IBCLAR

(Clarithromygin) (USP)

125mg/5ml Dry Suspension
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Clarithromycin
QUALITATIVE & QUANTITATIVE COMPOSITION
IBCLAR (Clarithromycin) is available for oral administration as:
IBCLAR Dry Suspension
Each 5ml contains:
Clarithromycin USP

Clarithromycin exerts its anti-bacterial auinn by binding to the 505
sub-unit of bacteria
synthesis. It is hbi‘ly potent against a wide mrlstv of aerobic and

Microbiology
Clarithromycin has shown to be active against the following
microorganisms:

been found in both tonsils and lung tis sue. Clarithromycin also
panelmtsslhsgasmu mucus.
Clarithromycin is approximately 80% bound 1o plasma proteins at
therapeutic levels.

Metabolism:
clanmmdn Is rapidly and ex tenslvely metabolised In the liver.
and

mainly N
pasition C14.

Excretion

Clarithromycin Is excreted in the feces (5-10%) via the bile. At steady
state imately 20% and 30% of clarithromycin Is excreted as
unchanged drug In urine. 14-hydroxy clarithromycin as well as other

reted in the urine for 10%10 15%
of the dose. The half-life of Is reportedly
about 3 to 4 hi recelving 25 dally, and

about 5 to 7 hours in those receiving 500mg twice daly. The principal
metabolite, 14-OH-clarithromycin has an elimination haliife of 5 fo
Bhaurs after a dose of 250mg twice daily and about 7 to 9 hours in
those receiving 500mg twice dally.

SpacIaIPepuhtlnm
The pbma Iuvels halfife, C,... and C_, for both clarithromycin and

its 14-OH motnbdnnwara hlgharand IMA.UG was larger in subjects.
with renal impaiment.

Geriatric:
Elderly patients with severe renal impairment may require dose
adjustment.

THERAPEUTIC INDICATIONS
IBCLAR (Clarithromycin) is indicated for treatment of infections due
- e, Such infections

Staphylococcus aureus
Streptococeus, - Lower y fract 0. whitls, pr
Streplococeus pyogenes - Upper respiratory tract Infections (e.g. pharyngitis, sinusitis,
Listeria monocytogenes tonsillitis)
- Acute ofitis media in children
ativ - Skin and soft tissue infections {e.q., folliculitis, cellulitis, erysipelas,
Haemophilus influenzae |H'1W\E0-ab9m)

s parainfiuenzae - fal dustoMAC.
Moraxella catarrhalis -To I pylorl in &g for peptic
Neisseria gonorrheae ulcer disease.

Lagionel: (e.g..L it - To prevent disseminated Mycobacterium avium complex (MAC)
disease In patients with advanced HIV Infection.
Mycobacteria - As an altenative treatment to penicillins for prophylaxis of
Mycobacterium endocarditis.
Mycobactenium kansasit
Mycobacterium chelonae DOSAGE AND ADMINISTRATION
Mycobacterium fortuifum Adulh
it i dex [MACH (i A of IBCLAR (Clarithromycin) is 250mg
avium Mycobaclerium intracellulare) lwlne dalty In mureseverelrﬂediurulhedneagewnbelnﬂreasedb
ly. The pyis 6o 14 days.
Helicobacter . . . . L
Helicobacter pyfori i g g dosag
Other microorganisms
Mycaplasta pretumoniae ADULT DOSAGE GUIDELINES
Chlamydia pneumoniae (TWAR) Infection Normal Duration
trachomatis i Tonsilitis due o
urealytieu S. pyogenes 250mg 10
Protozoan Toxoplasiia gondil Acute maxillary sinusilis dus to
H. influenzae 500mg 14
Pharmacokinetics M. catarrhalis | 500mg | iz
Claﬂmrnnwdn Is rapidly and well absorbed from the gastrolntestinal [ S-pneumonae | _ 500mg | 14
tract but undergoes extensive first-pass metabolism after oral [_Acute exacerbation of chronic bronehltis to
...r. Tne absall lity of a 250mg [ H. influenzae 500mg 7-14
%. The lity of the H. parainfluenzae 500mg 7
suspenslnn Is Idemlcalmorsluhﬂy hlgherlhan the bioavailability of | M. catarrhalis 250mg 7-14
P in children 5. pneumoniae 250mg 7-14
to the phar pmﬁle of the in Communt ui sumonia due to
adults.Due to its chemical (6-0-Meth . influenzac mg =
clarithromycin is quite resistant to b’ysumachand After H. parainfluenzae - -
oral administration of 250mg & darithromycin twice daily, M. caterthalls - -
peak plasma levels of 1-2 pg/mL & 2.8pg/mL were observed —S' ol 250 FETY
respectively in adults. The peak plasma concentration |—S- pneumoniae 250mg =
ofpharmacological active 14-iydraxy metabolte was 0.6ug/mL_after | _C. pneumoniae 250mg 714
the of in twice daily. Steady state |_M. pneumoniae __ 250mg 7-14
is attained within 2 days of dosing. wmlﬁli
|_S.aureus 250mg 7-14
Effactof Food |__S. pyogenes | 250mg | 7-14

Food slightly delays the absorption of clarithromycin but does not
affect the extant of bicavailabiity, therefore it may be given without
regard to food.

Distribution:
Clarithromycin penetrates weil into different compartments, with an

Children: The usual recommended daily dosage of IBCLAR
(Clarithromycin) suspension is 7.5mg/kg B.1.D up o a maximum of
500mg twice daily. The usual duration of treatment is 5 to 10 days.
depending on the pathogen involved and the severity of the
condition.



The follawing table is  suggestd guide for datemining dosage.

Nursing Mathers:
Cl and its active metabolite amexcmad in breast milk.

PEDIATRIC DOSAGE GUIDELINES (Based on Body wt.)
Weight* Dosage in mg Dosage in mL
1
8-11kg 52.5mg b.l.d 2.5mL b.id
12-19 kg 125mg b..d SmLb.Ld
20-29 kg 7.5mL bld 7.5mL b.ld
30-401 10mL b.id 10mLb.Ld
* Children should be dosed on a per kg basis 7. B.ID}

Dosage for the eradication of H. pylori assoclated with peptic ulcer

disease IBCLAR (Clarithromycin), usually In a dose of 500mg twice

dally, is given with another antibacterial and efther a proton pump
ibitor or a histamine H2- receptor antagonist, for 7 o 14 days.

Dosage for Mycobacterial Infections
Adults; IBCLAR (Clarithromycin) Is recommended as the primary
agentforthe prophylaxis and freatment of disseminated infe

Therefore, diarrhea and
could oceur in the breast-fed infant, sothatnurﬂng might have to be
discontinued. The possibility of sensitisation should be bom in mind.
The benefit of treatment of the mother should be weighed against the
potential risk for the infant.

Drug Interactions

Digoxin: Elevated digoxin serum concentrations have been reported
in patients mmmng dﬂrlﬂlmmymn and digoxin cancomitantly.
Monitoring of

HMG-1 CDA Reductase [nhibitors: As wwlh other macrolides,
clarithromycin has been reported to increase concentrations of
HMG-CoA reductase Inhibitors (e.g. statins). Rare reports of
rhabdomyolysis have been reported in patients taking these drugs
concomitantly.

oral ini ion of clarithromycin
tablets and

1o Mycobacterium avium complax. Clarithromycin should be used in
«combination with other antimycobacterial drugs that have shown in
mmagﬂnstmc«dnual benefit in MAC treatment. The

in adults is 500mg
bild.

Children: In children, the recommended dose is 7.5mg/kg b.i.d up to
500mg b.i.d. Dosing recommendations for children are in the table
above.

Renal impaired Patients:
The i ded dosages should be reduced
proportionately to renalimpairment. At creatinine clearance rate of <
30 mL/min, the dosage should be halved to 250mg daily or in the
most severe infections to 250mg twice dally for adults and 7.5 mg/kg
once a day for children. The duration of treatment shoukd not exceed
14 daysinthese patients.

Direction for reconstitultion

Fill previously boiled and cooled water up to the mark on the bottle
and shake well. After mixing, do not refrigerate. Keep tightly closed
afteruse.

OONTRAINDICA'I'K)NS

cor in patients with known
prersanduvlly to tl‘le active substance, other

tot adult patients. rnay result in dectsased
Thi

steady-state
sppaur to occur in pediatric HIV-lnchtnd patients tﬂklng
dlarithromycin

i ir: G M i in and ritonavir
resulted In a 77% increase in claﬂmmmycln AUC and a 100%
decrease In the AUC of 14- OH clarithromycin. Clarithromycin may be
administered without dosage adjustment to patients with narmal
renal fundmn taking ritonavir. However, for pahams with renal

1ould be

OVERDOSAGE:
Overdose of darithromycin can cause gastrointestinal symptoms.
such as abdominal pain, vomiting, nausea, and diarrhea. Adverse
wing s hould y the prom
As with

p of v Irug

other macrolides , clarithromycin serumeoncamraﬂons are not
expected to be appreciably afiected by hemodialysis or peritoneal
dialysis.

HOW SUPPLIED
IBCLAR {ClI cin) 1 Dry
B0mi when reconsituited.

Is available In

light & moisty

STORAGE
Stora balow 30°C.
Protact

orwalyoﬂhaexdplems

The reconstituted s suspension can be used for up to 14 days , when
stored atroom temperature.

The date refers to the product comrectly stored at the
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ADVERSE REACTIONS

The following side effects were reported with the use of
Clarithromycin:

Common: Oral monllia, headache, smell alteration, nausea,
diarrhea, vomiting, abdominal pain, dyspepsia, stomatitis, glossitis,
reversible tooth and fongue discoloration, and taste perversion, l.e.
metallic or bitter taste.

Uncommon: Decreased leu levels, allergic reactions ranging
from urticaria and mild skin eruptions to anaphylax is, hepatic
dysfunction which Is usually transient and reversible, hepatitis and
chalestasis with or without jaundic e, arthraigia and myalgia.

Very RH'B ThrunbouyInpmm, nnnety, msomma, hdluemmuns,
bad dreams and
confusion, dlzziness,vsrﬂgo. parasalmeia convulsions, Hevarelbls
hearing loss, QT d Torsacdes
de Pointes, pancreatitis, pseudomerrbranous colitis in range of

with pm-axlshng liver disease or mlung mher hepatotoxic medicinal

prod
Stewns—dohnwn syndrome, toxic epidermal necrolysis, interstitial
nephritis and renal fallure.

PRECAU’I'IONS
Caution should be taken in administering Clarithrom ycin o
patients withimpaired function.

. Caution should also be pald to the possibllity of cross-
resistances between Cl in and other
drugs, aswell as lincomycin and clindamycin.

. Pﬁudommhamtxﬂmshasbeenmpurhdmmﬁnuuof
broad-specirum antibiotics. Therefore, it is important to
consider its diagnosis in patients who develop severe diarrhea
during or after therapy with Clarithromycin,

. Prolonged or repealved use of Clam hromygin may result Ir;

In (ﬂﬂﬂ ol
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. Clarlmmmycln should be used with caution whenever
Indlcated for use In patients receiving treatment with an Inducer
of CYP3A4.

. Clarithromyecin in combination with ranitidine bismuth citrate
marupy should not be used in patients with a history of acute

porphyria.
- Clarithromyein, Is an Inhiblior of the metabolising snzyme
CYP3Ad4 should not be used concomitanty with different

CYP3A4 plasma levels, effector
adverse events of the C’YP.'iM substrate are closaly
monitored.

ngnency'

studles in pregnantwomen.
Clarmrnrwdn should be used during pregnanw only if the potemlal
benefitjustifies the potential risk to the fetu:

Keep out of reach of children.
To be sold on prescription of a registered medical practitioner
only.

Please read the contents carefully before use.
This package insert is ¢ onlimally updated from time to time.
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- Manufactured by:
-‘-\) JSK Medica (Pvt) Ltd.
J s Plot # 144, Nowshera Industrial Estate,
Risalpur, Kpk - Pakistan
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