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Ensmcoros Becsis”
chungviche |yt témvd | khing khie im v anpomyon,
padningedy |wudn [ Bauihing i
i 13031 ¥ g X dinh EriAmeCens a4
Sl Todt ki —— S :
:ﬂ;‘ g P 1 o ﬁ;:;:g;h it s
m. < * Khbng Kbyl o si2 dyng mondioeacin 42 @6 nhim Kl do S,
N T Stk sudt a0 hom aureus khang memolin MRSA) Trong tnsimg | nghi ngir hode 88 xic
Ahin th gt g o s Bt o ull 0 oo MESA it G g i s i o
Thurtmg gdg: tng men gamma-ghutamyl-ransfarase cam Trung binh Khding thudc |
Khéng thurng gap: NNp nhanf thil, ha byt 4p. phi, vém nuét dokhang  (MissmEms s
irh (trang mo! 56 81 hidm tnrdmg hep o the gy nguy hiém dén tinh mang),

i com B9ng kinh v cac bidu hign khac nhau trén m sdng (bao gbm cd

Ahdmg com 83ng kinh com km), o gide, suy thin (trong mit 50 tretmg hop do

vilc thibu niréie din déin suy thin chirc niing. dic bist & nhimg bénh nhan ki

i 44 o rii logn chire nding thin e 86)

Théng béo cha béc 57 nhimg tic dyng khéing mong mudn gip phil khi sir
dung thudc.

Cud lidu va cach xir I

Chi o6 mét 4 gici han nhiimg o ki vé qué ibu. Lidy duy nhat 1én t5i

1mmvam|@ummmmwm£w' 84 dugpe sir

T AR L mﬂmwm m - M )

tnrémg hop qua liéu, cAn thie hibn cic bién phap chim sac hd tror khic bao

glm 4 do dién fim dugrc ohi dinh buj thude i tinh rang clia bénh nhin.

Ve sir dynd than hoal stm ngay sau khi udng thudc cling o6 thé b te dung

han chi sur tng phai nhibm todin thén clia mesiliaxacin trong trwdmg hop

diing qué libu,

Béc diém dugr 1j hoe

Brdc diém dugr lirc hoe :

Mhom ke dyng duc iy Khang sinh nhdm quincion, lugngquancions

M ATC: JO1MA 14

» Coché tac dyng:

. s
Pl RS0 Tl

Mexifloxacin, B-mefhory-fuoroguinoione 1 mét khing sinh phd ring of tac
digng diék khufin, Tréerin vitro moxifloxacin c6 phd tc dung riing & v cie
vi khulin Gram duomg v 4m, vi khudin ky khi, vi khikn bn vimg v acid, i
khisfin khang didn hinh nhur Mycoplasma spp, Chiammydia spp va Legionada
500,

Tiic dbng dibt idusdin 1 do monificuacin can il vio men topoisamarase |
va ¥, déy la cac men can thit kidm sodt hih hpc ONAva gilp saochipya
slra chira DNA. _ .

Técd riiml n clla medfioxacn phy thisc vao ning 85 thubc. Néng 66

mﬂu § thid thong thirdmg tuong duomg vii nlng 63 0c chi v khudn

Moxificocacin o tc dung chiing lai cic vi Khishn khdng Beta-actam va
meacrolide. Céc nghién cln trén md hinkh shilm ining 38ng vat cho thiy thube
of hasgt tink ca0 frong in 1o,

» Kning thuc
Nhimg ¢o ché khing thisbc [m b hoat penicilin, cephalosperin,
aminoghycaside, macrofids va tetracycling khiing dnh hurdmg 151 hogt tinh it
khudn cia mepificxacin. Khing oo 88 khéng chéo gilra maxiflccacin va nhimg
e

1a nua |
mﬁndmh:mawﬂmmmhmwimﬁamﬂw
duemg so v phan nira CE-H, Sip of méit cda chit thay thi bicydoamine
ti vi il C7 ngan can sur bom ra (effu) chd ding, mit oo chié khing Sudc

RuornguEnoione. Gl
(A nghién cinu bén. (& chemg minh Augc Si kg Shube gol v,
madfixacin phat i do rihidy bude 3¢ bifn, Chi mél ty 18 ih

thislic et thip duge chimg mink {10--10-%). Khi vi triing iép s nhidu kan vé
mawifionacin & nbag 45 dudi MG cho théy chi lam ting nhe gid i MIC.

Sir khing thubc chéo gilra cac Quinslone cling 83 duprc theo dii. Tuy nhign,
mit 6 vi khudin gram duong va vi Kiuin ky khi Khéng lal cic quinolone khic
nhung van nhay cém voi moxEoxadin,

» Téc dyng 1én qulin thé i kihudn dudmg biéu hod & ngudi:

Trong 2 nghién cleu trén ngudi tinh nguyén, sau khi ding madfiaxacin theo
dudmg ubng, cac chiing thurdmg i dudn Sy &5 bi thay bt E.cofl, Bacilus
spp., Bacterides vulgatus, Enterncoce v Kisbsiela snp ciing nhir cic vi
khudn ky khi khéc nhur Bifidobaclerium, Eubacterium v Paplostraplococcs.
Sy thay 651 rey bty vé binh thudmg sau 2 tuih, Kndng fim théy ddc tinh cla

Frofous vigens L
e
Heissana gononhoss
Prividencia speces [P retiger P,
™ Hido quid tndn im sding & chiing mink o6 voi nhing phn p v khudn nhgy
cam frong Gt chi dinh im sdng 6 duge phd duyst -
%ﬁﬂ o Trung gian Khing thude|
W ky
Enclenices 50 B Fagis”, B dstesie”,
B Setantsomienn® B ovetis’ 8 pnfiomis® B wigedy’)

B o T i -

a5

Propionbactanum|

Closiridim 5p *
/™ Hidu qud 18m sing g8 dupe chimg minh di v cde phén i nhay cam
frong cac of dinh 13m sdng duoe phé duyel
i Trung gian

wmwmﬂ;ﬁm '

u P = . =
*p Higy qua 3m sang 88 duerc chimg minh A8 v cic phin [p nhay cim
trong chc chi dinh 13m sang durgc phé duyél
Tén sulit khing thudc th dirge o hé khde nhau theo viing dia [ vé theo
this gian dbi v mit s chidng vi khulin. Thing tin vé khéng thulc tai cac dia
mmwmmmwﬁmmﬁmmmwm
irting nding. Cc thang tin & trkn chi i vh khi niing vi khudn o4 thé nhay cim
i win mcodficncacin.
So sénh cic tuong (mg PRIPD vl viéc sir dyng masdflaxacin theo duémg tiém
trupln va dudmg udng wii iy dom 400mg Avelox
D4 v nihing bénh nhiin phei ndm vién, Irén Am sing cac tham sHAUCMIC,
thudmsg I hom 125 va G MIC;, ném trong khoding 8-10 {theo Schentag)
dog dy bido cho chira khii vé Eam sdng. B4 véi nhimg bénh nhén dibu tr

et Cfeabee ol sl sk mhd e A ks AR e b B

=]
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ﬁ{mﬁiﬁfwdp e chi s PRIPD turomg tmyg 681 wii vibe sir ding
thex durémeg tim trsydin finh mach vé dudmg udng tinh Beo by don
400 mg mexificracin,

Burimg ding Tim tinh myet Duang udng
Cichomsl MG CMiCo®  AUCH)  CodMiCy
(ung binh)

MIC3 0,125 mgh 313 325 m 236
MG 0,25 mgA 156 162 40 HE
MIC 05 mgh 78 81 i 58
a) Bém truydn trang 1 gy

AUIC 13 1 sd AUCMIC

Bjc diém dwoc dbng hoe

B Hép thi v sinh khd dyng
Sau ki ubng, mexifiskacin dang vién nén duc hip thu mdt cich nhanh

Dugr: dng hoc clia thube dat duspe bong gidi han 50 -1200 mg sau khi ding
mt i duy nhat hodc idu 600 mg mot lan hdng ngdy treng 10 ngdy, Nbng
4 8n dinh dat due rong vong 3 nody, Sau ki wlng Bu 400 mg, nbng dd

dinh & mirc 3, 1mg/L dat duots irong frong 0,54 giér. Nbng 85 cao nhdi va thip
ﬂmimﬂtmmﬁtﬂuMuMWﬁrwmmw
Si dung dbng ther maxifowacin vor thir 3n tam kéio dai 1o gian dat i ndng
f dinh rong xdp xi 2 #ﬁnﬁnrﬁnﬂﬁ&ﬁmmwlm

khoding 16%. Lurgng hap thu v khiing ddi. Mguin ta thudms dira vao 1)
AUCMIC dé dyr Bodn hidu qud it khudn cda quinolons, tuy nhién i khdng
furomg ximg v hitiy qué trén 18m sing. Do vily, of thé ubng Avelax ngoa

béra &n

Sau khi ding mot i dom 400 mg truydin Bnh mach trang véng 1gi, ndhg a8
el Sttt o el
gian di

rihiim a:mtht?i:;g. I-ﬂwé‘:ﬂ:l'séﬁ.hﬁ 39mﬁq:: im@ﬂ finh mpffw

€20 10T | Ol 50 vOu 35 g Tl Sau K Wdng, rong « e duge hap
P o s BT
Saii khi igm finh meach bu nhéc lai (tuyén inh mach trong 1 gid) v iy
400 mg, ndng &% dinh v édy trang huye! twong dn dinh huong tmg & vio

khosing 4,1 d6n 5,9 v 0,43 dén 0,84 mglL. Tai ndng 45 dn dinh, sy phin bb
i thubc trong khodng théi gian gira 2 B8u 14 xdp xi 30% cao hom say khi
ding by g tign, Trén bénh nhén, ndng 64 dn dinh irung binh 1 4.4 moll dat
mﬂummmmmummmm
Manifioxacin dugre phin bé nhanh ching dén cac khoang ngoal bao. Sy phoi
mﬂnm:gamcﬁs&mmummﬂg'mmhﬂmuém
thé tich phén b tai ndng d bn Ginh (Vss) xp 4 2Likg. Nng 64 dinh rong
Hayiin rurdhs bok o fhé diat durere cao hom mbing 69 trong huyét buomg. Trong
cét: nghién clru trén in vitro va thix nghim ngoai cor thé, trong khodng tir 0,02
(i 2 mglL, ngudi ta i dinh dirgr lgmg gan két vei protein xdp xi 12 45%,
khéng phy thusdc véo ndng 0 cla thudc. Maxifloxacin chi yéu gin két vio
alburin huyet zong. Do 1 1 gdn két vt proliein thég nén nbng 49 dinh &
dang 1 0o & mirc cao > 10 n ndng 5 MIC.

Maxifiaxacin dat throe ndng 89 cao i cic m nhu phdl (dich bidu mé, dai

polyp mi] v& céc B chirc viem (dich ndt phong), i 06 ndng 09 ciia
virgr qui néng 83 trong huyet hromg. WAt leong lém thube & dang hr do dugr
tim Ehdy trong céc co quan chira nhigy dich (huydn nude bt co, mé dudi da)

Bén canh 44, nbng & thubc cao cling thily tai cic mb va dich trong § bung va

sinh dyc cda ndr .
Cac ndng g dinh va cac ty 1 gitra ndng &) tai chd vi huyt hwomg rdt khac
nhau 51 vbi vige sir dung thu theo duding g hay tiém tniyé finh mach
f‘."‘g"“”*“m‘*“'""*“‘”"“
Meouifiowacin trii qua chuyéin hoa sinh hoc pha Il v Guc 3o i qua én va
mit durdi dang thudc knong chuyéin hod ciing nhir dang phire hap sulfo (M1)
v ghucuronide (M2), M1 va M2 [a chit héa ob § nghiia i vk ngui,
¢ hai diéu i chat bat hoat vi khudn, BAt kE 1 thir nghibem trén in viro hodc thir
1am nghiém Iam séng pha | nghign el chuyén hod duge &ng oo tong e
v cac thube khic, qua trinh chuydn hod sinh hoc pha | o sy tham gia clia hé
; nhey thudc vio duomg ding thisbe, cd

paLy Ay DUYES LR L A

ST CLAU B0 [T SAra U] LT
43 tién hanh viri cd 2 chit chuydn hod v nhin thiy ching khéng o nguy co
lién quan Bn tinh an todn va khd ndng hio th.
» Thi i
Madficoacin duge bi xust tir trong huyst tuong wi i gian bén buj 14 xdo
1 12h. Lugng thanh thai trung binh oan than sau khi dling iy 400 mg vio
khodng 179 dén 246 mLiphit. Lirgng thanh thai qua thiln vao khodng 24
-53 i iphit, cho théy c6 thé cac Gng than &5 t4i hp thi mit phln fulc &
thin. Sir dyng Glng thér vt ranitidin vé probenecid khong Bm thay 85 &
thanh thai thude & thén.
Sy cn bang gitra lugng thudc dura vao ban du va cic chit chuyén hod qua
pha Il ciza meifioxacin dugc ti hp thy gln nhu hodn todn, xfip ¥ 96-08%
khiing phis thudc vio dudmg ding va khing of du hilis chil chuyln hod ciia
qui Irinh o hod.
b Nowdigi:
Due 83ng hoc cda moxfioxacin khang bi dnh hudmyg theo huli
» Cii tinh:
enceifioxacin gedra nam gikn va nilr gion. Sy hap thi thude khing b anh hudng
Beo ic tinh. Siy khiic bt ndy ddi vér AUC vé Cmax cdi thé do ciin ndng o
thé khac nhau hom 1§ do gidr tinh. By ndy khing ¢ ¥ ngha trén Bm sing.
P Sy ihac bigt vl ching the.
Su ke bt vé chilng the dugr thik nghiée trén nguei da tring, Nhat bén,
da den va cac nhom ching e khdc. Kidrig phat hin thily ob sy khac bigt v
dupc &dng hoe 1ién quan dén ching .
B Tré em vé Iné vi thanh nién
Dirgre B8ng hoc clia mondfioxacin & ré em chura dirge nghién ciu.
B Suy chirc niing thiin
Duryre &ng hoc cda moidfiaxacn khéng bi dnh hutmg ding ké & nhimg
bénh néin suy chebe néng thén (b c4 khi 64 tanh thai creatinine < 30 mL/
nhditf 4 T3m? din ek e hidh & nhdima hink shdn nhai lae mdinmdn tink

QT nhung khéng
Ndcan ik

"Mt ik ning i phue v kg gy Hrvong.

,6ho o bl Nguy oo iy B & khi v hd tng in ki ding wod b Bl b

Néing 89 cila maxifioxacin rong huyét fuamg & niimg bénh nhén suy chire
néng gan & mire & vira dén ndng (Child Pugh A dén C) khdng fm dnh urémg
dén hiu qua trién $m sing khi 50 s4nh fomg mg v nhimg ngudi inh
nguyén khod manh vé bénd nhin cd chic nding gan binh thidmg,

Dir lidu an todn tién lim sang

Trong mit nghién clru hidp thu tai chd tén hanh trén chd cho thiy khang o6
hign tirgmg gdy phdn (mg tai chd khi tim moxifioxacin theo dutmg linh mach,
Sau khi B&m vio ding mach, ngardi ta nhin |y cd phdn (ng viém & cc méd
guani ding mach, vi vty khdng nén tiém thube van ddng mach.

P Khé nang sinh ung thir, gly 63 bidn:

Méic dl céc nghién clu theo nguyén the thing thudmg dé dénh gia nguy co
ung thir cla monifioxacin chera dige fifn hanh nhug thisde 83 duve
i tra nguy co gay nod 3hc gen trén o in vitro va in vivo, Bién canh 44, vide
dinh g cAp 16¢ céc gen gy ung thy brén ngui (dinh kegng ban 84y v

dinh kigmg c6 ) 83 duorc tén hinh trén ing vat gam nihém. Thi
ve Gt bien gen trén 16 bao bubng irimg cia gidng chubt dbng Trung quic va
frong dinh kugng UDS trén 1 bio gan cia chult. Gidng nhu cic quinalone
khc, thir nghiém Ames voi TA 102 cho két qua duromg tinh va trén in vitro, thir
nighiém trén chudt dbing Trung quéc vér 1 bao vT9 cho thiy b hién rong bt
turémg vé nhibm sdc thé & ndng 4 cao (300megimL). Tuy nhidn, trén in vive,
dinh hegmg nhdn th bao cia chudt 83 cho kBt qud &m tinh. Bén canh vibe dinh
hrmg trén in vive, vibc dinh mfmwﬂwmwmmmg
qué &m tinh. Biéu nay dura d8n k&t ludn ring k& qud &m tinh tén in viva phan
4nh diing tinh trang gdy nhim dc gen irfn in vivo. Kiding ¢ bidng chimg cho
thay nguy oor gy ung thu trong dinh kegmg ban du va dinh lugmg sau khi o
Kich thich & viri chudt
B Trén dén Sm:
Cnding 88 cao, moifiowacin nhur & mét chlt irc ché m chim Ll ddng Kali &
tim vé do 86 00 thd lam kéo 44 kholing QT. Cac nghién cin vé ¢ tinh cla
thuc $én hénh trén ché sir dung liby Ldng 290 mgkg thé trong, vé ndng 8
trong huydt uomg 58 216 mglL. Gtu redy dn dn hilin fugmg kéo d3i khodng
b logn rhip tim. Chi sau ki 06 mit nbing 86 tich Iuy

A linh mach, gap hom 50 n 5061 lu dlng 0 ngui (>
300 mofkg), nding 33 trong huylt womg s& 2200 mgL {cao hon 3 1Bn 50 vi
néng 5% o téc dung by i 30 kh truydin finh mach), 85 théy i loan nhip

b Nesle o ihap
Quinolone b cho 1 géty nén nhimg thuromg tn phin sun & nhimg khap néi
K trén rhing &hng vt chira trurdmag thanh. Ligu thap nhiat khi ding theo
trbmg uing gy nén nhimg dc tinh & kiip & ché chura trremg thanh cao
gap 4 0 50 v By by 1 (400 mgf 50kg thé trona & nguedri) tinh theo
rén tmpng kegmg oo thé, véi ndng 6 rong huylt iuomg cao glp 2 66n 3 1én ki
diing lees Sk 1 thing fhirdmg,
- Bie ink i cor uaan sinh s 5

nghin ol 80 0o quan sinh sén dugc ien hanh irén dong vat gam
nham, 5 v & cho thay mosifioxacin duge vin chuyén qua rau thai, Clc
Mghién ciru frén Bing vt nh&nmmﬁuﬂhﬁhmnﬁm}
¥a i ki (Ireo dudmg Long) khdng cho théy biing chimg géy qui thai hode
fam gidm nguy cor khd ndng sinh san sau khi s dyng mosifiowacin. Nhiimg
bt thurng vé xuromg khérp cing 84 dupe xéc dinh nén B khi ding

durimg e tnryén finh mach vo1 iu 20 mgikg thé rong. Kt qui clia nghié
RO D e T '. 3 du I:'.-'.'l..-i:.':'.".I:-- wlong B0 v S
phat rien ca hit thing wuwromg khap (xem muc “Sir dung & phy il o5 thal va

trén nguet. DX v ding vit gém rbdm, hidn g giém cin nding oia thai
i, tng nguy o e ikhi s, ko ¢ thisi glan mang thai, va tng cac
B4ng tyr phét cla nhimg con de v con ¢ &3 Auge ghi nhan khi s dung
¢20 gép 63 kn Ry diing thiing thirdmg tinh theo mg iréin c&n néing cor thé voi
nbng 8 thubc trong huyt tiromg trong khodng libu dibu i trén nguer
Han diing
60 théng kb b nigay sdn xuit
Bidu kign bio quin
Gilr thuude trong hidp nguyin ban clia nhd sén xudt 48 irdnh hoi dm
Béo quén thude & nhidt 46 duti 30°C (= BE'F)
Khiing duert sir dyng khi thube d3 qué han,
Quy cach déng géi
Hiip chira 1 vi o6 5 viéin bao film (1x5's),
Hurdmyg diin sir dyng/tibu huy
D xa tim tay trd em r
Emhmdﬁ'ﬁWMW'ﬁ -
thém théng tin, xin hél ¥ kidn bac si
5an xudt bod; BAYER PHARMA AG, D-51368, Leverkusan, CHLB Bxrc

Ngdy duyét ndi dung 1om 11 san pham: 27042017
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