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HUONG DAN SU DUNG CHO NGUOL BENH

\ ?mm,egsf FFLOXACIN/COOPER SOLUTION FOR INFUSION 500mg/100m]
Aruvén Levofloxacin/Cooper 500 mg/100ml).

Khuyén cdo:

Boc kP huecmg dén sie dyng truee khi dimg.

B¢ xa tam fay iré em. )

Théng bdo ngay cha bde 5§ hode dwge 57 nhitmg tde dung bhdng mong muon gdp phai khi sir dyng
thuoe,

Thude bdn theo don

Thinh phin, him legng cia thubce:

I ml dung dich tiém truyén chira 35,1246 mg levofloxacin hemihydrate twomg dirong 5 mg
levofloxacin,

100 ml dung dich tiém truyén chira 500 mg levofloxacin.

Ti dugre: Natri clorid, acid hydrochlorid, natri hydroxid, neée cit pha tiém.

M ti siin phim: : ,
Dung dich tiégm truyén trong sudt, miu ving xanh.
Quy cich dong géi: hip 01 chai 100ml
Thuike diung cho b{nh gi:
Dung dich tiém lru}fén LEVOFLOXACIN/COOPER duge chi dinh dé diéu trj cde truémg hep nhiém
khuin sau diy & nguwin lon:
- Viém phoi cong d&ng.

- Whiém khuin da va md m;:m et bién chimg. P
- Viém be thin va nhiém khudn duimg migu co bién chimg. ﬁr‘f
- Viém tuyén tien Liét man do vi khuén. af G

Khu:.rcn cdo khﬂng dp dung didu tr nhiém khudn didmg tidt ni¢u khing phirc tap, do nhiém khuin 2| 2
cip eia viém p]'u: quidn man tinh, viém xoang c;flp tinh do vi khuin do khding sinh fuorogquinolone cé
lién quan dén phan mg ¢é hai nghiém trong (xem myuc Nhimg diéu cin thin trong khi ding thude

néy).
Nén dimg thuie niay nhir thé nio va liée lugng:

Dung djch tiém 1ru~.rén levofloxacin Smg/ml dugre ding tmyén tinh mach chim moi ngiy 1-2 lin. Ligu
lugmg phy r.hm;rc vao logi va dd ning cia n.huzm khuin va d§ nhay cim cioa cic tic nhin giy bénh
duge nghi ngo. Sau khn dn:u trj bundc diu hﬁng dutmg truvén tinh mach vin dung dich tiém truyen
levofloxacin Smg/mil, ::hu;-ﬁn sang ding dinlmg ufsng theo tom 1A dic tinh sin phim danh cho thufic
Levofloxacin dang vién nén bao phim vi cin nhdc tiy theo tinh trang ldm sing cia timg bénh nhin.
Néu thube dang tiém va dang udng tueng duong sinh hoe, co l_hé ding cing mdt licu.

Liéu khuvén cdo sau diy duge dia ra cho dung dich tiém truvén levofloxacin Smg/ml:

Liéu dimg cho banh nhéin i chire ndng thin binh thurdogz (836 thanh thai creatinin = 50 mi/phit)

Chi dinh Phie dii liéu dimg hang ngay | Ting thai gian diéu tri’
{theo mirc 45 nghiém trong) {theo mirc &6 nghiém trong)
Viém phdi cong ding 500 mg — 1000 mg 7 - 14 ngay
Viém bé thin va nhidm |250 mg 10 ngiy
khudn duimg nidu cd bidn
chimg
Viem tuyén tidn liét man do | 500 mg 28 ngay
vi khudn
Nhiém khudn da vd md mém | 250 mg 7 - 14 ngiy
Nhiém khudn da va md mém | 500 mg 7 - 14 ngay '«.hl_'l )
¢t bién chimg MY
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 Niim bénh néin ddc biét
Bénh nhin suy thin (d) thank thai creatinin < 50 miphii)

Phdc di liéu ding
250 mg/24 giir 500 mg/24 giir S00 mg/12 giir
i thanh thii = :
Creatinine Lidu ddu: 250 mg Liéu ddu: 500 mg Lidu ddu: 500 mg
50 - 200 mi/pht Sau dd: 125 mg/24 gidy Sena d: 250 mg/24 it Sau dd: 250 mg/12 gilr
15-10 ml phiit Saudo: 125 mg/d8 gidv | Sau dé: 125 mg/24 git Sau dda; 125 mg/12 gidr
< 10 ml/phit Sau dd: 125 mg/48 gicr | Sow do: 125 mp24 gia Sau da; 125 mg/24 gidr

(bao gdm chay thiin
nhin tao vi thim
phin phiic mac lién
tyc) '

"Khiing cin thict phai bo sung liéu sau khi chay thin nhin 190 hoae thim phin phic mac ién tyc,
Bénh nhin suy gan
Khéng cin thict phai hi¢u chinh lidu do levofloxacin khong bj chuyén hoa & gan va duge thai trir el
yeu o than.
Ngurari gid
Khéng cén hi¢u chinh liéu & bénh nhin cao tudi, tuy nhién cin chi § dén chirc ndng thin & bénh nhin
cao wdi (xem mye Canh béo dic bigt vi thin trong trong sir dung: “viém gin va dint gin"™ va “Kéo dai
khoding QT™)
Bénh nhi 2
Dung dich tiém truyén levofloxacin Smg/ml chéng chi dinh & tré em va thiéu nién dang lém (xem muc
Chéing chi dinh)
Ciich diing: )
Dung dich tiém truyén levofloxacin Smg/ml chi duge dimg hﬁng, cich truyén finh mach cham; duge
ding 1 hofic 2 lan/ngiy. Thii gian tiém truyén it nhit 60 phit ddi véi chai chim 500mg levofloxacin
(xem muye Canh béo dfc bigt va thin trong trong sir dung),
Tuomg ky: xem muyc Tuong ky va twong thich vii cic dung dich 'me:n khic xem muye Thin trong dic
biét khi loai bo va xir 1y thude.
Khi nio khing nén ding thude niy:
Dung djch tiém truvén levefloxacin khing duge ding:

e bénh nhin r::nﬁn cim vai levofloxacin hofic ede thude nhém quinolone khdc va bt cir thinh phén

ndo cia thude,

+ b¢nh nhin ddng kinh,

= bénh nhan cd ti_én sir bénh gin co lign quan dén vide sir dung fluoroquinolone,

o Iré ¢m hodc thi¢u nién,

= phy nif cd thai,

 phy nir dang cho con ba,
Tice dung khing mong muin: .
Céc tin sut trong bing nay duge xéc dinh bing cich sir dung quy wére sau diy: rit thuemg glp (>
L/10), thuomg gip (= 1/100, <1/10), it gip (= 171000, < 1/100), hiem gip (= 1/10000, < 1/1000), it
higm gap (< 1/10000), khéng rd ty 1¢ (khing thé tinh dwee tir cde dir ligu o6 sin). Trong mdi nhdm tin
suiil, céc tde dung khing mong mudn duge thé hign theo thir nr gidm din mire do.

i
A "'m.r’ll”f
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Thuimg gip It gip Hiém gip Khing ri ty 1§ (khing tinh
i tir cie dir ligu cd sin
(=1/100 dén (=1/1000 dén (=1/10000 dén s f ]'
<1/10 ) <1/100) <1/1000)
Nhiem nam candida,
vi khudn khdng thude
Giim bach edu Gidm ticu cdu Gidm huyét clu toan thé
Ting bach clu 4 ; . (thiéu mdu toan dong)
toan Gidm bach cilu trung )
tinh Mt bach el hat
Thiéu méu tén huyét
Phit mach Soc qud min®
G min Sic phan vg'
Chin an Ha duimg huyét dge biét | Tang dutmg huyét
i bénh nhén tiéu dimg
th Han mé ha duimg huyét
Mt ngia Lo sgr Phin {mg loan thin (nbu | Phan {mg logn than vl
—_— a0 giac, hoang tdmg) hinh vi ty giy nguy hiém
Tinh trgng 16 lan _ cho bén than bao gbm ¥
Céing thi Trdm cém nghi tyr 1 hojic wy tr
Kich ding
Gide mo bt thudmg, dc
mdng
Pau diu Budn ngu Com co gidit Tén thiromg thin kinh cam
; pide, thn thuemg thin kinh
Chéng mit Run Di e¢im viin ding
Loan vj gidc Réi logn khini gigc bao
gom mit khiu gide, rdi
loan wvin ding, i loan
ngogl thap, roi logn vi gidc,
ng;a‘l1 ting ap lye ngi so lanh
tinh
Roi loan thi lire nhur Mt thi lue thodng qua
nhin mdr
Chéng mit U tai Mt thinh e
Suy gidm thinh lye
Nhip nhanh, dénh trdng | Nhip nhanh trén thiit ¢6 thé
nguc diin téi ngimg tim, logn
nhip that va xodin dinh
(dirge bio cao chi yéu &
bénh nhiin ¢ yéu 16 nguy
¢or khoang QT kdo dai),
dién tim dd cb khoang QT
kéo di

%
{
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Viém tinh mach Ha huyét ap
Eha thd Co thit phé quin
Viém phii do dj img
Tidu chiy Bau bung Tigu chay oo mdu ma trong
. o mit 56 trimg hop rit hiém
i mira Khé tiéu e thé 1 vigm rudt- dai
Budn nén Dy hoi tr:éifug,, ke ci viém dai tring
gid mae, viém tuy
T bdn
Men gan ting Tang bilirubin Viang da va ton thuong gan
(ALT/AST, miu nghiém trong, ké cd nhimg
alkaline tnrmtg hop tir vong do suy
phosphatase, GGT) gan cip tinh, chi ydu & .
bénh nhin c6 bénh tidm fn
nfing, viém gan.
Phit ban Héi chimg Lyell, héi chimg
Stevens-Johnson, ban do da
Mé day hinh, phén img nhay cim
Ngira v dnh sang, viém mach

méu qud min, viém miéng
Ting tiée md hai

Bau khim, dau co Roi logn gin coké ca | Tidu co vin
viém gin (nhu gin L X
Achilles), yéu co co thé | Dirt gin (vi dy gin

¢6 ¥ nghia dic biét quan ﬁ:hi!l_cs}. vff ddy chiing, vior
trong trén bénh nhin bj | 0. viém khdp.

bénh nhuge oo niing
Tiing creatinin Suy thin cip (nhu do
miau viém thin k&)
Phén tmg @ vi tn | Suy nhuge So Pau (bao gom dau & lung,
triyén (dau, do tai ngire, ur chi)

chi) tryén)

Nén trinh ding nhifng thuie hoje thyre phim gi khi dang sir dyng thuide nay:

Theophylline, fenbufen hoge thuie khing viém khing steroid twong tw

Trong mdt nghién ciru lim sing, khing thiy cic twong the dupe ddng hoc cia levofloxacin vii
theophylline, Tuy viy, ngudng co gijt ¢ nfo cd thé giam ding ké khi ding chung quinolone v
theophylline, fenbufen hofc céc thute khing viém khing-steroid tuwong i hofie cic thude khic oo tic
dyng ha thip ngudng co giit. Nong d levofloxacin khi b si hign didn cia fenbufen cao hon khodng
13% so v khi ding mdt minh,

Probenecid va cimetidine

Probenecid va cimetidine b anh huimg ding ki dén viée thai trir levofloxacin, Sy thai trir & thin cua
levofloxacin bi giam bévi cimetidine (24%) vil probenecid (34%). Viée nay 13 do ci hai logi thube nay
¢b khi niing ire ché sir bai tiét & dng thin cta levofloxacin, Tuy nhién, trong mt nghién ci, & licu
thir nghiém, sy khic biét vé dugc djng hoe khing c6 ¥ nghia thong ké trén lim sang. Nén thin trong
khi diing chung levofloxacin véi céc thude cb dnh hrimg dén sir bai tiét & dng thin nhy probenecid va
cimetidine, d3c biét 14 trén bénh nhén suy th{in.

Théng tin cé lign guan khic

AL~

' B e e B
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Nghién ciru duge ¥ lim sang cho thiy duge ding hoe cla levofloxacin b dnh himg khing ¢o ¥
nghia thing ké trén lim sing khi ding chung levofloxacin vii céc thuoc sau: calcium carbonate,
digoxin, glibenclamide, ranitidine.

Anh hirdng cia dung dich tiém truyén levofloxacinSmg/mi din cic thude khdc:

Cj;da.mun’u

Thiri gian bdn thal ca cyclesponn ting 33% khi ding chung véi levolloxacin,

Thure dii F:.Fr.dug Vitamin K

Téng thiri gian ding mau (PT/INR) vivhode chay midu, o6 thé trim trong, dii duge bdo cdo trén bénh
nhiin duwge didu tr levofloxacin phéj hop i thude doi khing vitamin ¥ (vi du warfarin). Do do. ciin
theo di cde xét nghiém déng mau trén bénh nhin duoe didu trj thude d5i khang vitamin K {xem mye
Canh bdo dfc biét va thin trong trong s dung).

Thude dwge bict kéo dii khodng QT

Nhir edc uorogquinolone khie, nén thin trong khi ding icvnﬂl::xaun & nhimg b¢nh nhin dang du-:,:n:
didu tri voi cde thude dm;-c biét kéo dii khodang QT (vi du nhur thisbc Lhnng logn nhip nhim 1A va
nhdm 111, thubc ching trim cim ba vong, macrolid, thude chéng loan thin} (xem mye Canh bdo djc
bigt va thin trong trong sir dyng: kéo dai khoang QT).

Thing tin lién guan khic

Trong mit nghién el tuong e duge déng hoc, cho thily levofloxacin khéng phai 1 mit chilt ire ché
CYPIAZ, levofloxacin khiing anh hudmg dén duge ding hoe cia theophylline (chit ::]myén hia qua
enzym CYP1AZ).

U‘m lim gi khi m{t Lin quén khing diing thude:

Thube si dyng trong bénh vign.

Ciin bio quin thudc nay nhwr thé nio:

Bdo quan & nhiét 4§ dudi 30"C, trénh dnh sing.

Nhimg déin higu va trigu chimg khi dung thuﬁ: qm.’l lidu:

Cdc diu hifu quan trong nhit co thé thiy sau khi qua lieu dung dich tiém trl.l:r"l:n
LEVOFLOXACIN/COOPER Smg/ml 14 cdc trigu chimg cia hé thin kinh wung wong nhu 10 1dn,
chong mit, suy gjam y thirc, va co gidt, ting khodng QT,

Anh hucrn,g trén than kinh trung wong bao g Lﬂm tinh trang 10 lan, co gigt, do gidc, va run d8 duge quan
sat tlfm:.r khi thude luu hanh trén thi Irlmng

Trong trutmg hop qud liéw, nén diéu trj triéu cimg. Clin tién hinh theo ddi dién 1am dé FCG, do kha
niing kéo dai khodng QT.

Thim phin mdu, bao gdm thim phin mang bung va 1h.':'|lq phin phic mac lién tye, khing c6 hidu qua
trong viée thai trir levofloxacin khdi cor thé. Khing ed thude gidi ddc diic higu.

Cin phai lim gi khi diing thuiic qud licu khuyé: cho:

Thube sir dungitmng bénh vién,

Nhiing dicu cin thiin trong khi ding thuie niy:

Thi gian truyén

Ther gian liém truyl:n it nhit phii 1a 60 phit. Bugc biét ofloxacin khi Lru;rEn ed the gy rl:h[p tim
nhanh vi ha hu:.fEl &p nhit thén. Hidm gip, sty tuan hoan co 'thrr: xdy ra do ha h.u:.rct dp nfing. Cln ::]11.1:,.
dén viée ha huyét dp xdy ra trong khi truvédn levofloxacin, néu ha huyét Ap xdy ra phéi ngimg truyén
ngay lap tirc.

Vigm gin va dit gin .

Hiem khi xdy ra viém gin. Viém gén thuimg lién quan dén gin gdt chin (Achille), co the dan tai dirt
gan. Viém gin va dit gin, 46i khi bj ca hai bén, cé thé XAy ra & 48 gl dau tién sau khi bt dau ding
levofloxacin va d3 duge bio J:au kéo dai dén vii lhiu.b sau khi ngimg thude, Nguy co viém gin va dint
gén ting & benh nhén trén 60 tuoi, bénh nhin didu tr hﬁng ngdy lidu ]Uﬂﬂmh v bénh nhin dang ding
corticoid, Nén didu chinh lidu lwomg thude hing ngiy & b;;nh nhéin lém tudi theo d5 thanh thai creatinin
(Lidu lwegmg vi cdch sior dung). Do 46 chn theo ddi can thin bénh nhén khi dige chi d|nh dung
levofloxacin. Tat ca h-&nh nhin nén tham khdo ¥ kidn cia bic 57 néu hq: ed cde nfu chimg eta viém
gin, Néu nghi ngdr bj viém gin, phai ngimg ngay lip tire vige diéu tri v levofloxacin, vi phii cd bién
phip hd trg thich hop (nhu e6 dinh) cho cdc diy ching bj anh huémg (xem myc Chéng chi dinh va
Ciic tic dung khang mong mudn).

Bénh tidu chdy lién qian dén vi kivain Clostridium difficle

Tieu chay, dic bigt néu tiéu chay ning. dai ding va/ hodic cd mdu, tmng hofc sau khi diéu tri v
levofloxacin (bao gum wili tudn sau khi didu tri), 6 thé Ia triéu chimg caa bénh viém dai tring g\ﬂ mae

- L-
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do Clostridium difficile (CDAD). CDAD cb thé xay ra & 141 cd céc mire d tir nhg dén de doa tinh
mang, trong d6 mirc d-n nghiém trong nhit 1d viém dai trdng gid mee (xem myc Cac tic dung khong
mong mudn). Do dd, cin loru ¥ chiin dodn chinh xfc ce tridmg hop tidu chdy ning trong hodic sau khi
didu trj vdi levofloxacin. Néu nghi ngd hofic xée nhin bi CDAD, phai ngimg ding levofloxacin ngay
ldp tire v bt dau vige diéu trj thich hop. Ching chi dinh ding cde thude ching tang nhu ddng rudt
trong tinh hudng lim sing nay.
Binh nhin dé bj co giiit _
Quinolon ¢é thé lam giam ngudmg co gidt v co thé gdy ra com co gill Ching chi dinh dimg
Levofloxacin & bénh nhén ¢ Gén sir bj dong kinh (Chong chi dinh) va, gidong nhir cdc quinolone khic,
edn hét stre thiin trong khi ding levofloxacin & nhimg bénh nhin dé bj co gidt hofie dimg ding thvi véi
cic hogt chat lam gidm ngudng co gidt, ching han nhur theophylline (Tuong tée vai cic thude khic va
cde dang tuomg tée khac). Trong triimg hop bj co gift (xem muye Céc téc dung khéng mong mudn),
nén ngimg dimg levolloxacin,
Binh nhin bi thiéu enzym GGPD
Bgnh nhin bj thiéu enzyme glucose-6-phosphate dehydrogenase dé bj tan huyét khi didu trj véi cac
thude khing khuéin quinolone. Do dé, néu bt budc ding levofloxacin & nhimg bénh nhin nay, cin dé
phing nguy co tin huyét co thé xay ra.
Bénh nhan suy thin
Do levofloxacin dwge bai tiét chi yéu qua thin, phai didu chinh lidu cia dung dich tiégm truyén
LEVOFLOXACIN/COOPER 5mg/ml & nhimg bénh nhiin suy thin.
Pldn teng qud min
Levofloxacin co the gy ra phin {mg qua min nghiém trong, nguy co giy tir vong (nhur phit mach diin
dén sbe phin v§), doi khi xay ra sau lidu ban diu (xem myc Céc téc dung khing mong mubn). Bénh
nhiin phai ngimg dicu tri levofloxacin ngay 1dp tire va lién i voi béc sT cip ciru dé tién hinh cic bign
phip cip ciu ban diu thich hop.
Pliin trng bidng nicde ning
Trurimg hep phin img da bong nude niing nhu hii chimg Stevens-Johnson hodc hi chimg Lyell da
dirgre biio cdio vl levofloxacin (xem mue Cée tic dung khong mong mudn), Néu da va'hodic niém mac
.'-'.ai}' ra phin ing I:H;E!n% mude, bénh nhin cin lién hé voi bde T ngay lip vie trunde khi 1iép tuc didu trj.
Roilogn dwing huyet : . < -
Nhr tit ci cde quinolone khdc, rdi loan duémg huyét, bao gdm ca ha duimg huyét va tang duimg huyét
da dupc bio cdo vai levofloxacin, thuomg glp & nhimg binh nhin tiéu duimg duge didu tr ding thir
vin mit thude ha dudmg hu:.'f:t duimg uﬁngﬁ{vi dy, glibenclamide) hofic vai insulin. Trrdmg hop hin
mé ha dudmg huyét 3 duge bio cdo, Khuyeén nghj gidm sat chit ché dudmg huyét & nhimg bénh nhin
dii thio dwimg (xem myc Céc tde dung khing mong mudn),
Nhgy cam vii dnh sdang
Nhay cim dnh sang di dugc bdo cdo véi levofloxacin (xem muc Céc tic dyng khéng mong mudn).
Khuytn nghj bénh nhéin khing nén phoi nhieém mjt cich khing ciin thiét v dnh nﬁng chéi hodc v
tia UV nhan tgo (nhir nha tam nang), trong khi didu trj va trong 48 gidr sau khi ngLmg diéu trj v
levofloxacin dé phing nhay cdm vé&i dnh sing.
Binh nhitn dicge didu trf véi thuie dii khdng vitamin K
Do levofloxacin c6 the [am tdng thiri gian dong méau trong xét nghiém dong miu (FTI/INR) vi‘hode
chily méu & nhimg bénh nhin duge diéu tr voi levofloxacin phoi hop vai mét thude ddi khing vitamin
K (nhu warfarin), cin theo ddi cdc xét nghiém dong mau trén bénh nhin khi ding phéi hop voi cdc
thude niy (xem muc Tuong tde voi cie thube khic va cée dang tomg tac khac),
Plidn ting dm thin
Phén tmg tim thiin da duge bio cdo & nhimg b¢nh nhin dlif:u trj v&i quinolone, bao gﬁm levofloxacin.
Mt st truiimg hep rit hiém glp phan (mg tim thin diin dén suy nght ty tir vi hanh dimg tr sat, di khi
chi sau mit liéu levofloxacin duy nhit (xem mye Céc tac dyng khéng mong mudn). Trong triémg hop
bénh nhin ting cic phin mg nay, phii ngimg ding levofloxacin va thise hién cac bi¢n phap thich hop.
Khuyén nghj ciin thin trong néu levofloxacin duge st dung & nhimg bénh nhin tim than hojde & nhimg
bénh nhin co tién sir bénh tim thin.
Kéo dii khodng QT
Céan thiin trong khi sir dung cdc flucroquinolon, bao pdm levofloxacin, & bénh nhin duge bidt cd véu
b nguy co lam kéo dai khodng QT nhur:
- H{i chimg QT kéo dai bam sinh

I 'i;'f"



https://trungtamthuoc.com/

- Ding dong thii vai cae loai Ihuﬁn durgee bidt 12 kéo dai khodng QT {w dy nhur thude l.hung logn nhip
nhum IA va nhom I11, thude chﬁnb v {rim cim ba vong, macrolid, thude chong logn than]
- Mt cén I;uang dién gidi chua duge chita tri (nhu hg kali mau, ha magie miu)
- Bénh tim (nhur suy tim, nhdi méiu co tim, nhip tim chim).
Bénh nhin lom tudi va phy nir ¢6 thé nhay cdm hon vé&i thude kéo dal khodng Q7. Vi vy, cdin thin
trong khi si dung Muorogquinelon, bao gdm levofloxacin d6i véi nhimg nhém bénh nhin nay (Xem
mue Lidu lurgmg v n:fn:h sir dung, Tuong tie v cde thude khic vi cic dang tuong tdc khie, Cac tae
dyng khong mong muon va Qua licu).
Thin kinh ngogi bién
Ton thuong thin kinh cdm gide v thiin kinh viin ding di duge bio cio & nhimg bénh nhin duge diéu
trj v fluoroguinolone, bao géu:u levofloxacin, co the khii phat nhanh (xem mype Céc tic dung khing
mong mudn). Phai ngimg ding levofloxacin néu bénh nhiin xuit hign cic tri¢u chimg cia bénh thiin
kinh ngogi bién dé trinh ddn dén tinh trgng khong thé hoi phuc.
Rii loan gan mif
Trutmg hgp hogi tr gan dun dén suy gan gy tir vong d8 dige bdo cdo vai levofloxacin, chi yéu &
nhimg bénh nhin c6 bénh tiém dn ning, vi dy nhur nhiém tring hu:,-'ét (xem muye Céc the dyng khing
mong mudn). Bénh nhin nén ngimg diéu tr vil lién hé vii bic sT néu cd diu hidu va tridu chimg ctia
bénh gan giy ra nhur chdn &n, ving da. murée tidu dim mau, ngira hodic dau bung,
Nharge cor edp )
Fluoroquinolone, bao pom levofloxacin, ¢6 hoat tinh (re ché thin kinh co v& ¢ thé lam trim trong
thém tinh trang yéu co o bénh nhan bj nhwge co. Sau khi luw hanh trén th] tnrimg céc phan émg phy
gh::m trong, bao gom ca tnoimg hop tr vong va yéu clu hd trg hd hilp, duoc bdo cdo cb lign quan
din viée ding fluoroquinolone & bénh nhin bi bénh nhige co. Khing khuyén nghi dung levofloxacin
& nhimg bénh nhin duge bidt ¢ tien sir bj bénh nhuge co.
Rﬁli fogm thi lyree ) o )
Néu thy lue bi gidm hode bt kv the dung phy ndo xdy ra vii mat, cin duge bic st nhin khoa tr viin
ngay (xem muyc Anh hudmg trén khi nfing 14i xe vi vin hinh may mée vi Cée tic dung khéng mong
mudn).
Bi mhitm )
Vide ding levofloxacin, diic biét néu ding kéo dii, cd thé diin dén sy phat trién qud mirc cia cic sinh
vit khing nhay cam. Neu boi nhiém xay ra trong khi diéu tri, nén thye hién cic bién phip thich hep.
Anh lirdng 16 ede xét ngmfm trong phong thi ugmém
8 nhimg bénh nhan duge dicu trj vai levofloxacin, vige xac dinh sy co mit cua thun: phién trong
mude tiéu co thé cho két qua duomg tinh pid. Cin xde dinh két qui duong tinh vii thude phign bing
mit phuong phip dic higu hon,
Levofloxacin co the tre ché sy ting tridmg cia vi khudn lao Mycobacterium tuberculosis va, do d6, ¢o
thé cho kit qui dm tinh gid trong chiin dodn lao, 1 .
Cae phin tmg b hai nghiém trong ©d kha nding khing hoi phuc va giy tan tit, bao gom viém gin, dint
géin, bénh 1y thin kinh ngoai bién va céc tac dyng !:witl lgi trén thin kinh trung womg,
Ciac khiang sinh nhom fluoroguinolon o6 lign quan dén che phin (mg cd hai ngh[-Em trong cd khi nang
ghy tin tit v khﬂn&, héi phyc trén cic hé co quan khic nhau eta co the. Céc phan img na}f et the xudt
hién dénng thivi teén cing bénh nhin. Cac ]:lha.u tmg cd hai thuomg duoe ghi nhin gdm wr:m gan, dint
gin, dau khn:qm dau co, I:H;nh ]}’ Thzm kinh ngogai vi va céc tic dl,mg bt lgi trén ]'|r,: thn:nng thin kinh trung
uomg (4o gidac, lo du, triim ciam, miit ngi, dau dau ndng va 16 lin), Cac phan img nay co the xiy m
trong vong vii g dén vai tudn sau khi sir dpng thuie. Bénh nhin o hit k¥ tudi nao hodc khing co yéu
16 nguy co ton i3 tir lruﬁr: déu ¢b thé gip nhimg phan tmg cd hai trén.
Neimg s dyng thude ngay khi ¢o dau higu hodic trigu chumg diu tign cta bit ky phian {mg ed hm
nghiém trong ndo. Thém vio do, tranh sir dyng cac khang sinh nhom fluoroquinolon cho cac bénh
nhin di timg gip cac phin ing nghiém trong lién quan dén flusroquinolon./.
Mang thai vi cho con ba
Mang r.‘rﬂ'j
Dt higu v viée ding levofloxacin & phy nit mang thai con han ché. Mghién ciru trén ding vit khong
cho thﬁ:.-' levolloxacin ob the hal truc I.LEp hodc giin T.uE-p lién quan dén dic tinh sinh san, Tuy nhién,
trong Lmhng herp Is:hﬁng cd dir ligu & ngudd va do dir ligu l]1|,n: nghiém cho thity fluoroguinolone ¢
nguy co giy hgi voi cic syn khép chiju hee & nhimg co the dang ting trnuwomg, khing duge diung
levofloxacin & phu nif mang thai (xem muc C‘t'u!mg chi djnh). 2. hﬁ,—f"
_,l'u
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Cheo con bi g

Dung dich tiém truyén levofloxacin chong chi dinh véi phy i cho con bl Khing cb i thong tin vit
sir hai tiét cia Jevofloxacin trong sita mg, tuy nhién cac fluoroquinolone khac dige bai tiét vio sira
me. Trong trutmg hop khing cé dir ligu & ngudd va do dir ligu thyre nghi¢m cho théy fluoroguinolone
ch nguy co giy hai voi cde sun khép chiu e & nhitng co thé dang ting trudmg, khing duge ding
levofloxacin & phy nit cho con b

Anh hwimg trén kha ning lii xe va viin hinh miy méec .

Mét sé tae dung khing mong mudn (vi du nhir chéng mat, budn ngtl, rdi loan thi gidc) 6 the lim gidm
khi ning tp trung vt phin img cia bénh nhin, va I mit trong nhimg nguyén nhin gy ra nguy co
trong nhimg truémg hop cin kha ning tp trung (vi du nhir 14i xe hay vn hinh mdy mac).

Khi nio ciin tham viin bic s¥, duge si:

Neéw cam thém thong tin xin hai p kién bde sy hodc duge sy

Hgn ding cia thude:

36 thing ke tir ngay san xuit, 2

Sau khi lay khoi bao bi goe: 3 ngdy (trong digu kién dnh sing trong phong).

Sau khi choc thing ndp cao su: 3 gié. Xét vé mit vi sinh, nén sir dung ngay. Néu khing sir dung ngay,
viée Juu trilr chd sir dyng va cac dicu kién bao quan khic thuge trach nhiém nguin st dung
Nhi sin xuit:

COOPER S.A.

64, Aristovoulou Str, 118 53 Athens - Greece/Hy Lap

Mgy xem xét sira dii, ciip nhit lai ngi dung hwing diin sir dyng thube: 03/07/2017

A8~
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HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

Drgre lue hoe:
Levofloxacin la mt khéng sinh tang hop thude nhdm flouroguinolone vi 14 dong phin quang hoc
dang § {dm hinh S (-)) trong hin hop racemic,

Cor ché tic dung

L4 mt tde nhin khing khuén thudc nhém flusroquinolone, levofloxacin e ché Al E::lng hop ADN wi
khudn bing cich tac ding trén phite hop gyrase v topoiso-merase IV ADN,

Mai twong gquan gila duype dipng hoe va duwge Iyee hpe (PR PD)

Mirc di hopt tinh dit khufn eta levofloxacin phy thude vao ty 18 gilta uénng df‘r dinh thude rong
hu:,-'ét thanh (Cpa) holie dién tich dudi dudmg cong (AUC) va nﬂng d% e ché thi thidu (MIC) cia
levofloxacin doi vai vi khudn giy bénh.

Cor ché dé khdng ) o
Vigc khing levofloxacin dat duge thing qua mdt gqui trinh béc thang bing cach gy bién doi diem
dich & ca loal topoisomerases 11, DNA gyrase vi topoisomerase 1V, Chc co ché khang khac nhir 13
gidm tinh thim (thuimg pip & Pseudomonas aeruginosa) vi co ché bom nguge khing sinh ra ngodi
lam &nh hudmg &én tinh nhay cam vai levofloxacin, Khing chéo gifta levofloxacin vi che
fluoroquinolone khdc di duge ghi nhin. Do co ché tic dung, ndi chung khing b khing chéo gilla
levolloxacin va cde ho khiang sinh khac.

Ngwdng gid tri

EULAhT (ty ban v thir nghiém dd nhay cdm cida Chiu du) da ra cic khum:n nghj vt nguﬁng iid trj
MIC l{nun di e ché thi lhiéu]l dbi vii Iemﬂuxncam va ciic gni tr dwge phin bidt oy thé dii véi vi
khudn con nhay eam, vi khuidn nhay cam trung gian vi céic vi khudn dé khing, duge trinh bdy trohe
bitng durdi diy dé xic dinh gid trj MIC (mg/1).

MIC {mg/ml) Viing ire
ché {mm)
MNhay cam <2 =17
Trung gian 4 16-14
Bé khing =f <13

Ty 1§ Vit s dé khang mac phai ¢6 the khac nhau vé mjt dja ly va thin gian dii v cae loai vi khudn
chen loo vi lhung tin vé sir dé khang & dja phuong la chin thigt, dac hu;l khi dang dicu Ir} chc nhiém
khudn nang. Neéu clin thidt, nén tham khio 1o kKhuyén cua cic a:.hu:,'én gia b vity 18 dé khing & dia
pliromg Ii mét véu t& hira dung, it nhit 81 véi mot s6 logi nhidm khudn ding ngo.

Ciic vi khudin thwimg nhay cim

Vi khuin hitu khi Gram duong

Baciflus anthracis, Staphylococcus aureus nhay cam vai methicillin Staphylococeus saprophyicus
Streptococci, nham C va G, Streplococcus agalactiae, Streptococous preumaoniae, Stréplococcus pyagenes
Vi khuiin hiéu khi Gram fim

Etkenella corrodens, Haemophilus influenzae, Hoemophilus para-influenzae, Klebsiella oxyoca,
Morazella catarrhalis, Pasteurella multocida, Protews valgaris, Providencia reftgeri, Angerobic bacreria,
Peplostreplococcus

Khdie: Chlamydophila prewmoniae, Chlamydophila psitraci, Chlamydia trachomatis, Legionella
preumophila, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma urealyticum

Chiing ed thé e khi ning dé khing
Vi khudin hitu khi Gram dwong
Emerococcus faecalis, Staphylococcus aureus khang methicillin

Coagulase dm rinh Staplylococous spp

Vi khudin hi¢u khi Gram im

Acinetobacter baumannii, Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae,
Eseherichia coli, Klebsiella pneumoniae, Morganella morganii, Providencia stuartii,

Preudomonas geruginosa, Serratia marcescens - I;.IDL{},-'

#
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Vi khuiin ky, khi: Bacteroides fragilis

fing vi khuin da dé
Vi khuiin wa khi Gram dwong Enterococeus faecium
*Staphylococens anreus @ ty chu & khing methicillin rit c6 khi ning cing khing véi cic
flouroquinolone, ke ca levofloxacin,
Duryee dijng hoe
Hip thu . ;
Sau khi wing levofloxacin duge hip thu nhanh va gin nhur hoan todn véi ndng 4§ dinh rong hu:p_ét
twomg thu duge trong vong 1-2 gid. Sinh khi dung tuyét doi li 99 - 100%. Thirc 4n it dnh hudimg dén
st hip thy levofloxacin. Trang thai ndng dd dn djnh dat duge trong vong 48 gio sau khi ding licu
500mg mdt hojic hai lin mdi ngdy.
Phiin bd
Khodng 30 - 40% levofloxacin gin véi protein huyét thanh. Thé tich phin bd trung binh cia
levofloxacin 14 khodng 100L sau lidu dom vi 13p lai 500mg, cho thay levolloxacin phin bo ring i
VA cidc mo rong oo thé. :
Thim nhip vie cdc mé va dich co thé )
Levofloxacin di dwoe chimg minh xim nhip viao niém mae phé quin, dich biéu mé, cée dai thye bao
phé nang, md phii, da (dich not phéng), mé tuyen tién lidt va nude tiw, Tuy nhién levofloxacin thim
nhip kém vio dich ndo tuy,
Chuyén hiéda .
Levofloxacin duge chuyén héa & mire 4§ riit thap, céc chit chuyén hoa 14 desmethyl-levofloxacin va
levofloxacin N-oxide. Cac chét chuyén hoa chiém <5% lidu didu tri va duce bai tict trong mede tidu.
Levofloxacin ¢6 ciu hinh &n dinh vi khéng bj chuyén dang ddng phan.
T trir )
Sau khi uong va tiém tinh mach, levofloxacin durge thai trir khos huyét neong tuong ddi chim (t Y 6 -
8 gidr). B tiét chi }'éu gua thin (> 85% liu ding). DO thanh thii trung binh cia levofloxacin sau khi
ding mit lidu duy nhit 500mg I3 175+ 29,2 ml/phit, Khing c6 s khde bigt lim vé cic thong 6 duge
ding hoe cha levofloxacin sau khi tiém truyen tinh mach v ding duémg ubng, goi ¥ ring cd thé ding
duimg ubng va diimg tinh mach thay thé nhay,
Tuyén tinh
Levofloxacin tuin theo duge déng hoe tuyén tinh trong khodng tir 50 dén 1000 mg.
Nhim bénh nhin dic bigt
Bénh nhin suy thin
Duoe dong hoc cha levofloxacin bi dnh hudmg bai suy thin. Khi bj gidm chire niing thin, do thanh
thai & thin giam di, va lam ting thid gian ban thai.
Durge ding hpc & bénh nhin suy thin sau khi ubng lié‘_l.l_dml SN mg

Cl,, [m/phit] <20 20 - 49 50 - 80

Cly [mliphi) 13 i 26 57

tin [it] as - 27 B '
Ngwdi gia

Khong co sy khdc bigt dang ké vé duoe ding hoe cla levofloxacin gifta ngudi tré v nguin gia, ngoai
trir sir khic biét vé 4 thanh thai creatinin,

Sur khde bigt gici tinh

Phin tich riéng bigt gilra nam vi nit cho théy sir khéc bigt nhd ve duge ddng hoce cia levofloxacin lién
quan dén gioi tinh. Khong co bing chimg cho thiy nhitmg khéc biét giti tinh ndy o6 ¥ nghia ldm sing.
Chi dinh ) )
Dung djch tiém tn.l:.n':n LEVOFLOXACIN/COOPER duge chi dinh dé diéu trj cae trudmg hop nhiém

khuiin sau diy & ngudi lém:
- Viém phoi cong ding. 1 _."fllf_-..f
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- Whifm khudn da va md mém c6 bién chimg.

- Viém bé thin va nhim khuin duomg nigu cé bién chimg,

- Viém tuyén tién liét man do vi khudn. f
Khuyén cdo khong 4p dung didu trj nhifm khudn dwimg tiét nidu khong phie tap, dot nhidm khuin
clp clia viém phé quiin man tinh, viém xoang cip tinh do vi khuén do khing sinh fluoroquinolone ¢o
lién quan dén phin img ¢6 hgi nghiém trong (xem mue Canh bio va thin trong).
Litu luyng va cich ding

Dung dich tiém truyén levofloxacin Smg/ml duge dimg truyén tinh mach chim médi ngay 1-2 lin. Lidu
lromg phy thude vao loai vi df ndng coa nl'!iEm khudn va d6 nhay cam coa cde tic nhin giy bénh
duge nghi ngdr. Sau khi didu trj bude ddu bing dwimg truyén tinh mach véi dung dich tiém truyén
levofloxacin Smg/ml, chuyén sang ding dirdmg udng theo tom tat die tinh sin phim dinh cho thuoe
Levofloxacin dang vién nén bao phim vi cin nhiic tiy theo tinh trang lim sdng cia timg bénh nhén.
Néu thudc dang tiém vi dang udng twong dirong sinh hoe, ¢6 thé ding ciing mt lidu,

Liéu khuyén edo sau diy duge dua ra cho dung dich tiém truyén levofloxacin Smg/ml;

Litu ding cho bénh nhdn cd chike ndng thin bink thiedmg (45 thanh thai creatinin > 30 mi/phiit)

Chi dinh Phic di litu ding hing ngay | Thng thir gian didu tri'
{theo mire dd nghiém trong) (theo milre 40 nghiém trong)

Viém phdi cong dong 500 mg - 1000 mg 7 - 14 ngiy

Viem bé thin vd nhifm|250 mg 10 ngay

khudn dutmg nidu cd bién

chimg

Viém tuvén tién lidt man do | 500 mg 28 ngay

vi khudn

Whidm khudn da v mi mém | 250 mg 7— 14 npay

Mhidm khudn da v md mém | 500 mg 7 - 14 ngay

¢ bien chimg

Nlidm bénh nhin dac bidt
Bénh nhin suy thin (3§ thanh thdi ereatinin < 50 miphar)

Phic di licu ding

250 mg/24 gitr S00 mg/24 giir 500 mg/12 gidr
B thanh thai

Creatinine Lidu ddw: 250 mg Liéu ddu: 500 mg Lidu ddu: 500 mg

50 - 20 ml/phit Sau do: 125 mp24 gitr | Sawu dd: 250 mg24 gio Sau dé: 250 mg/12 gitr

19-10 ml/phit Sau da: 125 mg/d8 gidv | Sau dd: 125 mg/24 gio Sau dé: 125 mg/12 gitr
< 10 ml/phit Sau da: 125 mg/48 gidr | Saw do: 125 mg/24 gio Sau dd: 125 mp/24 gidr
(bac gom chay thén

nhin tgo va thim
phén phic mae lién
te) |

TKhong can thiet phai bo sung liéu sau khi ehgy thin nhéin 1o hoge thim phin philc mge lign e,
Bénl nhin suy gan

Khéng cin thiet phai hi¢u chinh liéu do levofloxacin khdng bi chuyén hoa & gan va duge thai trir chi
yéu ¢ thiin,

Newdi gid L -'l-in"l_}f‘

i



https://trungtamthuoc.com/

Khéng ciin hiéu chinh lifu & bénh nhin cao tudi, tuy nhién cin chi § dén chire ning thin & bénh nhén
cao tudi (xem myc Cianh bao diic bigt va thin trong trong sir dyng: “viém gin v dirt " va “Kéo din
khodng QT™)

Bénh uki
Dung dich tiém truyén levofloxacin Smg/ml ching chi dinh & tré em va thigu nién dang lém (xem mye
Chéng chi dinh)
Cich ding: , .
Dung dich tiém truyén levofloxacin Smg/ml chi duge dimg bing cich truyen tinh mach cham: duge
ding 1 hojc 2 lin‘ngdy. Thod gian tiém truyén it nhét 60 phit d6i véi chai chita 500mg levofloxacin
{xem mye Canh bio dic bigt va thin trong trong sir dyng).
Tuomg ky: xem muc Tuong ky vit wreng thich voi cée dung dich truyén khic xem muye Thin trong dic
biét khi loai bd v xir 1y thude.
Chiing chi dinh
Dung dich tiém truyen levofloxacin khong duge dung:

s bénh nhin min ciam vai levofloxacin hodc cic thudc nhém quinolone khac va bit cir thinh phin

ndo cia thube,

« bénh nhiin dgng kinh,

s bénh nhiin cd tién sir bénh gin co lién quan dén viée sit dung fluoroquinolone,

= tré em hodic thicu nién,

» phu nif co thas,

= phi nif dang cho con ba.

Ciie trwimg hyp thin trong khi ding thude.,

Thai gian truyén

Thir gian tiém truyén it nhét phii 14 60 phiit. Duge biét ofloxacin khi truyén ¢ thé giy nhip tim
nhanh vi ha huyét p nhét this. Hiém plp. suy tudin hodn cd thé xdy ra do ha huyét dp ning. Cin chi ¥
dén viéc ha huyét 4p xdy ra trong khi truyén levofloxacin, néu ha huyét dp xéy ra phii ngimg truyén
ngay lip tire.

Viém giin va diit gan

Hiém khi xdy ra viém gin. Viém gdn thuong lién quan dén gén got chin (Achille), co thé diin 103 din
glin, Viém gin v dint gdn, d6i khi bj cd hai bén, c6 thé xay ra & 48 gitr diiu tién sau khi bat diu ding
Jevofloxacin va d duge bio cdo kéo dii dén vai thang sau khi ngimg thude. Nguy co viém géin va din
gin tiing & binh nhén trén 60 tudi, bénh nhin diéu trj hing ngay liéu 1000mg vi bgnh nhiin dang ding
corticoid. Nén didu chinh liéu lugng thudc hang ngay & bénh nhin 1om toi theo d thanh tha creatinin
(Liéu lugng va cach st dung), Do do cin theo dbi cin thin bénh nhin khi duge chi dinh ding
levofloxacin, Tt cd bénh nhin nén tham khio ¥ kién coa bac 57 néu ho ¢o cde trigu chimg coa viém
gin, MNéu nghi ngér bj viém gin, phai ngimg ngay lip tire vide didu trj v levofloxacin, va phai cd bign
phip ho trg thich hop (nhu c.fr dinh) cho cac diy ching bj anh lurdmg (xem mye Chong chi dinh vi
Cac the dung khing mong mudn).

Bénh tiéu chady fién quan dén vi khadn Clostridium difficle

Tiéu chiy, dic bigt néu tiéu chay ning, dai ding vi/ hofic cd mau, trong hode sau khi dicu trj v
levofloxacin (bao gbm vai tudn sau khi didu tri), o6 thé 14 trigu chimg cia bénh viém dai tring gid myc
do Clostridium difficile (CDAD). CDAD 6 the xay ra & tit c¢d cde mie do tir nhe den de dea tinh
mang, trong d6 mire d nghiém trong nhat 14 viém dai tring gid mac (xem mye Cie tac dyng khdng
mong mubn). Do &6, chn liru ¥ chin dodn chinh xde cie truimg hip tiéu chay ning trong hodc sau khi
didw trj vii levofloxacin. ['I-.iéu nghi ngér hofie xdc nhin bi CDAD, phai ngimg dung levofloxacin ngay
l§p tire va bat daw viée dieu tri thich hgp. Chong chi dinh diing cac thug-:“::hﬂng ting nhu ddng rudt
trong tinh hudng lim sang niy.

Bénh nhin dé bi co gige )

Quinolon ¢d thé lam piam ngudmg co gifit va cd thé giy ra com co gidt. Ching chi dinh ding
Levofloxacin & bénh nhén co tién sir bi ddng kinh (Chong chi djnh) vi, gidng nhur cic quinolone khic,
clin hét sirc thin trong khi dimg levofloxacin & nhimg bénh nhiin dé bj co gidt hoje ding dong thir v
céc hogt chit lam pgidm ngudmg co gidt, ching han nhir theophylline (Twong téc vl cde thude khic va
cac dang tuong tic khic). Trong trutmg hgp bi co gift (xem mye Cac 1 dung khing mong mucn),
nén ngimg ding levofloxacin, ",

Bénl nhin bj thiéu enzym G6PD YL
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Bénh nhin bj thiéu enzyme glucose-6-phosphate dehydrogenase dé bi tin huyét khi digu trj véi cde
thufc khing khuin quinolone. Do d6, néu bat buje ding levofloxacin & nhimg bénh nhin nay, cin dé
phing nguy oo tin hu:.-'ét ct thé xay ra,

Bénh nlin suy thin ;

Do levofloxacin duge bai tiét chi yéu qua thin, phii didu chinh liéu cia dung dich tiém Iru:.'én
LEVOFLOXACIN/COOPER Smg/ml i nhitng bénh nhin suy thin.

Phdn dng qud min

Levofloxacin co thé gy ra phan (mg qua min nghim trong, nguy co gly 1 vong (nhur phi mach diin
dén sbe phin vé), 46 khi xdy ra sau liéu ban ddu (xem myc Che tic dung khing mong mudn). Bénh
nhin phai ngimg didu tri levofloxacin ngay [3p tre va lien h¢ véri bdc sT cdp i d€ tién hinh cdc bign
phip cip ciru ban diu thich hop.

Phiin ting bidng mirde niing

Trutmg hop phan img da bong nude ndng nhu hii chimg Stevens-Johnson hode hdi chimg Lyell da
duoe bdo cdo v levofloxacin (xem muc Cée tic dyng khong mong mudn). Néu da vivhodie niém mac
xity ra phin img bong nude, bénh nhén cin lién hé v&i b s7 ngay lip tire trude khi tiép tue didu tri.
Roi fogn dirimg .I’myél‘ : )
Whr tiit ¢a cde quinolone khae, roi loan dutmg huyét, bao gbm cd ha dudng huyet va ting dwimg huyét
da duge bdo cdo vii levofloxacin, thuimg gip & nhimg bénh nhin tieu duimg duoe didu tr dbng thiv
v mt thude ha dwrimg huyet duimg uong (vi dy, glibenclamide) hofe viri insulin, Trdmg hgp hén
mé ha dudmg huyét d8 duge bio edo. Khuyén nghj gidm sét chit ché duimg hu:.-'ét & nhimg bénh nhiin
dii thao dudmg (xem mye Cée tic dung khong mong musdn).

Nhay cdm vivi dnh sding

Nhay cam dnh sing @3 duge bio cdo voi levofloxacin (xem mye Ciéc tac dung khong mong mubn),
Khuyén nghi bénh nhin khong nén phoi nhifm mit céch khing cin thiét véi dnh ning chéi hofe vii
tia UV nhén tao (nhu nhi tim ning), trong khi diéu tri vi trong 48 gior sau khi ngung diéu tri vei
levofloxacin dé phing nhay cam von anh sing.

Bénh nhin dwge diéu tri véi thude doi khdng vitamin K

Do levofloxacin oo the lam ting thi gian ddng méu trong xét nghiém ding man (PT/INR) va'holic
chay mdu & nhimg bénh nhin duge didu tri voi levofloxacin phii hop vii mdt thude dbi khing vitamin
K (nhu warfarin), cin theo dai cdc xét nghi¢m déng mau trén bénh nhin khi ding phéi hep vin cie
thude nay (xem mye Tuong tic voi cac thude khic va cie dang tweng tac khac),

Phdn ting tdm thin _

Phén img tam thin d& duge bio cio & nhimg bénh nhin dieu tr voi quinolone, bao gbm levofloxacin.
Mt 56 trémg hop rit hiém gip phan mg tim thin din dén suy nghi ty tir vis hanh dgng tw sdt, d6i khi
chi sau mit liéu levofloxacin duy nhit (xem mue Cac téc dyng khong mong mudn). Trong trrémg hop
bénh nhin ting cdc phan (mg nay, phii ngimg ding levofloxacin vi thye hign cde bign phap thich hop.
Khuyén nghi cin thin trong néu levofloxacin duge sit dung & nhimg bénh nhin tém thiin hode & nhimg
bénh nhin co tién sir bénh tam thn.

Kéo dixi khoing OT |

Cén thin trong khi sir dung céc fluoroquinolon, bao gbm levofloxacin, & bénh nhin duge biét eb yéu
th nguy co lam kéo dai khoang QT nhur:

- Héi chimg QT kéo dii bim sinh ‘

- DHing déing thiri vii cic logi thube duge bift 1 kéo dii khodng QT (vi dy nhu thude chéng loan nhip
nhém IA vi nhém I, thude chong triim cam ba vong, macrolid, thude ching logn thin),

- Mt ciin béing dién gidi chua duge chira trj (nhu ha kali méu, ha magie mau)

- Bénh tim {nhu suy tim, nhoi méu co tim, nhip tim chim).

Bénh nhiin 16m tadi va phy nir e thé nhay cam hon voi thude kéo dii khodng QT. Vi viy, can thin
trong khi sir dyng fluoroquinolon, bao gom levofloxacin d6i vii nhimg nhom bénh nhén nay (Xem
muye Lidu lugmg va edch sir dung, Twomg tic vii che thudie khie va cde dang tuomg tée khic, Céc tae
dyng khong mong mudn v Qud lidu),

Thin kinh ngogi bién 1
Tén thwong thin kinh cam gidc va thin kinh vin dong da duge béo cdo & nhimg bénh nhin duge dicu
tri véii fluoroquinolone, bao gém levofloxacin, c6 the khéi phét nhanh (xem mye Cic tée dyng khing
mong mudn). Phii ngimg ding levofloxacin néu bénh nhin xuit hién cdc tri¢u chimg ctia bénh thin
kinh ngoai bién dé tranh diin dén tinh trang khong thé hoi phye. i

Riti logn gan miit VY 1)~
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Truimg hop hogi tir gan diin dén suy gan giy tir vong 43 duge bdo cdo vdi levofloxacin, chi yéu &
nhitng bénh nhin co bénh tiém dn ning, vi dy nh nhidm tring huyét (xem mye Céc tée dung khong
mong muon). Bénh nhin nén ngimg dicu trj va lién hé vai bic st néu i diu higu vi triéu chimg cla
bénh gan giy ra nhu chidn &n, vang da, nude ticu dim miu, ngira hodc dau bung.

Nhirpe cor cilp

Flusroquinolone, bao gom levoflaxacin, cd hoat tinh e ché thin kinh co va co thé lam wim trong
thém tinh trang yéu co & bénh nhin bi nhuge co. Sau khi luu hinh trén thi trudmg cdc phin tmg phu
nghiém trong, bao gbm cd tnrmg hop tr vong va yéu clu b teg hd hip, duge béo cdo 6 lidn quan
dén vige dimg fluoroquinolone & bénh nhén bi bénh nhuge co. Khing khuyén nghi ding levofloxacin
& nhimg bénh nhén duge biét cd tién sir bj bénh nhuge co.

Réi logn thi e f _
Néu thi lyc bj giam hofic bt k3 tic dung phu ndo xdy ra voi mit, can duge béc i nhiin khoa tr van
ngay {xem muc Anh huémg trén kha ning ldi xe va v@n hinh may moe va Cic tdc dung khong mong
muonj.

Bgi nhiem 2 ; ;

Vige ding levofloxacin, djc bigt néu ding kéo dii, cd the diin dén s phén trién qué mire cla cde sinh
vt khdng nhay cim. Néu bi nhiém xdy ra trong khi diéu tri, nén thue hién céc bign phéap thich hop.
Anl huedng tdi ede xét nghigm trong phing thi nghigm :

() nhimg bénh nhin duge didu trj vai levofloxacin, viée xde dinh sy co mit cioa thube phign trong
nude ticu eo thé cho két qua duong tinh gid. Cln xéc dinh két qua duong tinh vi thute phign bing
mit phiromg phip dic hi¢u hom. )

Levofloxacin c6 thé e ché sy tang trdmg cla vi khudn lao Mycobacterium tuberculosis v, do do, ¢b
thé cho két qua im tinh gid trong chin dodn lao, ‘ _

Céc phin {mg ¢é hai nghiém trong ¢6 kha niing khing hoi phue va gly tan tit, bao gom viém gin, din
gin, bénh 1y thiin kinh ngoai bién va cic tac dyng hi!.rlt;ri trén thin kinh trung uvong.

Cic khing sinh nhém fluoroquinolon cé lign quan dén cde phin img co hai nghiém trong cd kha ning
gy tan t8 va khiing hii phyc trén cée hé co quan khie nhau cia co thé. Cée phin img nay ed the xug
hién déing thir trén ciing bénh nhin. Cée phin {mg ¢6 hai thuomg duge ghi nhin gdm viém gin, dir
gén, dau khép, dau co, bénh 1y thin kinh ngogi vi v cac tic dyng bat lgi trén hé thong thin kinh trung
wong (#o giac, lo du, trim cdm, mit ngd, dau diu nfng va |k lin). Cde phin img nay cd the xiy ra
trong vong vii gidr dén vai tudn sau khi sir dyung thude. Bénh nhin & Bt ki tudi ndo hode khing ed yeéu
10 nguy cor 10n i 1 trude déu o thé gip nhimg phin @mg co hai trén. )

Ngimg sir dung thube ngay khi e6 diu hidqu hoje trigu chimg dau tién cia bat ky phan tmg co hai
nghi¢m trong ndo. Thém vao do, trinh sir dung cde khing sinh nhém fluoroquinolen cho cde bénh
nhiin di timg gip cdc phan img nghigém trong lién quan dén fluoroquinalon./.

Mang thai vi cho con bi

Mang thai

Dir ligy vé vide ding levofloxacin & phy nit mang thai con han ché. Nghién ctru trén ddng vt khing
cho thiy levofloxacin cd tée hai tryc tigp hofc gidn tiép lién quan dén dc tinh sinh sin, Tuy nhién,
trong truwémg hop khéng ¢6 dit lidu & ngudi vi do dif ligu thire nghiém cho thily fluoroquinolone cd
nguy co gy hai véi cde sun khop chiu lye & nhimg co thé dang ting trudmg, khong duge dung
levofloxacin & phy nit mang thai (xem muc Chong chi djnh).

Che con bi i )
Dung dich tiém truyen levofloxacin ching chi dinh vai phy nit cho con bi. Khong ¢6 di thong tin ve
sir bl tiét cha levofloxacin trong sita me, tuy nhién cde Muoroquinolone khic duge bai tict vao sia
me. Trong triimg hop khing co dir ligu & ngwii vi do dit lidu thye nghigm cho thay fluorequinolone
c6 nguy oo giy hai véi cic sun khop ehju lye & nhimg co thé dang ting treomg, khong duge ding
levofloxacin & phu nir cho con b,

Anh hwimg trén khi ning Lii xe va vin hianh may moc .

Mét 56 the dung khing mong mudn (vi du nh ching mi, budn ngt, i loan thi gide) co thé lam gidm
khd ning tép trung vi phin {mg cia bénh nhin, vi 12 mét rong nhimg nguyén nhin giy ra nguy co
trong nhifng trudmg hop ciin kha ning tdp trung (vi du nhur 14 xe hay vin hinh mdy mdc).

Tuwong tic cia thube vii thude khie va ede loai twong tic khic
Theophylline, fenbufen hojge thude khdng viém khng steroid tiwong tu A2
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Trong mit nghién el lim sing, khong thiy cic rong tée duge dng hoe cia levofloxacin vii
theophylline. Tuy vy, nguing co gidt @ ndo co thé giam ding ké khi ding chung quinolone v
theophylline, fenbufen hode cic thuoe khing viém khong-steroid twrong ty hofe cac thude khic o6 tac
dung ha thip ngutmg co gigt. Nong dd levofloxacin khi cé sy hign dign cia fenbufen cao hon khodng
13% so vii khi dang mdt minh.

Probenecid vi cimetidine )

Probenecid va cimetidine c6 anh huomg ding ke dén viée thai trir levofloxacin. Sy thai trir & thin cia
levofloxacin bj gidm béi cimetidine (24%) va probenecid (34%). Vige nay 13 do ca hai loai thude nay
cé khi nng tre ché sy bai tiét & dng thiin cta levofloxacin, Tuy nhién, trong mdt nghién ein, & lidu
thir nghiém, syt khde bift vé dugre ddng hoc khing cd ¥ nghfa thong ké trén lim sing. Nén thin trong
khi diing chung levofloxacin véi cde thude ¢d dnh hirimg dén sir bai tiét & ong thin nhur probenecid va
cimetidine, dfc bigt 14 trén bénh nhén suy thin.

Théng tin cd lidn quan khiac

Nghién ciru duoc If lim sing cho thiy dwgce ddng hoe cha levofloxacin bi dnh hudmg khong b ¥
nghia thing k& trén lim sang khi ding chung levofloxacin véi cde thudic sau: calcium carbonate,
digoxin, glibenclamide, ranitidine.

Anh heedng cia dung dich tiém truyin levofloxacinSmg/ml dén cde thude kiic:

Cvelosporin

Théri pian bin thai coa cyelosporin ting 33% khi ding chung vii levofloxacin.

Thude dii khdng Vitamin K

Tang thn gian dong méu (PT/INR) vivhode chiy mdu, cb thé tram trong, 43 duge bio cdo trén bénh
nhin dige didu trj levofloxacin phii hop véi thube doi khing vitamin K (vi dy warfarin). Do dd, cin
theo dBi cde xét nghiém déng méu trén bénh nhin duge didu tr thude dbi khing vitamin K (xem myc
Canh bao diic biét va thin trong trong sir dung).

Thuic diege biét kéo dii khodng OT

Nhir cic fluoroguinolone khie, nén thin trong khi ding levofloxacin & nhimg b¢nh nhin dang dugc
diéu trj voi cée thube duge biét kéo dii khoang QT (vi du nhu thude chiong logn nhip nhém TA vi
nhém I, thude chéng trim cim ba vong, macrolid, thubc chéng loan thin) (xem myc Cinh béo djc
biét vi thin trong trong sir dung: kéo dil khoang QT).

Thing tin lién guan kliic

Trong mt nghién cim tuong tae duge ddng hoe, cho thiy levofloxacin khang phii ld mt chit e ché
CYP1A2, levofloxacin khoing anh huémg dén duge ding hoc cia theophylline (chit chuyén héa qua
enzym CYPLAZ).

Tiéc dung khing mong muiin (ADR) !

Ciic thn sudt trong bang ndy dugc xic dinh bing cach sir dung quy ude sau ddy: rit thuimg gip (=
14109, thutmg glp (= 1/100, <1/10), it gap (= 1/1000, < 1/100), hiém gip (= 1/10000, < 1/1000), rit
hiém gip (< 1/10000), khing 16 ty 1& (khang thé tinh duge tir cée dit lidu ¢ sin). Trong méi nhém tin

sufit, cic tic dyng khdng mong mudn duge thé hign theo thir tr gidm din mire dg.

pam———

Thuimg gip t gip Hiem giip Khing ri ty 1§ (khing tinh
dirgre tir cie dir lifu co séin)
(=1/100 dén (Z1/1000 dén (=1/10000 din
 =<1/10 ) <1/100) <1/10010)
Nhiém ndm candida,
vi khuéin khing thudc
Giam bach ciu Gigm tiéu ciu Giidm huyét ciu todn the
Ting bach ciu & " 2 (thiéu mau todn dong)
toan Giam bach ciu trung
tinh Mit bach ciu hgt
Thiéu méu tén huyét
Phit mach Sive qua min® "
, ; VR
Qui miln shcpranve N ")

Chan in Ha dutmg huyét dic bigt | Tang dwemg huyét
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& bénh nhén tigu disimg

Han mé ha didmg huyvét

Mt ngi

Lo sg
Tinh trang I 1in
Cang thiing

Phin img logn thin (nhu
o gic, hoang tuomg)

Triim ciam
Kich ding

Gific mo bit thwimg, fe
ming

Phan tmg loan thin voi
hanh vi tir gy nguy hiém
cho bin thin bao gém ¥
nght tur o hode tr tir

Bau diu
Chéng mit

Budn ngi
Fun
Loan vi gidc

Com co gidl
Di cam

Tan ﬂlm:mg thin kinh cam
gnii: tbn thuomg thin kinh
viin dgng

Rai Ina.u khiru giac bao
gbm mat khira giac, roi
logn wiin djng, i loan
ngogi thap, roi logn vj gide,
ngiit, @ng ap lye ndi so lanh
tinh

Roi logn thi lye nhie
nhin md

Mt thi lyc thodng qua

Chong mit

U tai

Miit thinh luc
Suy gidm thinh lwe

Nhip nhanh,
dianh tréng ngwe

?wl'hip nhanh trén thit cé thé |

diin i ngimng tin, logn
nhip thit va xodn dinh
(duge bio cao chi ;r:l.: o
bénh nhin co :r:u t nguy
o khoang QT kéo dai),
dién tim d6 cd khoang QT
kéo dii

Viém tinh mach

Ha huyét dp

Kho thir

Co thét phé quéin
Viém phii do di img

Tiéu chiy
Oi mira

Budn nén

Pau bung
Kho tiéu
By hoi
Téo bin

Ti€u chay co miu ma trong
miit 3_:5 trrimg hop riit higm
ed the la viém rudt- dai
trang, k& cd viém dai tring
gift mac, viém gy

Men gan ting
{ALT/AST,
alkaline
phosphatase, GGTY)

Tang bilirubin
miu

Ving da va ton thuong gan
nghiém trong, ke ca nhimg
truemng herp tir vong do suy
gan cap tinh, chi yéu &

bénh nhin co bénh tiém in

ning, viém gan.

ks .'L'h'l. :L
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Phit ban Héi chimng Lyell, ki chimg
. Stevens-Johnson, ban d6 da
Mé day hinh, phin (mg nhay cdm
N v dnh sang, viém mgch
s miu qué miln, viém miéng
Tang tiét md hai
BPrau khip, dau co Roi logn gén co ké cd Tiéu co viin
viém gin (nhu gin )
Achilles), véu co cé thé | Bt gan (vi dy gin
cd ¥ nghia dfic biét quan f'i.::h.lll]_cs}. \'f.rdﬂ}f chang, v&
trong trén bénh nhin bj | ©0 viem khérp.
bénh nhuge co ning
Tang creatinin Suy thin cip (nhu do
miu vidm thin k&)
Phan tmg tai vi tri | Suy nhuge Sat Bau (bao gom dau & hmg,
truyén (daw, 46 tai nguc, tir chi)
chd tryén)
OQus lieu va xir tri

Cie diu hidu quan trong nhdt ¢6 thé thiy sau khi qua lidu dung djch tiém truyén
LEVOFLOXACIN/COOPER 5mg/ml la cae trigu chimg cia hi thén kinh trung wong nhu 16 1dn,

ching mit, suy gigm ¥ thire, vi co gift, ting khoang QT.

Anh huémg trén thin kinh trung wong bao gdm tinh trang 1 1an, co gift, do gic, va run d& duge quan
sit thity khi thude luw hanh trén thi treémg. .
Trong truémg hop qué lidu, nén didu tr triéu chimg. Cin tién hinh theo dai dign tim &b EE€G, do kha

néing kéo dii khodng QT.
Thém phén méu, bae gdm thim phin ma

bung v thim phin phic mac lidn e, khdng cd higu qua

trong viéc thai trir levofloxacin khéi co the, Khing ¢b thuoc gidi dje dic higu,

Cice diu hitu ciin lirn ¥ vii khuyen cio {néu ei)

'[ A ,}/



