VIGAMOX"

Thude nay chi diing theo don thudc.
Dé xa tdm tay tré em.
Poc ky hudng dan st dung truéc khi diing.
Théng bao ngay cho bac sy hodc duge s§ nhing phin
\ing <6 hai gp phai khi sit dung thudc.
THANH PHAN
Thanh phan hoat chat:
Mai ml chifa Moxifloxacin hydroclorid 5,45 mg tudng
duang véi Moxifloxacin 5,0 mg.
Méi lo 5,0 ml chita Moxifloxacin hydroclorid 27,25 mg
tuang duong vdéi Moxifloxacin 25 mg.
Thanh phan ta dugc:
Natri clorid, acid boric, acid hydrocloric va/hodc natri
hydroxyd (cté diéu chinh pH) va nudc tinh khiét,
DANG BAO CHE
Dung dich nhé mét.
Dung dich vé khudn, mau vang haixanh, pH 6,3 - 7,3, dé
tham thiu 260 - 320 mOsm/kg.
CHIBINH
Dung dich nhd mét VIGAMOX dugc chi dinh trong diéu
tri viem két mac do vi khudn géy ra bdi cic ching vi
khudn nhay cdm cha cac vi sinh vat sau day:
Vi sinh vat Gram duadng hiéu khi
Corynebacterium species*
Microbacterium species
Micrococcus Juteus* (bao gém céc chiing khing
erythromycin, gentamicin, tetracyclin va/hodc
trimethoprim).
Staphylococcus aureus (bao gém céc chiing khing
methicillin, erythromycin, gentamycin, ofloxacin,
tetracyclin va/hodc trimethoprim).
Staphylococcus epidermidis (bao gém céc chiing khdng
methicillin, erythromycin, gentamycin, ofloxacin,
tetracyclin va/hodc trimethoprim).
Staphylococcus haemolyticus (bao gém céc chiing
khang methicillin, erythromycin, gentamycin, ofloxacin,
tetracyclin va/hoac trimethoprim).
Staphylococcus hominis (bao gém cdc chiing khang
methicillin, erythromycin, gentamycin, ofloxacin,
tetracyclin va/hodc trimethoprim)
Staphylococcus warneri* (bao gém cac chiing khéng
erythromycin)
Streptococcus pneumnoniae (bao gém céc ching
khang penicillin, erythromycin, tetracyclin va/hodc
trimethoprim).
Streptococcus viridans (bao gém céc ching khang

* penicillin, erythromycin, tetracyclin va/hoac
trimethoprim).
Vi sinh vit Gram &m hiéu khi
Acinetobacter species
Haemophilus alconae (bao gém cac chiing khang
ampicillin)
Haemophilus influenza (bao gdm céc chiing khéng
ampicillin)
Haemophilus parainfluenzae*
Klebsialla pneumoniae
Moaraxella catarrhalis
Pseudomonas aeruginosa
Cécvisinh vat khac
Chlamydia trachomatis
*Hiéu qua trén vi sinh vat nay dugc nghién ciiu & it han
10 sy nhigm khuan. ¥
Ngoaira, dung dich nhé mat VIGAMOX duge st dung
trong cac trudng hop sau:

- Diéu trj viém loét gidc mac
- Diing trudic va sau mé dé dé phong nhidm triing.

LIEU DUNG VA CACH DUNG
Chi dung dé nhé mét. Khong dugc tiém. Khéng duge
tiém dung dich nhd mét VIGAMOX dudi két mac, va cing
khong dugc dua thudc tryc tiép vao tién phang clia mét.
Liéuding
St dung & ngudi I6n, ké ca ngudi cao tudi
Nhé 1 gipt vao mat bj viém 3 1dn/ngay, dung thudéc trong
7 ngay.
Tinh trang viém thuding dugc cai thién sau 5 ngay, can
tiép tuc diéu trj trong 2-3 ngay nifa. Néu tinh trang viém
khéng dugc cdi thién sau 5 ngay diéu trj, nén xem xét lai
viéc chan doén va/hodc didu tri.
Sirdung & tréem
Khéng can chinh liéu,
Sit dung & ngudi suy gan va suy thén
Khéng can chinh liéu.
Cach dung
Bé&tranh tap nhiém vao dau lo nhé thudc, khéng duge
dé dau nho thudc tiép xtc vai mimdt, viing xung quanh
mét hodc bat ¢t bé mét nao.
Sau khi thdo ndp, néu vong gan dam bao bjlong, can g
bé trudc khi diing.
Hudng dan st dung, xit Iy va hily bé
Thuéc chua st dung hodc rac thai nén dugc hiy bé theo
quy dinh cta dia phuong.
CHONG CHI BINH
Dung dich nhd mat VIGAMOX chéng chi dinh diing cho
cac bénh nhén c6 tién sif qua man véi moxifloxacin, cac

quinolon khéc hodc véi bat ky thanh phan nao cla thudc.

CANH BAO VATHANTRONG

+ O ngudi bénh diing quinolon dudng toan than, ké ca
moxifloxacin, da cd béo cdo thinh thodng xay ra cic
phén tng ting man cdm (qua man) trdm trong gay
tir vong, mét vai truding hop xay ra ngay liéu khai dau
diéu trj. Noling ding thugc ngay 1ap tic va théng béo
dén bac sy ngay khi c6 dau hidu dau tién cia phan

ting ndi mdn hodc di dng. Mot 56 phan ing dikém
nhiftruy tim mach, bt tinh, phinh mach (bao gém
phi thanh quan, hiu hodc mét), tdc nghén duéng hé
hdp, khé thg, may day va ngia.

Néu phan ting dj tng véi moxifloxacin xdy ra, cdn
ngifng diing thudc. Vdi cac phan Uing qua man cp
tinh nghiém treng can phai tién hanh diéu trj cdp cdu
ngay lap tuc. Nén tién hanh kiém soat dudng thova
cung cap oxy tuy theo chidinh lam sang.

Gidng nhu cac thudc chéng nhigm khudn khac, diing
thudic kéo dai cd thé dan dén ting sinh qua mic cac
visinh vat khong nhay cdm, bao gém ca nam. Néu xay
ra béi nhigém can ngiing diing thudc va dp dung bién
phép diéu tri thay thé.

Céan khuyén bénh nhan khdng nén deo kinh dp trong
néu c6 dau hiéu va triéu ching viem két mac do vi
khuan,

Viém va dut day ching co thé xay ra khi sitdung
fluoroquinolon duding toan than, bao gém ca
moxifloxacin, ddc biét & nhiing bénh nhén cao

tudi vé nhitng ngudi dang diéu tri déng thai vai
corticosteroid. Do dé, cdn ngling didu trj bang dung
dich nhé mit VIGAMOX ngay khi c6 ddu hidu dau tién
clia viém day chéng.

TUONG TAC, TUONG KY CUA THUGC

Céc nghién cifu vé tudng tic thudc-thudc chua dugc
tién hanh vdi dung dich nhéd méat VIGAMOX. Céc nghién
ciiu in vitro cho thiy moxifloxacin khéng tic ché CYP3A4,
CYP2D6, CYP2C9, CYP2C19 hay CYP1AZ, vi vay thudc

it c6 kha nang anh hudng dén dugc dong hoc cla

cac thudc chuyén hoa béi cac isoenzyme cytochrom
P450 nay.

Do sau khi nhd mét thudc nay, néng dé toan than cla
moxifloxacin thap nén tuong tac thudc-thuéc hiu nhu
khéng xay ra.

Tinh tuong ky

Khong 4p dung.

PHU NU CO THAI, CHO CON BUVA KHA NANG SINH
SAN

Phu nif c6 thai

Cé rat it hodc khong cé dirlidu vé viée sit dung dung dich
nho mat VIGAMOX trén phy nit mang thai, Tuy nhién du
ki&n thudc khéng dnh hudng déi vai phy ni mang thai vi
sy hdp thu toan than moxifloxacin tir ché pham nhd mét
1a khong dang ké.

Vi khéng c6 céc nghién cdu 6 ddi chiing va day du &
phu nir mang thai, dung dich nhd mat VIGAMOX chi nén
duing trong thai ky mang thai khi i ich st dung cho
ngudi me cao han nguy cd cé thé xdy ra cho bao thai.
Phu nifcho con bu

Chura biét lidu moxifloxacin cé dugc bai tiét vao sia me
hay khéng. Cac nghién cttu trén déng vat cho thdy sau
khi udng moxifloxacin, thubc dugc bai tiét véi ndng do
thap trong stia me. Tuy nhién, du kién & muc liéu diéu tri
dung dich nhé mat VIGAMOX khéng gay anh hudng déi
vdi tré b me.

Nén than trong khi diing dung dich nhé mit VIGAMOX
trong thoi ky cho con ba.

Kha nang sinh san

Céc nghién ciu nhdm danh gia vé anh hudng clia dung
dich nhd mat VIGAMOX dén kha néng sinh san chua
dugc tién hanh.

ANHHUGNG LEN KHA NANG LAI XE VA VAN HANH
MAY MOC

Ciing gidng nhu bat ct thudc nhd mét nao khac, nhin
mé tam thdi va cic r6i loan thi gidc khac ¢ thé dnh
huéng téi kha ndng i xe hodc van hanh may méc. Néu
<6 hién tugng nhin mé& sau khi nhd mat, bénh nhan phai
chés dén khi nhin ré lai méi dugc l4i xe hodc vén hanh
mdy méc.

PHAN UNG BAT LOI

Céc phén ting bét lgi sau déy da dugc bao céo trong

céc thirnghiém lam sang vai dung dich nhd mat
VIGAMOX va dugc phan loai theo cdc quy udc sau: rat
thuéng gap (21/10), thudng gap (21/100 dén <1/10), it
gap (=1/1.000 d&n <1/100), hiém gip (=1/10.000 dén
<1/1.000) va rit hiém gap (<1/10.000). Trong méi nhom
tan sust, cdc phan tng bdt lgi dugc sap xép theo thir ty
mutc @6 nghidém trong gidm dén,

Pha X

24 6:;‘:3' :;?an Phan ting bét Igi

EgicLoﬁEy";fu vahe Hiém gdp: giam hemoglobin

Réiloan hé than | ft gdip: dau dau

kinh Hiém gap: ching di cdm
Thudng gdp: dau mét, kich (ing mét
It géip: viém gidc mac chdm, kho
mat, xudt huyét két mac, sung
huyét mat, phit né mi mat, déng

ABiloan midt viy bas mi, kho chiu & mat

Hiém gdp: khuyét bidu mé gidc
mac, réi loan gidc mac, viém két
mac, viém bd mi, sung mat, phil
két mac, nhin mﬂ,égiém thi luc, moi
mat, ban dé mi mét

Hiém gép: khd chiu & mdi, dau

Réi loan hé hip,

16ng ngucva thanh quan-hiu hong, cdm gidc c6
trung that dj vat (& hong)

Réiloan da It gdp: loan vi gidc

day-rudt Hiém gdp:nén

Hiém gap: ting men chuyén ha
amino alanin, ting men chuyén
hda gammaglutamyl

Cée phan ting bt lgi khdc dugc xac dinh tif cac gidm sat
sau khi luu hanh dugc liét ké sau day.

Réi loan gan-mat




Khéng thé uéc tinh tdn sudt tif nhiing dirligu c6 sén, Cic
phan Ung bt loi trong méi h# ca quan dudc sdp xép
theo thi tu muc d6 nghiém trong gidm dan.

Phén loai hé théng 2
ed quan Phin ing bat lgi
Réiloan hé miéndich  [Quamin
Réiloan hé than kinh Chéng mat
Viém loét g}éiéc mac, viém
gidc mag, tang tiét nudc
Rl loan mét mét, ching sg dnh sang,
tiét gl mat
R&i loan tim Tim ddp nhanh
Réiloan héd hap, Idng
ngyc va trung that Kho thé
RGiloan da day, ruét __ |Budnnén
Réi loan davamo Ban do, ngifa, phét ban,
dudida may day
QUA LIEU VA XU TR(

Do dic diém ctia ché phdm nay, dy dodn khéng cé doc
tinh khi nhé mét qué liéu hodc khi nudt nham mét lo
thudc vao dudng tiéu hda,
Chua cé truding hgp qué liéu dung dich nhd mét
VIGAMOX nao dugic baa cdo. Khi nhd mét qua lidu
VIGAMOX c6 thé rifa mét ngay bing nudcgm déloal
bé thudc.
PACTINH DUQCLUCHOC
Nhém dudc by: Thugc nhan khoa, chng nhigm khudn,
céc thudc chdng nhigm khudn khac,
M3 ATC: SO1AEQ07

ché téc dung:
Moxifloxacin la mét fluoroquinolon thé hé 4, c6 tic dung
(tc ché men DNA gyrase va men topoisomerase IV 14 cc
men cin thigt tham gia vao qua trinh sao chép, chinh stfa
va téi tao DNA clia vi khudn.
Co chékhang thudc:
Sg @& khang ctia vi khuan véi céc fluoroquinolon, ké
¢4 moxifloxacin, thuding xay ra do dét bién nhiém séc
thé trong céc gen ma hda men DNA gyrase va men
topoisomerase IV. & vi khudn Gram dm, s dé khang véi
moxifloxacin c6 thé do su dot bién trong cdc hé thong
gen mar (khéng da khang sinh) va gnr (khang quinalon).
Sirdé khéng chéo gitfa moxifloxacin va cac khang sinh
beta-lactam, macrolid va aminoglycosid khé c6 thé xay
rado su khac nhau vé ca ché téc dyng clia cic khang
sinh nay.
Gia tri ngudng
Ngudng ndng do trc ché tdi thidu (MIC) (mg/l) dugc thiét
13p béi Uy ban chau Au vé thirnghiém tinh nhay cdm
khéng sinh cda vi khudn (EUCAST) nhu sau:

LIl

« Céacloai Staphylococcus S$<05R>1
« Streptococcus A, B,C, G 5<05R>1
« Streptococcus pneumnoniae $<05R>05
» Haemophilus influenzae 5<05R>05
« Moraxella catarrhalis $<05R>05
« Ho Enterobacteriaceae $<05R>1
+ Cécloai khic S<05R>1

Viéc xac dinh nguang néng dé in vitro rét hitu ich trong
du dodn hiéu qua didu tri am sang cda moxifloxacin

khi diing thudc duding toan than. Gia tr nguﬁng nay cé
thé khang dugc ap dung khi ding thuée dé nhé mat

do ndng @0 thudc cao han dugc hdp thu vao mat va cic
dic tinh vat Ij/hoa hoc tal mat c6 thé dnh huéng dén tac
dung ctia thudc tai vi trinhd mét.

Tinh nhaﬁ cam;
Ti1a dé khang véi khéng sinh c6 thé khdc nhau tiy theo

vl trf dia Iy, ciing vai thdi diém 1dy méu va céc lhénég tin
vé sy dé khang thudc tai dia phuong 1a rit can thiét, dgc
biét trong truéing hop diéu tri céc bénh nhiém triing
nang. Khi can thiét, nén xin y kién ciia céc chuyén gia
trong truting hop khéng xac dinh dugc ti1é dé khang
thudc tai dia phueng trirde khi sir dung moxifloxacin aé
diéu tr mdt s6 loai nhiém triing.

CAC LOAINHAY CAM THUONG GAP

Vi sinh vat Gram duong hiéu khi:
Cac loai Corynebacterium, bao gém
Corynebacterium diphtheriae
Staphylocaccus aureus {nhay cam v&i methicillin)
Streptococcus pneumoniae
Streptacoccus pyogenes
Nhém Streptococcus viridans

Visinh vat Gram am hiéu khi:
Enterobacter cloacae
Haemophilus influenzae
Klebsiella oxytoca
Moraxella catarrhalis
Serratia marcescens

Vi sinh vatky khi:
Proprionibacterium acnes

Cacvisinhvatkhac:

Chlamydia trachomatis

CACLOAICAN QUANTAM DEN 5U DE KHANG THUGC

Vi sinh vat Gram duong hiéu khi:
Staphylococcus aureus (khédng methicillin)
Staphylococcus, cic loai am tinh véi men coagulase
(khdng methicillin)

Visinh vat Gram 4m higu khi:
Neisseria gonorrhoeae

Cécvisinh vatkhéc:
Khong c6

300037386 US

VI SINH VAT MA SU' DE KHANG V61 THUGC DA BUQC
BIET TRUGC

Visinh vat Gram 4m hiéu khi:
Pseudomonas aeruginosa
Cécvisinh vat khac:
Khéng c6

PACTINH DUQCDONG HOC

Hép thu

Sau khi diing dung dich nhd mat moxifloxacin 0,5% véi
liéu 3 13n/ngly cho ca 2 mit trong 5 ngay (1 liéu & ngay
thit 5); néng dd thudc téida (C_, ) trung binh trong
huyét tuong va dién tich dudi dudng cong (AU cla
moxifloxacin 1n lugt 14 2.7 ng/ml va 42 ng.gid/ml.

Gi4 trj néng &6 thudc t&i da (C g) nay thap hon 1667 ldn
50 vdi néng dd thuc & trang thai 6n dinh dugc bao
c4o va gia tri dién tich dudi duding cong (AUC, ) thap
hon 917 1an so vdi gia trj AUC, _ sau khi udng vien nén
AVELOX® 400 mg. Thei gian ban htiy toan than cda
moxifloxacin sau khi nhé mét 1a khodng 13 gid.

Phan bé

Sau khi nhd mét dung dich moxifloxacin 0,5%, thuéc
dugc phén b vao phim nudc mat ciia bénh nhan.
Sau3 ngég; diing thudc véi liéu 3 1an/ngay cho 2 mét,
néng do dinh cdia moxifloxacin trong nudc mitla

55,2 pg/ml vi néng do day sau 1 ngay ding thudc vdi
liéu 3 lan/ngay cho 2 mét 1 4,2 ug.fml. Pay cﬁnﬂ chiph
14 cAc néng do (e ché t8i thiéu ddi véi nhiéu vi khuan
thuding gy viem két mac.

( thé, moxifloxacin phén b rong rai vao cdc md ndl
nhan véi néng do cao nhit dat dugc & gidc mac sau

0,5 gidr. Moxifloxacin gén véi melanin nén c6 thai gian
ban hily dai trong mdng mat-thé mi (thd 16ng mau) sau
khinhé mét.

Moxifloxacin it gin vdi protein huyét tudng, ti1¢ ¢ dang
khéng lién két da dugc bdo cdo dnam giéila 55%, va
khang phu thugc vao néng d trén mot khodng rong
{0,1-10 pg/ml).

% huyén héa

nguei, moxifloxacin bi chuyén héa béi ca 2 con duting
1a sulfat hda (chinh) va glucuronid héa (phu). Qué trinh
sulfat héa xay ra & amin thi cdp cda moxifloxacin tron%
khi qué trinh glucuronid héa xay ra & acid carboxylic di
tao thanh acyl glucuronid. Sau khi uéing, N-sulfonat va
acyl glucuroni 13n lugt chiém x3pxi 1/3va 1/10 néng
9 t6i da ciia thudc géc. T1 1& dang ké acyl glucuronid
tao thanh sau khi diing duging udng 1a két qua cda su
chuyén hoa lan dau & giai doan II. Ca hai chat chuyén héa
N-sulfonatva acyl glucuronid duding nhu déu khéng cé
hoat tinh dugc ly.,

Cécnghién citu vé tudng téc thudc-thusc chua durge
tién hanh véi thudc nhd mat VIGAMOX, Cac nghién ciu
in-vitro chi ra ring moxifloxacin hodic dang N-sulfonat
cia moxifloxacin déu khéng tc ché cac dong dang clia
P-450; CYP3A, CYP2D6, CYP2C9, CYP2C19 hodc CYP1A2.
Dyfa trén néng do da quan sat dugc cia moxifloxacin
trong huyét tuang ngudi sau khi nhd mat, tuong tic
thudc-thudc khé c6 thé xay ra.

Thai trt

Sau khi diing moxifloxacin dudng toan than, trén 95%
liéu dung duoc phét hién trong nudc tiéu va phan.
Pao thai qua phan dudc tim thay |a con dudng thai trif
chinh, Trong phan, ca thuéc géc (chiém 25% liéu ding)
va chét chuyén héa N-sulfonat (chiém 35% liéu diing)
chiém 60% t6ng liéu da sirdung. Khang phét hién

théy acyl glucuronid trong phén sau khi diing dudng
toan than, Thai trif qua nudc tiéu chiém 35%tdng lieu
sit dung vdi 20% & dang thudc gdc, 15% & dang chat
chuyén hoa N-sulfonat va 5% & dang chét chuyén héa
acyl-glucuronid. Théi trif qua thén 13 két qua cia qua
trinh loc & cdu than, qué trinh bai tiét tich cyc (chat
chuyén héa acyl glucuronid) va qua trinh tai hap thu &
&ng than. Khéng c6 sy khdc biét co ¥ nghia vé néng d¢
moxifloxacin trong huyét tudng giifa doi tugng khoe
manh vdi cac bénh nhan suy than hodc bénh nhan suy
gan nhe hoac vifa. Biéu nay c6 thé 1a két qua ctia sy thai
trir b bdsi cac con duting qua than va khong qua than
va khéng can phai diéu chinh liéu & cac dai tugng bénh
nhan nay.

DU LIEU AN TOAN PHI LAM SANG

Tac dung clia thudc trén cac nghién cdu tién lam sang
chi quan sat dugc tai miic d6 phai nhiém du dé vugt qua
muic 48 phai nhiém tGi da & ngudi va it lién quan dén
viéc strdung trén lam sang.

HAN DUNG

24 thang ké tit ngay sin xudt.

Khéng dung sau khi md nap lg 14n du 28 ngay.

PIEU KIEN BAO QUAN

Bao quén & nhiét d khéng qué 30°C,

QUY CACHPONG GOI

Hop 1 lo dém giot DROPTAINER' chifa 5 ml.

TiEU CHUAN CHAT LUGNG: TCCS

€0O'sG SAN XUAT

ALCON RESEARCH, LLC.

6201 South Freeway

Fort Worth, Texas 76134

My,

PHIEN BAN
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