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CLARITHROMYCIN —
DESCRIPTION AND COMPOSITION Undesirable effects ——
KL , ovaloid, fi 250mg clrithromycin generalywalt rspepsia darose, voning i
tomatitis, glossiti cts
KLA \ ovaloid, 500mg clarithromycin i or sidere! [
KLACID XL (Also known s Kiacid M, Kiacid MR) 500mg tablets: yellow, ovalod, fim-coated
500mg clarithromycin in a modifiecelease preparaton. orally admiistered clarhromycin.
KLA Reports of ahevaﬁon of ly it n with received, There
Pt g/ have been reports of is usually
with profssionaldetalcleaning.
KLA There have been reports of , vertigo, anxiety, insomnia,
Ater bad dreams, tinnitus, confusion, disarientation, hallucination i
of heang s wihdartonycnwic s usal el on wiava o ey, Psiomentraous colls as
CLINICAL PARTICULARS been and may range in severly fom
Therapeutic indications of ia, some of which i
AllPhamaceutical forms: Thers v been vy rar epors o wlismafy i panis el wih Concomtant dabuin, oo se wers
N 'U“p‘:':'.:;mw o examle, Shustt, s mm other maz:min;t:s‘ hevd\m dysfunction (which is usualy reversible) mcludag::eer;d iver functon tests, hepatis
y rarely fatal heps

+ Lower respiratory for example,
+ Skin and soft tssue nfections of miki to moderate severy for example, impetigo, erysipelas, folculis,
furunculosis, and infected wounds.
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+ Treatment of acute ots media

ts, renal ailure,
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KLACID 500mg tablets: aspecialy in the oldoly, somo of which occurred n patients withrenal mumwmnny Dot nave boun reported in some
i o - N such patients.
for Hpylorin pat
Overdosage:
Posology and method of administration Reports indicate that the ingestion of large amounts of can be expected fo 1
KLACID 250mg tablets and 500mg tablets: bipolar isorder
Adults: jce dail for 7 days. upto 14 daysin J hypokalemia and hypoxemia be reated
overe infoctone. g by gastic avage and supporive measures. AS with other macroldes, clartromyci serum levels are not expected o be:
Chikdren okdr than 12 years: As for adlts, P o
KL for eradication o Hpyloriin pat d ucers: PHARMACOLOGICAL PAOPERTES
Aduls: harmacodynanic propertes i
§ of eryt A, I exerts its antibecterial acton by binding to the 50
Dual Therapy (14 days): ibosamal s bt of suscept protein synthesis, It is highly potent against a wide variety of
omycins 14 days. or galive organisms, The minimu inhbitory concentrations (MIC) of
epr ne - Supportive damnmmymn are generally two-fold Inwev than the MICs of erythromycin. The 14-hydroxy metabolite of clarithromycin
14 days. also has antimicrobial activity. The MICs of this metabolite are equal or two-fold higher than the MICs of the parent
Triple Therapy (7-14 days): compound, except for H. i the 14ehydroxy
ithromyci i 1000mg twice daily agaistthe
for7t4 days. Gram-positive Bacteria: Staphy (et tible); Strep (Group A
§ ram-positive Bacteria: Staphylococcus aureus (methiilln susceptible); Strsptococcus pyogenss (Group
Triple Therapy (7 days): ice btc streptococci) streptococel (Diplococeus) pneumoniae;
o -
dally for 7 days. * i — )
Gramnegative Bacteria: Haemophils influenza, Moraella .
Triple Therapy (7 days): i Helicobacter pylor Jejun
Clarithromycin 500mg twice daily and omeprazole 40mg dally should be given with amoxycilin 1000mg twice daily
or metronidazole 400mg twice dally for 7 days. yticu
Triple Therapy (10 days) Other Organisms:
10
days. Anaerobes:
Elderly:As for adults. Peptostreptococcus species; Propionibacterium acnes.
Renal impairment: Dosage adjustments are not usually required except i patients wnn severo renal impairment
agalactiae, Moraxella catarrhalis,

(creatinine clearance < 30 mimin). If adjustment is necessary, the

Neisseria gonorrhoeae, H.pylori and Campylobacter spp. The activiy of claritiromycin against H.pylor s greater at

mg twice daily in poiehsgiosmiy
KLACID maybe gi regard the extent of boavailab peutl pH han & 2ciip . . .

g Further information: H pyloi clud Jcer in which
KLAGIDX. (ki M, Kacid WF) Tl about 35% and 80% i i contibution
Adults: L factor
infectons 7 tid for 14 days administered with omeprazole 40gm od for 28 days eradicated in excess of 80% of H,pyori isolates in
1014 days. patients with duodenal ulcer. Clarithromycin has been used in small numbers of patients in other treatment regimens.

Children older than 12 years: As for adults.

Renal impairment: Klacid XL should not be used in patients with renal impairment (creatinine clearanc less than
30mLimin). Klacid immediate release tablets may be used inthis patient population,

y investigated.
omeprazole; clarthromycin plus telracyclne, bismuth subsalicylte and raniidine; dlarithomycin plus ranitdine alone.

recurrence,
KLACID granules 125mg/5mi: For infants 6 rmmns and above, lhe recommended daﬂ] dnssge \s 15mglkg/day in two.
divided doses. ilness and harmacokinetic pmpeﬂln
Claithromycins rapi i i intablets.
Child weight (kg) Dosage (ml) bid it in s formed by ithromyci
. g
=10 25ml delay the onset of absorption of clarithromycin and formation of the 14-hydroxymetabolfe, The pharmacokinetics of
11-20 5ml clarithromycin are non linear; however, steady-state is attained within 2 days of dosing, At 250 mg b.i.d, 15-20% of
is excreted i the urine. dally dosing
2130 75ml The it 15% of the dose. Mostof he remainder of

KLACID granules 250mg/5mi: The usual duration of treatment is for 5 to 10 days depending on the pathogen involved
and the severty of the conditon. The recommended dally dosage of Klacid Paediatrc Suspension 250mg/sml in

the dose is eliminated i the acces, primarly via the bl 5+10% ofthe parent drug s recovered from the faeces.
Vinen clarframyon 500 s gven e s i, h clartromycn psema conanatonsato ncsased v

respec
the circulating drug leves. Increased lovels have been found in both tonsillar and lung tissue. Clarthromycin penetates

aday into the middle ear fuid than in the serum. is 80% bound to plasma protens at
KLA 250MG/5ML DOSAGE IN CHILDREN
‘Weight (k)
hal 2 2 Hlcid Paciai Suspansion doo ol conan ez o v az yes, o or .
1219 36 25 Klacid XL (Klacid RM, Kiacid MR): The i have been studied
2029 78 375 e orpon
3040 012 5 0%, Lile ot no npredicted accumuaton was ound and the metaboic disposiion dd ot change in any species
in vitro and in vivo dnﬂ are
* Children < 8kg should be dosed on a per kg basis (approx. 7.5mgkg twice a day) splabe tathe formiaton.(4) that the
dlaritror bout 70
Contraindications Adscveau in binding to 41% at 45.0pg/mL that the binding sites. saturated, but this only
i in patients with itvity to d other in excess of B) In vi levels in alltisues, except
ingredients. ot oo system, were several times higher than the circulating drug levels. The highest concentrations were
i not istered. Concomitant administrat d found in the liver and lung tissue, where the tissue to plasma ratios reached 10 to 20, The pharmacokinetic behaviour of
o dlaritomycin is non-inear, In fed patients given 500mg clarthromycin modifiec-release daly, the peak steady state
receiving either of plasma concentration of clarithromycin and 14 hydroxy clarithromycin were 1. 8 and 0.48ug/mL, respm\vely When the
aT pmlcngznm ‘and cardiac arthythmias including ventricular tachycardia, venmmlar ‘orllaton and Torsade de Pointes. losage WWM dally, Elimination
imilar ‘macrolides. half4ives of nd 7.7 huurs veapmveiy The
it her doses. for
Kiacid XL 500mg daily, Klacid XL pproximalely 40% of i
clearance less than 30mUmin,
PHARMACEUTICAL PARTICULARS
Special warnings and precautions for use
Clarithromycin is principally excreted by the liver and kidney. Caution should be exercised in administering this antibiotic I-M of Excipients. oo

o ptientswith mparedhepatc o renal uncton,Proongd r rpestd us ofclromycinmay el inan
! v o T e oo

(K zuzy stearic acd, magnesum tearls alc, Hypmmsllnse. hydmxypmpylosllulasa propylene glycol, sorbitan

fungi, If
appr atients. 71), sorbic acid, vanilin,
There have b ih concoritant use of o and colchicine, KLACID povidone (K 26-32), stearic
cspocilyin o ekerly, some of which occurted in patients wit renal nuficiency. Dei i acid talc, Hypromelose, tanium
such patien dioxide (E171), sorbic acid, vanilin, quinoline yellow (E104).
Klacid XL tK'acfd AM, s with rare Y fructose KLACID XL ( Also known as Kiacid RM, Kiacid MR ) 500mg tablets: Citi acid anhydrous, sodium alginate, sodium
intolerance, g z y calcium alginate, lactose, povidone (K 30), talc, stearic acid, magnesium stearate, methyl hydroxypropylcellulose,
71)‘ sorbic acid, q yellow (E104).

Interactions with other medicaments and other forms of interaction L or o, sl

1o imeract As with other he use of P vt poeh. oL s o st e ek 17, Wadont
clarithromycin in patients concurrently taking drugs metabolised by the cytochrome P450 system (eg. Cilostazol, sucrose, xanthan qum, flavour-fult punch, pottasium sorbate, citric acid, thanium dioxide (E171), i,
methylprednisolone, oral anticoagulans (eg. warfarin), quinidine, sidenail, ergot alkaloids, alprazolam, triazolam, KL povidone k9o, , castor o, il
midazolam, disopyramide, lovastatin, ritabutin, phenyloin, cyclosporine vinblastine, valproate and tacrolimus,) may be sucrose, xanthan gum, it punch, potasi ctic acid, 1), Maktodextrn,

olam, @ ki e, : us) ma

clarithromycin, and HMG-CoA reductase inhibitors, such as lovastatin or simvastatin has been reported, The Incompatibilities
poentaton o et of artar. Pravarti e shouke ety aiore e paters, Th fcts of Special precautions for storage
digoxin may onitoring of serum digoxin levels should m ng 30°C.
be considered, in may

Kiackd X (Kacd M, Kiacd M) tablets: Store nemen |s°c and m"c Prmm from light,

Stnuturagu rd srirarton of ity it e it HIV loce sl gty rst i
ecrease cing el T ca b gl avidd by slaggag e dosas o

mperlmre belwlen \5“0 lnd au"c

zidovudine by 1-2 hours. To date,

paedaic suspension (Kacd 125mg5m grandes, Kackd 250mgml granes) wih 2dovudie or ddecnyinosie.

Interaction studies have not been conducted Klacid XL and Zidovudine. If concomitant administration of
the be used.

Keep cap tighty closed.

How supplied:

Ritonavir increases the area under the curve (AUC), C,, and C,y, of clarithromycin when administered concurrently.
Because of the large therapeutic window for clarithromycin, no dosage reduction should be necessary in patients with
normal renal function, However, for patients with renal impairment, the following dosage adjustments should be

14 tablets of 250mg each
Klacid 500mg tables:bstr packs conlaining 14 tablts and 20 tablets
Kiacid XL (Kiacid RM, Kiacid MR) tablets: bister packs containing 7 tablets and 14 tablets.

: :
CLey <30miimin the dose of dlarithromycin should be decreased by 75%. Doses of clarthromycin greater than 1giday
shoukd not be coadministered with rionavir,

For pe Id be used.

Theve Pave e posmarcted eprs o Torsado do Pofesceaurig wih e concuren s o crtromyc nd
idine or therapy.

Pm-nu.m»g reports also indicate that co-adrministration of larthromycin with ergotamine or dihydroergotamine has

po y " oin with o et

including the central nervous systern.

250mg/sm: sper
Manufacturer
See outer pack

Name of Marketing Authorization Holder
Abbott Laboratories Ltd )
Abbott house, Vanwall Road

Maidenhead Berks SL6 4XE, UK

Colchicine is a substrate for both CYP3A and the efflux transporter, P-glycoprotein (Pgp). Clarih and other
i 9p- it i i ini , inhibition
of Pgp andlor CYP: i 1o colchicines. e monitored for
clinical symptoms of colchicine toicty.
acid 250mg Tablts & Kiacid 500mg Tabets:
Ahhuugh the cministered

concurtenty, no adjustment to the dosage is necessary. At the dosages recommended “ere s 10 dlnicall signiicant

‘when it is co-administered with Maalox or ranitidine. No adjustment to the dosage is necessary.

Pregnancy and lactation
“The safety of pregnancy and fi ished, Clerithr
i i i the rsk, Some animal

should thus not

has been found in the milk oflactating animals and in human breast milk.

Effects on at
None known,

1o drive and use machines

ng 125mg/5m,
Abbott S.R.L_, Campaverde di Aprila (Latia) Haly
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Th. dmm Ald Ihl phlmlndsl are experts in medicines, their benefits and risks.

Do not by yourselfiterrupt the period oftreatment prescribed.
Do not repeatthe same prescription without consuling your doctor,
KEEP ALL MEDICAMENTS OUT OF REACH OF CHILDREN.
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