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LEVOFLOXACIN 750 mg / 150 mL
DUNG DICH TIEM TRUYEN
wwmwuﬁmmu.rmdam.
Thube nby chi ding theo don thubc.
THANH PHAN CONG mm THUOC:

Levofioxacin (duéi dang Levofloxacin hemihydrat) ..., ' 750 mg
Thanh phén 16 dugre: Natr clond, Acid hydrociorio, Natri hydroxyd, Nuére cht pha
tigm

DANG BAO CHE:

Dung dich tiém truybn

Dung dich trong subl, mau vang dén vang lyc nhat. Déng trong chal nhya kin
CHI DINH: o

Levofioyacin i4 ¥haing khulin nhom fluoroquinoion durgre chi dinh cho ngudi lén
(2 18 tubi) aé didy trf cac nhidm khudin do cic vi khuin nhay cAm véri thubc gay ra:

: v‘mﬂlb:'befmvwﬂnnﬂcﬂmm.
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thubcgdyra

(*) Do khang sinh fiuoroquinolon, trong 86 cb levofioxacin Bién quan dén cac phan
0mg b hal nghiém trong (xem myc Cdnh béo va thén trong khi ding thube) vi cac

trurdmg herp nhidm khudin dutmeg Bt nidu khong phirc tgp, 6ot nhibm khuln chp cla
viém phé qudn man tinh, viém xoang cap tinh do vi & mét sb bgnh nhan cb thé
1y khéx, chi nén s dyng levofloxacin cho nhirng bénh nhan khéng o6 lva chon didu
vikhacthay thé.
UEU DUNG - CACH DUNG:
I.lh._ﬂﬁnn;
qu 6 chy g thi g thél nL/ phat)
il Théi gian didu trf
Chi Ginh (bao gém chuyén sang
gl ding duwong ubng)
Vigm phBi binh vign 750 mg 7 - 14 ngay
Vibm phbi mébc phdl ohng dbng ") 500 mg 7 - 14 ngay
Viém phdl mic phéi cbing 88ng® 750 mg 5 ngay
Nrikm khubin da va mb mim
phirc lap 750 mg 7- 14 ngay
Nhibm khulin da va mb mém
prsiterras e 500 mg 7-10 ngady
Viem tuybn Un ligt man tinh do vi | 540 g 28 ngdy
Nhibem khuhin Suémg tilt nibu
phirc Wphodc vism than -bé thgn | 750 mg 5 ngay
clp tinh®
Nhidm knudin Sutmg bt nibu
ph(yczhﬂcv&nh&s-bb 250 mg 10 ngay
thgn chp tinh'®)
nNridm vhudn Sudmg Ut nibu
ihéng phore tap 250 mg 3 ngay
Dot nhibm khuln cp cia viem
phé quin man tinh 500 mg 7 ngay
750 mg S ngay
Vibmi yoang chp tinh do vi knuén 500mg 1014 ngy
5 vien phdi mbc phii ohng 6bng do Staphylococcus aureus nhgy cam methiciling
&ManP‘&nﬁcﬁngdnnmmywm
. Chiamydophila p 2e. Legionell phils hosc
: ;
gvmwmwmmmwﬂwum(wmdh
chiing 8a ¥nang thubo). + phius influenzas, H parai

O Mnibe khobn dudng tét nidu phic tap do Escherichia coli, Kiebsiella
. Proteus mirabilis va viém thén - bé thin clp tinh do E cofl, ké ca

“ Khudin Gurng 1iét niéu phirc tap do Ent
oacee. Proteus

, ol
Beruginoss va vibm thisn - b thin chp finh do £ Coll
Bénh nhibn suy thin: -
Sy thaitriy levofioxacin gidm & binh nhdn suy gidm chic nling than. Do 86, dlng
1h3n trong v4 theo Al finh trang 4m sang ciia bnh nhan iy vA sau khi sir

dung

Bnh nhan of 84 thanh thal creatinin = 50 mL/ phit: khong cAn chinh by

B&nh nhn suy gidm chirc niing thén (thanh thai creatinin < 50 mL/ phot): cén dibu
chinih libu 08 rénh tich 0y levofioxacin frong cor thé

faecalis,

i ahile P

Bgnh nhan cao wbl: Knong chn chinh U ding, ngodi viée xem xét kha nang suy
gidm chire ndng thn
Cheh dlng:
Dung dich tiém truyén Levofioxacin 750 mg/ 150 mL dugc ding 84 tiém ngay,
khéing cAn thiét phil pha loang thém
Durong tém: tiém ruyén Tnh mach chim
Thén gian tiém truyén: trong itnhét 90 phat.
Trénh tém truydn tinh mach nhanh do gay ha huyét &p. Khong dung dé tiem bép,
tibm duri da hodo cic Budmg tiém kivac.
Luén cung cAp 40 nwre cho bénh nhan a8 trénn nurérc tidu bj cd ddc. Da cb bdo
4o vb vidc xubl hign tinh thé nidu vatry nigu én quan dén vigc sir dung cac khéng
sinh nhém quinolon

Dung dich thubc nhay cam voi 4nh séng, vi vay str dyng ngay sau khi iy

chal ra knbi 16

Trude khi sir dung, cAin kim tra cdm quan dung dich tiém truyén. Chi sir dung néu

mtmmuﬁc subtvé khong ot cac tibu phan nhin thy bling mét thuromg.
chiding motian. Dung dich thube cdn thira phai durgc 162l bd

CHONG CHI BINH:

Dj imyg v Ievofioxacin, cac khaing sinh khéic nhém quinolon hodc bt ky thanh phan
nao cia thude (xem thém myc Thanh phdn céng thie thube va myc Cénh béo va
thén trong khi dung thubc)

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Céc phéin (mg 6 hal nghiém reng ¢6 kha nang khong hdi phyc va gay tan tat,

bao gbm viém gén, dirt gén, bénh Iy thin kinh ngoai bién va céc tac dyng

Igzi trén thén kinh trung vong:

- Cackhang sinh nhém fluoroquinolon e lién quan dén cac phan img cb hai nghiém
trong c6 khil ndng géy 1an Bt va khong hdi phyc trén cac hé co quan khac nhau
ciia co thé, Cc phdn (rng nay o6 thé xust hign ddng thai trén cing bénh nhan, Cac
phan (mg cb hai thudrng dugre ghinhan gdm viém gan. a0l gan, dau khép, dau cor,
bénh Iy thin kinh ngogi vi va cc Ac dyng bt Igi irén hé théng thAn kinh trung
wong (4o gisc. o 8u, rAm cam, mdt ngu, dau a3 nang va 16 [An). Cac phan img
néy o6 thé xdy ra trong vong vai gidr 8én vai tulin say khi s dyng thubc. Bénh nhan
& bt ky tubi ndo hodc khdng o6 yéu 16 nguy co 1 13i tir trree dbu b thé gap
nhang phan (g o6 hal trén

- Ngumg sir dyng thubc ngay khi co d4u hiéu hodic trigu chimg a3u tién cla bat ky
phén Ong o6 hai nghiém trong nao, Thém vao 86, tranh s dung cac khang sinh
nhém fiuorogquinolan cho cac bénh nhan A& 1img gap céc phan (g nghiém trong
lién quan 6én fluoroquinoion.

Viém gén, d(t gin:

Céc khang sinh nhém fi lon, bao gbm in 1am tdng nguy co
viém gan, d(rt gan & mol Ira tudi Phén (rng phy ndy thudng gdp & gan Achilles.
éng xoay (vai), bantay, bap tay. ngén tay cai va catving gan khéc. Viém gan hodc
airt gén b thé xdy ra trong vong vai gier aén vai ngdy sau khi bat dhu sir dung
Mmavmmuu%lnmdﬁummﬁmu&ﬂm.%&mnbnvﬁﬂ
6 6 thé xudt hién 8dng thér trén ciing bénh nhan.

- Viém gan, dirt gdn xay ra ch yéu & céc d6i tugng nguy o nhu; ngudr trén 60 wdi,
aangmaommumu.bonnmu%nopm‘n,mnnomprauotséy&uwm
uombhmunngywamunbmg m heat 69ng thé e ndng, suy than, tidn s
méc cac bénh vb gan nhur viem khérp dang thdp DA ghi nhin dugc cac twbmg
hop viém gan va dirt g&n & bénh nhéin ding fluoroquinolon ma khong c6 bt ky yéu
18 nguy co nao ké trén. Ngung levofioxacin ngay I8p tirc ndu bénh nhan bj sung,
dau, viém hodc dirt g4n. BEnh nhan nén chd ¥ nghi ngai khi cb dAu higu dAu tién
©0a viem hodo 6irt gan va théng bao v6i bt sTa& dugre didu tri thich hgp, Khéng
ding 10 bénh nhan timg b] Gau hodc dirt g

Bénh Iy than kinh ngoai vi:

- Céckhéng sinh nhom fl
bgah Iy

inolon, bac gbm lam téng nguy oo mac
nmnm‘woamwcmmhhvbmmmmaamm
kinh cém hodc van adng lam nh hirdmg én soi tryc kinh nhd vaMogc
16 dhn Gén df cam, gidm cam glac, logn cam va yéu co khi sir dyng cac khang
sinh nhém fluoroguinolon, bao calevofloxacin. Céc Uiéu chimg c6 thé xay ra
ngay sau khi bt dhu sir dung thubc va co thé khang hai phyc & mot 58 bnh nhan
Ngung ding levofioxacin ngay khi thdy xult hién cac trigu chimg cia bénh than
Kinh, bao gbm dau, rét, ng(ra ran, 18 vaoac ybu cor hode thay abi cam glac khac
bao gbm xtc gide, dau, nhiét 08, cdm gidc | tri vA cam gidc rung. Tranh dung cac
khéng sinh nhém fluoroqui , bao gbm & bénh nhan cb tidn sir
mécbénhxnﬂnmhngoavi.
hé than kinh trung vong:

- Céc sinh nhém , bao gdm levofk 1am tang nguy cor réi
logn hé than kinh trung rong bao gdm co gidt, loan tAm thén do nhiém ddc, tang ap
Iye néi s (gid undo) Céckhangslnhnhémﬂumuwmbncehés&ymmmld!
he kinh trung wong din a8n run, bdn chén, lo lang, 1ang lang, nham 1An, 4o
gléc, hoang tudng, trdm ciim, &c mong va mét ngli. MOt s trudmg hop o6 thé xuAt
hign y nghl ty sat va hanh vi ty géy nguy hidm cho ban than, d4c bidt 1a & bénh
14 nguy co mic bénh trdm cam, Cac phén (g nay oo
thé xéy ra trong 14n 8Au diing thi8¢. Ngung ding levofloxacin va tén hanh cac
phurong phap didu tri thich hop néu xuét hign cac tridu chimg v& thm thdn. Tuong
ty cac thubc khac nhom fluoroquinolon, levofloxacin c6 thé gy co g3t hodc giam
ngudmg co giat. do 46, than trong khi ding thudc cho bénh nhan c6 tién sir hodic
nghi ng& rbi loan hé thiin kinh trung vong (nhu xo cirng d8ng mach ndo ning,
dong kinh) hogic o6 cac yéu 18 nguy oo (nhur tién sir dung thube, rdi loan chic nang
thin).

Nhuge co:
Fi inolon, bac g cin (rc ché hogt ddng ciia h thdn kinh co vé c6
thé (am trAm trong thém tinh trang nhirge co. ST dyng fluoroquinolon cho bnh
nhén nhugc ot 43 ghi nhiin duge cic tac dyng phy nghigm bao gdm Ir vong
v yéu chu b8 trg théy may (xem myc Téc dung khong mong mubn cia thubc).

ctccucdvﬂibhvmhl!mtongkhic::wkhlglymvmg: "

3¢ 15¢ dung phy nghiém trong khac khi g8y tr vong (mit s6 do phin (mg
qua min, mét s4 chura 6 nguy8n nhan) 48 duec ghi nhan & bénh nhan sk dung
fiuorog bao floxacin, tuy nhién rét hiém gap. Cac trémg hop nay
©6 hé nghiém trong va thurtrg xay ra sau khi diing nhidu lidu. C6 thé bao gbm mét
hogcnhidu bidu hién lam sang dud 83y
+ 581 ban da hodc phan irng da nghlém trong (vi dy hoal tir bidu b da nhidm adc,
hbl chimg Stevens-Johnson)

+ Viemmach, dau khérp, dau oo, bénh huyét thanh

djing

+ Viém than k&, suy gidm chirc nAng than cAp tinh hodc suy than,

+ Viém gan, vang da, hoai tir gan cap tinh ho3c suy gan

+ Thibu méau bao gbm thibu mau 14 huyét va thibu méu bét sn, giam tidu cubao
gdm ban xut huyét giam téu chu huyét kndi, gidm bach cAu, mAt bach cAu hat,
QIam toan thé huyét cAu, val hodc cac bit thurtmg huyét hoc khdc.

Ngung levofioxacin ngay khi thAy du higu GAu tien cia ban da, vang da holic bt

ky céc phan (mg qua mAn ndo va idn hanh cac phurong phap didu trihd trg.

odm lavoll

nghibm trong va 46/ khi gay tir vong vA/ hodc phin img phan
vh 04 dugc bdo céo & nhimg bénh nhan st dyng ll\:oto:vinolon. m gdm
dong I

:Mnmmp;mmmmmnmmmnmmyhm
gan

> Cac phan (g ndy thtitmg xgy ra sau khl du tién. MOt 88
phin (mg di kém von tryy tim mach, hg huydt 4p/ sbe, co gidt, mat y thire, ngira,
hs mach (bso gdm lutr. thanh quan, 68 hong hodc pha mach), the nghan dutmg
I fond o 1";“...?5.;“0‘2'.,‘;‘&;‘.2‘" VA suy ho hap cdp tinh), kho ther, may
d , trong khac. Ngung levofloxacin ngay khi
"mmwwmww“'wbblkymmmgmnﬂnma Cac
phan (mg qua mn cBp tinh nghiém trong c4 thd phai didu irj vér epinephrin va chc
sirc khic, 20 98M thé: axy, truybn dich qua tinh mach, ding

khang histamin, coticosteroid va XU If utmg they

Trang 18m séng, 38 ghi nhan Uy CAC Inrémg hop nhidm doc gan nang (bao gdm
viém gan clp tinh vix 001 khi 98y I vong) & nhing bénh nhan ¢6 sl dyng
levofoxacin. Chya cb bang ehimg cho thly thube gay doc tinh gan nghiém trong
khi thiz nghiém trén 7.000 bénh nha0, Nhin chung dac tinh gan ndng thuémg xdy
a trong vng 14 ngdy sau khi bt 83u didy trj va hAu hét by ra trong vong 6 ngay
Hbuamcwmqmmﬁ'ﬂhw""iwmummmtmnvm phan tmg

Thim phan mau « Vibm phéi
L:“m phic mac lién tyc
Thanh Thanh mac
Me:ng “"'M"" """'M"" (Conti n
E 10- inuous
thin biah | 20~ 48 mLIphit sl phin Ambulatory
Peritoneal Dialysis
-CAPD)
- Phan (mg qua min:
750 mg mdi | 750 mg mbi Libu i dbu Liby khéri ahu
Fopiag ot 750mg sauds | 750 mg, seu 06 Phidn frag qué miln
500 mg mBi 48 gi&r | 500 mg mi 48 giéy
500 mg mbi | 500 mg m8i Uy kv ahu Libu khtri gbu
24 gy 48 givr, saw 66 | 500 mg, sau 65 500 mg, ssu 66
250 mg mbi mzm&qw 250 mg mbi 48 gior thir (bao
24 g
250 mg mdi | Khitng cin 250 mg mbi 48 Chira cé khuyén
24 gitr chinh sy thulﬂnhzg c40 vé dibu chinh phuong phap hbi
hubn dutmg nbt ibu
m‘uuhbzmuc b tinh gan:
190, S8y 66 kKhong
cln chinh by

qué min. DO tinh gan gay ti vong phdn I6m dugc ghi nhin & cac bénh nhan iy 65
1udi trér 1. Ngung levofloxacin ngay ndu bénh nhan cb diu hidu hodc tridu chimg
claviém gan,

Tidu chay lién quan Clostridium difficile:

- Titu chay lién quan dén C) difficile (C.
diamhea - CDAD) d8 dugc bao cdo khi sir dung ghn nhu 1Al ¢ eac thube khang
khulin, bao gbm levofloxacin & mirc 6 tir tiéu chay nhe dén viém dai trdng de doa
tinh mang. Sir dyng cdc chit kha;? khufin oo thé [am thay 88i hé vi sinh vt thdng
thutrmg cia dutmg tidu hoa, din 0én sy phattrién qua mirc cla C. Difficile.

C. difficife san sinh ad¢ 18 Ava B gop phiin vao sy phét tridn clia COAD, Cacching
€. difficite 130 hypertoxin gay tng ty i mac bénh va tir vong vi cac nhidm khudn
ndy c6 thé khéng Igi khang sinh v yéu chu ph3i cit b rudt két. CDAD phai Sugc
xem xét trong (4t cA cac bdnh nhan cb bibu hidn Lidu chay sau khi dung khdng sinh
CAn xem xét idn sir dng thudc do CDAD da dugc bao cho sau hai thang ding
thobe khang khubn

Ngung sir dyng khéng sinh khdng cb tac dung chéng lai C. difficie néu nghi nger
hodc xac dinh bj CDAD. Tién hanh truyén dich va dién gial thich hop, bd sung
protein, didu trj véi khang sinh chéng lai C. difficife va danh gié phiu thugt khi duoc
chidinh ldmsang

Kdod:idkhoingo'r:‘

difficile

Mot bao gbém b thd gy kéo dal khodng QT trén

dién t4m dd va mot sé it tredmg hop gay loan ahip tim. Mot sé hiém ca xodn dinh
dugre ghi nhan sau khi bénh nhan sir dung cac khang sinh fluoroguinolon, bad
‘gbm levofioxacin trén thi truong

- Trénh sir dung levofloxacin cho bgnh nhan c6 khodng QT kéo dai, ngudi bénh ha
kali mau, ngudi bénh dang sir dyng cac thubc chéng loan nbip nhém 1A (quinidin,
p ), hogc nhém 1l (ami . sotalol. . ), thubc chdng loan nhipim

- Banh nhén cac wdi o thé nhay cam hon véi thube gdy kéo dal QT Do 86, cln than
trong khi sir dyng levefioxacin cho nh(rng dbitirgng nay.

Réiloan hé coxwong & tré em va dnh hurong dén cac khép ciaddng vit:

Levofloxacin chi dugc dung & Iré em (tr 6 thang tudl & 18n) dé ngira bénh

than thé ho hap (sau phai nhidm) va bénh dich hach. So véi nhom dbi chimg, 1 16

méc cAc bénh co xuang khép (G2u khép. vigm khép, viem gan got chan va dang 6

bétthuong) & iré em sir dyng levofloxacin tang. Ding levofloxacin udng va tiém cho

chudt cbng va ché chura trurdng thanh lam tang thoal héa xuong khop.

Kiém tra md bénh hoc cac khop chiu trong luo clia ché chua trudng thanh dung

levofioxacin cho thily ¢b tdn thuong sun vinh vidn. Céc fluoroquinolon khac cang

|am &n mon cac khorp chiu trong lye va cho céo déu hi¢u cla bénh khdp trén nhidu
lodi ddng val chua trurdmg thanh.

Ré&ilogn duwémng huyét:

Tuong ty cac i Inclon khac, levofl 1 b thd gl rdi loan chuyén héa

duémg, bao gdm ting va ha duémng huyét, thudng gap & nhirng bénh nhan dal théo

duéng dang diing 8dng théi v&i mdt thubc hg dudmg huyét (nhir glyburid) hodc véi
insulin. Do 66, cAn giém s&t duong huybt trén cac bénh nhan ndy. Ngung
levofioxacin va tién hanh cac bién phap xiz tri thich hop néu xdy ra ha dudng huyét

Phan (rmg nhay cam v&i anh sang:

Tiép xGc tngc 1idp v6i &nh sdng mat trér hogc ia UV sau khi str dung.cac khang sinh

fluoroguinolon cb thé xay ra cac phan tmg nhay camvai dnh sang mie d9 trung binh

én ndng, voi cAc biu hién chay ndng qué muc (nhu néng ral, ban dd, xudt tét, myn
nuée, p da, phu nd) tai cac viing ug: xtc vén anh sang (didn hinh nhu mat, ving
chirV cia od, bé mat ngodi ciia cing tay. mu ban tay). Do d6, bdnh nhdn nén tranh
tibp xtic tnre tidp vérl anh séng mat trér hodic ba UV trong ki dung levofloxacin

Ngung thudc néu xay ra cac phian (rng nhay cdm véi 4nh sang,

Phattridn cac vi khudn khang thube:

Chi dinh levofioxacin ¢& diku tri hofic dy phéng céc nhidm khudn khdng do vi khuln

nhay c3m véi thubc s& khdng mang al igr ich didu trj cho bénh nhan va gla tang nguy

o phat trién cée vi khudn khang thuée.

Ham lugng mudi natritrong thube:

M&iio Levofloxacin 750 mg/ 150 mL chira khodng 1350 mg Natri clorid. Vi viy, nén

tinh lodn dén lrgng natri ndy trong ché a6 an hing ngay cha bénh nhan cAn kidm

soatirong natri,

S DYNG THUOC CHO PHY NI’ CO THAI VA CHO CON BU:

Strdyng thube cho phy ntrcé thal:

- Levofloxacin khdng gay quéi thal & chudt cbng khi udng lidu 810 mg/ kg/ ngdy, gé
9,4 14n so v liu 18] 6a danh cho ngudi tinh trén dién tich bA mal co thé tuong ogl
hodc khi iém liéu 160 mg/ kg/ ngay, g4p 1.9 14n so vé lidu 18] da danh cho ngudi
tinh trén dién tich b& mat cor thé tuomg 8b1 & chudt cng, lidu ubng 810 mg/ kg/
ngdy I2m gim trong lugng thal nhiva tang 11§ thai chit .

- Khong ghi nhan durgc hign tueng quai thai & thd khi ding lidu u 50 mg' kg/
ngdy. gg 1.114n so véri lidu 161 dadanh cho ngwéi tinh trén dign tich b& mat co thé
twong 86 hodc khi dung 1iu tiem 25 mg/ kg/ ngay, gap 0,5 1n so véi lidu t8i da

danh chonguditinh rdn dién tich b& mit co thé teong d41.

Tuy nhién, chua o6 cac nghién ciru dAy AU va kidm soat vb viéc s dyng

levofloxacin cho phy nir mang thal. Do d6. chi diing thudc trong gial 8oan mang

thai néu lgr ich sir dyng cao hon nguy co tiém &n dbivai thai nhi,
Sirdyung thubc cho phy nircho con bii:
Dya irén di ligu cla cAc fluoroquinolon khac va mét sb thong tin giéi han cua
levofioxacin ¢ thé dy dodn levofloxacin bal tiét qua sira me. Do tiém 4n céc tac
dung phy ng'?llém trong ciia levofloxacin d8i véri tré bi me, do d6. cén nhic lei ich
cla thube 68i véi me A& quyét dinh nglrng cho con bl hay ngirmg s dyung thudc.
ANHHUONG COATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua cb cac nghién ciru vA anh hudng cia thudce 18n kha nang 14 xe va vAn hanh
mdy méc. Tuy nhién, mdt s8 tac dung khdng mong mudn trén than kinh c6é thé anh
huérng dén kha néng tap trung va phan Ung cia bdnh nhan (xem myc Téc d
khtng mong muén cla thudc). Vi véy, than trong khi st dung thude cho mcvt;z
twgng nay. Ndu bénh nhan gap phal cc téc dyng khdng mong mudn ké trén thi
khéng nén 14i xe hosc van hanh may méc

TUONG TAC, TUONG KY CUATHUOC:

Céc thudc tao phirc: thubc khang acid, sucralfat, cic ion kim 10ai, cac vitamin
Khdng cb di lidu lién quan dén trong téc gilra fluoroquinalon tidm véi cic thubc
khang acid, sucralfat, c4¢ vitamin, didanosin hogc cAc ion kim loai ding dudng
uéng Tuy nhién, khdng nén diing fluoroquinolon d3ng thivi véi cac cation da héa 1
nhir magnesi trong cung mdt dudmg tiém

Warfarin:

MOL nghién clru 1am sang tén hanh trén cac 88i twgng khde manh cho thiy
levofloxacin khdng c6 tdc ddng déng ké dén ndng 84 dinh trong huydt tuang, AUC
va sy phan bd clia warfarin dang R hodic S, Tuong ty, wartarin cOng khong tac adng
dén su hip thu va phan bd cia levofioxacin id rang. Tuy nhién, cac bao cao sau khi
lu hanh cho thdy levolloxacin 1am tang tac dyng clia warfarin nhu tang thon gian
prothrambin. Do a6, phal thirémg xuy#n theo ddi thi gian prothrombin, chi & binh
thurdmg hoa quéc 1 (Intemational normalised ratio - INR) va cac xét nghiém chéng
a6ng mau pha hop khac ndu levollaxacin ding dbng theri vén warfarin. Bénh nhan
cOng nén chi y 8én céc bidu hién chdy mau cia ban than va thdng bao vir bac sl
néu co bitthudng xdy ra.

Cac thuée ha duwéng huyét:

Ré&i logn duréng huydl. bao gdm téng va ha dudng huyét 33 dugc ghl nhin & nhimg
beénh nhan dung dong tho( fluoroquinolon véi thudc tr| dal thao Sudng. Do 86, cAn
glam sat chat chd dudmg huydt khi ding adng therl cac thude ndy

Cécthube chdng viém khdng steroid:

Cac thube chéng vibm khong steroid cd kh ndng lan) tang nguy co kich thich thin
Kinh trung uromg va 00 it khi dung ddng theri véri levofloxacin

Theophylin:

ML nghidn ciru 1am sdng 1ién hanh tén cac dbi tvgng khde manh cho thdy
levofioxacin kndng co tac ddng ddng ké dén ndng a4 dinh trong huyét tuang, AUC
vé sy phan bd cla theophylin, Tuong ty, theophyiin cOng khdng tac dong aén sw
hilp thu va phan bd cia levofloxacin r6 rang. Tuy nhidn, theri gian ban thal va ndng 40
theophylin trong huyét thanh tang khi dong ddng thar v cac fluoraquinoion khac.
Didu nay o6 Ihé din dén tang cac ucm;r‘\i khéng mong mudn cia theophytin. Do 46,
khi sz dyng theri véri levofloxacin, clin theo doi chdt chié ndng 49 theophylin va
@idu chinh idu néu cin. Cac o dyng khang mong mudn bao gdm co gidt co thé xay
ra véri nding 40 theophylin 1dng hodc khdng tang
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Cyclosporin:

Mot nghidn ciru 1am sang tién hanh trén cac dbi hrgmg Knde manh cho thily ickod oo Yié dyng hang mend modt ik G | T | NG PN M8 | b | Ol
lavofloxacin khong o6 o 89ng éng ké Abn ndng 0 dinh Yong nuyat nromg, AUC Phin img aua mbn, 801 Kl gby 7 vong bao 99 | (mcgimty | (@i | {mes. | (mU {r) i)
va sy phan bb cla Tuy nhign, ndng 9 cUa cyclosporin trong huy&t | He midn dich obmsguhmmwwnmmgm gormljphot | @) | phig |
m&mmmkl&uhngdbngwmwsémmmmw Conas VA ko G2 v4. 3¢ phin v8, phis mach, bénh huydt thanh Da lidu: ]
cin gldm nhe, trang khi Tme: va tuz tAng nhe so vél nhém chirmg khi dang , {
abng thar véri cyclosporin. Tuy nhién, sy khac bit khong co y nghia trong 1dm séng. | Tam thdn fﬁ";‘“"‘"‘"‘h *';"‘9:;""“9-“”““"” Vs | e "'m‘“ seiomsl 012700 me |
Do 86, khdng cAn thiét phai didu chinh libu hodc cyclosporin khi diing s Ve hign by vl 2ugom | 08 [ g | 11 |2 | 52| 08 | 2
bigoun b o s oo gac . | | o 1oy
Mot nghién ciru 1am sang tén hanh trén cac dbi tuong khde manh cho thdy | He thAn kinh loan vi giac. h thin kinh ngoai vi, bénh nao, hodc | |
levofloxacin khong c6 tac ddng dang ké dén ndng db dinh trong huyét tuong, AUC dién nao 83 bdt thuong, chirmg kho phat am, 250mg IV Khdng Kndng Mf
:sgpm%ﬁmdw.nlpmnwmb&mlgomm ncﬁnumklwwmmydbbl 9id u nao mbi2agy | 872 w5 rz,s’: 1842 | 112 | 0 ‘ wese
I ding the véi digoxin. Do 66, khéng cAn chinh lidu 407 51,2 72 | 58
mdbxadnh:écdlgnxlnkhmdngm. " s Mt ViBm mang b dao, réi logn thi gidc bao gdm m“ e il e
Probenecld vé cimetldin: Ahin 5. gidm th lyc, shin me. am didm nhim !
Mb:’.ngmhou;u iammuénmmmma&mgmmmunm Tal Giam thinh e, tai khudn®™ [ |
Droben ¢ cimetidin khng cb tac dn: 34n Coax cla levofloxacs - T
AUCvllurecoalevuﬂoxamw:gw‘glmicugF?ﬁngLR tam khi ding ddng théive! | Tim Xoéin dinh. kéo dai khodng QT trén Gién 1am a3, 750mg Khding 3 {Kh&'o|
probenecid hojc cimetidin. Tuy nhién, vé: nhimg thay di nay khéng can thiét phai nhip tim nhanh vemdnh | 1212 |7 LT 1082 [1262| 802 | 702 [
aibu chinh lidu. Mach mau Gian mach machmdi | 419 | ZC | 34 L 2 A I E N s
;mﬂrcvﬁdunnpm m chin doan: i e en He no hép Viem phdi o] img 2400
inh opial trong nudc cAc b it xét nghiém midn dich b thé cho két
Qua duromg Unh id & bénh nhan didu t bing fuoroquinolon, bao gdm levolloxadin. | Gan mat Suy gan (kb ci cac tnrémg hop gy chét ;;%wmﬁ’::‘f‘i’?‘d“, nce/ biovelebiity - CVF) VP
Dods, chn xdcdinh bang cacp g 83chiu hon trén nhimg bénh nhan nay NQUYr), ViEm gan, viing da "'xmmmgmmqminamwe‘ﬁm‘ twhi
\ 5 H Ban da c& e bao gbm hdl ch )98i turong khéo sat 18 nam giti va nr gidi khde manh tiy 18- 54
wmuécm na'crk?;;omv:nogdg"n: mmn'mx’:ff&"m u“:: 5.'33 due-ngky e Slwmomwm . hogi lg:.l“ bi da nf:l?m 6oc, | © Lidu 250 mg va 500 mg tiém truyén finh mach trong 80 phitt, By 750 mg tiém
e, ngoai ban myn md toan than cap tinh (Acule hwtmnnhnwd;‘!&ungwﬁ\ﬂl o b ICICR 10 30 - B
= S0P BT E - %
DA CR R ORe Kl OR T0DC! Davatdchteausida | aGER), hang ban hibm shc ob dinh, bandé da | phan) e kwa?amm horidir b bl
Céc tac dyng khdng mong mudn nghlém1reng va quan trong: dgng. ; MG trj fidu thang thudmg (6én 500 mg), rére tinh theo mé hinh dugre 8dng hoc.
Cactac dung khong mang mudn nghiém trong va quan trong duréi dy thuérng durge Nng;{ cam v anh sang/ ngd ddc anh sang. Hipthu:
“"3:“.’,‘,,"". bg‘fﬂ?.’?"m Cdnnba;mhonrrpngkmug‘ngmu&c)- Viém mach tng bach cAu da nhan trung tinh. Saukhi truyén tinh mach mdt lidu 500 mg trong B0 phit hodc 750 myg trong 90 phit
i phan trn 9l nghiém trong nang khong hdi phyc va g8y tan tat (xem cho cac tinh ny vién khde manh, a4 dinh binh (2 SD) trong huyét
muyc Canh béo va thiin trong kh| ding thubc). o Co khép vacac | Dit gan, dau co bao gbm 30t va lidu oo van m[’mmguu%e;mwm_(: 1.0)va 11'5"“,"“-[:1:?0
Sarmay ool zo & b i ep b e P g F B s
) . Thon va dutmg tétnigu | Viem than ké ; c truyén finh mach. Thubc dat trang sau
TAcabng dbn hé than kinh trung Lrong. To::;‘n“ww"“:" s' d:::: i 48 gior ding mot lidu duy nhit 500 mg hosc 750 myg, 1 1n/ ngay. Nbnig 88 dinh va
Nhugcco, . m | Suy quan, @éy trung binh trong huyét trong (+ SD) sau nhidu ngdy tiém thubc (& khoding 6.4
- Cactacdyng phy nghiém trong khéc va d6i khi gay tir vong. o Kéo dai théri gian prothrombin, INR, tng meg/ml(20,8) va 0,6 meg/ mL (£0,2) 64i vorilibu 500 mg, 1 Bn/ ngdy v An kot 1d
'gu'tllarr.wu‘mgn' ghiém enzym gan 12.1m?lmL(idj)va1.3nqlmL(t0.71)ddl;mﬂdu750falﬂ.1W’Wx’g-w
- nhgan, théng sb adng hoc ci f khi dung dudng Gnh mach utmg
- Tiéu chay lién quan Clostridium difficite mongunnﬁymuenrnucdmnrnhonnmmh\g:oh.lggppmlm ubng véi lidu trong durong 14 g&n nhunhau. Do 86, dutmg vbng va dudmg finh
:g‘o'dalkhodngot e sirdyng thu mach cb thé xem xét thay thé cho nhau néu cin thiét
Rdllg:Mu A QUALIEUVACACH XUPTRI: me bb cda levofioxacin sau khi d hoac nhidu lidu 500 mg hodc
- Nhay cdm v6| 4nh sang Iriguchtmy; 750 Mg as g i 74 d0n 112 . Dib sy chy Ty evoioumein phl b8 o (i
Phattridn cacvi khuAn khang thubc Levofloxacin c6 kha néing gay doc tinh cip thip. Khi ding mot liu cao levofioxacin mﬁﬂﬂ 3. LevoBoxack dn‘tynbngd(’ydlnh da va dich cda cAc
Ha huybt&p o6 (hé xdy ra khitiem truyn flsh mach nhanh. Do 86, Lavefioxacin7s0  <ho chudt ahél, chudt obng, ch va ki dB ghihan duoe céc thirnghiem lam sang {8 s Ko 3 i dimg b T 35,ALC s yubt b va Pyt
mg/ 150 mL chi 6 ding bng cach t6m truydn tish mach chm trong ftnhAt g0  53U: MALdibu hba van adng. sup mi At ren, g&m hoat dong vén dbng, knothd, mét 1103 m“z b A dich b nbt bdng rdp va huylt tromg ghn
n'n':ﬂxsmwmcliéudawigéchngmr m‘“‘""ew”'%"" “'s”g":" 1600/ kg ¥ D8 tinh mgclr e 250 g/ kg bang 1 kh?ﬁ:ﬂéi.uh:ngkhde mnhdﬁng'dllnlzvtﬂulevowﬁgnmwowmvﬁm
Tinh thé nifu va try nidu @3 dugc ghi nhan & nhng bénh nhan sir dung cac khang g:"c"‘"m:"“ Jodighmnham , ung 1 IAryngdy trong nhibu ngay. Thubc cing tham 14t vao cac md ca phbi

sinh nhom quinclon, bao gdm levofloxacin. Do 86, ludn cung c4p du nudc cho bénh
nhan sir dyng levofloxacin 44 trdnh nudre tidu bl ob ddc
Céc tac dyng khéng mong mudn dirge ghi nhin trong cac thir nghigm 18m

Trong truding hop qué lidu cAp tinh, ndu ding cac dang bao ché ubng, cAn
logi thude ra khal da day. Theo doi va bl nuére dly i cho bénh nhan. Thim phan
mau va thAm phain maing byng khdng b hidu qué trong visc loal bd levofloxacin ra

sing: Khdicothé
Tac dung khong mong mubn thudmg gap nht (2 3%) 1a budn ndn, nhirc dAu, tidu s
chdy, mat ngu, 1o bon va chéng mat DAC TINHDUQC LYC HOC:
Thuémnggdp (21%): Nhém durge Iy: Khang sinh shom Fluoroquinalon.
M3ATC: JOTMA12.
Hé co quan Téc dyng khéng mong mudn Coché tic dyng:
- sinh tri Lavnllaxaninl.a:&mp!mn L-isomer cia hdin hop hai phan a6i quang ofloxacin
Neilin s b K ot g™ = A, ook (khéng sinh nhom quinolon). Tac dyng diét khuan cia hén hop hai ddng phan 4di
Tam thn Mét ngd quang ofloxacin chii y&u thudc a8ng phan L-isomer. Tuang ty cac fluoroquinoion
H& thiin kinh Nhirc 6hu, chéng mat khac, levofloxacin cé tac dung dift khuan do (e ché enzym lopoisomerase IV va
3 ADN-gyrass (topoisomerase I[) Ia nhirng enzym cin thiét cho sy sao chép, phién
Heho.b3p 10 ther ma, si7a choa va it hop ADN ciia vi khuan
HO tibu hoa Bubn nbdn, tidu chay, o bon, dau Cochbdbkhang:
0 bung, nén, kho tigu - Sy aé khang nwmlmionnél.h: do cAc 39t bién tal vi tri dich trén ADN-gyrase
7 va topoisomerase IV (dugc gol 1a Qui R D g Regions -
Da va tb chirc dudi da Bon'de; nod QRDRs)noumaya&wwf bom ddy thude,
H& thdng sinh s3n va tuyén v Viém am dao - Cach inolon, bao gb fl ooduw:hhhocvawdrﬁahoaldong
khac voi aminoglycosid, macrolid vA cac khang sinh B - lactam, k& cd nhém
Toan than va tai chd tiém P b, phén (mg (3] hE VAm vA G | ol D 6. Ruoroquinolon cb ihd chéng i e v ki a8 King vén cac
khang sinh frén.
itgsp(0,1% - 1%): - Trong nghién ciru in vitro, sy A& khang levofloxacin do d&t bién ty phat ral hidmkhi
xdy ra (dao dong tir 10-'°dén 10%). DA ghi nhdn dugc cécinrimg hgp khang chéo
Hé§ oo quan Thc dyng khéng mong mubn gltra levofloxacin va mot sb khang sinh khac nhém flusroguinalon. Tuy nhisn, mt
Nhidm khudn va kg sinh trang Nhidm Candida 4m dao sb vi khubn vAn nhay cdm voi levofloxacin, mac du d& khang véi cac
khac.
Thiéu mau, gldm téu cAu, gidm bach Phékhing khudn:
M 14 oo buarlt cdu hat Levofl in c6 hoat tinh in vitro chdng lal vi khuAn Gram &m va Gram duong,
He mibn dich Phdn omg dj (g Levofloxacin dugre chimg minh c6 tac dung chéng lal hdu hél cac chiing vi khudn
Tang 0 oyl ho huyét sa‘l;‘.dln‘mgmvmuvalmngmcnhlémkhu nlamsang:
Chuyén héa va dinh dudng udng dutmg : - VI khudn Gram dwong: Enterococcus faecalis, Staphylococcus aureus (cac
? thng kall méu chiing nhay cam véi ‘ (c4c ching nhay
Lo I&ng, kich ddng, nham 4n, trdm cam vdi lin). Staph prophyticus,
Tam than cam, 4o glac, 4c mdng, réi loan gléc (bao gbm cac ching dakhang thubc), Streptococcus pyogenes.
ngu, chén dn, gidc mo bat thurémg - VI khudn Gram am: Ei bacler cloacae, Eschenchfa coli, Hi P
¥ . Klabsiella fae, L
Run, co gig!, dj cém, hoa mAl, thng pneumophila, Moraxella cafarrhalis, Proteus mirabilis, Pseudomonas
Ho thén kinh tnomg Iv¢ co, tang dong, dang di bat aeruginosa, Serratia marcescens.
thurng, budn ngo, nglt Khéc: Chiamydophil ia6, My L2
Chéy mAu cam Mot s8 dir ligu in vitro cua levofloxacin a4 duge thibt 1ap, nhung y nghfa 1am sang
Hyto iy 44 chira b ndng 85 rc ché 181 thiu tir 2 meg/ mi Ut xuéng ¢ thd chéng 1ai hAu hét cac
Tim Ngirmg tim, danh trbng W‘:h‘m“"“ chiing vi khudn dudi day (2 90%) (tuy nhien a9 an toan vA hidu qud didl trj cia
nhanh tam that, logn nhip f trong 18m sang chua durgre nghitn ciru ddy a0 va kidm soat 1bt)
Mach méu Viém {inh mach - VI khudn Gram dwong: Staphyk Pocct S tan huyét
; h X {ococcus ta t B (nhém G). Streptococcus p
Vidm.dy dity, vism migng, Yom by, bl oo et b O
by hée viém thyc quan, viém da day - rudt, " Vi khudn Gram &m: Acinetob e 3 . Iwolfi, Bordetella
H viem Iu6i, viem dai trang mang gia/ o Clobtier baed St Acy g
viom dal trang do Clostridium difficile = : ki b g i i Pantoes
RO chire nd i men agglomerans, Proteus vulgaris, Pi retigeri, P ide stuartil,
Gan mét gan btzv’:g pnuph':qu?e"klznm Pseudomonas fluorescens, Yorsinia pestis
- Vikhudn Gram dwong ky khi: Clostridium perringens.
Da v 14 chirc dutr da May day BACTINHD BON &
o0 A PQ'CDONG HOC:
Co xuong khop va cic mb Bau knép, vidm gan, dau co, Céo thong s durge 00ng hot trung binh + SD duge xAc dinh sau khi ding cac ibu
i két xuromg khop (i truy ch (V) dudi mdt didu kign dn dinh nhur sau
Thin va dutmg bt nigu RéiJoan chire ndng thin, suy thin cp o Cosx | Twws | AVC [CUF® vd | ta | Cly
Céc tac dyng khdng mong mudn duge ghl nhin trong qué trinh furu hanh: u ding U i | (meg. | (mu | F {gio) | (mL/
precrog i kg g st dudy by Gurc ol Ahan. trong. thed gien (megimL) | (918) | lormiy | phit) | (L) phat)
Jevoflaxcin uru hiinh rér thi trrémg  Céotac dung khiong mong mubn nay dugoghl Tyl =i g
nhéin 1(r cac bao cdo ty nguydn vér thng sb bénh nhn s(r dung chira bibt 18, do d6,
chua thé e tinh duoe thn sullt hodc due ra nguydn nhan cda tae dung khang S00mg | goyq0 | 10t | 483+ [1752| 904 | BAx | 1122
mong mudn wve %210 oq | e |20 | 11 [ 07 | 28
H$ co quan Tac dyng khéng mong muén 750 mg 152 Ki':" 102 [126¢| 75¢ | 7.5¢ K::;"
GiAm toan thé huybt cAu, thidu mau bAl san, v 40" | gnn 40 39 13 16 | gon
Mau va hd bach huyét wmmdu. thidu méu tan huyét, tang bach
va eosin

89 clia levofioxacin trong cac md cira phdi thirdmg o4p 2 - 5 1n 50 vl trong
huy twrong v thudmg dao ddng tr khodng 2.4 - 11,3 meg/ g sau 24 gier udng 1
lidu 500 mg.
- Trong nghién ctru in vitro, qua chc ndng 84 levofioxacin huybt thanh/ huydt twong
& mirc 18m sang (1 - 10 mog/ mL) cho thly levofioxacin gén khodng 24 - 38% vao
protein huyét thanh cia mol loal 66ng vt nghién ciru, xéc dinh qua phurong phap
thim tach cAn bang. Levofioxacin chi yéu gdn vao albumin huyét thanh cla
Sir gén két cla levofioxacin vao protein huyét thanh khdng phy thudc vao
6bcha thude
Chuyénhéa:
Levofloxacin &n dinh cAu tric hoa 13p thé huyét twong va nudre tidu, cng nhu
Kkhdng bj nghich chuydn hoa hoc thanh dang phain D - offoxacin. Levoioxacin it
bi chuyén héa trong co thd ngudr va thai trir chu ybu qua nudre tidu & dang con
hogt tinh. Sau khi ubng, khodng 87% lidu dung dugc tim thiy & dang khdng
trong nudre tidu sau 48 gidr va durtri 4% lidu duge tim thdy trong phan sau 72 gi
MS%lﬂudumdmlimwmmmmmmuh:u\kumylnhéa
desmethyl va N-oxyd. Nhirng chat chuydn héa nay chl duore tim tily & ngudr va it
cdtac dyng dugcly
Thaitrr:
Levofloxacin Suge thal trir chi ydu qua nudre tibu & dang khang adi. Thei gian ban
thai trung binh trong huyét turong clia levofloxacin dao adng tir 6 - 8 gi&r sau khi ubng
hoac tiém inh mach mot hodc nhidu idu. DY thanh thai toan than bidu kién va 85
thanh thai cda thén 14n lugt 1a khodng 144 - 226 mLJ phit va 96 - 142 miJ phit. DY
thanh thai ciia thén Iém hon so véi mire lpc cAu th@n chimg 16 thubc ugc thai b
qua cAu thin va éng thén. Ding Gdng thén ver cimetidin hodc probenecid Iam gidm
40 thanh thai clia levofloxacin qua than IAn luot khodng 24% va 35%, didu ndy cho
théy thai trir levofioxacin xdy ra & éng lurom gAn. Khong tim théy tinh thé levofioxacin
trong cac mAu nudrc tidu ciia bénh nhan sir dyng levofioxacin,
Nguwért cao twél:
Kndng c6 sy khéc biét dang ké v& duge ddng hoo gitra nguri tré va ngui cao tubi
khi xem x6t dyra trén syr khc nhau v 80 thanh thai creatinin. Thi gian ban thii
trung binh trong huyét twong cua levofloxacin 1A khodng 7,6 gitr 88 vén nguwri cao
twdi (66 - 80 tubl) va khodng 6 gitr 38i v&i bénh nhdn tré hon sau khi ubng mdt bdu
500 mg. Sy khac bidt ndy [ do chirc nang thgn bién abl va khdng cb y nghla trong
1am sang. HAp thu clia thubc khong bj anh hudng b wdi tc. Do 66, néu chi khac
htolvéluélmmlkhongdnw&pwaumhm?&u
Tréem:
Duoc d9ng hoc cla levofloxacin dugo khdo sél & ré em tir 6 thang tudi dén 16 tud
sau khi ding mét lidu tidm tinh mach 7 mg/ kg. Tré em thai inx levofioxacin nhanh
han $0 vén ngui Iém nén ndng 4 thubc trang huyét twong thdp hom sau khi dung
cing 1 du thubc tinh theo mg/ kg can ngng. Cac phan tich dugre ddng hoc tudn by
dy Bon rling khi tré tir 6 thang tudi dén 17 twdi ding 1 idu 8 mg/ kg m&i 12 gi>
(khong qué 250 mg! libu), thubc s& dat duge trang thai &n dinh trong huyd
(AUCo-2¢ véa Cmax), turong duromg véri khi ngurdr iom ding 1 lidu 500 mg mdi 2
QUY CACH DONG GOL:
HYp 5 tii x 1 chal x 150 mL
Hop 10 tdi x 1 chal x 150 mL.
DIEU KIEN BAO QUAN:
Khdng qua 30°C, trénh 4m va &nh sang
HAN DUNG:
24 thang k& tir ngay sén xuét.
TIEU CHUAN CHAT LU'QNG CUA THUOC:
Thubc dat theo tidu chuldn Dugc didn NhaL.
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Cor s sdn xudt
CHI NHANH CTY CP DUQ'C PHAM IMEXPHARM -
NHA MAY CONG NGHE CAO BINH DUONG
S8 21, Duding 88 4, KCN Vit Nam - Singapore |,
Phudmg Hoa Phu, TP: Thd Ddu Mét, Tinh Binh Duong, Viét Nam
Hotline: 1800 555 535 Email: imp@imexpharm.com



