vi khudn Gram
duong va vi khuén ky, khi t6t hon so véi céc floroquinolon khac, tuy nhién
levofloxacin va sparfloxacin lai cé tac dung in vitro trén Pseudomonas
aeruginosa yéu hon so véi ciprofloxacin.

Phé khang khuén:

*Vikhuén nhay c&m in vitro va nhiém khuén trong lam sang:

Vikhu&n gram (+) hiéu khi: Bacillus anthracis, Staphylococcus aureus nhay
cdm methicilin (meti-S), Staphylococcus coagulase am tinh nhay cam
methicilin, Streptococcus pneumonia.

Vi khudn gram (-) hiéu khi: Enterobacter cloacae, Escherichia coli,
Haemophilus influenzae H. parainfluenzae, Klebsiella pneumonia,
Legionella pneumophila, Moraxella catarrhalis, Proteus mirabilis,
Pseudomonas aeruginosa.

Vikhuén ky khi: Peptostreptococcus, Fusobacterium, Propionibacterium.
Chiing khac: Chlamydia pneumoniae, Mycoplasma pneumonia.

*Vikhuén nhay cdm trung gian in vitro:

Vikhuén gram (+) hiéu khi: Enterococcus faecalis

Vikhu&n ky khi: Bacteroides fragilis, Prevotella.

Céc loaivikhudn khang levofloxacin:

Vi khu&n gram (+) hiéu khi: Enterococcus faecium, Staphylococcus aureus
meti-R, Staphylococcus coagulase am tinh meti-R.

Khang chéo: In vitro, cé khang chéo gitta levofloxacin va céc floroquinolon
khac. Do co ché tac dung, thuéng khong cé khang chéo gilia levofloxacin
vacac ho khang sinh khac.

*Coché&dé khang:

Su dé khang véi Levofloxacin trén in vitro thudng xay ra do dot bién tai vi tri
dich trén enzym topoisomerase va DNA gyrase va qua céc dét bién nhiéu
chiéu. Nhiing dét bién don 1& c6 thé chi lam gidm tinh nhay cam vdi thudc
chi khéng gay dé khang trén 1am sang. Nhung dét bién nhiéu chiéu c6 thé
gay dé khang trén 1am sang va gay khang chéo véi cac thudc trong nhom
Quinolone. Co ché dé khang lam b&t hoat cac khang sinh béng céc hang
rao th&m th&u (phd bi€n déi véi Pseudomonas aeruginosa) va cd ché bom
rangoai cé thé Anh hudng dén tinh nhay cam véilevofloxacin

*Méilién quan dugc déng hoc, dugc luc hoc:

Hoat tinh diét khu&n clia levofloxacin phu thudc vao ty s6 gitta néng do t6i
da clia thudc trong huyét thanh(Cmax) va néng dé tic ché t6i thiéu (MIC)
hodcty 16 dién tich dudi dudng cong (AUC) d6i véi MIC.

DAC TINHDUGC PONG HOC

Hé&p thu: Levofloxacin diing dudng uéng dugc hap thu nhanh chéng va gan
nhu hoan toan véinéng d6 dinh trong huyét tuang dat dugc trong vong 1-2
gid. Sinh kha dung tuyét déikhodng 99-100%. Thiic &n &nh hudng it dén su
h&p thu Levofloxacin.Trang th&i 8n dinh thudng dat dugc trong vong 48 gid
saukhidungli€éu 500 mg 1-214n/ ngay.

Phan bé: Khoang 30 — 40% levofloxacin dugc két hgp véi protein huyét
thanh. Levofloxacin dudc phan bé rong rai trong co thé : niém mac phé
quén, phé& nang, mé phéi, da, mé tuyén tién liét, nudc tiéu... Tuy nhién phan
bd kém trong dich nao tdy.

Chuyén hod: Levofloxacin dugc chuyén hod it, dang chuyén hoa Ia
desmethyl-levofoxacin va levofloxacin N-oxide. Mic dd cla nhiing dang
chuyén hoéd nay dudi 5% liéu dung dugc bai tiét trong nudc tidu.
Levofloxacin la dang 8n dinh héa hoc lap thé va khong bithay d8i cdu tric.
Thaitru: Khi st dung dusng udng levofloxacin dugc thai tri tuong déi cham
tr huyét tuong (thdi gian ban thai 6 — 8 gid). Su bai tiét chl y&u qua than
khoang 87% & dang khong bién déi va qua phan khodng 12,8%. Thudc
khéng loai bé dugc bang thdm phan mau hay mang bung.

*Dugc dong hoc trén di tugng dic biét:

D6i véi ngudi bi suy than: Dudc déng hoc clia levofloxacin bi anh hudng
trong trudng hgp suy than. Khi chiic nang than gidm, su thanh thai va bai
ti€t ctia than bj giam va thai gian ban huy dao thaitang.

Dugc dong hoc 6 bénh nhan suy than khi dung liéu don 500 mg.

Cls, <20 ml/phat: t,,= 35 gid

Cl. tif 20 -49 ml/phit: t,, =27 gid

Cl,, tti 50 - 80 ml/phut: t,, =9 gid

Ngusi cao tudi: khéng cé sy khdc biét vé dugc dong hoc levofloxacin gitia
ngudi tré va ngudi cao tudi, trid khi cé sy khac biét vé do thanh thai
creatinin.

QUY CACH PONG GOI: Hop 01 vix 05 vién nén bao phim, Hop 10 vi x 05
viénnén bao phim.

BAOQUAN -HANDUNG:

B&o quan: Dudi30°C. Noikhé réo, tranh &nh séng.

Handung: 36 thangké tif ngay san xuat.

Tiéuchuédn: TCCS.

San xuat tai:
A 2 - 2 T3 s
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