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~GOK:
-Thanh phén: M&i chal 100mi chie: Moxifloxacin
hymwlaﬁﬂe fwromg duong v Mosifloxacin

D.ng diing: Truyén finh mach

-Diing goit Hep 1 chai 100mL

- Chi djnh, Gach ding, Chiing chi dinh vé cae thing
tin khide: Xem huéng din sir dyng kim theo.

-5 18 8X, NSX, HD xam , "Batch No™, "Mfg.date".
*Exp.dale.” rén bachi
-Bilo quén noi khmat, duwdi 30°C. Tranh &nh sang.

% Sterile, Non-pyrogenic,
Isotonic, Single dose container

CAUTION : Not to be use the infusion if the
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For Intravenous Infusion Only. For Intravenous Infusion Only.
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Boc kv hieémg dan st dyng triede khi dimg
Néu ean thém théng tin, xin héi  kién thay thudc.

Chi ding thuée nay theo su ké dom cva thdy Ifﬁ;glé’ ;
7

Dé xa tam tay tré em.

SHERIC
THANH PHAN
M3&i 100 ml cha:
Moxifloxacin hydroclorid twong dwong véi moxifloxacin 400 mg
Ta duge: mannitol, natri acetat khan, acid acetic bang, natri acetat, nude pha tiém.

DANG BAO CHE: Dung dich truyén tinh mach
DUQC PONG HQC

Hap thu:
Dung dich truyén tinh mach nén duge hip thu ngay vao mau.
Phan bo:

Moxifloxacin lién két véi protein huyét thanh khodng 30-50% khéng lién quan dén néng do thude.
Thé tich phan bd ciia Moxifloxacin trong khodng 1.7 — 2,7L/kg. Moxifloxacin phan bd rong rai
khap co thé, ndng do trong mé thudng vugt cao hom so vdi néng do trong huvét tuong.
Moxifloxacin da duce phat hién trong nudce bot, dich mii. va dich bai tiét & phéi, dich nhay cua
xeang. dich phong ¢ da. mé dudi da, co xuong, mé va dich 0 bung sau khi tiém tinh mach licu
400mg. Tde d6 chuyén hoa cua Moxifloxacin tir dich mo néi chung tueng duong sy chuyén hoa
cia thude tir huyét tuong.

Chuyvén hoa:

Khoang 52% cua liéu tiém truyén Moxifloxacin duge chuyén héa qua viée lién két véi glucuronide
va sulfate . Hé Ihong cytochrome P450 khong lién quan dén sy chuyén hda Moxifloxacin va khéng
anh huong boi Moxifloxacin. Lién két véi sulfate (M1) chiém khoang 38% ctia lidu ding va bai tiét
chu véu trong phan. Khoang 14% liéu tiém tih mach chuyén héa dudi dang lién két véi
glucoronide (M2), duge bai tiét duy nhét vao trong nuae tiéu, Nr“.mg do dinh trong hu}-'ét tuong cia
M2 chiém khoang 40% cuia thube, trong khi d6 ndng do trong huyét trong cuia M1 lhép hon chiém
10% cua Moxifloxacin.

Nghién cuu In vitro vdi evtochrome (CYP) P450 chi ra réng Moxifloxacin khéng (e ché CYP3A4,
CYP2D6, CYP2C9, CYP2C19, hodc CYP1A2 diéu nay da chira ra?mg Moxifloxacin khéng thé 1am
thay déi duge déng hoc cia céc thude chuyén héa bai cac enzym nay.

Thai trie

Thbi gian ban hiy cta thude trong huyét tuong (t;2) kh oang 12 gio. Khoang 45% liéu tiém truyén
clia Moxifloxacin duoc bai tiét dudi dang khéng chuyén d6i (khoang 20% trong nudc tidu va 23%
trong phén). Trung binh dé thanh thai toan phén ctia co thé va do thanh thai qua than tuong tng |
12 +£2 L/gior va 2.6 = 0.5 L/gio.

me S

DUQC LUC HQC

Moxifloxacin 12 mét khang sinh téng hop nhém 8-methoxyfluoroquinolon ¢6 phé khang khuan
réng. Tac dung véi vi khuan ciia moxifloxacin bang céch e ché topoisomerase 11 (ADN gyrase)
va/hoic topoisomerase IV can thiét cho sir sao chép, phién ma. tu sira va t4i 16 hop ADN. Khong
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biét co dé khang chéo giira moxifloxacin va cac nhém khang sinh khac. Moxifloxacin thé hién hoat
tinh khang hau hét cac ching vi khuan sau. cé in vitro va nhiém khuin trén 1am sang.

Vi khudn Gram dwong hiéu khi

Staphylococcus aureus (Chi cée ching nhay cam methicillin)

Streptococcus preumoniae (céc ching nhay cam véi Penicillin)

Vi khuin Gram dm hiéu khi

Haemophilus influenzae

Haemophilus parainfluenzae

Kiebsieila pneumoniae

Moraxella catarrhalis

Cic vi khudin khic

Chlamydia preumoniae

Mycaplasma preumoniae

Dir liéu sau c6 dwoc trong in vitro nhung ¥ nghia idm sang thi chiea dupe biét. Moxifloxacin biéu
hién trong in virro ndng d6 e ché nhé nhat (MICs) 14 2 ug/mL hodc it d& khang vai hiu hét (> i

90%) chung vi khuén sau: tuy nhién. tinh an toan va hiéu qua ctia moxifloxacin trong diéu tri nhiém B3
khuin 1am sang do nhimg vi khudn néy chua duoe thiét l4p trong thir nghiém 14m séng kiém soat *
10t va day du. 0n
Vi khuin Gram dwong hiéu kht ~
Strepirocoecus pneumoniae (cde chung khang Penicillin) _\:

Streptococcus pyvogenes
. A ~ . A -
Vi khudan Gram am hiéu khi o

Citrabacter freundii ..
Enterobacter cloacae

Escherichia coli

Kiebsiella oxytoca

Legionella pneumophila

Proteus mirabilis i
Vi khaan ki khi e
Fuschacterium spp

Peptostreptacoecus spp

Prevoiella spp

CHI PINH

Dich truyén moxifloxacin duoe chi dinh dé diéu tri nhiém khuin ngudi 16m (> 18 i) gay ra boi
céc chung vi khuén nhay cam duge xac dinh trong cdc bénh dudi day:

Viém xoang do vi khudn c.:fp tinh gay ra bai Streptococcus pneumoniae, Haemophilus influenzae,
hedc Moraxella catarrhalis .

Pyt kich phdt cdp ciia viem phé quan man tinh ¢iy ra boi Streptococcus pneumoniae.
Haemophilus influenzae, Haemophilus paraimfluenzae, Kiebsiella pneumoniae, Staphylococcus
aurens, hodc Moraxella cararrhalis .

Viém phoi cdp mdc phdi ¢ cong ddng iy ra boi Streptococcus pneumoniae (k& ¢a chiing khang da
thuée*). Haemophilus influenzae, Moraxella catarrhalis. Staphylococcus aureus, Klebsiella
prneumoniae, Mycoplasma preumonioe, hodc Chlamydia pneumoniae.

e
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Nhiém khudn da va céu tric da chica bién chirng gy ra boi Staphylococcus aureus hoac
Streptacoccus pyogenes.

Nhiém khuin da va cdu trie da bién chirng gy ra boi Staphylococcus aureus nhay cam véi
methicillin, Escherichia coli , Klebsiella pneumoniae, hodc Enterobacter cloacae.

Nhiém khuin & bung bién chirng bao gdbm céc nhiém khuén do nhidu vi khuan nhu céc ap xe gay
ra boi Escherichia coli , Bacteriodes fragilis, Streptococcus anginosus, Streptococcus consteilatus,
Enterococcus faecalls, Proteus mirabilis, Clostridium perfiringes. Bacteriodes theataiotacmicron,
hodc Peprostreptococeus spps.

LIEU DUNG VA CACH SU DUNG

Chéng chi dinh ding cho phu nir ¢6 thai va cho con bi

Lidu ding ¢ newoi lon:

Liéu tiém truyén ciia moxifloxacin 12 400mg/100m] méi 24 gid duoe truyén trong thoi gian 60
phit. Béi vi sinh kha dung hoan toan cia dudng uéng la 91,8% so vai dang tiém truyén, nén khong
can difu chinh liéu. Bénh nhan 6 thé dung dang tiém truyén cé thé chuyén sang dang udng dé tao
diéu kién viée didu tri duy tri sau khi xuat vién. Thod gian diéu tri phu thude vao dang nhiém khuén =

duoc dua ra trong bang 1.
Bing 1: Liéu va thoi gian diéu tri 6 nguoi lén ,

— vie

 Dang nhiém khuin | Liéu mi 24 gio Thoi gian diéu tri
' Viém xoang do nhiém : -
- %o m | 400mg 10 ngay b
khuan cap tinh | * =
Pot kich phat cdp cua .
e o p" . l , 400mg 5 ngay
viém phé quan man tinh
Viém phdi cap mac phai .
N P 3 ! P 400mg 7-14 ngay
0 cong dong
Nhiém khuan da va cau .
; s : 400mg 7 ngay
trie da chua bién chimg =
Nhiém khudn da va cau _ _ ] 5
; i ; 400mg 7-21 ngay B
tric da bién ching o
| = 1
Nhiem khuan & bung . s
. . 400mg 5- 14 ngay
bien ching =
|7 Viée diéu trj tudn tir (tir dang tiém truyén tinh mach sang dang udng) ¢6 thé
dugce chi dinh trye tiép boi bac si

Liéu cho bénh nhin suy thin
Khéng cén diéu chinh liéu cho bénh nhéan suy than. Moxifloxacin chua duge nghién ciu trén nhirng
bénh nhan thdm phan méu hodc thim phan mang bung lién tue & bénh nhan khéng di lai duoc.

Li¢u eho bénh nhin suy chive nang gan

Khéng can diéu chinh lidu cho bénh nhan suy chite ning gan nhe (Child Pugh nhom A). Duoc dong
hoc clia moxifloxacin & bénh nhan suy gan tir trung binh dén nang (Child Pugh nhém B va C)
khong duge nghién ciru chinh xde. Do chua ¢6 dii so liéu, moxifloxacin khéng duoc @ nghi cho
nhimg bénh nhan suy gan tir vira dén nang.

CHONG CHI PINH

» O ngudi cd tién s qua man cam voi moxifloxacin hofc cac thude thude nhom khéang sinh
quinolon
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» Tré em dudi 18 tudi. ngudi tién sir QT kéo dai, st dung thude chéng loan nhip, phu n@ cd
thai va cho con bu

NHUNG LUU Y PAC BIET VA CANH BAO KHI DUNG THUOC

Moxifloxacin cho théy lam kéo dai khoang QT trén dién tdm dd & mot sé bénh nhan. Thude tranh
ding & bénh nhan dugc biét kéo dai khoang QT, bénh nhan bj pha thiing khong thuyén giam va
bénh nhan dung thuéce thugc nhém 1A (nhu quinidine, procainamide) hodc nhém III (nhu
amiodarone. sotalol) nhimg thube chf)ng loan nhip. do thiéu kinh nghidm 1am sdng trong viée diéu
tri véi thude nay.

Nghién ctru duge dong hoc gifra moxifloxacin va cac thude lam kéo dai khoang QT khée nhu
cisapride, erythromycin, thude chéng loan than va thube chéng trdm cam ba vang chua duge thuc
hién. T4c dung phu ctia moxifloxacin va cée thude nay khéng thé han ché, vi vay than trong khi sir
dung déng thoi moxifloxacin véi nhing thude nay.

Moxifloxacin can than trong khi ding cho bénh nhén dang didu tri banh loan nhip. nhu cham nhip
¢é ¥ nghia déng ké trén 1am sang. thidu mau cue bd co tim cép‘ Kéo dai khoang QT c¢6 thé tang khi
tang nong dé thude. Khéng cé bénh tim mach hodc tir vong do kéo dai khoang QT xay ra khi diéu
tri @ hon 7.900 bénh nhén trong nghién ctu 1am sang co kiém soat. cé 223 bénh nhan bj phu thing
khi bat dau diéu tri va khong ¢6 tang tir vong & hon 18.000 bénh nhan diéu uj vién nén
moxifloxacin trong nghién cltu theo dai sau Iuu hanh thuée ma dién tim dd chua thue hién.

Chimg co giat ciing dugce bdo cdo & bénh nhan sir dung quinolone. Quinolone ¢6 thé gdy ra cac
bénh 1y than kinh trung vong (CNS) nhu; hoa mét, nham lan, run. chiing do gide, trdm cam, va,
hiém khi. suy nghi tu sat hay hanh déng. Nhimmg phan tmg nay cé thé xay ra sau lidu dau tién. Néu
nhing phan (mg nay xuat hién khi dung moxifloxacin thi ngung dung thude va bt dau mot phuong
phap thich hop. Cing nhu véi tat ca cac quinclone. moxifloxacin nén s dung thén trong & bénh
nhan duge biét hode du doan bi réi loan than kinh trung wong (nhu xo cting déng mach no nang.
chimg dong kinh) hodc véi sy ¢6 mat clia véu to rui ro khéc cé thé dan dén dén dong kinh hoac
dudi ngudng dong kinh.

Bénh suy thdan

Khéng can diéu chinh lidu & bénh nhéan suy than, ké ca bénh nhin hoac thdm phan mau hoac tham
phan mang bung van di dimg duoc (CAPD).

Bénh nhdn suy gan

Khéng cén diéu chinh lidu & bénh nhén suy giam chirc nang gan mire do nhe dén trung binh. Duge
déng hoc cua moxifloxacin & bénh nhén suy gan nang chua dugce nghién ctu.

Str dung ¢ neudi cao tudi

Khoéng cé su khéc biét vé tinh an toan va hidu qua cia moxifloxacin dudng uéng & bénh nhén lon
hon 65 tudi so v&i ngudi truong thanh tré tudi hon.

Phu nir ¢6 thai:

Chéng chi dinh diing thude cho phu nir ¢é thai.

Phu nir cho con bii:

Chéng chi dinh ding thude cho phu nir ¢ho con bi.

Anh hudng lén kha niing lai xe va vin hanh may moc: Trong tho nghiém lam sang (v 1& méc
phéi phan (mg than kinh trung wong thap. Tuy nhién, bénh nhan nén than trong xem tinh trang ho
nhu thé nao trude khi 1ai xe va van hanh may moc.

\J W2~
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TUONG TAC THUOC

Moxifloxacin nén sir dung trude 4 gid hojic sau 8 gid vai cée thube st sulfate, ché d6 bd sung cé
chira k&m, magne, hoéac sét (nhu multi vitamin), hodc chét khéng acid ¢6 chira nhém/ magne.
Tuong tac thude khong ¢é ¥ nghia trén 1am sang gifta itraconazole, theophylline, warfarin, digoxin.
thude tranh thai dudng udng hodc glyburide vai moxifloxacin.

Warfarin: thoi gian prothrombin, chi sé TNR, hodc thir nghiém chéng déng méu thich hop khée nén
duoe theo dai chit ché néu quinolone diing ddng thdi véi warfarin hodc din xuit cua né.

Thude khdng viém khéng steroid (NSAIDs): Mic du chua theo déi tién 14m sang va lam sang cua
moxifloxacin, khi sir dung dong thdi véi thude khang viém khéng Steroid véi Quinolone lam tang
nguy co kich thich than kinh truong wong va co git.

 TAC DUNG KHONG MONG MUON

HEé co' quan Thwdng xuyén Khong thwdmg xuyén Hiém R4t hiém |
. . |Boi nhiém do vi ’
Nhiém khudn o
" = . |khuén dé khang hay
va nhiém ky| .
. . ndm - -- --
sinh trung . 2 o
Vd: ndm migng
Candida
Thiéu mau
‘Giam bach ciu
Giam bach cau trung
L. ; , : = Tang luong
Réi loan mau tinh T L
- iy em @ prothrombin/giam
[va hé bach : Giam tiéu cau INR
lhu_\'ét Tang tiéu cau | - g
e s Mat bach céau hat
dng bach cdu ua
eosin
Thaoi gian prothrombin
kéo dai/tang INR
Sée phan vé bao
gém rat hiém sbc
R&i loan hé | S — - phan v¢ de doa tinh
o Phan ung di ung g
mién dich -- mang, phi né bao -
‘ gom  phu  thanh ,
quan ¢6 kha nang
‘ de doa tinh mang
| Mat nhén céch,
‘. E Lo lan | 2. . . han ung tdm
Ré1 loan tam S . . |R@i loan cam xtc P N
N Tém ly hiéu dong/kich|__, . than (c6 kha nang|
than ' [Tram cam z ; =
déng i . tur lam ban than bj
Ao mdng ;
thuong nhu vy
ngh tu sat hay co
|
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| | géng tr sit)

' Giam xuc glac

| R&i loan khiu gide
(bao gbm mat khiu
giac)

Cé nhimg gide mo
bat thudng

R&i loan trong phdi

Dj cam. réi loan cam
| giac
Réi loan vi gidc (bao

gom hiém gap: mat vi
| I ojAc

£s X giac)
Réi loan hé 3 4 4 c
[l g . Pau dau Réi loan va mat
ilhan kinh -
, Chéng mat phuong huéng
trung uong S B T B o

Ré1 loan gide ngu (chu

véu la mat ngn)
Run ray
Choéng mat

hop van déng (bao |
gom rdi loan déng
d1 dac biét la do|Tang cam gidc
chong mar)

Dong kinh bao f
gbém con déng kinh '
com 1én

Réi loan chu ¥

Réi loan ngdn ngir
|Ch£mg mat tri nhé g
‘Bénh than kinh 3
ngoai bién va viém
da than kinh

Budn ngu

Réi loan tdm nhin bao =

&, 2 X ot ar o x s Mat thi luc theang |
Roi loan mat - edm nhin déi va mo -- =
[ qua

maét

U tai
I‘\"hiém Ithinh bao B i
gdm diéc (thudng |
6 hbi phuc) i

Ré1 loan tai
va tai trong -- -

Keo dai khodng QT

Kéo dai khodng QT Loan nhip khong| :

; Panh tong nguc Nhanh nhip thét i
Réiloantim [& nhing bénh nhan __ . "5 % ki P . |xéc dinh
. ; ‘ Nhip tim nhanh Negat (vd: mat y £ o
ha kali huyveét . N - 2 " | Xoan dinh
Rung tAm nhi thitc ngan)

| Pau thit nguc | Nighmg tim

R6i loan .. Téang huyeét ap
- R&i loan mach o
mach 'Ha huvét ap
|

Réi loan hé o § .
: ' . Khoé tho (bao géom ca
hdp, nguc va -- s s

trung thét Hen]

| Buén nén |Bu6|1 non Kho nudt, viém

Réi loan tiéu Nén Nén miéng

lhéa Dau bung ‘Dau bung Viém dai trang gia h

' Tiéu chay ' Tiéu chay mac c¢6 lién gquan .
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A
Roi loan gan|___ g
Tang transaminase

'Suy gan (bao gdm ting

LDI)
Tang bilirubin

dén khang sinh
(bao g6m viém dai
trang gia  mac.
trong nhitng trudng
hop hiém co xay ra
bién chimg de doa
tinh mang)

Vang da
Viém gan (chu yéu

Viém gan cép ¢
thé dan dén suy

mat Tang gammaglutamyl )
<5 & gan de doa tinh
transferase la 1 mat)
. mang
Tang phosphatase
kigm
Ngtra
Roi loan da Phat ban
va md dudi da Noéi mé day
Da kho
Dut gén
|Réi loan co Viém géan Viém khdp
xuong va mé |Bau khép Chuét rut Co bap cimg
lién ket Pau co Giat co Triéu chimg ting
| Yeuco ning cua nhuge
. co
.. . p . Suy than (bao gdm
Ré1 loan thin Mat nudce M o o
N e tang BUN  va as
vatietniéu | o
| creatinin) |
‘Cam thay khéng khoe
(chi véu suy nhuoc.
R&i loan mét mai) |
chung va tinh _ . | . . ., Dau (bao gém dau
. ... Phan ung tai vi tri .
trang tai vi trf| . ung, nguc, xuong Phu -
e |truyén tinh mach e e
tiém chdu va chi)
D& mo héi

Viém tinh mach tai vj
tri truyén (huyét khoi)

» , . = . ~ z = P . - e o
Thiong bdo cho bidc st nhitng tdc dung kibng mong muon gdp phai khi st dung thuoc.

QUA LIEU

Qua lidu dudmg udng liéu duy nhat 1én t6i 2.8 ¢ chua thy c6 bét kv phan tng c6 hai nghiém trong
nao. Khi xay ra quéd liéu cap tinh phai lam sach da day va duy tri éu nude. Khu_\_-'én céo theo dai
dién tim d6 ECG do thube c6 kha nang kéo dai khoang QT. Bénh nhan nén duoe theo doi can than
va diéu tri hd tro. Sir dung than hoat tinh ngay sau khi uéng qua liéu ¢6 thé ngén ngla ting qua
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murc su phidn bd moxifloxacin trong co thé. Khoang 3% va 9% liu moxifloxacin, eling nhu khoang
2% va 4.5% chét chuyén hoa glucuronide cta nd duoc loai bé bang tham phén phiic mac lién tuc
ngoai tri va tham phén mau. tuong Ung.

BAO QUAN: Thudc diung ngoai rudt nén duoe kiém tra bang mAit phan tir la trude khi st dung.
M2u thude cé chira céc tiéu phan nhin thay duoc thi khéng duoc st dung.

Bao quan noi mat. dudi 30°C. Tranh anh sang. Khéng dé dong lanh.

HAN DUNG: 24 théng ké tir ngay san xuét.

PONG GOI: Hép 1 chai 100m]

San xuét bdi:
MARCK BIOSCIENCES LTD
876, NH no.8, Vill. Hariyala, Tal. Matar, Dist. Kheda-387411, Gujarat, An Do.

TUQ.CUC TRUING
P TRUGNG PHONG

Pham Ghi Vin H anh



