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. Casesof overdosage with Labclav® are unlikely to occur; if

Labelay®

Amoxicillin and Potassium Clavulanate (Co-amoxiclav)
Tableis 3

Broad spectrum antiniotic
COMPOSITION (Active ingredients):

abclav® 375my tablets
Each il

Ao 4
Labelav®625mg tablets
Each fil Ariosi 1
Labelav® 1g tablels
Each film-coated i Amoxicili e icacid. S :
INDICATIONS: 8
Labclay® i ibiotic itha notably ] rring bacterial pathogens in hospital & general practice. The

vi m of activity y
beta-lactamase inhibitary action of clavulanate extends the spectrum of amoxicillin to embrace awider range of organisms, including many resistant to other
beta lactam antibiotics.

Labelav®isindicated for short-t of bacterial i ites:

1 Uppnrresnlm(nrylm:lIn!eclians(IncluulngENT)e,uATonsillms,sinusills.nmismeuia.

2 Luwarrasulralnrylm:'Inlmionsnn i  lobarand b

3. Genito-urinary g cyslitis, urethriti ' iti

4. Ski i €0 boils, abscesses, cellulitis,

5. BunEnndiniﬂlsinh’.’cﬁunsE.qoslenmyslllis.

6. Dentalinfections e.gdentoalveolar abscess.

7. Otherinfectionse. i % , intra-ab

Labelav® s bacterig wide ismsir [

Gram-positive

Aerobes: £ laecalis, Ppneumonia, St Pyogenes, St viridans, Staph aureus, Coalgulase
i (including i ). Ce ., Bacilly is. Listeria .

Anaerobes: clostri , P P

Gram-negalive
Aerobes: ill{mmoplrlms influenza, Escherichia coli, Proteus mirabilis, Proteys vulgaris, Klebsiella species, Moraxella catarrhalis, salmonella species,
shigella species, Bordetelia pertussis, Brucella species, Neisseria gonorrhoeae, Neisseria meningitidis, Vibrio cholerae, Pasteurella multocida.
Anaerobes: Bacteroides spp.including B. fragilis,

Dosage and adminisiration

Thmnllmasadaynnslnumnlman

Usual dosage forthe treatment of infection:

Adults and children over 12years:

Mild-maderate infections; oneLabclav® 375mg tablet three timesaday.

Severe infections: Two Labiclay®

Labclav®. g are inchildren of 1 abclay® 5

D de abscess): Adults and 12years: one L ommqlnhlellhreeIImesauaylorﬁvedays,

0tabletthrez timesa day,

=

Dosage inrenal impairment:
In patients vith mild impairment (creatinine clearance >30ml/min) no change in dosage is recommended. In patients with moderate impairment (creatining
clearance 10-30ml/min) one 375mg tablet 12 hourly is recommended. In patients with severe impairment (creatinine clearance <10mU/min) not more than one
375m tablet 12 hourly s recommended,

Twicea day dosing regimen i
Usual dosages for the treatment of infection
Adults and children over12years:

M

ild-mod s: one Labelay® Iwiceaday,
S : One Labclav® 1 y.
D i (e.gdi id chil 12years. One L mg tablets twotimesaday for five days.
Labelav® 625mg and 1g tabf i 112 i abclav® ioni ;

Dosage in renal Impairment:

The Labelav®1 g ly be used in pati i filtration rate of: 5

In patie i ( i 301 in) ge (i.e either. 0 bid orone 1gtablet) is recommended,

In patients with moderate impairment (creatinine clearance 10-30mI/min) one 625mg tablet bid is recommended. The 1g tablet should not be administered. In
it (creati 10ml/min) 10 tablet every i A

Dosage in hepatic impairment:
Dosaiwi i

Irintervals.

Oral administration
Tablets should be swallowed whole without chewing, if required, tablets may be broken in half and Swallowed without chewing. To minimize Ppotential
iministerat ™ X

Treatment should not be extendeq beyond 14 days without review,
CONTRAINDICATIONS:
P o
A tory.
PRECAUTIONS:
Changes in liver function tests have been observed in some patients receiving co-amoxiclav. The clinical significance of these changes is uncertain but co-
amoxiclav should be used with caution in patients with evidence of hepatic dsyfunction. Cholestatic jaundice, which may be severe, butis usually reversible, has
been reported rarely., Signs and Symptoms may not become apparent for up lo six weeks after treatment has ceased. In palients with moderate or severe renal
impairment co-amoxiclav dosage should be adjusted a; in the d dmi ion. St ly fatal hy ly
(anaphylaclald) reactions have been reported in patients on penicillin therapy, These reactions are more likely to occur in individuals with a history of penicillin
hypersznsllivily. Erythematorus rashes ‘have been associated with glandular fever in patients receiving amoxicillin, Co-amoxiclav should beavoided if glandular
feveris susp; . Prolonged ly ly i i isms.

INTERACTIONS:
Brolniat

tenti ib

pi itivity with other .. Ceph
of| dclav or i ociated

9 oXiclav.
Co-amoxiclay b with care in patient; ion therapy. In common with other broad spectrum antibiotics, Co-amoxiclav may reduce the
efficacy of oral contraceptives and patients should be warned accordingly. C itant use of probenecid is not . Probenecid renal
tubular: { amoxicillin. C itant use with co-amoxiclay may resultin i prolonged blood | f i not of clavul;
Ci i during treatment { i . Th i

useof
co-amoxiclavand allopurinol,

USEIN PREGNANCY AND LACTATION:

There s limited experience of the use of Co-amoxiclav in human pregnancy. As with all medicines, use should be avoided in Pregnancy, especially during the first

trimester, unless considered essential by the physician, Co-amoxiclay may be administered during the period of lactation. With the exception of the risk of
Zhaaly i e o A

vith of forthe infant.
SIDEEFFECTS;
Side effects, as wi { d ly 'y nature,
i reaction:
Effecls include diarrhea, indigestion, nausea and vomiting, candidiasis, antibiotic-associated colitis (including colitis and h; i
colilis) have been reported rarely, nausea, although uncommon, is i ith higher ges. If side eflects accur with oral
therapy, they may )y taking Labiclav® at thy :

Hepaticeffects

A moderate risg in AST and/or ALT has been noted in patients vith semi-synthetic penicilling but the significance of these findings is unknown. Hepatitis and
hole I reported rarely with iclav. They may however be severe and continue for several months. They are reported as occurring

predominantly in adult or elderly patients and slightly more frequently in males, Signs and Symptoms may occur during treatment but are more frequently

reported after cessation of therapy with a delay of up to six weeks, The hepatic events are usually reversible, However, in extremely rare circumstances, deaths
have been reported. Hepati it e 5

ly ly ly

Utticarial and erythematous rashes sometimes occur. Rarely erythema multiforme, Stevens-Johnson syndrome, toxic epidermal necrolysis and exfoliative

dermatitis have been reported. Treatment should be discontinued if one of these types of rash appears. In common with other beta-lactam antibiotics
I , oedema, i i lik itivil .0 fi occur rarely.

ly
Haematological effects

As with other beta-lactams, reversible leucopenia (including penia or ), reversible th h i have been
reported rarely,

flects :
CNS effects have been seen very rarely. Thy i ivity, dizziness. hy . C
function orin those receiving high doses.
OVERDOSAGE

ly i ired renal

d disty of the fluid I Iyte balances may be
evident, They may be treated Ssymplomatically with attention to the water electrolyte balance. Co-amoxiclay may be removed from the circulation by
haemodialysis.

APEUTIC POM (P i ly medicine).

C. Protect from light, K en.

Y
Shallule:Asuerpmductlabel
Presentation:
Labelav® 375 my tablets : Pankoleﬂ](ablels(10‘shnslzrx2).

Labclav® 625 my tablets 3 Packu”xwtablels(w'sbllsmrxl).2xﬂ]mhlals(10'5bilslerxz)andIDxmmhlalsUD'stslerx10)
Labclav®1 g tablets 5 Packunxw!nnluls(m's inslerxl)anszlanIe(s(7'sbllsterx2).
DATEIJFU\STREVIEW:AunuleDZD

LICENSE HOLDER: LABORATORY ANDALLIED LTD
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