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SCHEDULING STATUS

PROPRIETARY NAME AND DOSAGE FORM:
AMOXYCILLIN 250 OETHMAAN Capsules

COMPOSITION:

Each AMOXYCI LLIN 250 OETHMAAN Capsule contams amoxycnlhn mhydra(e equwalenl to 250 mg amoxycillin.
Other stearate,

Sugarfree.

PHARMACOLOGICAL CLASSIFICATION:
A20.1.2 Penicillins

PHARMACOLOGICALACTION:

penicillin and exhibits in vitro bacterial activity (in vitro sensitivity does not necessary imply in vivo
! - ! . el
ol

isa
efficacy) against strains of

Gram-positive bacteria: Gram-negative bacteria:

* | Neisseria *

aureus (penicilli

Streptococcus pyogenes Neisseria meningitidis

Streptococcus viridans* Haemophilus influenzae**

Streptococcus faecalis* Bordetella pertussis

Diplococcus pneumoniae*™ Escherichia coli*

Corynebacterium species* Salmonella typhi

Clostridium species* Salmonella species

Bacillus anthracis* Shigella species

Brucella species

Proteus mirabilis

mustbe

itivi strains of thy
**  Excepttype B-strains causing dren.

INDICATIONS:
. Upper respiratory tractinfections
. Lower respiratory tract Infections
. Otitis media
. Typhoid fever
. Upper urinary tractinfections
. Lower urinary tractinfections
. Skin and soft tissue infections
. Gonorrhoea
. Gastrointestinal tract infections
. Non-specific urethritis
CONTRAINDICATIONS:
b inortoany of the i in AMOXYCILLIN 250 OETHMAAN capsules
y of Cases of cro:
AMOXYCILLIN 250 OETH MAAN is contraindicated in babies born of hypersensitive mothers in the neonatal period.

WARNINGS AND SPECIAL PRECAUTIONS

should be borne in mind in patients receiving anticoagulants.

There may be anlagonlsm between AMOXYCILLIN 250 OETHMAAN
In vit ines may occur, e.g.

Ani ql in patients recelvlngAMOXYCILLIN 250 OETHMAAN with allopurinol.

has

agent,and
o

y of skin rashes has

PREGNANCY AND HUMAN REPRODUCTION
The safety in pregnancy and lactation has not been established.
AMOXYCILLIN 250 OETHMAAN is contraindicated in babies born of hypersensitive mothers in the neonatal period.

DOSAGE AND DIRECTIONS FOR USE:
The average adult dose for AMOXYCILLIN 250 OETHMAAN is 750 mg to 1.5 g per day given in three divided doses, one hour before or two hours
afterfood.

Specificdosage:
Acute typhoid fever: 1000 mg every six hours for 14 days.
:2to3g

with

SIDE-EFFECTS:

Gastrointestinal effects like diarrhoea and nausea are the most common adverse effects. A sore mouth or tongue or a black hairy tongue have
occasionally been reported.

; itivity reactions esp urticaria, and

is which is fatal

ly skln rashes reacnons mclude

. Lat tions, ite interstitial nephritis.
Neutropenla Warning signs include Vever, rash and eosinophilia. Monitoring oi Ieukocyte countis rewmmended during long-term treatment with
high doses.

Eosinophilia.
Hepatitis and SR

been reported i

i syphilis ma: Jarisch-H i reaction shortly after starting treatment with penicillin. Symptoms include fever,
chllls headache and reactions at the site of the lesions. The reaction can be dangerous in cardiovascular syphilis, or where there is a serious risk
ofincreased local damage such as wuh op(lcatrophy

litis has be with the use OVAMOXYCILLIN 250 OETHMAAN
Erythema multiforme (including Slevens -Johnson
Careis necessary if very hlgh doses of penlclllln are given, especlally if renal function is poor, because of the risk of neurotoxicity. Renal and

and hlgh—dose therapy. Care should also be taken in congestive heart failure.

Penicillin therapy changes the normal bacterial flora and can lead to fection with penicillin resistant i including F or
Candida, particularly with prolonged use.
It should preferably not be given to pa(lents with |nfect|ous
OETHMAAN inrashes. I
Doses should be reduced in severe renal failure.
Caution must be exercised in treating patients with
Increase in liver enzymes.

since they are especi to AMOXYCILLIN 250
possibly HIV infection may also be at risk of developing skin rashes.

oroliguria b fthe possibility of cryst

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT:
(See “SIDE-EFFECTS and WARNINGSAND SPECIAL PRECAUTIONS").

Treatment is symptomatic and supportive.

Anaphylactic reactions may be treated with ine, corti ids and

IDENTIFICATION:
Opaque, yellow, size 2 capsule containing a white to cream coloured powder.

PRESENTATIONS:
Amber glass bottles, securitainers, patient ready packs or blister packs of 15, 100, 500 or 1000 capsules.

STORAGE INSTRUCTIONS:
Store tightly closed in a dry place at or below 25 °C and protect from light.
KEEP OUT OF THE REACH OF CHILDREN.

REGISTRATION NUMBER:
AMOXYCILLIN 250 OETHMAAN : 27/20.1.2/0577

When administered to a patient with penicillin sensitivity, anaphylactic shock may occur. and hould be NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF REGISTRATION:
used to treat anaphylaxis. Oethmaan Biosims (PTY) Ltd.
207A Sherwood House
Patients known to be sensitive to penicillin should be given an ic of another class. patients may also react to th sporins Office Park
and other beta-lactam antibiotics. Penicillin should be given with caution to patients with a history of allergy, especially to these medicines. clo Victory and Rustenburg Roads
Victory Park
INTERACTIONS: Johannesburg
Broad spectrum gents have been reported to d | contrac 2195 g
ion of other to AMOXYCILLIN 250 OETHMAAN's eﬂeci onthe gastrointestinal flora. =3
The posslblll(y oi prolonged bleedlng time following oral treatment with a broad spectrum antibiotic such as AMOXYCILLIN 250 OETHMAAN DATE OF PUBLICATION OF THIS PACKAGE INSERT: ~
25April 2000 a
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SKEDULERINGSTATUS:

EIENDOMSNAAM EN DOSEERVORM
AMOXYCILLIN 250 OETHMAAN kapsules

SAMESTELLING

EIkeAMOXYCILLINZSOOETHMAAN-‘ bl ‘ha at

Ander an
Suikervry

FARMAKOLOGIESE KLASSIFIKASIE
A20.1.2Penisilliene

Daar kan antagonlsme wees (ussen AMOXVCILLIN 250 OETHMAAN, 'n middel en middels soos
metander medisyne voorkom, aminoglikosiede kan byvoorbeeld geinaktiveer word.

'nHoér i van veluitslag i in pasiénte wat AMOXYCILLIN 250 OETHMAAN saam met allopurinol gekry het.
SWANGERSKAP EN MENSLIKE VOORTPLANTING

Veiligheid is nie bepaal nie.

AMOXYCILLIN 250 OETHMAAN is in di peri i vir bab: bore i iti d

DOSIS EN GEBRUIKSAANWYSINGS
Die gemiddelde volwasse dosis van AMOXYCILLIN 250 OETHMAAN is 750 mg tot 1,5 g per dag wat in drie verdeelde dosisse, een uur voor of
twee uurna voedsel, gegee word.

Spesifieke dosis:
FARMAKOLOGIESE WERKING Akute |ngewandskoors 1000 mg elke sesuur vir 14dae
Amoksisilien is 'n penisiien wat vatbaar is vir penisilinase en in vitro vertoon dit aktiwiteit (in vit it impliseer nie 2tot3gstat )saam met pr
it nie) teen stamme van gi gram-pe
NEWE-EFFEKTE
— — N - Gastro-intestinale effekte soos diarree en naarheid is die mees algemene nadelige effekte. 'n Seer mond of tong of swart harige tong is soms
Gram-positiewe bakterieé: Gram-negatiewe bakterieé: aangemeld.
— — ~ N " Hipersensitiwiteitsreaksies en veral veluitslag. Onmiddellike reaksies is onder meer wat soms urtikarie en
aureus )" | Neisseria sekere makulopapulére uitslag. Laat reaksies kan serumsiekte insluit soos reaksies, i nefritis.
. N P . Die |s onder meer koors, veluitslag en eosinofilie. Monitering van leukosiettelling tydens
Streptococeus pyogenes Neisseria meningitidis met hoé dosi:
Streptococcus viridans* Haemophilus influenzae** Eg:lgfms en i Isug is som:
. N Sommige pasiénte met sifilis kan kort na die ling met 'n Jarisch-t i ksie ervaar. is onder meer koors,
Streptococcus faecalis Bordetella pertussis kouekoors, hoofpyn en reaksies by die plek van die letsel. Met kardiovaskulére sifilis of as daar 'n erge risiko vir groter lokale skade is soos met
Dipl . Escherichia coli* optiese atrofie kan die reaksie gevaarlik wees.
iplococeus pneumoniae scherichia coli tmetdi 0 bruik van AMOXYCILLIN 250 OETHMAAN voorgekom.
- r N ite toksi krolise en
Corynebacterium spesies’ Salmonella typhi Wees as gevolg van die risiko van neuro(okslsl(elt versigtig as baie hog dosisse penisillien gegee word, veral as die nierfunksie swak is. Nier- en
Clostridium spesies * Salmonella spesies ::r:vaet:)slgg:z;e status moet tydens langdurige behandeling en met hoé dosisse gemonitor word. Wees ook versigtig met kongestiewe
Bacillus anthracis* Shigella spesies* Behandellqg met pemsllllne verander die normale bakteriéle flora en kan veral met gebruik tot i ies deur
teenoor kandida, lei.
Brucella spesies Dit moet verkieslik nie gegee word aan pasiénte metinfektiewe mononukleose nie, omdat hulle besonder vatbaar is vir veluitslag geinduseer deur
AMOXYCILLIN 250 OETHMAAN. Pasiénte metlimfatiese leukemie of moontlik MIV-infeksie kan ook 'nrisiko hé om veluitslag te ontwikkel.
Proteus mirabilis Meternstige nlerversakmg moet doslsse verlaag word . § o
Wees versigtig met di an p: 1 f oligurie di ir
Styging in lewerensiemviakke.
Sensitiwiteitstoetse moet. gedoen word omdat al meer stamme van hierdie organismes weerstand toon.
**  Behalwe tipe B- inkinder 8 BEKENDE SIMPTOME VAN OORDOSERING EN BESONDERHEDE VIR DIE BEHANDELING DAARVAN
Kyk “NEWE EFFEKTE” en “WAARSKUWINGS en SPESIALE VOORSORGMAATRE&LS".
INDIKASIES ing s si i
. Boonstelugweginfeksies reaksies kan met behandelword.
. Laerlugweginfeksies
. Otitis media IDENTIFIKASIE
. Ingewandskoors Ondeursigtige, geel, grootte 2-kapsule wat 'n wit tot roomkleurige poeier bevat.
. Boonste urineweginfeksie
. Onderste urienweginfeksie AANBIEDINGS
. Infeksies van die vel en sagte weefsel Amber iteil i of stulp met 15, 100, 500 of 1000 kapsules.
. Gonorree
. Gastro-intestinale weg infeksies BEWARINGSINSTRUKSIES
. Nie-spesifieke uretritis Bére dig geslote op 'n droé plek by of onder 25 °C en beskerm teen lig.
HOUBUITE DIE BEREIK VAN KINDERS.
KONTRA-INDIKASIES
Hi itiwiteif vil fenige di vanAMOXYCILLINZSOOETHMAAN -kapsules REGISTRASIENOMMER
nige van di Gevalle van AMOXYCILLIN 250 OETHMAAN: 27/20.1.2/0577
AMOXYCILLIN 250 OETHMAAN di peri i vir bore van hi moeders.
NAAM EN BESIGHEIDSADRES VAN DIE HOUER VAN DIE REGISTRASIESERTIFIKAAT
WAAI ENSPESIALE VOORSC IAATRESLS Oethmaan Biosims (EDMS) Bpk.
As dit gegee word aan 'n pasiént met it vir isilli skok voorkom. i i i i i moet 07A Sher d House
gebruik word om anafilakse te behandel. Greenacres Besigheidspark
Pasiénte wat sensitief i i vnr penisillien, moe( n annblotlkum van 'n ander klas kry. Gesensmseerde pasnénle kan ook op die /v Victoryweg en
ander reageer. P g g ord aan allergie, veral vir medisyne. Victory Park
Johannesburg
INTERAKSIES 2195

iddels di

Ditis gemeld dat

Absorpsle van ander medlsyne kan asgevolg vanAMOXYCILLIN 250 OETHMAAN se effek. ,, die gastro-il i flora bei word. DATUM VAN PUBLIKASIE VAN HIERDIE VOUBILJET g
na orale i 5008 AMOXYCILLIN 250 OETHMAAN 25April 2000 =3
moet ingedagte gehou word vir pasiénte wat antistolmiddels ontvang, ~
o

>
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