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BERINERT

Berinert 500, Berinert 1500

A - & &

For intravenous injection (Vials):
500 IU/10mL

Berinert 500 contains 500 IU per
injection vial.

Berinert 1500 contains 1500 IU per
injection vial

BRESI
FUES

BERINERT is a plasma-derived C1
Esterase Inhibitor (Human) indicated
for the treatment of acute abdominal,
facial, or laryngeal hereditary
angioedema (HAE) attacks in adult and
pediatric patients.

The safety and efficacy of BERINERT
for prophylactic therapy have not been
established.

Hereditary angioedema type I and II
(HAE)

Treatment and pre-procedure
prevention of acute episodes.

MERT
&=

For intravenous use only.

« Store the vial in the original carton in
order to protect from light. Store at 2-
30°C (36-86°F). Do not freeze.

* Administer 20 International Units per
kg body weight.

* Reconstitute BERINERT prior to use
using the Sterile Water for Injection,
USP provided.

* Use the silicone-free syringe provided
for administration of BERINERT.

* Administer at room temperature
within 8 hours of reconstitution.

« Inject at a rate of approximately 4 mL
per minute.

* Do not mix BERINERT with other
medicinal products or solutions.

* Appropriately trained patients may
self-administer upon recognition of an
HAE attack.

Treatment should be initiated under the
supervision of a physician experienced
in the treatment of C1-esterase
inhibitor deficiency.

Posology

Adults

Treatment of acute angioedema
attacks:

20 IU per kilogram body weight
(20 IU/kg b.w.)

Pre-procedure prevention of
angioedema attacks:

1000 IU less than 6 hours prior to a
medical, dental, or surgical procedure.

Paediatric population
Treatment of acute angioedema
attacks:

20 TU per kilogram body weight
(20 IU/kg b.w.).

Pre-procedure prevention of
angioedema attacks:

15 to 30 IU per kilogram body weight
(15-30 IU/kg b.w.) less than 6 hours
prior to a medical, dental, or surgical
procedure. Dose should be selected
taking into account clinical
circumstances (e.g. type of procedure
and disease severity).

Method of administration
Berinert is to be reconstituted
according to section 6.6. The
reconstituted solution for
- Berinert 500 should be colourless
and clear.
- Berinert 1500 should be colourless
and clear to slightly opalescent.
The solution is to be administered by
slow i.v. injection. Berinert 500 can
also be administered as infusion
(4 ml/minute).

(2021 49 A)

(202149 H)
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SKERAESCE 8.1 Pregnancy

(2021 %29 H) Risk Summary

Background risk (general population)

A review of available data suggests that major birth defects occur in 2-
4% of the U.S. general population and that miscarriage occurs in 15-
20% of clinically recognized pregnancies, regardless of drug exposure.

Data

Risk in BERINERT patients

In a retrospective case collection study, 20 pregnant women ranging in
age from 20 to 35 years received BERINERT with repeated doses up to
3,500 TU per HAE attack; these women reported no complications
during delivery and no harmful effects on their 34 neonates.3
BERINERT should be given to a pregnant woman only if clearly
needed.

8.2 Lactation

Risk Summary

It is not known whether BERINERT is excreted in human milk. Because
many drugs are excreted in human milk, caution should be exercised
when BERINERT is administered to a nursing woman.

EU if#fs4 3055 | 4.6 Fertility, pregnancy and lactation

(2021 429 ) | Pregnancy

There are limited amount of data that indicate no increased risk from the
use of Berinert in pregnant women. Berinert is a physiological
component of human plasma. Therefore, no studies on reproduction and
developmental toxicity have been performed in animals and no adverse
effects on fertility, pre- and postnatal development are expected in
humans. Therefore, Berinert should be given to a pregnant woman only
if clearly needed.

Breastfeeding

It is unknown whether Berinert is excreted in human milk, but due to its
high molecular weight, the transfer of Berinert into breast milk seems
unlikely. However, breastfeeding is questionable in women suffering
from hereditary angioedema. A decision must be made whether to
discontinue breastfeeding or to discontinue the Berinert therapy taking
into account the benefit of breastfeeding for the child and the benefit of
therapy for the woman.

Fertility

Berinert is a physiological component of human plasma. Therefore, no
studies on reproduction and developmental toxicity have been
performed in animals and no adverse effects on fertility, pre- and
postnatal development are expected in humans.
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K ER AT S 8.4 Pediatric Use
(2021 £ 9 AH) Safety and efficacy of BERINERT have been evaluated in 12 pediatric

patients with HAE (age range 10 to 16 years) in the placebo controlled
and open-label extension studies. BERINERT was also evaluated in 18
pediatric patients with HAE (age range 5 to 11 years) in a Registry Study
conducted in the US and Europe. The safety profile observed in the
pediatric population was similar to that observed in adults. The
pharmacokinetics of BERINERT were evaluated in 5 pediatric subjects
(ages 6 through 13).

EU iRfl30E
(2021 459 A)

4.2 Posology and method of administration
Paediatric population

Treatment of acute angioedema attacks:

20 IU per kilogram body weight (20 IU/kg b.w.).

Pre-procedure prevention of angioedema attacks:

15 to 30 IU per kilogram body weight (15-30 IU/kg b.w.) less than 6
hours prior to a medical, dental, or surgical procedure. Dose should be
selected taking into account clinical circumstances (e.g. type of
procedure and disease severity).
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