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| w Thanh phin:
| o ; MBI vién nén bao phim 6 chira:
poain : Levofloxacin hycrat vong domg vé1
Each film coated tablet contains: Levofioxacin e 500MgQ. |
Lavofloxaci hydrate equivalent to ; |
Levofloxzgin.._....._... 500mg Chi dinh; Chéng chi dinh; Céch sirdyng & |

| lidu ding; T4c dung phy; Thén trong: {
MEHW> Tablet Indications, Conra-nications, Dosage me> Tablet xsﬁgamaﬁ%gﬁaﬁaﬁng _

and Administration, Side-effects & Precaution: Dibu kién bio quan;

Levofloxacin hydrate See the product insert Levofloxacin hydrate B30 quén trong bao bi kin, o knd rao, thodng ma, W
: - ; irénh &nh séng, & nhiét d curéi 30°C. !
equivalent to Levofloxacin 500mg twong dwong Levofloxacin 500mg Tiéu chudn : Nha s3n xull ﬁ
Storage conditions: Han diing: 36 thang k& tir ngdy san xust i
Store at a cool dry place, temperature below 30°C. ,
Protect from light Céc thong tin khic: : |
Shelfife: 36 months from manufactured date. e Xngsgnn?wqagmwﬁsEs |
: DNNK:
Specification; In- house: % No. i
610 SX/Balch No
For further information: i

Please see the product insert.
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Rx: Thuée nay chi ding theo don thube

SKABA TABLET

Doc kj hudng dén sik dung trueéc khi ding
Néu cin thém thong tin xin héi § kién bdc sp, diege sj.
Thanh phén: M3i vién chira :
Hoat chat: Levofloxacin (dudi dang levofloxacin hydrat)..........ooo.evevooeoosesosooo, 500,0 mg
Ta duwgc: Lactose hydrat, tinh bot ngod, calci carboxymethylcellulose, magnesi stearat,
hypromellose, polyethylen glycol 6000, titanium dioxid, red color No.40, yellow No.203
alumininum lake, blue No.1 alumininum lake.
Dang bao ché: Vién nén bao phim.
Chi_dinh:
Nhiém khuén do cac vi khuin nhay cam véi levofloxacin, nhu:
- Viém phéi cong ddng.
- Phdi hop trong lao khang thuéc (thuée chéng lao hang II)
- Viém tuyén tién liét.
- Nhiém khuan dudng tiét niéu c6 bién chimg,
- Nhiém khudn da va t§ chirc du6i da c6 bién ching holic khéng.
- Du phong sau khi phoi nhiém va diéu trj triet dé bénh than
- Nhiém khuén dudng tiét niéu khong phirc tap.
Do khéng sinh fluoroquinolon, trong d6 c6 levofloxacin lién quan dén phan tng c6 hai
nghi€m trong (xem myc Canh bdo va than trong) va nhiém khudn dudng tiét niéu khéng
phirc tap & mot s6 bénh nhén c6 thé ty khoi, chi nén sir dung levofloxacin cho nhimg bénh
nhén khdng c6 lya chon diéu trj khéc thay thé.
- Dot nhi€m khudn c4p cta viém phé quan man tinh.
Do khéng sinh fluoroquinolon, trong d6 ¢6 levofloxacin lién quan dén phan img c6 hai
nghiém trong (xem muc Canh béo va thén trong) va dot nhidm khudn cdp cia viém phé
quan man tinh & mot sé bénh nhan c6 thé tu khoi, chi nén sir dung levofloxacin cho nhimg
bénh nhan khéng ¢6 lya chon didu trj khac thay thé.
- Viém xoang c4p tinh do vi khun.

Do khang sinh fluoroquinolon, trong d6 c6 levofloxacin lién quan dén phan (mg c6 hai nghiém

trong (xem muc Canh bdo va than trong) va viém xoang cép tinh do vi khuin & moét sb bénh

nhén c6 thé tu khoi, chi nén sir dung levofloxacin cho nhitng bénh nhén khéng c6 Iya chon didu
tri khéc thay thé.

Liéu lwrong va cich diing:

Nhiém khudn dwong ho hdp

- Viém phdi méc phai tai cong ddng: 500 mg, 1 - 2 ln/ngay trong 7 - 14 ngay.

- Phdi hop trong lao khang thubc: ding phéi hop voi cdc thude chéng lao khac, nhu
pyrazynamid, ethambutol, kanamycin, cycloserin va prothionamid theo céc phéc dd didu tri
quéc gia.

Thoi gian diéu tri tir 19-24 thang tiy thude thoi diém am héa dom cia bénh nhan




Li€u diéu trj theo hang can:
<33 kg: Udng 750 mg m3i ngay
33-50 kg: Udng 750 mg mi ngay
51-70 kg: Ubng 750 mg mi ngay
> 70 kg: Ubng 750 — 1000 mg m3i ngay
Nhiém khudn da va (8 chikc duéi da
- C4 bién chimg: 750 mg, 1 IAn/ngay trong 7-14 ngay
- Khong c6 bién chimg: 500 mg, 1 1n/ngay trong 7-10 ngay
Nhiém khuén dwong tiét nigu
- C0 bién chimg: 250 mg, 1 [an/ngay trong 10 ngay.
- Viém than - bé than cdp: 250 mg, 1 1an/ngay trong 10 ngay.
Bénh than:
- Diéu trj dy phong sau khi phoi nhidm véi trwc khuan than: ngay uéng 1 1in, 500 mg, diing
trong 8§ tuin.
- Diéu trj bénh than: Truyén finh mach, sau d6 ubng thudc khi tinh trang nguoi bénh cho
phép, liéu 500 mg, 1 1dn/ngay, trong 8 tuén,
- Viém tuyén tién ligt: 500 mg/24 giv, truyén tinh mach. Sau vai ngay 6 thé chuyén sang
udng.
Nhiém khudn duong tiét nigu khong phicc tgp: 250 mg, 1 lAn/ngay trong 3 ngdy. 8.
Dot nhiém khuén cdp cia viém Phé quin man tinh: 500 mg, 1 lan/ngay trong 7 ngay.
Viém xoang cép tinh do vi khudn: 500 mg, 1 l?m/ngﬁy trong 10 - 14 ngay.
Liéu ditng cho ngwdi bgnh suy thin:

D¢ thanh thai creatinin Liéu 4

(mU/pht) ban diu Libuduyen

Nhiém khudn duong tiet niéu cé bién chimg, viém thén - bé thgn cap

>20 250 mg 250 mg m6i 24 gio
10-19 250 mg 250 mg mdi 48 giy
Cdc chi dinh khdc

50-80 Khéng cin hiéu chinh lidu

20-49 500 mg 250 mg moi 24 giy
10-19 500 mg 125 mg mdi 24 gid
Tham téch mau 500 mg 125 mg mdi 24 gioy
Tham phan phiic mac lién tuc 500 mg 125 mg mdi 24 gio

Liéu diing cho nguoi bénh suy gan:

Vi phén I6n levofloxacin duge dao thai ra nuée tidy dudi dang khong dbi, khdng cin thiét phai
hi¢u chinh liéu trong trudng hop suy gan.

Cidch diung

Théi diém uéng levofloxacin khong phy thugc vao bira 4n (c6 thé uéng trong hoic xa bira &n).
Khéng dugc ding cac antacid c6 chira nhém va magnesi, ché phdm c6 chira kim loai nang nhu
sét va kém, sucralfat, didanosin (cdc dang bao ché c6 chira antacid) trong vong 2 gid trude va
sau khi udng levofloxacin.

Chong chi dinh:

Khéng ding levofloxacin cho:




- Bénh nhan qua min véi levofloxacin ho#c cdc quinolon khic hoic bét cif thanh phan t4 duoc
nao.

- Bénh nhén ddng kinh.

- Bénh nhén c6 tién sir rdi loan gén lién quan dén visc dung fluoroquinolon.

- Tré nho hoic tré dang 16n.

- Trong thoi ky mang thai.

- Phu nir cho con bu.

Cénh bdo va thin trong khi ding thubc:

Céc phan tng c6 hai nghiém trong c6 kha ning khéng hdi phuc va gdy tan tat, bao gdm viém
gdn, drt gan, bénh 1y than kinh ngoai bién va céc tac dung bt lgi trén thin kinh trung uong.
Céc khang sinh nhém fluoroquinolon ¢6 lién quan dén céc phén ung c6 hai nghiém trong c6 kha
ning gdy tan tit va khong hdi phuc trén cac h¢ co quan khéc nhau cua co thé. C4c phan ung nay
c6 thé xuat hién ddng thdi trén ciing bénh nhan. C4c phan img ¢6 hai thudng dugc ghi nhan
gom viém gén, dut gan, dau khép, dau co, bénh Iy than kinh ngoai vi va c4c téc dung bt lgi
trén h¢ thong than kinh trung wong (4o giéc, lo 4u, trAm cam, mét ngl, dau ddu ning va 1a IAn).
Céc phan tmg ndy c6 thé xay ra trong vong vai gior dén vai tudn sau khi sir dung thudc. Bénh
nhan & bét ky tudi nao hogc khong c6 yéu t& nguy co tdn tai tir truéc déu c6 thé gip nhimg phan
img c6 hai trén,

Ngimg sir dung thude ngay khi ¢6 déu hi¢u hofic tridu chimg ddu tién cua bét ky phan tng c6
hai nghiém trong nao. Thém vao dé, tranh sir dung céc khéng sinh nhém fluoroquinolon cho
cac bénh nhén da timg gép c4c phan tmg nghiém trong lién quan dén fluoroquinolon.

Bénh lién quan véi Clostridium difficile: Tiéu chay, dic biét néu ning, dai déng va/hodc co
mdu, trong hodc sau khi diéu trj véi levofloxacin, c6 thé 1a tri¢u chimg cua bénh lién quan véi
Clostridium difficile, dang ning nhét Ia viém rugt két mang gia. Néu nghi ngd viém rudt két
mang gia, phai ngung dung levofloxacin ngay.

Bénh nhan suy thdn: Do levofloxacin bai tiét chu yéu qua thin, nén didu chinh lidu cia
levofloxacin & bénh nhan suy thén.

Bénh nhan thiéu men G-6-phosphat dehydrogenase: Bénh nhén véi khiém khuyét tiém tang hay
khiém khuyét thuc sy hoat tinh cua men glucose-6-phosphat dehydrogenase c6 thé d& xay ra
phén tng tén huyét khi diéu trj véi céc thubc khang khuén quinolon, vi thé nén ding than trong
levofloxacin.

Bénh nhén c6 bim chét co giat: Levofloxacin nén dugc dung thét thin trong & ngudi bénh cé
bdm chét co giat, nhu nhimg bénh nhan da bj tén thuong h¢ than kinh trung wong truée dé.
Céc phan ung qua man: Levofloxacin c6 thé gdy céc phan img qua man nghiém trong, nguy
hiém tiém tang (nhu phu mach dén séc phan vé), déi khi xay ra sau khi dung liéu khéi dau.
Ngudi bénh nén ngung didu trj ngay.

Ha dudmg huyét: Ciing nhur tit c4 cic thube nhom quinolon, da c6 bdo cdo vé ha dudng huyét,
thuong ¢ céc bénh nhén déi thdo dudng dang didu trj ddng thdi véi mot thube ha duong huyét
dudng udng (nhu glibenclamid) hodc véi insulin. G nhimg bénh d4i thdo dudomg nay, nén theo
ddi dudmg huyét can than.

Nén cén than khi dung fluoroquinolon, ké ca levofloxacin, & nhitng bénh nhan da biét ¢6 cac
yéu t6 nguy co kéo dai khoang QT: Hoi chimg QT kéo dai bim sinh, ding ddng thoi cac thube
kéo dai khoang QT (nhu thuée chéng loan nhip tim typ IA va I11, thudc chéng trAm cam 3 vong,




macrolid), mét cin bing chét dién giai khong higu chinh dugc (nhu gidm kali huyét, giam
magnesi huyét), ngudi 16n tudi, bénh tim mach (nhu suy tim, nhdi mau co tim, nhip tim cham).
St dung thudc cho phu niF c6 thai

Khéng dung levofloxacin cho phu nir ¢6 thai.

Stt dung thudc cho phy ni¥ cho con bi:

Chua do dugc ndng do levofloxacin trong sita me, nhung can cr vdo kha ning phan b vao
sira cua ofloxacin, ¢6 thé dy dodn ring levofloxacin ciing dugc phan bd vao sita me. Vi thube
¢6 nhidu nguy co ton thuong sun khép trén tré nho, khéng cho con bu khi ding levofloxacin.
Anh hu’o‘ng dén kha ndng ldi xe va v@n hanh mdy mdc:

Mot sb tic dung khéng mong mudn (nhr hoa mit/chéng mat, mét moi, dau du, réi loan thij
gi4c) c6 thé lam giam kha ning tgp trung va phan (mg cia bénh nhén, do d6 can than trong khi
sir dung thubc trén céac dbi tugng phai 14i xe hay vn hanh may méc.

Twong tic va tuong ky ciia thude:

- Antacid, sucralfat, ion klm logi, multivitamin: Khi sir dung déng thdi c6 thé 1am giam hép
thu levofloxacin, can udng c4c thubc nay céch xa levofloxacin it nhét 2 gio.

- Theophylin: Mot sb nghlen clru trén ngudi tinh nguyén khoé manh cho thiy khéng c6 tuong
tac. Tuy nhién do ndng d9 trong huyét tuorng va AUC theophylin thuémg bi ting khi sur
dung déng thoi vérl céc quinolon khéc, vin cin gidm sét chit ché ndng d¢ theophylin va
hiéu chinh liéu néu can khi st dung déng thoi voi levofloxacin.

- Warfarin: Do da c6 thong bdo warfarin ting tc dung khi ding cing véi levofloxacin, cin
giam sat c4c chi s6 vé dong mau khi sir dung ddng thoi hai thuée nay.

- Cyclosporin, digoxin: Tuong tic khong c6 y nghia 1am sing, do d6 khong cin hiéu chinh
liéu cac thude nay khi dung ddng thoi voi levofloxacin.

- Céc thudc chéng viém khéng steroid: C6 kha ning 1am ting nguy co kich thich than kinh
trung wong va co giat khi ding ddng thdi véi levofloxacin.

- Céc thubc ha dudng huyét: Ding ddng thdi v6i levofloxacin c6 thé lam ting nguy co réi
loan dudng huyét, can giidm sat chit ché.

Téc dung khong mong mudn:

Thuong gép, ADR > 1/100

Tiéu hoa: Budn nén, ia chay.

Gan: Tang enzym gan.

Thén kinh: M4t nga, dau diu.

Da: Kich trng noi tiém

It gap, 1/1000 < ADR < 1/100

Thén kinh: Hoa mét, cing thing, kich dong, lo ling

Tiéu hod: Pau bung, diy hoi, kho tiéu, nn, t4o bén.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh dyc: Viém 4m dao, nhiém nim candida sinh duc.

Da: Ngira, phat ban

Hiém gdp, ADR < 1/1000

Tim mach: Téng hoic ha huyét 4p, loan nhip

Tiéu hod: Viém dai trang mang gia, kho miéng, viém da day, phu ludi
Co xuong - khép: Pau khép, yéu co, dau co, viém tiy xuong, viém gén Achille.




Thén kinh: Co giét, gidc mo bat thudng, trdm cam, réi loan tdm thin
Di ung: Phu Quinck, choéng phan v¢, hoi chimg Stevens-Johnson va Lyelle
Thong bdo cho bdc si nhitng tic dung khéng mong muén 8dp phdi khi sk dung thubc.

Qui liéu va cch xir tri:

Theo céc nghién ciru ve ddc tinh trén thi hay cic nghién ctru v& duge 14m sang cho thdy véi
liéu vugt qud lidu trj liéu, cac déu hiéu quan trong nhét c6 thé thdy sau khi qu4 lidu levofloxacin
cdp tinh 1a céc triéu chimg & hé than kinh trung vong nhu nhdm 14n, hoa mét, suy giam nhan
thirc, co giét kiéu dong kinh, tang khoang QT ciing nhu céc phan (mg & da day-rudt nhu budn
ndn, &n mon niém mac.

Trong trudng hop qué liéu, nén diéu trj trigu chimg. Nén dam béo viéc theo dai dién tam dd
do kha néng kéo dai khoang QT. Céc thude khéng acid c6 thé duoc sir dung dé bao vé niém
mac da day. Tham tach mau, ké ca thdm tich mang bung va thim phan phic mac lién tuc
ngoai tr, khéng co6 higu qua trong viée thai trir levofloxacin ra khéi co tha. Khéng cé thudc
giai doc dic hiéu.

Dic tinh dwge lyc hoc:

Ma ATC: JOIMA12

Nhém duge 1y: Thude trj ky sinh tring, chéng nhim khuin.

Levofloxacin 14 mét khang sinh téng hop c6 phéd rgng thufc nhém fluoroquinolon. Ciing nhur
cac fluoroquinolon khéc, levofloxacin cé tac dung diét khuén do trc ché enzym topoisomerase II
(ADN-gyrase) va/hofic topoisomerase IV 12 nhimg enzym thiét yéu cia vi khuin tham gia xiic
tac trong qud trinh sao chép, phién ma va tu sira ADN cita vi khudn. Levofloxacin 12 déng phan
L-isome cua ofloxacin, n6 ¢6 tac dung diét khudn manh glp 8 - 128 l4n so v6i ddng phén D-
isome va tdc dung manh gap khoang 2 1an so véi ofloxacin racemic. Levofloxacin, ciing nhu
céc fluoroquinolon khéc 1 khang sinh phé rgng, ¢6 tac dyng trén nhidu ching vi khun Gram
dm va Gram duong. Levofloxacin (ciing nhu sparfloxacin) cé tdc dung trén vi khuin Gram
duong va vi khuén ky khi t6t hon so véi céc fluoroquinolon khéc (nhu ciprofloxacin, enoxacin,
lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va sparfloxacin lai c6 tdc dyng in
vitro trén Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.

Pho tdc dung:

Vi khuan nhay c&m in vitro va nhidm khuén trong I14m sang:

Vi khuén wa khi Gram 4m: Enterobacter cloacae, E. coli, H. influenza, H. parainfluenza,
Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis, Proteus mirabilis,
Pseudomonas aeruginosa.

Vi khuén khac: Chlamydia pneumoniae, Mycopasma pneumoniae.

Vi khuin va khi Gram duong: Bacillus anthracis, Staphylococcus aureus nhay cam methicilin
(meti-S), Staphylococcus coagulase 4m tinh nhay cam methicilin, Streptococcus pneumoniae.
Vi khuan ky khi: Fusobacterium, peptostreptococcus, propionibacterium.

Céc loai vi khudn nhay cam trung gian in vitro

Vi khuan va khi Gram dwong: Enterococcus faecalis.
Vi khuén ky, khi: Bacteroid fragilis, prevotella.
Khang tryc khuén lao.

Cac loai vi khuin khéng levofloxacin:




Vi khuin wva khi Gram duong:  Enterococcus faecium, Staphylococcus aureus meti-R,
Staphylococcus coagulase 4m tinh meti-R.

Khang chéo: In vitro, c6 khang chéo giira levofloxacin va céc fluoroquinolon khéc. Do co ché
tac dung, thudng khdng c6 khang chéo giira levofloxacin va céc ho khéng sinh khéc

Dugc dong hoc:

Levofloxacin duge chuyén héa nhanh va hau nhr hoan toan sau khi ubng voi nong do dinh dat
dugc trong vong 1 gid khi ding mét liéu. Thube dugc phan phdi vao céc md co thé gbm mang
nhdy phé quan va phéi, nhung thdm vao djch nio tiy twong ddi it.

Levofloxacin gin két véi protein huyét tuong khoang 30-40%. Thudc chi dugc chuyén héa &
mirc do thip thanh cac chét chuyén héa khong c6 hoat tinh. Thei gian bén thai cua levofloxacin
tir 6-8 gio, mac du thoi gian ndy cé thé kéo dai & benh nhén suy thén. Levofloxacin dugc bai
tiét phin lén o dang khéng ddi, chii yéu qua nuéc tiéu. Thubc khéng dugc loai trir qua thdm
tach mau hogic thAm tach mang bung.

Quy cich déng gbi: Hop 5 vi x 10 vién

Béo quén: Bao quan trong bao bi kin, noi khd réo, thodng mét, tranh 4nh sang, & nhiét do duéi
30°C.

Han dung: 36 thang ké tir ngdy san xuét.

Tiéu chuén sin phim: Nha san xuit
PE THUOC TRANH XA TAM TAY TRE EM.
Nha sén xuft

INIST BIO PHARMACEUTICAL CO.,LTD
34-40, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qudc
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