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y chi ding theo don thude
LESTICOM

Levofloxacin hydrat

CO PHAN

& xa tim tay tré em.

Poc kp hwong din siv dung trude khi ding.

Levofloxacin cé tinh khéng khuéin manh hoat phd rong chéng lai cac vi khuén gy nhiém khudn
mét gdbm vi khuin gram duong, vi khuén gram am va vi khuén ki khi.

Levofloxacin la ddng phan quang hoc (dang /) ciia ofloxacin, ¢6 hoat tinh khéng khuéin manh gip
2 lan ofloxacin.

THANH PHAN
Mbdi lo SmL chira;

Thanh phan hoat chit: LevofloxXacin hydrat..........ccoverereeeirernriiseniessnnns 0,5% (W/v)

Thanh phan ta duge: Natri citrat hydrat, natri clorid, acid citric hydrat, acid hydrocloric,
natri hydroxid, nuée tinh khiét ..........cooeverrerreererresrnennen v 01 lo

DANG BAO CHE

Dung dich thuéc nho mét.

Mé td dang bae ché: Dung dich thudc nhé mét trong sut, mau vang nhat dén vang.
CHI PINH

Vi khuéin dwge chi dinh

Céc ching vi khuin nhay cam cua Staphylococcus sp., Streptococcus sp., Streptococcus pneumoniae,
Enterococcus sp., Micracoccus sp., Moraxella sp., Corynebacterium sp., Klebsiella sp., Enterobacter sp.,
Serratia sp., Proteus sp., Morganella morganii, Haemophilus influenzae, Haemophilus aegyptius [tryc
khuan Koch-Weeks), Pseudomonas sp., Pseudomonas aeruginosa, Stenotrophomonas (Xanthomonas)
maltophilia, Acinetobacter sp., va Propionibacterium acnes.

Chi djnh

Céc nhiém khudn sau day gy boi cdce vi khudn nhay cam véi levofloxacin: Viém bd mi, viém tdi 1, leo
(chﬁp), viém két mac, viém sun mi, viém gide mac (ké ca loét gidgc mac), va ding lam khang sinh dyr
phong sir dung trude va sau phiu thudt mét,

LIEU DUNG, CACH DUNG

Thude nhé mit

Thong thuong, cho ca ngudi lén va tré em, mdi lan nhé vao miit 1 giot, 3 lan/ngay.
Liéu lugng co thé dugce diéu chinh theo triéu chirng ctia bénh nhén,

Thoi gian diéu trj thy thude vao loai nhiém khuan va dap ¢mg ctia bénh nhan.



https://trungtamthuoc.com/

XII’ 1y | thuoc sau khi sir dung
Khong b yﬁ't{\cﬁu diic bigt vé& xir Iy thude sau khi sir dung.

e CH‘GNG 'CHIPINH
cO PHAN |3
i | K\h?ﬁﬁ&k’r{ % )m c nhd mit Levofloxacin hydrat cho nhitng bénh nhén sau day:

Bt;nh nhén c;'ﬁl en sir qua man cam vai cac thanh phin cia thude, ofloxacin hodc bt ky khéng sinh nao
\‘ﬂ_IIﬁc IIIIISJI" uinolon,

CANH BAO VA THAN TRONG KHI DUNG THUOC

- P& tranh sy xudt hién vi khudn khang thudc, cin khing dinh tinh nhay cam cua vi khudn va
diéu tr véi thude nay nén gioi han & thoi gian t6i thidu can dé tiéu diét sy nhiém khuén.

- Hi¢u qua ctia thudc nay dbi vai Staphylococeus aureus dé khang methicillin (MRSA) chua
duge chimg minh. Vi vdy, nén ding ngay thude khéc c6 hidu Iyc khang MRSA cho nhiing bénh
nhan duong tinh v6i nhiém khuin do MRSA va khong thiy bit ky sy cai thién triéu chimg nao
khi ding thuc nay.

Khi ding: Huéng din bénh nhén cin thin khéng cham true tiép dau lo thude vao mét dé tranh
nhidm bén thude.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chi dung thude nay cho phu nit ¢6 thai hojic ¢6 kha niing c6 thai néu lgi ich didu tri mong doi
hon hin nguy co ¢ thé xay ra do ding thudc. [D6 an toan cia thude nay trong thai ky chua dugc
thiét lap.]

Chua c6 thong tin vé dc tinh cia thude nay trén thai nhi.

Levofloxacin duge bai tiét vao sita me. Tuy nhién, & lidu didu trj thudc duge du doén khong anh
hwémg dén tré b me. Chi ding thude nay cho phu ni¥ cho con bt néu lgi ich didu tri du tinh hon
hin nguy co c6 thé xdy ra voi tré b me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Nhur vé&i bat ky diéu trj tai mét nao, néu xay ra nhin md thodng qua hofic bit thuémg & mét sau khi ding
thude, bénh nhén nén dgi cho dén khi nhin rd hodic hét bat thuong trudce khi ldi xe hoiic van hanh may
moe.

TUONG TAC, TUONG KY CUA THUOC
Twong tic thube

Chua ¢ dit liéu vé twong tac thube. Néu bénh nhén cin ding nhiéu hon mot thude nhé mét, phai
nho cdc nhau it nhit 5 pht.

Twong ky,

Do khdng c6 céc nghién ctru vé tinh trong ky cua thude, khong tron 13n thude nay véi cde thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung khong mong muén ddi v6i thube ndy da duge béo cho & 8 trong s6 472 bénh nhén
duge dénh gia (1,69%). Céc tac dung khéng mong mudn chinh 13 kich tmg mét & 4 bénh nhan
(0,85%), va ngira mat & 3 b¢nh nhéan (0,64%), v.v...
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/K&t qu&ﬂjcu tra vi¢ée sir dung Levofloxacin (tai thoi diém hoan tit tai kiém tra)

e $Z F .’m dl,m kh- g mong mudn ddi voi thude nay da duorc bdo cdo & 42 trong sb 6.686 bénh nhan
(”;_,-"’J (036 k%i N ﬁf g tdc dung khong mong mudn chinh 1a tén thwong gidc mac nhu viém gidc mac
14
( 1) 12 bénh nhan (0,18%), viém b& mi & 6 bénh nhan (0,09%), kich tmg mét & 6 bénh
%

& \6 A%, Tﬁé’ \
V.V..
wi'hﬁ_d_’,m’g héng mong muin cdé p nghia lim sing

G nhan

- Sbc, phan tmg phéan vé (khong rd ti 18 mic): Bénh nhén nén duge theo ddi cén thin vi c6 thé
xdy ra séc va phan tmg phan vé. Néu quan sét thiy bit ky triéu chimg ndo nhu ban d6, ban, kho
tho, ha huyét ap, pht mi mét, v.v..., phai ngung diing thudc va cé céc bién phép xir trf thich hop.

Tse dung khéng mong mudn khic

- Néu quan sat thiy céc tac dung khong mong muon sau diy, nén ap dung bién phap thich hop
nhu ngung diing thude.

Ty 1§ mie Khéng rd

= 0, < 50 < o,
L £ 16 méic 0,1% dén < 5% 0,1%

Mé day, viém bd mi (mi mit
Qué min cam Ban - dé/ phu, v.v,.), viem da mi
mﬁt, ngira

Kich tng, thuon T
g o YOI | yiam két mac (sung huyét két
ton gidc mac nhu

Mt . , - mac/ phii két mac, v.v...), dau
viém gidc mac lan it

téa nong

Théng bdo ngay cho bdc s§ hoic duge s§ nhitng phan ting cé hgi gip phdi khi sit dung thudc.
QUA LIEU VA CACH XU TRi

Khéng c6 dir ligu vé sir dung thude qué lidu, khéng ding qua liéu chi dinh cia thube.

Bénh nhin nén duge tich cyc theo doi dé ¢6 bién phép xtr tri kip thoi.

PAC TINH DUQC LUC HQC

Nhém duge Iy: Cic gide quan, Nhiin khoa, Céc thude chdng nhidm khudn, Céc fluoroquinolon,
Levofloxacin

Mi ATC: SO1AEQS

Levofloxacin hydrat 1a ddng phan quang hoe (dang /) ctia ofloxacin racemic, ¢6 hoat tinh khéng
khudn manh gép 2 14n ofloxacin.

Co ché tac dung

Co ché tac dung chinh ciia levofloxacin hydrat 1a trc ché sy tdng hgp ADN ciia vi khuén béng
céch e ché hoat dong ciia ADN gyrase (topoisomerase 1) va topoisomerase 1V. Pdi véi hoat
dong \rc ché ADN gyrase (topoisomerase 11) hay topoisomerase 1V, hi¢u lye tre ché ctia thude
phy thude vao timg loai vi khudn.
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_-Hogt tinh khang khuén

/ H{pg{ﬂ'rfh I \'ﬂg khudn
“J.“_ ."“ i J & \'Ir\?.» "-'-, ) )
[[ - k cLﬁ\{Oﬂt}zﬁacgn' ydrat ¢6 hoat tinh khang khuin manh hoat phd réng chong lai cac vi khudn gy
%.Q G :‘ﬂhiéln;‘h,l\l__{ \j{f nit gom vi khudn gram duong (Staphylococeus sp., Streptococeus sp. [ké ca S.

D\ i), Micrococcus sp., Enterococcus sp., Corynebacterium sp., v.v...), vi khuan gram
domonas sp. [ké ca P.aeruginosa], Haemophilus influenzae, Moraxella sp., Serratia
sp., Kiebsiella sp., Proteus sp., Acinetobacier sp., Enterobacter sp., v.v...), va vi khuéin ky khi
(Propionibacterium acnes, v.v...) (in vitro).

Téc dung ddi véi nhiém khudn gidc mac trén thiee nghiém

Dung dich nho mit levofloxacin ¢6 hiéu qua dy phong viém gidc mac do P.aeruginosa trén thue
nghi¢m & tho.

PAC TINH DUQC PONG HQC

Nong dj trong méu

O nguoi tinh nguyén truéng thanh, khoe manh, ndng do levofloxacin trong mau dugce do sau khi
nho tai chd hai giot dung dich nhé mét Levofloxacin vao mét 4 lan/ngay trong 2 tudn lién tiép.
Nong d¢ levofloxacin tai thoi diém 1 gir sau khi nho lin cudi & dudi gi¢i han phét hién
(0,01pg/mL).

Sw xAm nhfip vao nhiin cAu & dfng vit

(Tho ¢6 sic td, chudt cong c6 sic t6, cho)

Khi nhé 50uL dung dich nhé mét "C-levofloxacin vao mét tho ¢6 séc td, thude dat dén ndng do
t6i da (Cmax) & két mac nhéin cau la 1433,8 ng eq./g va & két mac mi la 1058,8 ng eq./g sau 15
phit. Néng dd téi da & gide mac 12 6839,5 ng eq./g va & thuy dich la 8428 ng eq./g sau 30 phut.
Sau d6 ndng d6 thude giam theo thoi gian, Trong md mét chira melanin, ndng do t6i da & méng
mit/thé mi 1a 11514,4 ng eq./g va & biéu md séic td vong mac/ hiic mac 1a 3269,6 ng eq./g sau khi
nho 2 gidr, sau d6 dan déan bién mét.

Khi nhé 1pL dung dich nhé mét '“C-levofloxacin vao mét chudt co sic t§ 3 1An/ngay trong 1
tuéin, ndng d thude & gidc mac dat dén 2270,8 ng eq./g & thiy dich 13 267,1 ng eq./g va & dich
kinh 1 372,0 ng eq./g sau khi nho lan cudi 1 git, sau d6 giam theo thoi gian. Néng d6 thube &
méng mét thé mi dat dén 185047,6 ng eq./g va & biéu md séc t& vong mac/ hiic mac 1a 3654,6 ng
eq./g sau khi nho 1 gioy rdi sau dé din dén bién mét.

Khi nhé mdt giot dung dich nhé mét levofloxacin hydrat 0,3% vao mit cta ché sin tho 4
lan/ngdy trong 2 tuén lién tiép, ndng @9 thubc 24 gidr sau khi nho lan cudi & méng mét thé mi 1a
39.4 pg/g va o hiic mac/ biéu mo sic t§ vong mac 1a 12,3 pg/g, diéu nay cho thdy ndng do cao &
cdc md mit chira melanin. Mit khdéc, viéc vén chuyén thubc ndy dén véng mac, ngoai trir biéu
mo séc t6 vong mac 1a it.

Chui thich: eq./g: dwong lugng/g

QUY CACH DONG GOI:

Hop 10 lo LDPE, mdi lo chira § ml dung dich thudc, kém t& huéng dén sir dung thude.

BAO QUAN: Noi kho, mat, nhiét do duéi 30°C, tranh anh sang.
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HAN) DUNG:
36 thang (ke \

r --."J k Uf" . , .
Qh] pu T dc trong vong 30 ngay sau Jin m& ndp diu tién.

N - %
ngay san xuat).

NITTO MEDIC CO., LTD YATSUO PLANT
Dija chi: 1-14-1, Yasuuchi, Yatsuo-machi, Toyama-city, Toyama, 939-2366, Nhéit Ban



