CSL Behring

PACKAGE INSERT

Dear Patient,

This leaflet gives you important information about this medicine. It is continually updated.
Therefore, please read this leaflet carefully. Unfortunately, one cannot explain all
the medical knowledge relating to your disease in such a small leaflet. This is why you
might not understand every part of it without a comprehensive medical background or a
personal explanation from your doctor. For this reason this leaflet also provides specialized
information for your doctor, so that he can help you to understand.

If you have further questions about this medicine or any questions about your disease,
please ask your doctor or pharmacist.

BERINERT® P

Active ingredient: C1-esterase inhibitor, human

QUALITATIVE AND QUANTITATIVE COMPOSITION
Active ingredients

Dried substance 250 mg
Cl-esterase inhibitor 500 U*
Total protein 65mg

Other ingredients
Aminoacetic acid (glycine), sodium chloride, sodium citrate, HCl or NaOH (in small amiounts
for pH adjustment), water for injections

PHARMACEUTICAL FORM AND PRESENTATIONS

Pharmaceutical form
Powder (white lyophilizate) for intravenous injection or infusion after reconstitution with the
supplied diluent.

Presentations

One pack with 500 U containing:

1 vial with dried substance (500 U)
1 vial with 10 ml water for injections
One device pack containing:

1 filter transfer device 20/20

1 disposable 10 ml syringe

1 venipuncture set

2 alcohol swabs

1 plaster

PHARMACOTHERAPEUTIC GROUP

Enzyme inhibitors
ATC code: BO2A BO3

NAME AND ADDRESS OF THE MARKETING AUTHORIZATION HOLDER

CSL Behring GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

THERAPEUTIC INDICATIONS

Hereditary angioedema (HAE) (previous term: angioneurotic edema, please refer to “Addi-
tional Information”)

a) treatment of acute episodes

b) pre-operative prophylactic

* 1 U s equivalent to the C1-esterase inhibitor activity in 1 ml of fresh citrated plasma of healthy denors.
1 U is equivalent to 6 Levy-Lepow units
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CONTRAINDICATIONS

Nene known

Pregnancy and lactation

No animal reproduction studies have been conducted with Berinert P. Experimental animal
studies are insufficient to assess the safety with respect to reproduction, development of the
embryo or foetus, the course of gestation and peri- and postnatal development.

In acute cases the benefits of treatment should be weighed against the possible risks.

SPECIAL WARNINGS AND SPECIAL PRECAUTIONS FOR USE

It is advised against off-label use or treatment with Berinert P beyond the approved indica-
tions and posology (e.q. Capillary Leak Syndrome, CLS) (see also chapter Undesirable Effects).

In the case of patients with known tendency towards allergies, antihistamines and cortico-
steroids should be administered prophylactically.

If allergic or anaphylactic reactions occur the administration of Berinert P has to be discon-
tinued immediately (e.g. by interruption of the infusion) and an appropriate treatment has to
be initiated. The current medical standards for shock treatment are to be observed.

Patients with laryngeal oedema require particularly careful monitoring with emergency treat-
ment in stand-by.

When medicinal products prepared from human blood or plasma are administered, infectious
diseases due to the transmission of infective agents cannot be totally excluded. This alsa
applies to pathogens of hitherto unknown nature. In order to prevent such infections the
following standard measures have been taken:

e selection of donors,

e screening of individual donations and plasma pools for specific markers of infection,

® the inclusion of effective manufacturing steps for the inactivation/removal of viruses.

The measures taken are considered effective for enveloped viruses such as HIV, HBV and HCV
and for the non-enveloped virus HAV.

The measures taken may be of limited value against non-enveloped viruses such as parvovirus
B19.

Parvovirus B19 infection may be serious for pregnant women (fetal infection) and for indivi-
duals with immunodeficiency or increased erythropoesis (e.g. haemaolytic anaemia).

Vaccination against hepatitis A and hepatitis B should be considered for patients in regular/
repeated receipt of human plasma-derived C1-esterase inhibitor products.

[tis strongly recommended that every time that-Berinert P is'administered to a patient, the
name and batch number of the product are recorded in order to maintain a link between the
patient and the batch of the product.

INTERACTIONS WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF
INTERACTIONS

None known

Incompatibilities
Berinert P should not be mixed with other medicinal products and diluents in the syringe/
infusion set.

DOSAGE AND ADMINISTRATION

Dosage
The usual dosage is 500 U (10 ml). In severe cases, e.g. in laryngeal oedema: 1,000 U (20 ml).

Dosage for neonates, infants and children
Adults and children are to receive the same dose.

Administration

General instructions

— Reconstitution and withdrawal must be carried qut under aseptic conditions.

— Do not use solutions which are cloudy or contain residues (depasits/particles)

~ The reconstituted solution should be warmed up to room or body temperature before
administration.

Reconstitution

Bring the solvent to room temperature. Ensure product and diluent vial flip caps are removed
and the stoppers are treated with an aseptic solution and allowed to dry prior to opening the
Mix2Vial package.







