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SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE VETERINARY PHARMACEUTICAL PRODUCT

{(Proprietary) name of veterinary pharmaceutical product <strength> pharmaceutical form
<target species>}

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substance<s>:

<Adjuvant(s):>

<Excipient(s):>

For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

4. CLINICAL PARTICULARS

4.1.  Target species

4.2.  Indications for use, specifying the target species

4.3.  Contraindications

<None>
<Do not use in...>
<Do not use in case of hypersensitivity to the active substance(s) <, to the adjuvant(s)> or to any of the excipient(s).>

4.4.  Special warnings <for each target species>

<None.>

4.5.  Special precautions for use 

Special precautions for use in animals

<Not applicable.>
Special precautions to be taken by the person administering the veterinary pharmaceutical product to animals

<Not applicable.>
<In case of accidental <self-administration> <self-injection> <ingestion> <spillage onto skin>, seek medical advice immediately and show the package leaflet or the label to the physician.>
<People with known hypersensitivity to {INN} should <avoid contact with the veterinary pharmaceutical product.> < administer the product with caution.>
<Personal protective equipment consisting of {specify} should be worn when handling the veterinary pharmaceutical product.>

<The product should not be administered by pregnant women.>

<To the user:
This 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 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.>

<The long-term effects of the product on the population dynamics of dung beetles have not been investigated. Therefore, it is advisable not to treat animals on the same pasture every season.>

4.6.  Adverse reactions (frequency and seriousness)

4.7. Use during pregnancy, lactation or lay

<The safety of the veterinary pharmaceutical product has not been established during
<pregnancy><lactation> <lay>.>

<Pregnancy:>
<Can be used during pregnancy.>
<The use is not recommended (during the whole or part of the pregnancy).>
<Do not use (during the whole or part of the pregnancy).>
<The use is not recommended during <pregnancy> <lactation>.>
<Use	only	accordingly to	the	benefit/risk assessment	by	the	responsible veterinarian.>
<Laboratory studies in {species} have not produced any evidence of a teratogenic, foetotoxic, maternotoxic effects.>
<Laboratory studies in <species> have shown evidence of teratogenic, foetotoxic, maternotoxic effects.>

<Lactation:>
<Not applicable.> 

<Laying birds:>
<Do not use in birds in lay <breeding birds> and/or within 4 weeks before the onset of the laying period.>

<Fertility:>
<Do not use in breeding animals.>

4.8.  Interaction with other medicinal products and other forms of interaction

<None known.>
<No data available.>

4.9.  Amounts to be administered and administration route

< Dosage to be given per each specified species and route of administration should be stated}. >

4.10. Overdose (symptoms, emergency procedures, antidotes), if necessary

4.11. Withdrawal period(s)

<Not applicable.>
<Zero days.>
<Meat and offal> <Milk> <Eggs>: {X} <hours> <days>
<{Degree days}>

<Not authorized for use in lactating animals producing milk for human consumption.>
<Do not use in pregnant animals which are intended to produce milk for human consumption within {X} months of expected parturition.>
<Not authorized for use in laying birds producing eggs for human consumption.>
<Do not use within {X} weeks of onset of the laying.>






5. PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: {group}.
ATC vet code: {lowest available level (e.g. subgroup for chemical substance)}.

  <5.1. Pharmacodynamic properties>

  <5.2. Pharmacokinetic particulars>

 <Environmental properties>

6. PHARMACEUTICAL PROPERTIES

Pharmacotherapeutic group: {group}, ATCvet code: {lowest available level (e.g. subgroup for chemical substance)}

7. PHARMACEUTICAL PARTICULARS

7.1.  List of excipients

7.2.  Incompatibilities

<Not applicable.>
<In the absence of compatibility studies, this veterinary pharmaceutical product must not be mixed with other veterinary pharmaceutical products.>
<Do not mix with any other veterinary pharmaceutical product <, except diluent or other component <recommended> <supplied> for use with the product>.>
<None known.>

7.3.  Shelf life

<Shelf-life of the veterinary pharmaceutical product as packaged for sale>
<Shelf-life after first opening the immediate packaging >
<Shelf-life after dilution or reconstitution according to directions >
<Shelf life after incorporation into meal or pelleted feed>
<6 months> <...> <1 year> <18 months> <2 years> <30 months> <3 years>

7.4.  Special precautions for storage

<Do not store above <30 oC>
<Store below <30 oC >
<Store in a refrigerator (2 oC – 8 oC)>
<Store and transport refrigerated (2 oC – 8 oC)>
<Store in a freezer {temperature range}>
<Store and transport frozen {temperature range}>
<Do not <refrigerate> <or> <freeze>>
<Protect from light>

7.5.  Nature and composition of immediate packaging

<Not all pack sizes may be marketed.>

7.6.  Special precautions for the disposal of unused veterinary pharmaceutical product or waste materials derived from the use of such products

<Not applicable.>
<Any unused veterinary pharmaceutical product or waste materials derived from such veterinary pharmaceutical products should be disposed in accordance with local requirements.>
<Dispose of waste material by boiling, incineration or immersion in an appropriate disinfectant approved for use by the competent authorities.>
<{Proprietary name} should not enter water courses as this may be dangerous for fish and other aquatic organisms.>

8. MARKETING AUTHORISATION HOLDER

{Name
Address
Country}
<{Tel.}>
<{Fax}>
<{E-mail}>

9. MARKETING AUTHORISATION NUMBER(S)

10. DATE OF FIRST AUTHORISATION/RENEWAL OF	THE AUTHORIZATION

<Date of first authorization:> <{DD/MM/YYYY}><{DD month YYYY}.>
<Date of last renewal:> <{DD/MM/YYYY}> <{DD month YYYY}.>

11.  DATE OF REVISION OF THE TEXT

{MM/YYYY} or <month YYYY>

12.  CLASSIFICATION OF VETERINARY PHARMACEUTICAL PRODUCT
 
<Veterinary pharmaceutical product subject to prescription.>
<Veterinary pharmaceutical product not subject to prescription.>
<Veterinary pharmaceutical product subject to prescription except for some pack sizes.>


PROHIBITION OF SALE, SUPPLY AND/OR USE

<Not applicable.>

<Consideration should be given to official guidance on the incorporation of medicated premixes in final feeds.>
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