GETMOXY 1V Infusion 400mg/250mL

R(Prescription drug

(Moxifloxacin)

COMPOSITION:

Each 250mL vial contains:

Active ingredients: Moxifloxacin hydrochloride equivalent to Moxifloxacin...400mg
Inactive ingredients: Sodium chloride, Hydrochloric acid, Sodium hydroxide,
Water for injection

MECHANISM OF ACTION

Moxifloxacin is bactericidal against a wide range of gram positive and gram
negative organisms. Such activity arises through the inhibition of DNA gyrase
(topoisomerase II) and topoisomerase IV, which bacteria require for DNA
replication, transcription, repair, and recombination. Moxifloxacin contains the
C8-methoxy moiety that augments its antibacterial activity and reduces the
possibility of gram positive mutations. Because the 8-fluroquinolones use a
different mechanism of action than the aminoglycosides, beta-lactams, macrolides,
or tetracyclines, there has been no cross resistance between the quinolones and
these antimicrobial agents.

Microbiology:

Spectrum of moxifloxacin is broad and it is active against most strains of the
following micro-organisms in both in vitro and in vivo.

Aerobic Gram-positive micro-organisms:

Staphyle s aureus (including methicillin-susceptible strains), Streptococcus
pneumoniae (penicillin-susceptible strains only), Streptococcus pyogenes,
Streptococcus anginosus, Streptococcus constellatus, Gardnerella vaginalis,
Streptococcus milleri, Streptococcus mitior, Streptococcus agalactiae,
Streptococcus dysgalactiae, Staphylococcus cohnii, Staphylococcus epidermidis,
Staphylococcus haemolyticus, Staphylococcus hominis, Staphylococcus
saprophyticus, Staphylococcus simulans, Corynebacterium diphtheriae,
Enterococcus faecalis* (Vancomycin, gentamicin susceptible strains only)
Aerobic Gram-negative micro-organis

H philus infl 27 hilus parainfh Klebsiella .
Moraxella catarrhalis (including -lactamase negative and positive strains),
Enterobacter cloacae, Escherichia coli, Proteus mirabilis, Klebsiella pneumoniae,
Bordetella pertussis, Klebsiella oxytoca, Enterobacter aerogenes, Enterobacter
agglomerans, Enterobacter intermedius, Enterobacter sakazakii, Proteus vulgaris,
Morganella morganii, Providencia rettgeri, Providencia stuartii

Atypicals:

Chlamydia [ iae, Chlamydia trach is, Mycoplasma pneumoniae,
[ycopl hominis, Mycople italum, Legionella p hila, Coxiella
burnetti

Anaerobic micro-organisms:
Bacteroides distasonis, Bacteroides eggerthii, Bacteroides fragilis, Bacteroides

Excretion

Moxifloxacin is eliminated from plasma with a mean terminal half life of
approximately 12 hours. The mean apparent total body clearance following a
400mg dose ranges from 179 to 246mL/min. Renal clearance amounted to about
24 - 53mL/min suggesting partial tubular reabsorption of the medicine from the
kidneys. Approximately 45% of intravenous dose of moxifloxacin is excreted
as unchanged drug (20% is excreted in the urine and 25% in the feces).
THERAPEUTIC INDICATIONS

GETMOXY (Moxifloxacin) IV is indicated for the treatment of adults (>18 years
of age) with mild, moderate and severe infections caused by susceptible strains
of micro-organisms in the conditions listed below:

Acute bacterial sinusitis.

Acute bacterial exacerbation of chronic bronchitis.

Community acquired pneumonia.

Uncomplicated skin and skin structure infections.

Complicated intra-abdominal infections (including polymicrobial infections such
as abscesses).

Complicated skin and skin structure infections (including diabetic foot infections).
DOSAGE AND ADMINISTRATION

The dose of GETMOXY (Moxifloxacin) IV is 400mg/250mL as intravenous
infusion once every 24 hours. The duration of treatment should be determined
by the severity of the indication or clinical response. The recommended duration
of treatment for the indication being treated should not be exceeded.

Infection Daily Dose Duration
Acute bacterial sinusitis 400mg 7 days
Acute bacterial .

g);gzgﬂ;;;mn of chronic 400mg 5-10 days
Community acquired

pneumonia 400mg 7-14 days
Uncomplicated skin and

skin structure infections 400mg 7 days
Complicated skin and

skin structure infections 400mg 721 days
Complicated intra-

abdominal infection 400mg 5-14 days

ovatus, Bacteroides thetaiotaomicron, Bacteroides uniformis, Fusob ium
spp., Peptostreptococcus spp., Porphyromonas spp., Porphyromonas anaerobius
Porphyromonas asaccharolyticus, Porphyromonas magnus, Prevotella spp.,
Propionibacterium spp., Clostridium perfringens, Clostridium ramosum
PHARMACOKINETICS

Absorption

After a single 400mg intravenous 1 hour infusion peak concentrations of
approximately 4.1mg/L were reached in the plasma at the end of infusion which
corresponds to a mean increase of approximately 26% relative to the oral
application. Following multiple intravenous dosing (1 hour infusion), peak and
trough plasma concentrations at steady state (400mg once daily) were between
4.1 to 5.9mg/L and 0.43 to 0.84mg/L respectively.

Distribution

Moxifloxacin is approximately 30-50% bound to serum proteins, independent
of drug concentration. The volume of distribution of moxifloxacin ranges from
1.7 to 2.7L/kg. Moxifloxacin is widely distributed throughout the body, with
tissue concentrations often exceeding plasma concentrations. Moxifloxacin has
been detected in the saliva, nasal and bronchial secretions, mucosa of the sinuses,
skin blister fluid, subcutaneous tissue, skeletal muscle, and abdominal tissues
and fluids following intravenous administration of 400mg dose.
Metabolism

Approximately 52% of an intravenous dose of moxifloxacin is metabolized via
glucuronide and sulfate conjugation. The cytochrome P450 system is not involved
in moxifloxacin metabolism and is not affected by moxifloxacin. The sulfate
conjugate (M1) accounts for approximately 38% of the dose and is eliminated
primarily in the feces. While glucuronide conjugate (M2) accounts for
approximately 14% of the dose which is excreted exclusively in the urine. Peak
plasma concentration of M2 are approximately 40% those of the parent drug,
while plasma concentrations of M1 are generally less than 10% those of
moxifloxacin.

GETMOXY (Moxifloxacin) IV can be administered intravenously for the entire
treatment duration. Alternatively, therapy may be initial intravenous administration,
followed by oral administration when clinically indicated.

Method of Administration

GETMOXY (Moxifloxacin) IV should be administered by intravenous infusion
only over a period of 60 minutes. It is not intended for intra-arterial, intramuscular,
intrathecal, intraperitoneal or subcutaneous administration.

Additives or other medications should not be added to GETMOXY (Moxifloxacin)
IV or infused simultancously through the same intravenous line.
CAUTION: Rapid or bolus intravenous infusion must be avoided.
ADVERSE REACTIONS

Following are the adverse effects reported with moxifloxacin

Common:

Mycotic superinfections, headache, dizziness, QT prolongation in patients with
hypokalemia, nausea, vomiting, gastrointestinal and abdominal pains, diarrhea,
increase in transaminases, injection and infusion site reactions.
Uncommon:

Anemia, leukopenia, neutropenia, thrombocytopenia, thrombocythemia,
prothrombin time prolonged/INR increased, allergic reaction, pruritus, rash,
urticaria, blood eosinophilia, hyperlipidemia, anxiety reactions, psychomotor
hyperactivity/agitation, par- and dysesthesia, taste disorders (incl. ageusia in very
rare cases), confusion and disorientation, sleep disorders, tremor, vertigo,
somnolence, visual disturbances (esp in the course of CNS reactions), QT
prolongation, palpitations tachycardia, vasodilatation, dyspnea (including asthmatic
conditions), anorexia, constipation, dyspepsia, flatulence, gastroenteritis (excl.
erosive gastroenteritis), increased amylase, hepatic impairment (incl. LDH
increase), i sed bilirubin, i sed gamma-glutamyl-transferase, increase
in blood alkaline phosphatase, arthralgia, myalgia, dehydration (caused by diarrhea
or reduced fluid intake), feeling unwell, unspecific pain, sweating, infusion site
(thrombo-) phlebitis.




Rare:
Abnormal Thromboplastin level, anaphylactic/anaphylactoid reaction,
allergic edema/angioedema (incl. laryngeal edema, potentially life threatening),
hyperglycemia, hyperuricemia, emotional lability, depression (in very rare cases
potentially culminating in self-endangering behaviour), hallucinations,
hypoesthesia, smell disorders (incl. anosmia), abnormal dreams, disturbed
coordination (incl. gait disturbances, esp. due to dizziness or vertigo; in very rare
cases leading to fall with injuries, esp. in elderly) seizures of various clinical
manifesta-tions (incl. grand mal convulsions), disturbed attention, speech disorders,
amnesia, tinnitus, ventricular tachyarrhythmias, syncope, hypertension,
hypotension, dysphagia, stomatitis, antibiotic associated colitis (in very rare cases
associated with life threatening complications), jaundice, hepatitis (predominantly
cholestatic), tendonitis, increased muscle tone and cramping, renal impairment,
renal failure (due to dehydration esp. in elderly with pre-existing renal disorders),
edema.
Very Rare:
Prothrombin level increased/INR decreased, prothrombin level/INR abnormal,
anaphylactic/anaphylactoid shock (potentially life threatening), psychiatric
disorders, depersonalization, psychotic reactions (potentially culminating in self-
endangering behaviour), hyperesthesia, unspecified arrhythmias, torsade de
Pointes, cardiac arrest (especially in patients with severe underlying proarrhythmic
conditions such as clinically significant bradycardia, acute myocardial ischemia),
fulminant hepatitis potentially leading to life-threatening liver failure (including
fatal cases), bullous skin reactions like Stevens-Johnson-Syndrome or toxic
epidermal necrolysis (potentially life threatening), tendon rupture, arthritis gait
disturbance (caused by muscular, tendon or joint symptoms) exacerbation of
symptoms of myasthenia gravis.
Inform doctors with side effects when using medicine.
CONTRAINDICATIONS
Moxifloxacin is contraindicated in:
- Patients with a history of hypersensitivity to moxifloxacin or any member of
the quinolones class of antimicrobial agents.
- Pediatric patients, adolescents (less than 18 years of age).
- Pregnant and lactating women.
Moxifloxacin should be avoided in patients with known prolongation of the
QT interval, with uncorrected hypokalemia and patients receiving Class IA
(quinidine, procainamide) and Class III (amiodarone, sotalol) antiarrhythmic
agents.
PRECAUTIONS
- Moxifloxacin should be used with caution in patients with ongoing
proarrhythmic conditions, such as bradycardia or acute myocardial ischemia.
Anaphylactic reactions in very rare instances can progress to a life threatening
shock, in some instances after the first administration. In these cases the
treatment with moxifloxacin must be discontinued, medical treatment (e.g.
treatment for shock) is required.
- As with all quinolones, moxifloxacin should be used with caution in patients
with known or suspected CNS disorders or in the presence of other risk factors
that may predispose to seizures or lower the threshold.
Moxifloxacin should be used with caution in patients with myasthenia gravis
because the symptoms can be exacerbated.
Patients should be advised to contact their doctor prior to continuing treatment
if signs and symptoms of hepatic disease develop such as rapidly developing
asthenia associated with jaundice, dark urine, bleeding tendency or hepatic
encephalopathy. Liver function tests/investigations should be performed in
cases where indications of liver dysfunction occur.
- Antibiotic associated colitis has been reported with the use of broad-spectrum
antibiotics including moxifloxacin and may range in severity from mild
diarrhea to fatal colitis. Therefore it is important to consider this diagnosis
in patients who develop serious diarrhea in association with the use of
moxifloxacin. If antibiotic associated colitis is suspected or confirmed, ongoing
treatment with antibacterial agents, including moxifloxacin, should be
discontinued and adequate therapeutic measures should be initiated immediately.
Drugs inhibiting peristalsis are contraindicated in this situation.
Quinolones may cause central nervous system (CNS) events, including
nervousness, agitation, insomnia, anxiety, nightmares or paranoia.
As the magnitude of QT prolongation may increase with increasing
concentrations of the drug, the recommended dose and the infusion rate
(400mg within 60 minutes) should not be exceeded.
- Moxifloxacin should be used with caution in patients with liver cirrhosis as
pre-existing QT prolongation in these patients cannot be excluded.
Tendon inflammation and rupture may occur with quinolone therapy, particularly
in elderly patients and in those treated concurrently with corticosteroids. At
the first sign of pain or inflammation, patients should discontinue treatment
and rest the affected limbs.
Quinolones have been shown to cause photosensitivity reactions in patients.
Patients should be advised to avoid extensive exposure to either UV irradiation
or sunlight.
Cases of bullous skin reactions like Stevens-Johnson syndrome or toxic

epidermal necrolysis can occur due to use of moxifloxacin. Patients should
be advised to contact their doctor immediately prior to continuing treatment
if skin and/or mucosal reactions occur.

In patients for whom sodium intake is of medical concern (patients with
congestive heart failure, renal failure, nephrotic syndrome, etc.) the additional
sodium load of the solution for infusion should be taken into account.
DRUG INTERACTIONS

Anticoagulants:

Concomitant administration of anticoagulants with moxifloxacin may cause an
increase in the anticoagulant activity. Therefore, INR monitoring should be
performed and if necessary, the oral anticoagulant dosage should be adjusted as
appropriate.

Nonsteroidal anti-inflammatory drugs (NSAIDs):

The concomitant administration of an NSAID with a quinolone may increase
the risks of CNS stimulation and convulsions.

Cisapride, erythromycin, anti-psychotics and tricyclic antidepressants
An additive effect of moxifloxacin and drugs that prolong the QT interval such
as cisapride, erythromycin, anti-psychotics and tricyclic antidepressants cannot
be excluded; therefore moxifloxacin should be used with caution when given
concurrently with these drugs.

Morphine:

Parental administration of morphine with moxifloxacin did not reduce the oral
bioavailability of moxifloxacin and only slightly decreased Cmax (17%).
Atenolol:

The pharmacokinetics of atenolol are not significantly altered by moxifloxacin.
Following single dose administration in healthy subjects AUC was marginally
increased (by approximately 4%) and peak concentrations were decreased by
10%.

Digoxin:

The pharmacokinetics of digoxin are not significantly influenced by moxifloxacin
and vice versa. After repeated dosing in healthy volunteers, moxifloxacin increased
Cmax of digoxin by approximately 30% at steady state without affecting AUC
or trough levels.

OVERDOSAGE

In the event of overdosage it is recommended that appropriate supportive care
including ECG measurements should be instituted as dictated by the patient?s
clinical status. The use of charcoal early after oral administration may be useful
to prevent excessive increase of systemic exposure to moxifloxacin in cases of
overdosage.

STORAGE

Store in well closed container at temp 25°C . Protect from sunlight.

Do not refrigerate or freeze.

EXPIRY: 24 months from the manufacturing date.

HOW SUPPLIED: 250mL vial / box.

SPECIFICATION: Manufacturer.

‘WARNING:

- Read carefully the leaflet before use.

For further information, please contact your doctor.

This drug is used only by doctor’s prescription.

Keep out of reach of children.

Manufactured by:

@II pct?\ aertrnza 29-30/27,

(PYT)LIMITED | KILA., Karachi,
www.getzpharma.com | Pakistan

VNO01-200005959




Thude ks toa

GETMOXY Dung dich tiém truyén 400mg/250mL
Moxifloxacin Hydrochloride twong duong 400mg Moxifloxacin

THANH PHAN

Mgilo 250mL chira:

Hoat chat: Moxilloxacin hydrochloride wong duong 400mg Moxifloxacin

Ti dwpe: Natri chloride, Hydrochloric acid, Natri hydroxide, Nudc ct pha

tigm.

COCHETACDONG

Moxitloxacin ¢ tic dung dist khudn, hoat phd réng wén vi khuan gram

duong va gram dm. Moxilloxacin 6 1ac dung diét khuan nhd Ge ché DNA

gyrase { men tnpmwlm.la D) va topoisomerase TV, rét edn thit cho vige

tdi tao, sao dup Vi stra chita va tdi k&t hgp DNA ciia vi khudn. Nhd ¢6 nita

C8- mvthuxy 26p phin gia tng tic dung dift ktmdn vi giam kha ning bifn

dbi cua vi khudn gram duong. Do co ché thc dong ciia 8-fluroquinolons

khae v6i nhom aminoglycoside, beta-lactam, macrolide hode tetracycline.

Khéng e6 su dé khang chéo cia vi khudn vai quinolon.

i hoe . i

a Moxifloxacin rdng v ¢6 hoat tinh 1&n da s6 cic dong vi khudn sau
g cainvitro va in vive.

Vi khudn gram dirong wa khi

Staphylococcus aureus (Nhay cam methicilliny

Streptocoscus pneumoniac {chiing nhay cam penicillin), Streptococcus

pyogenes, Streptococcus anginosus, Streptococeus constellatus,

Gardnerella vaginalis, Streptococcus milleri, Streptococeus mitior,

Sueptococcus agalacliae, Streplococeus dysgalactiae,  Staphylococeus

cohnii, Staphylococcus epidermidis, Staphylococcus haemolyticus,

Staphylococeus hominis, Staphylococeus saprophyticus, Staphylococeus

simulans, Corynebacterium diphtheriae, Enterococcus faecalis*

{Vancomyein, Chting nhay cdm gentamicin)

Vi khuin gram dm wa khi

Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiclla

pneumoniae, Moraxella catarrhalis (ké ¢ chung duong va dm -lactamase),

Enterobacter cloacae, BEscherichia coli, Protsus mirabilis, Klebsiella

pneumoniae, Bordetella pertussis, Klebsiella oxytoca, Enterobacter

aerogenes, Enterobacter agglomerans, Enterobacter intermedius,

Enterobacter sakazakii, Proteus vulgaris, Morganella morganii,

Providenciarettgeri, Provideneia stuartii,

Nhirng visinh vit khong dién hinh

Chlamydia pneumoniae, Chlamydia trachomatis, Mycoplasma

pheumoniae, Mycoplasma hominis, Mycoplasma genitalum, Legionella

pneumophila, Coxiclla burnetti

Vikhuin ky khi

Bacteroides distasonis, Bacteroides eggerthii, Bacteroides frs

Bacteroides ovatus, Bacteroides thelaiotaomicron, Bacteroides uniformis,

Fusobacterium  spp., Peptostreptococeus spp., Porphyromonas  spp.,

Porphyromonas anaerobius Porphyromonas asaccharolyticus

Porphyromonas  magnus, Prevotella spp., Propionibacterium  spp.,

Clostridium perfringens, Clostridium ramosum

DUT)'C DONGHOC

Hap thu:

Sau khi tidm truydn lidu don 400mg trong 1 gid, ndng d6 dinh khodng

41mg/L, k& thite tiém truy«,n ndng rong huydt arong tang trung binh

khoanyg 26% so v6i dung bing duong uéng. Sau khi tiém truyén lidu da

(Lruyen trong | gid) nong d6 dinh va nunﬂ d6 ddy rong huyLL luong o giai

doan on dinh ( 400mg mdi ngay) 1an lugt khodng 4,1 dén 5,9mg/L vi 0,43

3én0,84mg/L.

Phin bé: o .

Moxifloxaein gin két véi protein huyét thanh khoing 30-50%, khong phu

thude ndng d9. Thé tich phén, bé cia Moxifloxacin khoang wr 1,7 dén

2,7L/kg. Moxifloxacin phan bd rong khip co thé, vi ndng dd trong md

thudng vugt qua nona d6 trong huyCt twong. Moxifloxacin duge tim thay

trong nuée bot, dich tidt mii va phé quan, niém mac xoang, dich myn nude

&da, dichlotlép bidumé, coxuong, vamod bung.

Chuyén héa

Khonna 52% tiém tinh mach Moxifloxacin bién d3i thanh dang két hop

glucuronide va sulphate. H¢ thing cytochrome P450 khong Ticn quan dén

chuyén héa va khong dnh hueng béi Moxitloxacin. Dang kéthep véi

sulphate (M1) chiém khoang 38% lidu, duge bai tidt chi yéu trong phén.
Trong khi, dang két hop véi glmumnuL (M2) chifm khodng I4% lidw,
duge bai tut hodn toan trong nuée ticu. Néng 4§ dinh rong huyét twong clia
M2 khodang 40% , trong khindng 46 trong huyet twong M1 ithon 10%.

Thai trir

Thai gian bin hiy thude trong huyét twong khodng 12 gid. Ton«7 56 thanh
thai ctia co th trung binh khoang 179 dén 246mL/ phiit. Téng s& thanh thai
thén khodng 24-53mL/phut, thude tdi hip thu mge phin qua ong than.
Khoéng 45% lidu Moxitloxacin tiém tinh mach duge bai tigt dudi dung
khong’dm ( khoang 20% rong nude Lidu va khoang 25% rong phin).
CHIDINH

GETMOXY (Moxifloxacin) tiém tinh mach duge chi dinh 4é didu tri &
ngudi lGn (= 18 wdi) nhidm khudn nhe, trung binh va ning gy ra do nhing
dong vikhudn nhay cam sau:

Viém xoang cap do vi Kkhudn

Dot cAp cliaviém phé quén man do vikhudn.

phéi mic - phéi trong cong ddng

triing cdu trie dava da khong bién ching

tring trong bynyg bién cé chimg.

Nhigm tring cau e da v da b bién chimg

LIEU LUONGV ACACHDUNG

Tidm teuydn tinh mach Getmoxy 400mg/250mL, 11dn ngay. Thai gian didu
trf tu theo mite 46 banh hay dip tng 1m sing. Khuyén thisi gian didu

khoéng duge vugt qui
Nhiém khudn Lidu dung hang ngdy | Théi gian didu uj

Viém xoang ¢dp do vi khudn 400mg 7 ngay
Dot chp ciia vidm phé A00m 510 nex
quan man do vi kKhuan. 8 g
Vigm phoi méc phai rong 400mg 714 ngdy
cong dong °
Nhidm triing cdu trie da )

e 400myg 7 ngi
va da khong bign chiing e sty
Nhidm tring cu trie da 5

£ 400 7-21 nga
va da ¢6 bién chitng me Y
Nhidm tring trong bung A00m 5. 14 ngay
o6 bién ching e e

Cietmoxy tidm tinh mach ¢6 thé dung trong subt thii gian didu wi. Lidu
phép 6 thé bit diu bing tidm tinh mach, sau d6 udng khi duge chi dinh 1am
sdny.

Ciachdung

Getmoxy nén duge truyén tinh mach trén khoang 60 phat . Khéng duge
tidm trong ddng mach, tiém bép, trong vo, trong mang bung hode dudi da.
Khéng nén tidm hojde truytn thube khic véi Getmoxy cling chung day
truyélm

Thén trong: Nén trinh tiém mach nhanh.

TACDUNG PHU

Cée ph;in ung phy sau 43 duge bao cdo

Phin & tmg phu thwong gip

Boi nhifm ndm, nhire dau hoa mit, QT kéo dai & nhitng bénh nhin bi giam
Kali huyd(, non, budn non, tidu hoa va dau bung, Lidu chay, ting
transaminase, phan tng vi o tiém.

Phin dng phuitgip

Thifu mau, gidm bach cdu, giam bach ¢Au trung tinh, gi;im qung tidu cau,
tang thoi gian kéo dai pmthmmbm/ INR, phdn ting d1 tmyg, ngiia, phdt ban,
miy day, ting bach cdu ua eosin, ting lipid huyet, lo Lmu tAm Lhm vin
don" tang hoat dong/ kich dong, di cam/ loan cam, 81 lg‘_m vi gide An lon,
mét phuong hudng, roi loan gidc nga, run, hoa mat, buon nga, roi loan thi
gide, kéo dai QT, ddnh tr6ng nguee, tim ddp nhanh, kho the, chén dn, tdo bon,




kho tigu, ddy hoi, viém da diy, ting amylase, suy gan, ting bilirubin, ting
gamma glutarryl transfi , ting men - phosphate alkaline trong mdu, dau
khdp, dau co, khe nude, cam thay khing khoe, dau khéng rd rang, 46 mo
héi, viém tinh mach.

Phiningphy hiém khi XAyra

Bt thudng nong do thmmboplabtm phan Ging qua min, phiy/ phu mach,
tang duling huyd tang uric mau, bt § on V& cam xt, suy nhuge, 4o giac,
gidm cam gide, 161 logn mui, gidc mo bét thudng, réi loan phdi hep, dong
kinh bh.u hign ldll] sany thay d6i, 161 logn ngdn tlr, hay quén, U tai, nhanh nhi
Lhét, l'l“dL can I1uy\.L ap, ha huve ap, kho nudl, vidm da day, viém rud kétdo
khing smh, vang da, viém gan, viém gin, ting co 4m thanh, co cung co, suy
thin, suy gan,phu.

Phan ing phu rit hiém khixay ra .

Tang prothrombin/ giam INR, prothrombin/INR binh thudng, sbc qui min,
vSi loan tam than hoe, mAt nhan cach, ting cam xie, loan n]np khong dic
higu, ngling tim, viém gan bao phat ¢6 thé de doa tinh mang do suy gan, phin
tng bong rdp ngoai da gidng hii chimy Stevens-Johnson hode hoai trbicu
bi do ddc tinh, dit gin, viém khdp, roi loan déng di, [Am trdm trong them
nhiing tridu ching nhuge co.

Thong bio cho bic stnhing tic dung phy khi dimgthm‘i’c.

CHONG CHIDINH

Moxitloxacin ghong chi dinh gnhiimg bénh nhan sau:

Bénh nhén qud man cdm véi moxifloxacin hodc quinolone khae va véi bét
¢t thanh phan nao chia thude.

Tré em, thiéu nién dang ting trwémg  tré dudi 18 tudi)

Phunt mang thai va dangcho conbui .

Bénh nhin e khoang QT kéo dai, dde bidt giam kali huyCtkhdng cai thifn,
bénh nhin dang udng thuoe chong loan nhip thude nhém IA (quinidine,
procainamide) hode nhom ITT {aminodarone, sotalol).

THANTRONG

Moxifloxacin né

&n st dyng thin trong & nhitng bénh nhan loan nhip tim tién
trién nhwr nhip tim chdm hode thidu mdu cye bd oo tim (.dp tinh.

Phén tmg phan vé rat hism khi xay ra sau khi ding thude 1in diu c6 thé din
16i shock de doa Linh mang. Trong nhiing wudng hop ndy phai ngiing thude
va phai didutri { vi du nhu chng sde) néu can.

Nhu tat ¢d cde quinolone, moxifloxacin nén st dung thin trong & nhiing
binh nhin nghi ngd c6 nhimg bénh ly dn kinh trung wong hodce ¢ thé
lam khéi phat dong kinh hay ha thip ngudng dényg kinh.

Sir dung thude thin trong véi nhitng bénh nhin bi chitng nhuge eo bdi vi
nhiing trigu phL']:ng cothéndngthdm.

Bénh nhan nén hoi y kién bde si prade khi iép e didu o ndu ddu higu va
Lhung clia bérth gan tién wién nhir suy nhwge nhanh chéng do vang da,
nuge tiéu ddm miu, xuhuéng chay miuhode bénh nio gan.

Kiém tra chite ndng gan nén duoe tién hanh trong trudsng hop di loan chie
ndng gan xdy ra.

Viém dai wang ¢b gia mac da duge bio cdo khi sw dung khang sinh phd
rong. Vi th, dleu quan trong 13 phai nghi dén chin dodn ndy ¢ nhitng benh
nhdn bj tiéu chay trim rong khi ding khéng sinh. Néu viém dai tear
mac nghi ngd hojde xéc dinh do khing sinh, nén ngung didu trj va Lién hanh
¢4 bign phap didu tri phit hup ngay Iap tivc. Thude (e ché nhu ddng chdng
chidinh wong trudmg hgp ndy.

Quinolone ¢b thé gy the dung phu trén hé thin kinh trung wong nhu inh
trang kich dng, lo au, mAt ngd, lo ling, con 4c méng hodc bénh hoang
wong.

B§ 16n cha sy kéo dai khuémg QT o thd b tdng IEn cling voi sy ting nfmgd{)
thube. Do dd khéng nén vargt qud Su st dyng da dwge khuyén cdo.

St dung thude thin trong véi nhiing bénh nhdn bi xo gan vi nhitng bénh
nhin ¢6 khoang QT dai khdng thé loai bo duoe.

Viém gan va dut gin oo thé xay ra khi didutri haruY quinolone, déc bigt trén
bénh nhﬁn‘g vi nhfxng ngudi dang didu trj véi Lomcostsmid. Khi thiy ¢6
dau higu dau tién ctia dau va viém, bnh nhan nén ngung ding thube va nghi
ngoi cae chibi tc dong.

Quinolone ¢ thé gdy phin tng nhay cam véi dnh sing. Bénh nhin nén trinh
phai nang hodc duditia UV.

Nhitng tredng hop bong rép trén da nhw hdi chitng Steven-Tohnson hode
hoai o bicu bi do de tinh ¢6 the xdy ra khi sir dung moxifloxacin. Bénh
nthdn nén thong bao cho bac s ngay trude khi tidp tue dicu tri néu xay ra phan
ung trén da.

Bénh nhan dang ding thude lign quan dén natri (bénh nhan bj suy tim sung

huyét‘ suy thén, hdi ching thin hu), nén phai tinh dén lugng natri thém vio

thi dung dung dich tiém truyén,

TUONGTACTHUOC

Khang dung

Dung ddng thai thude khang dnng véi Moxifloxacin 6 thé gdy ting hoat

tmhvkhang dong. Vithé, nqu ¢An thidt nén theo doi TNR, nén didu chinh lidu

thude khing déng duémgudng cho phihop.

Thube khing viém khong steroid

Ding ddng thoi thude khang viém khéng steroid véi quinolone c6 thé gay

ting nguy co kich thich hé than kinh trung uong va co giat.

Cisapride, erythromyin, thube ohita tim thin va tricyelic phonut: am cdm

C6 thé khdng ngin can durge tie dung cong ciia Moxifloxacin vai cdc thude

lam kéo dai khodng QT nhu Cisapride, erythromycin, thudc chita tAm thin

v lrieyelic ehdng wim cam, vi thé cAn than trong khi s&r dung ddng thai

Maoxifloxacin véi cac thude trén.

Morphin

Dung Morphin véi Moxifloxacin khéng lam gidm sinh khd dung cuia

Moxitloxacin dudmng uong, chi ting nhe Cmax ( 17%).

Atenolol R

Duge dbng hoe  cha Atenolal thay dbi khong dang ké khi ding véi

Moxifloxacin. Ding lidu don & ngudi tinh nguyén khdc manh, dién tich

dudi dudng cong cao hon ( khoing 4%) vindng 35 dinh giam khoang 10%.

Digoxin .

Duge ddng hoc cua Digoxin anh huong khong ddng k& khi dung véi

Moxifloxacin va nguoe lai. Sau khi ding lidu lap lai & ngudi tinh nguyén

khée manh, Moxifloxacin ting ndng d) dinh wia Digoxin khodng 30% &

trang thdi 5n dinh ma khéng inh huéng di¢n tich dudi dudmg cong hode

néng 36 diy.

QUALIEU

Khuycn trong trudng hop qud licu, dung bign phdp hd trg thich hop nhur do
{ntam a8 tiy theo tinh trang 1am sang cita bénh nhan . Trong truémg hop

qué lidu Moxifloxacin, ding than hoat tinh sém cé thé hiru ich 42 ngin

chin ting qui niie anh hudng ton than.

BAOQUAN

Nhigt 5 duéi 25°C. Trnhinh sdng va trinh Am.

Khéng nén dé lanh hode [am déng.

Bé thude trong hap.

TTEU CHUAN: Nha san xuét

HAN I)UNG: 24 thang k& tirngay san xudt

TRINHBAY: 250mL/lo/hdp

LOIKHUYEN:

- Dockyhuing diin sir dung truée khi dimg.

- Néu can thém thing tin, xin hé

- TI]uoc nay chiding theo sy ké don ciia th{iy thude.

- Dixatimtay tré em.

Manufactured by:

(((;: Getz
Il pharmaj?2930027

(PvTmLIMITED | KILA., Karachi,
www.getzpharma.com | Pakistan




