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SCHEDULING STATUS:

PROPRIETARY NAME (AND DOSAGE FORM|

ULTRAMOX 500 (capsules)

COMPOSITION:
Amoxycillin trihydrate BP available as:

PHARMACOLOGICAL CLASSIFICATION:

A20.1.2 Penicillins.
PHARMACOLOGICAL ACTION:

Amoxyailin s a penicilinase-susceptivle penlclllln andis, therefore, contra-indi

ted in infe d by ill prod

ing organisms. ULTRAMOX
fsms including:

Otitis media Non-specific urethritis

Upper urinary tract infections Typhoid Fever

Lower urinary tro-intesti
CONTRAINDICATIONS:

Allergy ULTRAMOX.

WARNINGS AND SPECIAL PRECAUTIONS
The use of this antibiotic may lead to the appearance of resistant strains of organisms and sensitivity testing should, therefore, be carried out wherever
possible, py.

DOSAGE AND DIRECTIONS FORUSE:
The average adult dose for ULTRAMOX is 750 mg- 1,5 g per day, butin serious infecti gdailyh: i i frects.

() General dosages:
Adults: 250 mg (1x 250 mg capsule) three times a day.
y

exhibits in vitro,

Gram-positive bacteria:

Gram-negative bacteria:

aureus (penicillir

Neisseria

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

(ii) Bactericidal Action

In Vitro: ULTRAM n 1t tion than other beta-lactam antibiot i Atsimiarinhibitory
TRAMOX results i degree of ial celllysi beta-| tibioti
e, ULTRAMOX icactivi icillin at simil tecions.
(b)Absorption
i h infasting and non-

. After
ffood does not

(asting subjects. Th

ULTRAMOX. ULTRAMOX may, therefore‘ be taken with meals. Thereisa

(c) Distribution
i) Sputum: T t a .
LTRAMOX s present drain of bladder, however biliary levels are lower when the gall-
ind absentin thy biliary i
iii) Urine: ! ULT i

iv) CSF: There s insufficient evidence at present to show that ULTRAMO

firstsix hours after a 250 mg oral dose, is 580 pg/ml.
i i idin i it should,

(b) SpecificDosages:

Indications Dally DOsa08S | Ghildren | Duration
Gastro intestinal tract 1-2g - 15 days
infections
3 49 - 14 days
Acute typhoid Fever N 100 mark 21 days
Gonorrhoea 2-39 - Stat
found that greater clinical been achis ing ith ULTRAMOX therapy.

SIDE-EFFECTS:
As wilh other ponciinside-eflectsare rare and usualy of  mid and ransitory naure. Allerg reactions may occur, and hese are normally mid in nalure,
sh, an reaction or urticaria. In this event ULTRAM will

sufficein mosl cases.

, ULTRAMOX should b : Adrenalin, corti d

andthe patient treated
antihistamines.
Treatment w.m ULTRAMOX may give rise to a maculopapular rash during therapy or within a few days after completion there of. The incidence of

Cauti b d in treati i ion or oliguria b f forystalluria.
KNC 'MPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS T:
ymptoms of overdosage.
Aswith all penlcllllns oral ion can gastro-intestinal symptoms such as transient diarrhoea, nausea and colic which are dose-related and a

result of localirritation not toxicity.

IDENTIFICATIOI
Flesh/maroon coloured capsules overprinted "ULTRAMOX 500".

PRESENTATION:
Blisters and Patient Ready packs of 15's and 100's and canisters containing 15 or 100 or 500 capsules.

STORAGE INSTRUCTIONS
Store at or below 25°C in a dry place.
KEEP OUT OF REACH OF CH ILDREN

REGISTRATION NUMBER:
Y/20.1.21101

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF REGISTRATION:
Oethmaan Biosims (PTY) Ltd.
207A Sherwood House

therefore, notbe used in the treatment of cerebra-spinal infections.

(d)Excretion
i) Renal: i 9 ULTRAMOXii ix hours.
ii) Biliary: fULTRAMOXi

(e) Probenecid

Even higher ULTRAMOX serum levels
ofa { tsuch

be achieved afte

renal function, by th
abnormal renal function.

INDICATIONS:

notbe givenin the

Upper respiratory tractinfections

Skin & softtissue infections

ower respi
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SKEDULERINGSTATUS: @

EIENDOMSNAAM (EN DOSEERVORM
ULTRAMOX 500 (Kapsules)

SAMESTELLING:
Amoksisillientri hidraat BP beskikbaar as:

FARMAKOLOGIESE KLASSIFIKASIE:
A20.1.2Penisilliene.

FARMAKOLOGIESE WERKING:

(a) Bakteriologie

(i) Spektrum

Amoksisilien s 'n pensilien vatbaar vir penisilinase en is daarom nie aangedui by infeksies veroorsaak deur ' Kiemdodende werking i vito, en in
vivo, teen'n

Gram-positiewe bakterieg: Gram-negatiewe bakterieé:

Neisseria

aureus

Streptococcus pyogenes Neisseria meningitidis

Streptococcus viridans Haemophilus influenzae

Streptococcus faecalis Bordetella pertussis

Diplococcus pneumoniae Escherichia coli*

Corynebacterium spesies Salmonella typhi

Clostridium spesies Salmonella spesies

Bacillus anthracis Shigella spesies

Brucella spesies

Proteus mirabilis

(ii) Kiemdodende werking

In-vitro: ULTRAMOX oefen n vi ing uit een gevoelig i li as ander beta-laktam antibiotika. Teen
konsenirasies veroorsack ULTRAMOX ngm(erma(evan“ Kieriele sel-lise as ander beta-lakt !

Invivo: Ditis gewys dat ULTRAMOX 'n groter ing, il by sek ,uitoefen.
(b) Absorpsie

ULTRAMOX word besonder goed na i Na toediening was daar geen noemenswaardige verskil tussen
die spitsserumpeile van vastende en nie-vastende persone nie. Die absorpsie van ULTRAMOX word nie deur die teenwoordigheid van voedsel
belemmer nie. ULTRANOX kan dus saam met voedsel gencern wo

Daaris"

(© \/erspreldlng
(i)  Sputum: i isillien i )erminder nie soos met isillien die geval is, wanneer
(i) Gal: LTRAMOX is in gal wat van 'n jike galbuis-dreil i s van 'n gesonde galblaas verkry is, maar galpeile is laer in 'n

(i Uren: Die gemiddelde konsenirasie ULTRAMOX watin ren binne ses uur na'n 250 mg dosis, gevind s is 580 g/
(v) S.S.V. Daaris tot datum ULTRAMOX di vog in

binnedring nie en dit meet dus

ﬁ) Uilskgidin‘g:‘

van' dosis ULTRAMOX word in die aki bi
(i jtskeiding: Wi ies ULTRAMOX word i ilgeskel,

in die urien uitgeskei.

(e) Probenesied
Na mondelicse toediening van _ ULTRAMOX aan pasients met n normale nienwerking kan selfs hoer ULTRAMOX serumpeiie, mel die gelyklydlge
toediening van 'n nierversperder soos probenesied, bereik word. In die oort

KONTRA-INDIKASIES:
Allergie vir n

le ke indikasie vir di ik van ULTRAMOX.

WAARSKUWINGS EN VDORSORGMAATREELS
tot.

Sensmwueustoecse behoort daarom, waar moontlike, itgevoer te word, om die paslikheid van terapie te verseker.
DOSIS EN GEBRUIKSAANWYSINGS:

Die gemiddelde dosis ULTRAMOX vir volwassenes is 750 mg - 1,5 g daagliks, maar by emstige infeksies is tot 6 g daagliks, sonder nadelige gevolge,
toegedien.

(a) Algemene doserings:
250

mg(1x i dag.
[:] ige i i word.
(b) Spesifieke Doserings:
N Daagiikse
Aanwysings Doserings Volwassenes Duur
Dermkanaalinfeksies 1-29 - 4-5dae
T - 14 Gae
Ingewandskoors 4 Too mana | o328
Gonorree 2-3g - Stat
**Gonorree: gevind dat met di ik van aam met ULTRAMOX terapie, groter Kliniese sukses behaal word.
NEWE-EFFEKTI
di an
Allerglese reaksies kan vuorkom o ditis normaalweg ||g van aard en verskyn as n prurit i n f galbulte. In die geval
ULTRAI

Indien 'n emstige anaﬁlakuese reaksm p\aasvmd moet ULTRAMOX onttrek en die pasient met die gewone middels (adrenalien, kortikosteroiede en

antihistamiene) behandel word.

Behandeling met ULTRAMOX kan aanleiding gee tot 'n makulopapulere uitslag, of gedurende, of 'n paar dae na die terapie voltooi is. Die voorkoms van
itslag oasi o okt v

BEKENDE SIMPTOME VAN OORDOSERING EN BESONDERHEDE VAN DIE BEHANDELING DAARVAN:

Geen simptome van oordosering bekend e.
i kan

Soos met alle i medlemng simptome soos verbygaande diaree, naarheid en koliek veroorsaak, wat van die dosis
g ! > by
IDENTIFIKASIE:
t"ULTRAMOX 500" p gedruk
AANBIEDING:
ie 15'sen 150f 100 of bevat.
BERGINGSAANWYSINGS:

Bergteen of benede 25 °C op n droé plek.
HOU BUITE BEREIK VAN KINDERS

REGISTRASIENOMMER:
Y/20.1.2/101

Oethmaan Biosims (EDMS) Bpk.
207A Sherwood House
Greenacres Besigheidspark
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Johannesburg

2195
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10 Mei 1991

word nie.
INDIKA:
nie,
Velen
Onderste lugweginfeksies Gonorree &
Otitis media Nie-spesifieke uretritis S
o D a
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