Amended pages: May 2026
AN: 00200/2025

PARTICULARS TO APPEAR ON THE OUTER PACKAGE {Cardboard box}

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Scovella 15 mg/ml oral solution for horses.
2. STATEMENT OF ACTIVE SUBSTANCES

Each ml contains:
Velagliflozin: 15 mg

3. PACKAGE SIZE

170 mi
1 dosing syringe

4. TARGET SPECIES
Horses

5. INDICATIONS

6. ROUTES OF ADMINISTRATION
Oral use.
7. WITHDRAWAL PERIODS

Not to be used in horses intended for human consumption. Treated horses may
never be slaughtered for human consumption. The horse must have been declared
as not intended for human consumption under national horse passport legislation.

8. EXPIRY DATE

Exp. {mm/yyyy}
Once broached, use by:
9. SPECIAL STORAGE PRECAUTIONS

Keep the container in the outer carton.

10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Limited marketing authorisation. A positive benefit risk assessment was established
based on a reduced data package.

Read the package leaflet before use.
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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

Boehringer Ingelheim Vetmedica GmbH

14. MARKETING AUTHORISATION NUMBER

Vm 61700/5047

15. BATCH NUMBER

Lot {number}
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PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGE {Bottle/HDPE}

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Scovella 15 mg/ml oral solution for horses.

2. STATEMENT OF ACTIVE SUBSTANCES
Each ml contains:

Velagliflozin: 15 mg

170 ml

3. TARGET SPECIES

Horses

4. ROUTES OF ADMINISTRATION

Oral use.
Read the package leaflet before use.

5. WITHDRAWAL PERIODS
Not to be used in horses intended for human consumption. Treated horses may
never be slaughtered for human consumption. The horse must have been declared

as not intended for human consumption under national horse passport legislation.

6. EXPIRY DATE

Exp.{mm/yyyy}
Once opened use by:

7. SPECIAL STORAGE PRECAUTIONS

8. NAME OF THE MARKETING AUTHORISATION HOLDER

~N\ Boehringer
I|||| Ingelheim

9. BATCH NUMBER

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

PACKAGE LEAFLET

1. Name of the veterinary medicinal product
Scovella 15 mg/ml oral solution for horses
2. Composition

Each ml contains:

Active substance:
Velagliflozin* 15 mg
*as velagliflozin L-proline H,O 20.1 mg

Clear, colourless to slightly yellow to slightly brown solution.
3. Target species

Horses.

4. Indications for use

For the treatment of hyperinsulinaemia in insulin-dysregulated horses and ponies not
responsive to changes in husbandry and exercise regimen.

Velagliflozin works by assisting the horse's body in eliminating glucose via urine.
This process aids in balancing the glucose concentrations in the body, subsequently
reducing insulin production.

It is essential to consult with your veterinarian before use for tailored advice
regarding the administration of this veterinary medicinal product and the
management of the horse.

5. Contraindications

Do not use in horses with anorexia (horses that are not eating).

Do not use in horses with hyperlipaemia (high blood fat concentrations) and
concurrently displaying clinical signs of this condition such as inappetence (reduced
appetite or feed intake) or lethargy (reduced general demeanour).

6. Special warnings

Special warnings:

Laminitis is a common clinical sign of insulin dysregulation (ID).

Therefore, the veterinarian should perform tests to confirm that the horse has a
condition called ‘insulin dysregulation’ prior to treatment.
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How well velagliflozin works can depend on factors in the horse’s management,
especially the amount and type of feed. A diet containing too much of certain
carbohydrates, e.g. sugars and starch, may cause increased insulin levels, resulting
in velagliflozin not working as desired. This veterinary medicinal product does not
remove the need for good management of a horse with ‘insulin dysregulation’. An
appropriate diet composition and feeding regimen as well as regular exercise,
depending on the horse’s condition, are still very important.

Depending on the horse’s condition, there might be cases refractory to these
management modifications or where modifications cannot be implemented due to
concurrent diseases, co-morbidities or environmental constraints.

The optimal management of the individual horse should be discussed with the
attending veterinarian.

Special precautions for safe use in the target species:

After starting treatment with the veterinary medicinal product, the amount of a certain
type of fat, called ‘triglycerides’, in the horse’s blood may rise. This rise does not
usually cause any symptoms of iliness and does not last long.

Horses with insulin dysregulation may have higher triglycerides than healthy horses.
Therefore, the veterinarian may check the blood triglyceride concentration before the
start of treatment to obtain a baseline for later comparison.

The temporary rise of triglycerides in the blood may occur within the first weeks after
the horse starts to receive the veterinary medicinal product. Therefore, the
veterinarian should monitor the blood triglyceride concentration, particularly between
4 to 14 days after the start of the treatment. If the veterinarian concludes that the
amount of triglyceride is too high, a decision will be made about the next steps for
the individual horse.

As long as the horse does not appear ill (e.g., reduced appetite or lethargy), the
veterinarian may decide to continue treatment with the veterinary medicinal product,
despite elevated blood triglyceride concentrations. Ongoing monitoring of blood
triglyceride concentrations by the attending veterinarian is recommended.

If very high triglyceride concentrations persist, the veterinarian will consider if the
horse has other health problems, such as liver disease, that could be causing the
high triglyceride concentrations.

If the horse starts showing signs of iliness, like not eating or lethargy, the
veterinarian must be contacted for further evaluation. The veterinarian may stop
treatment until the signs have resolved. Whether to start the treatment again is at the
sole discretion of the responsible veterinarian.

If a horse has low blood sugar (hypoglycaemia), the veterinarian will not start the
veterinary medicinal product before the hypoglycaemia has resolved.

Before starting treatment with the veterinary medicinal product, changes to the
horse's diet based on guidelines for managing high insulin concentrations should
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already have been made. The veterinary medicinal product should not be started at
the same time as the horse’s diet is significantly changed, or if the horse is not eating
well.

Velagliflozin can make horses urinate more and thereby possibly lose more water
than usual. It is therefore essential that treated horses always have free access to
drinking water.In clinical studies, velagliflozin at a dose of 0.3 mg/kg was given to 11
horses for 40 weeks. The safety and efficacy of the product has not been assessed
for administration beyond this duration.

In pre-clinical and clinical studies, biochemical parameters, including insulin,
returned to pre-treatment levels within 4 weeks following withdrawal of treatment. In
one of these studies, without husbandry changes, elevated digital pulses were also
observed in four out of six horses during the post-treatment period. One of these
horses subsequently developed laminitis.

The duration and need for ongoing treatment should be determined on a case-by-
case basis by the responsible veterinarian.

The safety and the efficacy of the veterinary medicinal product have not been
investigated in horses under 3 years of age, nor in horses under 110 kg in
bodyweight.

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

animals:

Accidental exposure to the product may cause increased urination, and symptoms of
low blood pressure or low blood sugar, such as dizziness. Take care to avoid
children accessing an unattended filled syringe. Do not leave the syringe
unattended.

If skin contact occurs, avoid hand-to-mouth contact, and wash hands immediately. If
symptoms occur, seek medical advice.

The product may cause slight irritation to the eyes. Avoid contact with the eyes. If
contact with the eyes occurs, rinse immediately with water, and seek medical advice
if symptoms persist.

The product contains propylene glycol, which may cause hypersensitivity reactions.
People with known hypersensitivity to this substance should avoid contact with the
product.

As no data are available to conclude whether exposure to velagliflozin presents a
risk to pregnant and/or breastfeeding women, they should consider wearing gloves in
addition to standard hygiene practices.

Pregnancy and lactation:

The safety of the veterinary medicinal product has not been established during
pregnancy or lactation.

Use is not recommended during pregnancy or lactation.

Use only according to the benefit-risk assessment by the attending veterinarian.
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Fertility:
Use is not recommended in breeding animals, as the safety of the veterinary
medicinal product has not been established in the context of breeding.

Interaction with other medicinal products and other forms of interaction:
Interaction of velagliflozin with other veterinary medicinal products has not been
tested in dedicated horse studies. The potential of drug interactions is considered
negligible for velagliflozin.

The concurrent use of pergolide and NSAIDs in horses receiving velagliflozin
treatment has been investigated and did not impact the safety or efficacy of the
veterinary medicinal product.

There is limited information on how velagliflozin interacts with metformin and
levothyroxine. Its interaction with other medicinal products that might lower blood
insulin concentrations has not been explored.

The concurrent use of diuretics (medications that increase urination) with
velagliflozin has not been studied. However, since both induce increased urination,
they might have an additive effect.

In general, the attending veterinarian should advise on the use of any concurrent
veterinary medicinal products.

Overdose:
No symptoms of overdose were observed at a once daily dose of 1 mg/kg
bodyweight (3.3-fold the recommended dose) following administration for 16-weeks.

Major incompatibilities:
In the absence of compatibility studies, this veterinary medicinal product must not be
mixed with other veterinary medicinal products.

7. Adverse events

Horses:

Very common (more than 1 in 10 horses treated):

Elevated triglyceride (increased amount of fat in the blood).

Note: The horse might have very high concentration of triglycerides in its blood, but
this usually does not cause any noticeable signs of iliness and it does not last long.

(For monitoring recommendations see sub-section ‘Special precautions for safe use
in the target species’ above.)

Common (1 to 10 in 100 horses treated):

Weight loss

Note: The horse might lose some weight, because the veterinary medicinal product
results in losing glucose and thereby calories via the urine. If the horse is losing too
much weight, an appropriate diet plan can help control this. (The veterinarian should
be contacted for further advice.)
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Undetermined frequency (cannot be estimated from available data):

Polyuria (excessive urine volume), polydipsia (excessive drinking)

Note: The horse might urinate and drink more than usual, because the veterinary
medicinal product results in an increased urine volume due to glucose in the urine,
and as a compensation, the horse drinks more.

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 its local representative using the contact details at the end of
this leaflet, or via your national reporting system at https://www.gov.uk/report-
veterinary-medicine-problem.

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

Oral use (into the mouth of the horse).
The recommended dose is 0.3 mg/kg bodyweight administered once daily.

9. Advice on correct administration

The dosing syringe has a ml scale with 1 ml increments. A volume of 1 ml represents
the dose for 50 kg bodyweight of the horse. For bodyweights in between dosing
increments it is suggested to round up the dose to the next 1 ml increment.

Using the supplied dosing syringe, the veterinary medicinal product may be
administered either directly into the mouth of the horse or added to a small amount
of feed.

The first withdrawal should not exceed 10 ml, due to the vacuum present within the
bottle.

The medication should be given at approximately the same time every day.
If a dose is missed, it should be given as soon as possible on the same day.

After administration, close the bottle tightly with the cap. Only the outside of the
syringe should be rinsed with water and cleaned with a dry cloth. Keep the syringe
assembled for effective use.

10. Withdrawal periods

Not to be used in horses intended for human consumption. Treated horses may
never be slaughtered for human consumption. The horse must have been declared

as not intended for human consumption under national horse passport legislation.

11. Special storage precautions

Keep out of the sight and reach of children.
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This veterinary medicinal product does not require any special storage conditions.

Do not use this veterinary medicinal product after the expiry date which is stated on
the carton and the bottle after Exp. The expiry date refers to the last day of that
month.

Shelf life after first opening the immediate packaging: 3 months.

When the container is broached (opened) for the first time, using the in-use shelf-life
which is specified on this package leaflet, the date on which any product remaining
in the container should be discarded should be worked out. This discard date should
be written in the space provided on the label.

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 veterinarian 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 61700/5047

Cardboard box with 1 x 170 ml and a dosing syringe.

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
Boehringer Ingelheim Vetmedica GmbH
Binger Strasse 173

55216 Ingelheim am Rhein

Germany
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Manufacturer responsible for batch release:
Argenta Dundee Limited

Kinnoull Road

Dunsinane Industrial Estate

Dundee, DD2 3XR

Local representatives and contact details to report suspected adverse reactions:
Boehringer Ingelheim Animal Health UK Ltd.

Bracknell

RG12 8YS, UK

Tel: +44 1344 746957

17. Other information

Limited marketing authorisation. A positive benefit risk assessment was established
based on a reduced data package.

POM-V | Veterinary medicinal product subject to prescription

For animal treatment only.

Gavin Hall
Approved: 07 May 2026
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