FOR ANIMAL USE ONLY
· Tradename of vaccine
Reg. No. G - - - - Act 36/1947
*Directorate: Animal Health statement in respect of Notifiable and/or Controlled Diseases, if applicable.
INDICATIONS:
= Claims
e.g. For the active immunization of swine/broilers/cattle/sheep, etc. to reduce the infection, clinical signs and mortalities caused by xxx Disease.

COMPOSITION PER DOSE (2 ml):
Active substances:
Inactivated xxxxx serotype a ≥ amount per UNIT applicable
Inactivated xxxxx, serotype b ≥ amount per UNIT applicable

· STORAGE INSTRUCTIONS:
Store and transport refrigerated (2 ºC – 8 ºC). Protect from light. Do not freeze.
Do not use this veterinary medicinal product after the expiry date which is stated on the container label.
Shelf life after first opening the container: use immediately or within x hours of opening (according to data).
Do not store partially used containers for future use.

· WARNING(S):
· Withdrawal period: Do not slaughter animals for human consumption for at least 21 days after vaccination.
· Vaccinate healthy animals only.
· Do NOT mix with any other vaccine or immunological product. No information is available on the compatibility of this vaccine with any other vaccine or medication. (only waived if data available). 
· Do not use within 2 weeks of antimicrobial treatment.
· Do not over- or under-dose the vaccine.
· Ensure that marketed animals do not have local reactions (swellings) at the site of vaccine administration, or elevated temperature reactions (fever) as this may result in the condemnation of the carcasses.
· May/may not be used in pregnant and lactating animals OR layers and breeders, etc. DATA MUST BE PROVIDED.
· In case of accidental self-injection, seek medical advice immediately and show the package leaflet or the label to the physician.
· Do not inject intravenously.
· KEEP OUT OF REACH OF CHILDREN, UNINFORMED PERSONS AND ANIMALS.
· Although this vaccine has been extensively tested under a large variety of conditions, failure thereof may ensue as a result of a wide range of reasons. If this is suspected, seek veterinary advice and notify the registration holder.

· PRECAUTIONS:
· Observe aseptic precautions. Ensure that all vaccination equipment (containers, syringes and needles) are clean and sterile prior to and during use. Use sterile equipment when administering the vaccine.
· Do not use disinfectants or antiseptics to sterilise any equipment.
· Wear protective clothing, masks, gloves etc. according to hazard standards.
· Avoid contact of the product with skin, eyes and mouth.
· Do not eat, drink or smoke whilst handling the product.
· Use entire contents when container is first opened and do not store partially used containers for future use. 
· Adhere to the vaccination programme to obtain optimum results.
· Destroy any unused vaccine and dispose of all the vaccine containers and disposable equipment after use in accordance with National Environmental Management: Waste Act, 2008 (Act No. 59 of 2008).
· Do not contaminate rivers, dams or any water sources with containers or waste.

Due to the adjuvant used local reactions may occur in some animals at the injection site. They will disappear after a few days.
If you notice any serious effects not mentioned in this leaflet, please inform your veterinarian.


DIRECTIONS FOR USE: Use only as directed.
Types of animals: e.g. broilers, breeders and layers/feedlot cattle, : X ml/animal for all weights, ages and sex (insert applicable dose for animal age, gender, type, etc.).
The method of administration is by intramuscular/subcutaneous injection (in the …. muscles, under the skin on neck, axilla, etc.)
Recommended vaccination programme:
Females: vaccination of the whole group from x-y weeks of age with the vaccine and revaccination z weeks later. Apply a booster vaccination every q months.
Alternatively:
Vaccination scheme for females
[bookmark: _Hlk85618197]Vaccinate females at x to z weeks before expected time of parturition, twice with an interval of y weeks.
OR
Do not vaccinate pregnant animals
Revaccination scheme for females
For females vaccinated during the previous pregnancy, a single revaccination at x to z weeks before parturition is recommended.
Young or weaned animals: vaccination when x weeks old and revaccination z weeks later.

NB	Vaccination programmes must be according to dossier recommendations.

PRESENTATION:
PET or glass bottle and colour (+full description of closure) of X doses (Y ml).
Secondary packaging e.g. carton, number of vials/bottles per carton, etc.
Full description of diluent packaging.
Not all pack sizes may be marketed.

REGISTRATION HOLDER:
Details of registration holder must be given.
Manufacturer details – optional.


Batch No. and Exp. Date: Refer Label and Carton.
