Revised: October 2025
AN: 03039/2024

PARTICULARS TO APPEAR ON THE OUTER PACKAGE — Cardboard box - (1 x
vial of powder and 1 x vial of solvent)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
PMSG Intervet 5000 IU powder and solvent for solution for injection

2. STATEMENT OF ACTIVE SUBSTANCES

Each vial of freeze-dried powder contains:
Serum gonadotrophin 5000 IU

Each vial of solvent contains:
Sterile phosphate buffered water for injections 25 ml

Each ml of reconstituted product contains:
Serum gonadotrophin 200 1U

3. PACKAGE SIZE

1 x powder vial and 1 x solvent vial
4. TARGET SPECIES

Cattle, pigs, sheep and dogs.

5. INDICATIONS

6. ROUTES OF ADMINISTRATION

Subcutaneous use or intramuscular use.

7. WITHDRAWAL PERIODS

Withdrawal periods:

Milk (cattle): Zero hours
Meat and offal (cattle, pigs, sheep): Zero days
Superovulation in cattle

Milk (cattle): 48 hours after 2" prostaglandin treatment
Meat and offal (cattle): 28 days
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8. EXPIRY DATE

Exp. {mm/yyyy}

Once reconstituted use within 24 hours.

9. SPECIAL STORAGE PRECAUTIONS

Store in a refrigerator.
Keep the vials in the outer carton in order to protect from light.
Store reconstituted product in a refrigerator.

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

Intervet International B.V.

14. MARKETING AUTHORISATION NUMBERS
Vm 06376/4096
15. BATCH NUMBER

Lot {number}
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING
UNITS — Label (powder vial)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

PMSG Intervet 5000 1U

Target species: Cattle, pigs, sheep and dogs.

2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES
Serum gonadotrophin 5000 IU/vial

3. BATCH NUMBER

Lot {number}

4. EXPIRY DATE

Exp. {mm/yyyy}

Once reconstituted use within 24 hours.
Use by:
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PARTICULARS TO APPEAR ON THE IMMEDIATE LABEL OF THE SOLVENT
(25 ml vial)

1. NAME OF THE DILUENT/SOLVENT

Solvent for PMSG Intervet 5000 U

Sterile phosphate buffered water for injection 25 ml
2. TARGET SPECIES

Cattle, pigs, sheep and dogs.

3. ROUTE(S) OF ADMINISTRATION

Read the package leaflet before use.

4. EXPIRY DATE

Exp. {mm/yyyy}
Once reconstituted use within 24 hours.

5. SPECIAL STORAGE PRECAUTIONS

Store in a refrigerator (2 °C - 8 °C).
Keep the vial in the outer carton in order to protect from light.

6. NAME OF THE MARKETING AUTHORISATION HOLDER
Intervet International B.V.
7. BATCH NUMBER

Lot {number}
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PARTICULARS TO APPEAR ON THE PACKAGE LEAFLET:

PACKAGE LEAFLET

1. Name of the veterinary medicinal product
PMSG Intervet 5000 IU powder and solvent for solution for injection
2. Composition

Each vial of freeze-dried powder contains:
Serum gonadotrophin 5000 IU

Each vial of solvent contains:
Sterile phosphate buffered water for injections 25 mi

Each ml of reconstituted product contains:
Serum gonadotrophin 200 1U

Powder: white to almost white, dry lump or powder.
Solvent: clear colourless solution, practically free from visible particles.

3. Target species

Cattle, pigs, sheep and dogs.

4. Indications for use

PMSG is capable of supplementing and being substituted for both luteinising
hormone and follicle stimulating gonadotrophin of the anterior pituitary gland in both
the male and female, stimulating development of the ovarian follicle.

5. Contraindications

Where the possibility of multiple ovulations, due to exaggerated response from
prolonged blood concentrations, has not been excluded by clinical examination
following administration of PMSG to uniparous species (unless to induce
superovulation in cattle), it is inadvisable to permit service or insemination during the

first heat produced.

6. Special warnings

Special precautions for safe use in the target species:
Repeated administration can result in reduced efficacy due to the immune-mediated
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antagonism.

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

Administer the veterinary medicinal product with care to avoid accidental self-
injection. In case of accidental self-injection, seek medical advice and show the
package leaflet or the label to the physician.

Wash hands after use.

Pregnancy:
Not applicable.

Interaction with other medicinal products and other forms of interaction:
None known.

Overdose:
No special treatment or antidote recommended.

Maijor incompatibilities:
None known.

7. Adverse events

Cattle, pigs, sheep and dogs:
Rare Anaphylaxis’.
(1 to 10 animals / 10,000 animals
treated):
' May occur shortly after injection, as with all protein preparations. Adrenaline
injection (1:1000) given intravenously or intramuscularly when clinical signs appear is
the standard treatment. The administration of corticosteroids may also be indicated.

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 at:

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 or intramuscular use. Use normal aseptic precautions.
Reconstitute powder with solvent as described below.

Page 6 of 10


https://www.gov.uk/report-veterinary-medicine-problem/animal-reacts-medicine
https://www.gov.uk/report-veterinary-medicine-problem/animal-reacts-medicine
mailto:adverse.events@vmd.gov.uk

Revised: October 2025
AN: 03039/2024

Cow:

In conjunction with the use of progestagen treatment when used for oestrus control in
non-cycling

cattle:

400 - 700 IU (see also relevant product literature for progestagen treatment).

Superovulation:
1500 - 4000 IU on day 9-13 of the oestrous cycle.

Sow:

Anoestrus post weaning (induction of oestrus is difficult until 40 days post-partum):
1000 IU by subcutaneous or intramuscular injection. Fertile oestrus usually follows in
3 - 7 days.

Ewe:

In conjunction with progestagen-releasing sponges when used out of the normal
breeding season:

500 IU by subcutaneous or intramuscular injection at the time of sponge removal
(see further information).

Bitch:

Oestrus induction (subnormal oestrus with non-acceptance):

20 IU/kg by subcutaneous injection daily for 10 days, at day 10 an injection of 500 |U
hCG.

Superovulation in cattle

The product may be used for the superovulation of female donor cattle preparatory to
embryo transfer. As an example, the following regime has been successfully applied:
A single dose of the product (1500 - 4000 IU) is injected on day 9 - 13 of a normal
oestrous cycle (N.B. the exact dose of the product required to achieve effective
superovulation will depend upon a number of factors particularly the breed, age,
reproductive history, general health and nutritional status of the donor female and will
be subject to individual variation).

Forty-eight hours after the injection, luteolysis is induced by the injection of a
prostaglandin analogue. Commonly one and a half times the normal luteolytic dose is
administered.

Oestrus normally occurs approximately 48 hours after the prostaglandin injection.
Insemination is carried out at 60 and 72 hours after prostaglandin injection.
Collection of fertilised embryos (flushing) is carried out 6-8 days after insemination,
suitable embryos being transferred to female recipient cattle whose oestrous cycles
have previously been synchronised with that of the donor female.

(Experience has shown that oestrous cycles in donor and recipient females should
be synchronised within + 24 hours if reasonable success is to be expected). A further
prostaglandin treatment (commonly 12 times the luteolytic dose) must be given at
the time of collection.

Note:

1. Despite the application of a suitable treatment regime certain individual donor
cows may fail to respond.
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2. Wide variations in response may be expected between individual animals.
Repeated treatment of a single animal may also yield variable results.

3. The overall success of an embryo transfer exercise will inevitably be influenced by
the availability of suitable equipment and the skill and experience of the operator.

Further information

PMSG has been used in cases of impaired spermatogenesis in male animals (horse
and bull 1000-3000 IU, boar and ram 500-750 IU, dog 400-800 IU, by intramuscular
injection twice weekly for 4-6 weeks), but its degree of efficacy in these cases may
be low.

PMSG is a protein hormone which acts on the ovary to stimulate the production of
follicles.

The number of follicles produced can be influenced by the dose of PMSG
administered and this must be considered when, for instance, calculating the dose
for a particular flock of ewes in which oestrus synchronisation is desired. In general,
the further out of season that breeding is attempted and the lower the normal
prolificacy of the flock, the more PMSG that will be required.

An average dose of 500 |U/ewe is recommended as a useful starting point but doses
ranging from 200 - 750 IU have been used on occasion. It is therefore recommended
that accurate flock records are kept of breed, dose given, time of injection and lambs
produced so that in future seasons the amount can, if necessary, be adjusted for
optimum results.

9. Advice on correct administration

Reconstitute product immediately before use.

Reconstitute by dissolving the powder plug in about 5 ml of the solvent provided and
then syringe the resulting solution into the solvent vial to mix with the remaining solvent
to obtain a clear, colourless solution.

10. Withdrawal periods

Milk (Cattle): Zero days
Meat and offal (Cattle, pigs, sheep): Zero days

Superovulation in cattle
Milk: 48 hours after 2nd prostaglandin treatment
Meat and offal: 28 days

11. Special storage precautions

Keep out of the sight and reach of children.

Store in a refrigerator (2 °C — 8 °C).
Keep the vials in the outer carton in order to protect from light.

Store reconstituted product in a refrigerator (2 °C — 8 °C). Reconstituted product
remaining 24 hours after preparation should be discarded.
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Do not use this veterinary medicinal product after the expiry date which is stated on
the label and carton after Exp. The expiry date refers to the last day of that month.

Shelf life after reconstitution according to directions: 24 hours.

12. Special precautions for disposal

Medicines should not be disposed of via wastewater.

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 06376/4096

Pack size: Cardboard box containing one vial of powder and one vial of solvent.

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 www.gov.uk.

16. Contact details

Marketing authorisation holder:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer
Netherlands

Manufacturer responsible for batch release:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands
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or

Intervet International GmbH
Feldstrasse 1a

85716 Unterschleissheim
Germany

Local representative:

MSD Animal Health UK Limited
Walton Manor, Walton

Milton Keynes

MK7 7AJ, United Kingdom

Contact details to report suspected adverse reactions:
UK(GB)

MSD Animal Health UK Ltd.

Tel.: +44 (0)1908 685685

UK(NI)
Intervet Ireland Ltd.
Tel.: +353 (0)1 2970220

Distributor in Northern Ireland:
Intervet Ireland Ltd.

Magna Drive, Magna Business Park
Citywest Road, Dublin 24, Ireland

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

17. Other information
POM-V

Approved 15 October 2025

Gavin Hall
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