SUMMARY OF PRODUCT CHARACTERISTICS



3.1

NAME OF THE VETERINARY MEDICINAL PRODUCT

B. Braun Vet Care hypertonic NaCl-Solution (75 mg/ ml)
Solution for infusion for horses, cattle, sheep, goats, pigs, dogs and cats (UK/IE)

Hipertonico Salino 75m g/ ml solucién para perfusion para bovino, equino,
ovino, caprino, porcino, perros y gatos (ES)

Hypertone Natriumchlorid-Ldsung 75 mg/ ml B. Braun Vet Care
Infusionslésung fir Pferde, Rinder, Schafe, Ziegen, Schweine, Hunde und
Katzen (DE/AT)

B. Braun Vet Care hypertonique NaCl-Solution (75 mg/ ml)

Solution pour perfusion pour chevaux, bovins, moutons, chévres, porcins,
chiens et chats (FR/BE)

B. Braun Vet Care hypertonic NaCl-Oplossing (75 mg/ ml)

Oplossing voor infusie voor paarden, runderen, schapen, geiten, varkens,
honden en katten (NL)

Sodio Cloruro 75 mg/ ml B. Braun Vet Care soluzione ipertonica per
infusione per cavalli, bovini, pecore, capre, porci, cani e gatti (IT)
QUALITATIVE AND QUANTITATIVE COMPOSITION

Each ml contains:

Active substance:
Sodium chloride 75 mg

Excipient:

Qualitative composition of excipients and other constituent

Water for injections

A clear, colourless aqueous solution free from bacterial endotoxins.
Theoretical osmolarity: 2566 mOsm/I

Electrolyte concentration:

Na 1283 mmol/l

Cl 1283 mmol/l

CLINICAL INFORMATION

Target species

Cattle, horses, sheep, goats, pigs, dogs and cats.




3.2

3.3

3.4

3.5

Indication for use for each target species

Indications for all target animal species:

As adjunctive therapy in the treatment of emergency situations, like
haemorrhagic, endotoxic, septic or hypovolaemic shock, when a rapid increase
in the plasma circulation volume is required in order to restore or maintain vital
organ functions.

Contraindications

Do not use in animals with:
— Hypertonic hyperhydration;
— Renal insufficiency;
— Severe electrolyte disturbances;
— Uncontrolled haemorrhage;
— Pulmonary oedema;
— Retention of water and sodium chloride;
—  Cardiac insufficiency;
— Hypertension;
— Hypertonic dehydration.

Special warnings

Excessive administration of chloride may, due the electrolyte’s interaction with
the body’s bicarbonate buffer system, exert an acidifying effect. Therefore, in
clinical instances accompanied by acidosis and hyperchloraemia, special care
has to be taken if this veterinary medicinal product is infused.

Sodium chloride administration may aggravate a pre-existing hypokalaemia.
Adequate access to drinking water should be provided when using the product.
Animals treated with this veterinary medicinal product should be closely
observed for possible deterioration of the clinical condition as a consequence of
treatment.

Special precautions for use

Special precautions for safe use in the target species:

Any existing haemorrhage should be stopped or controlled before treatment.

The solution should be administered slowly and at body temperature to avoid
thermal shock.

In severe cases, the central venous pressure has to be monitored during
administration.

Frequent monitoring of the water balance is recommended.



Hypertonic solutions must be administered solely by intravenous route.

Rapid infusion of hypertonic NaCl can lead to myelinolysis in the brain in
animals with chronic hyponatraemia.

Care should be taken to avoid the use of excessive doses (> 8 ml/kg body
weight) and excessive dose rates (> 60 ml/kg body weight/h).

Repeated infusion should only be performed after checking sodium
concentration and acid-base status.

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

Not applicable.

Special precautions for the protection of the environment:

Not applicable.
3.6 Adverse events

Target species: Cattle, horses, sheep, goats, pigs, dogs and cats

b,

Undetermined frequency (cannot be | Hypokalaemia?, haemolysis*, haemoglobinuria?,
estimated from the available data) Increased urine concentration®

Extracellular hypertonia?,

Oedema 3 (pulmonary oedema)

Bronchospasm?, hyperventilation *
Hypotension*, arrhythmias*

Application site pain®

Thrombosis

LAn excess of sodium may cause hypokalaemia, which may be aggravated by the
existence of continued loss of potassium and hyperchloraemia.

2Erroneous administration of sodium to dehydrated animals may increase the existing
extracellular hypertonia, with aggravation of existing disorders, and may cause death.
3Rapid infusion may cause oedema, principally pulmonary oedema, especially in case
of concurrent cardiac or renal insufficiency.

4After rapid administration.

>Administration into small peripheral veins may cause signs of pain.

®Infusion of hypertonic sodium chloride may provoke diuresis with formation of
hypertonic urine.

Reporting adverse events is important. It allows continuous safety monitoring of a
veterinary medicinal product. Reports should be sent, preferably via a veterinarian, to
either the marketing authorisation holder or the national competent authority via the
national reporting system. See the package leaflet for respective contact details.

3.7 Use during pregnancy, lactation or lay

Pregnancy and lactation:




3.8

3.9

The safety of the veterinary medicinal product has not been established during
pregnancy and lactation in the target species.

Use only according to the benefit-risk assessment by the responsible
veterinarian.

Interaction with other medicinal products and other forms of interaction

Administer with care to animals that have had prolonged treatment with
corticosteroids having a mineralocorticoid action.

Administration routes and dosage
Intravenous use.

The recommended dosage is 3 to 5 ml/kg body weight which have to be
administered over a period of maximum 15 minutes, without exceeding a rate of
1 ml/kg body weight/min. Administration of hypertonic sodium chloride should
be followed by infusion of isotonic fluids over one or two hours in order to
restore the hydration state of the interstitial space.

To ensure a correct dosage, body weight should be determined as accurately as
possible.

Under the control of a veterinarian the dosage should be adjusted to meet the
specific evolving demands of the animal under treatment.

Maintain aseptic precautions during administration.

Do not use if container or closure is damaged.

For single use only. Do not reconnect partially used infusion bottles.

Cloudy solutions or solutions containing visible solid particles should not be
administered.

3.10 Symptoms of overdose (and where applicable, emergency procedures and
antidotes)

Overdose of hypertonic sodium chloride solution may lead to an increase in the
extracellular volume (extracellular hyperhydration).

Hyperhydration is manifest by agitation and hypersalivation: in these cases, it is
appropriate to reduce the rate of infusion drastically or to stop the infusion.

Strict observation of the patient is necessary to safeguard the maintenance of
correct diuresis and to avoid causing cardiovascular overload and pulmonary or
cerebral oedema.

Fluid output, plasma sodium concentration and blood pressure should be
monitored. If hypernatraemia is present, it should be corrected slowly, using
water orally if possible, or intravenous 0.9% sodium chloride solution, or for
less severe hypernatraemia, an intravenous isotonic electrolyte solution with a
low sodium chloride concentration.



3.11

3.12

4.1

4.2

4.3

If the solution is exclusively administered in large doses, the chloride ions
displace bicarbonate ions and induce an acidosis.

An increase of serum osmolarity over 350 mOsm/l may produce cerebral
dysfunction and coma.

Overdose of the veterinary medicinal product can cause hypernatraemia.

Special restrictions for use and special conditions for use, including
restrictions on the use of antimicrobial and antiparasitic veterinary
medicinal products in order to limit the risk of development of resistance

[to completed nationally]
Withdrawal periods

Meat and offal: Zero days.
Milk: Zero hours.

PHARMACOLOGICAL INFORMATION
ATCvet code: QB05BB01
Pharmacodynamics

Infusion of a hypertonic saline solution leads to an osmotic expansion of the
plasma and a shift increase of the volume of the plasma from the interstitial fluid.

The solution is used as adjunctive therapy in the treatment of circulatory shock. It
is intended to provide an interim boost to cardiovascular function, pending
restoration of the circulatory volume by conventional isotonic intravenous
rehydration solutions. It is intended to improve cardiac output and cause a
favourable redistribution of blood flow to the renal and visceral circulation, in
particular.

This solution, after administering into the body, produces an increase in plasma
crystalloid osmotic pressure, and then the water flows from the interstitial
compartment to the vascular and the salt to the interstitial fluid, so that the
extracellular fluid is hypertonic. As a result, the water passes from cell to the
extracellular fluid, thus increasing the volume of it, decreasing the intracellular
fluid. Then the crystalloid concentration and the osmotic pressure or osmolality of
all body fluids are increased.

Pharmacokinetics

The kidneys excrete excess sodium and chloride, particularly by reducing the
secretion of aldosterone, resulting in the elimination of hypertonic urine.



5.1

5.2

5.3

5.4

5.5

Hypertonia of the extracellular fluid stimulates osmoreceptors with increased
secretion of antidiuretic hormone, which reduces the diuresis.

Hypertonia of the intracellular fluid causes thirst, so the animal will drink until
the normal osmotic pressure or osmolality of the body is restored.

PHARMACEUTICAL PARTICULARS

Major incompatibilities

Solutions containing sodium chloride are incompatible with Amphotericin B,
which is easily oxidized.

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

Shelf life

Shelf-life of the veterinary medicinal product as packaged for sale: 3 years.
Shelf-life after first opening the immediate packaging: use immediately.

Special precautions for storage

Protect from direct sunlight.

Nature and composition of immediate packaging

Low density polyethylene bottles. The container is hermetically closed before
the closure system is applied. The additional closure cap on top of the sealed
polyethylene container is made from polyethylene. Between the container and
the closure cap an elastomeric disk is placed.

Pack sizes:

Cardboard box containing 1 bottle of 500 ml.
Cardboard box containing 10 bottles of 500 ml.

Not all pack sizes may be marketed.

Special precautions for the disposal of unused veterinary medicinal product
or waste materials derived from the use of such products

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 national collection systems applicable to the
veterinary medicinal product concerned.
6. NAME OF THE MARKETING AUTHORISATION HOLDER

B. Braun Melsungen AG
B. Braun VetCare SA (ES)

7.  MARKETING AUTHORISATION NUMBER(S)

8. DATE OF FIRST AUTHORISATION
Date of first authorisation: <{DD/MM/YYYY}> or <{month YYYY}>
9. DATE OF THE LAST REVISION OF THE OF THE SUMMARY OF
THE PRODUCT CHARACTERISTICS
10. CLASSIFICATION OF VETERINARY MEDICINAL PRODUCTS

Veterinary medicinal product subject to prescription.

Detailed information on this veterinary medicinal product is available in the Union
Product Database (https://medicines.health.europa.eu/veterinary).

PROHIBITION OF SALE, SUPPLY AND/OR USE

Veterinary medicinal product subject to prescription.
In Spain only: To be administered only by a veterinary surgeon.

Detailed information on this veterinary medicinal product is available in the Union
Product Database (https://medicines.health.europa.eu/veterinary).


https://medicines.health.europa.eu/veterinary

LABELLING AND PACKAGE LEAFLET






A. LABELLING



PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGE

Bottle 500 ml

1.  NAME OF THE VETERINARY MEDICINAL PRODUCT

B. Braun Vet Care hypertonic NaCl-Solution (75 mg/ ml)
Solution for infusion (UK/IE)

Hipertonico Salino 75 mg/ ml solucion para (ES)

Hypertone Natriumchlorid-L6sung 75 mg/ ml B. Braun Vet Care
Infusionslésung (DE/AT)

B. Braun Vet Care hypertonique NaCl-Solution (75 mg/ ml)
Solution pour perfusion (FR/BE)

B. Braun Vet Care hypertonic NaCl-Oplossing (75 mg/ ml)
Oplossing voor infusie (NL)

Sodio Cloruro 75 mg/ ml B. Braun Vet Care soluzione ipertonica per (IT)

‘ 2. STATEMENT OF ACTIVE SUBSTANCES

Each ml contains:

Active substance:

Sodium chloride 75 mg
Electrolyte concentration:

Na 1283 mmol/l
Cl 1283 mmol/l
Theoretical osmolarity: 2566 mOsm/I

|3.  TARGET SPECIES

Cattle, horses, sheep, goats, pigs, dogs and cats.

‘ 4. ROUTES OF ADMINISTRATION

For intravenous use.
Read the package leaflet before use.

5. WITHDRAWAL PERIODS




Withdrawal period:
Meat and offal: Zero days.
Milk: Zero hours.

| 6. EXPIRY DATE

Exp. {mm/yyyy}

Once opened: use immediately.

‘ 7. SPECIAL STORAGE PRECATUIONS

Protect from direct sunlight.

‘ 8.  NAME OF THE MARKETING AUTHORISATION HOLDER

B. Braun Melsungen AG
B. Braun VetCare SA (ES)

9. BATCHNUMBER

Lot number:

PARTICULARS TO APPEAR ON THE OUTER PACKAGE

Cardboard box containing bottles 1 x 500 ml and 10 x 500 ml

1.

NAME OF THE VETERINARY MEDICINAL PRODUCT

B. Braun Vet Care hypertonic NaCl-Solution (75 mg/ ml)
Solution for infusion (UK/IE)



Hipertdnico Salino 75 mg/ ml solucién para perfusion (ES)

Hypertone Natriumchlorid-Ldsung 75 mg/ ml B. Braun Vet Care
Infusionslésung (DE/AT)

B. Braun Vet Care hypertonique NaCl-Solution (75 mg/ ml)
Solution pour perfusion (FR/BE)

B. Braun Vet Care hypertonic NaCl-Oplossing (75 mg/ ml)
Oplossing voor infusie (NL)

Sodio Cloruro 75 mg/ ml B. Braun Vet Care soluzione ipertonica per infusione

(Im)

‘ 2.  STATEMENT OF ACTIVE SUBSTANCES

Each ml contains:

Active substance:

Sodium chloride 75 mg
Electrolyte concentration:

Na 1283 mmol/l
Cl 1283 mmol/Il
Theoretical osmolarity: 2566 mOsm/I

3.  PACKAGE SIZE

1 x 500 ml
10 x 500 ml

| 4. TARGET SPECIES

Cattle, horses, sheep, goats, pigs, dogs and cats.

| 5. INDICATIONS

‘ 6. ROUTES OF ADMINISTRATION

For intravenous use.

‘ 7.  WITHDRAWAL PERIODS

Withdrawal period:
Meat and offal: Zero days.
Milk: Zero hours.



|8.  EXPIRY DATE

Exp. {mm/yyyy}

Once broached: use immediately.

‘ 9. SPECIAL STORAGE PRECAUTIONS

Protect from direct sunlight.

‘ 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

B. Braun Melsungen AG
B. Braun VetCare SA (ES)

‘ 14. MARKETING AUTHORISATION NUMBERS

‘ 15. BATCH NUMBER

Lot number:



B. PACKAGE LEAFLET



PACKAGE LEAFLET
1. Name of the veterinary medicinal product

B. Braun Vet Care hypertonic NaCl-Solution (75 mg/ ml)
Solution for infusion for horses, cattle, sheep, goats, pigs, dogs and cats (UK/IE)

Hipertonico Salino 75 mg/ ml solucién para perfusion para bovino, equino, ovino,
caprino, porcino, perros y gatos (ES)

Hypertone Natriumchlorid-L6sung 75 mg/ ml B. Braun Vet Care
Infusionslésung fir Pferde, Rinder, Schafe, Ziegen, Schweine, Hunde und Katzen
(DE/AT)

B. Braun Vet Care hypertonique NaCl-Solution (75 mg/ ml)

Solution pour perfusion pour chevaux, bovins, moutons, chevres, porcins, chiens et
chats (FR/BE)

B. Braun Vet Care hypertonic NaCl-Oplossing (75 mg/ ml)

Oplossing voor infusie voor paarden, runderen, schapen, geiten, varkens, honden en
katten (NL)

Sodio Cloruro 75 mg/ ml B. Braun Vet Care soluzione ipertonica per infusione per
cavalli, bovini, pecore, capre, porci, cani e gatti (IT)

2. Composition

Each ml contains:

Active substance:
Sodium chloride 75 mg

A clear, colourless aqueous solution free from bacterial endotoxins.
Theoretical osmolarity: 2566 mOsm/I
Electrolyte concentration:

Na 1283 mmol/l
Cl 1283 mmol/Il

3 Target species

Cattle, horses, sheep, goats, pigs, dogs and cats.

4, Indications for use

Indications for all target animal species:



As adjunctive therapy in the treatment of emergency situations, like
haemorrhagic, endotoxic, septic or hypovolaemic shock, when a rapid
increase in the plasma circulation volume is required in order to restore
or maintain vital organ functions.

5. Contraindications
Do not use in animals with:

Hypertonic hyperhydration;

Renal insufficiency;

Severe electrolyte disturbances;
Uncontrolled haemorrhage;

Pulmonary oedema;

Retention of water and sodium chloride;
Cardiac insufficiency;

Hypertension;

Hypertonic dehydration.

6. Special warnings

Special warnings:
None.

Special precautions for safe use in the target species:
Any existing haemorrhage should be stopped or controlled before
treatment.

Hypertonic solutions must be administered solely by intravenous route.

Excessive administration of chloride may, due the electrolyte’s
interaction with the body’s bicarbonate buffer system, exert an acidifying
effect. Therefore, in clinical instances accompanied by acidosis and
hyperchloraemia, special care has to be taken if this veterinary medicinal
product is infused.

Sodium chloride administration may aggravate a pre-existing
hypokalaemia.

In severe cases, the central venous pressure has to be monitored during
administration.

Frequent monitoring of the water balance is recommended.

Adequate access to drinking water should be provided when using the
product.



Rapid infusion of hypertonic NaCl can lead to myelinolysis in the brain
in animals with chronic hyponatraemia.

Care should be taken to avoid the use of excessive doses (> 8 ml/kg body
weight) and excessive dose rates (> 60 ml/kg body weight/h).

Animals treated with this veterinary medicinal product should be closely
observed for possible deterioration of the clinical condition as a
consequence of treatment.

Repeated infusion should only be performed after checking sodium
concentration and acid-base status.

Pregnancy and lactation:

The safety of the veterinary medicinal product has not been established
during pregnancy and lactation in the target species.

Use only according to the benefit-risk assessment by the responsible
veterinarian.

Interaction with other medicinal products and other forms of interaction:
Administer with care to animals that have had prolonged treatment with
corticosteroids having a mineralocorticoid action.

Overdose:

Overdose of hypertonic sodium chloride solution may lead to an increase
in the extracellular volume (extracellular hyperhydration).
Hyperhydration is manifest by agitation and hypersalivation: in these
cases, it is appropriate to reduce the rate of infusion drastically or to stop
the infusion.

Strict observation of the patient is necessary to safeguard the
maintenance of correct diuresis and to avoid to cause cardiovascular
overload and pulmonary or cerebral oedema.

Fluid output, plasma sodium concentration and blood pressure should be
monitored. If hypernatraemia is present, it should be corrected slowly,
using water orally if possible, or intravenous 0.9% sodium chloride
solution, or for less severe hypernatraemia, an intravenous isotonic
electrolyte solution with a low sodium chloride concentration.

An increase of serum osmolarity over 350 mOsm/l may produce cerebral
dysfunction and coma.

If the solution is administered exclusively and in large doses, the
chloride ions displace bicarbonate ions and induce an acidosis.

Overdose of the veterinary medicinal product can cause hypernatraemia.

Major incompatibilities:




Solutions containing sodium chloride are incompatible with Amphotericin B, since
Amphotericin B precipitates in the presence of sodium chloride.

In the absence of compatibility studies, this veterinary medicinal product

must not be mixed with other veterinary medicinal products.

7. Adverse events

Target species: Cattle, horses, sheep, goats, pigs, dogs and cats:

Undetermined frequency (cannot be | (Hypokalaemia (Low blood potassium)?!, haemolysis?,
estimated from the available data) haemoglobinuria (Haemoglobin in urine)*,

Increased urine concentration®

Extracellular hypertonia?

Oedema (Swelling)® (pulmonary oedema)
Bronchospasm?, hyperventilation *

Hypotension (Low blood pressure )*, arrhythmias*
Application site pain®

Thrombosis

LAn excess of sodium may cause hypokalaemia, which may be aggravated by the
existence of continued loss of potassium and hyperchloraemia.

2Erroneous administration of sodium to dehydrated animals may increase the existing
extracellular hypertonia, with aggravation of existing disorders, and may cause death.
3Rapid infusion may cause oedema, principally pulmonary oedema, especially in case
of concurrent cardiac or renal insufficiency.

4After rapid administration.

>Administration into small peripheral veins may cause signs of pain.

®Infusion of hypertonic sodium chloride may provoke diuresis with formation of
hypertonic urine.

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 authorization holder
using the contact details at the end of this leaflet, or via your national
reporting system.

8. Dosage for each species, route and method of administration
Administration by intravenous route.

The recommended dosage is 3 to 5 ml/kg body weight which have to be
administered over a period of maximum 15 minutes, without exceeding a
rate of 1 ml/kg body weight/min. Administration of hypertonic sodium
chloride should be followed by infusion of isotonic fluids over one or
two hours in order to restore the hydration state of the interstitial space.

To ensure a correct dosage, body weight should be determined as accurately as
possible




Under the control of a veterinarian the dosage should be adjusted to meet
the specific evolving demands of the animal under treatment.
9. Advice on correct administration

The solution should be administered slowly and at body temperature to
avoid hypothermia.

Maintain aseptic precautions during administration.

Cloudy solutions or solutions containing visible solid particles should
not be administered.

Do not use if container or closure are damaged. For single use only.

Do not reconnect partially used infusion bottles.

10.  Withdrawal periods

Meat and offal: Zero days.

Milk: Zero hours.

11.  Special storage precautions

Keep out of the sight and reach of children.

Protect from direct sunlight.

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

month.

Shelf life after first opening the immediate packaging: use immediately.

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

Low density polyethylene bottles. The container is hermetically closed before the
closure system is applied. The additional closure cap on top of the sealed polyethylene
container is made from polyethylene. Between the container and the closure cap an
elastomeric disk is placed.

Pack sizes:

Cardboard box containing 1 bottle of 500 ml.
Cardboard box containing 10 bottles of 500 ml.

Not all pack sizes may be marketed.

15. Date on which the package leaflet was last revised

Detailed information on this veterinary medicinal product is available in
the Union Product Database
(https://medicines.health.europa.eu/veterinary).

16.  Contact details

Marketing authorisation holderand contact details to report suspected adverse
reactions:

B. Braun Melsungen AG

Carl-Braun Strafe 1 Postal address:

34212 Melsungen, Germany 34209 Melsungen, Germany
Telephone number: +495661-710

In Spain:

B. Braun VetCare SA
Ctra. de Terrassa, 121
08191 Rubi (Barcelona)
Tel: +34 93 586 62 00

Manufacturer responsible for batch release:
B. Braun Medical SA
Carretera de Terrassa,121
08191 Rubi (Barcelona) — Spain




