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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim SaVi Moxifloxacin 400

% Thuée bén theo don
Dé xa tim tay ciia tré em
Doc ky huéng din sir dung truéc khi diing
Théng bdo ngay cho bdc sy hodic dwgc sy nhitng tic dung khong mong muén gdp phdi khi sir dung thudc

A. HUONG DAN SUDUNG THUOC CHO NGUOT

BENH

THANH PHAN, HAM LUQNG CUA THUOC

Moxifloxacin hydroclorid tuong duong

MOXITIOXECIN ..o onidnsdiisisn i assin o 400 mg

TA QRO VIR AU wcovivseisisvisonsssnisndvessssthisnssarns I vién

(Tinh bét bién tinh, cellulose vi tinh thé 1 01, natri

croscarmellose, povidon K30, silic dioxyd keo, talc,

magnesi stearat, opadry AMB yellow)

MO TA SAN PHAM

Vién nén dai, bao phim mau vang, mdt mét c6 chit SVP,

mot mat cé gach ngang, canh va thanh vién lanh lin.

QUY CACH PONG GOI:

Hop 2 vi x 7 vién.

THUOC DUNG CHO BENH GI

Moxifloxacin dugc chi dinh diéu trj cdc vi khudn nhay

cam véi moxifloxacin cho ngudi 16n hon 18 tudi.

- Viém phdi mic phai tai cong ddng do cac vi khudn
Streptococcus pneumoniae, H. influenzae, Chlamydia

Mycoplasma  pneumoniae hodc

pneumoniae,
Moraxella catarrhalis.

- Nhiém khudn da bién chimg va t6 chic duéi da do
Staphylococcus aureus va Streptococcus pyogenes.
Thudc co hidu qua trong diéu trj cdc bénh nhiém
khudn da nhu 4p xe du6i da khong bién ching, dinh
nhot, chdc 16 va viém mb té bao.

- Dot cép cia viém phé quan man tinh gdy ra bai
Streptococcus pneumoniae, Haemophilus influenzae,
H. parainfluenzae, Klebsiella pheumoniae,
Staphylococcus aureus, Moraxella catarrhalis.
Do khéng sinh fluoroquinolon, trong dé c¢6
moxifloxacin lién quan dén phan Gng c6 hai nghiém
trong (xem muc Thén trong khi ding thudc) va dot
nhiém khuén cdp cta viém phé quan man tinh & mot
s6 bénh nhan c6 thé tu khoi, chi nén s dung
moxifloxacin cho nhitng bénh nhan khéng cé lua chon
diéu tri khac thay thé.
Pidu tri nhi¥m khudn xoang cap do céc vi khuan nhay
cam:  Streptococcus — pneumoniae,  Haemophilus
influenzae, Moraxella catarrhalis.
Do khang sinh fluoroquinolon, trong d6 c¢o
moxifloxacin lién quan dén phan tng cé hai nghiém
trong (xem muc Thén trong khi duing thudc) va viém
xoang cép tinh do vi khuin mat sb bénh nhéan c6 thé tu
khoi, chi nén str dung moxifloxacin cho nhiing bénh
nhan khéng c6 lua chon diéu trj khac thay thé.

NEN DUNG THUOC NAY NHU THE NAO VA
LIEU LUQNG

Cdch diing

Dung thudc theo sy huéng dén cia bac sy.

Thubc dugc dung theo dudng uéng, 6 thé dung truée,

trong, hodc sau bita an. Nén uéng nguyén vién thudc,

khong dugc nhai, bé, nghién.

Liéu lirong

Liéu thuong ding & nguoi lon: Ubng 400 mg x 1 1an/

ngdy va trong subt qua trinh diéu tri khéng dugc vuot

qué lidu nay.

Thoi gian diéu tri: 7 - 14 ngdy v6i viém phdi mic phai

tai cong ddng; 7 - 21 ngay voi ngudi bénh nhiém khuin

da bién chimg va tb chirc dudi da; 5 ngay voi nguoi

bénh dot cdp cta viém phé quan man tinh, 10 ngay véi

ngudi bénh nhiém khuén xoang cép.

Liéu ding & bénh nhén suy than va suy gan: Khong can

thay ddi lidu v6i ngudi bénh suy than, suy gan nhe va

vira va ngudi cao tudi. Moxifloxacin chua duoc nghién

citu ¢ nguodi suy than dang chay than nhan tao hoic

nguoi bi suy gan nang.

KHI NAO KHONG NEN DUNG THUOC NAY

- Tién stir qua man voi moxifloxacin, hodc cac quinolon
khac, hoic cac thanh phan ctia thude.

X

v}
P2

- Phu nit mang thai va cho con b \\%o

- Tré em dudi 18 tudi do trén thuc nghiém cho thiy QO
thudc co thé gy thoai héa sun & khép chiu trong luc.

- Tién str bi bénh gan hodc tén thuong gan lién quan dén all
diéu tri bing quinolon. ’,' o

- Tién sir QT kéo dai hoic dang sir dung cac thudc gy
kéo dai khoang QT (xem Tuwong tdc thudc).
- Réi loan dién giai, dic biét 1a ha kali huyét chua dugc
diéu chinh.
- Cham nhip tim. - , ‘*\:
- Suy tim kém giam phén suat tong mau that tréi.
- C6 tién s cac triéu ching loan nhip tim trudc do.
TAC DUNG KHONG MONG MUON
Thuong gap, 1/100 < ADR <1/10
Nhiém khuén va nhiém ky sinh trung: Nhiém tring ning
do vi khuén d& khang, nhiém ndm (candida 4m dao).
Thén kinh: Chéng mit, dau dau.
Tim: Kéo dai khoang QT & ngudi ha kali mau.
Tiéu hoa: Non, tiéu chay, dau bung, tiéu chay.
Gan: Tang transaminase.
It gap, 1/1000 < ADR < 1/100



Maéu va hé bach huyét: Thiéu mau, giam bach cau, giam
bach cdu trung tinh, giam tiéu cu, tang tiéu cAu, ting
bach céu &i toan, ting INR.
Mién dich: Phan tng dj ung.
Chuyén hoa va dinh dudng: Tang lipid mau.
Tam thin: Lo ling, tang dong, kich dong.
Thén kinh: Dj cam, loan cam, réi loan vi giac, la lan,
run rdy, mét ngi, chéng mit, ngti ga.
Mat: Nhin mo, rdi loan thi giéc.
Tim: Kéo dai khoang QT, danh tréng nguc, nhip rim
nhanh, rung nht, dau that nguc.
Mach: Gidan mach.
H6 hép: Kho thd (bao gdm hen suyén).
Tiéu hoa: Giam khau vi, tao bon, kho tiéu, ddy hoi, viém
da day, taing amylase.
Gan mét: Suy giam chic nang gan, tang bilirubin, tdng
gamma-glutamy! transferase, tang alkalin phosphatase.
Da: Ngua, ban do, may day, kho da.
- Co, xuong, mo lién két: Pau khép, dau co.
Than, tiét niéu: Mt nuéc.
Khac: Mét madi, suy nhugc, dau lung, dau nguc, dau
ving chau va & cac chi, d6 md hoi.

Hiém gdp, 1/10000 < ADR < 1/1000
Mién dich: Phan tmg phan vé, phu, phii mach.
Chuyén héa va dinh dudng: Tang dudng huyét, ting
acid uric.
Tam than: Cam xuc khong én dinh, trdm cam (c6 y nght
va hanh dong tu tir), do giéc.
Hé than kinh: Giam cam giac, réi loan khiu giac, mo
bt thuong, rbi loan phéi hop, dong kinh, rdi loan chu Y,
réi loan ngdn ngir, bénh than kinh ngoai bién, bénh da
than kinh.
Tai, tién dinh: Giam thinh gidc, U tai.
Tim: Nhanh nhip tht, ngat.
Mach: Tang huyét ap, ha huyét ap.
Tiéu hoa: Kho nubt, viém loét miéng, viém dai trang do
vi khuan (viém dai trang mang gia).
Gan mat: Vang da, viém gan.
Co, xuong, mo lién két: Viém gan, co thit co, yéu co.
Than, tiét niéu: Suy giam chirc ning than (ting BUN va
creatinin), suy than .
Khéc: Phu.

Rdt hiém gap, ADR < 1/10000
Mau va hé bach huyét: Tang INR, mit bach cau hat.
Chuyén héa va dinh dudng: Ha dudng huyét.
Tam than: Giai thé nhan cach, phan g tdm thin.
Than kinh: Giam cam giéc.
Mat: Mét thj luc thodng qua.
Tim: Loan nhip khong dac hiéu, xoén dinh, ngung tim.
Mach: Viém mach. ,
Gan mat: Viém gan tdi cdp c6 thé dan dén suy gan tdi
cép (de doa dén tinh mang).
Da va phan phu: Hoi ching Stevens-Johnson, héi ching
hoai tir da nhiém doc.

Co, xuong va md lién két: Dut gan, viém khop, cimg co,

nhuoc co.

NEN TRANH DUNG NHUNG THUOC HOAC

THU'C PHAM GI KHI PANG SU DUNG THUOC

NAY

Thong béo voi bac sy hodc dugc sy tht ca cac thudc

bénh nhan da sir dung gin ddy hoic dang sir dung, bao

gdm ca nhitng thubc khong ké don, dic biét la cac thude

sau:

- Thubc chéng loan nhip (quinidin, hydroquinidin,
disopyramid, amiodaron, sotalol, dofetilid, ibutilid).

- Thudc chéng loan thdn (phenothiazin, pimozid,
sertindol, haloperidol, sultoprid).

- Thubc chéng trdm cam 3 vong.

Thubc khang sinh, khang virus, khdng ky sinh tring

(saquinavir, sparfloxacin, erythromycin tiém tinh

mach, pentamidin, thudc diéu tri sbt rét).

- Thuéc khang histamin (terfenadin, astemizol,

mizolastin).

Céc thudc khéc nhu cisaprid, bepridil, diphemanil.

Céc thudc lam giam kali mau nhu céc thudc loi tiéu,

thuéc nhudn trang, tdy x0 hodc céc corticoid,

amphotericin B. -

- Cac thudc gay giam nhip tim.

Céc thudc chira magnesi hay nhom (cac thudc khang

acid), sat, k&m hoic didanosin hodc sucralfat c6 thé

gdy giam tic dung cia moxifloxacin. Nén udng

moxifloxacin truéc hozc sau khi ding cac thudc trén 6

gio.

Than hoat c¢6 thé lam giam tac dung ctia moxifloxacin.
Khoéng khuyén céo udng chung moxifloxacin véi than
hoat.

- Thuéc chbng déng nhu warfarin.

CAN LAM Gi KHI MQT LAN QUEN KHONG
DUNG THUOC

Néu quén udng thubc trong moét ngay, ubng ngay khi
nhé ra. Néu da qua ngay tiép theo, bo qua lidu da quén
ctia ngdy hdm truéc va udng liéu tiép theo ciia ngay
hém nay. Khong duoc ubng gép doi lidu dé bu lidu da

quén.

CAN BAO QUAN THUOC NAY NHU THE NAO
Noi kho, nhiét do khong qua 30 °C, tranh énh sang.
DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Qua lidu c6 thé gay kéo dai khoang QT.

CAN PHAI LAM Gi KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Trong trudong hop qué liéu, nguoi bénh can dén gap
ngay béc sy hodc céc co so y té gan nhét.

NHUNG PIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Ciin thong bdo ngay véi bic sy hay dwoc sj néu nguwoi

®



bénh mic phii cdc tinh trang sau:

- Moxifloxacin c6 thé gdy thay ddi dién tam dd, dic biét
la & nguoi bénh 14 phu nit va ngudi 16n tudi. Thong
bao v6i bac sy néu ngudi bénh dang dung céc thudc
gdy giam kali mau.

- Co giat, dong kinh.

- Thiéu hut G6PD (Glucose-6-phosphat dehydrogenase)

- C6 van dé vé tam than.

- Nhuoc co.

- Nhiém triing duong sinh duc trén & nit (4p-xe 6ng dan
trirng, budng trirng hoic viing chau).

- Pénh tréng nguc, nhip tim bit thuong.

- Phan tng dj ung nghiém trong (sdc phan vé) c6 thé
Xy ra ngay ¢ liéu ddu tién. Triéu chimg gdm tic
nguc, choang vang, ngat, chéng mit khi dang day.

- Viém gan c6 thé din dén suy gan. Néu xuét hién cac
triéu chimg nhu budn nén, nén, vang mét, nudc tiéu
sim mau, nglra, d& chay mau thi phai thong bao ngay
cho béc sy.

- Cac phén ting trén da, ndi béng nudc, 16t da.

- Bénh than kinh: dau, néng, té, yéu co dac biét la ¢ tay,
chén, ban chan, ban tay.

- Trdm cam, xudt hién y nght va hanh dong tu tr.

- P tirng xuét hién cic tac dung phu trén gan khi sir
dung khéng sinh.

- Tiéu chay.

- Pau va viém gén c6 thé xay ra trong vong 48 tiéng sau
khi bit ddu diéu tri hodc nhiéu thang sau khi ngung
dung moxifloxacin. Nguy co viém va dut gan tang lén
& nguoi 16n tudi va ngudi dang dung corticoid. Néu
xay ra cac con dau hay viém & géan, nén ngung
moxifloxacin va bdo ngay véi bac sy

- C6 vAn dé vé than. Néu ngudi bénh bi thiéu nudc thi
d& dan dén suy than hon.

- Giam tam nhin.

- Réi loan dudng huyét.

- Tang nhay cam voéi dnh séng va tia UV.

Tic dong ciia thubce khi ldi xe va vian hanh mdy méc

Moxifloxacin ¢ thé gdy choang véng, chéng mit, mét

thi luc thoang qua hoéc ngét. Do vay, can than trong khi

ding thudc cho ngudi 1ai xe va van hanh may moc.

Phuy nir ¢é thai va cho con b

Khéng dugc dung SaVi Moxifloxacin 400 cho phy nit

c6 thai, nghi ngd c6 thai, c6 ké hoach c6 thai va phu nit

dang cho con bu.

KHI NAO CAN THAM VAN BAC SY, DUQC SY
Bénh nhén st dung thubc khac khi dang didu tri véi
SaVi Moxifloxacin 400.

Phu nit ¢6 thai, nghi ngd c6 thai hodc c6 ké hoach c6

thai.
Phu nir cho con bu.
Néu cin thém thong tin
xin hoi y kién bdc sy hodc diroc sy.

HAN DUNG CUA THUOC
36 thang ké tir ngay san xuat
SAN XUAT TAI

IRACH NEHEAE TRON VEN

CONG TY CO PHAN DUQC PHAM SAVI
(Savipharm ] §.C)

L6 Z.01-02-03a khu Cong nghiép trong khu Ché xudt
Tén Thuan, phuong Tan Thuan Dong, quan 7, thanh phd
H6 Chi Minh.

Dién thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700145

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



B. HUONG DAN SU DUNG THUOC CHO CAN BO
YTE

DUQC LUC HQC

Ma ATC: JOIMA14

Loai thudc: Khéang sinh nhém fluoroquinolon

Co ché tic dung

Moxifloxacin 1& mot khang sinh tdong hop nhém
fluoroquinolon. Gibng nhu céc fluoroquinolon khac,
moxifloxacin c¢é tac dung diét khuin véi ca vi khuén
Gram duong va Gram 4&m bing cach Gc ché
topoisomerase Il (DNA gyrase) va/hodc topoisomerase
IV. Topoisomerase la nhiing enzym cén thiét cho su sao
chép, phién ma va sua chita acid desoxy ribonucleic vi
khuan. Nhéan 1,8-napthyridin cia moxifloxacin c¢é céc
nhém thé 8-methoxy va 7-diazabicyclononyl lam ting
tdc dung khang sinh va giam sy chon loc céc thé dot
bién khang thudc cia vi khuin Gram duong.

So voi ciprofloxacin, levofloxacin va ofloxacin,
moxifloxacin c6 tac dung in vitro tdt hon déi véi
Streptococcus pneumoniae (bao gdbm ca ching khang
penicillin) va c6 tic dung tuong duong dbi véi cac vi
khudn Gram am va nhiing vi khudn gy viém phdi
khong dién hinh (Chlamydia pneumoniae, Mycoplasma
pneumoniae, Legionella spp.). Moxifloxacin c6 tac dung
ca in vitro va trén lam sang véi hdu hét cic chung
Staphylococcus — aureus (chung nhay cam vdi
methicillin), Streptococcus pyogenes, Haemophilus
influenzae, H. parainfluenzae, Klebsiella pneumoniae,
Moraxella catarrhalis, Chlamydia pneumoniae va
Mycoplasma pneumoniae.

Moxifloxacin con cé tiac dung in vitro VG6i
Staphylococcus epidermidis ~ (ching nhay cam vdi
methicillin), Streptococcus agalactiae, Streptococcus
pneumoniae  (chung  khéng  penicilin)  nhom
Streptococcus viridans, Enterobacter cloacae, E. coli,
Klebsiella oxytoca, Legionella pneumophila, Proteus
mirabilis, Fusobacterium spp., nhung cho dén nay, hi¢u
luc va do an toan ciia moxifloxacin dbi véi cac bénh
nhiém khuédn do céc vi khudn néu trén gay ra vin chua
duoc tién hanh thir nghiém 1am sang c6 kiém soat diy
du.

Vi khuén khang thudc: Staphylococcus aureus (ching
khang  methicillin)+,  Klebsiella  pneumoniae*#,
Neisseria gonorrhoeae*+,  Pseudomonas aeruginosa
(dé khang tu nhién)

(*): Hiéu qua da dugc chimg minh dbi véi nhiing phan
lap vi khudn nhay cam trong céc chi dinh 1am sang da
dugc phé duyét.

(#): Vi khuan tiét enzym ESBL (ESBL: Extended
Spectrum Beta - lactamase) thuong dé khang voi
fluoroquinolon.

(+): Ti Ié dé khang >50% & 1 hay nhiéu nudc.

Co ché khang thudc:
Nhiing co ché khang thudc lam bét hoat cac penicillin,
cephalosporin, aminoglycosid, macrolid va tetracyclin
khéng anh huéng dén hoat tinh diét khudn cua
moxifloxacin. C4c co ché khang thudc khac nhu hang
rao chdng thdm (thuong c6 & Pseudomonas aeruginosa)
va co ché bom thudc ra ngoai c6 thé anh huéng dén do
nhay cta moxifloxacin.
In vitro, vi khudn khang thudc phat trién chdm do thong
qua nhiéu buéc dot bién & ca topoisomerase I, DNA
gyrase va topoisomerase [V. Moxifloxacin 1a mot co
chét it hiéu qua ddi v6i co ché bom thudc ra ngoai & cac
vi khudn Gram duong.
Pa thdy c6 su khang chéo gitta moxifloxacin va cac
fluoroquinolon khac. Tuy nhién, vi khudn Gram dwong
khang véi cac fluoroquinolon khéc c6 thé vin con nhay
cam v6i moxifloxacin.
DUQC PONG HQC
Moxifloxacin dwgc hdp thu nhanh qua dudng tiéu hoa
khi udng. Sinh kha dung tuyét ddi khoang 90%. Thirc an
khong anh huéng dén hap thu thudc, vi vy c6 thé ding
thudc cung hogc khdng cung véi bita an. Véi lidu
moxifloxacin 400 mg & ngudi Ién, ndng do
moxifloxacin cao nhét trong huyét tuong la 4,5 pg/ml
sau khi udng 1 - 3 gio. Khoang 30 - 50% moxifloxacin
gin véi protein huyét tuong. Thé tich phan bd dat tir 1,7
- 2,7 I/kg. Moxifloxacin duoc phan bd rong khap co thé,
moxifloxacin da duoc tim thdy trong nudc bot, dich tiét
& miii, phé quan, niém mac xoang, dich trong nét phéng
& da, md dudi da va co xuong sau khi udng hoac tiém
tinh mach 400 mg, n6ng dd trong mé thuodng trdi hon ca
ndng do trong huyét tuong. Moxifloxacin duoc chuyén
héa & gan qua dudng lién hop glucuronid (14%) va
sulfat (38%), khong chuyén hoa qua hé cytochrom Pso.
Thudc duoc dao thai tir huyét tuvong véi thoi gian ban
thai trung binh khoang 12 gio. Téng thanh thai trung
binh toan than sau khi dung liéu 400 mg khoang 179
dén 246 ml/phit. D6 thanh thai cia than duoc do vao
khoang 24-53 ml/phit khi cac dng than da tai hdp thu
mot phan thudc tai than. Moxifloxacin thai trur qua nudc
tiéu va phan & dang khong bién déi va dang chuyén héa;
dang lién hop sulfat thai trir chinh qua phan va dang lién
hop glucuronid thai trir qua nuéc tiéu. Su phan bé vao
sita clia thudc da tim thdy trong dong vat nghién cru.

CHI PINH PIEU TRI

Moxifloxacin dugc chi dinh diéu trj cac vi khuin nhay

cam véi moxifloxacin cho ngudi I6n hon 18 tudi.

- Viém phdi mic phai tai cong ddng do céc vi khuin
Streptococcus pneumoniae, H. influenzae, Chlamydia
pneumoniae, Mycoplasma  pneumoniae  hodc
Moraxella catarrhalis.

- Nhiém khuan da bién ching va té chuc duéi da do
Staphylococcus aureus va Streptococcus pyogenes.



Thudc c6 hiéu qua trong didu tri cac bénh nhiém
khuan da nhu 4p xe dudi da khong bién ching, dinh
nhot, chdc 16 va viém mé té bao.

Dot cdp cua viém phé quan man tinh gdy ra boi
Streptococcus pneumoniae, Haemophilus influenzae,
H. parainfluenzae, Klebsiella ~ pneumoniae,
Staphylococcus aureus, Moraxella catarrhalis.

Do khidng sinh fluoroquinolon, trong dé co
moxifloxacin lién quan dén phan @mg c6 hai nghiém
trong (xem muc Thén trong khi ding thudc) va dot
nhiém khudn cdp cta viém phé quan man tinh & mot
s6 bénh nhan c6 thé tu khoi, chi nén sir dung
moxifloxacin cho nhiing bénh nhan khong cé lua chon
diéu tri khéc thay thé.

Diéu trj nhidm khuén xoang cép do cac vi khuin nhay
cam: Streptococcus  pneumoniae,  Haemophilus
influenzae, Moraxella catarrhalis.

Do khéng sinh fluoroquinolon, trong do6 cé
moxifloxacin lién quan dén phan (ng c6 hai nghiém
trong (xem muc Than trong khi dung thudc) va viém
xoang cip tinh do vi khuén mot s6 bénh nhan c6 thé tu
khoi, chi nén su dung moxifloxacin cho nhiing bénh
nhén khéng c6 lua chon diéu trj khac thay thé.

LIEU DUNG VA CACH DUNG

Cdch dang

Thube dugc dung theo duong ubng, cé thé dung trudc,
trong, hodc sau bira &n. Nén ubng nguyén vién thudc,
khéng dugc nhai, bé, nghién.

Liéu diing

Liéu thuong ding ¢ nguoi Ién: Uébng 400 mg x 1 lan/

ngdy va trong sudt qud trinh diéu tri khong dugc vuot

qua liéu nay.

Thoi gian diéu tri: 7 - 14 ngay véi viém phdi mic phai

tai cong dong; 7 - 21 ngay vé&i ngudi bénh nhiém khuén

da bién chiing va td chic dudi da; 5 ngay voi ngudi

bénh dot cép cua viém phé quan man tinh, 10 ngay vdi

ngudi bénh nhiém khudn xoang cép.

Liéu ding ¢ bénh nhdn suy thén va suy gan: Khong cén

thay dbi liéu véi ngudi bénh suy than, suy gan nhe va

vira va ngudi cao tudi. Moxifloxacin chua dugc nghién

ciru & ngudi suy than dang chay thdn nhén tao hodc

nguoi bi suy gan nang.

CHONG CHI PINH

- Tién sir qua man v6i moxifloxacin, hodc cac quinolon
khéc, hodc cac thanh phén cua thube.

- Phu nit mang thai va cho con bu

- Tré em dudi 18 tudi do trén thuc nghiém cho thdy
thube co thé gay thodi hda sun & khop chiu trong luc.

- Tién str bi bénh gan hodc tdn thuong gan lién quan dén
diéu trj bang quinolon.

- Tién st QT kéo dai hodc dang st dung cac thubc giy
kéo dai khoang QT (xem Twong tdc thudc).

- Réi loan dién giai, dac biét 1a ha kali huyét chua duoc
diéu chinh.

- Cham nhip tim.

- Suy tim kém giam phan suét téng mau thét trai.

- C6 tién sir cac triéu chirng loan nhip tim truéc dé.

THAN TRONG KHI DUNG THUOC

Cidc tinh trang cén thin trong khi diing thudc

Céc phan tng c6 hai nghiém trong cé kha nang khong
hdi phuc va gy tan tit, bao gdm viém gén, dit gan,
bénh ly than kinh ngoai bién va cac tic dung bt loi trén
than kinh trung wong.

Céc khéng sinh nhém fluoroquinolon c6 lién quan dén
cdc phan trng c6 hai nghiém trong c6 kha nang gay tan
tat va khong hdi phuc trén cac hé co quan khac nhau cua
co thé. Cac phan (g nay c6 thé xudt hién dong thoi trén
cung bénh nhan. Céc phan ng c6 hai thuong dugc ghi
nhgn gdém viém gén, dut gan, dau khép, dau co, bénh ly
than kinh ngoai vi va cac tac dung bét lgi trén hé théng
than kinh trung uong (o giéc, lo au, trdm cam, mét ngu,
dau ddu ning va lu 1dn). C4c phan (ng nay c6 thé xay ra
trong vong vai gio dén vai tuin sau khi sir dung thudc.
Bénh nhdn & bt ky tudi nao hodc khong cé yéu té nguy
co ton tai tir trudc déu co thé gap nhitng phan tng c6 hai
trén.

Ngirng sir dung thudc ngay khi c6 ddu hiéu hogc tridu
ching déu tién cta bit ky phan ting ¢6 hai nghiém trong
nao. Thém vao do, tranh str dung cac khang sinh nhém
fluoroquinolon cho cac bénh nhén di tirng gip cac phan
&ng nghiém trong lién quan dén fluoroquinolon.

- Moxifloxacin dugc chirmg minh lam kéo dai khoang
QT trén dién tdm dd & mot sb bénh nhan. Vi phu nit ¢6
khuynh huéng cé khoang QT ltc ban dau dai hon nam
gioi, do d6 ho c6 thé nhay cam hon véi cac thube gdy
kéo dai khoang QT. Ngudi cao tudi ciing c6 thé nhay
cam hon dbi véi nhirng tac dung Ién khoang QT ¢6 lién
quan dén thudc.

- Diéu tri voi moxifloxacin ¢ thé lam ha kali huyét, do
d6 can than trong khi sir dung (xem Twong tdc thudc).

- Moxifloxacin nén dugc sir dung than trong & nhiing
bénh nhin dang c6 tinh trang loan nhip tim tién trién
(dc biét 1a phu nit va ngudi cao tudi) nhu thiéu mau co
tim cp hosc QT kéo dai vi d& din dén tang nguy co
loan nhip thit (bao gdm xoén dinh) va nging tim. Do d¢
rong cua khoang QT kéo dai c6 thé tang Ién theo su ting
ndng do cua thubc, do do khong nén vugt qua lidu
khuyén nghi. Néu céc ddu hiéu loan nhip tim xay ra
trong qud trinh diéu tri, nén ngimg st dung
moxifloxacin va kiém tra bang dién tam do.

- Phan (mg qua mén hay dj Gng do ding khang sinh
nhom fluoroquinolon bao gdbm moxifloxacin da duoc
bao cdo sau khi str dung lan dau. Phan tng phan vé c6
thé din dén tinh trang sdc de doa tinh mang, ngay ca sau
lan st dung ddu tién. Trong nhiing truong hop nay, phai
ngung dung thudc va c6 bién phép diéu tri thich hop.

¢



- P4 c6 bdo cdo vé céc truong hop viém gan cp c6 thé
din dén suy gan (bao gdm cac ca t vong) Vi
moxifloxacin. Bénh nhan cin duoc khuyén céo lién hé
ngay vai bac st trudc khi tiép tuc diéu tri néu xuét hién
cac déu hiéu va triéu chung lién quan dén suy gan nhu
suy nhugc, vang da, nudc tiéu sim mau, khuynh huéng
chay mau hodc bénh ndo do gan. Nén lam cdc xét
nghiém hoac kiém tra chirc ning gan khi c6 dau higu
ctia réi loan chirc nang gan xay ra.

- Céc phan Gng da bong rop nhu hdi ching Stevens-
Johnson hodc hoai tir da nhiém déc véi moxifloxacin da
dugc béo c4o. Bénh nhdn cin dugc khuyén cdo lién hé
ngay véi bac sT trudc khi tiép tuc diéu tri néu xuét hién
céc phan tng trén da va/hodc niém mac.

- Cac con dong kinh ciing c6 thé xay ra khi diéu trj véi
khang sinh nhdm quinolon. Nén sir dung thén trong trén
bénh nhédn da c6 hodc nghi ngo c6 cac ri loan than kinh
trung uong co thé dan dén con dong kinh hodc lam giam
ngudng dong kinh. Trong truong hop dong kinh, nén
ngimg st dung moxifloxacin va c6 bién phap diéu tri
thich hop.

- i c6 bao céo vé cac truong hop bénh da day than
kinh cam gidc hay van dong cam giac, din dén dj cam,
giam cam giac, rdi loan cam gidc, yéu co & bénh nhan
dang diéu trj véi khdng sinh nhém quinolon. Bénh nhén
nén thong bédo cho béc sT trude khi tiép tuc diéu trj néu
¢6 cac triéu ching cia bénh ddy than kinh nhu dau,
néng, ngira ran, té hoac yéu co tién trién.

- Céc phan tmg tam than c6 thé xay ra ngay ca sau lan
dau tién st dung khang sinh nhém fluoroquinolon bao
gbm moxifloxacin. R4t hiém gap céac truong hop trdm
cam hoac phan tng loan thin din dén y nghi tu tir va
hanh vi tu gy thuong tich cho ban than nhu ¢ ging tu
tir (xem Tdc dung khong mong mudn). Trong trudng hop
céc phan (g nay tién trién & bénh nhan, ngiing sir dung
moxifloxacin va cé bién phap diéu tri thich hgp. Nén
than trong khi st dung moxifloxacin & bénh nhan loan
than hay c6 tién str bénh tdm than.

- Di c6 bdo cao vé tidu chay va viém dai trang lién
quan dén sir dung khang sinh, bao gdm viém dai trang
mang gia va tiéu chdy do nhidm Clostridium difficile khi
duing khéng sinh phd rong, bao gdm moxifloxacin, va cé
thé chuyén bién nghiém trong tir tiéu chay nhe thanh
viém rudt két gay tir vong. Do d6, diéu quan trong la
phai xem xét chan doan nay & nhiing bénh nhén bj tiéu
chay nang tién trién trong khi hoic sau khi sir dung
moxifloxacin. Trong truong hop ndy nén ngung ding
thudc va tién hanh ngay céc bién phép diéu trj thay thé.
Déng thoi phai co bién phap kiém soat nhidm khudn
thich hop dé giam nguy co nhidm bénh. Chéng chi dinh
ding cac thubc trc ché nhu dong rudt trén bénh nhan
dang ti€u chay ndng.

- Can than trong khi st dung moxifloxacin cho bénh
nhan bi nhugc co ndng vi c6 thé lam cho triéu chimg

bénh trdm trong hon.

- Viém gan vd/hodc dut gén (dac biét la gan Achille) c6
thé xay ra ngay trong vong 48 gio tir lic bat dau va vai
thang sau khi két thic diéu tri khi dung cac khang sinh
quinolon. Nguy co nay c6 thé ting 1én & bénh nhan cao
tudi hodc didu tri ddng thoi véi corticosteroid. Khi co
nhitng ddu hiéu ddu tién cua dau hay viém, bénh nhan
cén ngung thudc, dé chi bj anh hudng nghi ngoi va lién
hé ngay v6i bac st dé c6 bién phép diéu tri thich hop.

- Bénh nhan cao tudi bi rdi loan chirc ning than can
than trong khi sir dung moxifloxacin néu khong c6 kha
ning duy tri du luong dich thu vao do mét nuéc lam
tang nguy co bi suy than.

- Néu thi giac bj tdn thuong hodc cé bét ky anh hudng
ndo cin lién hé ngay véi bac st chuyén khoa mit.

- Ciing nhu tit ca céc fluoroquinolon, réi loan dudng
huyét, bao gdm ca tang va giam dudng huyét dd dugc
béo cdo v6i moxifloxacin. Réi loan duong huyét xay ra
chi yéu & bénh nhan dai thdo duong 16n tudi dang diéu
tri ddng thoi voi mot thube ha duong huyét dang udng
(nhu sulfonylure) hodc véi insulin. O bénh nhan dai théo
duong, can theo ddi chat ché ndng do dudng huyét.

- Pa thdy c6 phan ting nhay cam 4nh séng xay ra & bénh
nhan st dung khang sinh nhém quinolon. Tuy nhién
moxifloxacin c6 nguy co gdy nhay cam anh sang thap
hon. Mac du vay, nén khuyén bénh nhén tranh tiép xuc
nhiéu véi tia cuc tim hogic 4nh sang mit trdi trong khi
diéu trj voi moxifloxacin.

- Bénh nhan c6 tién sir gia dinh hodc co thé bj thiéu
glucose-6-phosphat dehydrogenase c6 khuynh huéng
xay ra phan tng tan huyét khi diéu tri v6i khang sinh
nhém quinolon. Do d6, cin than trong khi sir dung
moxifloxacin & nhitng bénh nhan nay.

- Dbi v6i bénh nhan c6 bénh viém vung chiu phc tap
(nhu lién quan dén 4p xe voi trimg-budng trimg hay ap
xe viing chau) cdn xem xét dén diéu tri bing tiém truyén
tinh mach, moxifloxacin du¢i dang vién nén bao phim
khong dugc khuyén dung.

Bénh viém ving chdu c6 thé do vi khudn Neisseria
gonorrhoeae dé khang voi fluoroquinolon giy ra. Do
do, trong truong hop nay, moxifloxacin nén dugc dung
ddng thoi véi mot khang sinh thich hop khac (nhu
cephalosporin) néu khong loai trir duoc Neisseria
gonorrhoeae khang thudc. Sau 3 ngay, néu tinh trang
bénh khong cai thién trén 1am sang, can xem xét lai phéc
dd diéu tri. ,

- Pidu tri v6i moxifloxacin c6 thé anh huéng dén thir
nghiém nudi cdy Mycobacterium spp. bing cach trc ché
su phat trién cia vi khudn Mycobacteria gay két qua 4m
tinh gia trén miu bénh phdm Iy tir bénh nhan ding
moxifloxacin.

- Khéng khuyén céo sir dung moxifloxacin dé diéu tri
nhiém  khudn do MRSA  (Methicillin-resistant
Staphylococcus aureus: Tu cau vang khang methicillin).



Trong truong hop nghi ngd hoic di xac dinh nhiém
khudn gdy ra boi MRSA, nén bat dau diéu tri bing
khéng sinh phu hop.

Cic khuyén cio ding thuéc cho phu nit cé thai va cho
con b

Truong hop co thai

Tinh an toan ctia moxifloxacin & phu n{i c6 thai chua
dugc dénh gia. Céc nghién ctu ¢ dong vét cho thdy doc
tinh trén sinh san. Nguy co tiém 4n & ngudi chua duoc
biét. Vi nguy co gdy pha hily sun trong thir nghiém véi
fluoroquinolon & déng vt chua truong thanh va tén
thuong khop c6 thé phuc héi & tré em dung
fluoroquinolon, chéng chi dinh moxifloxacin & phu nit

O thai.

Truong hop cho con b
Chua c6 dir liéu sdn cé & phu nit cho con bu. Cac dif liéu
tién 1am sang cho biét c6 mot lugng nhé moxifloxacin
duoc tiét vao sira. Vi thiéu thong tin & ngudi ciing nhu
nguy co phd huy sun cta fluoroquinolon ¢ dong vat
chua trudng thanh, chdng chi dinh moxifloxacin & phu
nit cho con bu.

Tic dpng ciia thudc khi ldi xe va vin hanh mdy méc
Chua c6 nghién ctru vé& anh hudng ctia moxifloxacin dén
kha ning lai xe va van hanh mdy moéc. Tuy nhién,
moxifloxacin c6 thé lam giam kha nang lai xe va vén
hanh mdy moc do céc phan tng trén hé than kinh trung
uong (nhu chéng mat, mat thi luc thodng qua) hodc mét
tinh tdo (ngt). Do d6 cin than trong khi dung thuée cho
nguoi lai xe va van hanh may moc.

TUONG TAC CUA THUOC V01 CAC THUOC
KHAC VA CAC LOAI TUONG TAC KHAC

Dung déng thoi moxifloxacin va céc thube gdy kéo dai
khoang QT c6 thé din dén ting nguy co loan nhip that
bao gdm c& nguy co bi xoin dinh. Do d6, chéng chi
dinh dung chung moxifloxacin véi céc thubc giy kéo
dai khoang QT nhu:

- Thudc chéng loan nhip nhém IA (quinidin,
hydroquinidin, disopyramid, ...)

- Thubc chéng loan nhip nhom I1I (amiodaron, sotalol,
dofetilid, ibutilid,...)

- Thubc chéng loan thdn (phenothiazin, pimozid,
sertindol, haloperidol, sultoprid,...)

- Thudc chbng trdm cam 3 vong

- Mot sb thudc khang khudn (saquinavir, sparfloxacin,
erythromycin (IV), pentamidin, khang sot rét dac biét 1a
halofantrin)

- Mot sb thubc khang histamin (terfenadin, astemizol,
mizolastin)

- Mot sé thubc khéc (cisaprid, vincamin (IV), bepridil,
dephemanil)

Than trong khi dung moxifloxacin ¢ bénh nhan dang
dung thudc lam giam ndng do kali (thudc loi tiéu quai,
thudc loi tiéu thiazid, thudc nhudn trang va thut truc

trang lidu cao, corticosteroid, amphotericin B) hoic
thudc lam nhip tim chdm dang ké trén 1am sang.

Nén udng cach xa khoang 6 gio khi dung moxifloxacin
v6i cac thudc chua cation kim loai héa tri I hodc 111
(thudc khang acid chira magnesi hosc nhém, thudc vién
didanosin, sucralfat va cac ché phdm c6 chira sit hoic
kém).

Ubng moxifloxacin liéu 400 mg véi than hoat gdy ngan
can hdp thu va lam giam sinh kha dung toan phédn cua
thudc hon 80%. Do d6, phdi hop nay khéng dugc
khuyén dung (trir truong hop qua liéu).

Sau nhiéu lidu l3p lai, moxifloxacin lam tang C,, cla
digoxin khoang 30% ma khong anh huéng dén AUC.

O céc nghién clru thyc hién & ngudi dai thdo dudng, két
hop moxifloxacin va glibenclamid lam giam 21% ndng
d6 dinh cua glibenclamid. Két hop nay c6 thé lam tang
duong huyét nhe thoang qua. Tuy nhién, nhiing thay doi
nay khéng lam anh huéng dén cac chi sé duge luc hoc
(glucose mau, insulin). Vi vay, khong co6 tuong tac trén
lam sang gitta moxifloxacin va glibenclamid.

Nhiéu trudong hop tang hoat tinh chéng dong khi dung
thuéc chéng doéng dudng udng da dugc bio cdo & nhing
bénh nhan dang diéu tri bing khang sinh, dic biét la
khang sinh nhém quinolon, macrolid, tetracyclin,
cotrimoxazol va mdt s6 khang sinh nhém cephalosporin.
Tinh trang viém nhiém, tudi tic va téng trang bénh nhan
la cac yéu td nguy co. Nhitng trudng hop nay, su thay
ddi chi s6 INR (INR: International Normalized Ratio)
thuong kho xac dinh do nhiém trung hay do ding thude
chéng dong. Do d6, can than trong theo ddi thudng
xuyén chi s6 INR. Néu can, nén diéu chinh liéu cia cac
loai thubc chdng dong cho phu hop.

Céc thudc chéng viém khong steroid khi dung cing
moxifloxacin c¢6 thé ting nguy co kich thich than kinh
trung wong va co giat. \\
Moxifloxacin c6 thé lam glam tac dung cua BC «\

mycophenolat, sulfonylure, véc xin thuong han. u(:

TAC DUNG KHONG MONG MUON (ADR) /%),
Thuong gdp, 1/100 <ADR <1/10 S/
Nhi&m khuan va nhi&m ky sinh tring: Nhiém trung ning
do vi khudn dé khang, nhim ndm (candlda am dao).
Than kinh: Chéng mit, dau daer.
Tim: Kéo dai khoang QT ¢ ngudi ha kali mau. }
Tiéu hoa: Non, tiéu chay, dau bung, tiéu chay.
Gan: Tang transaminase. /
It gap, 1/1000 < ADR < 1/100
Mau va hé bach huyét: Thiéu mau, giam bach céu, giam
bach cdu trung tinh, giam tiéu cdu, tang tiéu cdu, tang
bach céu ai toan, ting INR.
Mién dich: Phan tng dj (ing.
Chuyén hoa va dinh dudng: Tang lipid mau.
Tam thin: Lo ling, tang dong, kich dong.
Thin kinh: Di cam, loan cam, rdi loan vi giac, 1u lan,
run riy, mat ngu, chéng mit, ngu ga.



Mit: Nhin mo, réi loan thi giac.
Tim: Kéo dai khoang QT, danh tréng nguc, nhip rim
nhanh, rung nhi, dau that nguc.
Mach: Gidn mach.
Ho6 hép: Khé thé (bao gdm hen suyén).
Tiéu hoa: Giam khéu vi, tdo bon, kho tiéu, déy hoi, viém
da day, ting amylase.
Gan mat: Suy giam chirc nang gan, ting bilirubin, tdng
gamma-glutamy! transferase, tang alkalin phosphatase.
Da: Ngutra, ban do, may day, kho da.
Co, xuong, md lién két: Pau khép, dau co.
Than, tiét niéu: Mat nudc.
Khac: Mét moi, suy nhugc, dau lung, dau nguc, dau
viing chau va & cac chi, 6 md hai.

Hiém gap, 1/10000 < ADR < 1/1000
Mién dich: Phéan (ng phan vé, pht, phtt mach.
Chuyén héa va dinh dudng: Tang dudng huyét, ting
acid uric.
Tam than: Cam xic khong n dinh, trdm cam (c6 y nght
va hanh dong tu tir), o gidc.
Hé than kinh: Giam cam giac, réi loan khtru gide, mo
bat thuong, rdi loan phbi hop, dong kinh, rdi loan cha Y,
rdi loan ngdn ngit, bénh than kinh ngoai bién, bénh da
than kinh.
Tai, tién dinh: Giam thinh giac, 0 tai.
Tim: Nhanh nhip tht, ngét.
Mach: Tang huyét ap, ha huyét ap.
Tiéu hoa: Khé nudt, viém loét miéng, viém dai trang do
vi khuan (viém dai trang mang gia).
Gan mat: Vang da, viém gan.
Co, xuong, md lién két: Viém gén, co thit co, yéu co.
Than, tiét niu: Suy giam chiic nang than (ting BUN va
creatinin), suy than .
Khéc: Phu.

Rdt hiém gap, ADR < 1/10000
Mau va hé bach huyét: Tang INR, mit bach ciu hat.

Chuyén héa va dinh dudng: Ha dudng huyét.

Tam thin: Giai thé nhan cach, phan ng tdm thén.

Than kinh: Giam cam giac.

Mit: Mét thi luc thoang qua.

Tim: Loan nhip khong dac hiéu, xo4n dinh, ngung tim.
Mach: Viém mach.

Gan mat: Viém gan téi cp c6 thé dan dén suy gan tbi
cép (de doa dén tinh mang).

Da va phéan phy: Hoi chiing Stevens-Johnson, hgi chimg
hoai tir da nhigm doc. '

Co, xwong va md lién két: Dut gan, viém khép, cimg co,
nhuoc co.

Huéng din cach xir tri ADR

Cén ngimg ngay moxifloxacin khi: C6 bét ky déu hiéu
nao ctia phan ng qua man; c6 ddu hiéu tic dung khong
mong mudn 1én than kinh (nhu co giat, trdm cam, 1a 14n,
a0 giac, run réy, c6 y nght tu sat); dau, viém hodc bong
gan. Cac biéu hién rdi loan tiéu héa nhu budn non, non,
dau bung, rdi loan vi gidc thuong & muc do nhe khéng
can can thiép diéu tri. Néu c6 ddu hiéu viém dai trang
mang gia, can theo d&i muc do tiéu chay, néu ning phai
diéu trj bang khang sinh khac thich hop.

QUA LIEU VA CACH XU TRIi

Khi dd ubng qua liéu moxifloxacin khong cé thudc dic
hidu dé didu trj, chu yéu la didu tri triéu ching va diéu
tri hd tro: gdy non va rira da day dé lam giam hép thu
thudc, loi niéu dé ting thai thudc. Ding than hoat clng
moxifloxacin & liéu 400 mg s& lam giam sinh kha dung
ctia thubc dén hon 80%. Sir dung than hoat sém s& lam
ngan chan sy hdp thu ciia moxifloxacin. Theo ddi dién
tdm db it nhét trong vong 24 gidr vi c6 thé xay ra kéo dai
khoang QT hodc loan nhip tim. Bu du dich cho ngudi
bénh.

Tp. H6 Chi Minh, ngay L théng /0 nim 2017
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