Huéng dén sir dung thubc

Dung dich tiém truyén tinh mach GMP - WHO
MOILO CHUA

Moxifloxacin (dudi dang Moxifloxacin hydroclorid)................ 400,0mg

Ta dugc: Natri clorid

NUGC CAE PN HEM ....voveeieeieeo e s s se e eeibrs vira d 250,0 ml

TRINH BAY

Hop 1 lo thude tiém truyén 250ml kém hudng dan st dung thudc.

CHIBINH

Viém phéi mac phai tai cong dong do cac vi khuén Streptococcus pneumoniae, H.
influenzae, Chlamydia pneumoniae, Mycoplasma pneumoniae hodc Moraxella
catarrhalis con nhay cam voi moxifloxacin.

Nhiém khuén da va t8 chirc duéi da c6 bién ching do Staphylococcus aureus va
Streptococcus pyogenes con nhay cam vai moxifloxacin.

Nhiém khu&n & bung cé bién chitng bao gém ca cac trudng hdp nhiém khun do
nhiéu loai vi khudn gay nén nhu ap xe, do cac vi khuén Escherichia coli, Bacteroides
fragilis, Streptococcus anginosus, Streptococcus constellatus, Enterococcus
faecalis, Proteus mirabilis, Clostridium perfringens, Bacteroides thetaiotaomicron
ho&c Peptostreptococcus species con nhay cam véi moxifloxacin.

LIEU DUNG VA CACH SUDUNG
Cach dung - Dudng ding: Truyén finh mach trong it nhat 60 phat.
Liéu dung: Theo huéng dan clia bac si.
Liéu dugc khuyén céo cho tat ca cac chi dinh: 400mg/lan/ngay.
C6 thé khdi dau dot diéu tri véi moxifloxacin dang truyén finh mach sau d6 chuyén
sang dang uéng néu cé chidinh trén lam sang.
Téng thai gian diéu tri néi tiép (truyén tinh mach truéc sau dé chuyén sang ding
dusng uéng) theo khuyén cao sau:

- Viém phéi mac phaitai cong dong: 7 - 14 ngay.

- Nhié&m khuén da va té chifc dugdi da cé bién chimg: 7 - 21 ngay.

- Nhi&m khudn & bung cé bién chimg: 5- 14 ngay.
Liéu diing véi bénh nhan suy than, suy gan vé ngudi cao tudi: Khéng can thay déi liéu
véi nguoi bénh suy than, suy gan nhe va vifa, ngudi cao tudi. Moxifloxacin chua dugc
nghién cltu d ngudi suy than dang chay than nhan tao hoéc ngudi bi suy gan nang.

CHONG CHIiBINH

Man cam véi bat ky thanh phan nao clia thudc hodc cac quinolon khac.

Tré em dudi 18 tudi do thudc c6 thé gay thodi hoa sun & khép chiu trong luc.

Ngudi cé tién sit QT kéo dai va dang sirdung cac thude chéng loan nhip tim nhém 1A
(quinidin, procainamid), nhém Il (amiodaron, sotalol}.

THAN TRONG -

Do moxifloxacin cé thé gay ra khoang QT kéo dai trén dién tdm d6, nén can than
trong khi diing moxifloxacin cling véi cac thudc cé thé gay ra khoang QT kéo dainhu
cisaprid, erythromycin, thudc chéng tram cadm 3 vong, thuéc chéng loan than. Ciing
nén than trong khi ding moxifloxacin & bénh nhan cé réi loan nhip tim nhu nhip
cham vathiéu mau catim cap.

Thén trong khi dung moxifloxacin & ngudi bénh cé bénh Iy than kinh trung uong nhu
xd déng mach néo nang, déng kinh vi c6 thé gay con co giat.

Sirdung cho phu nircé thai va cho con bu:

Phu ni cé thai: Vi nguy cd anh huéng déi v6i thai nhi rét 16n, do dé khéng sir dung
moxifloxacin khidang mang thai.

Phu nitdang cho con bu: Thuc nghiém trén chudt céng cho thdy moxifloxacin phan
b6 vao trong sira, do d6 khéng dung moxifloxacin cho ngudi dang cho con bu vi
thuéc c6 thé gay tac hai cho tré nho. Trong nhing trudng hop can thiét phai dung
moxifloxacin sau khi da can nhac Igi ich - nguy cg, thi cdn ngimg cho con bu trong
théi gian ding thuée,

Téc dong cla thubc khilai xe va van hanh may moc:

Hién chua c6 théng tin vé tac ddng clia moxifloxacin 18n kha nang lai xe hay van hanh
may méc. Tuy nhién cac fluoroquinolon bao gém moxifloxacin ¢é thé lam suy giam kha
nang lai xe hodc van hanh may méc do tac déng Ién hé than kinh trung uong.

TUONG TAC THUGC

Khi dung ctng warfarin, moxifloxacin lam tang tac dung chéng déng mau, thai gian
prothrombin kéo dai, tang chi s6 INR; vi vAy phai theo déi thdi gian prothrombin va
tinh trang déng mau khi ding moxifloxacin déng thdi vai warfarin.




Cac thuSc chéng viém khéng steroid khi ding cung moxifloxacin cé thé tang nguy
cd kich thich than kinh trung uong va co giat.

Céng hudng tac dung gay khoang QT kéo dai khi dung moxifloxacin véi cac thuéc:
cisaprid, erythromycin, thuéc chéng trdm cam 3 vong, thuéc chéng loan than.

TAC DUNG KHONG MONG MUON (ADR)

Thudng gap, ADR > 1/100

Tiéu hoa: N6n, ia chay.

Than kinh: Chéng mat.

Itgap, 1/1000<ADR < 1/100

Tiéu hoa: Baubung, khé miéng, khé tiéu, roiloan vi glacthu‘dng d mirc dd nhe.
Than kinh; Dau d4u, co giat, tram cam, |G 1&n, run rdy, mat ngt, bén chon, lo lang,
nguga.
"Da: Ng(fa, ban do.

Sinh hoa: Tang amylase, lactat dehydrogenase.

Co xuong: Bau khdp, dau co.

Hiém gap, ADR < 1/1000

Dién tam dé: Khoang QT kéo dai.

Dt ganAchille va cac gan khéc.

fachay do C. difficile.

Than kinh: Ao giac, réi loan tdm nhin, suy nhugc, ¢6 y nghitu sat.

Théng bdo cho bédc si cdc tdc dung khong mong muén gap phai
khi surdung thude.

CAC PAC TINH DUGC PONG HOC, DUGC LUC HOC

Duoc luc hoc

Moxifloxacin la mot khang sinh tong hdp nhém ﬂuoroqumolon Giéng nhu cac
fluoroquinolon khac, moxifloxacin c6 tac dung diét khudn vdi ca vi khudn Gram
duong va Gram am bang cach (c ché topoisomerase Il (ADN gyrase) va/hoac
topoisomerase IV. Topmsomerase Ja nhimg enzym can thiét cho sufsao chép, phién
ma va tu stra ADN vi khudn. Nhan 1,8-napthyridin cia moxifloxacin cé cac nhém thé
8-methoxy va 7-d|azab|cyclononyl lam téng tac dung khang sinh va giam su chon
loc cac thé dot bién khang thudc clia vi khudn Gram duang.

So v6i cnproﬂoxacnn levofloxacin va ofloxacin, moxifloxacin c6 tac dung in vitro tot
hon ddi vdi Streptococcus pneumoniae (bao gém ca ching khang pemcnhn) va co
tac dung tuong du'dng dbi vai cac vi khuin Gram am va nhing vi khuén gay viém
phéi khéng dién hinh (Chlamyd:a pneumonfae Mycoplasma pneumomae

Legionella spp.). Moxifloxacin c6 tac dung cé in wtro va trén lam sang v6i hau hét
cac chling Staphylococcus aureus (chling nhay cam véi methicilin), Streptococcus
pyogenes, Haemophilus influenzae, H. Parainfluenzae, Klebsiella pneumoniae,
Moraxella catarrhalis, Chlamydia pneumoniae va Mycoplasma pneumoniae.

Duoc déng hoc

Sau khi dung mét liéu don 400mg moxifloxacin truyén tinh mach trong vong 1 gid,

nong dd dinh trong huyét tuong dat dudc khoang 4,1mg/L vao lic két thic thai gian
truyén. Khoang 50% moxifloxacin gén véi protein huyét tuang. Moxifloxacin dugc
phan bé réng khap ca thé, da dugc tim thay trong nudc bot, dich tiét & mii, phé quan

niém mac xoang, dich trong nét phong & da, mé dudi da va co xuong sau khi uéng
ho#c truyén tinh mach 400mg, néng dé trong mé thudng trdi hon ca ndng d6 trong
huyét tuang.

Moxmoxacm dudc chuyén hoa qua duong lién hop glucuronid va sulfat, khong
chuy@n hoa qua hé cytocrom P,,. Thudc ¢6 nita ddi thai trirkéo dai (khoang 12 gid),

vi vay diing thuéc 11an/ngay.

QUA LIEU VA CACH XU TRI

Khi d4 dung qua liéu moxifloxacin khong c6 thudc dac hiéu dé diéu tri, chli yéu la
diéu tri triéu chimng va diéu tri hd trg. Theo doi dién tam do it nhét trong vong 24 gio vi
cb thé khoang QT kéo dai hoac loan nhip tim.

BAO QUAN: Duéi 30°C, tranh &nh sang.
HAN DUNG: 36 thang ké tirngay san xuat.

Thudc nay chi sir dung theo don cua bac si.
P& xa tdm tay clia tré em. Doc ki hudng dan sir dung trudc khi dung.
N&u cdn thém thong tin, xin hoi y kién clia bac si.
Khéng dung khi thudc da bién mau, hét han sir dung.

Pia chl: 160 Tén Birc Thang - Déng Pa - Ha Noi - Viét Nam
PT. (84-4) 38454561, (84-4) 38454562, Fax: (84-4) 38237460
PHARBACO  San xudt tai: Thanh Xuan - Séc San - Ha Néi - Viét Nam
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