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TO HUONG DAN SU DUNG THUOC
Rx — Thube nay chi ding theo don thudc
Dung dich tiém truyén
GETMOXY IV INFUSION 400mg/250ml

Moxifloxacin (dudi dang moxifloxacin hydroclorid) 400mg/250ml m
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THANH PHAN CONG THUC THUOC

M3di lo 250ml chira:

Thanh phéin hoat chir: Moxifloxacin (dudi dang moxifloxacin hydroclorid)........oceeeverrrisceerrireenne. 400mg
Thank phan td dwge: Natri clorid, acid hydrocloric, natri hydroxyd, nuéc cét pha tiém.

DANG BAO CHE: Dung dich tiém truyén.

Dung dich mau vang nhat dyng trong lo thily tinh khong mau trong suot.

CHI PINH

GETMOXY IV INFUSION 400mg/250ml (Mox:ﬂoxacm) tiém truyén tinh mach duoc chi dinh dé diéu tri
bénh viém phm mac phai tir cong dong do nhing chung vi khuén nhay cam.

Nhiém khuan da va to chirc dudi da phuc tap (bao gdm nhiém khuan ban chin do bénh ddi thio dudng).
Nhiém khuén & bung phirc tap (bao gdm ca céc truomg hop nhim khuan do nhiéu loai vi khuan nhur ap xe).
Nén xem xét can than cic chi din chinh thic vé sir dung thich hop cac khang sinh.

CACH DUNG, LIEU DUNG

Cich sir dung:

Truyén thude theo du'ofng tinh mach véi thoi gian trén 60 phit. .

Dong chir “thoi gian truycn trén 60 phat” phai duge luu y trén bao bi san pham.

C6 thé truyén thube truc tiép hodc qua ong chir T cung vdi céc dung dich tiém truyén tuong thich.

Cac dung dich cung tiém truyen duci déy cho thay khi pha véi dung dich GETMOXY IV INFUSION
400mg/250ml c6 thé tao thanh hdn hgp 6n dinh trén 24 g:ér ¢ nhiét do phong, do d6 co thé coi 14 twong thich
v6i dung dich GETMOXY [V INFUSION 400mg/250ml dé tiém truyén:

Nude cat pha tiém Glucose 40%

Natri Clorid 0.9% Xylit 20%

Natri Clorid | M Dung djch Ringer

Glucose 5% Dung dich Lactated Ringer

Glucose 10%

Néu dung dich tiém truyén GETMOXY IV INFUSION 400mg/250ml duge cho cung véi mot thude khéc, thi
mdi thude phai dugc truyén riéng ré (xem muc “Tuong ky”).

Chi str dung dung dich con trong suét.

Liéu hrl;rng quy dinh

» Liéu ding (ngudi l6n):

Liéu khuyén diung cho GETMOXY IV INFUSION 400mg/250ml la 400 mg (1 vién nén bao phim hogc 250
mL dung djch tiém truyén, tuong img) mot lan mdi ngay cho cac chi dinh néu trén va khong duge dung qua
licu,

» Thoi gian diéu trj

Nén xéc dinh thoi gian diu tri tdy theo mirc d6 nang cla chi dinh hay dap (mg lam sang.

Liéu thuong khuyén ding duéi déy 1a cho diéu tri nhiém khuan dudng ho hép trén va dudi:

C6 thé khoi diu dot diéu tri voi tiém truyén tinh mach sau do chuyén sang ding vién uéng khi c6 chi dinh trén
ldm sang.

Tong thoi gian diéu tri khuyén dung trong trudng hop diéu trj ndi tlep viém phm cong dong (I\hm diu bang
truyen tinh mach sau do6 chuyén sang udng) 1a tir 7 dén 14 ngay Téng thoi gian diéu tri noi tlcp cho nhiém
khuan da va té chirc dudi da phire tap (khoi dAu bang truyén tinh mach sau dé chuyén sang uong): 7 — 21
ngay.

T%no thoi glan diéu tri ndi tlep cho nhidm khuan & bung phirc tap (khéi ddu bang truyén tinh mach sau dé
chuyén sang udng): 5 — 14 ngay

Khéng nén kéo dai qua thoi gian diéu trj dugc khuyén céo.

Dung djch tiém truyen GETMOXY IV INFUSION 400mg/250m] da dugc nghién clru trong cac thir nghiém
lam sang kéo dai dén 21 ngay diéu trj (nhiém khuan da va té chirc dudi da phic tap).
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Théng tin bd sung cho cic bénh nhdn dic biét i PRI
» Bénh nhi: Hiéu qua cia moxifloxacin & tré em va thanh thiéu nién chua duge xéc df i
duge trinh bay trong céac myc Tac dung khong mong mubn cia thude, Pic tinh duge
duge luc hoc. Khong co khuyén céo veé liéu lugng sir dyng. v
D6 an todn cia GETMOXY IV INFUSION 400mg/250ml o tré dudi 6 tudi chua duqck Al
¢0 dugc trinh bay trong cac muc Tac dung khong mong muén, Déc tinh dugc dong ho \\*r'

hoc va Dit liéu an toan tién lam sang. \ .

» Ngudi lon tudi: Khong cin phai chinh lidu & ngudi 1én tudi. S

» Cic ching toc khac nhau: Khéng cin chinh liéu trong cdc nhém ching tdc.

» Suy gan: Khong can phai chinh liéu & bénh nhin c6 ton thuong chirc ning gan (xem phan Canh béo va

Than trong khi st dung cho bénh nhédn bj xo gan).

P Suy thin: Khéng can phai chinh liéu trén bénh nhin suy thin & bt ky mirc d§ nao (ké ca khi d6 thanh thai

creatinine < 30ml/phat/1,73m?) va trén bénh nhan dang phai loc mau kéo dai nhu thim tach mau va bénh nhan

tham phén phiic mac lién tuc ngoai tri.

CHONG CHI PINH

Ngudri ¢6 tién sir qua man véi moxifloxacin, hodc cdc khang sinh quinolon khdc, hodc véi bt kv

thanh phin nio cua thude.

Phu nir mang thai va cho con bu.

Bénh nhén dudi 18 wéi. o

Bénh nhén c6 tién sir bgnh: Roi logn gén lién quan dén diéu tri quinolon. '

Ca trong cac nghién ciru 1dm sang va trén ngudi, nhimg thay ddi vé dién tim da dugc quan sat thay

sau khi str dung moxifloxacin la kéo dai QT. Vi Iy do an toan khi sir dung thude, moxifloxacin chéng

chi dinh & nhitng bénh nhén sau:

- Kéo dai QT bém sinh. ‘

- Rai loan dién giai, dic biét trong ha kali mau khong duge diéu tri.

- Nhip tim cham c6 lién quan trén 1am sang.

- Suy tim ¢¢ lién quan dén lam sang.

- Tién sir réi loan nhip tim. )

- Moxifloxacin khong nén dugc sir dung dong thoi vai cac thude khac kéo dai QT.

- Do dit lidu ldm sang han ché, moxifloxacin ciing bi chéng chi dinh & nhitng bénh nhén bi suy
giam chirc ndng gan va ¢ nhimg bénh nhan co transaminase tang > 5 lan ULN (Gidi han trén cua
mirc binh thuong).

CANH BAO VA THAN TRONG KHI DUNG THUOC
Cac phan tmg c6 hai nghiém trong c6 kha ning khong hdi phuc va giy tan tat, bao gdm viém gan, dit gan,
bénh 1y than kinh ngoai bién va céc tac dung bét lgi trén than kinh trung uong.
Cac khang sinh nhém ﬂuoroqumolon ¢6 lién quan dén céc phan (mg c6 hai nghlem tmn&, c6 kha niing gay tan
tat va khong héi phuc trén céc hé co quan khac nhau ctia co thé. Cac phan {mg ndy co6 thé xudt hién dong thoi
trén ctung bénh nhén. Céc phan ng c6 hai thuong duge ghi nhan gbm viém gan, dt gin, dau khop, dau co,
bénh 1y than kinh I‘I.%Oiil vi va cac tac dung bét lgi trén hé thong than kinh trung uong (ao glac, lo &u, tram
cam, mat ngu, dau dau nang va lu lan). Cac phan (mg nay cd thé Xay ra trong vong vai gio dén val tuan sau khi
st dung thudc. Bénh nhan ¢ bit ky tudi nao hogic khong ¢6 yéu t6 nguy co ton tai tir trude déu co thé gip
nhirng phan (ng c6 hai trén.

Ngung sir dung thude ngay khi c6 déu hiéu hojic triéu chimg dau tién cia bét ky phan (ing c6 hai nghiém trong

nao. Thém vao d6, tranh sir dung cac khang sinh nhém fluoroquinolon cho cdc bénh nhédn da timg gap céc

phan (g nghlem trong lién quan dén fluoroquinolon.

Nén tranh sir dung moxifloxacin & nhimg bénh nhan da timg gap téc dung khéng mong mudn nghiém trong

khi sir dung céc thude c6 chira quinolon hojic fluoroqumolon (xem muc Tdc dung khong mong muon khi ding

:huac) Chi nén bit diu dlcu trj nhirng bénh nhén nay bﬁng moxifloxacin khi khéng c6 lya chon diéu trj thay

thé va sau khi danh gia can thén lgi ich/rii ro (xem thém muc Chong chi (!mh)

Loi ich diéu tri moxifloxacin trong nhiém khudn véi nguy co thap nhét nén dugc cin nhic dwa vao nhing

théng tin trong muc thén trong va canh bao khi sir dung.

Phinh dong mach chu va tach dong mach chu, va hé van tim

Céc nghién ctru dich t€ hoc béo cdo nguy co gia ting phinh déng mach chu va tich dong mach cha, dic biét la

& bénh nhén 16n tudi, va hé van ddng mach chu va van hal la sau khi diing ﬂuoroqumalon Céc trudng hop

phinh dong mach chu va tach dong mach chi, ddi khi ¢6 bién chimg do v (bao gém ca tir vong), va ho bat ky

van tim nio da dugc bdo cdo & nhiing bénh nhan ding fluoroquinolon (xem myc Tdc dung khéng mong muon
cua thuoc).
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Do d6, chi nén sir dung fluoroquinolon sau khi danh gia can than lgi ich-rui ro va sa
chon diéu tri khac & nhitng bénh nhan cé tién sir gia dinh méc bénh phinh dong mach ffoz '
sinh, hodc & nhitng bénh nhan dugc chin doan mic bénh phinh déng mach chu va/h c%:éc téqh‘ dong ma
chu hodc bénh van tim tir trude, hode khi co cac yeu té) nguy co hodc tinh trang khac céith dﬁlg ﬁﬂn %e
l

- Ca phinh dong mach chu va boc tach va hé van tim (vi du: ri loan mé lién két nhu h mg M
hoi chu*ng Ehlers-Danlos, hdi chitng Turner, b¢nh Bchcet tang huyét ap, viém khép dar‘tg:@a

- Déi véi phinh va boc tach dong mach chu (vi du: r6i loan mach mau nhu viém dong mach Takayasu hoic
viém djng mach té bao khéng 10, hodc xo vira dong mach da biét hodc hoi chiing Sjogren) hodc

- Dbi véi bénh ho van tim (vi du: viém ndi tim mac nhiém khuén).

Nguy co phinh va boc tach dong mach chi, cling nhu v& djng mach chu cling c6 thé ting 1én & nhitng bénh

nhan dwoc diéu tri dﬁng thoi vai corticosteroid toan than.

Trong truéng hop dau bung, nguc hozc lung dot ngot, nén Khuyén bénh nhin dén gap bac si tai khoa cap cliu.

Nén khuyén bénh nhéan duoc diéu tri .y khoa ngay lép tirc trong trudng hop khé thd cap tinh, méi khai phat

danh trong nguc hoac tién trién phii né & bung hodc chi dudi.

Kéo dai khoang QT va bénh ldm sing lién quan dén kéo dai khoang OT

Moxifloxacin da dugc chimg minh 1am kéo dai khoang QTec trén dién tdm do ciia mdt s6 bénh nhan. Mirc do

kéo dai khoang QT c6 thé ting vai ndng do trong huyét tu-:mg ting do truyen tinh mach nhanh. Do do, thoi

gian tiém truyén tinh mach khéng duoc it hon 60 phit va liéu tiém truyén tinh mach khéng duge vugt qua

400mg.

Nén ngung diéu tri moxifloxacin néu ¢ nhitng ddu hiéu va triéu chimg lién quan dén chimg loan nhip tim

phat hién hay khong phat hién trén dién tam do (ECG) trong sudt qué trinh diéu tri.

Moxifloxacin nén sir dung than trong & bénh nhén mic bét ky bénh nao ma co khuynh hudng gy chimg loan

nhip tim (nhu thiéu mau cuc bd cép tinh) bdi vi co thé tang nguy co tién trién chimg loan nhip thét (bao gbm

xodn dinh — torasade de point) va ngung tim.

Moxifloxacin nén thin trong sir dung cho bénh nhan dang Ehr:u tri v&i thude ma co thé lam giam nong d6 kali.

Moxifloxacin nén than trong sir dung cho bénh nhén dang diéu trj v&i thude ma c6 lién quan dén chim nhip

tim.

Phuy nir va nguoi l6n tudi c6 thé nhay cam hon d6i véi nhitng tic dung lén kéo dai khoang QT c¢6 lién quan

dén thube nhu moxifloxacin va vi vy dic biét than trong khi sir dung trén nhimg déi tugng nay.

Phan ung quad man/dj ung

Phan {mg qua man va phan ng di img ciling duoe ghi nhdn trong liéu dAu tién cua fluoroquinolon gbm

moxifloxacin. Phan tmg phan vé c6 thé din dén sdc de doa su song ngay ca khi sir dung liéu dau tién. Trong

nhimg truong hop nay, nén ngung sir dung moxifloxacin va tién hanh diu trj triéu chimg phu hop (dicu tri

soc)

Phan Lrng ¢6 hai nghiém trong kéo dai. giy tan tit va c6 kha nang khong hdi phuc

Rat hiém truong hop phan (mg c6 hai nghiém trong kéo dai (kéo dai nhiéu thang hoic nhi¢u nam), gy tan tit

va ¢6 kha ning khong héi phuc anh huoéng dén cdc hé co quan khac nhau, déi khi 1a nhiéu hé co quan (co

xuwong, than kinh, tam than va glac quan) da duge bdo cio © nhung bénh nhin dung quinolon va

ﬂuoroqumolon, bat ké tudi tac va cac yéu to nguy co h:en cé. Cén ngimg str dyng moxifloxacin ngay 1ap tirc

Kkhi ¢é nhl.rng dau hiéu hoic tri¢u chimg dau tién cua bat ky phan mg cé hai nghiém trong nao va bénh nhin

nén lién hé voi béc si ké don dé duge tu van.

R6i loan chirc ndng gan nghiém trong

Mot s6 truong hop bung phat viém gan tiém 4n dan dén suy gan (bao gém trub'ng hop tir vong) dé duoc ghi

nhén khi sir dung v6i moxifloxacin. Bénh nhén dugc khuyén nén lién h¢ véi bac si trude khi tlep tuc diéu trj

néu nhimg déu hiéu va triéu chimg bung phat viém gan tién trién nhu tinh trang suy nhuge tién trién nhanh

lién quan dén vang da, nuéc tiéu mau den, khuynh hudng chay mau va bénh Iy ndo gan.

Nhu‘ng xét nghlem va danh gia chirc nang gan nén dugc tién hanh khi rdi loan chirc ning gan xay ra.

Phan vmg cé hai nghiém trong trén da

Céc phan (mg c6 hai nghiém trong trén da (SCAR) bao gSm hoai tir biéu bi nhiém déc (TEN: con duge goi la

hoi chimg Lyell), hoi chimg Stevens Johnson (SJS) va hoi chung mun mu ngoai ban toan than cap tinh

(AGEP), co thé de doa tinh mang hoac tir vong, da dugce bao cao khi su dung moxifloxacin (xem muc Tdc

dung khong mong muodn cta thuéc). Tai thoi diém ké don, bénh nhén cén dugce thong bao vé cac dau hidu va

trigu chimg cta phan tng da nghiém trong va dugc theo doi chdt ché. Néu xuét hién cac dau hiéu va triu

chimg goi ¥ cdc phén (g nay, can ngimg st dung moxifloxacin ngay lp tirc va can nhic phuong phap diéu

trj thay thé. Néu bénh nhén da xudt hién cac phan mg nghiém trong nhu SJS, TEN hodc AGEP khi st dung

moxifloxacin, khéng duge tai sir dung moxifloxacin cho bénh nhén nay bét cir ltic nao.

Bénh nhdn ¢ kha nang co giat
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Quinolon dugc biét lam ting kha n!m co gidt. Nén than trqng khi str dung véi bé
kinh trung uong hodc ¢6 nhimg yeu t0 nguy co khac ma c6 kha néng co gidt hod
gidt xay ra, nén ngung diéu tri v&i moxifloxacin va tién hanh nhimg xét nghiém p
Than kinh ngoai bién
Nhung trucmg hop da day than kinh giac quan hodc gidc quan — van dong dén der\ di 'g-m;-i,giﬁrg[tﬁ
loan cam giac hoic suy nhuge cling duge ghi nhan & bénh nhan diéu trj véi quino tﬁl};& 26n oxacin.
Bénh nhén dugc diéu tri vm moxifloxacin dugc khuyén nén lién hé vdi bac s trurée ugLE Iuc/ tri li¢u néu
triéu th.l'l‘lg réi loan h¢ than kinh nhw dau, néng, dau nhéi day than kinh, té liét hodc suy nhuoc tién trién.
Phan tmg tém thén
Phan (ng tam than ¢6 thé xay ra ngay liéu diu tién cﬁa quinolon, bao gdm moxifloxacin. Trong mét s& rét
hiém truomg hop trdm cam hodc phan img tim than tién trién dan den suy nghi ty tir va nhirng hanh vi géy tén
thuong chinh minh nhu nd lye tr tir. Néu bénh nhén phat trién nhu‘ng phan mg nay, ngung diéu trj
moxifloxacin va tién hanh nhung bién phap phu hop. Nén thén trong sir dung moxifloxacin ¢ nhitng bénh
nhin tim than hodc c6 tién sir bénh tim than
Tiéu chay lién quan d’en khdng sinh bao gom viém rudt két
Tiéu chay lién quan dén khang sinh (Antibiotic-associated dlarrhoea-AAD) va viém rudt két lién quan dén
khang sinh (Antibiotic-associated colitis-AAC), bao gom viém rudt két mang gia va tiéu chay lién quan den
Clostridium difficile duge ghi nhén lién quan dén viéc str dyng thudc khang sinh p]w rong bao gbm
moxifloxacin va cé thé & mirc d6 nghiém trong tir tiéu chay nhg: dén viém rudt ket Vi viy, diéu quan trong
nén xem xét nhimg chin doan nay & nhﬂ'ng bénh nhén c¢6 tién trién tiéu chay trAm trong trong qua trinh sur
dung hodic sau khi diéu trj moxifloxacin. Néu nghi ngd hodc xéc dinh tiéu chay lién quan dén khang sinh va
viém rubt két lién quan dén khéng sinh, nhirng diéu trj v&i nhitng tic nhan khéng khuén, bao gdm
moxifloxacin, nén ngung diéu trj va tién hanh ngay lap tu‘c nhung bién phap tri ligu phu hqp Ng0a1 ra, nht'mg
bién phap kiém soat nhiém khuin phii hop nén dugc tién hanh dé giam thiéu nguy co dan truyén. Thudc trc
ché nhu dong chong chi dinh & bénh nhan néu tiéu chay nghiém trong tién trién.
Bénh nhén nhuoc co ndng
Nén than trong sir dung moxifloxacin & bénh nhén nhuge co ning bdi vi nhing triéu chimg nay cé thé ning
hon.
Viém gdn, ton thiong gan
Viém gin va ton thuwong gan (dac biét gan got), thinh thoang ca 2 bén, c6 thé Xdy ra voi quinolon bao gom
moxifloxacin, thdm chi trong vong 48 gid lidu dau tién va duge ghi nhan 1én dén vai thang sau khi ngung tri
liéu. Nguy co viém gén va ton thuong gin tang & bcnh nhan 16n tudi, bénh nhan suy than, bénh nhan cﬁ} ghep
co quan déc va & nhitng bénh nhan dang str dung ddng thoi voi corticosteroid. Vi vy, nén tranh sir dung dong
thoi voi corticosteroid.
Déi voi nhimg ddu hiu dau tién cia viém gan (nhu sung dau va viém), nén ngung sir dung véi moxifloxacin
va cin nhéc cc diéu tr thay thé khac. Cén diéu trj thich hop déi véi nhitng chi bi anh hudng (nhu ¢é dinh).
Khéng nén st dung corticosteroid néu xuat hién céc ddu hiéu ctia bénh 1y gan.
Bénh nhéan réi loan chirc nang thdan
Ngudi 16n tudi bi rdi loan chire ning than nén than trong khi sir dung moxifloxacin, néu ho khéng thé duy tri
dugce dich dua vao thich hop, boi vi sy mat nude c6 thé ting nguy co suy than.
Roi loan thi gidc
Néu thi gidc bi rdi loan hodc nhing dnh huéng lén mit xday ra, bénh nhan nén tu van béc si chuyén khoa mét
ngay lap tire (xem muc Anh hwong cia thuée lén kha ndng ldi xe va van hanh mdy moc va Tde dung khong
mong muén ciia rhué'c).
RO loan dwomg huyét
Nhur nhimng fluoroquinolon khac, ri loan dudng huyét, bao gom ca tang va giam duong huyét ciing duge ghi
nhin khi sir dung moxifloxacin (xem muc Tdc dung khong mong muén cia thuoc), thudng & nhirng bénh nhan
sir dung dong thai véi thude diéu trj dai thao duong dudng ubng (nhu glibenclamid) hodc véi insulin. P co
nhing bo cdo vé hon mé do ha duomg huyét. O nhimg bénh nhén dai thio dudmg, khuyén cdo nén theo doi
chat ché dudng huyét.
Phong ngiva phan :j'ng nhay cam dnh sdang
Quinolon dugc biét gdy phan tmg nhay cam 4nh sang. Tuy nhién, nhiéu nghién ciru cho thdy moxifloxacin cé
nguy co thdp hon gy nhay cam 4nh sng. Tuy vay, bénh nhén cling dugc khuyén nén tranh phoi nhiém tia
UV ciling nhu anh sang rdng va manh trong qua trinh diéu trj v6i moxifloxacin.

Bénh nhdn thiéu hut glucose — sphat dehyvdrogenase )
Bénh nhén c6 tién sir gia dinh ho;f'_ic thuc té thiéu hut glucose-6-phosphat dehydrogenase ¢6 thé xay ra phan
img tan mau khi diéu tri bang khang sinh quinolon. Vi vdy moxifloxacin nén sir dung than trong trén nhiing
bénh nhéan nay.
Viém mé quanh déng mach

€ ; i 1 hé'thi:tll
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PRIV
Dung dich moxifloxacin dé tiém truyén la chi sir dung truyén tinh mach. St dung tg{‘}{/d@ S
béi vi nhirng nghién ciru tién 1am sang cho thay viém mé quanh dong mach xay ra; lii rﬁfg‘é‘ﬁ#ﬁﬁ duom
Bénh nhan nhiém khudn da va cdu tric da déc biét ! (l R =
Hiéu qua lim sang sir dung moxifloxacin trong diéu tri phong nang, viém mac va m'gem tru rggﬁtﬂa ﬁ bénh
déi thao dudmg voi viém xuong tuy chua dugc thiét lap. N\ ‘;\J HO LA
Bénh nhdn c6 che do dn chira muoi \ ~
Thude c6 chira 885,52mg natri moi liéu. Vi viy, cin phai xem xét déi v&i bénh nhén phél <o chg do an kiém
soat muoi.
Anh huomg dén xét nghiém sinh hgg
Diéu trj véi moxifloxacin ¢6 thé anh hudng dén xét nghiem céy vi khuén Mycobac!ermm spp- Do tic che sur
phat trién cia vi khudn lao din dén két qua am tinh sai léch & nhimg mau thir ciia bénh nhan dang udng
moxifloxacin.
Bénh nhdn nhiém tu gci‘u vang khg‘ng methicillin (MRS'AJ
Moxifloxacin khuyén cdo khong nén sir dl,mg dc diéu tri nhiém khuén ty cau vang khéng methicillin (MRSA).
Néu nghl ngd hodc xac dinh nhiém khuén ty cau vang khang methicillin, diéu tri bang khang sinh phi hop
khac nén dugc bat dau.
Tré em va thanh thiéu nién
Do tac dung khong mong mudn Ién syn & dong vét con non nén chéng chi dinh sir dung moxifloxacin & tré em
vi thanh thiéu nién duéi 18 tudi (xem muc Chong chi dinh).
SU DUNG THUOC CHO PHU NU CO THAI
Tinh an toan cta moxifloxacin trén phu nir ¢é thai van chua dugc xac dinh. Nhimg nghién ciru trén dong vit
cho thdy thube gdy ddc tinh trén kha ndng sinh san. Nguy co tiém an ddi véi con ngudi vén chua duge biét,
Do nhimg thir nghiém nguy co gy tén thuong ciia fluoroquinolon 1én sun chiu siic ning cia co thé & dong vat
con non va chin thuong khép thuin nghich dugc ghi nhan ¢ tré em sir dung fluoroquinolon, moxifloxacin
khong nén sir dung O phu nir c6 thai (xem muc C'hong chi djnh).
SU DI,JNG THUOC CHO PHU NU CHO CON BU
Chua ¢6 dir liéu san cé trén phy nir dang cho con bii. Nhitng dir li¢u tién 1am sing cho thidy mét lugng nho
moxifloxacin bai tiét vao sita me¢. Chua ¢6 dir liéu trén con ngudi va do nhirng thir nghiém nguy co gay ton
thu‘o'ng clia ﬂuoraqulnolon Ién sun chiu lyc cia dong vat chua truéng thanh, chéng chi dinh cho con ba trong
qua trinh di€u tri bang moxifloxacin.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 nghién clru yé anh huong cia moxifloxacin Ién kha néng lai xe va van hanh méay mée. Tuy nhién,
fluoroquinolon bao gdm moxifloxacin c6 thé dan dén suy giam kha ndng lai xe va vin hanh may moc do tac
dong 1én hé thén kinh trung uong (nhu chéng mat mit thi luc cép tinh hodc thoang qua, Xem muc Tdc dung
khong mong mzmn cua rhuoc) hodic mat ¥ thirc cdp tinh hoic trong thai gian ngin (ngit di, xem myc Tdc dung
khéng mong muon ctia thuoe). Bénh nhan duge khuyén nhimg phin img cia moxifloxacin truée khi ldi xe
hoéc vén hanh may moc.
TUONG TAC, TUONG KY CUA THUOC
Tuong thc véi cée thude khic
Khong thé loai trir tac dung phy bo sung gay kéo dai khoang QT cia moxifloxacin va cdc thuoc khac ciing ¢o
tac dung kéo dai khoang QT. Piéu nay co thé din dén ting nguy co r01 loan nhip thit, bao gom ca xoan dinh.
Do dé, viéc su dung danb » thori moxifloxacin voi bat ky san phim thude nao sau day ciing bj chéng chi dinh.
+ Thude chéng loan nhip nhém IA: quinidin, hydrogquinidin, disopyramid.
+ Thubc chéng loan nhip nhom II1: amiodaron, sotalol, dofetilid, ibutilid.
7 Thuéc chong loan than: phenothiazin, pimozid, sertindol, haloperidol, sultoprid.
+ Thubc chnng tram cam ba vémg
+ Mot sb thude khac: saquinavir, sparfloxacin, erythromycin IV, pentamidin, thuée chong sét rét dac biét la
halofactrin). )
+ Mot s6 thude chéng di ting: terfenadin, astemizol, mizolastin,
+ Nhirg loai khac: cisaprid, vincamin, bepridil, diphemanil.
Moxifloxacin nén dugc sir dung than trong & nhitng bénh nhéan dang dung thudc c6 thé 1am giam ndng d6 kali
(thudce loi tiéu quai va thude thiazid, thuoc nhuén trang va thut théo [liéu cao], corticosteroid, amphotericin B),
hogc thude ¢ lién quan dén bénh nhan méc bénh nhip tim chim ¢6 y nghia lim sang.
Sau khi dung liéu lap lai & nhimg ngum tinh nguyén khoe manh, moxifloxacin da ting Cmax cla dlgoxm
khoang 30%, ma khong anh hudng dén mirc AUC va nong dé ddy. Khong cén c6 than trong khi sir dung thude
dong thoi véi digoxin.
Trong nhirng nghlcn cuu duoc thue hién o nhimg bénh nhén dai thao duong, st dung ddng thdi moxifloxacin
Vi ghbenelam1d din dén giam 21% nong d6 dinh cua glibenclamid trong huyét tuong. Su két hgp cua
glibenclamid va moxifloxacin trén 1y thuyet co thé dan dén ting glucose mau nhe va thoang qua. Tuy nhién

tranh
nay.
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nhimg thay dbi dugc dong hoc quan sat duge dbi voi glibenclamid khﬁng din dén thay - h’g clu'(rc
lue hoe (dudmg huyét, insulin), Do d6, khéng cé twong téc lién quan dén 14m sang n 3 va

glibenclamid. m‘«.J nlb' \r “

Thay dfir INR:

Mot so lucmg Icrn cac trucmg hQ'p cho thay lam tang hoat tinh cua thuéc chéng dnng ﬁ}a.; uirrc
"yclu n,

cotrimoxaxol va mot 56 cephalusporm Céc tinh trang nhiém khuén va viém, tudi va lmh T Ch:;,l g cua'bénh

nhan dudng nhu la céc yéu td nguy co. Can thudng xuyén theo ddi chi s6 INR, néu cén thidtnén diéu chinh

liéu ding ctia thube chéng dong ducmg udng cho phii hgp.

Céc nghién ciru lam sang cho thay khong ¢6 tuong téc sau khi dung dong thoi moxifloxacin véi: ranitidin,

probenecid, thudc tranh thai duéng uéng, thyc pham bd sung calci, morphin tiém tinh mach, theophylin,

cyclosporin, hoéac itraconazol.

Nhung ngh!en clru in vitro trén ngudi cho thiy enzyme cytochrome P450 hd trg cho nhu‘ng phét hién nay. Dya

vao nhimng két qua nay, twong tac chuyén héa qua enzyme cytochrome P450 1a khong c6 thé xay ra.

Tuong tac vai thirc dn

Moxifloxacin khong ¢é twong tac lam sang vdi thirc n bao gdm céc san pham tir sira.

Tuong ky

Nhirng dung dich sau tuong ky v&i dung dich tiém truyén moxifloxacin:

- Dung dich natri clorid 10% va 20%.

- Dung djch natri bicarbonat 4,2% va 8,4%.

Dung dich tiém truyen Getmoxy 400mg/250ml khéng duge trén chung vai bt ky thanh phén nao khéc ngoai

trlr nhimg thanh phan sau: Nuéc cit pha tlem, dung dich natri clorid 0,9%; natri clorid 1M, glucose

5%/10%/40%; Xylitol 20%, dung dich Ringer, hén hop dung dich natri lactat (Dung dich Hartmann, dung

dich Ringer).

TAC DUNG KHONG MONG MUON CUA THUOC

Phan {mg bat loi dya trén céc lhu nghiem lam sang va ghi nhéan tir cdc bdo cdo sau luu hanh véi moxifloxacin

400mg dung hang ngay dugc sap xép theo tin sudt dquc li¢t ké dudi day:

Ngoai buon nén va tiéu chay, tat ca cac phan img bat lgi duge quan sét thay vGi tan so dudi 3%.

Trong maoi nhom phdn logi theo tan sudt, cde tdc dung khong mong muon dwoe sdp xép theo thir tu mirc dg

nghiém Irong giam ddn. Phén nhém theo tdn sudt; rdt thuong gap (ADR > 1/10), thwong gap (1/100 < ADR <

1/10), it gap (171000 = ADR < 1/100), hiém gap (171000 < ADR < 1/10000) va rat hiém gap (ADR <

1/10000), chwa biét (khong thé xdc dinh duoe tir dit lidu sén cd).

Nhiém khudn va nhiém ky sinh tring

Thwong gdp: Boi nhiém nim do vi khudn va ndm khang thudc nhw viém am dao va viém miéng do nim men

candida

Cdc réi logn mdu va hé bach huyét
It gap: Thiéu mau, giam bach cau, giam bach cau trung tinh, giam tiéu cdu, ting tiéu cau, ting bach cu ai
toan, kéo dai thoi gian prothrombin/ting chi sb INR

Rat hiém gap Tang nong do Prothrombma’chl s& INR giam, nong do prothrombin/INR bét thuong, giam bach
cau hat, giam toan thé huyét cau

Cde r6i logn hé mién dich

It gaip: Phéan img di ing

Hiém gdp: Phin vé bao gém séc rat hiém khi de doa tinh mang, phii dj (rmg/phii mach (bao gom phu thanh
quén, ¢6 kha ning de doa tinh mang)

Réi logn néi tiét

Rat hiém gdp: Hoi chimg bai tiét ADH (vasopressin) khong thich hop (SIADH)

Cde réi logn chuyén héa va dinh dutng

It gdp: Tang lipid mau

Hiém gdp: Tang dudng huyét, tang acid uric mau

Rdt hiém gdp: Ha duomg huyét, hon mé do ha duomg huyét

Cdc réi loan vé tdm than

It gap: Céc phan (mg lo 4u, tang hoat ddng tdm than van dong/lo du

Hiém ggp: Cam xuic khéng on dinh, tram cam (rat hiém géip céc truong hop c6 kha nang din dén ning nhat la
hanh vi ty gay thuong tich ban than, nhu y dinh ty tir hodc co gang tur tir), ao giac, mé sang

Rdt hiém gdp: Mt nhan cach, cac phan tmg loan than (ning nhat cé kha nang dan dén tu gdy thuong tich ban
than, nhu y dinh/y nghi tu tir hodc ¢o gang ty tir)
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Céc réi loan vé hé than kinh' f/ ,.;- a3 ghm‘c‘
Thuong gdp: Pau dau, choang vang { ~t pal v pIEN
It gip: Di cam va roi loan cam giéc, rcu loan vi gidc (ké ca mat vi gidc rat hiém a} ra)““&n {.Q‘n
dinh hudng, r6i loan giac ngi (chu yéu mat ngi), rung, chong mat, tinh trang lor W, “\ CHLRER
Hiém gdp: Giam cam giac, roi loan khiru giac (bao g gdbm ca mét khiru giac hoanl:&,\ ' uong, roi
loan phoi hgp vén dfng (ké ca r01 loan dang di, dac biét do choang vang hay chéng ma C'tcm déng kinh
bao gom ca con co giat toan thé, rdi loan chu y, rbi loan ngén ngit, giam tri nhé, bénh ly than kinh ngoai bién
va bénh ly da day than kinh

Rt hrem gap. Tang cam giac

Cac roi logn vé mat” .

It géip: R&i loan thi giac bao gdm song thi va m& mit (dc biét 14 trong qua trinh phan émg thén kinh trung
unng)

Rt hiém gdap: Mét thi luc thoang qua (dic biét trong giai doan xay ra cdc phan g clia hé than kinh trung
uong)

Cdc r Oi loan vé tai va mé dao

Hiém gap: U tai, suy giam thinh lyc bao gdm ca diéc (thuéng c6 thé hdi phyc)

Cdc roi logn vé hé tim mach™

Thuong gdp: Kéo dai khoang QT & bénh nhan ha kali mau

It gdp: Kéo dai khoang QT, danh tréng nguc, nhip tim nhanh rung nhi, dau thit nguc

Hiém gép: Nhip nhanh that, ngat xiu (tirc la mat y thire cap tinh va kéo dai trong thoi gian ngin)

Rar h:em gap: Loan nh;p khong xac dinh, xodn dinh, ngimg tim

Cac réi loan vé mach’

It gdp: Gian mach

Hiém gap: Tang huyet ap, ha huyet ap

Rt hiém ggp: Viém mach

Cdc réi logn vé hé hé hdp, 1ong nguc va trung thdt

It gap: Khoé thé (ké ca bénh hen)

Cdc roi logn rwu héa

Thuong gap: Buon non, nén, dau da day va dau bl,mg, tiéu chay

It gdp: Giam cam gléc ngon mleng va &n it, to bén, rbi loan v1 glac day hoi, viém da day rudt, tang, amylase
Hiém gép: Kho nudt, viém mi¢ng, viém rudt két lién quan dén sir dung khang sinh (bao gdbm viém dai trang
gia mac, trong nhimg truong hop rat hiém gép c6 thé dan dén bién chiing de doa tinh mang)

Cdc roi logn gan mdit

Thuong gap Tang cac men transaminase

It gap: Tén thuong chirc ning gan (bao gdm tang LDH), tang bilirubin, ting gamma-glutamyl-transferase,
tang phosphatase kiém trong mau

Hiém gdp: Vang da, viém gan (chu yeu la (r mat)

Rt hiem gap: Viém gan t6i chp din dén suy gan de doa tinh mang (bao gdm ca céc trudng hop tir vong)

Cdc réi loan vé dava mé dudi da

Ir gdp: Ngira, phat ban, may day, kho da

Rét hiém gap: Cac phan tmg bong rép trén da nhu hdi chiing Steven-Johnson hodc hoai tir biéu bi nhiém doc
(c6 kha ning de doa tinh mang)

Chiea biét: Phat ban mun mu toan than cép F{nh (AGEP)

Cdc phan iing vé hé co xwomg va ma lién két*

Ir gdp: Dau khop, dau co

Hiém g gdp: Viém gan, chudt rat, co giat co, yeu co

Rt hiém gap: Put gan, viém khap, cing co, trAm trong thém céc triéu chimg ctia bénh nhuge co

Chua gap Tiéu co vdn

Cac roi logn vé than va tiét niéu

It ggp Mt nude

Hiém gap: Tén thuong chirc ning thin (bao gbm tang BUN va creatlmne), suy thin

Cdc roi logn chung va cdc phan umg xay ra fg: vj tri ding thuée”

Thuong gdp: Phan urng tai vi tri tiém vé lruygn thude

It gap: Cam glac khéng khoe (cht yéu la suy nhuge va mét moi), tinh trang dau (bao gdm dau lung, ngyc,
xuong chau va cdc chi), d5 md héi, viém tinh mach (tht) tai v tri truyén

Hiem gdp: Phu

*Rdt hiém In:ng hop tac dung khong mong muon nghiém trong kéo dai (lén dén vai thang hodic nhiéu ndm),
gay tan tdt va co kha nang khéng hoi phuc, anh huong dén mot s6, dbi khi la nhiéu nhom co quan va gide
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quan (bao gém cic phan ting nhuw viém gan, dut gan, dau khép, dau o cdc chi, roi fa ' ;
kinh lién quan dén dj cam, trdm cam, mét moi, suy giam tri nho, r6i logn gidce ngu vel) 'M} inh Te,\thi
luc, vi gidc va khiru grac) d’a dwac bdo cdo lién quan dén viéc sir dung quinolon va ﬂmf ,oqﬂlﬁbm}? tron @ it
50 treeemg hop bat ké cdc yéu 160 nguy co hién cé. Y

Y[l
**Cic truwomg hgp phinh vﬁ béc tich ddng mach chii, ddi khi c6 bién chimg v (bao gnmrmvﬁﬂﬁﬁ
van/khong hoat djng cia bal ky van tim nao da dugc bio ¢iao & nhirng bénh nhin dungﬂunm inpfon.
Céc tac dung khéng mong mudn sau déy cé tan suét cao hon & nhém bénh nhén dugc diéu tri béng dudng tinh
mach, c6 hoac khong kém theo liéu phap dudng udng:
Thuong gap: Tang gamma glutamyl transferase.
It gdp: Loan nhip nhanh that ha huyét ap, phii né, viém dai trang lién quan khang sinh (bao gdm viém dai
trang g:a mac, tn.r&rng hop rat hiém lién quan dén bién chu‘ng de doa tinh mang), co giat bao gom co gidt toan
thé, do gidc, suy giam chu‘c nang than (bao gom tang BUN va creatinin), suy thén.
Pa c6 nhimng trudng hop rat hiém gap vé tic dung khéng mong mudn sau day duge bao cdo: Tang ap luc ndi
s0, tang kali mau, tang calci mau, thiéu mau tan huyét.
Thong bdo ngay cho bdc sy hodc dwgc sy nhitng phan veng co hai gap phai khi sie dung thubc.
QUA LIEU VA CACH XU TRI
Khéng cu bi¢n phap xir tri dac hi¢u khi vo y dung qué liéu khuyén céo. Trong trudng hop qué liéu, nén thyc
hién diéu tri triéu ching, theo déi dién tim db, vi kha niing kéo dai khoang QT. Sir dung dong thoi than hoat
véi liéu 400 mg moxifloxacin dudng udng hodc tiém tinh mach s& lam giam sinh kha dung cua thude tuong
trng hon 80% hodc 20%. Viéc sir dung than hoat sém trong qué trinh hap thu c6 thé han ché su tang qua mirc
lrgng moxifloxacin hap thu toan than trong truomg hop qua liéu dudng udng..
PAC TINH DUQC LUC HQC
Nhom duoe ly: Khdang sinh nhom quinolon, fluoroquinolon
Mi ATC: JOIM AlA4.
Co ché tac dong
Moxifloxacin trc ché ca hai loai enzym topoisomerase loai 1l (DNA gyrase va topoisomerase V) la nhing
enzym cén thiét cho qua trinh sao chép, phién ma va sira chira DNA ctia vi khuén.
PK/PD
Tac dung diét khuén cua ﬂuoroqumolon phu thudc vao nong dd thude. Céc nghién ciru duge I hoc cua
ﬂuoro uinolon trong cdc mo hinh nhlem khuin & dong vat va trong cac thir nghiém trén ngudi chi ra rang yéu
to quyet dinh chinh clia hiéu qua 13 ti s6 AUC4/MIC.
Co ché khing thube )
Dé khang véi fluoroquinolon cé thé do dot bién & DNA gyrase va topoisomerase [V. Cac co ché khac ¢ thé
bao gbm su biéu hién qua mirc ctia bom téng thude, thay doi tinh thim va sy bao vé qua trung gian protein ctia
DNA gyrase. Nén ¢6 thé cé dé khang chéo giira moxifloxacin va céc fluoroquinolon khéc.
Hoat tinh ciia moxifloxacin khéng bi anh hudng béi céc co ché dé khang dic hiéu dbi vai cac khang sinh
thude cdc nhom khac.
Diém gdy
Uy ban Chau Au vé Thir nghiém D6 nhay cam véi Khang sinh (EUCAST) d thiét lap cac diém gay MIC trén
lam sang nhu sau (Phién bén 14.0 ¢6 hi¢u luc tr ngay 01.01.2024):.

Piém gy (MIC, mg/L)
Vi sinh vit Nhay cim () Khang (>)

Staphylococcus spp. (S. aureus, Coagulase negative staphylococci) 0,25 0.25
S. pneumoniae 0,5 0,5
Streptococcus nhom A, B, C, G 0.5 0.5
H. influenzae 0,125 0,125
M. catarrhalis 0,25 0,25
Enterobacterales ngoai trir Morganella morganii, Proteus spp. va 0,25 0,25
Serratia spp.
Enterococcus spp. Luu v! Luu y'
Viridans nhom streptococci Luu v? Luu y*
Neisseria gonorrhoeae IE IE
Neisseria meningitidis IE IE
Listeria monocytogenes (trong viém mang nao) IE IE
Corynebacterium Spp. ngoai trir C. d:phrherme va C. ulcerans 0, 5 0,5
"IE"; khong ¢6 du bang chimg cho thay vi khuan hodc nhém vi khuan 1a muc tiéu tot dé diéu tri bing thude.
C6 thé bao cdao MIC c6 chi thich nhung khong kém theo phén loai S, I hoic R.
Luu ¥': Moxifloxacin dd duge sir dung trong diéu tri theo dai duong udng ddi véi viém ndi tim mac do
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Enterococcus spp. Khong c6 diém giy 1am sang nhung can loai trir tinh trang khang@&
d

ching ¢6 MIC > 1 mg/L). C6 thé sir dung xét nghiém sang loc khuéch tan dia norflox & it cac G
ché khang thudc. Khi tinh trang khang thuée méc phai da dugc loai trir, ching vi khua s dfféé béo
1a "khong ¢6 co ché khang flucroguinolon", nhung khong nhay cam vdi moxifloxacin. \{'.\e TP.HO CHI MINH a,
Luu y*: Moxifloxacin dé duge sir dung trong d[eu tri theo doi duong uong d6i vai viém ¢ ac-do
cau khuén nhém viridans gay ra. Khong co diém gay lam sang nhung can loai trir tinh trang
phai (cac ching c6 MIC > 0.5 mg/L; dudng kinh vong v khuan <21 mm déi véi dia moxifloxacin 5 pg).

Khi kha nang khéng thuéc mic phai da dugc logi trir, miu phan 14p s& duoc bdo cdo 1a “khéng cé co ché
khéng fluoroquinolon”, nhung khéng nhay cam véi moxifloxacin.

Vi sinh vét nhay cam

Ty 1¢ khang khang sinh co thé thay dbi theo dia ly va theo thoi gian dbi véi cac loai cu thé va thong tin khang
thuoc tai dia phuong la can thiét, dic biét la khi diéu trj nhlern khuén ning. Cén tham khao ¥ kién cuia chuyén
gia vé ty 1é khang thude tai dia phuong khi diéu tri mot s6 trudng hop nhiém khudn chua rd rang.

Cic loai nhay cam thwong gip

Vi sinh vét hiéu khi Gram duong

Staphylococcus aureus'™

Streptococcus agalactiae (Nhém B)

Nhom Stwreptococcus milleri* (S. anginosus, S. constellatus va S. intermedius)

Streptococcus pneumoniae’

Streptococcus pyogenes’ (Nhém A)

Nhom Streprococcus viridans (S. viridans, S. mutans, S. mitis, S. sanguinis, S. salivarius, S. thermophilus)

Vi sinh vét hiéu khi Gram am

Acinetobacter baumanii

Haemophilus influenzae’

Legionella pneumophila

| Moraxella (Branhamella) catarrhalis”

Vi sinh vat ky khi

Prevotella spp.

Vi sinh vit khac

Chlamydophila (Chlamydia) pneumoniae’

Coxiella burnetii

Mycoplasma pneumoniae’

Céc loai khiang thudc mic phai

Vi sinh vét hiéu khi Gram duong

Enterococcus faecalis”

Enterococcus faecium’

Vi sinh vat hiéu khi Gram am

Enterobacter cloacae’

Escherichia coli'™

Klebsiella oxytoca

Klebsiella pneumoniae"

Proteus mirabilis’

Vi sinh vat ky khi

Bacteroides fragilis’

Loai khéng thude

Vi sinh vét hiéu khi Gram am

Pseudomonas aeruginosa

"Hiéu qua da duge chirng minh trong céc thir nghiém lim sang.

*S. aureus khang methicillin cé kha nang khang cao véi fluoroquinolon. Ty 1§ khang moxifloxacin > 50% da
duoc bao cao doi vaéi S. aureus khang methicillin.

"Céc chung sinh ESBL thuong khang véi cac fluoroquinolon.

PAC TINH DUQC PONG HQC

Hép thu va smh kha dung

Sau khi truyén tinh mach mét Ileu duy nhat 400 mg moxifloxacin trong 1 gi®, ndng d6 dinh trong huyét tuong
khoang 4.1 mgfl dat duge & cudi thoi gian truyén tuong (mg véi mic tang trung binh khoang 26% so voi
ding dudmg uong (3,1 mg/l). Gia tri AUC khoang 39 mgh/l sau khi truyén tinh mach va chi ting nhe sau khi
ding duong ubng (35 mg-h/1) phi hgp vai sinh kha dung tuyét déi khoang 91%.




https://trungtamthuoc.com/

Khéng can diéu chinh liéu theo tudi hodc grm tinh khi dung moxifloxacin tiém truyen {
hoc tuyén tinh trong khoang 50 - 1200 mg liéu udng duy nhat, én dén 600 mg liéu tié
nhat va [én dén 600 mg mét lan mdi ngay trong 10 ngay.

Phan bd

GRTphan
DAI DIEN

: _ : . 1 TAL , R
Moxifloxacin dugc phan b nhanh chéng dén céc khoang ngoai bao. Thé tich phan bd & tr; ng 4 i an /éi
(Vss) la khoang 2 I/kg. Céc thir nghiém in vifro va ex vivo cho tha}f lién két véi pro}eﬁ’ 0ang Jl,]/'-},

khong phu thude vao ndng do ciia thude. Moxifloxacin chii yéu lién két vai albumin huyet than?‘"‘ =
Néng d6 dinh 5,4 mg/kg va 20,7 mg/L (gla trj trung binh) dat dugc trong niém mac phe quan va i dich 16t biéu
mo tuong ung sau khi ubng 2,2 gid. Nong 46 dinh twong tmg trong dai thyc bao phé nang lén téi 56,7 mg/kg.
Néng dé thube trong mun nude trén da la 1,75 mg/L duge ghi nhan sau truyén tinh mach 10 gio. Trong dich
k&, thoi gian ndng do khéng lién két twong ty nhuw trong huyét twong dugce ghi nhén vdi néng d6 dinh khéng
lién két 12 1,0 mg/L (gié trj trung binh) dat khoang 1,8 gi& sau khi mét liéu tiém truyén tinh mach.

Chuyén héa

Moxifloxacin trai qua chuyén héa pha I va dugc bai tiét qua than (khoang 40%) va mat phan (khoang 60%)
dudi dang thude khéng bi bién di ciing nhur dudi dang hop chat sulpho (M1) va glucuronid (M2). M1 va M2
1a cac chat chuyen hoa co hoat tinh & ngudi, ca hai déu 1a chét bat hoat vi khuin.

Thir nghiém 1am sang pha I va thir nghiém in vitro cho thiy khéng c6 tuong tic duge dong hoe véi cac thude
bi chuyén héa pha I khdc lién quan dén hé enzym cytochrom P450. Khéng ¢6 déu hiéu cia su chuyén héa oxy
héa.

Thai trir

Moxifloxacin duoe thai trir khoi huyeét tuong véi thoi gian ban thai trung binh khoang 12 gid. D& thanh thai
toan phan trung binh sau liéu 400 mg dao dong tir 179 dén 246 ml/phat. Sau khi truyén tinh mach 400 mg,
thude duge thai trir dudi dang khong ddi qua nudc tleu la khoang 22% va qua phéan khoang 26%. Tong liéu
duge phat hién (thube & dang khéong dbi va cac chét chuyen hoa) dat khoang 98% sau khi tiém truyen tinh
mach. Bo thanh thai than khoang 24 - 53 ml/phit cho thiy su tai hap thu mat phan thude tir than & Sng than.
Diing dong thoi moxifloxacin voi ranitidin hodc probenecid khong lam thay ddi d thanh thai qua thin cua
thuée ban dau.

Suy than

Céc ddc tinh duge dong hoc cliia moxifloxacin khong khac biét dang ké & bénh nhén suy than (bao gdm ca do
thanh thai creatinin > 20 ml/phit/1,73m?). Khi chitc ning thin giam, néng do chdt chuyén héa M2
(glucuronid) tang v&i hé s 2,5 (voi do thanh thai creatinin < 30 ml/phit/1,73m?).

Suy gan

Trén co so céac nghién ciru duge dong hoc da thuc hién cho dén nay trén bénh nhan suy gan (Child Pugh A,
B). khong thé xac dinh liéu cé su khéc biét nao so voi tinh nguyén vién khoe manh hay khong Chirc nang gan
bi suy giam cé lién quan den sir phoi nhiém v&i M1 cao hon trong huyet tuong, trong khi nong do thuéc ban
dau 1a twong duong véi ndng do & ngudi tinh nguyén khoe manh. Chura ¢ du kinh nghiém trong viée sir dung
moxifloxacin trén ldm sang doi v&i cac bénh nhan suy gan.

QUY CACH PONG GOI:
Hop 1 1o 250 ml + 1 vong treo chai dich truyén.

PIEU KIEN BAO QUAN: ) .
Bao quan ¢ nhiét dé dudi 30°C. Tranh anh sang. Khéng nén dé lanh hodc lam dong lanh. Dé thudc trong hép.

HAN DUNG: 2 nam ké tir ngay sén xut
TIEU CHUAN CHAT LUQNG THUOC: TCCS.

CO SO SAN XUAT:

GETZ PHARMA (PRIVATE) LIMITED
II Plot No. 29-30, Sector 27, Korangi Industrial Area Karachi, Pakistan



