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Composition: Each 250ml
contains Moxifloxacin
hydrochloride equivalent to
Moxifloxacin 400mg

Indication, contra-indication,
administration, precautions,
dosage: Please see insert paper
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Storage: Store in cool dry place,
protected from light,

store below 30°C

Specification : In-house
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Keep out of reach of children
Carefully read the accompanying
instructions before use
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Moxifloxacin 0,16%

Manufactured by :

\\ Popular Pharmaceuticals Ltd
164, Tongi Industrial Area, Tongi,

Gazipur-1711 Bangladesh
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Moxifloxacin 0,16%
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M OXi bac 400 IV Infusion

Thanh phén :

M&i chai 250ml chira
Moxifloxacin Hydroclorid twong
dwong Moxifloxacin 400mg

Chi dinh, chéng chi dinh, liéu
dung, cach dung va cac théng
tin khac: xin doc to hwong dan
str dung

Bao quan: Bao quan noi khd

mat , tranh anh sang, nhiét doé
duwéi 30°C
Tiéu chuan : Nha san xuét

Dé xa tam voi tré em
Poc ky hwong dan stir dung
trwde khi dung
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G1] 460
THONG TIN DANH CHO CAN BO Y TE
DUNG DICH TRUYEN
MOXIBAC 400 1.V infusion
(Moxifloxacin 0,16g/100 ml)
THANH PHAN
Mbi 100 ml dung dich truyén chira:
Moxifloxacin hydroclorid 0,1746¢g tuong duong véi MoxifloXacin ......ceeveeeveveeeveverennn, 0,16g

(Td dwoc gom: Natri Clorid, Natri hydroxyd dé diéu chinh pH, Nudc cat pha tiém vira
du).

DANG BAO CHE

Dung dich truyén.

QUY CACH PONG GOI

Hop 1 chai 250 ml kém 1 bd dung cu tiém truyén
DUQC LUC HQC

Ma ATC: JOIMA14

Co ché tic dung:

Moxifloxacin, 8-methoxyl-fluoroquinolon 1a mgt khang sinh pho rong ¢ dung diét
khudn. Trong in vitro moxifloxacin ¢é pho tac dung rong ddi véi cacWram
duong va am, vi khudn ky khi, vi khudn bén virng véi acid, vi khudn kh dién hinh
nhu Mycoplasma spp, Chlammydia spp va Legionella spp.

Tac dong diét khudn 1a do moxifloxacin trc ché men topoisomerase II va IV, day la cac
enzym can thiét cho viéc sao chép va sira chita cac ton thuong cia DNA.
Moxifloxacin ¢6 tac dung chdng lai cac vi khudn khang B-lactam va macrolide. Cac
nghién ciru trén dong vét cho thdy thudc c6 tac dung manh ddi véi cac loai Nhiém khuin
khéc nhau.

o Khdng thubc:

Nhiing co ché khang thudc lam bat hoat penicillin, cephalosporin, aminoglycosid,
macrolid va tetracyclin khong anh huong t6i hoat tinh diét khudn ctia moxifloxacin.
Khong c¢6 dé khang chéo giita moxifloxacin va nhiing thudc nay. Khong thdy khang
thude qua trung gian plasmid.

Ngudi ta nhan thiy C8- Methoxyl dong gOp mot phan lam tang tac dung va giam chon loc
cta sy dot bién khang thudc do6i v6i cac vi khuan Gram duong so v6i C8-H. Su c6 mat
cta chit thay thé tai vi tri C7 ngin cin tac dung phan cét, mot co ché khang thudc

fluoroquinolon.
Céc nghién ctu in vitro da chimg minh dugc su khang thudc ddi voi moxifloxacin phat
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trién chdm thong qua nhicu budc dot bién. Chi mot ty 1¢ khang thude rét thép dugc chimg
minh (107-10""). Khi vi tring tiép xtic nhiu 1an v6i moxifloxacin & ndng do dudi MIC
chi lam tang nhe MIC.

Ghi nhan c¢6 khang thudc chéo giita cac quinolon. Tuy nhién, mot s6 vi khudn Gram
duong va vi khuan ky khi khang lai cidc quinolon khidc nhung van nhay cam véi
moxifloxacin.

* Tac dung Ién quén thé vi khuin dwong tiéu héa & ngwoi: Trong 2 nghién ciru trén
ngudi tinh nguyén, thiy c6 céc thay dbi cta ching vi khudn thudng tra & rudt dudi day
sau khi udng moxifloxacin: E.Coli, Bacillus spp.,  Bacterpi vulgatus,
Enterococci va Klebsiella sppbi giam di cling nhu cic vi khud
nhu Bifidobacterium Eubacterium va Peptostreptococcus. Cac thay doi
thudng trong vong 2 tun. Khong tim thay toxin ctia Clostridium difficile.

* Dir liéu nhay cam véi thuoc trén in vitro:
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Nhay cam Trung gian Khang thubc

Vi khuan Gram dwong

Gardnerela vaginalis

Streptococcus pneumoniae* bao gém ¢4 céc ching
Streptococcus pneumoniae khang nhiéu loai thudc
[MDRSP], ké ca cac chung coé tén la PRSP

(S. pneumoniae khang Penicillin), va cac ching
khang lai 2 hoac nhiéu loai khang sinh duwéi day:
penicillin (MIC 2 2 pg/mL), cac cephalosporin thé hé
2 (vi du, cefuroxim), cac macrolide, tetracycline, va
trimethoprim/sulfamethoxazol

Streptococcus pyogenes (nhoém A)’

Nhom Streptococcus milleri (S. anginosus™,
S. constellatus®, va S. intermedius™)

Nhém Streptococcus viridans (S. viridans, S. mutans,
S. mitis, S. sanguinis, S. salivarius, S. thermophilus,

S. constellatus)

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus (chung nhay cam véi Staphylococcus

methicillin)* aureus (cac chiing
khang methicillin/
ofloxacin)*

Staphylococci coagulase am tinh (S. cohnii, Staphylococci

S. epidermidis, S. haemolyticus, S. hominis, coagulase am tinh

S. saprophyticus, S. simulans) cac chling nhay cdm (S. cohnii,

S. epidermidis,
S. haemolyticus,
S. hominis,

S. saprophyticus,
S. simulans ca
chdng k
methicilli

v&i methicillin

Enterococcus
faecalis™

(Chi ¢6 cac ching
nhay cam voi
Vancomyecin,
Gentamicin)

Enterococcus
avium*

Enterococcus
faecium™

dinh 1am sang da duwoc phé duyét.
* Avelox khéng duoc khuyen cao didu tri nhiém khuan S. aureus khang methicillin (MRSA) Trong

trwdng hop nghi ngd hodc da xac dinh nhidm khudn MRSA, nén bt dau diéu tri bing khang sinh

/" Hiéu qua trén |am sang da dwoc chirng minh cho cac vi khudn phan lap nhay cam trong céc chi

phu hop.
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Nhay cam Trung gian Khang thubc

Vi khudn Gram am

Haemophilus influenzae (bao gém ca ching cé
B lactamase am tinh va dwong tinh)’

Haemophilus parainfluenzae’

Moraxella catarrhalis (bao gdm ca chiing c6 B
lactamase am tinh va dwong tinh)’

Bordetella pertussis

Legionella pneumophilia Escherichia coli

Acinetobacter baumanii Klebsiella pneumoniae’

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter species
(E. aerogenes, E. intermedius,
E. sakazaki)

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas
aeruginosa

Pseudomonas fluorescens

Burkholderia cepacia

Stenotrophomonas maltophilia

Proteus mirabilis’

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoea™

Providencia species
(P. rettgeri, P. stuartii)

/" Hiéu qua trén 1am sang da chirng minh déi voi nhirng phan lap vi khuan nhay c¢dm trong céac chi
dinh 1am sang da dwoc phé duyét.

Y a0

Nhay cam Trung gian Khang thubc

Vi khuan khéng dién hinh

Chlamydia pneumoniae*

Chlamydia trachomatis™* LAY /

Mycoplasma pneumoniae* \ \/

Mycoplasma hominis

Mycoplasma genitalum

Legionella pneumophila*

Coxiella burnettii

*/** Hidu qua trén 1am sang da chirng minh cho céc vi khudn phan 1ap nhay cam trong nhirng chi
dinh da dwoc phé duyét.
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Tan suét khang thudc méc phai c6 thé thay ddi theo viing dia 1y va theo thi gian dbi véi
mot s6 chﬁng‘ vi khudn. Thong tin vé khang thudc tai cac dia phuong can dugce chu y, dic
biét léﬂkhi diéu7 tri cho cdc nhiém tring ning. Cac thong tin & trén 1a chi din vé kha ning
vi khuan c¢6 thé nhay cam d6i véi moxifloxacin.

So sanh céac chi sé dai dién PK/PD cho sir dung moxifloxacin theo dudng tiém truyén va
duong uong véi lieu don 400mg Moxifloxacin.

Déi voi nhig bénh nhan phai ndm vién, cac thong s6 AUC/MICq thuong 16n hon 125
va Cia/MICoondm trong khoang 8-10 dugc du bao cho chita khoi vé 1am sang (theo
Schentag). D6i v6i nhitng bénh nhan diéu tri ngoai tra, cac thong s6 dai dién nay thuong
nho hon, vi du nhu AUC/MICglén hon 30-40 (theo Dudley va Ambrose).
Bang sau ddy cung cap céc chi sé dai dién PK/PD lan luot cho sir dung theo dudng tiém
truyén tinh mach va duong udng 400mg Moxifloxacin tinh theo dif liéu cho liéu don.

Buwdng ding Tiém tinh mach Puwong udng
Cac théng sb : "
e AUIC (gio) C,./MIC, AUIC (gi®) C,./MICy,
MICQO 0,125 mg/I 313 32,9 279 23,6
MIC,, 0,25 mg/| 156 16,2 140 11,8
MIC,, 0,5 mg/I 78 8,1 70 59

3 tiém truyén trong 1 gio

DUQC DPONG HQC
« Hip thu

Sau khi diing mdt liéu don 400mg truyén tinh mach trong vong 1 gio, nong d¢ dinh trong
huyét tuong dat dugc vao khoang 4,1mg/L vao lic két thuc thoi gian truyén, ting xap xi
26% so v6i sau khi udng. Su phdn bé cua thude, xét ve chi s6 AUC 1a 39 mg glor/L sau
khi truyén tinh mach chi cao hon 1 chut so véi 35 mg gio/L sau khi udng, trong diéu kién
thude duge hap thu gan nhu hoan toan va sinh kha dung dat 91%.

Sau khi tiém tinh mach liéu nhéc lai (truyén tinh mach trong 1 gi®) véi lidu 400mg, ndng
d§ dinh va day trong huyét tuong 6n dinh tuong ng & vao khoang 4,1 dén 5,9 va 0,43
dén 0 ,84mg/L. Tai nong d6 on dinh, su phan b cua thude trong khoang thoi gian gilta 2
liéu 1a x4p xi 30% cao hon sau khi dung lleu diu tién. Trén bénh nhan, nong d 6n dinh
trung binh la 4,4mg/L dat dugc ngay sau truyén tinh mach (truyén trong vong 1 gio).

« Phiin bd

Moxifloxacin dugc phan b6 nhanh chong den cac khoang ngoai bao. Sy phan taficia
thuoc dua vao chi s6 AUC (AUCnorm = 6kg gio/L) la kha cao ve mat thé tich Q| ba
at

tai ndng do 6n dinh (Vss) xap xi la 2L/kg. Nong do dinh trong tuyén nudc bot c6 thé

duoc cao hon nong do trong huyét twong. Trong cic nghién clu in vitro va thur nghlem
ngoai co the trong khoang tir 0,02 dén 2mg/L, ngudi ta xac dinh dugc lugng gén két Voi
protein xap xi 1a 45%, khong phu thudc vao ‘nong do cua thude. Moxifloxacin chu yéu
gén két vao albumin huyét tuong. Do ty 1& gén két véi protein thdp nén ndng do dinh &

N
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dang tu do ¢ mirc cao > 10 lan néng do MIC. Moxifloxacin dat duoc n(“)ng dd cao tai cac
md nhu phdi (dich biéu mo, dai thye bao phé nang, md sinh hoc), cac xoang (xoang ham
va xoang sang, polip miii) va cac t6 chirc viém (dich nét phong), tai d6 nong do cua thudc
vugt qua nong do trong huyet tuong. Mot lugng 16n thude & dang tu do duoc tim thay
trong cac co quan chira nhiéu dich (tuyén nuéc bot, co, md dudi da). Bén canh do, nong
do thude cao ciing thdy tai cac mo va dich trong 6 bung va duong sinh duc cua nir.

Cac nong do dinh va cac ty 1¢ gitra ndng dd tai chd va huyét tuong rit khac nhau dbi véi
vi¢c sir dung thuoc theo duong uong hay ti€ém truyen tinh mach cing mét lieu duy nhat
400mg

« Chuyén hoa

Moxifloxacin trai qua chuyén hoéa sinh hoc pha 2 va dugc dao thai qua than va mat dudi
dang thudc khong chuyen hoa cling nhu dang phirc hop sulfo (M1) va mdt glucuronide
(M2). M1 va M2 la chét chuyén hoa c6 y nghia ddi véi ngudi, ca hai déu 1a chit bat hoat
vi khpan. Bit ké 1a thir nghiém trén in vitro hogc thir nghiém 1am sang pha I nghién ctru
chuyén hoa dugc dong hoc tuong tac voi céc thudc khéc, qua trinh chuyén héa sinh hoc
pha 1 c6 su tham gia ciia hé thong enzym Cytochrome P450. Khong phu thudc vao
dudng dung thude, ca 2 chit chuyén héa M1 va M2 déu tim thdy trong huyét tuong &
ndng do thap hon so vdi ndng do thudc ban ddu. Cac nghién ciru tién 1am sang tuong ng
da tién hanh voi ca 2 chit chuyén héa va nhan thdy ching khong c6 nguy co lién quan
dén tinh an toan va kha nang hép thu.

* Thai trie

Moxifloxacin duoc bai xut tir trong huyét twong véi thoi gian ban huy 1a xép xi 12 gio.
Luong thanh thai trung binh toan than sau khi dung litu 400mg vao khoang 179 dén
246mL/phut. Téng lugng thanh thai qua than vao khoang 24- 53mL/phut, cho thdy c6 thé
cac éng than da tai hap thu mot phan thude tai than. Sir dung ddng thoi véi ranitidin va
probenecid khong lam thay ddi do thanh thai thude & than.

Su cén bing gitra luong thude dua vao ban dau va cac chit chuyén hoa qua pha 2 clia
moxifloxacin dugc tai hap thu gdn nhu hoan toan, x4p xi 96-98% khéng phu thudc vao
duong dung va khong ¢6 déu hiéu chét chuyén hod cta qud trinh oxi héa.

« O nguoi Ién tuéi: Dugc dong hoc cla moxifloxacin khong bi anh huéng boi tudi.
* Gidi tinh: C6 khoang 33% c6 su khac biét vé duoc dong hoc (AUC, Cpax) cla
moxifloxacin gifta nam gi6i va nir gioi. Su hip thu thudc khong bi anh hudng boi gidi
tinh. Su khéac biét nay ddi voi AUC va Cpax €O thé do can ning co thé khac nhau hon la
do gidi tinh. DPiéu ndy khong c6 gia tri trén 1am sang.

* Suw khdc biét vé chiing toc: Co thé c6 su khic biét vé chiing toc khi thir nghlem tr
nguoi da trang, Nhat ban, da den va cac nhém chung toc khac. Khong phat
su khac biét vé dugc dong hoc lién quan giita ching toc vé mit |am sang.

« Bénh nhi: Duge dong hoc cua moxifloxacin duge nghién ctru sau khi sir dung mot heu
don tiém tinh mach (i.v.), st dung (truyén 1 gio) & bénh nhi tudi tir 3 thang dén < 14 tudi.
Thong s6 dugc dong hoc twong ing dugc tdng hop trong bang sau:

ST L 4

- Ofe

I
li

\ i

1o}

Izl 2o



7'htt‘ps://nhathuocngocanh.Com/

Gia tri trung binh hinh hoc / CV (%) déi véi cac thong s6 dwgc dong hoc ctia Moxifloxacin &

bénh nhi sau khi dung mét lieu don moxifloxacin truyen tinh mach trong 1 gio

Nhom tudi 3 thang dén < 2 tudi 2 dén < 6 tudi 6 dén < 14 tudi

Lidu 9 mg/kg 10 mg/kg 7 mg/kg 8 mg/kg 5 mg/kg 6 mg/kg
(n=6) (n=1) (n=7) (n=5) (n=7) (n=5)

Bién sé

AUC 25.52/17.26 40.5/- 28.21/2.75 | 27.18/19.29 | 19.73/30.53 | 24.04/4.11

(mg*gio/L)

Coax (ML) 5.31/4.67 5.96/- 6.51/43.54 5.64/10.71 3.16/33.33 | 4.61/17.10

t,, (gio) 6.82/35.1 5.94/- 5.66/18.79 6.03/24.78 7.89/34.32 | 6.16/23.99

AeUr (%) - - 31.3/32.38 24.7/54.41 22.9/33.23 | 25.4/27.50

AeUr = s6 Iuo'ng thai vao trong nwoc tiéu; AUC = dién tich duou duo'ng cong;C .. = ndng do thude

téi da trong huyét twong sau khi st dung don liéu; CV = hé sb bién déi; te= tho'l gian ban thai

* Tén thwong chirc nang thin: Dugc dong hoc ciia moxifloxacin khong bi thay dbi dang
ké & nhitng bénh nhan c6 tén thuong chirc ning than (ké ca khi do thanh thai creatinine <
30mL/phL'1t/l,73m2 dién tich co thé) va & nhitng bénh nhan phai loc mau man tinh nhu
tham tach méu va loc mang bung ngoai tru lién tuc.

« Tén thwong chirc ning gan: Nong do ciia moxifloxacin trong huyét twong & nhitng
bénh nhan suy chirc ning gan & mirc do nhe dén ning (Child Pugh A dén C) khong thdy
¢6 céc khéc biét lién quan dén 1am sang khi so véi nhiing ngudi tinh nguyén khée manh
hay bénh nhan cé chirc nang gan binh thudng, tuong ung.

QUY CACH PONG GOI

Hop 1 chai 250 ml kém 1 bd dung cu tiém truyén

CHI PINH

* Moxifloxacin dang dung dich tiém truyén tinh mach dugc chi dinh trong diéu tri bénh:

- Viém phdi méc phai tir cong ddng gay ra boi nhitng dong vi khuan nhay cam.

- Nhidm khuan da va té chte dudi da ¢ bién chimg (bao gdm ca trung ban chan do bénh
dai thao duong).

- Diéu trj cac bénh nhiém khuin ving tiéu khung mirc do nhe dén trung binh (vi du

Nhiém khudn duong sinh duc trén cla nilr, bao gom viém vOi trirmg va viém ndi mac tir/

- Nhidm khudn & bung ¢6 bién ching (bao gdm ca cac trudng hop nhiém trt idu
loai vi khuan gay nén nhu 4p xe).

- Nhiém khudn duong tiét niéu khong phic tap : Do khang sinh fluoroquinolon, trong do
c¢6 moxifloxacin li€n quan dén phan (ng c6 hai nghiém trong (xem muc Canh bdo va théan
trong) va nhiém khuan duong tiét niéu khong phire tap & mot s6 bénh nhén c6 thé tu khoi,

cung) ma khong co6 ap xe voi trirg hay tiéu khung.
ind
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chi nén str dung moxifloxacin cho nhiing bénh nhan khong cé lya chon diéu tri khac thay
thé.

- Dot nhiém khuén cap cta viém phé quan man tinh: Do khang sinh fluoroquinolon, trong
d6 c6 moxifloxacin lién quan dén Jphan (g c6 hai nghiém trong (xem muc Canh béo va
than trong) va dot nhiém khuan cdp cta viém phé quan man tinh & mot s bénh nhéan c6
thé tu khoi, chi nén sir dung moxifloxacin cho nhitng bénh nhan khong ¢6 lua chon diéu
tri khac thay thé.

- Viém xoang cdp tinh do vi khudn: Do khang sinh fluoroquinolon, trong d6 c6
moxifloxacin lién quan_ dén phan tng co hai nghiém trong (xem muc Canh béo va thén
trong) va viém xoang cdp tinh do vi khudn & mot s bénh nhan c6 thé tu khoi, chi nén st
dung moxifloxacin cho nhitng bénh nhan khong c6 lwa chon diéu tri khac thay thé.

CHONG CHI PINH

- Man cam véi moxifloxacin hodc cac quinolon khéc hodc bat ky thanh phi‘m ta duogc cua
thude

- Phu nir ¢6 thai va cho con bu

- Bénh nhan duéi 18 tudi

- Bénh nhén c6 ha kali méau chua duge diéu chinh

- Bénh nhan c6 khoang QT kéo dai

- Bénh nhan dang diéu tri bang cac thudc chéng loan nhip nhém IA (nhu quinidin,
procainamid) ho@c nhém III (nhu amiodaron, sotalol)

- Bénh nhén c6 tién sir rbi loan gan co /r6i loan lién quan dén diéu tri bing quinolon.

- Do nhiing dir liéu 1am sang han ché, moxifloxacin ciing duoc chéng chi dinh & nhitng
bénh nhén suy gan (Child Pugh C, transaminase ting gdp 5 1an binh thuong)

LIEU LUONG VA CACH DUNG

« Liéu lwong (nguoi lon):

Liéu khuyén dung la 400 mg moxifloxacin mdt 1dn mdi ngay cho céc chi dinh néu trén va
khong dung qua liéu.

« Thoi gian diéu tri:

Nén xéc dinh thoi gian diéu trj tiy theo mic do ning nhe ctia bénh hay dap,im lam sang.
C6 thé khai dau dot diéu tri v6i moxifloxacin tiém truyén tinh mach sau do
dang udng néu c6 chi dinh trén 1am sang. C6 thé sir dung theo khuyén cdo

day:

- Dot cép ciia viém phé quan man: 5 ngdy
- Viém phdi méc phai trong cong dong: 7-14 ngay
- Viém xoang cap: 7 ngiy

- Nhidm khuén da va td chirc dudi da khong c6 bién chimg: 7 ngay
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- Nhiém khuén da va t§ chirc duéi da cé bién chung tong thoi gian diéu tri nbi tiép
(truyén tinh mach trude sau d6 chuyén sang ding dudng udng): 7-21 ngay.

- Nhiém khuén tiéu khung mirc d6 nhe va trung binh: 14 ngay.

- Nhiém khuan 6 bung c6 bién chimg tong thoi gian diéu tri ndi tiép (truyén tinh mach
trude sau d6 chuyén sang dung dudng ubng): 5-14 ngay.

- Nhiém khuan duong tiét nidu khong phtrc tap : 7-14 ngay
Khong nén kéo dai thoi gian diéu trj khuyén ding néu trén.
* Cdach sw dung:

Truyen thude theo dudng tinh mach véi thoi gian trén 60 phut. C6 thé truyén thubc truc
tiép hoac qua 6ng chir T cung v6i cac dung dich tiém truyén phii hop khéc.

Néu truyén chung moxifloxacin véi mot thudc khac, mdi thude phai dugc truyén riéng ré.
Chi sir dung dung dich con trong.

2

* Nguwoi gia: Khong can phai chinh lidu & nguoi gia.

* Tré em: Hi¢u qua va d an toan ctia moxifloxacin & tré em va thiéu nién trong giai doan
tang truong chua dugc xac dinh.

i

* D6i voi cde ching toc khde nhau: Khong can chinh liéu trong cac nhém ching toc.

* Suy gan: Khong can phai chinh lidu & bénh nhan suy chirc ning gan

* Suy than: Khong can phai chinh liéu & bénh nhan suy than & bt ky mirc d nao (ké ca
khi do thanh thai creatinine < 3Om[/phﬁt/l,73m2) va doi voi bénh nhan phai loc méu kéo
dai nhu chay than nhan tao hodc tham phan phic mac lién tuc.

THAN TRONG VA CANH BAO

Trong mot sO trudng hop, phan (mg quéa me’mlhoéc phan tng di ing xay ra sau lan ding
thudc dau tién va phai thong bao cho bac si biét ngay lap tirc.

Phan (ing phan vé trong mot sd rat hiém trudng hop 6 thé din dén tinh trang shock gay
nguy hiém dén tinh mang, trong mot sb trudng hop c6 thé xay ra sau lan dung thudc dau
tién. Trong nhing trudng hop nay, phai ngung sir dung Moxifloxacin va can ¢ diéu trj
ndi khoa (vi du diéu tri shock).

Moxifloxacin d dugc chimg minh lam kéo dai khoang QT trén dién tim do & mot sb
bénh nhan. Vi phu nir ¢6 khuynh huéng cé khoang QT luc ban dau dai hon so véi nam
gi6i, do d6 ho c6 thé nhay cam hon véi cac thude gay kéo dai khoang QT.

Nguoi gia c¢6 thé nhay cam hon ddi v6i nhitng tac dung 1én khoang QT c6 lién quan dén’
thude.

Do do rong cua khoang QT kéo dai c¢6 thé ting lén theo ndng do gia ta
Khong nén vuot qué liéu stir dung va toc do truyén da duoc khuyén céo (400m
gian 60 phut). Tuy nhién ddi v6i nhitng bénh nhan viém phdi, ngudi ta khong t ay o su
tuong quan giira ndng do clia moxifloxacin trong huyét tuong va kéo dai khoang QTc. Su
kéo dai khoang QT c¢6 thé dan t&i ting nguy co loan nhip thit bao gdbm xoén dinh. Khong
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¢6 trudong hop bénh hodc tir vong tim mach ¢6 thé quy cho su kéo dai khoang QT khi
diéu tri véi Moxnﬂoxacm trong cac nghlen clru lam sang trén hon 9.000 bénh nhan, tuy
nhién mot sé bénh c¢6 ban chit d& méc phai c6 thé lam ting nguy co loan nhip thét.
Nén str dung thén trong Moxifloxacin cho nhiing bénh sau do khéng loai trir duoc tac
dung hiép dong lam kéo dai khoang QT cua moxifloxacin:

- Bénh nhén dugc diéu tri dong thoi véi cac thude 1am kéo dai khoang QT nhur cisaprid,
erythromycin, thudc chdng loan than hodc céc chéng trdm cam 3 vong.

- Bénh nhan dang c6 tinh trang tién loan nhip tim nhu nhip chdm rd trén 1am sang hodc
thiéu mau cuc bo co tim cép tinh.

- O nhitng bénh nhén xo gan do khong thé loai trir kha ning nhitng bénh nhén nay da cé
trugc khoang QT kéo dai.

- Phu nlt va nguoi gia cé thé nhay cam hon véi cac thudc kéo dai khoang QT.
Di ¢6 nhiing bdo cdo vé céc trudong hop viém gan t6i cdp ¢ thé dan dén suy gan (bao
gdm cac truong hop tir vong) véi Moxifloxacin. Bénh nhén can dugc khuyén cao lién hé
ngay véi bac sy trude khi tiép tuc didu tri néu xuét hién cic triéu chimg lién quan dén suy
gan.

Di ¢6 nhitng bdo cdo vé céc phan tmg da bong rop nhu hdi chimg Stevens-Johnson hoic
hoai tir biéu bi do nhiém d¢c véi Moxifloxacin. Bénh nhan phai dugc khuyén céo lién hé
ngay véi bac sy trude khi tiép tuc diéu tri néu xuét hién cac phan (g da va/hodic niém
mac.

Cac con dong kinh ciing ¢ thé xay ra khi diéu tri v6i quinolon. Nén sir dung than trong
trén nhiing bénh nhan da c6 hodc nghi ngd ¢6 céc rdi loan ctia hé than kinh trung wong 6
thé dan t6i con dong kinh hodc lam giam ngudng ctia con dong kinh.

Viém dai trang do st dung thude khang sinh di dugc bao cdo khi sir dung nhiing khéng
sinh phd rong, bao gdm ca Moxifloxacin; do d6, diéu quan trong la phai nghi t6i chén
doan nay & nhitng bénh nhén bi tiéu chay nghiém trong di kém vé&i sir dung
Moxifloxacin. Trong tinh hudng 1am sang nay, nén tién hanh ngay céc bién phap diéu tri
phil hop. Chdng chi dinh ding céc thude trc ché nhu dong rudt trén nhitng bénh nhan tiéu
chay nghiém trong.

Can than trong khi sir dung Moxifloxacin cho bénh nhén bi nhugc co ning vi cé thé 1am
cho céc triéu ching ctia bénh tram trong hon.

Viém gan va dat gan c6 thé xay ra khi diéu tri bing quinolon bao gdm ci Mox1ﬂoxacm
dac biét trén bénh nhén lorn tudi va nhing nguoi dang diéu tri do )
corticosteroids, da c6 bao cdo vé céc trudng hop xay ra sau khi két thic diéu tri
Khi ¢6 nhitng déu hiéu dau tién cia dau hay viém, bénh nhan can ngung thude v& dé chi
bi anh hudng nghi ngoi.
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Quinolon cho thdy c¢6 thé lam bénh nhén ting nhay cam véi dnh sang. Tuy nhién, chua
thdy rd tinh nhay cam véi anh sang trong cac thir nghiém tién 1am sang va lam sang vdi
Moxifloxacin. Ngoai ra, ké tir khi bat dau sir dung cho dén nay chua thdy céc bang ching
lam sang cho thdy Moxifloxacin gdy cac phan irng nhay cdm vdi anh sang. Méac du vay,
nén khuyén bénh nhan tranh tiép xtc nhidu véi tia cuc tim hodc 4dnh sang mat troi.
D6i véi bénh nhan c¢6 bénh viém ving chau phirc tap (vi du lién quan dén 4p xe voi
trimg-budng trimg hay dp xe viing chau) can xem xét dén didu tri tiém truyén tinh mach,
khong khuyén céo vién nén bao phim Moxifloxacin 400mg.

Khong khuyén céo sir dung moxifloxacin dé& didu tri nhiém khuin do MRSA. Trong
truong hop nghi ngd hodic di xé4c dinh nhiém khuén gy ra bdi MRSA, nén bét dau didu
tri bang khang sinh phu hop.

Hoat tinh ctia moxifloxacin in vitro ¢ thé lam anh hudng dén cdy Mycobacterium
spp. qua Gc ché sy phét trién cta vi khudn mycobacteria, gdy ra két qua a4m tinh gia trén
mau bénh pham ldy tir bénh nhan dang diing Moxifloxacin.

Di ¢6 bao cdo vé cic truong hop bénh da day than kinh cam gi4c hay van dong cam giéc,
din dén dj cam, giam cam gidc, rdi loan cam giac hodc yéu co & bénh nhan dang ding
khang sinh nhém quinolon, bao gdm ca Moxifloxacin. Nén khuyén cdo bénh nhén dang
diéu tri Moxifloxacin thong bao cho béc si trudce khi tiép tuc diéu tri néu xay ra céc triéu
chiing cua bénh ddy than kinh nhu dau, néng bong, ngira ran, té hogc tinh trang yéu co.

Cac phan tng tdm than ¢ thé xay ra tham chi sau lan dau tién sir dung khang sinh nhém
fluoroquinolon, bao gébm ca moxifloxacin. Rét hiém gip céc truong hop trdm cam hoic
phan Gng loan than din dén y nghi tir tw va hanh vi tu gdy thuong tich cho ban than nhu
c¢b géng tir tu. Trong truong hop bénh nhan mic phai cac phan Gng nay, nén ngimg sir
dung Moxifloxacin va duoc thay thé bing cac bién phap thich hgp. Nén than trong khi sir
dung Moxifloxacin & cac bénh nhan loan than hodc bénh nhan cé bénh sir méc bénh tdm
than.

Do tan suét nhiém Neisseria gonorrhoeae dé khang fluoroquinolon lan rong va dang ting
[én, nén tranh sir dung moxifloxacin don tri liéu & bénh nhéan cé bénh viém ving chiu,
ngoai trir ¢ thé loai trlr duge N. gonorrhoeae d& khang fluoroquinolon. Néu khong loai
trir duoc N. gonorrhoeae d& khang fluoroquinolon, nén can nhic phbi hop thém mot
khang sinh thich hop thuong cé hoat tinh chéng lai N. gonorrhoeae (nhu khang sinh
cephalosporin) vao phéac dd moxifloxacin theo kinh nghiém.

R&i loan duong huyét: Ciing nhu tit ca cac fluoroquinolones, su rbi loan duong huyét,
bao gdm ca ting va giam duong huyét da dugc bdo cdo véi Moxifloxacin. O bénh nhan
diéu tri bang Moxifloxacin, réi loan dudng huyét xay ra chu yéu & bénh nha tha
duong 16n tudi dang didu tri dong thoi véi mt thude ha duong huyét dang uo /
sulfonylurea) hodc véi insulin. O bénh nhan dai thio duong, can theo ddi chit ché nong
do dudng huyét.
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Céc phan tmg c6 hai nghiém trong c6 kha ning khong hoi phuc va gdy tan tat, bao gdbm
viém gan, dit gan, bénh ly than kinh ngoai bién va cic tac dung bét loi trén thin kinh
trung uong.

Céc khang sinh nhém Fluoroquinolon c6 lién quan dén céc phan tng c6 hai nghiém trong
c6 kha niing gy tan tat va khong hoi phuc trén cac hé co quan khéc nhau cia co thé. Cac
phan Gmg niy cé thé xudt hién dong thoi trén cing bénh nhan. Cac phan tng c6 hai
thuong dugc ghi nhan gdm viém gén, dat gan, dau khép, dau co, bénh 1y than kinh ngoai
vi va céc tac dung bat loi trén hé théng than kinh trung uong (do giéc, lo 4u, trAm cam,
mat ngu, dau dau ning va 1a 1an). Céc phan tng nay c6 thé xay ra trong vong vai gio dén
vai tudn sau khi str dung thudc. Bénh nhén & bat ky tudi nao hoic khong c6 yéu tb nguy
co ton tai tir trude déu c6 thé gip nhiing phan tmg c6 hai trén.

Ngtg st dung thude ngay khi ¢6 ddu hidu hodc triéu chimg dau tién cua bat ky phan img
cd hai nghiém trong nao. Thém vao d6, tranh sir dung cac khang sinh nhém
fluoroquinolon cho cac bénh nhén di timg gip cac phan tmg nghiém trong lién quan dén
fluoroquinolon./.

Thong tin vé ta dwoe: DSi v6i nhitng bénh nhan can han ché lugng natri dua vao co thé >
(bénh nhén suy tim xung huyét, suy than, hoi ching than hu v.v.) can tinh thém dén tai :,
lwvong natri ctia dung dich tiém truyén. DSi v6i ham lugng natri clorid cta dich truyén i
xem phan “Thanh phan”. :
SUDUNG CHO PHU NU CO THAI VA CHO CON BU i
Phu nit co thai e

Tinh an toan cta moxifloxacin khi sir dung cho phu nir ¢6 thai chua dugc nghién ciru.
Tén thuong khép ¢é phuc hdi di duoe mé ta & nhiing tré cé sir dung mot vai loai
qumolone tuy nhién, tac dung nay chua dugc bao cao 1a c6 xay ra ddi vai bao thai c6 tiép
xuc voi thube. Cac nghién clru trén dong vét cho thdy thudc gy doc cho hé sinh san.
Nguy co nay déi v&i con ngudi chua duge chimg minh. Do vdy, khong sir dung
moxifloxacin cho phu nir dang trong thoi ky thai nghén.

Phu nit dang cho con bu

Ciing gidng nhu céc quinolone khac, moxifloxacin cho thdy c6 kha ning gdy nén nhing
thuong tén & sun ddi voi nhitng khép ganh chiu luc ¢ nhitng dong vét chua trudng thanh.
Cac bing ching tién 1dm sang chi ra rang mot luong nhd Moxifloxacin ¢6 thé duoc bai
xudt vao trong sita ngudi. Chua c6 nhing dir ligu d6i véi sita va ngudi me cho con bi.
Do vay, khong str dung moxifloxacin cho nhitng ba me dang cho con bu.

TAC DUNG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Céc fluoroquinolone bao gdm ca moxifloxacin ¢6 thé gdy anh hudng dén Kha ixe
hodc van hanh may moc do cac phan g ctia hé than kinh trung uvong va rd ve thi

luc
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TUONG TAC THUOC

Céc thudc sau day da dugc chirmg minh 13 khong c6 cac tuong tac trén 1am sang véi
Moxifloxacin: atenolol, ranitidin, cac ché pham bd sung canxi, theophyllin, cyclosporine,
thude uéng tranh thai, glibenclamid, itraconazol, digoxin, morphin, probenecid. Khong
can phai diéu chinh lidu ddi véi nhirng thudc nay.

« Cic thude khing acid, mudi khodng va vitamin: St dung ddng thoi moxifloxacin véi
cac thude trung hoa acid, mudi khoang va vitamin c¢6 thé lam giam hap thu cta thude do
cdu tric vong clia cac phuc hop va cic loai cation khac nhau c6 trong ché phiam. Diéu
ndy c6 thé dan dén tinh trang ndng do cia thudc trong huyét tuong thip hon déng ké so
véi mong mudn. Do vay, cac thude trung hoa acid, thube khang retrovirut va nhiing ché
phém khéac chira magnesium, nhom va nhiing chét khoang khéac nhu sit nén duoc sur dung
it nhdt 4 gio trude hodc 2 gior sau khi ubng moxifloxacin.

* Warfarin: Khong ghi nhan ¢é tuong tac thudc trong thoi gian diéu tri dong thoi véi
warfarin  trén thoi gian prothrombin va cac thong s6 vé doéng méau khac.
Thay doi vé INR (International Normalized Ratio): Céc truong hop ting hoat tinh chéng
dong da duoc béo cdo & nhitng bénh nhéan sir dung céc thudc chéng dong dong thoi voi
thudc khang sinh, bao gdm ca Moxifloxacin. Bénh nhiém triing (va qué trinh viém kém
theo), tudi tic va tdng trang ctia bénh nhén 1a cic yéu td nguy co. Mic du sy tuong tic
gitra Moxifloxacin va warfarin chua dugc ching minh trong céc thir nghi¢ém 1am sang,
tuy nhién nén tién hanh theo d&i INR va néu can thiét, nén diéu chinh liéu lugng cua cac
loai thudc udng chdng dong mau cho phu hop.

+ Digoxin: Dugc dong hoc cua digoxin khong bi anh hudéng dang ké boi moxifloxacin (va
nguoc lai). Sau khi dung liéu nhéc lai & ngudi tinh nguyén khoé manh, moxifloxacin lam
tang nf‘mg do tdi da (Ciay) clia digoxin lén xép xi 30% ¢ tinh trang on dinh va khong lam
anh huéng dén dién tich dudi dudong cong (AUC) hoic ndng do thdp nhét.
« Than hoat: Str dung dong thoi than hoat véi moxifloxacin liéu udng 400mg lam gidm
tinh kha dung toan than ctia moxifloxacin dén 80% do né ngdn can qua trinh hép thu
thudc trong invivo. Str dung than hoat trong giai doan hép thu sém ngin can sy ting 1én
cia muc do phoi nhiém toan than trong cac trudng hop ding qua lidu.
Sau khi dung thudc theo duong tinh mach, céc thudc c6 chira carbon chi lam giam nhe
mirc do phoi nhiém toan than cta thude (khoang 20%).

TUONG KY

Nhirng dung dich sau cho thdy c6 tuong ky véi dung dich Moxifloxacin: 10%;
NaCl 20%; NaHCOs 4,2% va NaHCO3 8.4%

TAC DUNG KHONG MONG MUON

Bing liét ké cac phin ing bit lgi
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Cac phan (g ngoai y cua thudc (ADR) dua trén tit ca cac nghién ciru 1am sang véi
moxifloxacin 400mg sap xep theo CIOMS III vé cac loai thuong gap (tong quat n=17.951
truong hop trong do c¢6 4.583 truong hop tir cac nghién ctru tri lidu ndi tiep/tiém tinh
mach, cho dén thoi diém thang 5/2010) dugc liét ké dudi day:

Cac ADR duoc liét ké & muc "hay gdp" dugc quan sat véi tan suit < 3% ngoai trir triéu
chirng non va tiéu chay.

Cac ADR ghi nhén dugc tir cac béo céo sau khi dua thubc ra thi truong (cho dén thoi
diém thang 5/2010) dugc in ddm va nghiéng trong bang ké dudi day.
ngamudrr dugc sip xép
at dugc dinh nghia
iem gép (=1/10.000

Trong mdi nhém phén loai theo tan sut, cac tac dung khong
theo thur ty marc do nghiém trong giam dan. Cac nhém phan loai t
nhu sau: Hay gap (>1/100 t6i <1/10), it gap (>1/1.000 téi <1/100),
t6i <1/1.000), Rat hiém gap (<1/10.000).:
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Choang vang

El
RO loan vi giac (ké ca n?é( vi giac rat hiém
khi xay ra)

Réi loan khgn‘yu giac (bao gdm c& mét kh(ru giac hoan
toan
Giac mo bat thuéng
R6i loan phdi hgp van ddng (ké ca réi loan dang di,
dac biét do choang yang hay chong mat; rat hiém
triong hop dan den nga véi chan thwong, nhat la
& nguoi Ion tudi)
Déng kinh véi nhiéu biéu hién 1am sang khac nhau
g)ao gom ca dong kinh con [6n).

6i loan chu y.
Céc rdi loan vé giong néi
Giam tri nho
Bénh ly than kinh ngoai vi va da day than kinh

Nhom hé 5 Lo . -
(M:‘;BR%;:O auen Hay gip It gap Hiém gap R4t hiém gép
Nhiém trung va nhiém ky sinh Bgi nhidm ndm
trung
Cac réi loan mau va hé bach Thiéu mau Néng d6 thromboplastin bt thuéng Tang néng d prothrombin / chi sé INR
huyét Giam bach cdu giam
Gidm pgch céu trung tinh Noéng d6 prothrombin / INR bét thudng
Giam tiéu cau
Tang tiéu cau
Kéo dai théi gian prothrombin / Tang chi
s6 INR
Céc réi loan vé hé mién dich Phan (ng di ing Phan (ng phén vé / phan (rng dang]pha'n v§ Séc phan vé / dang phan vé (c6 kha
Ngtra Phu dj tng / phis mach (ké ca phu thanh quan, cé kha néng de doa tinh mang)
Ban da néng de doa tinh mang)
May day |
Tang bach cau ua eosin trong mau
Cac réi loan chuyén hoa va dinh Téng lipid mau Tang duong huyét Ha duong huyét
dudng Tang acid uric mau
Cac rdi loan vé tam than Céac phan (ng lo 4u Cam xic khéng én dinh Mét nhéan cach
Tang hoat dong tam than van ddng / Lo au Tram cam (rat hiem gdp cdc trvrong hop c6 kha Cac phan Urng loan than, (ndng nhit c6
nang dan den nang nhat la hanh vi tw gdy thuong kha ndng dan den ty gy thwong tich
tich ban than, nhw y dinh ti ty hodc co gdng ty t) | ban than, nhw y dinh /y nght ity
0 giac hodc co6 gang ty tir)
Cac réi loan vé hé than kinh Dau dau Di cam va réi loan cam giac Giam cam giac Téng cam giac

Cac réi loan vé méat

Réi loan thj gidc (dac biét trongégiai doan
xay ra cac phan tng clia hé than kinh trung
wong)

Mét thj luc thoang qua (dé&c biét trong
iai doan xay ra cac phan trng clia hg
an kinh trung uong)

Cac réi loan vé tai va mé dao

U tai
Suy %iém thinh lyc bao gém ca diéc (thuéng c6 thé
héi phyc)

do chat an mén)
Tang amylase

Céc réi loan vé hé tim mach Kéo dai khoang QT Kéo dai khoang QT Nhi: nhanh that Loan nhip khong xac dinh
& bénh nhan ha kali Danh tréng nguc Ngat Xodn dinh*
mau Nhip tim nhanh Tang huyét ap Ngirng tim*
Gian mach Ha huyét ap *(ddc bigt & nhirng bénh nhan dang
mdc cac bénh ly nén tien loan nhjp
nghiém trong nl;u nhijp tim chgm c6 y
nghia lam sang, thiéu mau cyc b co
tim cap tinh)
Céac réi loan v& hé hé hép, léng Kho th' (k& ca bénh hen) i
nguc va trung that
Céc rdi loan tiéu hoa Budn nén Gidm cam giac ngon miéng va an it Kho nudt
Nén Téo bon Viém migng, y
Dau da day va dau R loan vi giac Viém ruét két lién quan dén sir dung khang sinh (rat
bung Day hoi hiém gap cac truong hop lién quan dén cac bién
Tiéu chay Viém da day (r)uot (ngoai trir viém da day rut chirng de doa tinh mang)

Cac réi loan gan-mét

Tang cac men
transaminase

Tén thuong chirc nang gan (bao gdm tang
LDH

Téng bilirubin
Tang gamma-glutamyl-transferase

Vang da
Viém gan (chd yéu la & mat)

C kha ndng xdy ra viém gan téi cip
dan dén suy gan de doa tinh mang
(bao gom ca céc trwomg hep tir vong)

Tang phosphatase kiém trong mau e\\ /
i amod Cac pha ng rép trén da nhw
gjglrglaloan g héich gv ns;Joﬁnson hogc
hoai tirR i hhiem déc (c6 kha
ndng de h mang)
Cac phan (ng vé hé co xuon Dau kho Viém gan Dot gan
va m% lién ké% ¢ 9 Pau co k Tang truong lyc co va chuét rat Viém khop 5
Yéu co Roi loan dén)q' di (do céc tri¢u chirng

trén co, gan hodc khép)
Tram trong thém céc triéu chieng cua
bénh nhwoc cor

Cac réi loan vé than va tiét nigu

Mét nuéc (do tiéu chay hay giam lwong
dich udng vao)

Tén thuong chirc nang thdn )
Suy than (do méat nudc, dac biét & ngudi lon tudi da
c6 trudc cac réi loan trén than).

Cac rdi loan chung va cac phan
(ng xay ra tai vj tri dung thudc

Phan (rng tai vj tri
tiém va truyén thuc

Cam giac khong khoe

Pau khong xac dinh

Toat mé héi X

viém tinh mach (tac) tai vi tri truyén.

Phu
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Nhiing tac dung khong mong mudn sau day thuong xay ra & tan suit cao hon trong nhém
bénh nhan diéu tri ni tiép tiém truyén tinh mach/udng:

+ Thuong gap: ting men Gamma-Glutamyl-Transferase

+ Khong thuong gap: Nhip nhanh that, ha huyét ap, gidn mach, viém dai trang lién quan
dén khang sinh (trong mot s réit hiém truong hop c6 thé gay bién chimg nguy hiém dén
tinh mang), 1én con dong kinh véi cac biéu hién 1am sang khac nhau (bao gdm nhiing con
dong kinh con 16n), o giac, ton thuong chirc ning thin (trong mot O trucmg hop do mét
nudc dan dén suy than, dic biét & nhitng bénh nhan 16n tudi da c6 rdi loan chirc ning
than trude do).

Thong tin bd sung vé cac ddi twong bénh nhén dic biét

+ Bénh nhi: Céc bién ¢ bat lgi & tré (> 3 thang dén < 18 tudi) duoc trich dan tir mot
nghién ctru 1am sang trén bénh nhi bi nhiém khuan trong 6 bung phtre tap. Dir li¢u da
duoc thu thap tir tong s6 301 bénh nhi diéu tri bang moxifloxacin dé phan tich do an toan,
trong d6 ¢6 15 bénh nhan dudi 6 tudi va 286 bénh nhan tudi tir 6-18.

Ton thuong sun cta céc khép chiu luc & dong vat chua trudng thanh duoc biét 1a mot anh
huong cia nhém fluoroquinolones. Do dé, cac bién ¢b co xuong dugc theo ddi can than
va theo doi hon 1 nam sau nghién ctru. Céc bién cd bét lgi lién quan dén co xwong quan
st dugc trong nghién ctru hau nhu duogc dénh gia & mirc do nhe, va dugc phéan phdi nhu
nhau giita nhém moxifloxacin va cic nhém so sanh. Khong c6 bién cb cho thay bénh sun.
Moxifloxacin cho thdy ¢ lam kéo dai khoang QT trén dién tdm dd & mot sb bénh nhén
(xem muc Canh bo). Phan tich ECG & bénh nhi cho thdy kéo dai khoang QT la phd bién.
Khong c6 tr vong hay bénh tim mach c6 thé quy cho 14 do kéo dai QTc xay ra khi didu

tri bing moxifloxacin trong cac nghi€n ctru trén bénh nhi. Dbi vé6i cac canh bdo va than
trong dac biét khi str dung lién quan dén kéo dai khoang QT.

Tan sb, loai va mirc do ning ctia cac phan tng bt loi ¢ tré em duoc cho la tuong tu nhu
¢ nguoi 16n. Phan tich du6i nhém theo cac nhom tudi khong cho thdy bat ky cac ngoai 1&
lién quan dén tudi. Tuy nhién, s luong tré em dudi 6 tudi it lam han ché sy phan tich cac
phan g bat lgi & tré nho.

Thong bdo ngay cho bdc sy nhitng tic dung khong mong mudn gdp phdi khi ding
thudc.

SUDUNG QUA LIEU

Chi ¢6 mot sd giéi han nhiing dir kién vé& qua lidu. Liéu duy nhét 1én t&i 1200mg va
nhiing lidu lién tuc 600mg trén 10 ngay da dugc sir dung trén ngudi khoe marh
¢o tac dung phu déng ké nao. Trong truong hop qua lidu, can thuc hién cac\bie
cham séc hd tro khac bao gdm ca theo ddi dién tim tuy thudc vao tinh trang cla timg
bénh nhan.

Viée sir dung than hoat sém ngay sau khi uéng thude cling c6 thé c6 tac dung han ché su
tham nhép toan than ctia moxifloxacin trong truong hop ding qua licu.
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> Thuoc nady chi ding theo don cia thay thuéc.

> Dé ngoai tam tay tré em.

> Doc ky huéng dan sir dung tricée khi dimg.

> Néu can thém théng tin xin héi y kién thay thuéc
> Khéng dwoc dimg qud liéu chi dinh

BAO QUAN

Bao quan & noi kho mat, nhiét do dudi 30°C, tranh anh sang.
Dé xa tam tay tré em.

HAN DUNG: 24 thang, ké tir ngay san xuat.

VISA NO.: dd/mm/yy

SAN XUAT BOI:

porutar POPULAR PHARMACEUTICALS LTD.
164, Tongi Industrial Area, Tongi, Gazipur-1711, Bang-la-dét

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG H
DUNG THUOC:

DAN SU
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THONG TIN DANH CHO BENH NHAN
DUNG DICH TRUYEN

MOXIBAC 400 1.V infusion

(Moxifloxacin 0,16g/100 ml)

> Thudc nay chi dung theo don cua thay thuoc.

> Dé ngoai tam tay tré em.

» Doc kj huong dan sir dung trude khi dung.

> Néu can thém théng tin xin hoi y kién thay thuoc
> Khéng dwoc dimg qud lieu chi dinh

THANH PHAN
Mo6i 100 ml dung dich truyén chira:

Moxifloxacin hydroclorid 0,1746g tuong duong v&i MoxifloXacin .........cccceveecievcinenns 0,16g

(Ta dwoc gom: Natri Clorid, Natri hydroxyd dé diéu chinh pH, Nuéc cdt pha tiém vita
du).

MO TA

A\ 4 ‘

Dung dich trong, mau vang dung trong chai thuy tinh khong mau.
QUY CACH PONG GOI

L.

5
g5y

Hop 1 chai 250 ml keém 1 bg dung cu tiém truyén
THUOC DUNG CHO BENH GI

- Viém phdi méic phai tir cong dong gdy ra boi nhitng dong vi khuénjw
- Nhidm khuin da va td chie duéi da c6 bién ching (bao gdm ca Nhiéhrkhuan ban chan

do bénh tiéu dudng).

- Didu tri cac bénh nhiém khuan ving tiéu khung mutc do nhe dén trung binh (vi du

*
n ving tica Kutig mitc 49 ohe don ting binh (v1 ¢y \e\ P
Nhiém khuan duong sinh duc trén cua nit, bao gom viém voOi trung va viém not mac tu \9‘@
\%

cung) ma khong c6 4ap xe voi trimg hay tiéu khung.

- Nhidm khuén & bung ¢6 bién chig (bao gdm ca céc trudng hgp Nhigm khuan do nhiéu
loai vi khudn gy nén nhu ap xe).

- Nhiém khuan duong tiét niéu khong phirc tap
- Dot nhiém khuén cép cta viém phé quan man tinh
- Viém xoang cép tinh do vi khudn

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
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Truyén thuoc theo duong tinh mach véi thoi gian trén 60 phat. Chi dung boi cac nhan
vién y té. Hay luon tham khao y kién bac st hodc dugc si trude khi quyét dinh dung
thude.

« Liéu lwong (nguoi lon):

Liéu khuyén dung 1a 400 mg moxifloxacin mot 1an mdi ngay cho céc chi dinh néu trén va
khong dung qua lieu.

Khong can hiéu chinh lieu & nguoi cao tudi, ngudi nhe can hodc suy chirc ning than
« Thoi gian diéu tri:

Béac sy s€ quyet dinh thoi gian diéu tri cua ban véi moxifloxacin. Trong mot 5O truong
hop, c6 thé khoi dau dot diéu tri véi moxifloxacin tiém truyén tinh mach sau d6 chuyén
sang dang udng. Thoi gian diéu tri phu thude vao mirc dd nhiém khuan va dép ung voi
diéu tri. Thoi gian sir dung duoc khuyén dung la:

- Dot cip ciia viém phé quan man: 5 ngay

- Viém phdi méc phai trong cong ddng: 7-14 ngay

- Viém xoang cip: 7 ngay

- Nhi&m khuan da va t6 chirc dudi da khong c6 bién chimg: 7 ngay

- Nhiém khuan da va t6 chic dudi da c6 bién chimg tong thoi gian diéu tri nbi tiép
(truyén tinh mach trude sau dé chuyén sang dung duong uong): 7-21 ngay.

- Nhiém khuan tiéu khung muc do nhe va trung binh: 14 ngay.

- Nhiém khuén 4 bung c6 bién ching tong thoi gian diéu tri ndi tiép (truyén tinh mach
trude sau dé chuyén sang dung duong udng): 5-14 ngay.

- Nhiém khuan duong tiét niéu khong phirc tap : 7-14 ngay

Khong dung thude qua liéu khuyén cdo va thoi gian diéu tr

Cdch ding:

Dung truyén lién tuc

KHI NAO KHONG NEN DUNG THUOC NAY

- MAn cam véi bat ky thanh phan nao ctia thude hodic cc quinolon khéc.

- Phu nir ¢6 thai va cho con bu.

- Dudi 18 tudi.

- C6 tién st rdi loan gan co /rdi loan lién quan dén diéu tri bing qui@/
- Nhip tim bat thuong (xem trén dién tim dd), cham nhip tim, suy timModc co tién sur
loan nhip tim

- Mt can béng mudi trong mau (dac biét 1a ha kali hodc magié méu)

- Pang diéu tri bing cic thuc chdng loan nhip nhém IA (nhu quinidin, procainamid)
hodc nhom III (nhu amiodaron, sotalol)

- Suy gan nang hodc men gan cao gép 5 lan thong thuong

<
’
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NEN TRANH SU DUNG PONG THOI NHUNG THUOC VA THUC PHAM NAY
Tac dung cia Moxifloxacin khong bi anh hudng bai thirc an

Thong béo cho bac s§ néu ban dang dung hodc gin ddy da dung bét ki loai thudc nao
khac

Sir dung moxifloxacin cing véi cac thude anh huong dén nhip tim c6 thé lam thay ddi
nhip tim ctia ban. Tranh str dung moxifloxacin cung véi céc thude chéng loan nhip (nhu
quinidin, hydroquinidin, disopyramide, amiodarone, sotalol, dofetilide, ibutilide), thude
chdng loan than (phenothiazin, pimozid, sertindole, haloperidol, sultopride), thuéc chéng
trAim cam ba vong, mot sd khang sinh (vi du nhu sarquinavir, sparfloxacin, erythromycin
tiém tinh mach, pentamidine, thudc st rét dic biét 1a halofantrine), mot sé thudc khang
histamine (vi du terfenadine, astemizole, mizolastine) va cac thudc khéc (cisapride,
vincamin tiém tinh mach, bepridil va diphemanil)

Thong bao cho bac sy néu ban dang st dung: cac loai thude c6 thé gay ha kali méau (vi du
nhu thude loi tidu, mot sé thudc nhudn trang va thudc thao thut (lidu 16n) hodc
corticosteroid (thuéc chdng viém), amphotericin B); céc thudc 1am cham nhip tim vi
ching ¢6 thé lam ting nguy co rdi loan nhip tim nghiém trong trong khi sir dung
moxifloxacin.

Néu ban dang dung thudc chdng dong duong udng (vi du nhu warfarin), bac sy c6 thé s&
theo doi thoi gian dong méu cuia ban.

CAN LAM GI KHI MQT LAN QUEN KHONG DUNG THUOC:

Chuyén gia y té s& 1a ngudi chi dinh va theo doi khi ban duing thudc nay va ban chi ding
thudc khi can thiét. Do d6, kha ning quén lidu 1a hiém khi xay ra.

Néu ban lo ldng ring ban c6 thé da bo 15 mot liéu Moxifloxacin, hdy lién hé ngay véi bac
si cua ban.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Chuyén gia y té s& 1a ngudi chi dinh va theo ddi khi ban dung thude nay. Do d6, kha ndng
qua liéu 1a hiém khi xay ra.

Néu ban lo ldng ring ban c6 thé di qua liu Moxifloxacin, hdy lién hé ngay véi béac si cua
ban.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY

N6i chuyén vai bac sy trude khi ding thude 1an dau tién

Moxifloxacin c6 thé 1am thay déi dién tdm do, dac biét trén nir gidi w@\ry&‘xi cao tudi.

Tham khao y kién cta béc sy truéc khi dung Moxibac néu ban dang dung bat ky loai
thude nao ¢6 kha ning lam giam kali méau, cac thudc khéc.
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Néu ban da timg mic chimg dong kinh, co giat hodc c6 bat ky vén d& nao vé sirc khoe,
tam than, tham khao y kién ctia bac sy trude khi dung thude.

Triéu ching suy nhuoc co thé c6 thé trdm trong thém khi sir dung moxifloxacin, tham
khao y kien cua bac sy trong truong hop nay

Thong béo cho bac sy néu ban hoic bt ky thanh vién nao trong gia dinh mic bénh thiéu
men glucose-6-phosphate dehydrogenase (bénh di truyén hiém gip)

Moxibac chi dugc truyén tinh mach, khong duoc sir dung qua dudng dong mach.

Néu c6 cam gidc danh tréng nguc hodc nhip tim bit thuong trong qua trinh diéu tri, théng
bédo ngay cho bac s§. Cac van dé vé tim mach c6 thé tang lién khi tang liéu hoic ting toc
do truyén.

C6 rét it trudng hop di ing ning hodc cac phan tmg phan vé khi ding thudc. Néu c6 cam
giac dau tic nguc, chdng mat, mét moi, chong mat khi truyén Moxibac, ding thudc ngay
lap tuc.

Moxifloxacin ¢6 thé gdy viém gan, suy gan nhanh, tham tri de doa su song, lién hé ngay
vGi bac s§ néu ban cam thdy bat thudng, da vang, ngira, nude tiéu sdm mau, chay mau,
mat tinh tao.

Néu phét hién cac phan (mg trén da hodc niém mac nhu bong da, phdng rop: lién hé véi
béc sy trude khi tiép tuc diéu tri.

Néu céc triéu ching than kinh cam giac nhu dau, bong, nglra ran, t€ va/hodc suy nhugc
xdy ra, ngung thudc va hoi y kién béc s§.

Moxifloxacin ciling nhu céc khang sinh nhdm quinolon khéac cé thé gdy anh huong dén
strc khoe tam thnaf, hiém hoi xay ra céc truong hop trdm cam dén dén suy nghi mudn tyu
sat hodc hanh vi tu gdy thuong tich. Néu ban ¢6 nhiing triéu chimg trén can ngung thube
va hoi y kién bac s¥.

Tiéu chay c6 thé gap phai khi diing thudc, Néu tidu chay kéo dai va ngay cang trim trong,
ngimg thudc ngay 1ap tic, khdng ty y st sung céc thudc cam tiéu chay.

Moxifloxacin c6 thé gdy dau, viém ddy ching, viém gan co, triéu chimg c6 thé xudt hién
trong vong 48 gid sau khi bat dau ding thubc va kéo dai vai thang sau khi ngung thube.
Nguy co viém gan, vd gan tang Ién khi dung kem vdi cac thudc corticosteroid. Néu xudt
hién bat ky con dau hodic viém nao, ngung thude va hoi y kién béc sy ngay lap tirc. Tranh
tap thé duc, hoat dong mach vi ¢6 thé 1am tang nguy co v gan.

Nguoi gia va ¢o vén dé vé than can udng di nudce do thude co thé 1am ta uy co mat
nude din dén suy than.

Thén trong khi sir dung thudc trong truong hop ban bi déi thao dudng do khang sinh
fluoroquinolon ¢6 thé gay rdi loan dudng huyét (bao gdbm ca tang va giam duong huyét).
Réi loan dudng huyét xay ra chi yéu & bénh nhan cao tudi dugc didu tri dong thoi véi

sad 7 ,’J
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cac thude ha duong huyét udng (vi du sulfonylure) hodc véi insulin. Theo ddi cin than
duong huyét trong truong hop nay

Lién hé ngay véi bac sy trude khi tiép tuc didu tri néu xudt hién céc phan tng da va/hodc
niém mac, phan tng phan vé (vi du shock), xuét hién cic con dong kinh, viém dai trang,
tiéu chay nghiém trong (khong tu y sir dung cac thude cam tidu chay trong truong hop
nay).

Khang sinh quinolon c6 thé lam cho da ban tré nén nhay cam véi anh sang mit troi hodc
tia UV.

Céc phan tng c6 hai nghiém trong c6 kha niing khong hoi phuc va gdy tan tit, bao gdbm
viém gan, dt gan, bénh ly than kinh ngoai bién va cic tac dung bat loi trén than kinh
trung uong.

Cac khang sinh nhém Fluoroquinolon c6 lién quan dén cac phan tng c6 hai nghiém trong
¢6 kha ning gy tan tat va khong hoi phuc trén cic hé co quan khac nhau cia co thé. Cac
phan (ing niy c6 thé xudt hién dong thoi trén cing bénh nhan. Cac phan tng c6 hai
thuong dugc ghi nhan gdm viém gan, dat gan, dau khdp, dau co, bénh Iy than kinh ngoai
vi va céc tac dung bét lgi trén hé thdng than kinh trung uong (4o giac, lo au, trdm cam,
mat ngi, dau ddu ning va I 1dn). Cac phan mg nay c6 thé xay ra trong vong vai gio dén

vai tudn sau khi sir dung thudc. Bénh nhén & bét ky tubi ndo hodc khong c6 yéu td nguy -
co ton tai tir trude déu cb thé gip nhing phan tng c6 hai trén. N

Ngirng sir dung thudc ngay khi c¢6 ddu hiéu hodc triéu ching dau tién ctia bt ky phan img

¢6 hai nghiém trong nao. Thém vao do, tranh sir dung céc khang sinh nhém .
fluoroquinolon cho cac bénh nhan da tirng gip céc phén (g nghiém trong lién quan dén %
fluoroquinolon./. #
Do thanh phén thudc c6 natri, nén than trong & nhiing bénh nhan can han ché luong natri
dua vao co thé (bénh nhéan suy tim xung huyét, suy than, hoi ching than hu v.v.)
SU DUNG CHO PHU NU' CO THAI VA CHO CON BU g
Khong str dung moxifloxacin cho phu nit dang trong thoi ky thai nghén. ):
Khong st dung moxifloxacin cho nhitng ba me dang cho con bu. 5,

’ 5 < ’ N & \ ’ . 01309
TAC DUNG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC \;%

2 4 3 r3 Gl AL L . , 79/ CONG T
Moxifloxacin ¢6 thé gdy anh hudng dén kha nang lai xe hodc vén hanh mﬂW%c ; et P?-IB
phan (g ctia hé than kinh trung vong va rdi loan vé thi luc x| DUGC PH

TAC DUNG KHONG MONG MUON Q&PHAM
7
\

Cp=—o
GEN T

/

N6i chung: Pa s6 céc tac dung phu & mirc d nhe dén trung binh
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Nhém hé co quan

ndng dan dén ndng nhat la hanh vi ty gy thwong
tich ban than, nhw y djnh tir tir hodc co ging ty té)

{MedDRA) Hay gap it gap Hiém gip Rt hiém gap
Nhiém trung va nhiém ky sinh B6i nhiém nédm
trung
Cac réi loan mau va hé bach Thiéu mau Ndng d6 thromboplastin bét thue
ore e 30 g 46 pl uong ;grr\g ndng dd prothrombin / chi sé INR
Giam bach cdu trung tinh N i
Siam "zu g8 g 6ng A9 prothrombin / INR bét thuong
Tang tiéu cau
Kgo dai thoi gian prothrombin / Tang chi
s6 INR
Cac réi loan vé hé mién dich Phan Ung dj ng Phan (rng phan vé / phan trng dang phan vi Séc phan vé / da n vé (c6 kha
Ngura Phu dj trng / phu mach (ké t:ag phu ?hanh qugn, co kha néng de doa tlnhnrgae\hig} ¢
Ban da nang de doa tinh mang)
May day
Tang bach cdu ua eosin trong méau
Cac réiloan chuyén héa va dinh Tang lipid mau Tang duéng huyét Ha duéng huyét
dudng Tang acid uric mau
Céc réi loan vé tam than Cac phan (ng lo au Cam xuc khong dn dinh Mét nhan cach
Tang hoat dong tam than van dong / Lo 4u Tram cam (rdt hiém gdp, cc trrong hop c6 kha Cac phan Ung loan than, (ngng nhit c6

kha ndng dan den tyr gay thwong tich
ban than, nhw y dinh / y nght tr ty

khi xay ra)

toan) X
Giac mo bat thuong i
Réi loan phdi hop van dong (ké ca rdi loan dang di,
déc biét do choang yang hay chong mat; rat hiem
trrong hop dan den ngd véi chan thwong, nhat la
o ngwoi lon luéié
D06ng kinh voi nhiu biéu hién 1am sang khac nhau
bao gom ca dong kinh con Ién).
i loan chu y
Cac réi loan vé giong noi
Gidm tri nho
Bénh ly than kinh ngoai vi va da day than kinh

Ao giac hodc co6 gang ty tir)
Cac réi loan vé hé than kinh Dau dau Dij,cam va réi loan cam giac Giadm cam giac Tang cam giac
Choang vang Roi loan vi giac (k& ca mat vj giac rat hiém R loan khiru giac (bao gém ca méat khiru giac hoan

Cac réi loan vé mét

R§i loan thj giac (dac bigt trongégiai doan
xay ra) cac phan ng cla hé than kinh trung
wong

Mt thi lyc thoang qua (déc biét trong
iai doan xdy ra cac phan (rng clia hé
than kinh trung wong)

Céc rdi loan vé tai va mé dao

U tai
Suy ?]lém thinh lyc bao gdm ca diéc (thuong co thé
héi phyc)

n
Dau da day va dau
bung

Tiéu chay

ROi loan vj giac

Day hoi

Viém da day rudt (ngoai trir viém da day ruét
do chat an mon)

Tang amylase

Viém rudt két lién quan dén sir dung khang sinh (rat
hiém gap cac treéng hop lién quan dén cac bién
chung de doa tinh mang)

Cac rdi loan vé hé tim mach Kéo dai khoang QT Kéo dai khoang QT Nhg) nhanh that Loan nhip khéng xac dinh
& bénh nhan ha kali Danh tréng nguc Ngat Xoan dinh*
mau Nhip tim nhanh Tang huyét ap Ngl'rng tim*
Gian mach Ha huyet ap *(ddc bigt & nhrng bénh nhan dang
mac cac bénh ly nen tiéen loan nhjp
nghiém trong nhw nhjp tim chim cé y
nghia Iam sang, thieu méu cyc by co
tim cap tinh)
Céc rdi loan vé hé hé hép, 16ng Khoé thd (ké cé bénh hen)
nguc va trung that
Cac réi loan tiéu hoa Bubdn nén Gidm cam giac ngon miéng va an it Khé nuét
NG Té4o bon Viém miéng

Cac rdi loan gan-mat

Tang cac men
transaminase

Tén thuong chirc ndng gan (bao gdm téng
LDH)

Tang bilirubin
Tang gamma-glutamyl-transferase
Tang phosphatase kiem trong mau

Vang da
Viém gan (chu yéu & & mat)

C¢ kh3 ndng xay ra viém gan t6i cap
dan dén suy gan de doa tinh mang
(bao gom ca cac trwong hop tir vong)

Cac r6i loan vé da va mo

Cac phan ng bong '°ﬁ trén da nhw
hi chirng Stevens-Johnson hodc

du‘0'| da P 74 X z
hogi tir bieu bi nhiem dgc (c6 kha
ndng de doa tinh mang)

Cac phan (rng vé hé co xuon Dau khop Viém gan ) Durt gan

va m% lién kést] 4 Pau co Tang truong luc co va chuét rat Viém khép

Yéu co

Roi loan dAng di (do céc trigu chirng
trép co, gan hogc khép)

Tram trong thém céc triéu chirng cua
bénh nhwoc co

‘o
3

Cac rdi loan vé than va tiét niéu

Mat nuoe (do tiéu chiy hay giam lwong
djch uong vao)

Tén lhuong chicnangthan ) _
Suy than (do mat nuéc, dac biét & ngudi 1on tudi da
c6 truoc cac roi loan trén thén).

Céc rdi loan chung va cac phan
rng xay ra tai vj tri diing thuoc

Phan (ng tai vi tri
tiém va truyen thudc

Cam giac khong khde

Pau khong xac dinh

Toat mo hoi .

viém tinh mach (tic) tai vi tri truyén.

Phu

A
\|>¢

Thong bdo ngay cho bdc sy nhitng tic dung khong mong mudn gdp phdi khi ding

thubc.




https://nhathuocngocanh.com/

BAO QUAN
Bao quan ¢ noi kho mat, nhiét do dudi 30°C, tranh anh sang.
Dé xa tam tay tré em.
HAN DUNG: 24 thang, ké tir ngay san xuat.
VISA NO.: dd/mm/yy
SAN XUAT BOI:

Py

)

:l:)g POPULAR PHARMACEUTICALS LTD.
164, Tongi Industrial Area, Tongi, Gazipur-1711, Bang-la-dét

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG
DUNG THUOC:

TUQ.CUC TRUONG
P TRUONG PHONG

G PAN SU

%

% dDx
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