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400mg/250ml
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THANH PHAN:
Moxifloxacin 400 mg ‘

(dudi dang Moxifloxacin hydrochloride]

T dupc via 80 250 ml

CHI BINH, CHONG CHI BINH, [

LIEU LUONG - CACH DUNG:

Xem t hudng dén s dung kem theo.

BAO QUAN:
Nal khé mat, nhiét 3¢ dudi 30°C, tranh dnh sang.

TIEU CHUAN: TCCs.

SO DANG K¥iniiscniesssnsions

OE XA TAM TAY CUA TRE EM.
DOC KV HUONG DAN SU DUNG TRUGC KHI DUNG.
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GMP-WHO

PRESCRIFTION ONLY MEDICINE

Box of 1 bag of 250ml

AUPIFLOX

400mg/250ml

Moxifloxacin 400mg

SOLUTION FOR INTRAVENOUS INFUSION

AM VI PHARMACEUTICAL JOINT-STOCK COMPANY
o Lot 8143 4-N13 Strem-Oong Nam Indusirial Parke-Co O Comming-HEMC
Amvipharm Telb 0838328885 Fax (8-38328680
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AUPIFLOX

400mg/250ml

COMPOSITION:
Maxifloxacin 400 mg
fas Maoxifloxacin hydrachloride)

Exciplents s.q.f 250 ml

INDICATIONS, CONTRA-INDICATIONS,
DOSAGE AND ADMINISTRATION:

See the enclosed leaflet.

STORAGE:

Store in a cool and dry place, below 30°C,
keep away from light.

SPECIFICATION: M5,

REG NO.:

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE PRESCRIPTION BEFORE USE.

56 16 SX:
Ngay SX:
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MAau nhan tai

& Thuéc ban theo don

—— AUPIFLOX 400mg/250m| —

DUNG DICH TIEM TRUYEN TINH MACH - TUI 250ml

THANH PHAN: BAO QUAN:
Moxifloxacin
(dudi dang Moxiflonacin hydroclorid )

Tadugc........ vvennee Vi@ A0 250 ml

Noi khéd mat, nhiét 3¢ dudi 30°C, tranh anh sang.
TIEU CHUAN:TCCS.

CHI DINH, CHONG CHi DINH, SEBANCI R i
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TO HUONG DAN SU DUNG THUOC
(Danh cho ngudi bénh)

AUPIFLOX 400mg/250ml

Doc ky h:m'ng dan su' dung trueée khi ding
Pé xa tam tay tré em
Théng bdo ngay cho bdc si hodc dwoc st nhitng rag' dung khéng mong muén gdp phai khi sic dung
thuoc
Thubc nay chi diing theo don ciia bdc st

Thanh phin, ham lwgng ciia t!guéc
Cho 1 ti 250 ml dung dich truyén tinh mach:

Moxifloxacin............... ..400 mg
(Dudi dang MOXIﬂOX&Cln hydroclond 436 .33 mg)
Ta dugc (Natri clorid, Acid hydrocloric, Nam hydroxrd nude cat pha nem) .vira du 250 ml

M3 ta san pham: Dung dich tiém truyén tinh mach

Quy cach déng géi: Hop 1 tdi 250 ml, kém t& hudng dan sir dung

Thube ding cho bénh gi?

Dung dich tiém truyén tinh mach AUPIFLOX chira hoat chit moxofloxacin, 1a mot khang sinh

nhém floroquinolon. Thubc ¢6 tac dung diét cac vi khudn gdy ra cac nhiém trung, néu cac vi

khudn nay nhay cam voi moxifloxacin.

Dung dich tiém truyen tinh mach AUPIFLOX dugc sir dung cho ngudi truong thanh dé diéu tri

cac mrorng hop nhiém khuén sau:

- Nhiém khuin xoang (viém xoang) cap

- Dot nhiém khuén cip cua viém phe quan man tinh

- Nhiém khuén phéi (viém th) mic phai ngoai bénh vién

- Nhiém khuin da va mé mem

Nén dung thudc nay nhw thé nao va liéu lrgng? LLA

Thuée nay theo chi dinh cua bdc si va huéng dan cia nhan vién y té ¢é chuyén mon. ;

Khi nao khong nén dung thudc nay?

Khoéng nén dung thudc néu gap 1 trong céc truong hop sau:

- Di tmg véi moxifloxacin hodc cdc khang sinh nhém quinolon khéc, hodc bét ky thanh phén nao
khéc cua thude.

- Phu nir dang mang thai hogc dang cho con b.

- Nguoi dudi 18 tudi

- C6 tién sir méc bénh hogc rdi loan & gan lién quan dén viéc diéu tri bang céc khéng sinh nhém
quinolon

- Nhip tim bat thuong (xem trén dién tdm dd, cac ghi chép vé dién tim) hodc c6 tién sur nhip tim
bat thuong

- Mat can bang mudi trong méau (ddc biét 1a mirc kali hodc magne trong mau thap)

- Nhip tim chdm

- Suy tim

- Dang sir dung cac thude khac géy ra sy thay d6i bat thuong dién tdm db, do AUPIFLOX co thé
gay thay d6i trén dién tdm db, lam kéo dai khoang QT nghia I 1am cham su dan truyén céc tin
hiéu dién.

- Bénh gan nang hodc men gan cao hon 5 1an so véi gii han binh thuong.

Téc dung khong mong muon‘?

* Khi diéu tri véi AUPIFLOX néu gdp tdc dung khéng mong muén sau: (hiém hodc rdt hiém gdap)

- Nhip tim nhanh bat thuong.

- Can luu y khi dot nhién cam thay khong khoe hodc trong tréng mit tré nén vang, nude tiéu sim
mau, ngira da, dé bj chay méu hoac réi loan suy nghi hodc kho ngu (dy c6 thé la céc ddu hiéu
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hodc tridu chimg cua viém gan cép c6 thé dén dén suy gan de doa tinh mang (d c6 truomg hop
gay tr vong).

- Su thay d6i cua da, mang nhay nhu gidp da gay dau & miéng/miii hodc & duong vat/am dao (hoi
chimg Stevens — Johnson hay hoai tir thugng bi nhiém ddc), c6 kha nang de doa tinh mang.

- Phan tng di tmg chung nghiém trong, dot ngdt bao gom sdc gay nguy hiém dén tinh mang du
rat hiém xay ra (nhu kho tho, tut huyét 4p, mach nhanh).

- Sung bao gébm sung dudng ho hap (c6 kha ning de doa tinh mang)

- Co giat

- Cac vén dé lién quan dén hé than kinh nhu dau, néng, ngira ran (nhu cé kién bo), té va
hoic/yéu chan tay
- TrAm cam (trong céc trudng hop rat hiém c6 thé dan dén ty gdy ton thuong, nhu y nghi/suy
nghi ty tir hodc cb géng tu tir)
- Mit tri (c6 thé din dén tu gdy ton thuong, nhu y nghi/suy nghi tu tir hodc ¢ géng tu tir).
- Tiéu chay niing c6 méau va chat nhay (viém dai trang do khang sinh bao gdbm viém dai trang gia
mac), trong cac truong hop rat hiém co thé phat trién thanh bién chimg gy de doa tinh mang.
- Dau va sung gén (viém gén) hodc dut gén.
Phai ngung ding rhuoc va ngay Idp tirc thong bdo cho bdc st diéu tri, vi ¢é thé ban sé can dén
nhitng chi dan khan cdp.
- Mt tac dung khong mong mudn khéc c6 thé gap phai 1a mét thi gidc nhat thoi (rat hiém gip),
can lién hé ngay voi bac si chuyén khoa mat.
*Néu ban timg ¢6 tién sir r nhip tim bit thuomg de doa tinh mang (xodn dinh) hodic ngung tim khi
sir dung AUPIFLOX (rat hiém gap), thong bao cho béc si diéu tri ctia ban ngay lap tirc dé tranh
chi dinh lai thudc nay.
*Céc triéu chimg cta bénh nhugc co tro nén néng thém da gap dugc ¢ cic truong hop rat hiém.
Néu tinh trang nay xay ra phai ngay 1ap tirc hoi y kién béc si diéu tri.
*Néu ban bi bénh tiéu dudng, khi nhan thay duong huyét ciia ban ting hogc giam (hiém hodc rat
hiém gip), thong béo ngay cho béc si dleu tri.
*Neu ban ngudi cao tudi ¢ cac van dé vé than, khi nhén thay luong nude tiéu giam, sung chan,
mit c4 chan, ban chan, mét méi, budn nén, ué oai, thd ngén, rdi loan (¥ nghi) (ddy c6 thé la cac

déu hiéu va céc triéu chimg cta suy than (hiém gép)), ngay lap tie hoi y kién béc si diéu tri.

* Cdc tde dung khong mong muon khdc ciing da duoc theo doi:

P

N - A .A
Thudng gép It gdip (tén suét tic 1/1000 dén Hiém gap 84 lacm gop
(G swat 1/100) (tén sudt <1/1000) (i suat
>1/100) <1/10000)
e Budn non, ndon | ePhan tmg di ung, mé day, phat | eCo giat co, chudt | e Viém khop

e Tiéu chay

e Dau
chong mat

eDau da day,
dau bung

e Tang mat loai
men gan trong
mau
(transaminases
)

eNhiém khuan

dau,

do vi khuén,
nam  khang
thude (nhu
nhiém  ndm
Candida

miéng va am

ban.
eKho chiu & da day (kho tiéu/og
nong)
e Thay @61 vi gidc (trong trudng
hop hiém gép c6 thé mat vi giac)
¢ Tang mot loai men gan trong mau
(gamma — glutamyl — transferase
va/hodc alkaline phosphatase)

e(Giam bach cz‘ig (leukocyte,
neutrophil), tang té bao bach cau
— eosinophil

¢ Tao bon

o Ngtra, cam gidc ngira nhu kién bo
va/hoéc té

e Cam thdy chong mat

e Budn ngli

e Thay dbi nhip tim (ECG)

rat

» Ao gidc

o Tang huyét ap

eSung (tay, chan,
mit c4. mdi.
miéng, hong)

e Giam huyét 4p

* Ton thuong chiic
nang thian (bao
gdm ting uré va
creatinin  trong
nudce tiéu).

e Viém gan

e Viém miéng

e Tiéng
chubng/tiéng 6n
trong tai

e Bit thuomg nhip
tim

eTang nhay cam
da

e Tang dong mau

eCam gidc tu co
lap

e Cirng co

eGiam dang ké
bach cau hat

S e =t i SEau
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dao)

eDau hoac
viém tai vi tri
tiém thude.

e Suy chirc nang gan (bao gbm ting
mot men gan (LDH))

e Giam su thém an, an it

eDau, nhic: lung, nguc, khung
chau, bung

e Ra md hoi

e Cam thdy khong khoe (phén 16n
la mét moi, yéu 6t), run, dau
khép, dau co.

eHbi hop danh trdng nguc, nhip
tim nhanh va bét thuong

eKh6 thé, bao gdém tinh trang
suyén.

e Tang men tiéu hoéa trong mau —
amylase.

e Khong ngu dugce/ kich dong

¢ Gidn mach mau

eR6i loan (y nghi), mit phuong
hudng

eGiam héng cdu, giam tiéu cau,
giam dong mau

eLoan thi gidc, bao gdm nhin doéi,
nhin nhoe

eTang lipid mau, tdng bilirubin
mau

¢ Viém tinh mach

e Viém da day

e Mt nuée, kho da

eCac bat thuong vé nhip tim
nghiém trong, dau thit nguc

eVang da (trong
tring mét va da
tré nén vang)

e Giam cam giac ¢
da

eGidc mo bat
thuong

e Mt tap trung

e Kho nudt

eThay d6i khiu
gidgc (mét khiu
g14c)

eMit thing bing
va phéi hop kém
(do chéng mat)

eMat tri nhé mot
phan hay toan bo

e Giam thinh giac,
c6 thé bi diée
(thuong c6 thé
héi phuc)

e Tang acid uric

eCam sic khong
6n dinh

eKha nang noi
giam sut

¢ Choang

o Yéu co

*Cdc triéu chimg sau dwoc quan sdt thwong xuyén hon ¢ bénh nhan diéu tri bang dwong tinh

mach:

- Thuong gap (tan sudt >1/100)
Tang m{t men gan trong mau (gamma — glutamyl —
- It gap (tan sudt tir 1/1000 dén 1/1 00)

Tiéu chay nang c6 mau va/hodc chat nhdy (viém dai trang do khang sinh) trong céc trudng

hop rat hiém c6 thé phat trién thanh bién chimg gdy de doa tinh mang.

Ao giac
Ha huyét ap

Tén thuong chirc ning than (bao gém tang uré va creatinin trong nude tiéu)

Suy thdn

Sung (tay, chan, mit c4 chan, mdi, miéng, hong)

Co giat

*Cdc tdc dung khéng mong mubn khdc (rdt hiém gdp) ciing da dwoc bdo cdo khi diéu tri bang

transferase va/hodc alkaline phosphatase)

cdc khdang sinh nhom quinolone khdc, c6 thé ciing xay ra khi diéu tri voi AUPIFLOX: tang

nong d¢ natri trong mau, tdng nong do calci trong méu, giam hdng cdu (thiéu méu tan huyét),

céc phan img co véi tdn thuong té bao co, da tang nhay cam véi anh séng va tia UV.

Nén trdanh ding nhirng thubc hoic thire ph%m gi khi dang sir dung thudc nay?

* Nén luu y khi ding chung véi cdc thuéc khdc:

- Néu ban dang sur dung AUPIFLOX va céac thudc khac c¢6 anh huong trén tim, c6 thé tang
nguy co lam thay ddi nhip tim. Do dé khong sir dung AUPIFLOX chung véi cac thude sau:

e
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cac thube chéng loan nhip tim (nhu quinidine, hydroquinidine, aminodarone, disopyramide,
sotalol, dofetilide, ibutilide), cic thudc chéng rdi loan than kinh (nhu phenothiazines,
pimozide, sertindole, halopendol sultopride), cac thube chéng trdm cam 3 vong, mot vai
khdng sinh (nhu saquinavir, sparfloxacin, erythromycin dung du'cmg tiém tinh mach,
pentamidine, thudc chéng sdt rét dic biét halofantrine), mét vai thuéc khang histamin
(terfenadine, astemizole, mizolastine), va cac thubc khac (nhu cisapride, intravenous
vincamine, bepridil va diphemanil).

- Phai thong bao cho bac si dleu tri neu ban dang ding cac thube gdy giam nong do kali mau
(nhu mot s6 thude loi tiéu, mot s6 thudc nhuén truong, thube thut (lidu 16m) hodc cac
corticosteroid. Amphotericin B) hodc gay cham nhip tim vi ¢6 thé lam ting nguy co rdi loan
nhip tim nghiém trong khi dung chung véi AUPIFLOX.

- Néu ban dang dung cac thude chéng dong dudng udng (wafarin), cin phai thong bao cho bac
sT dé kiém soat thoi gian dong mau.

*Tac dung cua AUPIFLOX khong bi anh huong boi thire an.

Cién lam gi khi mjt lin quén khéong ding thubc?

Théng bao ngay cho béc si diéu tri hodc dén ngay bénh vién/co s& diéu tri noi ban dang diéu tri.
Cin bdo quin thudc nay nhw thé nio?

Bao quan thudc noi kho mat, tranh anh sang, nhiét dj dudi 30°C

Cin phai lam gi khi dung thudc qué liéu khuyén cdo?

Thong bao ngay cho béc si diéu tri va/hodc dén ngay co so diéu tri dé duge hudng dan, xir Iy kip
thoi.

Nhirng diéu cin thin trong khi dang thudc nay?

Khi nao cin tham vin béc si, dwge si? Néu cin thém thong tin xin héi ¥ kién bac sT hodc duge
si

Han dung cia thude: 24 thang (ké tir ngay san xuét)

CONG TY CO PHAN DUQC PHAM AM VI (AMVIPHARM) ﬂﬂb\
L6 B14-3,4 Duong N13, KCN Déng Nam, Xa Hoa Phu, Huyen Cu Chi, TP.HCM

Ngay xem xét sira doi, cip nhat lai nji dung hwéng din sir dung thude:

ay 10 thang 08 nam 2016
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TO HUONG DAN SU DUNG THUOC
(Danh cho céan b y t&)

DUNG DICH TIEM TRUYEN TINH MACH

AUPIFLOX 400mg/250ml

THANH PHAN CAU TAO CUA THUOC
Cho 1 ti 250 ml dung dich truyén tinh mach:

Moxifloxacin............. U UROPR SRR RURURPRRURURUPURRPORPRR. 1[0 1 1.
(Dudi dang Mox1ﬂ0xacm hydroclond rereineennnene e eeree e ssenneeenees 436,33 ME)
Ta duge (Natri clorid, Acid hydrocloric, Nam hydroxtd nude cat pha uem) rereresereesereeerenesrneennene VA A0 250 ml

DANG BAO CHE
Dung dich tiém truyén tinh mach
DUQC LUC HQC
- Phan nhém duge ly: Khang sinh nhém Quinolon
- Ma ATC: JOIMA14
- Moxifloxacin la mgt khang sinh tong hop nhém floroquinolon. Giéng nhu cac floroquinolon khac, moxifloxacin
¢6 téc dung diét khudn véi ca vi khuan Gram duong va Gram am, dich tac dung bén trong té bao vi khuén: trc ché
topoisomerase I (DNA gyrase) va/hodic topoisomerase [V. Topoisomerase 1 nhimg enzym can thiét cho sy sao
chép, phién ma va tu sira DNA vi khudn. Nhén 1,8-napthyridin clia moxifloxacin ¢6 cac nhom thé 8 — methoxy va
7 — diazabicyclononyl 1am tang téc dung khang sinh va giam sy chon loc cac thé dot bién khang thuée cua vi
khuin Gram — dwong.
So véi ciprofloxacin, levofloxacin va ofloxacin, moxifloxacin ¢6 tac dung in vitro tt hon dbi v6i Streptococcus
pmumamae (bao gom ca chung khang penicilin) va c6 tic dung tuong duong d6i voi cic vi khuan Gram - 4m va
nhitng vi khuan giy viém phéi khong dién hinh (Chlamydia pneumomae Mycoplasma preumoniae, Legionella
spp.). Moxifloxacin c6 tac dung ca in vitro va trén 1am sang v&i hau hét céc ching Staphylococcus aureus (ching
nhay cam voi methicilin), Streptococcus pyvogenes, Haemophilus influenzae, H. parainfluenzae, Klebsiella
prneumoniae, Moraxella catarrhalis, Chlamydia pneumoniae va Mycoplasma pneumonia

Moxifloxacin con c¢6 tdc dung in vitro voi Staphviococcus epidermidis (ching nhay cam védi methicilin),

Streptococcus agalactiae, Streptococcus pneumoniae (chung khang penicilin) nhom Srreptococcus viridans,

Enterobacter cloacae, E. coli, Klebsiella oxytoca, Legionella pneumophi!a, Proteus mirabilis, Fusobacterium

spp., nhung cho den nay, hiéu li,rc va do an toan cua Moxifloxacin ddi voi cac bénh nhiém khuén do céc vi khuén

néu trén gy ra van chua dugce tién hanh thi nghi¢m lam sang c6 kiém soat day du.

- Vi khuén khang Moxifloxacin: /n vitro, vi khuan khang thudc phét trién cham théng qua nhiéu budce dot bién. ba
thay ¢6 su khang chéo gilta Moxifloxacin va céc ﬂoroqu:nolon khac déi véi vi khudn Gram - 4m. Tuy nhién, vi
khudn Gram - duong khang véi cac floroquinolon khac c6 thé van con nhay cam véi Moxifloxacin.

QUY CACH PONG GOI

Hop | thi 250 ml, kém t& hudng dan sir dung

CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH

Chi dinh: Diéu tri nhiém khuin do céc vi khudn nhay cim:

- Diéu trj nhiém khuin xoang cip do céc vi khuin nhay cam: Streprococcus pneumoniae, Haemophilus influenzae,
Moraxella catarrhalis.

- Dot cép cta viém phé quan man tinh gdy ra boi Streprococcus pneumoniae, Haemophilus influenzae, H.
parainfluenzae, Klebsiella pneumoniae, Staphylococcus aureus, Moraxella catarrhalis.

- Viém phdi méc phai tai cong ddng mirc dé nhe va vira do céc vi khuan Streptococcus pneumoniae, H. influenzae,
Chlamydia pneumoniae, Mycoplasma pneumoniae hoac Moraxella catarrhalis.

- Nhiém khuén da va t6 chirc duéi da do Staphylococcus aureus va Streptococcus pyogenes. n

Liéu ditng: lidu thuong dung & ngudi lom 1a 400 mg/ngay ,ﬂ

Liéu ding va khoang cach liéu cho ngudi trudng thanh

Logi nhifm khudn Liluding 24 iy 100t %:fg‘;‘;’;é“ L
Viém xoang cip do nhidm khuén 400 mg 10
Dot cip clia viém phdi man tinh 400 mg 5
Viém phoi méc phai cong dong 400 mg 7-14
:Ihhsiig tring da va t6 chirc dudi da khong bién 400 mg ”
Nhiém trung da va té chirc dudi da c6 bién chimg 400 mg 7-21

Sau khi khoi ddu bang duwong truyén tinh mach, co thé dimg tiép theo bang diecng uong.
Viée diéu tri chuyén tiép tir dwong tiém truyén sang ding dwong uong duge quyét dinh boi bdc
sTdiéu tri.
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Liéu dung v&i bénh nhan suy thin va suy gan: Khong can thay déi liéu voi nguoi bénh suy than, suy gan nhe va vira
va ngudi cao tudi. Moxifloxacin chwa durge nghién clru & ngudi suy than dang chay than nhén tao hodc ngudi bj suy
gan nang.

Huéng dén sir dung

Dung dich Moxifloxacin diing dé truyén tinh mach (IV) cham trong 60 — 90 phit.

Chéng chi dinh
- Ngudi ¢6 tién sir qua min voi moxifloxacin, hodc cac quinolon Khéc, hodc cac thanh phén ctia thudc.
- Khong sir dung cho tré em dudi 18 tudi do trén thyc nghiém cho thay thude c6 thé giy thodi hod sun & khép chiu

trong luc. _ )
- Nguoi ¢6 tién sir QT kéo dai va dang sir dung céc thuoc chong loan nhip tim nhém IA (quinidin, procainamid),

nhom [11 (amiodaron, sotalol).

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC

v’ Qud man
Céc phén (mg phan vé trim trong da dugc bdo cdo & céc bénh nhén diéu trj voi quinolone (mét sé trudong hop
xay ra sau lieu dung dau tién) bao gom ca moxifloxa. Céc phan tmg kém theo: truy tim mach, mat y thirc, ngira
ran (nhu kién bo), phu thanh quan, phi mt, kho the, noi mé day, ngira, Ngung ding AUPIFLOX ngay khi phat
hién c6 phat ban trén da hoic bét ky déu hi¢u qua man nao khéc.

v Cdc phan img nghiém trong, d6i khi gay nguy hiém dén tinh mang khdc
Céc phan (mg nghiém trong, d6i khi gdy nguy hiém dén tinh mang khéc, do qua mén hoac khong rd nguyén nhén
da dugc béo céo & bénh nhén sir dung floroquinolon ciing nhu moxifloxacin. Céc phan (g nay c6 thé tram trong
va thuong xay ra sau nhiéu lidu diéu tri, ¢6 thé gdm mét hoic nhiéu biéu hu;u lam sang sau:
- Sét, phat ban, hodc cac phan (mg ngoai da nang (nhu hoai tir thugng bi nhiém dgc, hdi chimg Stevens-Johnson)

- Viém mach, dau khép, dau co, bénh huyét thanh
- Viém phbi dj tmg
- Viém thén ké, suy giam chirc ning than nhe hodc suy thén cép tinh
- Viém gan, vang da, hoai tir gan c4p hoic suy gan
- Thiéu mau bao gdm thiéu mau tan huyét va thiéu mau khong tai tao, giam tiéu cau bao gdbm ban xuét huyét
giam tiéu cau huyét khéi, giam bach ciu, mét bach céu hat, giam toan thé huyét cau, cac bat thuong huyét hoc
khéc.
Ngung thubc ngay khi phat hién c6 phat ban, vang da hodc cac ddu hiéu qua min khac va tién hanh c4c bién
phap xir tri.
v' Tén thuong gdn co va dirt gin
Céc floroquinolon, bao gém ca moxifloxacin, cé lién quan véi ting nguy co viém gin va dit gan trong tit ca
nhom tudi. Nguy co nay cang ting cao hon & ngudi 16 tudi (thudmg 1a nhitng ngudi > 60 tudi), & bénh nhan st
dung déng thoi corticosteroid, va ngudi nhan ghép than, tim, hodc ghép phéi.
Céc yéu t6 khéc nhu hoat dong thé chat géng sirc, suy than, ri loan gan truéc (viém khép dang thép) c6 thé doc
lap lam ting nguy co cia dit gan. Viém gan va dut gan da duge bao cdo & nhirng bénh nhén ding floroquinolon
ma khong c6 bét ky cac yéu té nguy co nao
Viém gan va dirt gin do floroquinolon thuémg gip nhit lién quan dén gan achilles va c6 thé phai phau thuat dé
xir ly. Viém gan va dit gan chép xoay (vai), tay, bap tay, ngén tay cdi, va cdc gan khéc ciing da dugc bao céo.
Dirt gén c6 thé xay ra trong hoic sau diéu trj bing floroquinolon va da dugc bao céo co truong hop xay ra sau
khi ngirg sir dung thudc 1én dén vai thang.
Ngimg str dung thuéc néu xay ra con dau, sung, viém, hodc dit gan. Can khuyén bénh nhan nghi ngoi va tranh
van dong va thong béo cho béc si khi ¢ ddu hiéu dau tién cua viém gin hogc dirt gan (nhu dau, sung, hodic viém
chan thuong day ching hoic yéu hogic khong c6 kha niang sir dung mét khép nao do). L)r
v Swtram trong cua bénh nhwoc co / /
Céc fluoroquinolon, bao gbm moxifloxacin, cé téc dung chen than kinh co va cé thé lam tang sy yéu co & nguoi
méc bénh nhugce co. Ba co bao cao vé cac phan tmg phu nghiém trong, bao gdm céc truong hop tir vong va cic
truomg hop yéu ciu phai hd trg hé hép, co lién quan den vigc str dung fluoroquinolon ¢ bénh nhan bénh nhugc
co. Tranh sir dung moxifloxacin cho nguoi c6 tién sir miéc bénh nhuge co.
v’ Kéo dai khoang OT
- Moxifloxacin ciing nhu mét ) floroquinolon lam kéo dai khoang QT dén dén réi loan nhip that, bao gbm xo#n
dinh.
- Khong dung qué liéu khuyén céo hodc tiém truyén tinh mach qua téc do thong thuomg vi didu nay c6 thé lam
tang nguy co kéo dai khoang QT
- Tréanh sir dung & nhimg bénh nhan c6 tién sir c6 khoang QT kéo dai, ngudi ¢ loan nhip thit (bao gém xodn
dinh), nguoi c6 rdi loan dién giai chua duoc diéu chinh (ha kali mau, ha magne méu), va ngudi ding thude
chdng loan nhip 16p IA (vi dy, quinidine, procainamide) hozc 16p III (vi dyu, amiodarone, sotalol)
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- Tranh sir dung & nhitng bénh nhan dang ding cac thubc lam kéo dai khoang QT (nhu cisaprid, erythromycin,
thudc chdng loan than, thudc chdng trim cam ba vong) va & nhimg ngudi c6 diéu kién gay hiéu img thic day
loan nhip dang dién ra, ching han nhu nhip tim chim c6 y nghia trén lam sang hodc nhéi mau co tim cép (AMI).

- O ngudi cao tudi sir dung AUPIFLOX, khoang QT kéo dai lién quan dén thude cé thé dé xay ra hon.

V' Anh hieong trén than kinh trung wong

- Péng kinh, chéng mat, 1a 14n, run, 4o giac, trdm cam, va c6 y nghi hodc hanh vi tu tir da duge bao céo & nhimg
bénh nhan sir dung quinolon, va c6 thé xy ra sau liéu sir dung dau tién

- Sir dung thén trong & nhimg bénh nhén bj réi loan hodc nghi ngd c6 rdi loan than kinh trung wong (vi du, xo

cimg déng mach ndo ning, dong kinh) hoac cic yéu té nguy co khéc din dén cic con co giat hozc ha thip

ngurdng dong kinh.

Néu tac dung than kinh trung wong xay ra, khong tiép tuc moxifloxacin va tién hanh xtr Iy thich hop.

v’ Anh huong trén than kinh ngoai bién

Bénh da day than kinh cam gidc, cam giac — van dong do tac dong lén s¢i truc nhé va/hodc 16n dan dén dj cam,

giam cam gidc, roi loan cam gidc, va yéu da dugc bao cédo vai floroquinolon

V' Anh hwong trén khép ¢ dong vt

Floroquinolon, bao gém ca moxifloxacin 12 nguyén nhan gay ra bénh khép va thoai héa sun & dong vat chua

truomg thanh clia cac khéc nhau loai khac nhau, thuong tén sun vinh vién (ctia cac khép chiu trong lugng) dugc

bdo cdo trong céc nghién ciru moxifloxacin trén ché chua trudng thanh. Mbi lién hé cia nhimg tic dong khong

mong mudn & dong vat chua truong thanh dén cac tic dong khong mong mudn khi sir dung trén nguoi chua

dugc biét. Tinh an toan va hiéu qua khéng dugc chimg minh & tré em va thanh thiéu nién <18 tudi, hoic & phu

nit mang thai hodc cho con bu.

v BGi nhiém/Tiéu chay va viém dai trang gia mac do Clostridium difficile (CDAD)

C6 thé xudt hién va phat trién qué mirc cla céc vi khudn khong nhay cam va nidm. Cén tién hanh diéu trj thich

hop néu bi nhiém xay ra.

Viéc diéu trj khang sinh lam thay d6i hé vi khuin duong rudt va cé thé gdy ra sy phat trién qua mic Clostridium

difficile. Tiéu chay va viém dai trang do C.difficile (CDAD; con goi la tiéu chay lién quan khang sinh va viém

dai trang gia mac hodc viém dai trang) da dugc bdo cdo voi gin nhu tét ca chit khang khuén, bao gbm ca

moxifloxacin, mirc d¢ co thé dao dong tir tiéu chay nhe dén viém dai trang ning. Cac dot bung phat CDAD

nghiém trong do C. difficile khang floroquinolon da duoc béo céo voi thn sé ngay cang tang trong vai nam qua,

nhimg ching C.difficile san xuét doc t manh c6 lién quan véi tang ty 1¢ mic bénh va tir vong vi chiing c6 thé dé

khang khéng sinh va doi hoi phai tién hanh phiu thuat cit bo dai trang.

Cén can nhic dén truomg hgp CDAD néu bi tiéu chay dé kiém sodt phit hop. Cén lwu y dén bénh sir vi CDAD da

dugce bdo cdo xay sau 2 thang hodc 1au hon sau khi da ngung diéu trj diéu tri chéng nhiém tring.

Néu c6 nghi ngd hofic dd xac dinh CDAD. thé cn phai ngung sir dung moxifloxacin. Mét s truong hop nhe

CDAD c6 thé dap tmg khi ngimg thudc, kiém soét cac truong hop vira phai dén niing bing cach bu dich, chét

dién giai, b sung protein, chi dinh khang sinh ¢6 tac dong hiéu qua trén C. difficile (vi du, metronidazole hodc

vancomycin ding dudng udng), va danh gia phau thuét khi c6 chi dinh 1am sang. I~

V' Phan ttng nhay cam véi dnh sang: ji 7
Phan tmg nhay cam véi dnh sang & mirc dé vira dugce bao céo véi floroquinolon, ké ca moxifloxacin

Quang dgc tinh c6 thé 1am niing thém céc phan img rdm ning (nhu béng, ban do, ri dich, mun nuéc, phong da,

phu) tai noi tiép xic v6i dnh sdng mit troi hodc tia UV nhén tao (thudng 1a mat, cd, mit dudi cing tay, mu ban

tay)

Kha nang gﬁy phéan (rng nhay cam énh sang/quang doc tinh cia cac ﬂoroqumolon khac nhau chua duoc biét rd.

Céc yéu td gép phén gay ra tinh nhay cam nay trong sut qua trinh diéu tri bang ﬂoroqumoion bao gom mau da

bénh nhén, tin sé va khoang thdi gian tiép xtic v6i 4ng sdng mat troi va tia UV, ding quin 4o bao vé va chat

chéng néng, ciing véi vige sir dung cdc thude khc, lidu dung va khoang thoi gian diéu tri vai floroquinolon.

Tranh tiép xtc khong cin thiét va qua mirc véi anh sdng mat troi, tia UV nhén tao (giudng nhuorn da (tanning

bed), UVA/UVB trj liéu) trong khi diing moxifloxacin. Néu bénh nhén cin ra ngoai, nén mic quan 4o rong dé

bao vé da tranh tiép xtc v6i anh sang mit trdi va sir dung céc bién phap chéng ning khac (chit chéng ning).

Ngung sir dung moxifloxacin néu phan irng nhay cam anh sang/quang déc tinh (phan tng gibng ram néng, ban

da) xay ra.

v Réi loan glucose mdu
Ciing nhu céc khang sinh nhém floroquinolone, sy réi loan glucoae mau, bao gom ca glam va tang glucose mau
da dugc bdo céo véi moxifloxacin. ¢ cac bénh nhéan diéu trj véi moxifloxacin, phan 16m roi loan glucose méu xay
ra & bénh nhén cao tudi r_nac bénh tiéu dudng, dugc diéu trj dong thoi véi cac thudc ha glucose mau duong uong
hodc véi insulin. Nén kiém sodt glucose mdu thén trong & bénh nhén tiéu dudng. Néu phan ng ha glucose méu
xay ra, ngay lap tirc ngung ding thuéc va tién hanh diéu trj thich hop.
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v’ Phat trién vi khudn khang thuéc
Viéc chi dinh moxifloxacin khi khéng chirng minh dugc hogc that sy nghi ngdr ¢6 nhiém khuan hodc chi dinh dy
phbng s& khong chic chin mang lai loi it cho bénh nhéan va lam tang thém nguy co phit trién cac vi khuan khang
thude.

TAC DUNG DPOI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Moxifloxacin ¢6 thé gay chéng mat, dau dau, ngi ga, nén anh hudng dén viéc 1ai xe hay van hanh may méc. Do d6

can luu y khi str dung thude. . )
SU DUNG CHO PHU NU CO THAI VA CHO CON BU

- Thoi kp mang thai: Vi nguy co anh hudng doi véi thai nhi rat 16n, do do khéng sir dung moxifloxacin khi dang
mang thai.

- Thoi ky cho con bi: Thuc nghiém trén chudt cong cho thiy Moxifloxacin phan bé vao trong sira, do d6 khéng
dung Moxifloxacin cho ngudi dang cho con bu vi thuoc ¢6 thé gay tac hai cho tré nho. Trong nhimg truong hop
can thiet phai dung moxifloxacin, sau khi da can nhéc lgi ich — nguy co, thi can ngimg cho con bi trong thoi gian
dung thudc.

TUONG TAC CUA THUOC

- Moxifloxacin khong bj chuyén héa béi hé enzyme CYP va khong bi e ché boi CYP3A4, 2D6, 2C9, 2C19 hoic
| A2 nén khong xay ra tuong téc duge ddng hoc véi cac thude chuyén hoéa boi hé enzym CYP.

- Vi cac thude kéo dai khoang QT: thong tin vé twong tac duge dong hoc gitra moxifloxacin véi cac thube nay con
han ché. Tuy nhién da c6 nghién ciru & ché, cho thiy khi két hop sotalol (thube chéng loan nhip 16p I11) véi
moxofloxacin (tiém tinh mach) liéu cao gdy kéo dai khoang QT. Nén tranh sir dung cho bénh nhén dang ding
thude chong loan nhip 16p IA (quinidine, procainamide) hay I6p 111 (amiodarone, sotalol). Sir dung thén trong &
bénh nhén dang dung thudc kéo dai khoang QT (cisapride, erythromycin, thuéc chéng loan thén, thubce chéng trim
cam 3 vong).

Thube khéng nim, nhém azoles (itraconazol); thudc bd sung calcium; atenolol, morphin, probenecid, ranitidin;

thude tranh thai (thude trénh thai dudmng udng ethinyl estradiol/levonorgestrel); theophylin khéng xay ra tuong tic

duge dong hoc véi moxifloxacin.

Céc thude diéu tri tiéu dudmg: rdi loan duong huyét gom tang hodc ha duong huyét da duge bao céo & nhimg bénh

nhan sir dung déng thoi cac floroquinolon, bao gdm moxifloxacin va céc thube tri diéu tiéu dudong. do dé, cin

kiém sodt can than duong huyét khi sir dung két hop 2 thude nay. Néu phan tng ha dudng huyét xay ra, ngay lap
tirc nén ngung dung moxifloxacin va tién hanh diéu trj thich.

Céc thube khang acid (chira aluminum hodc magnesium); cac thudc c6 chia céc cation da héa tri, multivitamins

(chira sit, k&m) va cac thubc bd sung dudng chit; sucralfat, didanosin: floroquinolon, bao gbm moxifloxacin tao

chelat véi céc cation kim loai kiém thé va kim loai chuyén tiép. Do d6, khi ding moxifloxacin duong udng déng

thoi véi céc thude nay lam giam dang ké do hap thu ctia moxifloxacin. Nén diing moxifloxacin céch it nhat 4 gidy
trude hodc 8 gior sau khi diing céc thude nay.

Cac thube khang viém khong steroid (NSAIDs): c6 kha ning gay ting nguy co kich thich thén kinh TW, co giat:

céc nghién ciru trén dong vat sir dung céac floroquinolon khac nhau goi ¥ nguy co thay déi phyu thuge vao timg

NSAID riéng biét.

Digoxin: lam tang nhét thoi ndng d6 digoxin; khong anh huéng duge dong hoc nghiém trong trén lam sang cua

moi thube. Can diéu chinh liéu cia moxifloxacin hodic digoxin khi cén thiét.

Thuée chéng déng dudng ubng (warfarin): da c6 bao céo floroquinolon , ciing nhu moxifloxacin 1am ting tic

dung déng mau cua warfarin va cac din xuat trén mot sb bénh nhan, Sy nhiém trung, qua trinh viém kém theo,

tudi téc, tinh trang chung cia bénh nhan la céc yéu té nguy co lam ting tic dung cia thuée chéng dong. Do do,
nén kiém soét chat ché thoi gian prothrombin, chi sé INR, va cac test dong mau thich hgp néu dung két hop

"

moxifloxacin vai warfarin hofic cac din xuét ciia no. lu
TAC DUNG KHONG MONG MUON / '
Thuong gip, ADR > It gaip, 1/1000 < ADR < 1/100 Hiém giip, ADR < 1/1000;
1/100 Riit hiém, ADR < 1/10000

- Nhiém  khudn va - Mdu va hé bach huyét: Kéo dai PT, INR - Mdu va hé bach huyét: Bit thuomg mirc
nhiém ky sinh: Boi  ting, ting tiu cAu nguyén phat, ting bach  do thromboplastin
nhiém do céc vi khudn  cdu wa acid, giam bach céu trung tinh, giam  Rat hiém: tang néng do prothrombin,
va ndm khang thubc, tiéu ciu, ting/giam bach céu, giam thé tich  giam INR, mét bach ciu hat.
nhu nhiém candida am  hdng ciu, kéo dai thoi gian thromboplastin - Hé thong mién dich: Phan img qua
dao, candida miéng. timg phéan hoat hoa (APTT) man, bao gém shock hiém khi giy tir
- Mdu va hé bach huyét: - Heé thong mién dich:Phan img dj (mg vong, phu di mg (phl thanh quan, ¢6
Thiéu mau; giam - Chuyén héa: ting dudng huyét, chan &n, ting  thé gdy tir vong).
lugng Hb trung binh  lipid mdu, giam ngon migng, mét nudc, ting - Chuyén héa: Ting dudmg huyét, ting
hon" cau hemoglobin, ALP, ting LDH téng lipase, t&ng triglycerid, ure huyét )
hong cau; ting bach  tdng acid uric mdu - Hé tam than: R6i loan cam xic, trAm
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cau; tang albumin, kéo
dai thoi gian
prothrombin, tang
INR; giam bach ciu
trung tinh, bach ciu ua
acid, bach cdu va bazo

- Chuyén héa: Ha kali
mau, ting ion Ca’,ting
ion CI", tdng globulin,
giam glucose mau,
giam 4p suét riéng
phéan oxy (p02)

- H¢ thdan kinh: Pau
déu, chéng mit

- Trén tim mach: Kéo
dai khoang QT

- Hé tiéu héa: Bubdn
nén, ndn, tiéu chay,
téo bon, dau da day —
rugt, dau bung, khoé
tieu, giam amylase

- Trén gan mdat: Tang
transaminase, ting

ALT, tang bilirubin,
giam bilirubin, ting
GGT

- Toan than va tai noi
tiém: Phan img tai noi
tiém

H¢ tam than: Lo lang, ting hoat dong thai
héa, kich dong

Hé than kmh Ngu ga, ri loan gidc ngu, run,
di cam, roi loan cam giac, giam cam gidc,
ngét, 0 tai, chong mit, co giat, rdi loan vi
gidc, giam vj gidc

Mat: Réi loan thi gidc, ké ca nhin déi, nhin
m (d6i khi c6 biéu hién trén than kinh)

Trén tim mach: Kéo dai khoang QT, déanh
tréng nguc, nhip tim nhanh, rung nhi, dau
thit nguc, suy tim, ngung tim, nhip tim
cham, tang/ha huyét ap, viém tinh mach, nhip
nhanh that, gian mach

H¢ hé hdp, nguc va trung thdt: Kho tho (ké
ca hen suyén)

Hé¢ tiéu hoa: Khé miéng, khé chiu & bung,
truéng bung, viém da day, trao ngugc da day
thyc quan, viém da day ruét, day hoi, ting
amylase mau, viém dai trang do khang sinh
(bao gbm viém dai trang gia mac, bién chirng
de doa tinh mang) ‘

Trén gan mat: Bét thuong vé chirc ning gan,
ting aspartate aminotransferase, suy gan,
(nhu ting LDH), tang bilirubin, ting gamma-
glutamyl-transferase, ting phospholipid kiém
Da va cdc mo dudi da: Ngita, phat ban, may
day, kho da.

Co xuong khdp va mé lién két: Viém khop,
viém co

Thén va tiét niéu: Mat nuée

Toan thdn va tai noi tiém: Mét moi, suy
nhugc, dau (ngye, lung, ving chiu va tir chi),
ra md héi trém, viém tinh mach (huyét khdi)
tai noi tiém

L

cam, ao gidc.

Rét hiém: mat nhan cach, réi loan tdm
thén (c6 thé gdy hanh vi tu giy nguy
hiém, ching han c6 suy nghi tir tir, hodc
¢b ging tr tir)

Hg than kinh: Ri loan khiru gidc (bao
gdbm mét khiru gidc), rbi loan diéu hoa
(bao gbm rdi loan dang di, dic biét do
chodng vang, chéng mat), mat tap
trung, réi loan 1o noi, hay quén, bénh
thin kinh ngoai bién, bénh da dﬁy than
kinh, giam thinh gidc (bao gom diéc;
thufmg 6 thé phuc hoi)

Rdt hiém: mit vi giac, ting cam, lam
tang bénh nhuoc co

Mat: Rat hiém: mi tam thoi

Trén tim: Rét hiém: loan nhip tim
khong r3, xoan dinh, ngung tim

Hé tiéu hoa: Khé nuot viém miéng.
Trén gan mat: Rat hiém: viém gan cép
(c6 thé dan dén suy gan de doa tinh
mang, mdt sb truomg hop tir vong

Da va cdc mé duéi da: Rat hiém: cac
phan tmg da nhu hdi chirmg Stevens —
Johnson hay hoai tir thugng bi nhiém
doc (co thé gay tir vong).

Co xwong khép va mo lién két: Viém
gan, co clmg cu bap, co gidt co, yéu co
Rdt hiém: gian gan, viém khop, cimg
co, lam nang hon tinh trang nhugc co
Than va tiét niéu: Suy than (gom ca
tang BUN va creatinin), suy thén, phi

Hudng dan cdch xir tri ADR

Céan ng,ung ngay moxifloxacin khi:

- Co bit ky dau hn:u nao cua phan u'ng qua man; c6 ddu hiéu tac dung khéng mong muén trén than kinh (nhu co
gidt, trdm cam, lu lan, 4o giac, run rdy, c6 y nghi tu sat); dau, viém hofc bong gan.

- Cac biéu hién rdi loan tiéu hoa nhu budn non, non, dau bung, roi loan vi giac thuomg ¢ mure do nhe khong cén can
thiép diéu tri. Néu c6 déu higu viém dai trang mang gia, can theo ddi mirc d tiéu chay, néu nang phai diéu tri bing
khang sinh khac thich hqp

QUA LIEU VA CACH XU TRi

Khi da ubng qua liéu moxifloxacin khong 6 thude dic hidu dé diéu tri, chu yeu la diéu tri triéu chimg va diéu tri

F=
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tro: gy non va rua da day dé lam giam hap thu thudc, loi niéu dé tang thai thude. Theo ddi dién tam db it nht tr g

vong 24 gidr vi ¢6 thé Kkhoang QT kéo dai hogc loan nhip tim. Bu du dich cho ngudi bénh.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

- Chi dugc str dung mt lan, bo di phé.n dung dich thira néu chua sur dung hét.
- Khong dugc sir dung khi dung dich bj van duc, dbi mau, chira cac pha,n tr tgﬁ.‘gﬁﬁ.c
thuong, hodic tii dich bj thung, nap nhua va niéng nhém khong con nguyén w;’ o

BIEU KIEN BAO QUAN, HAN DUNG CUA THUOC

Han diing: 24 thang (ké tir ngay san xuét).

B:eu kién bao quan noi kho mat, nhle;t do duai 30°C, trénh anh séng
CONG TY CO PHAN DUQC PHAM AM Vi (AMVIPHARM)

L6 B14-3.4 Dudng N13, KCN boéng Nam, Xad Hoa Phi, Huyén Cu Chi, TP.H

TUQ.CYC TRUONG
P.TRUGNG PHONG
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Ngay xem xét sira doi, cdp nhit lai ndi dung huéng din sir dyng thude:

CU PH/ \N

pudc PHAM




