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1. Mau hop: 145 x 87 x 12 (mm)

MAU BAO Bi XIN DUYET
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THUOC UBNG ORAL ROUTE
Chi dinh, chéng chi dinh, liéu lugng, cach ding: d
xin doc 1 huting din sl dyng ses isafiet
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2. Nhan vi: kich thudc 140 x 82 (mm)

STEvanoRacn.... =00 mg Levonoxacn. ... 500 mg Tevonaracin
CONG TY ROUSSEL VIET NAM ROUSSEL VE YN&HA CONG TY ROUSSEL VIET NAM
..... e s

Bactevo s

Bactevo swns

Bactevo swms

Lavofloxacin ” 500 mg Levafioxacin. .. 500 mg Levofioxacin ...-500 mg
HOUSSEL VIET NAHA CONG TY ROUSSEL VIET NAM ROUSSEL VIEIN.\IA
e e e e —
] Lt L
Bactevo s« Bactevo som: Bactevo' suwm
Levalloxacn. .. ........ 500 mg Levefloxacin vivese B00 MG Levotioxacin...... . 500 mg
CONG TY ROUSSEL VIET NAN ROUSSEL VI_ETN“A COMG TY HOUSSEL VIET NAM
L] L’ &
Bactevo swon: Bactevo sons Bactevo som
Levofioxacin,,, RS 14 | 1+ Levofloxacm............. .00 mg Lavofioxacn PORBSITTRCONOOIORE 15 |, - |
ROUSSEL vnnu.nuA CONG TY ROUSSEL VIET NAM ROUBSEL U’IEINAIA
T
Bactevo sowoms Ba cte\lo 500mg Bocte\lo s00mg
\_ﬂm:ac n s 500 mg 500 mg L 500 mg
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Levofloxacin
Vién nén bao phim

THANH PHAN
Levofloxacin ..
Ta duge. .

. 500 mg
. v.d. 1 vién,

T

(Lactose, hydruxyprnpyl methyloelulase starch 1500, natri croscarmellose,
magnesi stearat, polyethylen glycol, tween 80, titan dioxyd).

DANG TRINH BAY
Hop 1 vi x 10 vién nén bao phim.
DUGC LYC HOC

Bactevo Ia khdng sinh khang khudn thudc nhém quinolon.
Bactevo (c ch& enzym ADN- gyrase vd topoisomerase IV, ngin cdn sy
sao chép, phien md va tu slfia ADN khi€n cho vi khuin khéng sinh
sin dugc. Bactevo c6 phS khang khuin rong tic dung trén nhidu
ching vi khuin Gram dm vd Gram duong nhu Staphylococei, Streptococc
ké ¢4 Pneumococci, Enterobacteriaceae, Haemophilus influenzae, vi khudn gram
4m khong I&n men va vi khufn khong dién hinh. Levofloxacin tic dung trén
Mycobacterium tuberculosis va cac mycobacteria khdc, bao gém
Mycobacterium avium complex. ThuSc c6 tic dyng trén vi khudn Gram
duong vd vi khudn ky khi t8t hon céc fluoroquinolon khdc (nhu
ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin).

pugc BONG HOC

Sau khi udng, thudc dugc hdp thu nhanh va gdn nhu hodn todn, ndng d6 dinh
trong huy#t tuong dat duge sau 1-2 gid. Thudc duge phan bd ring rai trong co
thé nhung kém véo dich no tly. T1 18 gin két véi protein huyt tudng khodng
30-40%. Thai gian ban thai tir 6-8 git. Thudc thi trif chil y&u qua nudc tidu.

CHi BINH

Bactevo dugc chi dinh diu tri mot s8 bénh nhifm khufn do cdc vi khuin nhay

cdm vdi levofloxacin:

- Vigm xoang cép,

- Dot cip viem ph& quin man,
- Viém phi cong déng,

- Vigm tuy&n tién ligt,

- Nhi#m khuin duéing tiu ¢6 bign ching, k& c3 viém than-bé than.
- Vigm bang quang khdng cd bién ching.

- Nhigm khufn da va md mém.
- Trong diéu tri lao khang thudc.
CHONG CHI BINH

- Tién sif qud min véi levofloxacin, cdc quinolon khac hoic bat ki thanh phén

nao clia thudc.
- Bénh déng kinh.

- Tién sir dau gan cd do sif dung mét fluoroguinolon.

- Phy nif c6 thai va cho con ba.

- Thiu hyt GBPD.

- Tré em dudi 18 tudi.

LIEU LUGNG VA CACH DUNG
Thudc udng. Chi ding cho ngudi I6n.

- Viém xoang c&p: 500 mg x 1 14n/ngdy, udng 10-14 ngay.
- Bot cp viém ph& quin man: 500 mg x 1 Idn/ngay, udng 7-10 ngay.

- Viém phdi cdng déng: 500 mg x 1-2 14n/ngdy, wdng 7-14 ngay.

- Nhidm khudn da va m6 mém: 250 mg x 1 14n/ngay hodic 500 mgq x 1-2

14n/ngdy, udng 7-14 ngay.

- Viém bang quang khdng c6 bign ching: 250 mg x 1 14n/ngdy, uSng 3 ngay.
- Nhi&m khudn duding tidu c6 bign ching: 250 mg x 1 Idn/ngay, udng 7-10

ngay.

- Viém tuyén tién liét: 500 mg x 1 14n/ngay, uBng 28 ngay.
- _Diéu tri lao khéng thudc: liéu khdi ddu 500 mg x 1 I4n/ngdy, néu dung nap
t6t, ¢6 thé ting 1én 750 mg x 1 14n/ngay n8u benh nhan ning trén 45 kg

(theo phdc 4 IV)
Ddi voi bénh nhan suy thin:

Phac dd liéu ding
250 mg/ 24 gid 500 mg/24 gid 500 mg/12 gid
Thanh thai Liéu ddu tién: Liéu d4u tién: Lidu d4u tién:
creatinin 250 mg 500 mg 500 mg
50-20 mi/phot LiBu ke tigp: 125 | Liu k& tigp: 250 | Libu k& tigp: 250
mg/24 gid mg/24 gid mg/A2 gid
19-10 ml/phat LiBu k& ti#p: 125 | Lifu k& ti€p: 125 | Lidu k& tiép: 125
mg/48 gid mg/24 gis mg/12 gid
< 10 mi/phit (k8 | Lidu k& tigp: 125 | Lifu k& tigp: 125 | Liu k& tigp: 125
cd lpc méu va mag/48 gids mg/24 gid ma/24 gig
CAPD*)
* Khdng cdn ding theém lidu sau khi loc méu hodc th&m phan phiic mac lién
tyc luu déng (CAPD)

BGi v6i bénh nhan suy gan: do levofloxacin it dugc chuyén héa qua gan nén

khdng cén diéu chinh liéu ding.

THAN TRONG KHI DUNG
Mic di levofloxacin d& tan hdn cdc quinolon khac, ludn udng thulic vdi nhifu
nudc dé tranh tdp trung néng d6 thudc cao trong nudc tiéu.

C4n theo doi cdn thin cc difn bi&n 1Am sing & bénh nhin suy thin, & ngudi
gid.

Sif dyng thudc cdn trong néu bénh nhan c6 tién sif co giat, nhuge cd, nhip tim
chdm, thigu mau cd tim cip.

Tranh ti€p xic tryc ti€p vai 4nh sang trong thai gian didu tri va 48 gid sau diéu
tri.

Gidm sat dubng huy&t trén banh nhan ddi théo dubng sif dung thudc nay déng
thdl véi mét thuSc ha duing huy&t hodic insulin,

Ngung ding thubc néu nghi viém dai trang gid mac, viém gén, dit gan.

Trénh sif dung trén ngudi bénh co khodng cach QT kéo dai, ha kali mau, dang
sif dung thuBc chng loan nhip tim.

PHUY NI’ CO THAI VA CHO CON BU

Khdng dugc ding thudc néu:

- Pang co6 thai, co thé dang c6 thai hodc nghT Ia minh cd thai

- Pang nudi con bing sfa me hodc dinh cho con b me.

NEN HOI Y KIEN BAC ST HOAC DUGC ST TRUGC KHI DUNG BAT CU LOAI
THUGC NAO.

LAI XE VA VAN HANH MAY moc

Khi st dung thudic c6 thé gip cdc tic dung khong mong mudn nhu hoa mét,
bubn ngli, chéng mit, hoic thay di thj gide. Mat 8 téc dung phu nay cb thé
dnh huling t6i khd n3ng tap trung va tiic dd phan (ng. NEu xdy ra khéng nén
I4i xe hodc lam bét cir viéc gi cdn sy chii § cao do.

TUONG TAC THUOC

- Cac ion da héa trj 1am gidm hdp thu thudc vio méu, do vay phai ubng thudc
khdng acid, sucralfat, didanosin 2 gid trudc hodc sau khi ding levofloxacin.

- Diing thudc khang viém khdng steroid véi levofloxacin c6 thé Iam tang nguy
cd kich thich h& thin kinh trung uong.

- Méc du mét s nghién ciu khong thdy co tuong téc voi theophylin, nhung
vin cn gidm sét chat ch@ ndng dd theophylin khi ding chung vdi levofloxacin.
- C4n gidm st cdc chl s& v ddng mau khi sif dung déng thai levofloxacin véi
warfarin.

- C6 thé 1am tang nguy co rdi loan dubng huy8t khi ding chung véi thubc ha
duling huyét.

- Than trong khi ding chung vdi cdc thuSc dnh huing sy bai tiét & Gny than
nhu probenecid va cimetidin. .
DE TRANH CAC TUONG TAC €O TH
BAC ST HAY DUGC ST MOI THUOC KHAG DA
TAC DUNG KHONG MONG MUGN .-
- Hay gip (1/100 < ADR < 1/10); budn nﬁn, t|éu
ngll, dau déu.

- It g&p (1/1000 < ADR < 1/100); hoa mét; bang dng, lo IAng, dau bung, ddy
hai, nén, téo bén, tang bilirubin huy&t,. wém 4o fao, nhiém ndm Candida 4m
dao, nglfa, phét ban..
- Hi#m gap (1/10000< ADR < 1;’100ﬁ] oic ha huy8t p, loan nhip,
viém dai trang gid mac, kho mién da day, dau khop, y8u cg, viem tly
xuong, viém gan g6t chan, co giat, gidc mo bat thubing, trdm cdm, phit
Quincke, sdc phan v&, hdi ching Stevens-Johnson, Lyelle..

THONG BAO CHO BAC ST HOAC DUGC ST MOI TAC DUNG KHONG MONG
MUGN GAP PHAI KHI SU' DUNG THUGC NAY.

QUA LIEU VA CACH XU TRI

- Cdc trigu ching qué lidu: 10 1n, U tai, r6i loan tri gidc, co gidt, budn nén, dn
mon nigm mac, kéo dai khodng cich QT..

- Khong ¢6 thudc gidi doc dac higu. X{ tr bing

A, PHAI LUON LUON BAO CHO
DUNG.

dy, ting enzym gan, mét

ach loai thudc khoi da day,
va thim phan phiic

mac khdng o higu qua.
BAD wﬁu ndi kho, nhigt 60 4

San xut thec TCCS.

DE XA TAM TAY TRE EM.
BOC K¥ HUGNG DAN U/ DUNG
THUOGC BAN THED BON.

San xust bdi Cong ty ROUSSEL VIET NAM®
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