Phenoxypen” WSP 325 mg/g

Phenoxymethylpenicillin (penicillin V) 325 mg/g
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Necrotic enteritis

Necrotic enteritis is a highly important disease in poultry.
* The clinical form of the disease causes high mortality.*
 Subclinical disease results in great economic losses®* due to:
- increased mortality*;
- decreased growth rate®*;
- decreased uniformity of the flock?;
- impaired feed conversion rate*;
- increased carcass condemnations.>*
e Impairment of the feed conversion rate does not only occur during the infection, but also after.*
* There are many predisposing factors that play a role and are difficult to control:
- changes to the gut;
changes to the immune system;
disruption of microbiota;
proliferation of pathogenic C. perfringens strains.?
* Commercial vaccines are not available.

Effective treatment of necrotic enteritis halts the disease
and therefore prevents any further losses.
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Phenoxymethylpenicillin

Phenoxymethylpenicillin is an excellent treatment option for chickens with necrotic enteritis.
* Responsible and rational* use of antibiotics.
- Phenoxymethylpenicillin is a narrow spectrum antibiotic.
The risk for public health is low or limited.?
There is no influence on the presence of ESBL and AmpC-beta-lactamase producing organisms.*
- Dopharma conducted efficacy studies with excellent results.
In these studies it was shown that phenoxymethylpenicillin is as effective as ampicillin for
the treatment of necrotic enteritis.
» Safety
- Phenoxymethylpenicillin is a molecule with a high safety margin.?
 Acid stability
- Phenoxymethylpenicillin is acid stable. Absorption from the gastro-intestinal tract is therefore
better when compared to other narrow spectrum penicillins such as benzylpenicillin.?3

i

References
1. European medicines agency - EMA (2014) Answers to the requests of scientific advice on the impact on public health and animal health of the use of
antibiotics in animals. EMA381884/2014.
2. Phenoxypen specific product characteristics.
3. Plumb, D.C. (2011) Plumb’s veterinary drug handbook, 7td Edition. Wiley-Blackwell, Ames, Towa. Penicillin G, page 789; Penicillin V potassium, page 793.
4. Werkgroep veterinair antibioticumgebruik - WVAB (2012) Smal- versus breedspectrum antibiotica en eerste, tweede en derde keus op basis van
Gezondheidsraad-advies. English translation available upon request.
* Information on responsible and reliable use can be found on the website www.dopharma.com.
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Characteristics

» Packaged in a robust and re-sealable jar containing 1 kg.

 Perfect solubility.
- Upto 250 grams of Phenoxypen® 325 mg/g can be dissolved rapidly and completely

in one litre of water.

e Withdrawal periods:
- Meat and offal: 2 days.
- Eggs: 0 days.
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Phenoxypen® WSP

Marketing authorisation holder
Dopharma Research B.V.

Packaging
Can1kg
Jar1kg

Pharmaceutical form
Powder for oral use

Composition

Per gram:

phenoxymethylpenicillin 293 mg
equivalent to potassium phenoxymethyl-
penicillin 325 mg

Target species
Chicken

Indications

Chicken:

Prevention of mortality at a group level
from necrotic enteritis in chickens caused
by Clostridium perfringens susceptible to
phenoxymethylpenicillin.

Route of administration and dosage
Chicken:

Orally, in drinking water

13.5 - 20 mg phenoxymethylpenicillin per kg
bodyweight per day (corresponding with

46 - 68 mg product per kg bodyweight per
day), for 5 days.

The following calculation should be made
to determine the quantity in gram of the
product to be added in 1 000 litres of water:

mg product/
kg body-
weight/day

mean bodyweight number
x ofindividual x of
animals (kg) animals

total water consumption of the house
(Litres) at the previous day

=mg product/L x 1000 = g product/1000
water

The maximum solubility is 250 g of the
product per litre of drinking water.

Withdrawal period
Chicken: meat and offal: 2 days
eqgs: 0 days

Contraindications
Hypersensitivity to the active substance.

Adverse reactions

Although no adverse reactions have been
seen after the administration of the product,
penicillins may cause vomiting, diarrhoea
and alter gut flora with selecting resistant
bacteria.

Special warnings

Special warnings for each target species
The administration of the product may lead
to anincrease in medicated water consump-
tion.

Special precautions for use in animals

Use of the product should be based on
susceptibility testing of the bacteria isolated
from chickens that have already died on the
farm. The product should not be used to
compensate for poor hygiene and manage-
ment of the chicken houses.

Special precautions to be taken by the
person administering the veterinary
medicinal product to animals
Phenoxymethylpenicillin may cause
hypersensitivity reactions after injection,
inhalation, oral ingestion, skin or eye
contact. Hypersensitivity to phenoxyme-
thylpenicillin may lead to cross-sensitivity
to other penicillins and cephalosporins, and
vice versa. Allergic reactions caused by these
substances can sometimes be serious.

In case of accidental ingestion or serious
symptoms of hypersensitivity reactions such
as skin rash following exposure, swelling

of the face, lips or eyes or difficulty with
breathing, seek medical advice immedia-
tely and show the package leaflet to the
physician.

People with known hypersensitivity to
penicillins or cephalosporins should

avoid contact with the product. In case of
development of hypersensitivity symptoms
following exposure to the product, all
further contact with the product (and other
medicines containing other penicillins or
cephalosporins) should be avoided.

Handle this product with great care to avoid
exposure, taking all recommended precau-
tions. Wear protective clothing, impervious
gloves and either a disposable half mask
respirator conforming to European Standard
EN149 or a non-disposable respirator confor-
ming to European Standard EN140 with a
filter to EN 143 when mixing and handling
the product. Wash hands immediately after
handling the product.

Use during lay

Studies in laboratory animals and humans
have not produced any evidence of effects
on reproductive function or foetal develop-
ment.

Interactions with other medicinal products
and other forms of interaction

Do not combine with bacteriostatic anti-
biotics.

Overdosage (symptoms, emergency proce-
dures, antidotes)

Phenoxymethylpenicillin has a high
therapeuticindex. The administration of
the medicated drinking water at two and
five times the recommended therapeutic
dose for twice the recommended duration
of treatment did not reveal any adverse
effects. In some individuals, administration
of five times the recommended therapeutic
dose for twice the recommended duration
of treatment led to an increase in water
consumption, a decrease in feed intake and
watery faeces.

Incompatibilities

Do not mix with other veterinary medicinal
products.

Contact of penicillin containing solutions
with metals and the use of metal systems
for their administration is known to
adversely influence penicillin stability.
Therefore such systems should be avoided
and they should not be used for the storage
of solutions.

Storage conditions and shelf life

Store below 25 °C.

Store in the original package.

Do not refrigerate or freeze.

Protect from frost.

Shelf life of the veterinary medicinal product
as packaged for sale: 36 months.

Shelf life after first opening of the
immediate packaging: 3 months.

Shelf life after reconstitution in drinking
water according to directions: 12 hours.

To be supplied only on veterinary prescrip-
tion.

For the complete product information read
the SPC.

Phenoxypen WSP, 325 ma/g (AT, BE, BG, DE, EL, FR, IT, LT, NL, PL, RO, SK)  Phenoxypen 293 mg/g (CZ) * Phenoxylin, 325 mg/g (DK) * Phenoxypen vizoldé-
kony por hazityikok részére A.U.V. (HU) « Phenoxypen Water Soluble Powder, 325 mg/g (IE, UK) « Phenoxypen, 325 mg/g (PT) « Avipen, 325 mg/g (ES)
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Dopharma Veterinaire Farmaca
Zalmweg 24

4941 VX Raamsdonksveer
Nederland / Pays-Bas

@ +31(0)162-58 20 20
+31(0)162-58 20 25

>4 cs@dopharma.com

“® www.dopharma.nl

>4 belgium@dopharma.com
“B www.dopharma.be

€

Dopharma Deutschland GmbH
Hansestrasse 53

48165 Miinster-Hiltrup
Deutschland

@ +49 (0) 2501-594349-0
+49 (0) 2501-594349-90
X info@dopharma.de

“® www.dopharma.de

RIPAC-Labor GmbH

Am Miihlenberg 11

14476 Potsdam-Golm
Deutschland

@ +49 (0) 331-581840-0
+49 (0) 331-581840-10
> info@ripac-labor.de
“® www.ripac-labor.de

RB VAC sp. z 0.0.
ul.Jana z Kolna 11c
65-014 Zielona Gora
Polska

@ +4868 4537017
>4 info@rbvac.pl
“B www.rbvac.pl

Dopharma International
Zalmweg 24

4941 VX Raamsdonksveer

The Netherlands

@ +31(0)162-58 20 10
+31(0)162-58 20 15

>4 international@dopharma.com
“® www.dopharma.com

Dopharma Baltic Ltd.
Zalgirio g. 106
LT-09300 Vilnius
Lietuva

@ +370(5) 2101335
>< info@dopharma.lt
“® www.dopharma.lt

Dopharma Vet SRL

Str. Aeroport Nr. 44

Localitatea Ghiroda

Cod Postal: 307200 Judetul Timis
Romania

@ +40 (0)256-386 105

< office@dopharma.ro

“® www.dopharma.ro

Find your local distributor at dopharma.com



