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LABELLING AND PACKAGE LEAFLET
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PARTICULARS TO APPEAR ON THE OUTER PACKAGE

Carton for 100 ml and 250 ml

| 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Metacam 15 mg/ml oral suspension
for pigs Meloxicam

| 2. STATEMENT OF ACTIVE SUBSTANCES

Meloxicam 15 mg/ml

| 3.  PHARMACEUTICAL FORM

Oral suspension

| 4. PACKAGE SIZES

100 ml
250 ml

| 5. TARGET SPECIES

Pigs

| 6.  INDICATION(S)

| 7. METHOD AND ROUTE(S) OF ADMINISTRATION

Shake well before use.

Preferably mixed with small quantity of feed. Alternatively, prior to feeding or directly
into the mouth. After use, close the bottle by replacing the cap, wash the measuring

syringe with warm water and let it dry.

Read the package leaflet before use.
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| 8. WITHDRAWAL PERIOD(S)

Withdrawal
periods: Meat and
offal: 5 days.

| 9. SPECIAL WARNING(S), IF NECESSARY |

| 10. EXPIRY DATE |

EXP. {month/year}
Once opened use within 6 months.

| 11. SPECIAL STORAGE CONDITIONS

12. SPECIFIC PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCTS OR WASTE
MATERIALS, IF ANY

Disposal: read package leaflet before use.

13. THE WORDS “FOR ANIMAL TREATMENT ONLY” AND CONDITIONS OR
RESTRICTIONS REGARDING SUPPLY AND USE, if applicable

For animal treatment only. To be supplied only on veterinary prescription.

| 14. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”

Keep out of the sight and reach of children.

| 15. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Boehringer Ingelheim Vetmedica
GmbH 55216 Ingelheim/Rhein
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GERMANY

| 16. MARKETING AUTHORISATION NUMBERS

EU/2/97/004/041 100 ml
EU/2/97/004/042 250 ml

| 17. MANUFACTURER’S BATCH NUMBER

Lot {number}

Page 5 of 13



EMA Version
September 2021- AN: 01220/2021

PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGE

Bottle, 100 ml and 250 ml

| 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Metacam 15 mg/ml oral suspension
for pigs Meloxicam

| 2. STATEMENT OF ACTIVE SUBSTANCES

Meloxicam 15 mg/ml

| 3.  PHARMACEUTICAL FORM

| 4. PACKAGE SIZES

100 ml
250 ml

| 5.  TARGET SPECIES

Pigs

| 6.  INDICATION(S)

| 7. METHOD AND ROUTE(S) OF ADMINISTRATION

Shake well before use.

After use, close the bottle by replacing the cap, wash the measuring syringe with

warm water and let it dry.

Read the package leaflet before use.
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| 8.  WITHDRAWAL PERIOD(S)

Withdrawal
periods: Meat and
offal: 5 days.

| 9. SPECIAL WARNING(S), IF NECESSARY |

| 10. EXPIRY DATE |

EXP {month/year}
Once opened use within 6 months.

| 11. SPECIAL STORAGE CONDITIONS

12. SPECIFIC PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCTS OR WASTE
MATERIALS, IF ANY

13. THE WORDS “FOR ANIMAL TREATMENT ONLY” AND CONDITIONS OR
RESTRICTIONS REGARDING SUPPLY AND USE, if applicable

For animal treatment only. To be supplied only on veterinary prescription.

| 14. THE WORDS "KEEP OUT OF THE SIGHT AND REACH OF CHILDREN"

| 15. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Boehringer Ingelheim Vetmedica
GmbH GERMANY
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| 16. MARKETING AUTHORISATION NUMBERS

EU/2/97/004/041 100 ml
EU/2/97/004/042 250 ml

| 17. MANUFACTURER’S BATCH NUMBER

Lot {number}
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PACKAGE LEAFLET:
Metacam 15 mg/ml oral suspension for

pigs

1. NAME AND ADDRESS OF THE MARKETING AUTHORISATION
HOLDER AND OF THE MANUFACTURING AUTHORISATION
HOLDER RESPONSIBLE FOR BATCH RELEASE, IF DIFFERENT

Marketing authorisation holder and manufacturer
responsible for batch release Boehringer Ingelheim
Vetmedica GmbH

55216

Ingelheim/

Rhein

GERMANY

2. NAME OF THE VETERINARY MEDICINAL PRODUCT
Metacam 15 mg/ml oral

suspension for pigs
Meloxicam

3. STATEMENT OF THE ACTIVE SUBSTANCE AND OTHER INGREDIENTS

One ml contains:
Meloxicam 15 mg

Yellowish viscous oral suspension with a green tinge.

4. INDICATION(S)

For use in non-infectious locomotor disorders to reduce the symptoms of
lameness and inflammation.

For adjunctive therapy in the treatment of puerperal septicaemia and

toxaemia (Mastitis-Metritis- Agalactia syndrome MMA) with appropriate
antibiotic therapy.

5. CONTRAINDICATIONS

Do not use in pigs suffering from impaired hepatic, cardiac or renal function
and haemorrhagic disorders, or where there is evidence of ulcerogenic
gastrointestinal lesions.
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Do not use in cases of hypersensitivity to the active substance or to any of the
excipients.

6. ADVERSE REACTIONS
None.
If you notice any side effects, even those not already listed in this package

leaflet or you think that the medicine has not worked, please inform your
veterinary surgeon.

7. TARGET SPECIES

Pigs

8. DOSAGE FOR EACH SPECIES, ROUTE(S) AND METHOD OF
ADMINISTRATION

Oral suspension to be administered at a dosage of 0.4 mg/kg body weight
(i.e. 2.7 ml/100 kg) in combination with antibiotic therapy, as appropriate. If
required, a second administration of meloxicam can be given after 24 hours.
In cases of MMA with severely disturbed general demeanour (e.g.

anorexia) the use of Metacam 20 mg/ml solution for injection is
recommended.

Shake well before use.

After administration of the veterinary medicinal product, close the bottle by
replacing the cap, wash the measuring syringe with warm water and let it dry.

9. ADVICE ON CORRECT ADMINISTRATION

To be administered preferably mixed with a small quantity of feed.
Alternatively to be given prior to feeding, or directly into the mouth.

The suspension should be given using the measuring syringe provided in

the package. The syringe fits onto the bottle and has a kg-body weight
scale.

10. WITHDRAWAL PERIOD(S)

Meat and offal: 5 days.
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11. SPECIAL STORAGE PRECAUTIONS

Keep out of the sight and reach of children.

This veterinary medicinal product does not require any

special storage conditions. Shelf life after first opening of

the container: 6 months.

Do not use this veterinary medicinal product after the expiry date which is
stated on the carton and the bottle after EXP.

12. SPECIAL WARNING(S)

Special precautions for use in animals:

If adverse reactions occur, treatment should be discontinued and the advice
of a veterinarian should be sought.

Avoid use in very severely dehydrated, hypovolaemic or hypotensive pigs
which require parenteral rehydration, as there may be a potential risk of
renal toxicity.

Special precautions to be taken by the person administering the veterinary
medicinal product to animals: People with known hypersensitivity to non-
steroidal anti-inflammatory drugs (NSAIDs) should avoid contact with the
veterinary medicinal product.

In case of accidental ingestion, seek medical advice immediately and show the
package leaflet or the label to the physician.

This product can cause eye irritation. In case of contact with the eyes,
immediately rinse thoroughly with water.

Pregnancy and lactation:
Can be used during pregnancy and lactation.

Interaction with other medicinal products and other forms of interaction:
Do not administer concurrently with glucocorticosteroids, other non-steroidal
anti-inflammatory drugs or with anticoagulant agents.

Overdose (symptoms, emergency procedures, antidotes):
In case of overdose symptomatic treatment should be initiated.

13. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED
PRODUCT OR WASTE MATERIALS, IF ANY

Medicines should not be disposed of via wastewater or household waste. Ask
your veterinary surgeon how to dispose of medicines no longer required.
These measures should help to protect the environment.

14. DATE ON WHICH THE PACKAGE LEAFLET WAS LAST APPROVED
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Detailed information on this veterinary medicinal product is available on the
website of the European Medicines Agency http://www.ema.europa.eu/.

15. OTHER INFORMATION

100 ml or 250 ml bottle.
Not all pack sizes may be marketed.
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