Etikettering — EN Versie NOREPRINEC

DRAFT CARTON (REDUCED TEXT)

| 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Robonex 5mg/ml Pour-On Solution for Beef and Dairy Cattle (UK, IT)

Noreprinec 5Smg/ml Pour-On Solution for Beef and Dairy Cattle (BE, LU)

Norprinomectin 5mg/ml Pour-On Solution for Beef and Dairy Cattle (FR)

Eprivet 5mg/ml Pour-On Solution for Beef and Dairy Cattle (AT, BG, CY, CZ, DK, EE, EL, HU, IE,
LV, LT, MT, PT, RO, SK, SI, ES)

Eprivet vet 5Smg/ml Pour-On Solution for Beef and Dairy Cattle (SE)

Eprivet vet 5mg/ml Pour-On Solution for Cattle (FI)

Eprivet vet (NO)

Eprivet 5mg/ml Pour-On Solution for Cattle (PL)

| 2. STATEMENT OF ACTIVE AND OTHER SUBSTANCES

1 ml of solution contains:
Eprinomectin: 5 mg
Butylated Hydroxytoluene (E321) 0.1mg

| 3. PHARMACEUTICAL FORM

Pour-on solution.

|4. PACKAGE SIZE

250mL [1L, 2.5L, 5L]

| 5. TARGET SPECIES

Beef and dairy cattle.

| 6. INDICATION(S) |

For the treatment and prevention of specified gastrointestinal roundworms, lungworms warbles, mange
mites, lice and horn flies.

For further details please refer to the package leaflet.

| 7. METHOD AND ROUTE(S) OF ADMINISTRATION

Pour-on use.

Administer only by topical application at the dose rate of 1 ml per 10 kg of body weight, corresponding
to the recommended dose rate of 0.5 mg eprinomectin per kg b.w.

Read the package leaflet before use.

HANDY DOSING GUIDE ANIMALS SHOULD BE WEIGHED AND GROUPED
ACCORDING TO BODYWEIGHT TO AVOID UNDER
OR OVER-DOSING*
BODYWEIGHT DOSE NUMBER OF FULL DOSES PER PACK
VOLUME 250ml 1 litre 2.5 litre 5 litre
100kg 10ml 25 100 250 500
150kg 15ml 16 66 166 333
200kg 20ml 12 50 125 250
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250kg 25ml 10 40 100 200
300kg 30ml 8 33 83 166
350kg 35ml 7 28 71 142
400kg 40ml 6 25 62 125
450kg 45ml 5 22 55 111
500kg 50ml 5 20 50 100
550kg 55ml 4 18 45 90

600kg 60ml 4 16 41 83

* Dose rate 1ml per 10kg bodyweight

[8.  WITHDRAWAL PERIOD(S)

Withdrawal Periods:
Meat & offal: 10 days
Milk: zero hours.

[9.  SPECIAL WARNING(S), IF NECESSARY

Users should wear rubber gloves, boots and a waterproof coat when applying the product.
Inhalation of the product may cause irritation.
Use only in well ventilated areas or outdoors.

Read the package leaflet before use.

[ 10. EXPIRY DATE

EXP: XX-XX-XXXX

| 11. SPECIAL STORAGE CONDITIONS

Do not store above 30°C. Keep container in the outer carton. Protect from light.

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

Read the 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 |

Norbrook Laboratories Ltd

Station Works
NEWRY

Co. Down, BT35 6JP
Northern Ireland
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Distributed by:

| 16. MARKETING AUTHORISATION NUMBER(S)

| 17. MANUFACTURER’S BATCH NUMBER
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NOREPRINEC

DRAFT LABEL (REDUCED TEXT)

| 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Robonex 5mg/ml Pour-On Solution for Beef and Dairy Cattle

| 2. STATEMENT OF ACTIVE AND OTHER SUBSTANCES

1 ml of solution contains:
Eprinomectin: 5 mg
Butylated Hydroxytoluene (E321) 0.Img

| 3. PHARMACEUTICAL FORM

Pour-on solution.

|4.  PACKAGE SIZE

250mL [1L, 2.5L, 5L]

| S. TARGET SPECIES

Beef and dairy cattle.

| 6. INDICATION(S)

| 7. METHOD AND ROUTE(S) OF ADMINISTRATION

Read the package leaflet before use.

[8.  WITHDRAWAL PERIOD(S)

Withdrawal Periods:
Meat & offal: 10 days.
Milk: zero hours.

| 9. SPECIAL WARNING(S), IF NECESSARY

Read the package leaflet before use.

| 10. EXPIRY DATE

EXP: XX-XX-XXXX

| 11.  SPECIAL STORAGE CONDITIONS

Do not store above 30°C. Keep container in the outer carton. Protect from light.

WASTE MATERIALS, IF ANY

12. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCTS OR

Read the package leaflet before use.

| 13. THE WORDS “FOR ANIMAL TREATMENT ONLY” AND CONDITIONS OR|
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| 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

Norbrook Laboratories Ltd
Station Works

NEWRY

Co. Down, BT35 6JP
Northern Ireland

Distributed by:

| 16. MARKETING AUTHORISATION NUMBER(S)

| 17. MANUFACTURER’S BATCH NUMBER




