Rx Thudc nay chi dung theo don thude

SVOZ

Dé xa tim tay tré em
Doc kj hwéng din siv dung trwde khi diing

THANH PHAN: M3i lo chira:
Dugc chit: Moxifloxacin 5 mg
T4 dwge: Sodium chloride, Boric acid, Sodium hydroxide, nu¢e pha tiém.

DANG BAO CHE: Thudc nhd mit
M3 ta: Dung dich mau vang hoi xanh trong sudt.

CHI PINH:
Chi dinh dé diéu trj cho nhiing bénh nhén 1 tudi tré 1én:
- Viém két mac do vi khuin gdy ra boi cac chiing nhay cam.

LIEU DUNG VA CACH DUNG:
Litu dung:

- Liéu cho nguoi 16n va ngudi gia (> 65 tudi): 1 giot/lan x 3 lAn/ngay.
Nhiém tring dugc cai thién trong vong 5 ngay va nén duge tiép tuc trong 2-3 ngay nita. Néu
khéng thay cai thién trong vong 5 ngay ké tir khi bét dau diéu tri thi chén doén v&/ hogc diéu
tri nén dugc kiCm tra lai. Thoi gian di€u trj phu thudc vao mitc d6 nghiém trong va qua trinh
nhiém khuén.

- Tré em: khong can thiét diéu chinh lidu

- Sir dung trong suy gan va than: khong cin thiét diéu chinh liéu
Cach dung:
Chi ding cho miit.
Khong tiém: dung dich SVOZ khong nén duge tiém dudi da hodic dua truc tiép vao khoang
phia trudc ciia mat.
Dé tranh lam nhidm ban diu dng nho giot va dung dich, cin cha ¥ khéng cham vao mi mit,
cac khu vire xung quanh hoic cac bé mit khac biang diu dng nhé giot coa lo.
Pé tranh thude duoc hép thu qua niém mac milii, dafz- biét la & tré so sinh hodc tré em, cac éng
thong mili phai dugc gilr kin trong 2 dén 3 phut bang ngén tay sau khi dung thude. Sau khi
thao ndp, néu ¢ ndp bi ldng, hdy thao ra trude khi sir dung san pham.
Néu co nhiéu hon mot san phim th’uéc nho }nét duge sir dung, cac san pham thudc phai duoc
dung céch nhau it nhat 5 phat. Thuéc m@ mit nén dugc dung sau cung.

CHONG CHI PINH
Qué man v&i moxifloxacin hodic vdi cac quinolon khéc.

CANH BAO VA THAN TRONG KHI DUNG THUOC




Phan {mg qud mén

O nhitng bénh nhan sir dung quinolon toan than, cac phan (ng qua man nghiém trong va doi
khi gay tir vong (phéan vé) da duge bdo cdo, mot s6 sau lidu dAu tién. Mot s6 phan (mg di kém
vGi truy tim mach, mét v thire, phtt mach (bao gdm thanh quan, hau hong hodc phi mat), tic
ngh&n dudng thd, khd thd, ndi mé day va ngira. Néu mot phan ing di ing xay ra, nglimg st
dung thudc. Phan g qua man cap tinh nghiém trong c6 thé yéu cau diéu tri khan cap ngay
1ap tire. Quan ly oxy va duong thd nén dugce chi dinh khi ¢é chi dinh 1am sang.

Su phat trién qua murc cia cac vi sinh vat khong nhay cam

Ciing nhur céc chat chong khuén khac, sir dung kéo dai c6 thé din dén sy phat trién quéa mirc
cua céc sinh vat khéng nhay cam bao gom ca ndm. Néu boi nhidm xay ra, ngimg sir dung va
dua ra li¢u phap thay thé.

Viém gin

Viém gén va v& gin co thé xay ra khi didu tri bing fluoroquinolon toan thin bao gdm
moxifloxacin, dic biét & bénh nhan cao tudi va nhitng ngudi duoc diéu tri dong thoi vai
corticosteroid. Vi vdy, can thdn trong va nén ngung diéu tri khi ¢é déu hi¢u viém gén.

Su trAm trong ctia nhugce co (Myasthenia Gravis)

Fluoroquinolon ¢é hoat dong ngan chin thén kinh co va ¢6 thé 1am trdm trong thém tinh trang
yéu co ¢ ngudi bi nhuge co. Tranh diung fluoroquinolon & nhimg bénh nhén c6 tién sir bénh
nhugc co.

Nguy co lay nhiém chéo

D¢ tranh nhidm ban ddu nhé giot va dung dich, cin ch ¥ khong cham vio mi mét, ngén tay
hogc cdc khu vye xung quanh bing dau nhé giot cua lo. Bénh nhan nén duge khuyén khong
nén deo kinh ép trong néu ¢6 dau hidu va tridu chimg ctia nhim tring mét do vi khudn.

TUONG TAC THUOC VOI THUOC KHAC

Khéng cé nghién ciru twong tac cy thé duge thyc hién. Véi ndng do thap ctia moxifloxacin
toan than sau khi dung thudc tai chd, céc tuong tac thudc kho ¢6 thé Xay ra.

PHU NU'MANG THAI VA CHO CON BU

Phu nir mang thai

Khong c6 dit liéu hodc rat gisi han vige sir dung SVOZ ¢ phuy nit mang thai. Tuy nhién, c6 thé
dyr dodn 14 khong ¢6 tac dung doi véi thai ky do su phoi nhiém toan thin véi moxifloxacin la
khong dang ké. Thude cé thé dugce sir dung trong khi mang thai.

Phu nir cho con bu

Chura biét liéu moxifloxacin hay chat chuyén hoa c¢6 duge bai tiét qua sita me hay khong. Cac
nghién ctru trén dong vat da cho thdy su bai tiét ndng d6 thip trong sita me sau khi udng

moxifloxacin. Tuy nhién, & lidu didu tri SVOZ dugce du dodn 1a khdng c6 tic dung dbi véi tré:

bu stra me. Thude ¢6 thé duge sit dung trong thoi gian cho con bu.

TAC DUNG KHONG MONG MUON
Céc phan {mg bat loi duge trinh bay duéi ddy duge phén logi theo co quan h¢ thong va tan
sufit theo thir tur giam dan mire d6 nghiém trong. Tan sudt duge xac dinh theo quy wde sau: -
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rat phd bién (1/10), phd bién (1/100 dén <1/10), khéng phd bién (1 / 1.000 dén <1/100), hiém
(>1/10.000 dén <1 / 1.000), rat hiém (<1 / 10.000)

Co quan hé thong Tan suat Tic dung khéng mong muon
R6i loan mau va hé Hiém | Giam huyét sic td
théng bach huyét
R6i loan mién dich Rat hiém | Qud man
R6i loan than kinh Khéng phé bién | Pau dau
Hiém | Di cam
Rat hiém | Chéng mat
Mit Pho bién | Pau mit, kich tmg mit
Khdng phd bién | Viém gidc mac, khd mét, xuét huyét két
mac, ting nhin 4p, nglta mit, phtt mi mat,
khé chiu & mat (néng rat/ chdm chich)
Hiém | Tén thuong bidu md gide mac, viém két
mac, viém bd mi mat
Thi lyc mo, thi luc gidm, suy nhuoc, ban do
mi mat.

Rét hiém | Viém noi nhén, viém loét gidc mac, x6i mon
gidc mac, ting nhan ap, md gidc mac, thAm
nhiém gidc mac, di img mit, viém gidc mac,
phu giac mac, phi mit, chay nudc mit

Tim Rit hiém | Péanh trong nguc
Roi loan hod hép, long Hiém | Khoé chiu mui, dau hong
ngue va trung thit Rét hiém | Kho thé
R6i loan tiéu hoa Khong phd bién | Khé tiéu
Hiém | Non

Rét hiém | Budn nén

Roi loan gan mét Hiém | Tang alanine aminotransferase va gamma-
glutamyltransferase.

Roi loan da va mé dudi Rét hiém | Ban do, phat ban, ngita, ndi mé day
da

QUA LIEU VA PIEU TRI
Kha ning giir thude gidi han cta tai két mac dbi véi cac san phim nhan khoa thue té khong
bao gdm bt ky s qué lidu nao. Néu xay ra qua liéu thudc nhé méat moxifloxacin, mét ¢6 thé
dugce nra sach bang nude may.

Téng lugng moxifloxacin trong méot lo qué nhoé dé gay ra tac dung phu sau khi nudt phai.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

SVOZ khong c6 hodc anh hudng khéng déng ké dén kha nang l4i xe va sir dung may moéc.
Tuy nhién, nhu vé6i bét ky loai thude nhoé mét ndo, md mét tam thoi hodc cac rdi loan thi giac
khéc c¢6 thé anh huéng dén kha nang l4i xe hoic sir dung may. Néu mo méit xay ra khi ding
thude, bénh nhin nén doi cho dén khi tAm nhin cta ho 6n dinh trude khi 1ai xe hoic sir dung
may moc.



PAC TINH DUQC LUC HQC

Nhém dwge Iy: Nhin khoa; chdng nhidm trang, chéng nhiém tring khac

Ma ATC: S01AE07

Co ché tdc dung:

Moxifloxacin, mdt fluoroquinolon thé hé thit tu, itc ché DNA gyrase va topoisomerase IV cén
thiét cho su sao chép, sira chita va tai t6 hop DNA ctia vi khuan. Hop chit C8-Methoxy cua
moxifloxacin lam giam céc dot bién khéng thude chon loc cua vi khudn gram duong so voi
ﬂuoroquinolon cii khong ¢6 C8-H. Nhém thé hé C-7 cdng kénh moxifloxacin can thiép vao
cor ché bom dong chay quinolon cua vi khuan Moxifloxacin thudng ¢ tic dung diét khuin &
ndng do bing hodc 16n hon mét chit so véi ndng do te ché.

Mén ciim vi sinh

Fluorogquinolon, bao gbm moxifloxacin, khic nhau vé cdu tric héa hoc va phuong thirc hoat
dong cua khang sinh nhém B-lactam, macrolid va aminoglycosid. Do d6, céc sinh vat khang
cac loai thude nay cé thé nhay cam véi moxifloxacin., Khang m vitro voi moxifloxacin phat
trién chdm nho vao ddt bién qua nhiéu bude va xdy ra & tan s chung tir 10-9 dén 10-11 déi
véi vi khuan gram dwong.

Moxifloxacin dd duge chimg minh la chéng lai hdu hét cac chung vi sinh vét nhu dugce trinh
bay dudi déy ca in vitro va trong nhiém tring lim sang.

Vi khuan Gram dwong

» Corynebacterium*
» Microbacterium
» Micrococcus luteus*

[Bao gdm ching khang Erythromycin, Gentamicin, Tetracycline va/ hodc Trimethoprim]
= Staphylococcus aureus

[Bao gdm chiing khang Methicillin, Erythromycin, Gentamicin, Ofloxacin, Tetracycline va hoac Trimethoprim)
= Staphylococcus epidermidis

[Bao gdm chiling khéng Methicillin, Erythromycin, Gentamicin, Ofloxacin, Tetracycline va ho4c Trimethoprim]
= Staphylococcus haemolyticus

[Bao gdm chiing khang Methicillin, Erythromycin, Gentamicin, Ofloxacin, Tetracycline va hodc Trimethoprim]
= Staphylococcus hominis*

[Bao gdbm chiing khang Methicillin, Erythromycin, Gentamicin, Ofloxacin, Tetracycline va hoac Trimethoprim]
= Staphylococcus warneri*

[Bao gém chiing khang Erythromycin]
= Streptococcus mitis™

[Bao gém chiing khang Penicillin, Erythromycin, Tetracycline va/ hodc Trimethoprim]
= Streptococcus pneumoniae

[Bao gém chting khang Penicillin, Erythromycin, Gentamicin, Tetracycline va/ ho3c Trimethoprim]
= Streptococcus viridans

[Bao gém chiing khang Penicillin, Erythromycin, Tetracycline va/ hodc Trimethoprim]

Vi khudn Gram am

» |oai Acinetobacter
= Haemophilus “alconae”

[Bao gém chiing khang Ampicillin]
= Haemophilus influenzae

[Bao gém chiing khang Ampicillin]
= Klebsiella pneumoniae*
= Moraxella catarrhalis™®

» Pseudomonas aeruginosa*




Cac vi sinh vat khac

= Chlamydia trachomatis

Luu y: * cho thay hiéu qua cda sinh vat nay da dwoc nghién ctiu trong it hon 10 bénh nhiém tring

Moxifloxacin d duge chimg minh hoat tinh in vitro chéng lai hiu hét cac chung sinh vat
duoc liét ké dudi ddy. Tuy nhién, y nghia lam sang ctia nhitng dit liéu nay van chwa duge biét.

Vi khuan Gram dwong

Arthrobacter

Bacillus cereus

Bacillus thuringensis
Corynebacterium accolens
Corynebacterium amycolatum
Corynebacterium bovis
Corynebacterium macginleyi
Corynebacterium propinquum
Corynebacterium pseudodiptheriticum
Enterococcus faecalis

Loai Exiguobacterium

Kocuria kristinae

Kocuria ‘lindaea”

Kocuria rhizophila

Listeria monacytogenes
Microbacterium “harmaniae”
Microbacterium “otitidis”
Rothia mucilaginosus
Staphylococcus arlettae
Staphylococcus capitis

Staphylococcus caprae
Staphylococcus cohnii
Staphylococcus lugdunensis
Staphylococcus pasteuri
Staphylococcus saprophyticus
Staphylococcus sciuri
Streptococcus agalactiae
Streptococcus “conjunctiviae”
Streptococcus cristatus
Streptococcus dysgalactiae
Streptococcus mitis
Streptococcus nhom C, Gva F
Streptococcus “ocularis”
Streptococcus oralis
Streptococcus parasanguinis
Streptococcus pyogenes
Streptococcus salivarius
Streptococcus sanguis
Streptococcus “schlechii”

Vi khuan Gram am

Achromobacter xylosoxidans
Acinetobacter baumannii
Acinetobacter calcoaceticus
Acinetobacter johnsonii
Acinetobacter junii
Acinetobacter lwoffi
Acinetobacter “mumbaiae”
Acinetobacter schindleri
Acinetobacter ursingii
Aeromonas caviae
Chryseobacterium indologenes
Chryseobacterium species

Enterobacter cloacae
Enterobacter hormaechei
Escherichia coli
Klebsiella oxytoca
Moraxella osloensis
Morganella morganii
Neisseria gonorrhoeae
Pantoea agglomerans
Proteus mirabillis

Proteus vulgaris
Pseudomonas orzyihabitans
Pseudomonas stutzeri

o AN

Citrobacter freundii Serratia liquefaciens
Citrobacter koseri Serratia marcescens
Enterobacter aerogenes Stenotrophomonas maltophilia
Vi sinh vt ky khi

Clostridium perfringens Prevotella

Fusobacterium Propionibacterium acnes
Porphyromonas

Vi sinh vat khac

Atypical Mycobacterium
Chlamydia pneumoniae
Leginonella pneumophila

Mycobacterium avium
Mycobacterium marinum
Mycoplasma pneumoniae




DAC TiINH DUQC DONG HQC

Sau khi str dung SVOZ tai chd, moxifloxacin duge hip thu vao hé théng tuan hoan. Nong dd
moxifloxacin trong huyét tvong duge do & 21 ddi twgng nam va nir dung lidu 3 1an mot ngay
trong 4 ngay. Cmax va AUC & trang thai 6n dinh trung binh lan luot 1a 2,7 ng/ ml va 41,9
ngehr/ml. Céc gié tri nay thap hon khoang 1.600 va 1.200 l4n so véi Cmax va AUC trung binh
duoc bdo cdo sau khi didu tri bang lidu 400 mg moxifloxacin. Thoi gian ban hiy trong huyét
tuong cua moxifloxacin duge udce tinh 13 13 gio.

QUY CACH PONG GOI
Hép 1 chai dung dich nhé mét vo tring 5 ml

PIEU KIEN BAO QUAN
Béo quan & & nhiét do dudi 30°C, tranh anh sang.

HAN DUNG CUA THUOC

24 thang ké tir ngdy san xuit.

Han dung sau khi mé ndp 13 1 thang.
Khong dimg thuoe qud han cho ph ép

TIEU CHUAN CHAT LUQNG CUA THUOC: USP hién hanh

TEN VA DIA CHI CO SO SAN XUAT
Siam Bheasach Co., Ltd.

123 Soi Chokechairuammitr, Vibhavadi-Rangsit Road, Chatuchak, Bangkok 10900 and 9 Soi
Chokechairuammitr 3, Vibhavadi-Rangsit Road, Dindang, Bangkok 10400, Théi Lan
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Full name: Ong Lé Manh Quynh
Lhu’c danh/ Position: Gidm dbc



