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PARTICULARS TO APPEAR ON THE OUTER PACKAGE

CARDBOARD BOX

1.

NAME OF THE VETERINARY MEDICINAL PRODUCT

Ovimel 18 mg implantation tablets

| 2.

STATEMENT OF ACTIVE SUBSTANCES

Each tablet contains:

Melatonin ..., 18.00 mg

| 3. PACKAGE SIZE

50 tablets

| 4, TARGET SPECIES

Sheep: Sexually matures ewes

| 5.

INDICATION(S)

| 6.

ROUTES OF ADMINISTRATION

Subcutaneous use.

7.

WITHDRAWAL PERIOD(S)

Withdrawal period:

Meat and offal: Zero days
Milk: Zero hours
It is essential that the veterinary medicinal product

S

ubcutaneously at the base of the ear.

is only administered

| 8.

EXPIRY DATE

Exp. {mm/yyyy}

The remaining implants must be discarded after first opening the cartridge.

9.

SPECIAL STORAGE PRECAUTIONS
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| 10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Read the package leaflet before use.

| 11. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.

| 12. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”

Keep out of the sight and reach of children.

| 13. NAME OF THE MARKETING AUTHORISATION HOLDER

VETPHARMA ANIMAL HEALTH, S.L

| 14. MARKETING AUTHORISATION NUMBERS

Vm 32509/5007 (GB)
Vm 32509/3007 (NI)

| 15. BATCH NUMBER

Lot {number}
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING
UNITS

BLISTERS OR STRIPS

| 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Ovimel

| 2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES

Melatonin 18.00 mg/tablet

| 3.  BATCH NUMBER

Lot {number}

| 4. EXPIRY DATE

Exp. {mm/yyyy}
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B. PACKAGE LEAFLET
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PACKAGE LEAFLET:

1. Name of the veterinary medicinal product
Ovimel 18 mg implantation tablets for sheep

2. Composition

Each tablet contains:

Active substance:

Melatonin .........cccceeeeiiiiiiiii e, 18.00 mg
Excipient:
Quinoline yellow (E104). ..........oeveeeee. 0.01 mg

Film-coated implantation tablets yellowish to ochre colour.
3. Target species

Sheep: Sexually matures ewes

4. Indications for use

To improve reproductive performance in sheep intended to be mated early in the
season, before the usual peak in reproductive activity.

Dose: One implant per ewe by subcutaneous administration at the base of the ear.
Route of administration:

Administer at the base of the ear using the special gun provided. Introduce the needle
in the subcutaneous area at the base of the ear. Press the trigger of the gun to
release an implant. When the trigger is released, the gun automatically reloads.

Do not administer if sheep are wet or dirty.

The timing of implant application must be adapted to the photoperiod of the region
and the seasonality of the animals, depending upon the breeds and production
systems.

Treatment regime

- 30 weeks prior to intended lambing date
Isolate females from all males, if they are not separated.

- 7 days after the isolation of the females, administer the implant subcutaneously at
the base of the ewe's ear (with the special gun).

- Between 30 to 40 days after the administration of the implant introduce the rams.
Sexual activity may not start immediately. A delay of 14 to 21 days should be
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expected before mating activity commences. Vasectomised rams may be used
for the first 14 days to ensure a more compact lambing period. Maximum sexual
activity occurs between 25 and 35 days after the introduction of the males.

5. Contraindications

Do not use in cases of hypersensitivity to the active substance or to any of the
excipients.

6. Special warnings

Special warnings:

— This veterinary medicinal product will synchronises oestrus.

— This veterinary medicinal product should only be used in sexually matures ewes
(having lambed at least once).

— The reproductive performance in females treated with this veterinary medicinal
product to advance the breading season, is not superior to those obtained in the
natural reproduction season.

— This veterinary medicinal product is intended only to overcome the effects of
seasonality on the reproductive cycle. In the presence of other reproductive
problems associated with pathological processes (abortions, mastitis), poor
sanitary conditions, nutritional imbalances or any other cause, it is not advisable
to use this veterinary medicinal product and veterinary advise should be sought.

Special precautions for safe use in the target species:

The veterinary medicinal product is sterile. Carefully tear along the perforations to
open each part of the blister when needed.

Avoid damaging implants. Use only sharp, undamaged needles.

Respect the usual conditions of hygiene during implantation.

Unless single-use needles are used for the administration of the implant, there is a risk
of transmission of infectious diseases between treated animals.

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

Administer the medication with caution to avoid accidental self-injection. In case of
accidental self-injection, seek medical advice immediately, and show the package
leaflet or the label to the physician.

Personal protective equipment consisting of gloves should be worn when handling the
veterinary medicinal product.

Pregnancy and lactation:

Can be used during pregnancy and lactation, although it may not give optimal results
as this veterinary medicinal product is not intended for use during pregnancy or
lactation.
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Interaction with other medicinal products and other forms of interaction:

None known.
Overdose:

Overdose is highly unlikely given the characteristics of the drug and its route of
administration. No special actions required.

Maijor incompatibilities:

Not applicable

7. Adverse events

None known.

Reporting adverse events is important. It allows continuous safety monitoring of a
product. 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 contact, in the first
instance, your veterinarian. You can also report any adverse events to the marketing
authorisation holder or the local representative of the marketing authorisation holder
using the contact details at the end of this leaflet, or via your national reporting
system:

Website: https://www.gov.uk/report-veterinary-medicine-problem/animal-reacts-
medicine

e-mail: adverse.events@vmd.gov.uk

8. Dosage for each species, routes and method of administration
Subcutaneous use

One implant per ewe by subcutaneous administration at the base of the ear.

9. Advice on correct administration

10. Withdrawal periods

Meat and milk offal: zero days
Milk: Zero hours

It is essential that the veterinary medicinal product is only administered
subcutaneously at the base of ear.

11. Special storage precautions

Keep out of the sight and reach of children.
This veterinary medicinal product does not require any special storage conditions.
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Do not use this veterinary medicinal product after the expiry date which is stated on
the label. The expiry date refers to the last day of that month.

Shelf life after first opening the immediate packaging: use immediately

The remaining implantation tablets must be discarded after first opening the
cartridge.

12. Special precautions for disposal

Medicines should not be disposed of via wastewater or household waste.

Use take-back schemes for the disposal of any unused veterinary medicinal product
or waste materials derived thereof in accordance with local requirements and with
any applicable national collection systems. These measures should help to protect
the environment.

Ask your veterinary surgeon or pharmacist how to dispose of medicines no longer
required.

13. Classification of veterinary medicinal products
Veterinary medicinal product subject to prescription
14. Marketing authorisation numbers and pack sizes

Vm 32509/5007 (GB)
Vm 32509/3007 (NI)

Box with 50 implantation tablets: 2 Blisters containing 25 implantation tablets each
15. PID LINK (Do not print heading)

[The following statement must be included where reference to the European Union
Product Database is included on the product information. This statement is relevant
to both UK(GB) and UK(NI) products:]

Find more product information by searching for the ‘Product Information Database’
on WwWw.gov.uk.

16. Contact details

Marketing authorisation holder:
VETPHARMA ANIMAL HEALTH, S.L
Gran Via Carles Ill, 98, 72

08028 — Barcelona

Spain

Manufacturer responsible for batch release:
LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, 7, Pol. Ind. Miralcampo
19200 - Azuqueca de Henares (Guadalajara)
Spain
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Local representative and contact details to report suspected adverse reactions:

For any information about this veterinary medicinal product, please contact the local
representative of the marketing authorisation holder.

Gavin Hall

Approved: 13 June 2025
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