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™ Viem phdi mic phi teang cdng dbn

ETMGKY Nh E'Emptrimg c-ﬁuplljrﬁc da E& dagitﬁnghién chimg

_“mﬂmm'—' . Nhim tring cfu tric da vi da cé bidn chimg
Vign nén bao phim 400mg LIEU LUQNG VA CACH DUNG

) MNpudi trudmg  thinh  lidu thutmg ding GETMOXY

TANH PHAN (Moxifloxacin) 14 1 vién (400mg) mbi 24 gid. Thii gian

Bi vién nén chira dibu tr tuy thude vao logi vi mire 46 nhidm tring duge md
Hogt char: Moxifloxacin hydrochloride tuomg duomg L& trong bang dudi déy:
400mg Moxifloxacin ) -
Td duge: Nhitm khudn Litu ding | Ther gian
:‘.uilml PH 102, Lactose Regular, Croscarmellose hiing nghy didu tri
sodiom, Povidone k 30, Magnesium Stearate, Viém xoang cip do vi
Hydroxy propyl methyl cellulose 5 CPs, Titanium khudn 400mg 7 ngay
Dioxide, P.E.G. 6000, Ferric Oxide Red Calor. cdp con vibm Dhe
DUQCLUC HioC oot min do i khua, | 400me | S-10ngy

£ ifhe f BRI T . 5k S5
Mﬂxiﬂnu:inuug tic dung diét kKhidn ehiing lai da sd :,::;c qf:::m:?" phai 400mg 10 ngdy
¢hic vi khudn gram duong va gram Am. Hogt tinh nay Nhilm trine chu tie da
t2ng In nho e ché DNA gyrase (men topoisomerase Vi da R.ghﬂl bifn 400 7 nghy
11} vi topoisomerase 1V, it cin thidt che vidc nhin di, chitm g mg
sao chép vi st chita vi thi td hgp DNA cia vi khudin. Efn
Nho co nira C8-methoxy g6p phin gia ting tic dyng Nhivm fring chutricda | o4, =2l
diét khudn vh gidm khd nang bién ddi cia vi khudn v da cd bicn chimg ngdy
gram dueng. Do co ché tic ding cida 3-fluroquinolone TAC DUNG PHU

Moxifloxacin thuimg duge dung nap bt Hiu hét che tic
dyng phy & mire 45 nhe dén vira phii. Phan img phy thurdmg
gap nhit 12 budn ndn vi tiéu chay,

Phin irng phy thudng gip

Mhirg dﬁu, hoa mit, dau byng, ndn, QT kéo dii & nhimg
bénh nhin bj gidm kali huyét, ting transaminase, bdi nhilm
do 8¢ khing véi vi khuén.

Phin trng phy it giip .

Chiin &n, tho bdn, khéd tifu, ddy hai, viém da diy, ting
amylase, kéo dai QT, danh tréng ngye, tim dip nhanh, rung
tim nhi, viém hong, kho thd, suy gan, ting bilirubin, ting

khic v&i nhém aminoglycoside, beta-laciam, macrolide
hojic tetracycline, khdng co sy d& khing chéo gifra cac
quinolon vit céc tie nhin Khéng khudn khéc.

Vi khuiin hoe

Vi khuiin gram dwong hiéu khi

Staphylococous aureus (Nhay chm methicillin)
Streprococcus preumoniae Streplococcus pyogenes
Streptococeus epidermidis (Nhay edm methicillin)
Streplococcus anginosus

Vi khudin gram dm hiéu khi

Haemophilus influerzae, Haemophilus parainfluenzae,

Klebsiella  prneumoniae, Moravella  catarrhalis, —~ B4MMa El'ﬂtm'rryl transferase, ting men phosphate alkaline
Enterobacter cloacae,  Escherichia coli, Protens ~ 'TONE My, ngira, phit ban, miy day, da khd, dau khép, dau
mirahilis o, khir nude, rbi logn thi gide, lo ling, tm thin vin dong,
Vi khudn ky khi tang hogt dng, rfi loan vi gide, dj cam/ logn cim, [in 1gn,
Ching Fusobacterium, Chimg Prevotella, Chiing mitt phuong hudmg, tang lipid huyet, phan img dj img, thidu
Peptostreplococens mau, gidm bach cdu, pidm bach cdu trung tinh, gigm lugng
Khie tidu ciu.

Phin img phy hiém khi xdy ra

Kho nubt, vigm rudt két mang gid, nhanh nh thit, ngdt,
huyét dip, ha huyét dp, gidn mach, O tai, gidm cim gide, rdi
loan mii, gide fo b t thuémg, ddng kinh, roi loan phat dm,
mit tri nhd, - dj tmg, phiv' phit mach, ting dudmg
huyét, ting uric Thau, kich ddng, suy nhuge, do gide, kéo dai

Chlamydia pneumoniae, Mycoplasma preumoniae,
Legionella prneumophila, Myvcobacierium leprae
DUQC DONG HOC

Moxifloxacin hip thu nhanh chéng & dudmg tiéu hod
viri khii dyng sinh hoc tuyét ddi khoang 90%. Phin b
rdng rili vio cic md trong co thé va ti 1§ gin két vai

: . : hén gi thrombin.
protein trong huyét teemg khodng 50%. Moxifloxagin N1 Blan pro ’
¢6 tid4 gian bdn huy khodng 12 git: véi libu ding mbi g&ngﬂ&n;n che bde sf cdc tic dyng phy gip phai khi sic
) ng thude
ty EH@HG CHI PINH

Thube duge chuyén hod chi yéu do lign hgp vai
sulphate v glucuronide. Khodng 45% thude bai ti_ét
trong nudc tiéu va trong phin dudi dang khéng doi.  ~
Dang lién hop vai sulphate duge bii tié chi yéu trong

Moxifloxacin chong chi dinh & nhimg bénh nhin sau;
Bgnh nhin qui min cim v& moxifloxacin  hojic
quinolone khac va vioi bt cir thanh phin ndo cia thude.

qlganvﬁglucmmm:dm bii tiét hoan todn trong nuée Efuﬂﬁ 18 mijammﬂhn b

L, mang " i

CHIi DINH - Bénh nhin co tién sir bj bénh/ rdl loan vé diy ching do
GETMOXY (Moxifloxacin) duge chi dinh dé ditu 11§ =~ 5 | qu{ﬂﬂtﬂl‘[ﬂ-

nhidm khudn sau: A’; i nhin bj suy chirc ning gan v& bénh nhin cb

inase > 5 lin gidd han trén,

Vit clip do vi khud i
iém xoang cip do vi khudn n ¢6 QT kéo dai bim sinh hodic mic phdi.

Dot cp cia viém phé quin min do vi khudn.
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Bénh nhin bj rdi loan chit dién gidi, dac bi¢t ha
| kali huyét khﬁnE hdi phyc
Bénh nhin ¢6 dau higu lam sang nhjp tim chim
Bénh nhin c6 diu hidu 1im sing suy tim kém gidm
phiin sult tdng mau thit téi.

_ Bénh nhin ¢d tién sit e6 trifu chimg loan nhip.

- Bénh nhin dang ubng thube chéng loan nhip nhém
IA (quinidine, procainamide) holic nhém 111
{(aminodarone, sotalol) hofic nhimg thube khac gy
kéo dii khodng QT.

- Whimg bénh nhin c6 vin d& vé di ruyén dung nap
galactose, thidu lactase Lapp hofic kém hip thu
glucose-galactose khéng nén ding thubc nay.

THAN TRONG

Tuong nr tht ci ede quinolone khie, moxifloxacin nén

sit dung thin trgng & nhimg bénh nhin nghi ngd hojc

A biét rdi logn h thiin kinh trung wong hodic ¢ thé lam

khisi phit ddng kinh hay ha thip nguong ding kinh,

Viém dai trang cd gid mac 43 duge bdo cdo khi st dyng

khing sinh phé réng va thay ddi mirc di 1 nhe dén cb

thé de doa tinh mang. V1 thé, cdn xem xét dén chin
dodn ndy & nhimg bénh nhin bj tidu chdy trim trong khi
ding khang sinh,

Tén thwong hojic din diy ching o6 thé xdy ra khi didu

trj bing quinolone, nguy co cao hon & nhimg trudng

hop dang diéu trj Corticosticoid, dac biét trén ngubi
gid. Ngumg dimg thude khi cé nhimg diu hifu ddu 1ién
hode tridu chimg cda dau gdn,

Sir dyng thin trong & bénh nhin tity dwimg vi sy didu

héa glucose o thé bj anh hudmg,

Bénh nhiin ¢6 tidn sir gia dinh hode dang thiéu glucose-

6 phosphate dehydrogenase d€ bj phin (mg tan huyédi

khi difu trj véi quinolone. VI thé nén ding thin trong

Moxifloxacin & nhimg bénh nhin ndy.

Phan img qui min ning, ké ¢4 phin img phin v§ cé thé

xiy ra khi dimg nhém quinolone. Néu xdy ra phan (mg

di img, ngung ding thude ngay Hp tie,

Sir dyng thude thin trong voi nhitng bénh nhin bj

chimg nhuge ¢o ning.

Bénh thim kinh ngoai bign hiém khi xdy ra.

Thin trong khi st dung Moxifloxacin & ngudi Iém tubi

bj rdi logn thin néu bénh nhiin khong thé duy i dly o

dich dua vao vi mit mrére 6 thd lam ting nguy co suy

ihin.

Kiém tra chirc ndng gan nén duge tién hinh trong

trromg hop r8i loan chire nfing gan xay ra.

Néu thi I gidm hojic c6 bit e téc dyng phy ndo trén

il ngay Mp tire tham vin bic sT.

TUONG TAC THUOC

Mén ding Moxifloxacin it nhat 4 gid trudc hoje § gity

sau khi ding thube khing acid ¢6 chira magnesium,

calcium, hojc aluminium, clng nhu sucralfate, cation
kim logi nhu sit va da vitamin, ché phim cé kEm hojic
didanosine,

Thude lam gidm nbng d§ potassium nén sir dyng thin

trong & nhirng bénh nhin dang diing Moxifloxacin.

Sir dyng dbng thai than hogt véi Moxifloxacin 400mg

din dén ngan chiin sy hip thu thubc va gidm sinh kha

dung todn thin hom 80%. VI thé khuyén cdo khing
duge sir dyng dbng théi 2 thude nay.

Phdi theo dbi thoi gian théi gian prothrombin, t¥ 1§

chuin quic & (INR) holic nhimg thir nghigm khing

déng khic néu sir dyng ddng thai quinolone véi warfarin
holic cdc diin xuéit cda nd.

S dyng ding thoi thube khing viém khéng steroid véi
quinolone c6 thé lam ting nguy co kich thich h¢ thin kinh
frumg wong va co gidl

PHU NI’ CO THAI VA CHO CON BU

Phy ndr b thai

Khéng cb nghién ciu thich hop hode dwge kidm sodt vt
duge tién hanh o phy nir ¢6 thai. Chi ding GETMOXY cho
phy ni¥ e6 thai khi lgi ich cda vige ding thude viret trdi nguy
o tiém dn cho thai nhi.

Phy nir cho con bi

Vi nguy co xiy ra nhirng tic dung phy nghiém trong cho ré
bit mg diing GETMOXY, ciin quyét dinh ngung ding thube
hoje ngung cho cén b, chi ?c!ll‘ilm quan trong cia thude déi
vl ngudi me.

ANH HUONG BEN KHA NANG LAI XE HOAC VAN
HANH MAY MOC

Fluoroquinolone bao gdm cd Moxifloxacin cd thé giy suy
giam khd ndng 18 xe hofic vin hinh miy méc do uic dung
phy trén h thin kinh trung wong (chéng mit, mit thi lirc
céip tinh thodng qua) hodic v mét ¥ thirc cip tinh trong thii
gian ngdn {ng.é%}.

QUA LIEU

Trong trudmg hop xdy ra qué lidu cp tinh, nén lam rBng da
ddy vi duy tri &0 dich co thé. Cén theo doi didn tim db
(ECG) do khi ning kéo dii khoang QT. Bénh nhin cdn
duge chim so¢ cln thin vi cé cde bign phap diéu trj hd try.
Sit dyng than hogt tinh cang som cin tot sau khi uﬁng qud
lidu & thé ngan ngira ting phoi nhicm todn thin qud mirc
véi moxifloxacin. Khodng 3% dén 9% lifu Moxifloxacin,
ciing nhir khoing 2% vi 4.5% chilt chuyén héa glucuronide
ciia néd duge thii trir Lin lugt do thilm phin mang bung lién
e vi thim phin méu

BAO QUAN

Nhift & dudi 30°C. Tranh dnh sang v trinh dm

TIEU CHUAN: Nha san xuft

HAN DUNG: 2 nam ké tir ngay sin xudt

TRINH BAY: 5 vién/ vi, | vi/ hip.

LI KHUYEN:

- Dge k§ hirdmg déin sir dyng trude khi ding.

- Niéu l!* (thém théng tin, xin hii ¢ Kién bic s1. 3
- Th u&{i?hi ding theo sy ki dom ciia thiy thude.

- Déxa tay tré em.

S xudt bai:
GETZ PHARMA (PVT.) LIMITED.
29-30027 Korang-ind

usirial Arca, Karachi, 74900, Pakistan.
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