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Megaxin Tablets Megaxin IV
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Film Coated Tablets Solution for Infusion

Moxifloxacin (as hydrochloride) 400 mg Moxifloxacin 400 mg/250 mL
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Megaxin IV:

Megaxin IV is indicated for the treatment of adults (>18 years of age) with Community Acquired Pneumonia
caused by streptococcus pneumoniae, haemophilus influenzae, moraxella catarrhalis, staphylococcus
aureus, klebsiella pneumoniae, mycoplasma pneumoniae or chlamydia pneumoniae and Complicated skin
and skin Structure Infections caused by methicillin susceptible staphylococcus aureus, escherichia coli,
klebsiella pneumoniae or enterobacter cloacae.

Appropriate culture and susceptibility tests should be performed before treatment in order to isolate and
identify organisms causing infection and to determine their susceptibility to moxifloxacin.

Therapy with Megaxin may be initiated before results of these tests are known; once results become
available, appropriate therapy should be continued.

Megaxin Tablets:

For the treatment of the following bacterial infections in patients of 18 years and older

* Respiratory infections:

- Uncomplicated Acute bacterial sinusitis (ABS)

- Acute exacerbations of chronic bronchitis (AECB)

Megaxin tablets should be used to treat adequately diagnosed ABS and AECB only when it is considered
inappropriate to use antibacterial agents that are commonly recommended for the initial treatment of these
infections or when these have failed to resolve the infection.

- Community acquired pneumonia, except severe cases.

Megaxin tablets should be used only when it is considered inappropriate to use antibacterial agents that are
commonly recommended for the initial treatment of this infection.

» Community-acquired spontaneous and wound infections of the skin and skin structure.

Appropriate culture and susceptibility tests should be performed before treatment in order to isolate and
identify organisms causing infection and to determine their susceptibility to moxifloxacin. Therapy with
Megaxin tablets may be initiated before results of these tests are known; once results become available,
appropriate therapy should be continued.

Consideration should be given to official guidance on the appropriate use of antibacterial agents.
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4. CLINICAL PARTICULARS

4.4  Special warnings and precautions for use

Patients predisposed to seizures

Quinolones are known to trigger seizures. Use should be with caution in patients with CNS disorders or in
the presence of other risk factors which may predispose to seizures or lower the seizure threshold. In case of
seizures, treatment with moxifloxacin should be discontinued and appropriate measures instituted.

Psychiatric reactions

Psychiatric reactions may occur even after the first administration of quinolones, including moxifloxacin. In
very rare cases depression or psychotic reactions have progressed to suicidal thoughts and self-injurious
behaviour such as suicide attempts (see section 4.8). In the event that the patient develops these reactions,
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moxifloxacin should be discontinued, and appropriate measures instituted. Caution is recommended if
moxifloxacin is to be used in psychotic patients or in patients with history of psychiatric disease.

Dysalycemia
As with all fluoroquinolones, disturbances in blood glucose, including both hypoglycaemia and

hyperglycemia have been reported with moxifloxacin (see section 4.8). In moxifloxacin-treated patients,
dysalycemia occurred predominantly in elderly diabetic patients receiving concomitant treatment with an
oral hypoglycemic agent (e.g. sulfonylurea) or with insulin. Cases of hypoglycaemic coma have been
reported. In diabetic patients, careful monitoring of blood glucose is recommended.

571mn 3 Tiny



BAYER

aAm<>w

NI'720 'ozNAN V'WONA W PXY [1i7va DRIDTYN

N9NNA wIM'wn 1947 (2

AN TIVRY? N'7'ON A9INNN -N9NNA W DfanINan PN 7Y awn yTn

AW 11X ,D'M'0N DMDI0YT NIZ0-'K 17 W' 1D 17 XONN 'T-7V 17 1NN DX 9T RHR-AU7 A 1-68-a70annu-»

720 'opPNan N7'01 197 17w X9Nn Dy
PN n710" pxya X0 nid ,noixn 0720 221 (DAt 23) hma 7m'' 1-n nind n7'on It noinn

?091NN2 wnnwn 1D (3

[11'M7 Ya112 NIV 'R DX NPNN IR X9NN DY PITAY 17V .0RN0 IR RO9NN NIRIINT DRNNA T'AN 1'WONA WNnwng v
2'WONA 71900 |9INI

a7'010 NIy
now/nrn/nwnd a7 yTn 'R .0w'7a7 nifsaon

190N 1NX7 MNI' 210 WANY 7'NNN NNKR DX 02,1910 TV 719'00 170N DX D'7UNY 21IWN .DIN'TD 2102 17N 71900 0T
217V Jaxnw IR ITNYT 717V DI, POI7NYT X9 X7 YW DINMTAW DN TR DTN IT N9NN 7107 2'09N DX .0'N!
NP'OIMM0IRYG NITNAY XY 2190 ANRE,MNNY

AFUAHOINA-NOPA-ANYTU SN D122 [12'n NIYVA D701 DX

N9NNN NTIXR NX XANI 071N N9 |1 TNY IR KDY T N1 ,N9NNN A T7' Y721 NIY0a DX IX N NIn 1701 DX
AN

N91NNA NX 710" NNDY DX

N7 DI'N INIRD NINN DX NPI7 J2'K OX .DI'NINIRY NDTNIWD T NIn 72100 W WNTN AT D9NNN DX 7107 NNow DX
TX'D NIV JI'R DX .TNX DI NI'220 'OZXRAN 7W NNK NINN NI NN 78 .NNNnY? (DNX 0'720) Y79 7900 jnmn nx
NN IR X91N DY YY'NN N9NNN DX 71077

N9 T2y Yniaw 193 719'02 T'anaY? Wt

HOWA-BHOT T RN A HOW YA RN BN-BA R0 HOAA- RO OORT- AR AT X

51mn 4 Tiny



f

RPN AN RO HI IIN-THO PRI Y0 O PN T HTAY
X117 niyoIn (4

PAWANRAT RN .D'YUNNYNNNA 7702 'RI7 NIYSINYT DNA7 717V NIM720 'opRand win'yin ,NdNN 751 nd
.[NN NNX XN 71200 K7W DN NHA-RHUSH

.NLN NILIISN NI'7AV |'O?XAN2 219'0n ']'7[1)’33. 19¥1Y NI NIMYIN NN NIYSIN

'NAN NNIX O RTINS AT RRTFRY-PRUWHSAS TR YRR T-Mo-Ar v pogan- v pooa

QINT 'XIDN YIW'? EITNY PNV (1101 ,T'N 17V X9117 1191 ni'7av jrogxan 7107 poosa

NINQN TIYN MNXAY NISINNN 1AXN2 DIONDY IN7wW1 DI17VN
https://www.old.health.gov.il/units/pharmacy/trufot/index.asp
.09-7626700 1970 ,;Nwn TIn 36 waNn ‘N1 L,78IW 1R NNANY 019 Y'Y 0109 TN 07377 1N

,N2711

ryel/Mall el

5imn 5 Tiny


https://www.old.health.gov.il/units/pharmacy/trufot/index.asp

