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Thudc ban theo don

MOVELOXIN

(Moxifloxacin)

THANH PHAN:

Mbi ml chwa:

Hoat chdt: Moxifloxacin 1,60 mg/ml

Td duwoc: Natri clorid, natri hydroxyd, acid hydroclorid, nudc cit pha tiém.

DUQC LUC HOC
Co ché tic dung

Moxifloxacin trc ché topoisomerase loai II (Gyrase ADN va topoisomerase V) céan thiét cho
viéc nhan doi, ma hoa va stra chita ADN.

fluoroquinolon diét khuén phu thudc vao néng dé cta thude. Nghién ciru duge lue hoc cia
fluoroquinolon & céc thi nghiém trén dong vét bi nhiém khudn va cac thir nghiém & ngudi cho
thiy yéu td xdc dinh tinh hidu qua chinh 12 ti 18 AUC,¢/MIC.

Co ché khing thubc

Khang thudc fluoroquinolon ¢6 thé ting théng qua su dot bién enzym ADN gyrase va
topoisomerase IV. Céc co ché cling ¢6 thé bao gdm viéc bom nguoc tré lai méi truong bén
ngoai, giam tinh thdm va bao vé protein-gian tiép cia ADN gyrase. Khang thudc chéo nén
duogce bao trirde gilta moxifloxacin va cac fluoroquinolon khac.

Tac dung ciia moxifloxacin khong bi anh hudng bdi co ché khang thude dac biét cia cic chat
khang khuén thudc nhém khéc.

Diém gioi han

Thir nghiém 13m sang cia Uy ban chau Au vé thir nghiém tinh nhay cam khdng sinh vé néng
d6 tdi thidu ¢6 tac dung v diém gidi han cia sy khuéch tan trén dia d6i véi moxifloxacin:

Cac chiing Nhay cam Khéng thubce
Staphylococcus spp. <0,5 mg/l > 1 mg/l
> 24 mm <21 mm
S. pneumoniae <0,5 mg/l > 0,5 mg/l
> 22 mm <22 mm
Streptococcus nhém A, B, C, G < 0,5 mg/l > 1 mg/l
> 18 mm <15 mm
H. influenzae < 0,5 mg/l <0,5 mg/l
> 25 mm > 25 mm
M. cararrhalis < 0,5 mg/l >{,5 mg/l
> 23 mm <23 mm
Enterobacteriaceae <0,5 mg/l > 1 mg/l
> 20 mm < 17 mm
Diém gi¢i han khéng lién quan t& loai* < 0,5 mg/t > 1 mg/l

* Piém gioi han khéng lién quan t6i loai duge quyét dinh chi yéu dya trén nén tang thong sb
cia duge luc/duge dong va ddc 1dp vai su phéan bd MIC cua cic loai dic trung. Pugce dung
chi v6i cdc loai ma chura nhan duge diém giéi han dic biét cho tirng loai va khong dung voi
cac loai ¢b tiéu chudn da duge xé4c dinh 15.
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Céc vi khuin nhay cam

Cic vi khuin nhay cim thong thwong

Chung vi khuén Gram duong wa khi
Staphylococcus aureus*"

Streptococcus agalactiae (Nhom B)

Streptococcus milleri nhom* (S. anginosus, S. Constellatus va S. intermedius)

Streptococcus pneumoniae*

Streptococcus pyogenes* (Nhom A)

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

Ching vi khuin Gram &m ua khi
Acinetobacter baumanii

Haemophilus influenzae*

Legionella pneumophila

Moraxella (Branhamella) catarrhalis*

Chung vi khuén ki khi
Prevotella spp.

Céc vi khuén khéc

Chlamydophila (Chlamydia) pneumoniae*
Coxiella burnetii

Mycoplasma pneumoniae*

Cic chiing ma khi khang thudc c6 thé gay ra vin dé

Chung vi khuan Gram am wa khi
Enterococcus faecalis*
Enterococcus faecium*

Chung vi khuin Gram am wa khi
Enterobacter cloacae*
Escherichia coli*"

Klebsiella oxytoca

Klebsiella pneumoniae*"
Proteus mirabilis*

Chung vi khuén ki khi
Bacteroides fragilis*

Cic chiing von da khang thube

Chung vi khuan Gram dm ua khi
Pseudomonas aeruginosa

*Téc dung clia thubc da dugce chimg minh trén cac nghién ciru 1dm sang

i Aureus khang Methicillin c6 khéa nang khang thudc cao vai fluoroquinolon. Kha ning bi
khang thudc & Moxifloxacin dugc béo chi bang >50% & chiing S. Aureus khang Methicillin.

# Chung san xuat ESBL ciing thuong khéang thude fluoroquinolon.

DUQC PONG HQC
Hép thu va sinh kha dung
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Sau khi truyén tinh mach vdi liéu don 400mg trong 1 gid, ndng dd dinh trong huyét tuong &
khoang 4,1mg/1 duge theo doi thdy & giai doan cudi cia qua trinh truyén, tang tuong Ung
khoang 26% so véi két qua & viée ding thude theo dudmg udng (3,1mg/1). Chi s6 AUC la
39mgsh/l sau khi truyén tinh mach chi cao hon mét chit so véi viée dimg thude theo duong
udng (35 mgh/1) dua trén sinh kha dung tuyét dbi 1a khoang 91%.

& bénh nhan, khéng co sy thay dbi lidu ding ctia moxifloxacin truyén tinh mach déi véi khac
biét vé lira tudi va gidi tinh.

Durgc d6ng hoc tuyén tinh trong khoang tir 50 — 1200 mg 1iéu udng don, 1én dén 600 mg liéu
don truyén tinh mach va Ién dén 600 mg mot 14n mdi ngay trong 10 ngay.

Phan bb

Moxifloxacin nhanh chong duge phan bd dén cac khoang ngoai mach mau. Thé tich phan b6
& trang thai cin bing (Vss) vio khoang 2l/kg. Thi nghiém In vitro va Ex vivo 43 cho thiy
thude lién két vé&i protein dat mie 40 — 42 %, déc lap voi ndng d6 cta thubc, Moxifloxacin
két chu yéu voi albumin huyét thanh.

Nf‘)ng d6 cao nhét 1a 5.4 mg/kg va 20,7 mg/l dat duge ¢ niém mac phé quén va dich lot biéu
md, trong thoi gian khoang 2,2 tiéng sau khi ubng thudce. Nong do thude & cac vét bong rop
trén da 1a 1,75 mg/l duge quan sat sau 10 tiéng sau khi truyén tinh mach. O dich k&, thoi gian
cua thude & dang khong lién két gidng nhu & huyét tuong, duge tim thiy véi ndng db dinh &
dang khong lién két 12 1,0 mg/l (theo tinh to4n) dat khoang 1,8 tiéng sau liéu truyén tinh
mach.

Chuvén hoa

Moxifloxacin chuyén hod & pha IT va duge bai tiét qua than (khoang 40%) va bing dudng
mat/phan (khoang 60%) dudi dang thube chua bién ddi ciing nhu dang lién két véi sulpho
(M1) va glucuronid (M2). M1 va M2 1a nhitng san pham chuyén hod thich hgp v&i con ngudni,
¢4 hai ddu khéng o téc dung diét khudn.

O pha trong 1am sang va trong nghién ctru in vitro, khdng c6 tuong tic duge dong hoc xay ra
gifra san phim chuyén hod v&i cac thube ciing dang trong qua trinh chuyén hod pha I lién
quan dén enzym cytochrom P450. Khong ¢6 biéu hién san pham chuyén hod bi oxy hod.

Thai trir

Moxifloxacin duroe théi trir tir huyét twong voi thdi gian ban thai trong khoang 12 gio. P
tharth thai hoan toan cta 400 mg lidu thudce tir 179 dén 246 ml/phut. Sau khi truyén tinh mach
liéu 400mg, lwong thube thu duge chua chuyén hod trong nudce tidu 14 khoang 22% va trong
phén vao khoang 26%. Téng lidu thu lai (thudc chua bién ddi va san phim chuyén hod) la
98% sau truyén tinh mach. D6 thanh thai than tir 24 — 53 ml/phut cho thziy sir hdp thu lai mét
phan thudc trong than. Dung déng théi moxifloxacin vai ranitidin hay probenecid khong lam
thay dbi d6 thanh thai thin cia cdc thude trén.

Suy thdn

Duge dong hoc cia moxifloxacin khéng khac biét nhidu ¢ cdc bénh nhan bj suy than (ké ca
khi mirc théi loai creatinin >20 ml/phut/1,73 m?). V&i chic ning than giam, ndng d6 san
phdm chuyén hod M2 (glucuronid) ting 1&n 2,5 [An (v&i mbc thai loai creatinin <30
ml/phat/1,73 m?).

Suy gan

Dua trén déc diém co ban cta nghién ctru duge déng hoc v6i cac bénh nhén suy gan (Child
Pugh A, B), khéng thé xéc dinh chinh x4c 1iéu c6 su khic biét khi so sanh véi ngud tinh
nguyén khoé manh. Suy gan dong nghia vdi viée ting phoi nhiém M1 & huyét twong, nguoe
lai ¢6 su phoi nhidém trude cia thude chira chuyén héa khi so sanh duge véi céc nguol tinh
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nguyén khoé manh. Chua c6 kinh nghiém thich dang trong viéc sir dung lam sang
moxifloxacin & cac bénh nhan suy gan.

CHI PINH

Diéu tri nhiém khuén xoang cdp do cac vi khuén nhay cam: Streptococcus pneumoniae,
Haemophilus influenzea, Moraxella catarrhalis

Dot cép cua viém phé quan man tinh gay ra boi: Streptococcus pneumoniae, Haemophilus
influenzea, H. parainfluenzae, Klebsiella pneumoniae, Staphylococcus aureus, Moraxella
catarrhalis.

Viém phdi méc phai tai cong dong mirc d6 nhe va vira do cac vi khudn: Streptococcus
pneumoniae, H. influenzea, Chlamydia pneumoniae, Mycoplasma pneumoniae, hodc
Movaxella catarrhalis.

Nhiém khuén da va té chirc duéi da do Staphylococcus aureus, Streptococcus pyogenes.
Thubc ¢6 hiéu qua trong diéu tri cac bénh nhiém khuén da nhu: ap xe dudi da khong bién
chimg, dinh nhot, chéc 1& va viém mo té bio.

LIEU DUNG VA CACH DUNG

Cho ngudi ém, liéu diung duge khuyén 1 1 thi (400mg), truyén vao tinh mach trong 60 phut
mdi ngay mot lan,

Ngudi 16n tudi: khong can thay dbi vé lidu lugng.

Suy gan: Khong can thay ddi lidu dung véi bénh nhan bi suy gan nhe dén trung binh (Child-
Pugh A, B)

Suy thén (mirc d¢ thai loai creatnin 30ml/phit/1,73m*): Khéng can diéu chinh liéu dung.

CHONG CHI PINH:

Ngudi ¢6 tién sit qua man véi moxifloxacin, cac quinolon khac hay bét ki thanh phan cua
thude.

Khong sir dung cho tré em dudi 18 tudi do trén thuc nghiém cho thiy thudc c6 thé gay thodi
hoa sun & khop chiu trong luc.

Phu n{r mang thai va cho con bu.

LUU Y - THAN TRONG

Quinolon ¢6 kha ning phong bé hoat dong cuia than kinh-co va c6 thé 1am tang suy nhuge co
& nhimg nguoi bi chimg nhugc co ning. Cac bao co lru hanh thube cho thiy nhiéu truong
hop dang lo ngai, ké ca tir vong va cn ¢ hd trg hé hdp, co lién quan dén viée str dung
Quinolon cho nhimg nguoi bi nhugc co nédng.

Cin than trong khi sir dung thudc nay cho cic bénh nhin sau:

Quinolon dugc biét 14 din dén dong kinh. Khi sir dung can chu ¥ véi cac bénh nhan bi réi
loan hé than kinh trung wong hay c6 cac triéu chimg c6 thé din dén dong kinh hay giam
ngudng chiu dung dong kinh.

Vi gi6i han sb liéu 1am sang, thudc nay chéng chi dinh v6i bénh nhén suy gan (Child-Pugh
C).

Gidng nhu cac quinolon hay macrolid, thudc nay dugc biét 1a lam ting khoang QTc. Thubc
ndy can phai tranh diing cho c4c bénh nhan dang didu tri véi thudc giam loan tim nhém IA
(Vi du quinidin, procainamid) hay nhém IIT (Vi du amiodaron, sotalol) va bénh nhéan bi kéo



dai khoang QTc hay giam kali huyét chwa duge diéu tr, vi khong di két qua 1dm sang khi sir
dung thubc nay.

Thubc nay ¢6 thé 1am ting tinh kéo dai QTe cta cdc thude khac nhu cisaprid, erythromycin,
thuc chéng loan thin va thudc chéng trim cam ba vong. Bénh nhan can théng béo cho cac
béc si vé tién sir bénh cia cd nhin hay cia gia dinh bj kéo dai QTc hay sy rdi loan nhip tim
nhu ha kali huyét, nhip tim cham thuéng xuyén va chimg thiéu méu cuc bd co tim cép.
Fluoroquinolon khdng nén dung cho cdc bénh nhén ¢6 triéu ching nhu viém gan hay thoai vi
oarn, bao gdm cdc rdi loan gan vi thap khép, viém khép.

Thube nay nén duge dung cén than véi céde bénh nhén bi nhuge co nang (vi cd thé lam tang
cac triéu chimg).

TAC DUNG KHONG MONG MUON

Toan co thé: Thudmg dau co bung, dau dau, phén tmg & noi truyén (ké ca sung, man cam,
mung mu/dau), suy nhuge, bénh nim Candida, dau, kho thd kho chiu, dau ngue, phan img
mén cam, it gip 1a dau chau hong, phit mat, dau lung, két qua xét nghiém bat thudng, dau chi
dudi, mét nuée (cdc tridu chimg phu gay bai tidu chay hay giam sy tiép chat nhon) c6 thé xay
ra.

H¢ tiéu héa: Thuong thiy budn nén, tiéu chay, 6i mira, khé tiéu, thir nghiém chire ning gan
khéng binh thuomg, khd miéng, dy hoi, tdo bén, viém da day, ndm Candida miéng, biéng an,
viém miéng, rdi loan tiéu hoa, taing GGTP, viém ludi, ting y-GT, mau ludi thay dbi, chimg
khé nudt, vang da (viém gan r mét), viém két trang lién quan dén khang sinh (hiém khi din
dén nguy hiém tinh mang), viém gan (viém gan r mét) ¢6 thé xay ra.

Hé¢ than kinh: thuong hoa mit, mAt ngu, kich dong, budn ngu, lo du, run réy, di cam, rbi loan
gi:?ic ngu, bi r6i, hiém 6 do giae, wu tnrong, roi loan phdi hop (bao gdm réi loan dang di dic
biét do chong mit hay hoa mét, trong nhimg trudmg hop rt hiém dan dén ngd quy dén chan
thuong diic biét & ngudi Jon tudi), hung phin, rdi loan tri nho, cam xue dé thay ddi, loan 1o
n6i, suy nghi bét thudng, giam cam giae, gidc mo bit thuong, dong kinh hay biéu hién 1am
sang khac nhau (bao gbm co giat dong kinh 1ém), mic cam (cé thé 1én dén cic hanh vi gay
nguy hai cho chinh minh), phan tmg tdm than (rit hiém khi én dén cac hah vi gdy thuong
tich cho chinh minh).

Tim mach: Thuong loan nhip tim nhu nhip tim nhanh, cao huyét 4p, tim dap nhanh, kéo dai
khoang QT, viém tinh mach & viing tiém truyén, gidn mach, hiém huyét ap thip, phu ngoai vi
va ngét ¢6 thé xay ra. Loan nhip that & cic bénh nhan bi anh huémg béi chét gdy rdi loan nhip
tim nng, cac diéu kién vi dy nhip tim ldm sang cuc chim, chimg thiéu mau cuc bd co tim
nang da duoe bao cio va hiém khi c6 thé din dén xoén dinh hay dimg tim.

Hé bach huyét: D6i khi thiéu mau, thiéu bach cau, prothrombin giam/INR ting, giam bach
céu trung tinh, ting bach cAu wa eosin ¢6 thé xay ra.

Chuyén hoa: Ting amylase, tang lipip huyét, suy gan (bao gdm viéc ting LDH), ting
billirubin, hiém gip ting duong huyét, ting acid uric huyét, viém gan cép (c6 thé din dén hur
gan, nguy hiém dén tinh mang).

Co va xwong: Thong thuong dau khép, dau co, hiém cé viém khap, rdi loan gén, rach gén,
dang di thay d6i (vi cdc trién & chimg co, gan hay khép ndi), ting bénh nhuoc co ning co thé
Xay ra.

Da liéu: ban, viing da dd, ngira, chay md hoi, may day, phan tmg da Bullous vi duy hi chimg
Stevens-Johnson hay hoai tir biéu bi (¢6 thé nguy hiém dén tinh mang) cé thé xay ra.



Cac gidc quan: R6i Joan vi gide, hiém ¢6 U tai, nhidu loan truc gidc (dc biét khi ¢é cac phan
(g hé than kinh trung vong), in khéng ngon, 11 loan khiru gidc va gidm thi luc ¢6 thé xay
ra.

Tiét ni¢u: Nhiém candida am dao, viém am dao, chiic ning thin bét thudng (dan dén hu than
vi sy mét nue, dic bidt & nguot 1on tudi da bi suy than) c6 thé X4y ra.

Pudmg hé hip: it gap chimg khé thd, hiém khi bi hen suyén.

Khéng 1ién quan véi thude nay, nhimg triéu chimg sau cé thé thuong xay ra: ting hogc giam
ti 16 thé tich huyét cdu, chimg ting bach cdu, tang hdng ciu thir phat, giam hong chu, giam
duong huyét, giam mau, tang alkalin phosphat, ting AST, tang ALT, tang lugng nudc tiéu,
tang creatinin, ting BUN. Lién quan binh thudng cia céc triéu chimg trén voi thude nay hién
van chua ré.

Min cim

Hiém c6 phan img phan vé/qua man, sbe qud man (c6 thé gay nguy hiém dén tinh mang), di
tmg phi/phtl nguyén bao mach (bao gdm phu thanh quan giy nguy hiém dén tinh mang) c6
thé xay ra.

Théng bdo cho bdc si bt ky tic dung khéng mong muidn nio xiy ra khi dimg thuéc nay

PHU NU MANG THAI VA CHO CON BU

D6 an toan cha moxifloxacin trén phu nit mang thai chua duoc theo dai, vi thé, thudc nay
chéng chi dinh cho phu nir mang thai.

Quinolon duge biét c6 bai tiét trong sita me. Trong nghién ctu tién lam sang, mét luong nhé
moxifloxacin dd dugc bai tiét trong sita me. Vi thé, thudc nay khéng duge ding cho phu nit
dang cho con b1l

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua ¢é nghién ciru ndo vé anh huéng ciia moxifloxacin 1én kha ning l4i xe va sir dung may

mée duge tién hanh. Tuy nhién, nhém thude fluoroquinolon bao gbm ca moxifloxacin cé thé
lam giam kha nang 14i xe va van hanh may méc cua bénh nhén vi cic phan tmg trén hé thin
kinh trung vong (vi du chéng mat, mét thi lue thoang qua) hay niing va tam thoi mét phuong
huéng (bi ngit). Bénh nhan cin thén trong xem phan tmg cta minh voi moxifloxacin trude

khi lai xe hay van hanh may méc.

TUONG TAC THUOC

Khi dung ciing warfarin: Cac trudong hop ting hoat tinh chéng déng da duge béo & cac bénh
nhén ding thudc chéng déng méu clng véi thube khang sinh, bao gbm moxifloxacin. Bénh
nhiém tring (va qud trinh mung mu di kém), tudi tac va tinh trang chung ctia bénh nhin la
cac tdc nhén gdy nguy hiém. Tuy turong tc gitta moxifloxacin va warfarin chua duge giai
thich trong thi nghiém 1im sang, giam sat INR nén duge thue hién va néu can liéu thudc
thudc chdng déng méu cén nén duge didu chinh sao cho phit hop.

Khéng cé tuong tic xay ra khi cho ubng song song moxifloxacin véi digoxin, ranitidin,

glibenclamid (chdng tiéu dwdng), morphin, probenecid hay thube tranh thai. Theo két qua cua



cac thi nghiém in vitro, moxifloxacin khong anh hudng 1én dugc dong hoc cua theophyllin
(va ngugc lai) & trang thai on dinh dugc phat hién & ngudi, n6 cho thdy moxifloxacin khong
anh hudong dén nhanh 1A2 cia enzym CYP- P450.

Phoi nhiém (AUC) véi itraconazol chi thay déi nho khi cho udng kém liéu moxifloxacin.
Duoc dong hoc cua moxifloxacin khong bi thay dbi dang ké boi itraconazol. Khong can phai
thay ddi lidu luong itraconazol khi diing chung véi moxifloxacin va nguoc lai.

Atenotol: Duogc dong hoc cua atenolol khdng bi thay déi nhidu bdi moxifloxacin. Quan sat
lidu don cho dbi twong khoé manh , AUC tang rét it (vao khoang 4%) va nong do dinh giam
100%.

QUA LIEU

Liéu don 1én dén 1200 mg va liéu kép 600 mg trong 10 ngay dugc cho dung trong cac dbi
tuong khoé manh ma khong xay ra anh huong khéng mong mudn qua manh nao.

Trong truong hop qua lidu, duoc khuyén nén c¢é su cham séc phit hop bao gdm thuc hién dién
tim dd theo tinh trang 14m sang cta bénh nhan. Viéc ding than hoat tinh sém sau khi ding
thubc co thé hiéu qua dé tranh viéc ting su phoi nhiém co thé trudc moxifloxacin trong

truong hop qué lidu.

BAO QUAN: khong quéa 30°C

HAN DUNG: 24 thang

TRINH BAY: Mot tii nhua chira 250 ml dugce dung bén trong tii nhém.
TIEU CHUAN: Nha san xuét

KHUYEN CAO:

Dé xa tam tay tré em.

Poc ki hwéng din truée khi sir dung.

Thudc nay chi ding theo si ké don ciia thiy thude.
Néu cin thém théng tin, xin héi ¥ kién bic si.

NHA SAN XUAT:
CJ CHEILJEDANG CORPORATION
Daesosandan-Ro 20, Daeso-Myeon, Eumsung-Gun, Chungcheongbuk-Do, Han Qudc.

TUQ. CUC TRUONG
PTRUJNG PHONG
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