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- AXOANLIO

GETMOXY TABLETS 400mg

Hdp 1 vix 5 vidn nén bao phim

THANH PHAN:

M&i vién chira Moxifloxacin HCI tudng dudng
Moxitloxacin ...,...... 400mg i

CHI BINH, CHONG CHI BINH, CACH DUNG:

Xgm 18 hydng dén sl dyng kém theo

oQ 40 qudn g-nhiét dd dudi 309C,
trénh &nh va fme
5814 8X, em Batch No., Mig. date,
Exp. Date bi.

SBK: VN-

Cée théng tin khdc dé nghi xem to hudng din
st dung kém theo.

N&u can thém thdng tin, xin hdi y kién béc si
Boc ki hudng ddn sg dyng trude khi ding

D& xa tdm tay tré. )
Sén xufit bdi: GETZ PHARMA (PVT) LTD.
29-30/27, Korangi Industrial Area, Karachi
74900, Pakistan

NNK:

Mig. Lic. No.: 000284

TMOXY

1 Blister x 5 Tublets
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GETMOXY™

(Moxifloxacin)
Vién nén bao phim 400mg

THANH PHAN
M3i vién nén chira
Hoat chdr. Moxifloxacin hydrochloride twong dirong
400mg Moxifloxacin

Td duge:

Avicel PH 102, Lactose Regular, Croscarmellose
sodium, Povidone K - 30, Magnesium Stearate,
Hydroxy propyl methy! cellulose 5 CPs, Titanium
Dioxide, P.E.G. 6000, Ferric Oxide Red Color.

DUQC LYC HQC

Co ché tac dong

Moxifloxacin c6 tic dung diét khuin chéng lai da sé
cac vi khudin gram duong va gram 4m. Hoat tinh nay
ting 1én nho tc ché DNA gyrase (men topoisomerase
I) va topoisomerase IV, rat cén thiét cho viéc nhan déi,
sao chép va sira chita v tai t& hop DNA ciia vi khuén.
Nh&r ¢6 nira C8-methoxy gép phin gia ting tic dung
digt khudn va giam kha nang bién ddi cua vi khuan
gram duong. Do co ché tdc ddng cua 8-fluroquinolone
khéc véi nhém aminoglycoside, beta-lactam, macrolide
hoic tetracycline, khong cé su d& khéng chéo giira cac
quinolon va céc tdc nhin khang khuin khic.

Vi khufin hoe

Vi khuin gram dwong hiéu khi

Staphylococcus aureus (Nhay cam methicillin)
Streptococcus pneumoniae Streplococcus pyogenes
Streptococcus epidermidis (Nhay cam methicillin)
Streptococcus anginosus

Vi khuén gram am hiéu khi

Haemophilus influenzae, Haemophilus parainfluenzae,
Klebsiella  pneumoniae,  Moraxella  catarrhalis,
Enterobacter cloacae, Escherichia coli, Proteus
mirabilis

Vi khuén ky khi

Ching Fusobacterium,
Peptostreptococcus
Khic

Chlamydia pneumoniae, Mycoplasma preumoniae,
Legionella pneumophila, Mycobacterium leprae
DUQC PONG HQC

Moxifloxacin hdp thu nhanh chéng & dudng tiéu hoa
v6i kha dung sinh hoc tuyét déi khoang 90%. Phan bb
rong rdi vao cac mo trong co thé va ti 18 gin két voi
protein trong huyét tuong khoing 50%. Moxifloxacin
c6 thoi gian ban huy khoang 12 gi¥r voi lidu ding mdi
ngay.

Thubc dugc chuyén hod chii yéu do lién hop véi
sulphate va glucuronide. Khoang 45% thudc bai tiét
trong nudc tiéu va trong phan dudi dang khong doi.
Dang lién hop véi sulphate dugc bai tiét chi yéu trong
phén va glucuronide dugc bai tiét hoan toan trong nudc
tiéu,

CHI PINH

GETMOXY (Moxifloxacin) dugc chi dinh & diéu tri
nhiém khuén sau:

Viém xoang cip do vi khuén

Dot clp cua viém phé quan man do vi khudn.

Ching Prevotella, Chung

Viém phdi mic phai trong cong dong

Nhim tring cu tric da va da khong bién chung

Nhim tring cu tric da va da c6 bién chimg

LIEU LUQNG VA CACH DUNG

Ngudi truong thanh lidu thuomg ding GETMOXY
(Moxifloxacin) 1a 1 vién (400mg) mdi 24 gid. Thoi gian
didu tri tuy thudc vao loai va mirc d¢ nhidm tring dugc mo
ta trong bang dudi day:

Nhiém khuin Liéu dang | Thoi gian
hang ngay didu tri

Viém xoang cap do vi ]

Kkhun & cap 400mg 7 ngay

Dot cdp clia viém phé

quéan mén do vi khuin. 400mg 5-10 ngay

Viém phéi méic phai

rong cng ddng 400mg 10 ngay

Nhi&m tring céu tric da

va da khéng bién 400mg 7 ngay

chirmg

Nhiém tring cau tric da 7-21

v da cb bitn chimg 400mg | ngay

TAC DUNG PHY

Moxifloxacin thuémg dugc dung nap tét. Hiu hét cc tac

dung phu & mirc d6 nhe dén vira phéi. Phan g phu thudng

gip nhét 14 budn nén va tiéu chay.

Phén ng phu thudng gip

Nhirc diu, hoa mit, dau bung, ndn, QT kéo dai & nhitng

bénh nhan bi giam kali huyét, ting transaminase, bi nhiém

do d& khang véi vi khuén.

Phéan tng phuy it giip

Chan in, tdo bon, khé tiéu, ddy hoi, viém da day, ting

amylase, kéo dai QT, danh tr6ng nguc, tim ddp nhanh, rung

tdm nhi, viém hong, khé thd, suy gan, ting bilirubin, ting

gamma glutarryl transferase, ting men phosphate alkaline

trong mau, ngira, phat ban, may day, da kho, dau khdp, dau

co, khir nuéc, réi loan thi giic, lo ling, tAm thin van ddng,

tang hoat djng, ri loan vi giac, di cam/ loan cam, ldn 19n,

mét phuong hmfm%, tang lipid huyét, phan tmg di tng, thiéu

méu, giam bach cau, giam bach cdu trung tinh, gidm lugng

tiéu cau.

Phan img phy hi¢m khi xay ra

Kho nubt, viém rudt két mang gia, nhanh nhi thit, ngit, ting

huyét 4p, ha huyét ap, gidn mach, 0 tai, gidm cam giac, roi

loan mui, giét fo bt thuomg, dong kinh, rbi loan phét am,

mat tri nhd, v, dj ung, phi/ phit mach, ting dudng

huyét, tang uric Tau, kich ddng, suy nhuge, 4o gidc, kéo dai

thoi gian prothrombin.

Thong bdo cho bdc si cdc tic dung phu gdp phdi khi sic

dung thubc

CHONG CHi PINH

Moxifloxacin chong chi dinh & nhitng bénh nhén sau:

- Bénh nhin qua min cim véi moxifloxacin hoic
quinolone khac va véi bét cir thanh phin nao cia thudc.

- Tré dudi 18 tudi

- Phuy nit mang thai va dang cho con ba

- Bénh nhin c6 tién sir bi bénh/ rdi loan vé day ching do

g quinolone.

\nhdn bi suy chirc ning gan va bénh nhin c6

rinase > 5 1dn gidi han trén.

4n c6 QT kéo dai bim sinh hofic méc phai.
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- Bénh nhan bj rdi loan chét dién giai, dac biét ha
kali huyét khong hdi phuc

- Bénh nhén c6 dau hiéu lam sang nhip tim chdm

- Bénh nhan ¢6 diu hiéu 1am sang suy tim kém giam
phan suét tdng mau thét trai.

- Bénh nhin c6 tién sir 6 triéu chimg loan nhip.

- Bénh nhén dang ubng thubc chéng loan nhip nhém
IA (quinidine, procainamide) ho#ic nhom III
(aminodarone, sotalol) hoic nhitng thudc khac gay
kéo dai khoang QT.

- Nhitng bénh nhan c6 van dé v& di truyén dung nap
galactose, thiéu lactase Lapp ho#c kém hép thu
glucose-galactose khong nén ding thudc nay.

THAN TRONG

Twong ty tit ca cac quinolone khac, moxifloxacin nén

sir dung than trong & nhimg bénh nhan nghi ngd hodc

da biet roi loan h¢ than kinh trung wong hogc ¢6 thé lam
khéi phat dong kinh hay ha thdp ngudng dong kinh.

Viém dai trang c6 gia mac da dugc bdo céo khi sir dung

khéng sinh pho rong va thay ddi mirc d tix nhe dén c6

thé de doa tinh mang. Vi thé, cin xem xét dén chin
dodn nay & nhitng bénh nhén bj tiéu chay trdm trong khi
dung khéang sinh.

Tén thuong hoc dirt ddy ching c6 thé xay ra khi didu

tri bang quinolone, nguy co cao hon ¢ nhitng trudng

hop dang diéu tri Corticosticoid, dic biét trén ngudi
gid. Ngung dung thudc khi c6 nhimg déu higu d4u tién
hodc tri¢u chimg ctia dau gén.

Sir dung thén trong & bénh nhan tiéu dudng vi su diéu

hoa glucose cé thé bj anh huémg.

Bénh nhan c6 tién sir gia dinh hoac dang thiéu glucose-

6 phosphate dehydrogenase dé bi phan {mg tan huyét

khi diu tri v6i quinolone. Vi thé nén ding than trong

Moxifloxacin & nhitng bénh nhén nay.

Phan tmg qué min nang, ké ca phan (g phan vé c6 thé

xdy ra khi ding nhém quinolone. Néu xay ra phan (g

di tmg, ngung ding thube ngay lap tirc.

Sir dung thubc than trong véi nhirng bénh nhan bi

chimg npuo'c ¢o ning.

Bénh than kinh ngoai bién hiém khi xay ra.

Thén trong khi sir dung Moxifloxacin & ngudi lon tudi

b rdi loan than néu bénh nhin khéng thé duy tri day da

dich dua vao vi mit nudc c6 thé lam ting nguy co suy

thén.

Kiém tra chirc ning gan nén dugc tién hanh trong

truong hop ri loan chire ning gan xay ra.

Neu thi hre gidm hoc cé bét cir tac dung phu nao trén

mét ngay I:;"ip tirc tham vén béc si.

TUONG TAC THUOC

Nén diing Moxifloxacin it nhét 4 gi truée hogic 8 giv

sau khi ding thudc khang acid ¢6 chira magnesium,

calcium, hogic aluminium, cling nhu sucralfate, cation
kim loai nhu sit va da vitamin, ché phim c6 k&m hoic
didanosine.

Thuéc lam gizm ndng d6 potassium nén sir dung than

trong & nhifng bénh nhén dang dung Moxifloxacin.

Sir dung dong thoi than hoal voi Moxifloxacin 400mg

dén dén ngdn chan sy hdp thu thudc va giam sinh kha

dung toan than hon 80%. Vi thé khuyén cio khéng
duogc sir dung ddng thai 2 thude nay.

Phai theo ddi thoi gian théi gian prothrombin, ty 18

chuin quéc té (INR) hoic nhimg thir nghiém khéng

d6ng khac néu sir dung ddng thdi quinolone véi warfarin
ho#c céc dan xuét cia no.

Sir dung ddng thoi thudc khang viém khong steroid véi
quinolone c6 thé lam ting nguy co kich thich hé thin kinh
trung uong va co giat.

PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Khéng c6 nghién ciru thich hop hodc dwoc kiém soét tbt
duoc tién hanh & phu nif ¢6 thai. Chi ding GETMOXY cho
phu nif c6 thai khi lgi ich cia viéc ding thubc vurot troi nguy
co tiém 4n cho thai nhi.

Phu nir cho con bii

Vi nguy co xay ra nhitng tac dung phu nghiém trong cho tré
ba me ding GETMOXY, cin quyét dinh ngung ding thubc
hozc ngung cho cén by, chii y tim quan trong cia thubc doi
vl ngudi me.

ANH HUONG PEN KHA NANG LAl XE HOAC VAN
HANH MAY MOC _
Fluoroquinolone bao gém ca Moxifloxacin co thé giy suy
giam kha nding lai xe hoic vén hanh may moéc do tic dung
phu trén hé than kinh trung uong (chéng mit, mét thi luc
cﬁp tinh thoang qua) hogc va mét y thirc cdp tinh trong thoi
gian ngin (ngét).

QUA LIEU

Trong trudng hop xay ra qué liéu cép tinh, nén lam rdng da
day va duy tri di dich co thé. Cén theo ddi dién tim do
(ECG) do kha nang kéo dai khoang QT. Bénh nhin can
dugc chdm s6c can thin va c6 cc bign phap diéu tri hé trg.
Sir dung than hoat tinh cang sém cang t6t sau khi uong qua
liéu ¢é thé ngin ngira ting phoi phiém toan than qua mirc
voi moxifloxacin. Khoang 3% dén 9% liéu Moxifloxacin,
ciing nhu khoang 2% va 4.5% chat chuyén héa glucuronide
cta né dugc thai trir l4n Iuot do thim phin mang bung lién
tuc va thadm phén mau

BAO QUAN

Nhiét d¢ dudi 30°C. Tranh anh sang va tranh im

TIEU CHUAN: Nha san xuét

HAN DUNG: 2 nam ké tir ngay san xuit

TRINH BAY: 5 vién/ vi, 1 vi/ hop.

LOI KHUYEN:

- Poc ki huémg din sir dung truée khi diing.

- Néu cﬁlﬂthém théng tin, xin héi y kién bac si.

- Thuﬂ ¢hi diing theo su ké don cia thﬁy thude.
- Diéxat tay tré em.

San xudt béi:

GETZ PHARMA (PVT ) LIMITED.
29-30/27 Kora dusirial Area, Karachi, 74900, Pakistan.
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