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Each 100ml. contains:
Moxifloxacin Hydrnmlunde B.P eq to
Moxifloxacin ..

Mannitol USP_
| Water for Injection USP

Dosage:
As direcied by the Physician

To be used with a pyrogen free |V,
adminisiration set using aseplic
technigue.

Intravenous
Infusion
MOXFLO

For 18 years of age or above only
Read the package leaflet before use,

Store in a cool place, below 30°C
Protact from light. Do not freeze.

Protect from light on removal from the
original carton

Slenle Non-pyrogenic,
Single dose

For intravenous Infusion Only.

CAUTION : Nol to be use the miusion if the
conterts are not clear or show any
particulate maties or d tha bottie is leaking

AMarck

Manufactured by:
Marck Biosciences Ltd.
876, NH No 8, Vill. Hariyala, Tal, Matar,
Dist. Kheda-387411, Gujarat - India

BatchNo.:
Mfg. Date . dd/mmlyy

Exp. Date: ddimmiyy 10@

| B76, NH No. B, Vill. Hariyala, Tal Matar|
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Doc ki hudng dén sut dung truéc khi dimg.
Néu can thém théng tin, xin hoi y kién thdy thuée.
Chi ditng thuée ndy theo sw ké dom cua thdy thudc.

DEé xa tam tay tré em.

Hirdng din sit dung thuéc:

MOXFLO
(Moxifloxacin 400mg/100ml)

THANH PHAN:
Mbi 100 ml chira:
Moxifloxacin Hydrochloride tuong duong véi Moxifloxacin 400 mg

Ta dugce: Mannitol va nude pha tiém,
DANG BAO CHE: Dung dich truyén tinh mach

DUQC DPONG HOC:

Phdn bo:

Moxifloxacin lién két véi protein huyét thanh khoang 30-50% khong lién quan dén ndng do
thude. Thé tich phin bd ciia Moxifloxacin trong khoang 1,7 — 2,7L/kg. Moxifloxacin phan bd
rong rdi khip co thé, ndng do trong mé thuemg virgt cao hon so véi ndng do trong huyét
turong. Moxifloxacin da duoc phéat hién trong nude bot, dich miii, va dich bai tiét & phéi, dich
nhay cua xoang, dich phong & da, mé duoi da, co xuong, mé va dich & bung sau khi ti€ém tinh
mach liéu 400mg. Tbc d6 chuyén héa cia Moxifloxacin tir dich mé néi chung tuong duong
s chuyén hoa cua thuée tir huyét tuong.

Chuyén héa:

Khoang 52% cua liéu tiém truyén Moxifloxacin dugc chuyén héa qua viéc lién két voi
glucuronide va sulfate . Hé théng cytochrome P450 khong lién quan dén su chuyén hoa
Moxifloxacin va khéng anh hudng boi Moxifloxacin, Lién két véi sulfate (M1) chiém khoang
38% cua lidu diing va bai tiét chii yéu trong phan. Khoang 14% liéu tiém tinh mach chuyén
hoa dudi dang lién két vai glucoronide (M2), duoc bai tiét duy nhit vao trong nuée tiéu.
Néng do dinh trong huyét tuong cia M2 chiém khoang 40% cua thudc, trong khi dé ndng do
trong huyét trong ciia M1 thap hon chiém 10% ciia Moxifloxacin.

Nghién ciru In vitro vdi cytochrome (CYP) P450 chi ra ring Moxifloxacin khéng trc ché
CYP3A4, CYP2D6, CYP2C9, CYP2CI9, hoic CYP1A2 didu nay di chi ra ring
Moxifloxacin khéng thé lam thay déi duge déng hoc cua céc thude chuyén hoa bai cde enzym

nay.
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S bai tiét

Théi gian ban hiy cia thude trong huyét tuong () khoang 12 gio. Khoang 45% liéu tiém
truyén ctia Moxifloxacin duge bai tiét du6i dang khong chuyén déi (khoang 20% trong nudc
tiéu va 25% trong phan). Trung binh d thanh thai toan phén ciia co thé va d6 thanh thai qua
thén twong img 1a 12 = 2 L/gio va 2.6 £ 0.5 L/gio.

DUQC LUC HQC:

Moxifloxacin 1a mét khang sinh tong hop nhom 8-methoxyfluoroquinolone c6 phé khang
khuin réng. Tac dung véi vi khuan cia Moxifloxacin bang cach tc ché topoisomerase 11
(ADN gyrase) va/hodc topoisomerase IV cén thiét cho sur sao chép, phién ma, tu sita va tai t&
hgp ADN. Khong biét c6 dé khang chéo gitta moxifloxacin va cic nhém khang sinh khéc.
Moxifloxacin thé hién hoat tinh khang hdu hét cac chung vi khudn sau, ca in vitro va nhidm
khuén trén lam sang.

Vi khudn Gram dwong hiéu khi

Staphylococeus aureus (Chi cac ching nhay cam methicillin)

Streptococcus pneumoniae (céc chiing nhay cam vdi Penicillin)

Vi khudn Gram am hiéu khi

Haemophilus influenzae

Haemophilus parainfluenzae

Klebsiella pneumoniae

Moraxella catarrhalis

Ciic vi khuin khdc

Chlamydia pneumoniae

Mycoplasma pneumoniae

Dir lidu sau c6 dugc trong in vitro nhung y nghla ldm sang thi chiea dugc biét. Moxifloxacin
biéu hién trong in vitro ndng do {rc ché nhé nhat (MICs) la 2 pg/mL hodc it d& khang véi hiu
hét (> 90%) chiing vi khudn sau; tuy nhién, tinh an toan va hi¢u qua ctia moxifloxacin trong
diéu trj nhiém khudn lim sang do nhimg vi khuan nay chua duge thiét 1ap trong thir nghiém
lam sang kiém soat tdt va day du.

Vi khuin Gram dwong hiéu khi

Streptococcus pneumoniae (cac chung khing Penicillin)

Streptococcus pyogenes

Vi khudn Gram am hiéu khi

Citrobacter freundii

Enterobacter cloacae

Escherichia coli

Klebsiella oxytoca

Legionella pneumophila

Proteus mirabilis

Vi khuin ki khi

Fusobacterium spp
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Peptostreptococcus spp
Prevotella spp

CHI PINH:

Dung dich truyén Moxifloxacin duoc chi dinh dé diéu tri nhidm khuén ngudi 16n (> 18 tubi)
gy ra bdi céc ching vi khuan nhay cam dugc xac dinh trong céc bénh dudi day:

Viém xoang do vi khuin cdp tinh giy ra boi Streptococcus pneumoniae, Haemophilus
influenzae, hodc Moraxella catarrhalis .

Pot kich phit cdp ciia viém phé quin man tinh gdy ra boi Streptococcus pneumoniae,
Haemophilus  influenzae, ~ Haemophilus  parainfluenzae,  Klebsiella — pneumoniae,
Staphylococcus aureus, hoac Moraxella catarrhalis .

Viém phéi cdp mdic phdi & egng dong gay ra boi Streptococcus pneumoniae (ké ca chiing
khang da thubc*), Haemophilus influenzae, Moraxella catarrhalis, Staphylococcus aureus,
Klebsiella pneumoniae, Mycoplasma pneumoniae, hodc Chlamydia pneumoniae.

Nhiém khuén da va céu triic da chica bién chirmg gy ra boi Staphylococcus aureus hodc
Streptococcus pyogenes.

Nhiém khudn da va cdu triic da bién chieng giy ra bai Staphylococcus aureus nhay cam véi
methicillin, Escherichia coli , Klebsiella pneumoniae, hodc Enterobacter cloacae.

Nhiém khudn 6 bung bién chitng bao gdm cac nhiém khudn do nhiéu vi khuan nhu cac ap xe
gdy ra boi Escherichia coli , Bacteriodes fragilis, Streptococcus anginosus, Streptococcus
constellatus, Enterococcus faecalis, Proteus mirabilis, Clostridium perfringes, Bacteriodes

theataiotaomicron, hodc Peptostreptococcus spps.

LIEU DUNG VA CACH SU DUNG:

Liéu ding ¢ nguwoi lom:

Liéu tiém truyén ctia Moxifloxacin 1a 400mg/100m] m&i 24 gier dugc truyén trong thoi gian
60 phut. Bai vi sinh kha dung hoan toan cia dudng uéng 12 91,8% so v&i dang tiém truyén,
nén khong can diéu chinh liéu. Bénh nhan c6 thé ding dang tiém truyén c6 thé chuyén sang
dang uéng dé tao diéu kién viéc diéu trj duy tri sau khi xudt vién. Thoi gian diéu trj phu thude

vao dang nhiém khuén dugc dura ra trong bang 1.

> oA 5 e s A P 2 e ops
Bing 1: Liéu va thoi gian diéu tri & ngudi lon

[, ‘Dang nhiém khuin Liéu mbi 24 gior Thai gian diéu tri
Viém xoang do nhiém | 400mg 10 ngay
khuén cép tinh
Dot kich phat cip ciia | 400mg 5 ngay
viém phé quan maén tinh
Viém phdi cap mac phai | 400mg 7-14 ngay
6 cong dong
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Nhiém khudn da va cdu | 400mg 7 ngay
triic da chura bién chimg

Nhiém khuan da va cdu | 400mg 7-21 ngay
tric da bién chimg

Nhiém khuén 6 bung 400mg 5- 14 ngay
bién chimg ]

" Viéc diéu tri tudn tur (tir dang tiém truyén tinh mach sang dang uéng) cé thé
duogc chi dinh truc tiép bai bac si

Liéu cho bénh nhin suy thin

Khéng cin diéu chinh liéu cho bénh nhan suy than. Moxifloxacin chua dugc nghién ctu trén
nhimg bénh nhén tham phan mau hodc thim phdn mang bung lién tuc & bénh nhan khéng di
lai duogc.

Liéu cho bénh nhin suy chirc ning gan

Khong can diéu chinh liéu cho bénh nhén suy chirc ning gan nhe (Child Pugh nhém A). Duoc
déng hoc ciia Moxifloxacin & bénh nhén suy gan tir trung binh dén nang ( Child Pugh nhom B
va C) khong dugce nghién ciru chinh xac. Do chua cé du sé liéu, Moxifloxacin khéng dugc dé
nghi cho nhitg bénh nhan suy gan tir vira dén nang.

CHONG CHI DINH:
Moxflo chéng chi dinh & ngudi co tién s qua man cam vdi moxifloxacin hogc cac thude
thudc nhém khang sinh quinolone.

NHUNG LUU Y PAC BIET VA CANH BAO KHI DUNG THUOC

Tinh an toan va hiéu qua cua tré nho va treé vi thanh nién (dudi 18 tudi), phu nit ¢6 thai va cho
con b chua thiét lap.

Moxifloxacin cho thdy lam kéo dai khoang QT trén dién tim db & mét s bénh nhan. Thude
tranh dung & bénh nhan duoc biét kéo dai khoang QT, bénh nhan bi phu thiing khong thuyén
giam va bénh nhan diung thuéc thude nhém IA (nhu quinidine, procainamide) hodc nhém III
(nhu amiodarone, sotalol) nhimg thudc chéng loan nhip, do thiéu kinh nghi¢m ldm sang trong
viée diéu tri vai thude nay.

Nghién ctru duge dong hoc gitra moxifloxacin va cac thudc 1am kéo dai khoang QT khac nhu
cisapride, erythromycin, thudc chong loan than va thudc chng trAm cam ba vong chua dirge
thuc hién. Tac dung phu cua moxifloxacin va cac thude nay khéng thé han ché, vi vay than
trong khi sir dung déng thdi moxifloxacin véi nhimg thuée nay.

Moxifloxacin can than trong khi dung cho bénh nhan dang diéu tri bénh loan nhip, nhu cham
nhip ¢6 y nghia déng ké trén 1dm sang, thiéu mau cuc bd co tim cdp. Kéo dai khoang QT ¢6
thé tang khi ting nf)ng d6 thude. Khéng-cé bénh tim mach hoic tir vong do kéo dai khoang
QT xay ra khi diéu tri &@ hon 7.900 bénh nhan trong nghién ctru 1dm sang cé kiém soat, co 223
bénh nhén bj phii thiing khi bat du diéu trj va khong c6 tang tir vong & hon 18.000 bénh nhan
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diéu trj vién nén moxifloxacin trong nghién ctru theo dai sau lru hanh thudc ma dién tam dé
chua thyue hién.

Chimg co gidt ciing dugc bdo cdo & bénh nhan sir dung quinolone. Quinolone cé thé giy ra
céc bénh Iy than kinh trung wong (CNS) nhu: hoa mét, nhdm I4n, run, chimg 4o giac, trim
cam, va, hiém khi, suy ngh tur sat hay hanh dong. Nhimg phan (mg nay c6 thé xdy ra sau liéu
dau tién, Néu nhimg phan img nay xuét hién khi ding moxifloxacin thi ngimg dung thuéc va
bat diu mot phuong phép thich hgp. Ciing nhur voi tt ca céc quinolone, moxifloxacin nén sir
dung thén trong & bénh nhén duoc biét hodc dir doan bj rdi loan than kinh trung wong (nhur xo
cimg déng mach ndo ning, chimg déng kinh) hosc vai sur c6 mat cua yéu td rui ro khac c6 thé
dan dén dén dong kinh hodc dudi ngudng dong kinh.

Bénh suy thdan

Khong cén diéu chinh lidu & bénh nhan suy than, ké ca bénh nhan hodc thim phan mau hodc
thdm phan mang bung van di dimg doc (CAPD).

Bénh nhan suy gan

Khoéng can didu chinh liéu & bénh nhén suy giam chirc niang gan mic dé nhe dén trung binh.
Duoc dong hoc cia moxifloxacin ¢ bénh nhédn suy gan ning chua diroc nghién ciru.

Sw dung o tré em

Tinh an toan va hiéu qua & bénh nhan nhi va tré vi thanh nién dudi 18 tudi chua duoc thiét
lap.

Sir dung ¢ nguedi cao tudi

Khoéng co su khac biét vé tinh an toan va hiéu qua cua moxifloxacin duong uéng & bénh nhan
16m hon 65 tudi so véi ngudi trudng thanh tré tudi hon.

Phu nir ¢6 thai: Phan loai C

Khong ¢ nghién ciru ¢o kiém soat tét hodic déy du & phu nir co thai, moxifloxacin chi ding
cho phu nir cé thai khi lgi ich sir dung vugt trdi nguy co tiém tang lén bao thai.

Phu nir cho con bi:

Moxifloxacin bai tiét qua sira & chudt. Moxifloxacin ciing c6 thé bai tiét qua sira & nguai. Do
kha nang gdy phan tng c6 hai nghiém trong 1én bé khi bi me sir dung moxifloxacin, nén
quyét dinh 1a phai ngimg sira hodc ngung lhuéc, str dung dua vao tam quan trong cua thudc
cho nguoi me.

Anh huéng l1én kha ning l3i xe va van hanh may méce: Trong thir nghiém 1am sang ty I8
mic phai phan émg than kinh trung wong thap. Tuy nhién, bénh nhan nén than trong xem tinh
trang ho nhu thé nao trude khi ldi xe va van hanh may moéc.

TUONG TAC THUOC:

Moxifloxacin nén sir dung trude 4 gi&r hodc sau 8 gidr voi cac thube sét sulfate, ché do bé sung
cé chira kém, magne, hodc sit (nhr multi vitamin), hodc chét khang acid c6 chira nhém/
magne.

Tuong tac thude khong ¢6 ¥ nghia trén 1am sang giita itraconazole, theophylline, warfarin,
digoxin, thudc tranh thai dudmg uéng hodc glyburide véi moxifloxacin.
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Warfarin: thixi gian prothrombin. chi s6 INR, hodc thir nghiém chéng déng mau thich hop
khic nén dugc theo dbi chit ché néu quinolone ding déng thei véi warfarin hodc din xudt
clia no.

Thudc khdng viém khong steroid (NSAIDs): Mic dit chua theo dai tién 1am sang va ldm sang
ciia moxifloxacin, khi sir dung déng thoi vai thude khang viém khéng Steroid véi Quinolone

1am tang nguy co kich thich than kinh trrong wong va co giat.

TAC DUNG KHONG MONG MUON:

Théng bdo cho bdc st nhitng tic dung khong mong muén gap phdi khi siv dung thudc.
Moxifloxacin diéu tri bj gian doan do phan img cd hai duge cho la cé lién quan dén thube
2,9% duomg udng va 4,6% tiém tinh mach lién tuc sau khi uéng.

Phan (rng c6 hal, it nhit ciling co lién quan t&i thude, xuat hién 1én hon hogic bang 2% khi diéu
trj voi moxifloxacin: budn nén (6%), tiéu chay (5%), chong mat (2%).

Phan (g phu it gap trén 1am sang, it nhat ¢6 lién quan t61 thude, xuét hién 16n hon hodc bang
0.1% va nhé hon 2% khi diéu véi moxifloxacin.

QUA LIEU:

Qua lidu dudmg udng lidu duy nhét 1&n téi 2.8 g chua thiy c6 bat ki phan (mg c6 hai nghiém
trong nao. Khi xdy ra qua lidu ¢dp tinh phai 1am sach da day va duy tri du nuéc. Khuyén céo
theo doi dién tam db ECG do thubc c6 kha ning kéo dai khoang QT. Bénh nhin nén duge
theo ddi cén thin va diéu trj hd trg. Sir dung than hoat tinh ngay sau khi uéng qua liéu cé thé
ngan nglra ting qua mirc sy phén b6 moxifloxacin trong co thé. Khoang 3% va 9% lidu
moxifloxacin, ciing nhir khoang 2% va 4.5% chit chuyén héa glucuronide cia né duge loai bo

bing thAm phén phiic mac lién tuc ngoai tr va thim phan mau, tuong img.

BAO QUAN: Thudc diing ngoai ruét nén duge kiém tra bing mat phén tir la trude khi sir

dung. Méu thudc ¢6 chira cac tiéu phan nhin thay duoc thi khéng duge sir dung.
Bao quan noi mat, dudi 30°C. Tranh anh sang. Khong dé déng lanh.

HAN DUNG: 24 thang ké tir ngay san xuat.
PONG GOI: Hop 1 chai 100m!
TIEU CHUAN CHAT LUOQNG: Tiéu chuin Nha San Xuét.

Sén xuét boi:
MARCK BIOSCIENCES LTD
876, NH No. 8, Vill. Hariyala, Tal. Matar, Dist. Kheda-387411, Gujarat, An bo.

TUQ. CUC TRUONG
TRUGNG PHONG

Nyguyén Huy Hing WAL




