


l:?r,}‘ BENH VIEN DA KHOA
72 DONG HUNG

i
!
-v DONG HUNG GENERAL HOSPITAL

SAI SOT LIEN QUAN TOC B0
TRUYEN TiNH MACH LEVOFLOXACIN

=~ Trung tdm Canh giac Dugc Ai Cap (EPVC), Cd quan Dugc pham Ai Cap (EDA)
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da canh béo veé sai sét lién quan téc dé truyén tinh mach levofloxacin.
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0 Gan day, EPVC da ghi nhan va danh gia cac chudi bao cao ca mé ta cac trudng hop
E truyén tinh mach khang sinh levofloxacin véi téc dé truyén khoéng phu hop.
Sai s6t ndy dan dén céc bién chiing nhu: ha huyét ap, khé thd, phan ing qua man,
phan (tng phan v, phat ban va dau dau.
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9 KHUYEN CAO SAU KHI THUC HIEN TRUYEN TINH MACH LEVOFLOXACIN

. Do d6, EPVC luu y nhan vién y t& can tuan thd cac khuyén cdo sau khi thuc hién
truyén tinh mach levofloxacin cho bénh nhan, bao gém:
& Truyén tinh mach cham trong vong 60 phut véi liéu 250 dén 500 mg

va trong vong 90 pht ddi véi liéu 750 mg;
Q Chi duing thuéc qua dudng truyén tinh mach,
khong dugc tiém tinh mach;

@ Khong truyén dong thai vdi cac dung dich chira ion kim loai hoa tri 2 tré 1én
(nhu la: magnesi, calci).
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Nguén:
http://iris.who.int/bitstream/handle/10665/381509/9789240110755-eng.pdf?sequence=1
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BENH VIEN DA KHOA

PONG HUNG

DONG HUNG GENERAL HOSPITAL

PHAN UNG KiCH UNG TAI V] TRi TIE
LIEN QUAN DEN KHANG SINH NHOM

FLUOROQUINOLON

M TRUYEN'

-

® Phan (ing tai vi tri tiém truyén a phan (ng c6 hai thudng gap khi st dung
ciprofloxacin, levofloxacin dudng tiém truyén.

® Biéu hién cta phan ing bao gom cam giac dau, ngira, dé hodc viém tinh mach
tai vi tri truyén do tinh mach bi kich {ng. Véi ciprofloxacin, phan (ng thuéng
dugc cai thién nhanh chéng sau khi két thic tiém truyén, do dé thudng khéng
can ngiing hay ddi thudc, trir khi phan (ng (3p lai va ndng hon & cac lan dung

thudc sau do.

® Yéu t6 lién quan nhiéu nhat dén su xuat hién kich dng noi tiém khi tiém truyén
ciprofloxacin dugc cho la thdi gian truyén ngan (dudi 30 phuit).

® DE gidm thiéu nguy co xuat hién kich (ng tai vi tri tiém truyén, can luu y mot so

van dé sau trong qué trinh truyén thudc:
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% J
CIPROFLOXACIN MG, LEVOFLOXACIN pu
Ciprofloxacin Polpharma Levofloxacin/cooper
200mg/100ml solution for infusion
s 500mg/100ml Py
— NONG DO 9 NONG O
G oo : TIEM TRUYEN T TIEM TRUYEN
" Hep 1.t nba (PE) chia 100 mi £ 13 1 Levoﬂqxacll_!;y \ 5
L jr‘ \ po—
\ y mg/ml 7 ) mg/ml
Ciprofloxacin j 3
Polpharma - 8
Infusion v
m THO1 GIAN e i THOI GIAN
’ TRUYEN TOI THIEU S00mgy 100 % TRUYEN TOI THIEU
S ey e D 60 COOPER F} 60
hut = | hat
e . .» Q. N
om Nén truyén cham vao mét tinh mach l6n Om Irur):énéTl\ﬂ n:‘;rfh :é da; ; de‘n nguy'ccf:z
s& giam thidu sy khé chiu cho ngudi bénh % FTRY S N L e R e e,
ol ; By phan Ung phan vé, phat ban va dau dau,
va giam nguy ¢ kich thich tinh mach. - A
kich thich tinh mach.
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Nguén: Canh giac dugc, Dugc thu Quéc gia Viét Nam,
Huéng dan st dung cta nha san xuit

T6 théng tin thudc - Bénh vién Pa khoa Péng Hung



BENH VIEN DA KHOA PONG HUNG
TO THONG TIN THUOC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phiic

HUGNG DAN CACH PHA TIEM MOT SO LOAI KHANG SINH SU DUNG TAI BENH VIEN
(Cén cir theo Durge thie Quéc gia(l), Hirdmg dan sir dung khang sinh ciia Bé Y té (2), To ieomg dan sir dung thuée (3), Canh gide dicoe (4))

i B0 b b b Tiém tinh mach Truyén tinh mach Chay
STT Tén thube Tén hoat chat | 5 00 ML | DANS HAG) - DUNSIMOL ) poe ) pip
i} Irong che twong hop . .
Cich pha | Toc do Cach pha Toc do
III. NHOM QUINOLONE
- Khong dung dé tiém bép, khong tiém tinh mach,
khong tiém vao ong séng, tiém phiic mac hodc tiém
dwéi da [1], [3].
- Truyén TM nhanh s& dan dén nguy co: ha huyét
. 2 ap, kho the, phan v 4 man, phan tmg phan v&,
Dung dich| NaCl 0.9%, Ding truee tiép khong ~ 60 ohiit aﬁ t bo G‘ g al(litmgk[,lul? tnhlaI;l g}iﬂ mili l‘c]m[\g
. ; . : . 1i} at ban va dau dau, kich thic mac . [31,
1 |Levofloxacin/cooper | Levofloxacin | 500mg/100ml tiém Glucose 5% X X X can pha loang [1], [l_] ["f 3] }[)4] '
truyé 1], [2]. 2. [3]. e : . , L _
et (1. 2] (2. 3] - DD thuoe dung khong hét trong lan phai duoge loai

bo [2], [3]

- Khéng thém bét ki mét thude nao khéc vao dung
dich truyén Levofloxacin hodc vao cing mot duong
truyen[1].




BENH VIEN DA KHOA DPONG HUNG

TO THONG TIN THUOC

LIEU THUONG DUNG VA HIEU CHINH LIEU KHANG SINH O BENH NHAN SUY THAN

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc ldp - Tw do - Hanh phiic

TT Hoat chit Tén thube | \ong d0- | Puong Liéu thwong ding Liéu theo d9 thanh thai creatinin (CrCl) (ml/ph) Ngubn tai lidu
Ham lwong| dung
Fluoroquinolon
Liéu khdi diu 250 mg/24h:
CrCl120-50: Liéu tiép theo 125mg/24h
CrCl1 10-19: Liéu tiép theo 125mg/48h
CrCl < 10: Liéu tiép theo 125mg/48h [1], [2]. )
1. Dirgre thir quoc
Levofloxacin/c - Nguoi 16n: 500mg moi 12 - 24h. Liéu khdi diu 500mg/24h: gia Viét Nam 2022
. Levofloxacin ooper solution | 500mg/100 | Tién/Tié |- Tré em va thiéu nién (dudi 18 tudi): CrCl120-50: Liv:?:u tiép theo 250mg/24h )
for infusion ml m truyén |Chong chi dinh [1], [2]. CrCl 10-19: Liéu tiép theo 125mg/24h 2. To hirdmg dan sir

500mg/100ml

(trir bénh than, dich hach)

CrCl < 10: Liéu tiép theo 125mg/24h [1]. [2].

Liéu ban diu 500mg/12h:
CrCl120-50: Liéu tiép theo 250mg/12h
CrCl1 10-19: Liéu tiép theo 125mg/12h

CrCl < 10: Liéu tiép theo 125mg/24h [1]. [2].

dung ciia thuéce




B o S R e S S e

RX Thuie
niy chi diing theo don thuéc

HUONG DAN SUDUNG

Tén thube-
LEVi
OFLOXACINCOOPER SOLUTION FOR INFUSION
00mg, 100m)
(dung dich 1igm truyén Levofloxacin/Cooper 500
mg/100m])

Khuyén cdo:

Doc ky hieomg dan sit dung triecre khi ding

Dé xa tam tay 1ré em

Théng béo ngay cho bic sv° hodc diere 57 nhimg téc dung
khéng mong mudn gap phai khi sit dung thuoe

Thanh phin, ham lrgng cia thube:

I ml dung dich tiém truyén chira 5,1246 mg levofloxacin
hemihydrate twong duong 5 mg levofloxacin

100 ml dung dich tiém truyén chira 500 mg levofloxacin
Ta duge: Natri clorid. acid hydrochlorid, natri hydroxid,
nude cat pha tiém

Dang bao ché:
Dung dich tiém truyén trong suét, mau vang xanh.

Chi dinh
Dung dich tiém h'uyén LEVOFLOXACIN/COOPER
duge chi dinh dé diéu tri cdc truomg hop nhiém khudn sau
day & ngun lon:
- Viém phoi cong dong.
- Nhiém khuin da va md mém c6 bién chimg.
- Viém bé thin va nhiém khuin dudmg ni¢u co bién
chung.
- Viém luyc‘n tién 1i¢t man do vi khuin.
Khuyén cdo khéng dp dung diéu trj nhiém khudn duong
tiét ni¢u khong phire tap. dot nhidm khudn cip cua viém
phé quan man tinh, viém xoang cip tinh do vi khuin do
khing sinh fluoroquinolone ¢6 lién quan dén phan (mg
¢6 hait nghiém trong (xem muc Canh bédo va thén trong).

Liéu lugng va cich diung
Dung dich tiém truyén levofloxacin Smg/ml duge dung
truyén tinh mach cham moi ngdy 1-2 lan. Licu lugng phu
thugc vao loai va do ning cua nhiém khuan va d nhay
cdm ciia cac tac nhin gy bénh dugc nghi ngd. Sau khi
diéu tri bude diu bing duong truyen tinh mach véi dung
dich tiém truyén levofloxacin Smg/ml, chuyén sang dung
dwomg udng theo tom tit dic tinh san phim danh cho
thude Levofloxacin dang vién nén bao phim va cin nhzflc
tiy theo tinh trang lam sang cua timg bénh nhin. Néu
thude dang tiém va dang uong tuong duong sinh hoe, ¢o
thé ding cing mot liéu.
Liéu khuyén cio sau diy duge dua ra cho dung dich tiém
truyén levofloxacin Smg/ml:
Liéu diing cho bénh nhan c6 chirc nang than binh thiweong
(d¢ thanh thai creatinin > 50 ml/phit)

A .
Phic dblidu | Lone
dung hang gln: ri'le“
Chi djnh ngay (theo mirc
(theo mirc 4§ &5 nghiém
nghiém trong) | twoog) . |

I

500 mg - 1000
| Viém phoi cong dong ln?;) mg - 1000, _, ngiy |
b — —
Viém bé thin va ' |
 nhiém khuan duong | 250 mg 10 ngdy
| ni¢u c6 bien chimg ‘ | \
| Viém tuyén tién ligt | | :
man do vi khuin (500mg 128 e
| X A . |
[ Ni‘ucn:\ Khta da A ] 250 mg ‘ 7 - 14 ngay
| m6 meém | e o i
Nhiém khuan da va | 5
mé mém ¢o bién ’ 500 mg | 7 - 14 ngay ’
chimg eda]d s | g o oot

Nhom bénh nha  bié

Bénh nhan suy than (dp thanh thai creatinin < 50 ml/
phIH)i S -
Phic dd lidu dang [

| Taer,

jt buge diné

khing khuin quinolone. Do d6, néu b 2 nguy

levofloxacin & nhimg bénh nhin nay, cin dé phon
co tan huy€t ¢6 thé xay ra

Bénh nhén suy thin

Do levofloxacin duge bai tiét cha yéu qua thin. N
chinh licu cua dung dich tiém truyén L FVOFLOXACI
COOPER Smg/ml & nhimg bénh nhin suy than.

ph.‘li diéu

Phan img qud min b
Levofloxacin ¢6 thé gy ra phin img qud min nl}h""m
trong, nguy co gy tir vong (nhur phit mach din dén s0¢
phin v¢), d6i khi xay ra sau liéu ban ddu (xem myc C
tac dung khong mong mudn) Bénh nhan phai ngimg di
tn Icl\(\ﬂnmcm ngay lap tirc va lién hé vén bac si cap cuu
dé tien hanh cic bign phap cAp ciru ban diu thich hop-

ac
éll

Phan img bong mirde ning

Trucmg hop phan img da bong muée nang nhur hoi chimg
Stevens-Johnson hodc hoi chimg Lyell di duge bao cdo
v levofloxacin (xem muc Céc tic dung khong mong
muén). Néu da vihodic niém mac xay ra phan img bong
nuée, bénh nhin cin lién hé vai bc s ngay lip tirc trdc
khi tip tuc diéu trj

Réi logn duwomg huyét ;

Nhur tt ca cic quinolone khic, réi loan duong huyet, bao

g;‘vm ca ha duomg huyél va ting dudmg huyét di duge bio

cho van levofloxacin, thudng gip o nhimg bénh nhin tidu

duong duge diéu tri dong thoi voi mot thube ha duémg

huyét duomg ubng (vi du, glibenclamide) hodc véi lnsu-hn

Truomg hop hon mé ha dudmg huyét dd‘d@c _ba‘lo t..ao

Khuyén nghi giam sat chat ché duong huyct o nhirmng bénh
nhan déi thdo dudong (xem muc Cac tac dung khéng mong

muon).

Nhay cam véi anh sding

Nhay cam anh sing da dugc bao cdo véi levofloxacin
(xem muc Cac tic dung khong mong mudn). Khuyén
nghi bénh nhan khong nén phoi nhiém m¢t cich khong
can thiét voi anh ndng chéi hodc vai tia UV nhén tao (nhur
nha tim ning). trong khi diéu tri va trong 48 gio sau khi
ngung diéu tri voi levofloxacin dé phong nhay cam vén
anh sang.

Bénh nhan duge diéu tri véi thube ddi khing vitamin K
Do levofloxacin c6 thé 1am tang thi gian déng méu trong
xét nghiém dong mau (PT/INR ) va/hogc chay mdu o
nhimg bénh nhan dugc diéu tri véi levofloxacin phéi hop
véi mot thude ddi khang vitamin K (nhw warfarin), cin
theo ddi cdc xét nghiém dong mdu trén bénh nhan khi
diing phéi hgp véi cac thude nay (xem muc Tuong tic véi
céc thude khac va cac dang twong tac khéc).

Phan teg tim thin

Phan (mg tim thin di dwgc bio cio & nhimg bénh nhan
diéu tri véi quinolone, bao gém levofloxacin. Mgt sé
trudmg hop rdt hiém gap phan tmg tim thin din dén suy
nghi tw tr va hanh dong tur sat, déi khi chi sau mot liéu
levofloxacin duy nhit (xem muc Cac tac dung khong
mong mudn). Trong trong hop bénh nhan tang cac phan
g ndy, phai ngimg ding levofloxacin va thye hién cac
bién phap thich hgp. Khuyén nghy can thin trong néu
levofloxacin duge sir dung ¢ nhimg bénh nhan tim than
hodic & nhirmg bénh nhan ¢ tién sir bénh tam than.

Kéo dai khoang QT

Cén thin trong khi sir dung cic fluoroquinolon, bao gf’)m

levofloxacin, & bénh nhan duge biét ¢6 yéu to nguy co

lam kéo dai khoang QT nhu:

- Hoi chimg QT kéo dai bam sinh

- Dung ddng thi véi cac loai thude duge biét la kéo dai
khoang QT (vi du nhu thudc chf\ng loan nhip nhom IA
vanhom 11, thuée chong trim cam ba vong, macrolid,
thuoc chéng loan thin).

- Mitcin b:"mg di¢n giai chua dugc chira tri (nhw ha kali
mau, ha magie mau)

- Bénh tim (nhu suy tim, nhoi mau co tim, nhip tim




'nm gidr gidr | gior

| e Liéu diu Lieu dau Liéu ddu

[ 250 mg 500mg | S00 mg
[50-20ml/ | Saudo: 125 | Saudé: 250 | Sau do: 250
phat | mg24 g | mg24po | mg/l2 gid
(19-10ml | Saudé: 125 | Sau do: 125 | San do: 125
phut mg/48 gio | mg24 gio | mg/12 gi&r
<10 ml/phut

(bao gébm

/ thin : ¢

chay hdn | .y g5 125 | Sau d6: 125 | Sau d6: 125
nhin tao va 48 ity | e oo o
thim phan mg/48 giv | mg/24 giv | mg/24 gio
phiic mac [

lién tuc) !

L

'Khong can thiét phai bo sung licu sau khi chay thin nhén
tao hodc tham phin phiic mac hén tuc

Bénh nhén suy gan ;
Khéng cin thiét phai hi¢u chinh li¢u do levofloxacin

khong b chuyén hoa ¢ gan va duge thai trr chu yeu ¢
than.

Nguroi gia o ) ) .
Khéng cin hiéu chinh liéu & bénh nhin c:{n tuol, lu‘) nhién
cin chi v dén chire nang thin o bénh nhin cao lum“( xem
muc (‘an'h bao dic bigt va thin trong lron§ suir dung: “viem
gin va dirt gan™ va “Keo dai khoang QT™)

Bénh nhi ) ‘ ’ gt
Dung dich tiém truyén levofloxacin Smg/ml chon‘g :c i
dinh ¢ tré em v thiéu nién dang lon (xem muc € hong

chi dinh)

Cach dung: ; i
Dung dich tiém truyén levofloxacin Smg'ml.chl 0
diing bing cach truyén tinh mach chg‘lm::duqc du'ng Ixhua‘c.
2 lan/ngay. Thoi gian tiém truyén it nhit 60 Phut d'm véi
chai chira 500mg levofloxacin (xem muc Canh bao dic
biét va than trong trong su dung). ] s
Tuong ky: xem muc Twong ky va tuong tl]lu:ll V({l cac
dung dich truyén khac xem muc Thin trong dic biét khi
loai bo va xir Iy thude.

dugce

Chéng chi dinh

Dung dich tiém truyén levofloxacin khong duge dung:

+  bénh nhin man cam véi levofloxacin hodc céc thuoe
nhom quinolone khac v bit cir thanh phin ndo cia
thude,

+ bénh nhin déng kinh,

« bénh nhdn ¢4 tién st bénh gan co lién quan dén viée
st dung fluoroquinolone,

« tré em hodc thiéu nién,

+  phu nir ¢6 thai,

+  phu nir dang cho con bu.

Cinh bdo va thin trong khi ding thude.

Thoi gian truyén

Thoi gian tiém truyén it nhét phai la 60 phit. Pugc biét
ofloxacin khi truyén c thé giy nhip tim nhanh va ha
huyét ap nhét thoi. Hiém gap, suy tuan hoan c6 thé xay ra
do ha huyét ap ning. Cin chii y dén viée ha huyét ap xay
ra trong khi truyén levofloxacin, néu ha huyét ap xay ra
phai ngimg truyén ngay lp tirc.

Viém gan va diet gan
Hiém khi Xay ra viém gan. Viém gan thuong lién quan dén
gin got chin (Achille), ¢6 thé din téi dirt gin. Viém gin
va dut gan, doi khi bi ca hai bén, c6 thé xiy ra ¢ 48 gio
dau tién sau khi bat dau dung levofloxacin va da dugce béo
cdo kéo dai dén vai thang sau khi ngimg thude. Nguy co
viém gin vi dirt gin tang o bénh nhan trén 60 tudi, bénh
nhin diu tri hang ngily{liéu 1000mg va bénh nhan dang
dung corticoid. Nén dicu chinh liéu lugng thuée hang
ngdy ¢ bénh nhin 16n tuoi theo do thanh thai creatinin
(Li¢u lugng va cach sur dung). Do d6 cin theo ddi cin
thin bénh nhin khi duge chi dinh dung levofloxacin. TAt
ca bénh nhin nén tham khao ¥ kién cta béc si néu ho c6
cdc triéu chimg cua viém gén. Néu nghi ngd bj viém gin,
phai ngimg ngay lip tirc viée diéu tri vi levofloxacin, va
phai c6 bién phap hd trg thich hop (nhwr ¢6 dinh) cho cic

Bénh nhin on tudi va phy nir c6 thé nhay cam hon véi
thuoc kéo dat khoing QT Vi véy. cin than trong khi sir
dung fluoroquinolon, bao gém levofloxacin déi vai nhimg
nhom bénh nhin nay (Xem muc Liéu lugng va cach sir
dung, Tuong tic véi cic thude khic va cic dang trong
tac khie, Cée tic dung khong mong mudn va Qué lhiéu)

Thin kinh ngogi bién

Ton thuong thin kinh cam gidc va thin kinh vin dong
di duge bao cho & nhitng bénh nhin duge didy i v
fluoroquinolone, bao gom levofloxacin, ¢6 thé khi phat
nhanh (xem muc Cic tac dung khong mong muén). ppy;
ngimg dung levofloxacin néu bénh nhin xudt hign che
tri¢u chimg cua bénh than kinh ngoai bién dé tranh g3y
aén tinh trang khong thé hoi phuc

Réi logn gan mt

Trudémg hop hoai tir gan din dén suy gan giy tir vong da
dugce bio cdo v levofloxacin, chu yeu & nhimg benh
nhén ¢6 bénh tém in ning, vi du nhu nhiém tring huyél
(xem muc Cac tic dung khong mong mudn). Bénh nhin
nén ngimg dicu trj va lién hé véi bac si néu c6 diy hi¢u
v tri¢u chimg cua bénh gan giy ra nhur chan in, vang da,
mrde tieu ddm mau, ngira hodc dau bung. E

Nhirge cor c(’fp

Fllmrqqumulnnc. bao gém levofloxacin, ¢6 hoat tinh
re che }h:‘ln kinh co va ¢6 thé lam trim trong thém tinh
trang yéu co ¢ bénh nhin b nhuge co. Sau khi hru hinh
trén thi truémg céc phan (mg phy nghiém trong, bao gom
ca truimg hop tr vong va yéu cdu hd trg hé hip, duge
bio cdo ¢6 lién quan dén viéc dung fluoroquinolone &
bénh nhin bj bénh nhuge co. Khong khuyén nghj diing
levofloxacin ¢ nhimg bénh nhin duge biét ¢6 tién sur l;i
bénh nhuge co

Réi logn thi lire

N’é.u thi ]\{c bi giam hodc bat ky tac dung phu nao xay ra
VoI mt, can dugce bac sinhan khoa tr vin ngay (xem muc
Anh huéng trén kha nang lai xe va vin hanh may méc va
Céc tac dung khong mong mudn).

Bgi nhiém

Viée dung levofloxacin, dic biét néu ding kéo dai, c6 thé
din dén sy phit trién qua mirc cua cdc sinh vat khong
nhay cam. Néu bdi nhiém xay ra trong khi diéu tri, nén
thue hién cic bién phap thich hop.

/fllll huwang t6i cac xét nghi¢m trong phong thi nghi¢m
O nhing bénh nhan dugc diéu tri voi levofloxacin, viée
xac dinh sy ¢6 mat cua thude phién trong nudc tiéu co the
cho két qua duong tinh gia. Can xdc dinh két qua duong
tinh véi thudc phién bing mot phuong phap dic hiéu hon.
Levofloxacin ¢6 thé ire ché sy ting truong cua vi khudn
lao Mycobacterium tuberculosis va, do d6, ¢6 thé cho két
qua am tinh gia trong chan doan lao.

Cac phan (mg c6 hai nghiém trong co kha ning khong
héi phuc va giy tan tat, bao gdm viém gan, it gan, bénh
1y thin kinh ngoai bién va cac tac dung bit lgi trén thin
kinh trung wong.

Cic khang sinh nhom fluoroquinolon ¢6 lién quan dén cic
phan (mg co hai nghiém trong c6 kha ning giy tan tit va
khong héi phyc trén cic hé co quan khac nhau cua co the.
Cic phan g nay c6 thé xuit hién dong thoi trén ciing
bénh nhan. Cac phan mg c6 hai thudng duge ghi nhin
gdm viém gén, dut gan, dau khop, dau co, bénh 1y thé}n
kinh ngoat vi va cic tic dung bit lgi trén hé thng than
kinh trung wong (ao giac, lo au, tram cam, mat ngu, dau
diu ngng va 10 lin). Cac phan (mg nay c6 thé xay ra trong
vong vai gio dén vii tuan sau khi s dung thude. Bél‘lh
nhin & bt ky tudi ndo hodc khdng co yéu to nguy co ton
tai tir trude déu co thé gip nhimg phan tmg c6 hai trén.
Ngirng str dung thudc ngay khi c6 ddu hiéu hodc triéu
chimg diu tién cta bit ky phin tng c6 hai nghiém trong
ndo. Thém vao d6, tranh sir dung cdc khdng sinh nhom
fluoroquinolon cho cdc bénh nhan da tmg gip cdc phin
trng nghiém trong lién quan d&n fluoroquinolon./.

Sir dung thude cho phu nir ¢6 thai va cho con bi
Phu nir ¢é thai

Dir liéu vé vide dung levofloxacin ¢ phy nir mang (h_ai
con han ché. Nghién ciru trén dong vat khong cho thi




tac dung khong mong mubn)

:;b;‘/,’h,”‘ u chay lien quan dén vi khudn Clostridium

§ e i e B A 1cu tr1 voi levofloxacin (bao
g,t)ll] \:x>l.mun sau khi di¢u tri), ¢ thé 1a tricu ching cua
hfnh viem dai trang gia mac do Clostridium (li/7ici1‘.
((: DAD). CDAD cé thé Xay ra & tit ca cdc miurc do fir nh(‘
d‘cn-(.?c doa tinh mang, trong d6 murc do nghiém trong nh':;
la viém dqi trang gia mac (xem muyc Cac tac dung kh()nd,
mong muon). Do d6, can luu y chin doan chinh xac czii
truong hop [iéu.ch:iy ndang trong hodc sau khi diéu tri vgi
levofloxacin. Néu nghi ngd hodc xdc nhdn bi CDAD, i;h;ii
ngimg dung levofloxacin ngay 1ap tic va bit diu vide didy
tri thich hop. Chéng chi dinh ding céc thuée chéng ting
1hu dong rudt trong tinh hudng lam sang nay.

2énh nhan dé bj co gigt

)yuinolon ¢6 thé lam giam ngudng co giat va co thé gdy
1 con co gidt. Chéng chi dinh ding Levofloxacin ¢ bénh
hin ¢ tién sir bi dong kinh (Chéng chi dinh) va, giéng
hu cac quinolone khac, can hét sirc than trong khi dung
:wvofloxacin ¢ nhirng bénh nhan dé bi co giat hodc dung
ong thoi voi cac hoat chat lam giam ngudng co giat,
hang han nhu theophylline (Tuong tac véi cic thude
hac va cac dang tuong tac khac). Trong truong hop bi
;0 giat (xem muyc Cac tac dung khong mong mubn), nén
ngimg dung levofloxacin.

Bénh nhan bj thi¢u enzym G6PD
Bénh nhan bi thiéu enzyme glucose-6-phosphate
dehydrogenase d& bi tan huyét khi diéu tri voi cac thude

levofloxacin ¢6 tac hai truc tiép hodc gidn tiép hén quan
dén ddc tinh sinh san. Tuy nhién, trong truémg hop khong
c6 dir liéu & ngudi va do dir licu thye nghigém Ch"’ thqy
fluoroquinolone ¢6 nguy co giy hai vai cac sun khap U_h'“
lwc & nhimg co thé dang ting truong, khong mrq-’c dung
levofloxacin ¢ phu nir mang thai (xem muc Chong chi

dinh).

Phu nit cho con btt : 1 . i
Dung dich tiém truyen levofloxacin chong chi dmh v
phu nir cho con bu. Khong c6 du thong tin ve su bzu!tlct cua
levofloxacin trong sira me, tuy nhién cic fluoroquinolone
khac duoc bai tiét vao sira me. Trong truong hgp khong
¢6 dir licu & nguoi va do dir licu thuc nghiém cho thay
fluoroquinolone ¢6 nguy co gay hai vai cac sun khép chiu
luc & nhitng co thé dang tang truong, khong dugc dung

levofloxacin ¢ phu nir cho con bu.

Anh huwéng trén kha ning ldi xe va vin hanh may méc
M6t s6° tic dung khdong mong mudn (vi du nhw chéng
mat, buon ngu, ré1 loan thi gidc) ¢6 the lam gidm kha
ning tip trung va phdn trng cta bénh nhin, va la mot
trong nhurng nguyén nhin giy ra nguy co trong nhirng
trrong hop ¢én kha ning tap trung (vi du nhw ldi xe hay
van hanh mdy maoc).

Twong tic cua thube véi thude khic va cic loai trong
tac khac

Theophylline, fenbufen hodc thuéc khdng viém khong
steroid twong tw

Trong mét nghién ctru lam sang, khéng thiy cic tuong
tac duge dong hoc cua levofloxacin véi theophylline.
Tuy viy, ngudng co gidt ¢ ndo co thé giam dang ké khi
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diing chung quinolone v theophylline, fenbufen hojc
cic thudc khing viém khong-steroid hwomg ty hoe cic
thud khic cb tic dyng ha thip ngiring co git. Nong o
\evofloxacin khi ¢ sy hién dién cia fenbufen cao hon
Khoing 13% 50 v61 khi diing mit minh.

Probenecid v cimetidine )
Probenecid vi cimetidine co énh huomg ding ke den vige
thai trir levofloxacin. Sy thi tnir & thin cua levofloxacin
bi giam ben cimetidine (24%) va probenecid (34%). Vige
niy 14 do ca hai logi thudc ndy c6 kha ning (e ché sy
bii tiét 0 dng thin cua levofloxacin. Tuy nhién, trong
mdt nghién ctru, 0 héu tha nghi¢m, sy khac bigt ve dugc
dong hoc khong ¢ y nghia thong ké trén lim sing. Nén
thn trong khi dung chung levofloxacin vén cac thube ¢6
inh huong dén sy bai iét & dng thin nhu probenecid v
cimetidine, dic bigt 1a trén bénh nhin suy thin

Théng tin cd lién quan khdc

Nghién ciru duge Iy lim sang cho thy duge dong hoc cua
Jevofloxacin b anh hromg khong ¢6 ¥ nghia thong ké trén
lim sing khi ding chung levofloxacin voi céc thube sau
calcium carbonate, digoxin, glibenclamide, ramtidine

Anh hiweong cua dung dich tiém truyén levofloxacinSmg/
ml dén cic thuic khdc:

Cyclosporin

Thén gian ban thai cua cyclosporin ting 33% khi dung
chung van levofloxacin

Thudc dbi khdng Vitamin K

Ting thor gian dong méu (PT/INR) va'hodc chay mau, co

thé trim trong, di duge bio cdo trén bénh nhan duge diéu
1r} levofloxacin phéi hop vdi thude 61 khang vitamin K
(vi du warfarin). Do do, cin theo ddi cic xét nghiém dong
‘méu trén bénh nhan duge diéutn thube doi khang vitamin
K (xem myc Canh bdo dic bigt va thin trong trong sw
dung)

Thudc diege biét kéo dai khoang QT

Nhur céie fluoroquinolone khic, nén thin trong khi dung
Jevofloxacin & nhimg bénh nhin dang dugc diéu tri van
cic thube duge biét kéo dai khoang QT (vi du nhir thude
chéng loan nhip nhom IA v nhom 111, thude chbng trim
ciim ba vong, macrolid, thube chong loan thin) (xem muc
Canh bio dic bi¢t va thin trong trong su dung: kéo dai
khoang QT).

Thing tin lién quan khdc

Trong mét nghién ctru twong tac duge dong hoc, cho thay
Jevofloxacin khong phai la mot chit e ché CYPIA2,
levofloxacin khong anh hwong dén duge dong hoc cla
theophylline (chit chuyén hoa qua enzym CYPIA2).

Téc dung khong mong mudn (ADR)

Ciic tin sut trong bang nay dugc xac dinh bing cach sir
dung quy woc sau day: rt thuong gip (= 1/10), thuong
gip (2 1/100, <1/10), it g3p (> 1/1000, < 1/100), hiém gip
(> 1/10000, < 1/1000), rit hiém gdp (< 1/10000), khong
rd ty 1é (khong thé tinh duge tir cic dir ligu ¢6 san). Trong
mdi nhom tan sudt, cdc tac dung khong mong muén duge
thé hién theo thir ty giam dan mitc 9.

tién hinh theo 061 dién tim db ECG, do khd ning kéo dii
khoing QT.

Thim phin mdu, bao gbm thim phin ming byng va thim
phin phitc mac lién tuc, khéng 6 hi¢u qud trong viéc thii
trit levofloxacin khoi co thé. Khang c6 thude gidi dc dic
higu.

Durge lye hoe
Nhom durge Iy: Khing sinh nhom quinolon

Mi ATC JOIMAI2
Levofloxacn 13 mt khing sinh tdng hop thujc nhom

flouroquinolone v 14 ddng phin quang hoc dang S (dbi
hinh S (<)) trong hon hop racemic

Cor ché tic dung
Lamot tic nhin khang khuin {hujc nhom fluoroquinolone.

levofloxacin e ché sy tong hgp ADN vi khuin bing cich
tic dng trén phirc hgp gyrase Vv topoiso-merase v
ADN

Mdi eomg quan gira diege djng hoc v duye lire hoe
(PK/ PD)

Murc d§ hoat tinh diét khudn cua levofloxacin phy thude
vho ty 1§ gitra nong 40 dinh thude trong huyét thanh (C_)
hodc dién tich due duimg cong (AUC) va nong d0 uc
ché 161 thiéu (MIC) cua levofloxacin b1 vén vi khudn gdy

bénh

Cor chd dé khing

Viée khing levofloxacmn dat dugc thong qua mgt qua
trinh bic thang bang cich gdy bién ddi diém dich o ca
loai toporsomerases 11, DNA gyrase va topoisomerase V.
Cic co ché khing khic nhu [ gidm tinh tham (thuomg
gip 0 Pseudomonas aeruginosa) vi co ché bom ngugc
khang sinh ra ngodi lam anh huong dén tinh nhay cam
véi levofloxacin. Khang chéo giira levofloxacin va cic
fluoroquinolone Khic di duge ghi nhin. Do co ché tic
dung, noi chung khéng co khéng chéo gitra levofloxacin
va cdc ho khang sinh khac

Nguedng gid tri

EUCAST (uy ban vé thir nghi¢m do nhay cam cua Chiu
i) dua ra cic khuyén nghi vé ngudmg gi ) MIC (non 49
{rc ché 161 thiéu) dbi van levofloxacin, va cic gid trj dugc
phin biét cu thé 461 vén vi khuin con nhay cam, vi khuén
nhay cam trung gian va cdc vi Kkhuin dé khang, dugc trinh
biy trong bang dudi diy dé xic dinh gia trg MIC (mg/1).

e |
N e ce:fen et 2528 i nf v n L i1
]mwan [ s [ 1614
Dikhing | 8 [ =

T 1& vé sur dé khing mic phai co thé khic nhau vé mat
dia Iy va thoi gian 61 vén cic loat vi khudn chon loc va
thong tin vé sy dé khing & dia phuong la can thiét, dic
bi¢t khi dang diéu tri cac nhiém khudn ning Néu cin
thiét, nén tham khao 11 khuyén cua cic chuyén gia bol
vi ty ¢ dé khang ¢ dia phuong la mot yéu t6 hiru dung, it

l-» o ] ap Hiém gip Khing rd ‘ nhit d6i voi mot s6 loai nhiém khudn déng ngo.
 Thutmg &80 | 173000 | 21/10000 11 (khong
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nd1 5o linh
tinh

Chimg vl khukn di ¢ khing
Vi khudn ws khi Gram dwomg . Enterococeus facctum
rens: vy chu 38 Khing methicillin vt

“Shaphy focoecus
6 kha ndng cong khing voi cie flouroquinalone, ké ci
levofloxacin

Duye djng hoc

Hip thu

Sau khi udng levofloxacin duge hap thu nhanh v gdn nhur
hodn toan véi nong d§ dinh trong huyét twomg thu duge

TR loan thy Mitthi§ trong vong |-2 gio Sinh kha dyng tuyét dd11499 - 100%
lyc nhy nhin ke i | Thire An it dnh burimg dén sy hip thy levofloxacin. Trang
mo thodns 4= | ihai ndng 9 On dinh dat duge trong vong 48 gids sau khi

jmo !

‘} | ‘ Milt thinh lye ding lidu 500mg mot hode hai 1An mSi ngy.
Chong mit | U tal Suy gidm
(timhlee | phan bi
Nhip nhanh Khoang 30 - 40% levofloxacin gin véi protein huyét
m»‘n l!l:llcl! thanh. Thé tich phin bd trung binh cua levofloxacin llA
;hl.u::"'::: khoang 100L sau liéu dom vib 1ip lai 500mg, cho l'hay
hﬁm nhip \hdr | levofloxacin phin bd réng rii vio cde md rong cor the
va xoin dinh
Nhip nhanh, | (dugc bao Thim nhdp vao cdc mé va dich co thé
danhtrong  cdochiyéuo|  Levofloxacin di duge chimg minh xim nhip vio niém
ngye bénh nhin ¢0 | mac phé quan, dich bicu md, cic dai thyc bio phé nang,
)cuk:» nguy mo phoi, da (dich ndt phong), md tuyén tién liét va nude
| | S’T ké:?jl; 0 tiéu. Tuy nhién levofloxacin thim nhap kém vio dich ndo
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| | Téo bon f:':?:',ﬁ',,. biét 1om vé céc thong s dugc Aaong .hoc cua Ievoéﬂnxncm
| dai tring gid sau khi tiém truyén tinh mafh v dung duong uong, g1
{ | mac, viém § ring ¢6 thé dung dudmg uong va dudng tinh mach thay
| lwy thé nhau.
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| ‘ t6n thuomg Tuyén tinh o
f“’;"g:écc"; Levofloxacin tuin theo duge ddng hoc tuyén tinh trong
Men gan n':fn%g truimg Kkhoang tir 50 dén 1000 mg.
ting (ALT/ | Ting hop tr vong
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X u £
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| Roi loan | khéc biét ve dg thanh thai creatinin.
gin co ke
::hvl;“{i‘ng““ Tiéucovin | SuKhdc bit gidi tinh ,
Achiﬁcs). Dln gin‘ Phan tich riéng bigt gitra nam v nir cho thay s khc biét
Paukhop, | yéu co c6 thé (vi du gin nho ve duge dong hoc cta levofloxacin lién quan dén gioi
dat co ey 166 Jinghla :;'“c'l‘lg' V3| tinh. Khong c6 bing chimg cho thiy nhimg khic bigt gii
ddc biét quan v&ycu vig;'n tinh nay c6 y nghia 1im sang.
trong trén i _‘
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X |
bénh nhuge
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Cic ddu hi¢u quan trong nhit c6 thé thiy sau khi qui
liéu dung dich tiém truyén LEVOFLOXACIN/COOPER
Smg/ml 13 cdc trigu chimg cua hé thin kinh trung wong
nhu 1 Ian, chong mat, suy giam ¥ thirc, va co git, ting
khoing QT.

Anh huong trén thin Kinh trung wong bao gom tinh trang
lit lan, co gidt, do gidc, va run da duge quan sit thiy khi
thudc lwu hanh trén thi tnrong.

Trong truémg hop qud liéu, nén diéu tri tri¢u chimg. Cin

nhi¢m nguoi s dung
Tiéu chudn chit lrgng: Nha san xuit
Nha sin xuit:

COOPER S.A. Pharmaceuticals
64, Aristovoulou Str., 118 53 Athens - Greece/Hy Lap

PL1900000-VT




Levofloxacin
(Nguén: Duoc thw quoc gia)
Tén chung quéc té: Levofloxacin.
Ma ATC: JOIMA12; SO1AEOQS.
Loai thudc: Khang sinh nhém quinolon (phan nhém fluoroquinolon).
Dang thudc va ham lwong
Vién nén bao phim: 250 mg, 500 mg, 750 mg.
Dung dich udng: 25 mg/ml (100 ml, 200 ml, 480 ml).
Thudc tiém truyén: 250 mg/50 ml, 500 mg/100 ml, 750 mg/150 ml.
Dung dich tiém: 25 mg/ml (20 ml; 30 ml).
Dung dich nhé mat: 0,5% (5 ml); 1,5% (5 ml).
Chi dinh
Nhiém khuan do cac vi khuan nhay cam véi levofloxacin, nhu:
Viém xoang cap.
Dot cip viém phé quan man.
Viém phdi cong dong.
Viém tuyén tién liét.
Nhiém khuan dudng tiét niéu c6 bién ching hoic khong.
Nhiém khuén da va t6 chirc dudi da c6 bién chimg hoic khong.
Nhiém khuan duong mat.
Nhiém khuén rudt.
Du phong sau khi phoi nhiém va diéu tri triét dé bénh than.

Chong chi dinh

Nguoi o tién st qua man véi levofloxacin, voi cac quinolon khéac, hodc véi bat ky thanh phan
nao cua thuoc. Bong kinh, thiéu hut G6PD, tién s bénh & gan co do fluoroquinolon gay ra.

Than trong

Viém gan dic biét 13 gan gbt chan (Achille), c6 thé dan t&i dit gan. Bién chimg nay c6 thé xuit
hién & 48 gid dau tién, sau khi bt dau dung thude va co thé bi ca hai bén. Viém gin xay ra chi
yéu & cac d6i tuong cd nguy co: Ngudi trén 65 tudi, dang dung corticoid (ké ca dudng phun hit).
Hai yéu t6 nay lam ting nguy co viém gin. Dé phong, can diéu chinh liéu luong thudc hang ngay

O nguoi bénh 16n tudi theo mure loc cau than.



Anh huéng trén hé co xuong: Levofloxacin, cling nhu phan 16n cac quinolon khac, c6 thé gay
thoai hoa sun & khdp chiu trong luc trén nhiéu loai dong vat non, do d6 khong nén st dung
levofloxacin cho tré em dudi 18 tudi, trir khi loi ich vuot trdi nguy co.

Nhugc co: Can than trong ¢ ngudi bénh bi bénh nhugc co vi cac bi€u hién c6 thé ning 1én.

Téc dung trén TKTW: D3 6 cac thong bao vé phan tmg bét loi nhu rdi loan tAm than, ting ap
luc nédi so, kich thich TKTW dan dén co giat, run réy, bon chdn, dau dau, mat ngu, trAm cam, 1a
1an, 40 giac, 4c mong, co ¥ dinh hodc hanh dong tu sat (hiém gip) khi sir dung cac khang sinh
nhém quinolon, thim chi ngay khi sir dung & lidu dau tién. Néu xay ra nhitng phan tmg bét loi
nay trong khi str dung levofloxacin, can dirng thudc va c6 cac bién phap xir tri triéu ching thich
hop. Can than trong khi str dung cho nguodi bénh c6 cac bénh 1y trén TKTW nhu dong kinh, xo
cting mach néo...vi c6 thé ting nguy co co giat.

Phan ung man cam: Phan ung man cam véi nhiéu biéu hién 1am sang khac nhau, tham chi sb¢c
phan vé khi st dung cac quinolon, bao gdm ca levofloxacin da dugc thong bao. Can nging thube
ngay khi c6 cac dau hiéu dau tién cta phan Gtng man cam va ap dung cac bién phap xr tri thich
hop.

Viém dai trang mang gia do Clostridium difficile: Phan tmg bét loi nay dd duoc thong bao véi
nhiéu loai khang sinh trong d6 co6 levofloxacin, co6 thé xay ra o tat ca cac murc do tir nhe dén de
doa tinh mang. Can luu ¥ chin doan chinh xéc cac truong hop ia chay xdy ra trong thdi gian
ngudi bénh dang str dung khang sinh dé ¢6 bién phéap x tri thich hop.

Mién cam v&i anh sang mirc do tir trung binh dén ning da duoc thong bao véi nhiéu khang sinh
nhom fluoroquinolon, trong d6 ¢ levofloxacin (mic du dén nay, ty 18 gap phan tng bt loi nay
khi sir dung levofloxacin rat thap < 0,1%). Ngudi bénh can tranh tiép xuc truc tiép véi 4nh sang
trong thoi gian diéu tri va 48 gio sau khi diéu tri.

Tac dung trén chuyén hoa: Ciing nhu cac quinolon khac, levofloxacin c6 thé gy ra rdi loan
chuyén hoa duong, bao gom ting va ha dudng huyét thudng xay ra & cac ngudi bénh dai thao
duong dang sir dung levofloxacin dong thoi voi mot thude udng ha dudng huyét hoic véi
insulin; do d6 can gidm sat duong huyét trén nguoi bénh nay. Néu xay ra ha dudng huyét, can
ngimg levofloxacin va tién hanh cac bién phap xir tri thich hop. Kéo dai khoang QT trén dién
tam d6: Sir dung cac quinolon cé thé gy kéo dai khoang QT trén dién tim d0 & mot s6 ngudi
bénh va mdt $6 hiém ca loan nhip, do do can tranh su dung trén cac nguodi bénh san co khoang
QT kéo dai, ngudi bénh ha kali huyét, nguoi bénh dang su dung cac thue chéng loan nhip nhém
IA (quinidin, procainamid...) hodc nhém III (amiodaron, sotalol...); than trong khi sir dung
levofloxacin cho cac ngudi bénh dang trong céc tinh trang tién loan nhip nhu nhip cham va thiéu
mAau co tim cap.

Thoi ky mang thai
Khong dung levofloxacin cho phu nit mang thai.

Thoi ky cho con bu



Chua do dugc nong do levofloxacin trong sitra me, nhung can ctr vao kha nang phan bo vao sita
cua ofloxacin, c6 thé du doan rang levofloxacin cling dugc phan bd vao sira me. Vi thude co
nhi€u nguy co ton thuong sun khop trén tré nho, khong cho con bu khi dung levofloxacin.

Liéu lwgng va cach ding
Cach dung

Levofloxacin dugc dung dudi dang hemihydrat, nhung lidu lugng va ham lugng dugc biéu thi
dudi dang base; 256 mg levofloxacin hemihydrat tuong tmg véi 250 mg levofloxacin.

Dung dwong uong:
Thoi diém ubng levofloxacin khong phu thudc vao bira an (c6 thé udng trong hodc xa bira an).

Khong dugc dung céc antacid c¢6 chira nhém va magnesi, ché pham c6 chira kim loai ndng nhu
sat va kém, sucralfat, didanosin (vi trong dang bao ché thudc nay co6 chtra antacid) trong vong 2
gid trude va sau khi uong levofloxacin.

Dung ngoai dwong tiéu hoa:

Levofloxacin chi dugc ding bang cach truyén tinh mach cham, truyén nhanh s& dan dén nguy co
ha huyét ap. Thoi gian truyén phu thudc vao liéu luong thude (lidu 250 mg hoic 500 mg thudng
truyén trong 60 phit, lidu 750 mg truyén trong 90 phut). Khong duge dung dé tiém biap, tiém vao
dng séng, tiém phuc mac hodc tiém dudi da. Cac dung dich c6 chira levofloxacin voi ndng do 5
mg/ml trong dextrose 5%, c6 thé dung ngay khong can pha lodng. Dung dich levofloxacin véi
ham lugng 500 mg/20 ml trong lo thudc tiém bat budc phai pha lodng trong cac dung dich twong
hop thanh dung dich ¢6 ndng d6 5 mg/ml trude khi sir dung. Cac dung dich trong hop dung dé
pha lodng dugc nha san xuat quy dinh trong thong tin trén nhin thudc. Mot s6 dung dich tuong
hop thuong dung la: Dung dich dextrose 5%, dung dich natri clorid 0,9%, dung dich dextrose 5%
phéi hop véi natri clorid 0,9%, dung dich Ringer Lactat va dextrose 5%, dung dich natri
bicarbonat 5%, dung dich Plasma Lyte() 56/5% dextrose, dung dich natri lactat 1/6M, dung dich
dextrose 5% va natri clorid 0,45%, nudc cat pha tiém.

Liéu lwong

Liéu ding cua levofloxacin ap dung cho ca dudng udng va dudng tinh mach: Liéu thudng dung
khoang tir 250 - 500 mg, ngay 1 - 2 1an trong 7 - 14 ngay tuy thudc vao muc do ning nhe va tac
nhan gy bénh. Nhiém khuan dudng ho hap

Dot cp cua viém phé quan man tinh: 500 mg, 1 lan/ngay trong 7 ngay.

Viém phoi mic phai tai cong dong: 500 mg, 1 - 2 lan/ngdy trong 7 - 14 ngay.

Viém xoang ham trén cdp tinh: 500 mg, 1 lan/ngdy trong 10 - 14 ngay.

Nhiém trung da va té chirc dudi da C6 bién chimg: 750 mg, 1 1in/ngdy trong 7 - 14 ngay.
Khéng c¢6 bién chimg: 500 mg, 1 1an/ngay trong 7 - 10 ngay

Nhiém khuan duong tiét niéu C6 bién chimg: 250 mg, 1 lan/ngay trong 10 ngay. Khong c6 bién
chimg: 250 mg, 1 lan/ngay trong 3 ngay.



Viém thén - bé than cip: 250 mg, 1 1an/ngay trong 10 ngay.
Nhiém khuan duong mat: 500 mg, 1 1an/ngay tiém tinh mach hogc ubng.
Viém tuyén tién liét man: 500 mg, 1 lan/ngdy trong 28 ngay.

Bénh than: Piéu trj dy phong sau khi phoi nhiém véi truc khuan than: Ngay uéng 1 1an, 500 mg,
dung trong 8 tuan.

Diéu tri bénh than: Truyén tinh mach, sau d6 udng thudc khi tinh trang nguoi bénh cho phép,
liéu 500 mg, 1 lan/ngay, trong 8 tuan.

Tré em > 6 thang tudi, can ning > 50 kg: 500 mg, 1 1an/ngay. Néu can ning < 50 kg: 8 mg/kg
(khong vuot qua 250 mg/liéu), cach 12 gio/lan.

Thoi gian du phong sau phoi nhiém con chwa 1. Thoi gian 60 ngay c6 thé thoa dang néu phoi
nhiém liéu thap, nhung néu phoi nhiém liéu cao, c6 thé can mot khoang thoi gian trén 4 thang.

Viém tuyén tién liét: 500 mg/24 gid, truyén tinh mach. Sau vai ngay co thé chuyén sang udng.

Liéu dung cho ngudi bénh suy than: Liéu ban ddu khong thay doi khi ding cho ngudi bénh suy
than, liéu tiép theo nén dugc diéu chinh dya trén Cler. Li€u levofloxacin cho nguoi 16n suy than
khuyén cdo nhu sau:

Liéu thong thudng Chic Cler (ml/phut) Liéu khi suy than
nang than binh thuong
Clcr > 50 ml/phut
250 mg 20 - 49 Khong can diéu chinh liu
250 mg 10-19 Viém dudng tiét niéu khong bién

chung: Khong cﬁn diéu chinh liéu.
Cac nhiém khuan khac: 250 mg

moi 24 gid
250 mg Than nhan tao hodc loc Chua c¢6 thong tin
mang bung
500 mg 20 - 49 Liéu du: 500 mg; sau d6 250 mg
cach nhau 24 gid/lan
500 mg 10-19 Liéu ddu: 500 mg; sau do 250 mg
cach nhau 48 gid/lan
500 mg Than nhan tao hoac loc Liéu dau: 500 mg; sau do 250 mg
mang bung cach nhau 48 gio/lan Khong can
lidu bo sung sau tham phan
750mg 20 - 49 Liéu dau: 750 mg; sau d6 750 mg

cach nhau 48 gio/lan




750mg 10- 19 Liéu du: 750 mg; sau d6 500 mg
cach nhau 48 gid/lan

750mg Than nhan tao hodc loc Liéu dau: 750 mg; sau do 500 mg
mang bung cach nhau 48 gio/lan Khéng can
liéu bd sung sau tham phan.

Suy gan: Khong can diéu chinh liéu.

Tac dung khong mong mudn (ADR)

Thuwong gap, ADR > 1/100

Tiéu hoa: Budn ndn, ndn, ia chay, dau bung, tao bon, kho tiéu.

Gan: Tang enzym gan.

Than kinh: Mét ngu, dau dau.

Da: Kich tng noi tiém, ngtra, ban da.

it gip, 1/1 000 < ADR < 1/100

Than kinh: Hoa mit, cing thing, kich dong, lo ling.

Ti€u hod: Dau bung, déy hoi, kho tiéu, ndn, tao bon.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém 4m dao, nhiém nidm Candida sinh duc.

Da: Ngtra, phat ban

Hiém gip, ADR < 1/1 000

Tim mach: Tang hoac ha huyét ap, loan nhip.

Ti€u hod: Viém dai trang mang gia, kho miéng, viém da day, phu ludi.
Co xuong - khdp: Pau khép, yéu co, dau co, viém tiy xuong, viém gan Achille.

Than kinh: Co giat, giéc mo bét thuong, tram cam, roi loan tam than. Dj ung: Phu Quinck,
choang phan v¢, hoi chimg Stevens-Johnson va Lyelle.

Huéng din cach xir tri ADR

Can ngung levofloxacin trong cac trudng hop: Bit dau c6 cac biéu hién ban da hodc bat ky ddu
hiéu nao ctia phan tmg man cam hay ADR trén TKTW. Can giam sat ngudi bénh dé phat hién
viém dai trang mang gia va c6 cac bién phap xir tri thich hop khi xuét hién ia chay trong khi dang
dung levofloxacin.

Khi xuat hién ddu hiéu viém gan can ngimg ngay thudc, dé hai gin got nghi véi cac dung cu cd
dinh thich hgp hodc nep got chan va hdi chan chuyén khoa.

Twong tac thube



Antacid, sucralfat, ion kim loai, multivitamin: Khi str dung déng thoi co thé lam giam hép thu
levofloxacin, can udng cac thudc nay cach xa levofloxacin it nhat 2 gio.

Theophylin: Mot s6 nghién ctru trén ngudi tinh nguyén khoe manh cho thay khéng c6 twong tac.
Tuy nhién, do ndng d6 trong huyét twong va AUC theophylin thuong bi tang khi str dung dong
thoi voi cac quinolon khac, van can giam sat chit chd nong do theophylin va hiéu chinh lidu néu
can khi st dung dong thoi vai levofloxacin.

Warfarin: Do di c6 thong bao warfarin ting tac dung khi dung cung véi levofloxacin, can gidm
sat cac chi s0 vé dong mau khi stir dung dong thoi hai thude nay.

Cyclosporin, digoxin: Tuong tac khong c6 y nghia 1am sang, do d6 khong can hiéu chinh liu cac
thuoc nay khi dung dong thoi voi levofloxacin.

Céc thudc chdng viém khong steroid: C6 kha ning lam ting nguy co kich thich TKTW va co giat
khi ding dong thoi vé6i levofloxacin. Cac thude ha duong huyét: Dung dong thoi voi
levofloxacin c6 thé 1am ting nguy co rdi loan dudng huyét, can giam sat chit ché. Tranh ding
déng thoi norfloxacin véi cac thude sau: Artemether, BCG, dronedaron, pimozid, nilotinib,
nitrofurantoin, lumefantrin, quinin, tetrabenazin, thioridazin, tolvaptan, toremifen, vandetanib,
vemurafenib, ziprasidon.

Levofloxacin lam giam tac dung ctia BCG, mycophenolat, sulfonyluré, vic xin thuong han.
P 6n dinh va bio quan

Bé4o quan ¢ nhiét do 15 - 30 o C, trong 1o kin, trdnh &nh séng. Dung dich thudc sau khi pha loang
trong dich twong hop, 6n dinh trong vong 72 gio & nhiét d6 dudi 25 o C va trong vong 14 ngay &
nhiét 6 5 o C. Dung dich pha lodng nay c6 thé 6n dinh tdi 6 thang néu bao quan & nhiét do - 20
o C; sau khi dua ra khoi tii lanh, dé tan déng ¢ nhiét d6 phong, khong tan dong bang 16 vi song
hodc ngam trong nudc néng. Khong dé dong lanh lai sau khi da tan dong. Cac lo thude khong
chira chat bao quan chi nén ding mot 1an, phan con thira phai loai bo.

Twong Ky

Vi 6 rat it cc thong tin vé twong ky cua levofloxacin, khong thém bét ky mot thude nao khac
vao dung dich truyén levofloxacin hodc vao cung mdt duong truyén.

Qua lieéu va xir tri

Vi khong c6 thube giai doc dic hiéu, xir tri qua lidu bang cach loai thudc ngay khoi da day néu
dung duong udng, bu dich ddy du cho ngudi bénh. Thim tach méau va thim phan phic mac lién
tuc khong c6 hiéu qua loai levofloxacin ra khoi co thé. Theo ddi dién tdm do vi thude gay kéo dai
khoang QT.

Duoc Iy va co ché tac dung

Levofloxacin 12 mot khang sinh tong hop c6 phd rong thuéc nhom quinolon (dan chat
fluoroquinolon). Ciing nhu cac fluoroquinolon khéc, levofloxacin ¢6 tac dung diét khuan do trc
ché enzym topoisomerase I (DNA-gyrase) va/hodc topoisomerase IV 14 nhitng enzym thiét yéu
ctia vi khuén tham gia xtc tac trong qué trinh sao chép, phién ma va tu sira DNA cua vi khuan.
Levofloxacin 1a dong phan S-(-)-isomer ctia ofloxacin, né co tac dung diét khuan manh gip 8 -



128 1an so voi dong phan D-isomer va tac dung manh gap khoang 2 1an so véi ofloxacin racemic.
Levofloxacin, ciing nhu cac fluoroquinolon khac 14 khang sinh phd rong, c6 tac dung trén nhiéu
chung vi khuin Gram 4m va Gram duong. Levofloxacin (ciing nhu sparfloxacin) c6 tac dung
trén vi khuan Gram dwong va vi khuan ky khi t6t hon so véi cac fluoroquinolon khac (nhu
ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va
sparfloxacin lai c6 tac dung in vitro trén Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.

Phé tdc dung:
Vi khuan nhay cam in vitro va nhiém khuan trong 1am sang:

Vi khuan wa khi Gram am: Enterobacter cloacae, E. coli, H. influenzae, H. parainfluenzae,
Klebsiella pneumoniae, Legionalla pneumophila, Moraxella catarrhalis, Proteus mirabilis,
Pseudomonas aeruginosa.

Vi khuan khéc: Chlamydia pneumoniae, Mycopasma pneumoniae.

Vi khuan wa khi Gram duong: Bacillus anthracis, Staphylococcus aureus nhay cam methicilin
(meti-S), Staphylococcus coagulase &m tinh nhay cam methicilin, Streptococcus pneumoniae.

Vi khuan ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

Céc loai vi khuan nhay cam trung gian in vitro: Vi khuan ua khi Gram duong: Enterococcus
faecalis.

Vi khuan ky khi: Bacteroides fragilis, Prevotella.

Céc loai vi khuéan khang levofloxacin: Vi khuén ua khi Gram duong: Enterococcus faecium,
Staphylococcus aureus meti-R, Staphylococcus coagulase am tinh meti-R.

Khéng chéo: In vitro, c6 khang chéo gitra levofloxacin va cac fluoroquinolon khéc. Do co ché
tac dung, thuong khong co6 khang chéo gitra levofloxacin va cac hg khang sinh khac.

Duoc dong hoc

Sau khi ubng, levofloxacin dugc hap thu nhanh va gan nhu hoan toan; ndng d6 dinh trong huyét
tuong thuong dat dugce sau 1 - 2 gid; sinh kha dung tuyét dbi Xép xi 99%. Cac thong s6 duge
d6ng hoc ciia levofloxacin sau khi ding dudng tinh mach va duong udng véi lidu twong duong 1a
gan nhu nhau, do d6 nén vu tién duong udng va chi sir dung duong tiém khi khong udng duoc.
Thirc an it anh huong dén hap thu khi uéng. Levofloxacin duoc phan bd rong rai trong co thé,
tuy nhién thudc khé thdm vao dich ndo tay. Ty 1¢ gan protein huyét twong 1a 30 - 40%.
Levofloxacin rat it bi chuyén héa trong co thé va thai trir gin nhu hoan toan qua nudc tiéu &
dang con nguyén hoat tinh, chi dudi 5% lidu diéu tri duoc tim thdy trong nudc tiéu dudi dang
chét chuyén hoa desmethyl va N-oxid, cac chét chuyén hoa nay c6 rat it hoat tinh sinh hoc. Thoi
gian ban thai cua levofloxacin tir 6 - 8 gidy, kéo dai & nguoi bénh suy than. Thudc thai trir qua
nude tiéu khoang 87% ¢ dang khong bién ddi va qua phan khoang 12,8%. Thudc khong loai bd
dugc bang thim phan mau hoic mang bung.



