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Streptococcus pneumoniae, Haemophilus influenzae, Haemophillus parainfluenzae %138 Moraxella
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pneumoniae (SAINVNANUSNABAD penicillin), Haemophilus influenzae, Heamophilus parainfluenzae,
Klebsiella pneumoniae, Moraxella catarrhalis, Chlamydia pneumoniae, Legionella pneumophila 138

Mycoplasma pneumonia

¥
= =)

4. dapaniauannishindalulsanenuna ARAWRANIAINITE methicillin — susceptible
Staphylococcus aureus, Pseudomonas aeruginosa, Serratia marcescen, Escherichia coli , Klebsiella
, . , 4 . pRpR P aa 1
pneumoniae, Heamophilus influenzae 138 Staphylococcus pneumoniae TunsainuaIN1InIeAdTRNLS
uanu’ﬂi@ﬁﬂﬁﬂgﬁui@L@ud’]ﬁm% Pseudomonas aeruginosa Wiz 19kt anti-pseudomonal B-lactam
1 ¥
TINAIE
a ngl" a‘n %4 1 = 1 a o o a dal/ dl aid d’j
5. NFAALTDNHNINUY LT N ey ZENNALN NANLNBANLAL NITAALTANUNIALLNA %N@WLMQNW@’H’]L%@
Staphylococcus aureus 78 Streptococcus pyogenes
6. N3AALTANRINUILAZTATIRSNURIRINUINHNZUNTNGRY TIHAMENIANITS methicillin
- susceptible Staphylococcus aureus, Enterococcus faecalis, Streptococcus pyogenes Y38 Proteus
mirabilis
7. nshaEarassuUNGAUtAaNs R zunsndan  TaHAWMENNAINEe  Enterococcus
faecalis, Enterobacter cloacae, Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis,
Pseudomonas aeruginosa 38 Staphylococcus saprophyticus
8. FANENUNINANLALIZRSIRINNITAATALLATILEY NNANWRANIAINITE Escherichia coli,
Enterococcus faecalis 138 Staphylococcus epidermidis
9. ngaelAANLALLBAUNWAY NAA1MANIANES Escherichia coli
10. damanigudilsinsudandusve
. . [ a dgll o ¥ @ 1 (4 d'd
11. Third-line therapy ﬁ'm'i‘um'a‘mﬂmdlumzme':mmmmm"laL@nmumu ‘wummrz;mmn
I Helicobacter pylori W Levofloxacin-based Triple Therapy lunnssnenuuaiiinannisinde H.

pylori 18 Iagld5auriL proton pump inhibitor LAZENFUAATWALEN 1 1HA



6. YUNALNNLUSUN

° ui [ 4’!1! yd’ﬁ X ?/ a a o o ?-’/[5]
fmsulsalanantaun NVI?’]UL%’P]VIHJN&']L“E! SfulsemuAfeay 750 HAANTN 1WA 1 A

Flunjvzagilefiinisvauaadming 2*°
Tsafindo uaiild szuzmfildsner  vwafildhedu

INSaUNSNLEUREUNAY 750 1. Juaw 1 A%9 53y 750 .
vaonaudnausesaiSudundy 750 un. Suas 1 Ads 5 U 750 wn.
Jansniauannisinideluymey 750 un. Yuay 1 ads 57U 750 un.
Uonsniauannnsinidoly 750 un. Suaz 1 Ass 7-14 750 1.
JERIERITRG!

nsAneirnTiariasiadaves 75000, Suse 1 Ade 7-14 % 750 un.

RIMUININIZ NS N DY

NSAMVBITEUUMAUTEA Y 750 4n. YuaE 1 A9 5 U 750 un.
PAAMEWNSNTDU
NSl NLEULRUNGY 750 Un. a8y 1 A 5 U 750 un.
HUqendinsiauvadiaunnsag “ >

A1591N9UYB9e YUIANIS LTUIAS SN uIAN5ensesaly

dmiulsalnsayndniauieundy/ vaenaudnidusasenizuuuuidsundy Jaadniguannnisanie luyusw/

N13AAWaNIMLY daugnusnaniaulsadannsinlauuaiiise

9n5INTVIRATIOATY 50 - 80 Wa./u1M Lidesinsusurunvasnisivien

9nIINTVIRATOATY 20 - 49 wa. /Ui 500 . 250 un. 9N 24 Flug
gnsIMMIVIRATATY 10 - 19 ua./uM 500 . 250 un. 9N 48 Falug
Fuanftegluruiunis hemodialysis 500 un. 250 . 0 48 3l
Fuaeiogluruiums peritoneal dialysis 500 wA. 250 31n. W 48 Falus

dusun1sandaniavianazlasedsevesrRavenin1Nswnsndaw/ Yananduainn1sanwia lulsanenuia/ Yan

¥
=1

aniauaNNTAaYaluyuBy

gnsINsVIRATIeRtY 50 - 80 wa./u1M lidosiinisusurunvaenisivien

9nIINTVIRATOATY 20 - 49 wa./u1i 750 0. 750 un. 90 48 Falug
gnsIMMIVIRATATY 10 - 19 ua./uM 750 0. 500 1n. 9N 48 Falug
Fuanftegluruiunis hemodialysis 750 an. 500 . 0 48 3l
FUanitegluruiuns peritoneal dialysis 750 . 500 1. 0 48 Fla

n15AMLYAYRLsTUUNBulda1E RNz wnsngaw/ nsrelndnduRaunau
IMIINTVINATLBATULINNIUTBWINAY 20 wa./aund hidesdinisusuruinveenisiven
gnsINsvInATeAtY 10 - 19 wa. /Ui 250 wn. 250 1n. 9N 48 Falug

ANSARIBVRIsTUUMNBRutaa1znliin1zunsndau lidasdin1suSuruInve9INIS AN

NIEANIILAN serum creatinine FINITDAIUIUUIAN creatinine clearance 'ﬂ’m@lmﬁiﬂiﬂﬁ



t,lj‘ﬂ’]?_l : Creatinine Clearance (mL/min) = Weight (Kg) x (140-age)

72 x serum creatinine (mg/dL)
BWEPN : 0.85 x ATIANWIIA LT

A1 serum creatinine LAAITNADIUEZAINNNULBT LR

FUneisinsinuvesduunwias

lidesfimsuiuruinvesmsieniilesan levofloxacin ligniuasuuuasiidy usenazgndudiemala
Duwen 29
KUqegeany

Lidesdinmsusurwinvesnistienludgeeny widsesidsdianisviauvedadunan =

7. 385 kden

Levofloxacin @1unsnfutlsemuaninglidasaiiedsdiannung gilaeniuilszniuen levofloxacin Aas
o N T = LR = v 9 a D e =
IHsunshsteenaiieane  etlaanuldlitTasanrianududugwazifianisnasisesnanlulasainy

. - . o “ 2 . y o ’
posfutlsemuenatneties 2 dalue neuldenasnsa vise 2 daluandsannlianannsaniszneusae

= = = a = P | @ a_ a A A o e oa
wNnIEeN vireegiillen Tavehidszquon (1w 816M&N) sucralfate IMNNUITIN WTANARSUATLATH
amsndszneudan ssmaniTedinzd vise UWiwes didanosine (lugdentindmsuiininaneannam)
AWANTNBNRTLNIUNNIYATHEN levofloxacin aeinauIn asHa AN NduI8921 quinolonelus1annes

¥

nINFaINT

8. davNld

v g lugieenisydRuien levofloxacin ¥saangu quinolones fvau “

o [ @ 2]
9. ALAIRULASTDAITILI
a dl ¥ . v dld o @ A a A < [ A < <
1) AAsUANIALNNT e levofloxacin Tugtlheniitsedmiduiaunalng vizadudniay visalduuimnEy
2) AvsnaniaeNNIglden levofloxacin lugilheniilsedmdanailszamanian
3) maslden levofloxacin  maaadNszinszddludiaennsuviseasdenaaiuanuiinUnfvesszuy

szandaunane Teluunldulfninainisdinida seizure threshold A1ad W 12ANARAIADAZNDIAL

| 1
=

Juusd lanandn visatladedesdu o Nqalaliiineiniesdniise seizure threshold Anad i 81LNTHA
n1svinauaeslaunngey

4) pasvaniaenIslden levofloxacin Tugilaeiilszdnlsanansilogauuss filaanasiEneunnel
o A = v dg/ 1 :// J
Munundeainisnansitiasauuss saxviamglaanuan

5) AasuaniaeNIglden levofloxacin Tugilaeniaauliniiala QT interval 8103 wazludilany
puRaLnArasaan melas 1w niacliunadnlunensn uaznislasueangs antiarrhythmic class 1A

(1 quinidine, procainamide) 1178 class Il (114 amiodarones, sotalol)



ALFAUAINLSENIANSENTAIEITUGY (AU 39)°

1. Fnld lugthenunanil s lungueadlulausapu
A & = v a dl % dgj
2. arasassruazasszasliuny navaniaseng gl
y Ay ad X = - | G o A A 3y 9 el
3. winldentiudofinuan aales thandnuille tandudeievsedenin Wrungaeuazilanmm

=

WANEILN
d’/ o v a o ] o v
sanfignamlfinadunmesasiu Tnls
5. TiAqsldenil vizavnnandulilddumnuszinsedsludiloeniaonintnfvesszuulszam
d9unana dadnesen1siine1n13dn Tneduiusiuaune il
6. antenamiiianduliiiola QT anauld Asmnssedinszdanisldenilugiaenfidaduidesia
nnzaanann 1 filhageany gilbalsnvinla Tnaanizdihantainisilaviutalng anudulanag
dihendszaullunaionluaansindnlng s
7. vaniaeng e ddaniuennvinlieaauliniiala QT 819au 1w engu antiarrhythmic class 1A
(1 quinidine, procainamide), class Il (114 amiodarone) &1 cisapride, &1 erythromycin, ﬂ’m@:ﬁJ
. . . . . £
antipsychotics, tricyclic antidepressants s
d” o 9Jdi v - . A dl a ] . .
8. #nie1ayn IHULALEILAR (phototoxicity reaction) UTBHUTUATULIY LOU Toxic Epidermal
Necrolysis, Steven-Johnson syndrome, Erythema Multiforme sy

I o o . ¥ ~ v e "
9. gnHanalnasanslatuklasszAviinaluaen Adzszdnsrdanisldlugiaeiuivonu

10. N9 ldentidaniy warfarin @19azian B4 warfarin

10. AumsNaeNnuenau g ©
1) N19liEN levofloxacin $anfiUENNgH antiarrhythmic class IA (1w quinidine, procainamide) 199
class Il (11 amiodarone, sotalol) M laaulnila QT en9diu
% . | o ai v a a =l al A o v =3
2) ﬂqﬁ‘ﬁlﬁﬂf] levofloxacin ?QNﬂUﬂq@ﬁﬂimmﬂizﬂﬂumrJﬂ ﬂ@JQJLuﬂN N8R LNNULTEEIN Wﬂﬁﬂﬁ‘i@msﬁmm
levofloxacin aARY
3) N3 138N levofloxacin $aNfLEN procainamide NN WANATITAREN procainamide FANTY WAZAINNT
AN4ALN procainamide aAad
¥ i | o o . . . o o o % A
4) n13l9en levofloxacin faNfLaNFnE ALY (1% insulin, glyburide) sz susinmaluaen
P P 2 K P 5 ¥ &
Lﬂ@ﬂuLLﬂ@ﬂiﬁ ?QNVNﬂ’]QZH’]W@lM@@@M’] LL@::ﬂ’]’Jqum@sLuLﬂﬂmgj\?

5) N3N levofloxacin $auiLeNNgN corticosteroids INANIALNIUAUSURALNANFUIL

9

(i Wudnay Wuuiady) Inaewnzludiageangnienguinng eo

3

6) N1313ie1N levofloxacin $ANAUNRRAATUINNE16MAN TAAUIIN WTa WIs1R vinTWN9aATHeN

levofloxacin anas



7) msliian levofloxacin sanduensunisanaulldamusens anaiuANIAL9IN1TNILEL
72 UULILAINAIUNANULATBINTTTN

8) n5l9e levofloxacin $anfueN warfarin 11797 prothrombin time 11121

11. AASNATTAWALAATTEUININUNLAS
aa & o o 1= =8 dld dld = aa &
asisainserd Ay Pregnancy Category C €dliiin1sAnwninisatuannpuaziiesne luassiagss
Yy XA o 4 o ve cx P -
avsldanilssndefinssfianizilelentandeaslfsudsslamiAnApnnidasietanaiunisnluasssd
i @
=l | D , o v 4% o = | = o=
aszszndngliunyms: 81 levofloxacin nszanadadngununla Hesnfiuareseinisliiedsracsd
v dl Yo %; o ?/ v a dl agl/ ¥ 95 A o =K K
Frausalumsnlafuiiug Asiuassingulanazuganisiaeaynsdastiunnuesizengaaiing Al

ANENATYTR9ENsaNTAn P

12. aansbdwedseaan
) sl ' &
21n19 lsiNeseaenNnuLias Ae
FLULNNUAUBINT: NaaAe (5%), ARULE (7%)
sULLTEAN: NEUATHE (3%), UNnAIHE (6% - 10%), uawlduall (4%)
12 d’ﬂl | % A
21n17 laiNesedeANseuse Ae
A o A 1 1 A A 1

sruunanaaanuaziiala: lsnvaanaanuaslvnltnes viealsrvaanidanuaslviojanans,
Nz langAERILNAY (0.1% — 1%), AdWlWANala QT 819@u, Torsades de pointes, #alaiaeans
WSIRALUNG (0.1% - 1%)

srUURAUNIT: Hulien, Stevens-Johnson syndrome

svuusianlivia: nozimaluaenge (0.1% - 1%)

szuLaen: lanmnasainlanszanele, Pancytopenia, Thrombocytopenia purpura

T FUANLAL, AUANLIAN

FTULNNANTIL: NguaIN1sui Anaphylactoid reaction, N9z R 1afiu (0.1% - 1%)

szuunANeuaznazgn: Tsandnuiliageuuseiiaanisniy, iuanana, iusniay (0.1% - 1%)

sruudsranm: duay, dadniluadnussla, nguainis Guillain-Barre syndrome, ANNARALNG,
Uaratlszamaniay, nzanuaululnsnziuandswegs, mnusulunzTnandssegs, 40 (0.1% - 1%)
AN A8LsTaINugAaan

ARAT: ANITND, TULATY (0.1% — 1%), NIWUARY (0.1% — 1%), UNATZWN, 19ARR, NN9&NAY
Ael

19: 1M1 (0.1% - 1%)



13. NS ASULMNUTUIALAEIBNI1T5NE ©
= a a o & dl ] o dl Yar a =l o A 1
annAnEMNEINen ludndmaans nuainsNd1Ay e lFFUEALINI ALLLIRELNAY AR NgNaINg
NNTLULUTLAMAIUNAG 1Y AUAY REUATHS BIARR TN PINNINIUAURINTRAUNR U Aauld Tas

ﬂ@ﬂﬂmﬂ\‘llﬁ‘ﬂuﬂ’]\‘]lﬁuﬂﬁﬁ'ﬁ

| |
A A

% a o ¥ v ¥ T~ o a 1

WalN3 i8N RIuIn A93NIN1381eed AdsldanannsaiatesiunIsRALKNA lNIZNIZaNNT 13JN

¥ a d‘ v o = 2/% n:i 1 ° o ¥ aa]
FNATUNBNRNISERATNSAT H‘]JQEIWJ?’&\‘]Lﬂﬁlﬂ’]ﬂ’]ﬁ‘LL@Zﬂ"Jﬁ‘Nﬂ’]ﬂﬂuWVIL‘VIS\IWZZQN VLNZQWNW?GﬂW@@H’W@QEIQﬁ

hemodialysis 39 peritoneal dialysis

14. AN1IENSLALS N

ALNQUNYRFAING 30 avAaaiias

'
A o ]

15. :J:"IJ HUUENLRSAUTIALTTINNITIUUNE

< & Al &
sluuven: adlandeuay
YUIAUFFA: LTINS Aluminium-Aluminium Blister wieaz 5 waz 10 Wa U399 lunaeanszans

NABNAY LAY 2 LY

16. TAUATNDELUDILNAR
UFENINTUNATNIIN AR (WUNT1)

S 1 9REALOUW 11 WINIINBUNT WAAUEILIY NTINNG 10230 Uszinalne

CHUMCHON AWyt 0-2943-0935-7 wn<: 0-2510-7874

17. Jusdnsunladsuilgaanans

12 NOAINEU 2563



LANAITAINLEINIHIDIN G

VEFLOX 750

1. Product Name

VEFLOX 750

2. Name and strength of active ingredient
Each film-coated tablet contains Levofloxacin hemihydrate 768.96 mg equivalent to Levofloxacin

750.00 mg

3. Product description
Pinkish orange, oblong, biconvex film-coated tablet. One side has incision, letter “VF” and “750”

on each side. Another side has the letter “Rx”.

4. Pharmacodynamic/Pharmacokinetics
4.1 Pharmacodynamic
Mechanism of action
Levofloxacin inhibits DNA-gyrase in susceptible organisms thereby inhibits relaxation of the
supercoiled DNA and promotes breakage of DNA standards. DNA gyrase (topoisomerase Il), is an
essential bacterial enzyme that maintains the superhelical structure of DNA and is requied for DNA
replication and transcription, DNA repair, recombination, and transposition. 2
4.2 Pharmacokinetics
Levofloxacin is rapidly absorbed from the Gl tract and absolute bioavailability is
approximately 99%. Peak plasma concentrations of levofloxacin usually are attained 1-2 hours after
an oral dose; steady state plasma concentrations are attained within 48 hours with once-daily
regimens. Levofloxacin is widely distributed into body tissues and fluids, including skin, blister fluid,
and lungs. Levofloxacin is distributed into cerebrospinal fluid (CSF). The drug is distributed into milk
following oral administration. Levofloxacin is 24-38% bound to serum proteins, principally albumin.
Levofloxacin undergoes limited metabolism to inactive metabolites. The drug is not metabolized by
cytochrome P-450 (CYP) isoenzymes. Levofloxacin is eliminated principally as unchanged drug in
urine by glomerular filtration and active tubular secretion. Approximately 87% of an oral dose is
eliminated in urine and less than 4% is eliminated in feces. The terminal elimination half-life of

levofloxacin is approximately 6-8 hours after oral administration. =



. . 1,2,3,4,5
5. Indication : !

Veflox 750 is indicated for the treatment of adults with mild, moderate, and severe infections
caused by susceptible strains of the designated microorganisms in the conditions listed below.

1. Acute sinusitis due to Streptococcus pneumoniae, Haemophilus influenzae, or Moraxella
catarrhalis.

2. Acute exacerbation of chronic bronchitis due to Staphylococus aureus, Streptococcus
pneumoniae, Haemophilus influenzae, Haemophillus parainfluenzae or Moraxella catarrhalis.

3. Community-acquired pneumonia due to Staphylococcus aureus, Streptococcus pneumoniae
(including penicillin-resistant strains), Haemophilus influenzae, Heamophilus parainfluenzae,
Klebsiella pneumoniae, Moraxella catarrhalis, Chlamydia pneumoniae, Legionella pneumophila or
Mycoplasma pneumoniae

4. Nosocomial pneumonia due to methicillin-susceptible Staphylococcus aureus, Pseudomonas
aeruginosa, Serratia marcescens, Escherichia coli, Klebsiella pneumoniae, Haemophilus
influenzae, or Streptococcus pneumoniae. Adjunctive therapy should be used as clinically
indicated. Where Pseudomonas aeruginosa is a documented or presumptive pathogen,
combination therapy with an anti-pseudomonal B-lactam is recommended.

5. Uncomplicated skin and skin structure infections (mild to moderate) including abscesses,
cellulitis, fruncles, impetigo, pyoderma, wound infections due to Staphylococcus aureus and
Streptococcus pyogenes.

6. Complicated skin and skin structure infections due to methicillin-susceptible Staphylococcus
aureus, Enterococcus faecalis, Streptococcus pyogenes or Proteus mirabilis.

7. Complicated urinary tract infections due to Enterococcus faecalis, Enterobacter cloacae,
Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Pseudomonas aeruginosa or
Staphylococcus saprophyticus.

8. Chronic bacterial prostatitis due to Escherichia coli, Enterococcus faecalis or Staphylococcus
epidermidis.

9. Acute pyelonephritis caused by Escherichia coli.

10. Empirical treatment for community acquired pneumonia most likely caused by organisms
susceptible to levofloxacin.

11. Third-line therapy for Helicobacter pylori Infection

Levofloxacin-based Triple Therapy: Levofloxacin, in combination with other antimicrobial agent
and proton pump inhibitor as triple therapy, is indicated for the treatment of patients with gastric

ulcer caused by Helicobacter pylori infection and duodenal ulcer disease.



6. Recommended Dose

For empirical treatment for community-acquired pneumonia: 750 mg once daily. =

Patients with normal renal function > ®
Infection Unit Dose Freq. Duration Daily Dose

Acute sinusitis 750 mg q24h 5 days 750 mg
Acute exacerbations of chronic 750 mg g24h 5 days 750 mg
bronchitis
Community-acquired pneumonia 750 mg q24h 5 days 750 mg
Nosocomial pneumonia 750 mg g24h 7-14  days 750 mg
Complicated skin and skin 750 mg g24h 7-14  days 750 mg
Structure infections
Complicated UTI 750 mg g24h 5 days 750 mg
Acute pyelonephritis 750 mg q24h 5 days 750 mg
Patients with impaired renal function 23,91

Renal Status Initial Dose Subsequent Dose

Acute sinusitis/ Acute exacerbation of chronic bronchitis/ Community-acquired pneumonia/

Uncomplicated skin and skin structure infections/ Chronic bacterial prostatitis

CLg from 50 to 80 mL/min No dosage adjustment required

CL g from 20 to 49 mL/min 500 mg 250 mg g 24 h
CL g from 10 to 19 mL/min 500 mg 250 mgg48h
Hemodialysis 500 mg 250 mgg48h
CAPD 500 mg 250 mgg48h
Complicated skin and skin structure infections / Nosocomial pneumonia / Community-acquired
pneumonia

CL g from 50 to 80 mL/min No dosage adjustment required

CL from 20 to 49 mL/min 750 mg 750 mg g 48 h
CL g from 10 to 19 mL/min 750 mg 500 mg g 48 h
Hemodialysis 750 mg 500 mgg48h
CAPD 750 mg 500 mgg48h
Complicated UTI/ Acute pyelonephritis

CLg =20 mL/min No dosage adjustment required

CL g from 10 to 19 mL/min 250 mg 250 mgg48h
Uncomplicated UTI No dosage adjustment required

CL_, = Creatinine Clearances; UTI = urinary tract infection
CAPD = Chronic ambulatory peritoneal dialysis

When only the serum creatinine is known, the following formula may be used to estimate creatinine clearance.



Men : Creatinine Clearance (mL/min) = Weight (Kg) x (140-age)

72 x serum creatinine (mg/dL)
Women : 0.85 x the value calculated for men.

The serum creatinine should represent a state of renal function.

Patients with impaired liver function:

No adjustment of dosage is required since levofloxacin is not metabolized to any relevant extent
by liver and is mainly excreted by kidneys. 2%
Elderly patient:

No adjustment of dosage is required in the elderly, other than that imposed by consideration

. 2,5
of renal function.®®

7. Mode of Administration

Levofloxacin is administered orally without regard to meals. Patients receiving oral levofloxacin
should be well hydrated and instructed to drink fluids liberally to prevent highly concentrated urine
and formation of crystals in urine. Levofloxacin should be administered orally at least 2 hours before
or 2 hours after antacids containing magnesium or aluminum, metal cations (e.g., iron), sucralfate,
multivitamins or dietary supplements containing iron or zinc, or buffered didanosine (pediatric oral
solution admixed with antacid). These drugs may interfere with oral absorption of levofloxacin,

resulting in subtherapeutic systemic concentrations of the quinolone.

8. Contraindication
Levofloxacin is contraindicated in patients with known hypersensitivity to levofloxacin or other

. [2,4]
quinolones.

9. Warning and Precaution -

1) Levofloxacin should be avoided in patients who have a history of tendon disorders or have
experienced tendinitis or tendon rupture.

2) Levofloxacin should be avoided in patients who have experienced peripheral neuropathy.

3) Levofloxacin should be used with caution in patients with known or suspected CNS disorders
that predispose to seizures or lower the seizure threshold (e.g., severe cerebral arteriosclerosis,
epilepsy) or with other risk factors that predispose to seizures or lower the seizure threshold (e.g.,
certaindrugs, renal impairment).

4) Levofloxacin should be avoided in patients with a known history myasthenia gravis. Patients
should be advised to immediately contact a clinician if they experience any symptoms of muscle

weakness, including respiratory difficulties.



5) Levofloxacin should be avoided in patients with a history of prolonged QT interval, in those
with uncorrected electrolyte disorders (e.g., hypokalemia), and in those receiving class IA (e.g.,

quinidine, procainamide) or class Il (e.g., amiodarone, sotalol) antiarrhythmic agents.

10. Interactions with Other Medication

1) Concomitant use of levofloxacin and class IA (e.g., quinidine, procainamide) or class Il (e.g.,
amiodarones, sotalol) antiarrhythmic agents has resulted in prolong QT interval.

2) Concomitant administration of levofloxacin with aluminum- or magnesium-containing antacids
has resulted in decreased absorption of oral levofloxacin.

3) Concomitant use of levofloxacin and procainamide has resulted in increased half-life and
decreased clearance of procainamide.

4) Concomitant use of levofloxacin and antidiabetic agents (e.g., insulin, glyburide) has resulted
in altered blood glucose concentrations and symptomatic hyperglycemia or hypoglycemia.

5) Concomitant use of levofloxacin and corticosteroids increases the risk of severe tendon
disorders (e.g., tendinitis, tendon rupture), especially in geriatric patients older than 60 years of age.

6) Concomitant use of levofloxacin and iron or multivitamins or mineral supplements has resulted
in decreased absorption of oral levofloxacin.

7) Concomitant use of levofloxacin and nonsteroidal anti-inflammatory agents (NSAIAs) may
increase the risk of CNS stimulation and seizures.

8) Concomitant use of levofloxacin and warfarin has resulted in increased prothrombin time.

11. Pregnancy and Lactation -

Pregnancy: Category C. There are no adequate and well-controlled studies of levofloxacin in
pregnant women, and the drug should be used during pregnancy only if the potential benefits justify
the potential risk to the fetus.

Lactation: Levofloxacin is distributed into milk following oral administration. Because of the
potential for serious adverse reactions in the infant, a decision should be made whether to

discontinue nursing or the drug, taking into account the importance of the drug to the mother.

12. Undesirable Effects
Common:
Gastrointestinal: Diarrhea (5%), Nausea (7%)

Neurologic: Dizziness (3%), Headache (6% to 10% ), Insomnia (4% )



Serious:

Cardiovascular: Aortic aneurysm, or dissection, Cardiac arrest (0.1% to 1%), Prolonged QT
interval, Torsades de pointes, Ventricular tachycardia (0.1% to 1%)

Dermatologic: Erythema multiforme, Stevens-Johnson syndrome

Endocrine metabolic: Hypoglycemia (0.1% to 1%)

Hematologic: Aplastic anemia, Pancytopenia, Thrombocytopenia purpura

Hepatic: Hepatitis, Liver failure

Immunologic: Anaphylactoid reaction, Hypersensitivity reaction(0.1% to 1%)

Musculoskeletal: Exacerbation of myasthenia gravis, Rupture of tendon, Tendinitis (0.1% to
1%)

Neurologic: Disorientated, Disturbance of attention, Guillain-Barre syndrome, Memory
Impairment, Peripheral neuropathy, Pseudotumor cerebri, Raised intracranial pressure, Seizure
(0.1% to 1%)

Ophthalmic: Retinal detachment

Psychiatric: Delirium, Depression (0.1% to 1%), Hallucinations (0.1% to 1%), Paranoid
Disorder, Psychotic disorder, Suicidal

Renal: Renal failure (0.1% to 1%)

13. Overdose and Treatment ™

According to toxicity studies in animals, the most important signs to be expected following acute
overdosage of Levofloxacin 750 mg are central nervous system symptoms such as confusion,
dizziness, impairment of consciousness, and convulsive seizures, as well as gastrointestinal
reactions such as nausea and mucosal erosions.

In the event of an acute overdosage, the stomach should be emptied. Antacid may be used for
protection of gastric mucosa. No specific antidote exists. The patient should be observed and
appropriate hydration maintained. Levofloxacin is not efficiently removed by hemodialysis or

peritoneal dialysis.

14. Storage Condition
Store below 30 °C "

15. Dosage Forms and Packaging Available

Dosage forms: Film-coated tablets



Packaging Available: 5 and 10 tablets in Aluminium-Aluminium blister pack, which packed in

carton box of 1and 2 blisters.

16. Name and Address of Manufacturing

COMMUNITY PHARMACY PUBLIC COMPANY LIMITED

1 Soi Khubon 11, Ramintra, Kannayao, Bangkok 10230, Thailand

CHUMCHON

Tel. 0-2943-0935-7 Fax. 0-2510-7874

17. Date of revision of package insert

December 8", 2020



