RX - Thude nay chi ding theo dom thuéc

MOXIFLOXACIN 400 mg/250 ml SOLUTION FOR INFUSION
(Dung djch truyén tinh mch moxifloxacin 400 mg/250 1)

CAC DAUMIEU Ly ¥ VA KHUYEN CAO KHI DUNG THUOC:

B¥ xa tim tay r¢ om

Doc kY hneing din iz dung mee Khi ding )

Thong bio ngay cho hac 5 hodc dhegre S5 nhimg ¢ dung khang mong mudn £3p phai khi sie dung thudc

THANH PHAN CONG THUC THUOC:
MBi chaii 250 ml dung dich trayén tinh mach o6 ¢hira
Thanh phan hogt chdy: Moxifloxacin hydrochlonide tong dirong véi
Moxifloxagin, st e 400 Mg,
Thanh phdn td hage. Glycin, di-natri edetat, nairiclorid, dung dich acid hydrocloric 10% dé diéu chinh pH,
nude pha tiém vira du.

DANG BAO CHE

Dung dich truyén tinh mach

Dung dich trong sudt mau ving dung trong chai nhya maw triing trong subt, duge diy bing nit cao su ¢
£4n V61 nip bit nhyra miy tring.

CHi bINH
Thube duge chi dinh dé didu tri
- Viém phéi mic phij & cing ddng do Strep philus infl Moraxell

Binh nhan co nguy co dgng kink:

Céc quinolone duge bi 13 pguyén nhan Fliy ddng kinh, Nén su duﬂu'lhﬁ! trong 0 nhilMg bénh nhin bj rdi
logn thin kinh trung wamg hode ¢ ¢4¢ Yeu t8 nguy co khie o6 thé din dén co gidt hO¥e giam ngwimg co
it Trong tnwmg hop dng kinh, nén ngumg diing moxifloxacin v thye hign cdc BIEN Phip ik n thich
hop.

Thiin kinh ngogi bién: P

Ciic truémg hop viém da iy thin kinh cdm gidc hoge thin kinh vin ddng diin dén di cim, gidm e ide,
i Joan cm giac d duge béo 4o & nhimg bénh nhin dang quinolone bao gdm & Moxifloxacin. Bénh
nhin didu tri vi moxifloxacin nén thong bao cho bic sy de duge L \'ﬂr: tnurde kh] uep mc‘meu tri néu cic
iéu chimg cita bénh thin kinh nhur dau, Tit, ngtr ran, dau nhoi diy thin kinh, € hodc yéu chy

Phan img tim thiin: " ;

Phin img tim thin cd (hé xiy ra ngay cd sau khi ding thuoc quinolone lin ddu. Trong gt s§ it truemg
hop, trim cam hoje cic phin tmg tim thin tién trién dén ¥ dinh W sdt v cdc hanh Vi 0 gy thang tich
Trong tnadmg hop bénh nhin ¢ nhimg phin img nds, nén nglmg ding moxifloxacin Vi e6 cic bign phip
thich hop. Khuyén céo khong s dung moxifloxacin & nhimg bénh nhan tm than ol 6 tién sir bénk
tim thiin

Tiéu chdy do khing siy dai trdng: .

Tieu ch:;’dn L;n-’ué :::mxg) fd viém di tring do khing sinh (AAC), bao 3:;‘!“‘*‘“ i tring ming

g v tiéu chay do Closiridim difficile 43 duge bio cdo l§lu sn{ﬂllns_ két hop cyc_ ang sxr,m phé rdng bao
cd moxifloxacin, cg thé dao dng ti tiéu chdy nhe den viem dyi rang gdy t\r':;_onhg‘ Viviy phi dinh

id k9 ludmg nhimg bénh nhan bi tiéu chiy sau khi dung moxifloxacin. Neu tieu chay hof viém dai vring

nighi ngs do diéu tr bing khang sinh bao gdm moxifloxacin, nén ngimg dung fh"“d‘: <6 bitn phip ditu

i thich hop. Ngoii ra, phii co che bign phap kicm sodt nhicm ldllllﬂ_ ““‘C_h hC’P. gidm nguy co liy

truyén. Thude tre ché nhu ddng rugt bi chéng chi dinh & nhimg bénh nhin tiéu chiy Mng.

Nhiamg bgnh whin bj nhirge ca:

catarrhalis, Staphylococeus aureus nhyy cam methicillin, Kiehsielia / iae, Mycoplasma p

ae, Chiamydophila preumoniae.

- Nhiém khudn da, 1 chire duoi da c6 bién chimg do Escherichia coli, Klebsiella pnewmoniae, Entero-

bucfr: cloacae, Staphylococeus aureus nhgy ¢im methicillin.

- Nhiém khudn da, 1 chirc dui da khng bién chimg do Streptococcus pyogenes, Staphylococcus aurens

nhay cam methicillin

- Nhiém khudn é bung bién chimg giy ra boi Escherichia coli, Bacteroides fragilis, Streptococcus angino-

sus, Streptococcus constellarus, Enterocaccus faccalis, Proteus mirabilis,  Clostridium perfrin-

gens, Bacteroides th Qs sp.

- Dyt nhiém khuin cip cia viém phé quin man tinh giy r boi Streplococeus . H hil
i He i infl Klebsiclla hylococcus aureus nhay cdm methi-

Tom, Pepi

cillin, Moraxella mmrrm:.ru

Do khing sinh lon, trong d6 co floxacin lién quan dén phin img c6 hai nghiém trong
(xem myc cinh bao va thiin trong) va dot nhidm Khudn cdp cia viém phé quin man tinh dmét sé bénh nhin
:&M tye khou, chi nén sir dyng moxifloxacin cho nhimg bénh nhin khdng c6 fya chon diéu tr khic thay

- Viém xoang cip tinh do vi khuin nhay cim S H hilies infl
Moraxella catarrhalis.
Do khiing sinh rong d6 cd floxacin lién quan dén phin img c6 hai nghi¢m trong

(xem muyc cinh béo va thiin trong) vit viém xoang cdp tinh do vi Khudn mét sb bénh nhin ¢6 thé ty khoi,
chi nén sir dyng moxifloxacin cho nhimg bénh nhin khdng cé lya chon didu trj khéc thay thé.
Nén dilng moxifloxacin trong trudmg hop thit bgi v céc thude khang sinh théng thuémg khac.

CACH DUNG, LIEU DUNG:

Thudk ditng truyén tinh mach ngay sau khi mé ndp chai. Ding theo chi diin cia béc s diéu tri.
Liéu thong theimg: 400 mg, wuyén | 1/ ngdy.

Thai gian dicu tri: Thén gran dicu trj phy thude vio logi nhiém khudn:

- Viém phéi mic phai 0 cfng dong 7~ 14 ngly
- Nhiém khudn da, 16 chirc dudi da c6 bién chimg 7- 21 ngdy
- Nhiém khudn da. 16 chire dudi da khong bién chimg 7 ngdy
- Nhiém khuin & byng bién chimg S~ 14ngly
- Dot nhidm khuln cip cia viém phé quan man tinh 5 ngly

- Viém xoang cip tinh do vi khuin 10 ngiy

€6 thé chuyén tir duimg tiém truyén tinh mach sang ding duimg udng ma khong cin hi¢u chinh lidu va khi
cd chi djnh theo huomg din cila béc s§.

Suy thin, suy gan: Khong cin diéu chinh lidu ddi véi ngwdn bgh suy thin, suy gan nhe va vira. Moxifloxa-
cin chua duge nghién clru & ngudi suy thiin dang chay thin nhin tgo hojc nguén bj suy gan ning.

Ngudi nhe cdn, ngwdi cao tuoi: Khdng cin thay d6i lidu véi ngudi cao tudi vi ngudi nhe can,

Tré em dredi 18 tui: D an todn va higu qua chua duec xéc dinh, khdng ding thudc cho lirm tudi ndy.
Ciich diing thude: Chi ding truyén finh mach, truyén lién tyc trén 60 phiit.

CHONG CHi B[NH

< Ngudi ¢6 tién sit qui mhn v6i moxifloxacin, céc quinolone khic hojic céc thinh phin ctia thube.

- Phy nif ¢6 thai va cho con bit.

- Bénh nhin dudi 18 toi.

- Bénh nhiin 6 tién sir bénh vé gin, diy ching hodc rbi loan lién quan dén vige diéu trj bing quinolone.
Trong this nghi¢m tién lim sing v kim sing, di o thay di dién tim d, kéo dAi khodng QT sau khi ding
‘moxifloxacin. Dé sir dung thubc an toan, chiong chi djnh dimg moxifloxacin trong cfc trrimg hop:

- C6 khoang QT kéo dai bim sinh hofic tin sir QT kéo dii

- Réi logn di¢n gidi, dic bigt 14 ba kali may chua duge diéu chinh.

- Nhip tim chiim trén lim sing

- Suy tim trén 1Am sing véi gidm phin sudt tong méu thit tréi.

- Tién st logn nhip tim.

Monxifloxacin khang duge ding cung cc thube lim kéo dai khoing QT.

Do dit Jidu 1im sing han ché, moxifloxacin cilng chéng chi dinh & bénh nhin chirc ning gan suy giam vi
ting transaminase o hon § lin mirc binh thromg.

CANH BAO VA THAN TRQNG KHI DUNG THUOC:
Céc phan img c6 hai nghiém trong c6 khi ning khéng hoi phuc va ghy tin tt, bao gom viém gin, dirt gin,
bénh 1§ than kinh ngogi bién va céc tic dyng bt Igi trén thin kinh trung wong.
Céc khéing sinh nhém fuoroquinolon co lién quan dén cic phan img ¢6 hai nghiém trong o6 kha ning Eiy
tan tit vi khong hdi phuc trén céc h co quan khic phau ciia co thé. Cic phan (mg nay c6 thé xuiit hién dong
thai trén cing bénh nhan. Cdc phan img c6 hai thudmg duge ghi nhiin gbm viém glin, dirt gin, dau Khp,
dau co, bénh 1§ thin kinh ngogi vi v céc tac dung bt lgi trén hé thong thiin kinh trung wong (4o gide, lo
fu, trim cam, miit ngu. dau ddu nfng vil 18 Fin). Cic phin img ity c6 thé xdy ra trong vong vai gidr dén vii
win sau khi sif dung thube. Bénh nhin & biit ky wéi nio holic khang c6 yéu 16 nguy co ton tai tl trude déu
6 thé gip nhimg phan img co hai trén.
Ngimg st dung thudc ngay khi o du hi¢u hoc riu chimg ddu tién cila bt ky phan img b hai nghiém
trong nivo. Thém vdo do, trinh sir dung cdc khang sinh nhom fluoroquinolon cho cic bénh nhan da timg glip
cdc phin img nghiém trong lién quan dén fluoroguinolon.
Lai fch cia vige diéu iri moxifloxacin dic biét 1i nhimg nhiém khuin véi mirc 4o nghiém trong thip nén
duge cin nhic dén cdc théng tin trong mye ndy.
Keéo dai khodng QTe hay cd kha ndng kéo ddi khodng QTc:
Moxifloxacin dii cho thiy khi ning kéo dai khoang QT trén di¢n tim 46 & mjt sb bgnh nhin, Khoing QTc
Kéo dii lién quan dén nong do moxifloxacin huyét tromg do truyén tinh mach nhanh. Do d6, thoi gian
truyén khong duge it hon thin gian khuyén cdo 60 phit vi khong vurgt qui 400 me/lin/ngdy. Phy ni¥ vi
nguin cao i co xu hidng nhay cam hon véi thude gy kéo dai khodng QTe nén phii thin trng khi ding
thube.
Nimg ding moxifloxacin néu c6 dfu higu hoje trigu chimg con logn nhip tim khi dang diéu tj, 6 hafic
khong c6 phit hign trén dign tim 45, Chn thin trong & nhimg bénh nhin cb bit ky nguy corndo din dén logn
hip tim, ching han nbut thiéu méu cye bg ca tim cdp vi c6 thé din dén ting nguy e loan nhip thit (xodn
dinh) vi ngimg tim. ity
Thiin trong & nhimg bénh nhin dang diing thubc c6 thé gy gidm kali bodc lim nhip tim chim.
Qud mdn/phin dmg o img: ;
il duge bio co véqua min vi phin img dj img cia céc Muorogquinol bwgbn[ sau khi
diing i dhu tién. Phan (g phan vé c6 thé tin trién thanh s de doa tinh myag, thim chi chi sau liu diu
(ién. Trong nhimg truemg hap niy nén ngimg moxifloxacin vi thye hin bi¢n phip dicu trj thich ligp (nhu
didu tr) sbc). "
‘gﬂm viém gan (b cdp c6 thé din dén suy gan (bao gbm ch rrdmg hop tir vong) & duge bio cio
i diing moxifloxacin. Bénh nhin canlién hg v bic 5§ tnrar ki tiép tue didu trj néu c6 ede diu higu vi
wriéu chimg cua Béah £an clip tién trién nhanh nhy vang da, nudc néu‘dm miu, chiy méu holic bnh nio -
" phdi xét nghiém chirc ning gan trong tnudmg hop c6 diu hidu rdi loan xay ra.
Phin iong gly bov mieic trén da . 2
Cac truomg bop phan (g ghy bong nude trén da nhur hoi chimg Stevens — Johnson hoje hoai m.h',é." mé
nhidm décdl'f"w bao cho khi ding moxifloxacin. Bénh nhin cin béc s§ ngay Lip e trude khi tiep wie
diéu trj néu co phan (Mg da hodc nitm moc xdy ra,

nén duge sif dyng thin trong @ nhimg bénh nhan b nhurge co vi cde trigu chimg 6 thé trdm
trong hon

Viém gin, dirt gin:

Viém v din gin (dc bit 14 gin got chin) o6 thé xdy ra khi ding quinolone, ké ci moxifloxacin, ¢6 the
xiy ra trong vong 48 gitr sau khi bit dbu vi kéo dai dén vai thing sau khi ngimg dicu tri. Nguy co viém

| ghn va dirt gin ting lén ¢ bénh nhin 16m wéi vi nhimg nguoi didu trj ddng thoi vén corticosteroid. Khi co

dhu higu diu tién cia bgnh, bénh nhén nén ngimg diéu trj voi moxifioxacin, cc chi bi 10n thirng cin
duge nghi ngoi va tham khio § kién bac s3 dé didu tri (vi dy nhu khang cir dong).

Bénh nivin suy thin:

Béah nhin cao twéi bj réi loan trén thin nén sir dyng moxifloxacin mét cach thiin trongnéu khang thé duy
tri lugng nurge udng diy i, bn vi tinh trang mit nurée 6 thé 1am ting nguy co suy thin

Réi logn thi gide:

Néu thi gidc bi suy yéu hay ¢ bt ki anh uromg no 161 mit, cn hoi ¢ kién bic s§ ngay lip tic

Réi logn diorag huyét:

Gibng nhu céc fluoroquinolone khac, moxifloxacin ciing giy rdi loan dwémg huyét bao gdm od ting vi h
duimg huyét. ROi logn duimg huyét chil yéu gip & bénh nhin cao wdi dai thio duéng diéu tri phoi bop
moxifloxacin vai thude hg dirmg huyét hojc insulin. Do dé cin theo ddi cin thiin glucose huyét & bénh
nhin dii thio duimg.

Viém mb quank djng mach:

Thude chi dung theo dudng fiém truyén tinh mch. Tranh truyén dong mach do d ¢ truomg hop viém
mé quanh djng mach trong cdc nghién ciru tién lim sing sau khi ding theo duemg truyén ndy.

Trinit cde phdn iimg nhay cdm dnh sing:

Quinolone di duge chimg min 1d gy ra phan img nhay cim dnh sing ¢ b¢nh nhiin, cic nghién ciru di
chira réng moxifloxacin 6 nguy <o thip hom. Tuy nhién b§nh nhan nén trdnh tiép xtc véi tia UV hay dnh
siing manh trong khi diéu tr bing moxifloxacin.

Binh nhan thiéu hut glucose - 6 - phosphate dehydrogenase:

Bénh nhin co tién sir gia dinh thiéu byt glucose - 6 ~ phosphate dehydrogenase d& bi phan img tan mau
khi diéu trj bing quinolone. Vi viiy moxifloxacin nén sit dung thin trong & nhimg bénh nhan ndy.

Bénk nhan nhiém khudn da, 16 chire diegi da o6 bién chimg (cSSST) dic bigr.

Hiu qud lim sang cta moxifloxacin rong diéu inj vét bong nhiém tring nding, viém cin mac, nhiém tring
bin chan trén bénh nhiin dai thio dwong vén suy wy xuong chua duge thiét lip.

Anl liueimg cde xét nghigm sinh hpc:

Diéu trj moxifloxacin ¢6 thé dnh hudmg dén cdc ching vi khudn Mycobacterium spp. Kiém tra bing cich
irc ché sur tang tnrémg cua vi khudn lao cho két qud 4m tinh & céic méu 14y tir b¢nh nhin dang diing moxi-
Noxacin.

Bénlt nhén bj nhiém Staplylocaccus aureus dé kiving methicillin (MRSA):

Moxifloxacin khong duge khuyén cdo dé diéu tr cic béah nhidm MRSA. Trong truémg hgp nghi nger
nhiém khuin do MRSA, nén diéu trj véi chit khang khuin thich hop

Bénh nhén ¢ ché d in kiéng natriz

Thubc 6 chira khoang 16 milimol (370 miligram) natri mdi liéu, cin thin trong & nhimg ngudi cin phii
duge kiém sodt ché o an natri.

Tré em:

Do dnh huémg xdu cia moxifloxacin dén syn & ngudi dang truomg thanh. Vi vily, chdng chi dinh ding
moxifloxacin & tré em duéi 18 tudi.

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

Thiri kp cé thai:

S an toin d0i véi phu nit mang thai chua duge dénh gi. Nehién ciru & ddng vit cho thily thube ¢6 hai
Ién ¢o quan sinh san, d6i voi ngudi viin chira duge biét. Do nguy co fluoroquinolone ghy thodi héa syn
khép chiu trong lye 0 dong vit chura tnrimg thinh v cée chiin thuong d3 gip phai o tre em duing fluoro-
quinolone, moxifloxacin khong duge ding & phy nif ¢6 thai.

Théri ky cho con bii:

Dit ligu tién lim sang cho thiy mét lrgng nho moxifloxacin duge bi tiét vao sira. Tuy chua ¢6 dir ligu
trén ngudi nhung vi nguy co fluoroquinolone ghy thodi héa sun khép chiu trong lyc & dong Vit chira
trudmg thinh, vi vy khong ding moxifloxacin & phy nir cho con bt

ANH HUONG CUA THUOC LEN KHA NANG LAUXE, VAN HANH MAY MOC:

Chura c6 nghién citu nda vé dnh hwang ctia moxifloxacin dén kha niing i xe va viin hinh méy mée. Tuy
nhién, cic fluoroquinolone bao gém moxifloxacin cé thé ghy cic phin img trén hé thin kinh trung wong
(chbnf mit, mit th lye thoing qua). mit  thire tam théi hoe L dai (ngét). Bénh nhan cdn phai dwre tr
viin vé anh urdmg cita thude trudre khi 14i xe vi vin hinh may méc

TUONG TAC, TUGNG KY CUA THUOC:

Keéo dii khoing QT ¢6 thé xay ra khi két hop moxifloxacin vési mt s6 thude khdc, ¢4 kha ning lam ting

nguy ca loan nhip thit, xodn dinh. Vi vy chéng chi dinh cac thube sau khi dung moxifloxacin )

- Thudc chong loan hip tim nhom IA (quinidine, hydroquinidine, di ide),

- Thuéc chng logn nhip tim nhom 111 (amiodarone, sotalel, dofetilide, ihunlidc)_‘
5 sl

- Thubc chéng logn thin (dan xudt pimozide, sertindol "

- Thudc chbng trim cim ba vong. y

- Mot s6 khang sinh (saquinavir, sparfloxacin, ery in IV, g iraalarials particulari
halofantrine). ) :

- Thudc khing histamine (terfenadi i lastine).

- Cic thude khéc (cisaprid IV, bepridil, diphemanil),

Moxifloxacin nén duuqe ding thin trong & nhimg binh nhin dang ding cie thue o (hé i i nbne
40 kali miu (nhw thudc loi tiéu thiazide va lgi tiu quai, nhudn tring, thut “ié\‘:]o:;;é’. l:.w con!im
amphotericin B) hofe edc thude 1im chém nhip tim déng ké trén 1m sin i ¥
Sau khi ding thudc nhi¢u Lin & ngwi tinh nguyén khoe manh, moxifloxa
khodng 30% mi khong dnh huimg dén AUC hode ndng dd t6i thicy
véi digoxin, )
Trong cic nghién cimu tién hinh & nhimg ngudi bi binh dai thio dudng, di i
K i7 g , d floxacin

durdomg udng véi glibenclamide lam giam khodng 21% ndng g dinh lmngg huyuz? u;‘:n" !:-Iin gmli,m;
Sir ket hop cua glibenclamide vi moxifloxacin vé nilit 1§ thuyét cg thé gly ra tin, %m‘mg huyét nhg vi
:'Pi"g ‘x;‘” “g%ﬂz“ug“““: "yﬂ"e dire ddng hoc cua glibenclamide ki . in dén nhimg thay

01 cun ong 2 huyet, insulin huyét). Do do khéng cq A i -
floxacin v glibenclamide. o ONg €0 turong tac vi |im sing gitm moxi
Thay doi INR "
Nhiéu trurimg hop cho thiy e sy gia ting tic dung chng dong mi y " hin ding
tha Khang sinh, dl biéL1 cic e e g g g MRS
losporin. Tinh trang viént va nbi¢m khufn, i tic vi tinh trang chung g W nguy o

: @ chung el béuh vbu 10 nguy
Trong truimg hgp nidy, rit kho dénh gid nguyén nhin 20y ra i loan ?ﬁg (duhf‘n]::::“n Ii;gm Khudn hay
do ditu try). Céin thy hién phong ngira cdng véi theo ddi INR, néu cn thit phai di‘gu chind lidu thude
chbng dong duimg ubng cho phit hop, i
Céc nghién cuu lim sing cho thiy khong ¢6 sy tromg tc sau khi duny raniti-
b e 2 dong thiri mosfloxacin YO Fanit

dinc, probenecid, (hm‘wj triinh thai duimg udng, tye phim chire ning ch%m cmz:ommu dang tiém,
theophylline, cyclosporine hojic itraconazole. Khong co twong téc chuyén hoa qua‘c yiochroune P450,

acin lam ting Crax cia digoxin
Khong can thn trong khi sir dung




A e e i A e

TAC py
Cle the '&:‘G KHONG MONG MUON €UA THUOC: )
theo dugm, M€ Khing mong mudn dirge ghi ahin theo tin s trén 1am sang Y& MOXifloxacin 400 mg/ngdy
Ngadi byl e TUpén tinh mach hofe duomg wing duge ligt ke saudly

hang mg"ﬂn Vit chay, cic te dung phu Khac ¢6 thn s duén 3%, Troné MOt ahom tin <0, tc dyng
Thudmg o 400 the hién theo mite dd nghiém rong gidm din. ’ , )
rh hi&f‘m((l'lms,\nk- 11101, it ghp (1/1000 < ADR < 1/100), hiém 0P (1110 000 < ADR < 1/100p),

ADR < /10 000)

——_—

3én KA Ddng gy o
{hiim (trimg gD & Paeygomonas acruginosa) va bom diy ¢ hé anh romg véi

moxifloxacin

“Trén in vitro vi khulin khgpg moxifloxacin phat trién chn "‘5““‘_
et ci has enzym topaisomernse logi 11 ctsa vi Khudn, DNA #Y7
bj dnh hudng b car ché by dly & vi khuln Gram duony "
DA thily c6 sy khing chég giira moxifloxacin vil cic n.n-rwf"‘“‘"||°y i
durong dé khdng vén chc flyproquinolone khic vin co thé s i con

qua mhidu e 30UDHD 1 vy gy
Vit topoisomerise Y Moxifloxacin i

one khic. Tuy M0 vi khudn Gragy
i moxifloxacin

Mt s tie dung khang mong muon 6 tin sudt g#p phai cao hom & céc bénh nhan duge didu i bing duimg
tiém truyén tinh mach kem hodc khong kém theo dudmg uong:

Tihneong gap: Tang gamma-glutamy|-transferase

fr gip: Nhip nhanh thit, ha huyét ap, phis né, viém dgi trang lién quan dén khéng sinh (viém dai trang mang
gid, bién chimg de doa tinh mang trong truémg hop hiém gip), déng kinh bao gdm dgng kinh con 1én, do
gidc, suy thin (ting BUN vi creatinin), giam chic ning thin.

MGt s truémg hop rét hiém gip xdy ra cc tdic dyng phy sau ddy sau khi diéu tr vai fluoroquinolone khéc,
mi co thé cing xiy ra khi diéu trj véi moxifloxacin: tang natri huyét, ng calci huyét, thi¢u mau tan huyét,
nhirge co van, phan img nhay cam énh séng.

Hirdmg din cich xir tri ADR

Ngimg ngay moxifloxacin khi o bit ky dau higu nao ciia phan img qua mén, téc dung phu trén thin kinh
(co @mit, tram cam, It lin, a0 gisc, run rdy, 6 § nghi oy sat); dau, viém hojc bong gin.

Cac biéu hi¢a rdi loan tiéu héa nhu budn non, non, dau bung, rdi Joan vi gidc thuéng o mire 9 nhe khong
chin can thigp diéu trj. Néu cb dau higu viém dai trang mang gia, cin theo dai mirc 4§ ia chay, néu ning phai
diéu trj bang khing sinh khic thich hap

QUA LIEU VA CACH x‘L‘f?m;

Khong cb thude dic higu de dicu trj khi ding qui liéu khuyén cdo, chia yéu diu tri trigu chimg v thye hign
céc bién phap hd tro: Ding than hogt dé gidm kha dung todn thn cta thubc, Ii niéu dé ting thai thude.
Theo déi di¢n tm do trong vong 24 gier vi ¢6 thé kéo dai khoang QT vé logn nhip tim. Bt di dich cho
ngudi bénh.

PAC TINH DUGC LUC HOC:

Nhom dargre 1y Khng sinh shom fiuoroguinolone.

Ma ATC. J0IMAI4

Cor ché tic dung: . i . )
Moxifloxacin ¢6 14¢ dung in vitro ddi vai ci vi khuan Gram fim vi Gram duong, e ché enzym topoisomer-
ase Joai [l cva vi khudn (DNA gyrase vi topoisomerase IV) 14 enzym cén thiét cho qud trinh sao chép, phién
mi va sira chira DNA cia vi khuan. Nhin 1,8 - napthyridine cia moxifloxacin c6 cdc nhénl the ; -
methoxy vi 7 - diazabicyclononyl lim téing tic dung khing sinh va giam sy chon loc cic the ot bién khing
thubc ctia vi Khuan Gram duong.

Cor ché dé khang.
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e m’:“’ sﬂ‘an!sb:&mﬁnh'cnﬂ& Sau khi truyén tinh mach 400 mg moxifloxacin trong 1 gid, nbng d dinh xip xi 4,1 mg/ dat duge vio
s thé de doa tinh cudi giai dogn truyén, tang 26% so v ding dang uéng (3,1 mg). Dién tich duti duémg cong dat 39
b losmco uakbip — it gie mg.gidv] sau khi truyén tinh mych va chi ting nhg so vai ding duimg udng (35 mg. @iévl) véi sinh kha
xuong khip Pau co Chut rat Vidm khip dung dat gan 91%.
i mg lign Cogift co Cimg cu big Phin b
N g g
o e DL Elp it bt abupmer ifloxacin dwoc phin bé nhanh chzngd:‘ncickhnang ngogi bio. Sau khi ubng lidu 400 mg. Thé tich
b Sl s By phin bb tai trang thai dn dinh (Vss) x ip xi 2,0 Vkg. Trong cic nghién i in vitro v ex vivo, khoing 40
prod g G pho g " 42% moxifloxacin lién két vén protein, khong phy thuge vo nong 0o cia thuée. Moxifloxacin lién két
-t chu yéu véi albumin huyét twong. Moxifloxacin dat nong d§ cao tai niém mac phé quan, dich bidu mo,
dai thyce bao phé nang, mé dudi da va co xuong. San 10 gidr truyén tinh mach, mét hugng Iom thude vén
Réi b Cam thiy kbong khde Phink ndng 4 1,75 me/l duge tim thiy & dich trong nét phing ciia da. Sau khi truyén tinh mach 40 mg. néng
o hin i Chnyes Wy 0 40 trong mb thuémg trdi hon c4 ndng 4§ trong huyet nrong
Biéu hoén dau (bso gbrm Chiyén héa: .
%‘Jﬂ?—dc"!g;'“\"i Moxifloxacin trai qua chuyén hoa sinh hoc pha 11, duge dho thai qua thin (khoang 40%) va mit/phin
D4 mb boi (khoiing 60%) duéi dang khong déi‘cﬂng nhu dang ph\’rE hop sLLlpho (MI) va glucuronide (M2). M1 va
M2 1 chit chuyén hoa c6 § nghia doi véri ngudi, cd hai dbu 1d chit bit hoat vi khudn. Céc nghién ciru lim

sing pha 1 va in vitro cho thiy khéng ¢6 twong tic duoc ding hoe véi cic thudc khic chuyén hoa qua pha
[ lién quan dén hé cytochrome P450. Khang 6 diu higu etia sy chuyén héa oxy hoa.

Thai tree:

Thai gian bin hiy xép xi 12 gié. V6i liéu 400 mg. g thanh thii toan phin trung binh khoang 179 - 246
mi/phit. DG thanh thii cia thin khodng 24 - 53 ml/phit cho thdy thude 6 thé duge ti hip thy mt phin
@ g thin. Sau khi ding 400 mg truyén tinh mach, thube duge thai trix dudi dang khéng déi qua nude
ticu khoang 22% va phan khoang 26%. 98% thude dudi dang khang d6i va chuyén héa duge ddo thai khi
diing duomg truyén finh mach.

Sir dyng dong thir véi ranitidine va probenecid khong lam thay dbi d¢ thanh thai thin cia thude.

Suy than

Ciic théng sb dge déng hoe clia moxifloxacin khéng bj anh hudng & ngudn suy thin (ké ca dd thanh thai
creatinin > 20 mlmin/1,73n). Khi chirc ning thin suy giam, néng da cac chit chuyén hoa M2 (glucuron-
ide) tang Ién (ngay ca khi 4§ thanh thdi creatinin < 30 mUphiv1,73 m?) .

Suy gan:

Trén co sir cic nghién ciru duge luc hoc d thire hign cho dén nay, & nhimg bénh nhin bj suy gan (nhém
A, B theo phin loai cia Child Pugh), khang the xic dinh duoe bit ky s khic bigt nio so véi ngudi tinh
nguyén khoe manh. Chirc ming gan suy gidm o fién quan nhiéu hon dén su chuyén hoa thinh M1 trong
huyét twang khi so sanh ngudi suy gan véi nguan tinh nguyén khoe manh ciing sir dung thube, Vin chwm
6 dii dit ligu vé viée sir dung moxifloxacin & nhimg bénh nhan suy gidm chire nang gan trén 1am sing.

QUY CACH DONG GO: Hdp chira 1 chai nhua x 250 ml dung dich truyén tinh mach.

BIEU KTEN BAO QUAN: Bio quan thubc nai khé rdo, dusi 30°C

TIEU CHUAN CHAT LUQNG: Nh san xudt.

e sl P ,

Ngiy hét han li ngay cubi é\)ng’t’:ﬂn';:;ruraglltél hgan g??l'r::n b::llls? e
TEN, DJA CHI CO SO SAN XUAT THUOC

DEMOS A.
Industry

Cor ché dé khing 1am bt hoat penicillin, céc in, aminoglycoside, macrolide 3
Khng anh hsimg 00 hoat ddng khing khuiin cita moxifloxacin. Céc co ché d¢ khang khic nhu giam t
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