





PAMPs
PATHOGEN ASSOCIATED MOLECULAR PATTERNS

@® PAMPs are small

molecular motifs,
conserved within

a class of microbes,
recognized by cells
of the innate
immune system.

PAMPs are

recognized by Pathogen
Recognition

Receptors (PRRs)

PAMPs used in
Nobilis® H9N2+ND P act
as an additional adjuvant
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FIELD TRIAL
MDA POSITIVE DAY-OLD CHICKS

Field trial comparing Nobilis® Influenza HIN2+ND vs Nobilis° H9N2+ND P.
Broilers with Maternal derived antibodies against Al (MDA+).

Both vaccines (trial and control) were administered to the test groups by
subcutaneous injection (dose per bird 0.25ml) at one day of age. At the same
time the vaccination program against Newcastle Disease and Infectious
Bronchitis was completed with a live vaccine given at day of age by coarse spray.

The vaccines were given at the hatchery.

The products were administered according to the manufacturer’s indications.
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H9N2 SEROLOGY IN MDA+ BROILERS
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FOR BOTH Al AND ND,
THE NOBILIS® HIN2+ND P
GROUP DEMONSTRATED
EARLIER AND HIGHER
INDUCED IMMUNITY
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Nobilis' HON2+ND P

SUMMARY OF PRODUCT CHARACTERISTICS

NAME OF THE VETERINARY MEDICINAL PRODUCT
Nobilis® H9N2+ND P emulsion for injection for chicken

QUALITATIVE AND QUANTITATIVE COMPOSITION
Each dose of 0.25 ml contains:

Active substances:

Inactivated Avian Influenza Virus, Type A, > 8.0 log, HI'
Subtype HIN2 (strain A/CK/UAE/415/99)

Inactivated Newcastle Disease Virus

> 4.0 log, HI units per
(strain Clone 30)

1/50th dose' or containing
> 50 PD,; units

Adjuvant:

Liquid light paraffin

Immunostimulant

PHARMACEUTICAL FORM
Emulsion for injection.
Homogenous white to nearly white emulsion after shaking.

CLINICAL PARTICULARS

Target species
Chicken

Indications for use <specifying the target species> [if appropriate)
For active immunisation of chickens against Avian Influenza Virus,
Type A, Subtype H? and against Newcastle Disease Virus.

Avian Influenza Virus
Onset of Immunity: 2 weeks
Duration of Immunity: 7 weeks

Newcastle Disease Virus
Onset of Immunity: 3 weeks
Duration of Immunity: 7 weeks

4.3 Contraindications

Do not administer intramuscularly as this can lead to local
reactions. Do not administer later than 4 weeks of age, as
vaccination close to onset of lay can lead to a transient reduction in
egg production.

Special warnings
None

Special precautions for use

Special precautions for use in animals
Vaccinate only healthy animals.

Special precautions to be taken by the person administering the
veterinary medicinal product to animals

To the user:

This veterinary medicinal product contains mineral oil. Accidental
injection/self-injection may result in severe pain and swelling,
particularly if injected into a joint or finger, and in rare cases could
result in the loss of the affected finger if prompt medical attention
is not given. If you are accidentally injected with this product, seek
prompt medical advice even if only a very small amount is injected
and take the package leaflet with you. If pain persists for more than
12 hours after medical examination, seek medical advice again.

To the physician:

This veterinary medicinal product contains mineral oil. Even if
small amounts have been injected, accidental injection with this
product can cause intense swelling, which may, for example, result
in ischaemic necrosis and even the loss of a digit. Expert, PROMPT,
surgical attention is required and may necessitate early incision and
irrigation of the injected area, especially where there is involvement
of finger pulp or tendon.

Adverse reactions (frequency and seriousness)
In laboratory studies trials:
Transient, small local reactions at the injection site (redness,
hardness) are a very common observation.
The frequency of adverse reactions is defined using the following
convention:
- very common (more than 1in 10 animals displaying

adverse reaction(s) during the course of one treatment)
- common (more than 1 but less than 10 animals in 100 animals)
- uncommon (more than 1 but less than 10 animals in

1,000 animals)
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- rare [more than 1 but less than 10 animals in 10,000 animals)
- very rare (less than 1 animal in 10,000 animals, including
isolated reports).

Use during pregnancy and lactation
Do not administer in layers and breeders above the age of 4 weeks.

Interaction with other medicinal products and other forms

of interaction

Nobilis® HIN2+ND P can be administered on the same day, but
not mixed with, live Nobilis® Newcastle disease vaccines, such as
Nobilis® ND Clone 30 and Nobilis® ND C2.

Nobilis® HIN2+ND P can be administered on the same day, but not
mixed with, live Nobilis® Infectious bronchitis vaccines, such as
Nobilis® IB Ma5 and Nobilis® IB 4-91.

No information is available on the safety and efficacy of this vaccine
when used with any other veterinary medicinal product except the
products mentioned above. A decision to use this vaccine before or
after any other veterinary medicinal product therefore needs to be
made on a case by case basis.

Amounts to be administered and administration route
Before use allow the vaccine to reach room temperature.
Shake well before use.

Avoid introduction of contamination.

For subcutaneous use.
Administer a single dose of 0.25 ml in the neck region.

Vaccination scheme:
Vaccinate once from one day old up to 4 weeks of age.

Overdose (symptoms, emergency procedures, antidotes)

(if necessary)

No adverse reactions other than those mentioned in section 4.6
were observed after the administration of a double dose of vaccine.

Withdrawal period(s)
Zero days.

IMMUNOLOGICAL PROPERTIES

Pharmacotherapeutic group: inactivated viral vaccine.

ATC vet code: QI0TAA.

The product stimulates the development of active immunity in
chicken against Avian Influenza Virus, Type A, Subtype H9 and
Newcastle Disease Virus.

PHARMACEUTICAL PARTICULARS

Incompatibilities

Do not mix with any other veterinary medicinal product.

Shelf life

Shelf life of the veterinary medicinal product as packaged for sale:
2 years.

Shelf life after first opening the immediate packaging: 10 hours.

Special precautions for storage
Store in a refrigerator (2°C-8°C]).
Do not freeze.

Protect from light.

Nature and composition of immediate packaging

Plastic vials of 250 ml (1000 doses) or 500 ml (2000 doses), are
closed with a rubber stopper and sealed with a cap.

Not all pack sizes may be marketed.

Special precautions for the disposal of unused medicinal product
or waste materials derived from the use of such products

Any unused veterinary medicinal product or waste materials
derived from such veterinary medicinal product should be disposed
of in accordance with local requirements.

MARKETING AUTHORISATION HOLDER
Intervet International BV

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

Registration file / December 2017

1 As determined in the /n vivo potency test in chickens.
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THE FUTURE IS
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