
PRESCRIBING INFORMATION Please refer to the Summary of Product Characteristics (SmPC) 
before prescribing. Beriplex® P/N 250, 500, 1000 IU: Human Prothrombin Complex containing 
coagulation factors II, VII, IX, X, Proteins C and S. Presentation:  Powder and solvent for solution for 
IV injection. Indications: Treatment and perioperative prophylaxis of bleedings in 1) acquired deficiency 
of the prothrombin complex coagulation factors when rapid correction of deficiency is required and 
2) congenital deficiency of any of the vitamin K dependent coagulation factors when purified specific 
coagulation factor products are not available. Dosage and Administration: Initiate under supervision 
of a physician experienced in treating coagulation disorders. Dosage and therapy duration depend 
on indication for treatment, severity of the disorder, location and extent of bleeding and clinical 
condition. Administer IV no more than 8ml/min or 0.12ml/kg/min for patients <70kg (i.e. less than 8ml/
min). See SmPC. Older population: Dosage and administration in >65 years is equivalent to general 
recommendations. Paediatric population: Safety and efficacy in children and adolescents has not been 
established in trials. Bleeding and perioperative prophylaxis of bleedings during vitamin K antagonist 
treatment: Dosage depends on the pre-treatment INR and the targeted INR. See SmPC.

Dose based on body weight up to 100kg; if >100kg, maximum single dose is 2500IU when INR 2.0-3.9, 
3500IU when INR 4.0-6.0 and 5000IU when INR >6.0. Repeated dosing with Beriplex is not recommended 
for urgent vitamin K antagonist reversal. Recovery and duration of effect may vary, thus, monitoring of 
INR during treatment is mandatory. Bleedings and perioperative prophylaxis in congenital deficiency of 
any of the vitamin K dependent coagulation factors when specific coagulation factor products are not 
available: Required dosage is determined using the following formula: Required units = body weight [kg] 
x desired rise in factor concentration [IU/ml] x reciprocal of estimated recovery. If the individual recovery 
is known, that value should be used for calculation. See SmPC. Contraindications: Hypersensitivity 
to product components. In disseminated intravascular coagulation (DIC), prothrombin complex-
preparations may only be used after termination of the consumptive state. Known history of heparin-

induced thrombocytopenia. Special warnings & precautions: In acquired deficiency of vitamin-K 
dependent coagulation factors only use when rapid correction of prothrombin complex levels is needed.  
Patients receiving a vitamin K antagonist may have an underlying hypercoaguable state and infusion 
of human prothrombin complex may exacerbate this. In congenital deficiency of vitamin K-dependent 
factors, specific coagulation factor products should be used when available. If allergic or anaphylactic-
type reactions occur, administration has to be stopped immediately and an appropriate treatment has to 
be initiated.  Risk of thrombosis or DIC particularly with repeated dosing which may be higher in isolated 
factor VII deficiency. Observe closely for signs or symptoms of DIC or thrombosis. Closely monitor 
patients; with a history of coronary heart disease, myocardial infarction, patients with liver disease, 
administered per- or postoperatively, neonates, patients at risk of thromboembolic phenomena or DIC 
or simultaneous inhibitor deficiency. Only use in DIC after termination of consumptive state. Reversing 
vitamin K antagonists exposes patients to thromboembolic risk, resumption of anticoagulation should 
be carefully considered as soon as possible. Heparin-induced thrombocytopenia, type II may occur 
and cases of nephrotic syndrome have been reported. Beriplex contains up to 343mg sodium (approx 
15mmol)/100ml. Virus safety: Standard measures used to prevent infections from medicinal products 
prepared from human blood/plasma are considered effective for enveloped viruses such as HIV, HBV, HCV 
and the non-enveloped HAV and parvovirus B19 viruses. Pregnancy and Lactation: Safety in pregnancy 
and lactation not established, use only if clearly indicated. Undesirable effects: Thromboembolic 
events (Inc. fatal cases), DIC, hypersensitivity or allergic reactions, anaphylactic reactions including 
anaphylactic shock, development of antibodies, headache, increased body temperature. Refer to the 
SmPC for details on full side effect profile and interactions. Marketing authorisation Number: Beriplex 
P/N 250: PL 15036/0028; Beriplex P/N 500: PL 15036/0029, Beriplex P/N 1000: PL 15036/0034. Further 
information is available from: CSL Behring UK Limited, 4 Milton Road, Haywards Heath, West Sussex, 
RH16 1AH NHS Maximum Price: 250 IU: £150; 500 IU: £300; 1000 IU: £600. Legal Category: POM. 
Date Prepared: February 2021.

Adverse events should be reported. Reporting forms and information can be found at  
https://yellowcard.mhra.gov.uk/

Adverse events should also be reported to CSL Behring UK Ltd. on 01444 447 405

PI Approval Code: GBR-BRX-0143

Approximate doses required for normalisation of INR (e.g. ≤ 1.3) at different initial INR levels

Pre-treatment INR 2.0 – 3.9 4.0 – 6.0 >6.0

Approximate dose ml/kg body weight 1 1.4 2

Approximate dose IU (factor IX)/kg body weight 25 35 50
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Mix2Vial® - the needleless transfer system

REPLACE. REVERSE. STOP.
Achieve faster administration than other licensed PCCs, with a maximum infusion rate of 8ml/min1

Before you start, disinfect the 
surface you will be working on and 
wash your hands thoroughly. Pay 
attention to cleanliness and do not 
touch the connection points of any 
of the equipment. Reconstitution 
and withdrawal must be carried 
out under sterile conditions.

Before you carry out the steps to 
reconstitute Beriplex® P/N, bring 
the water for injection vial and the 
product vial to room temperature 
(below 25°C). Remove the flip 
caps from both vials and wipe the 
rubber stoppers with a disinfecting 
swab. Allow to dry. 

When the water for 
injection vial is empty, 
hold the clear adapter 
(product-vial side of the 
Mix2Vial) in one hand and 
the blue adapter (water-
vial side) in the other. 
Carefully unscrew the 
Mix2Vial anticlockwise 
into two pieces. 

Discard the water for 
injection vial with the 
blue adapter attached.

Gently swirl the product 
vial with the clear adapter 
attached until the powder 
is fully dissolved. Take 
care not to touch the 
opening of the adapter, 
and do not shake.

Indication: Treatment and perioperative prophylaxis of bleedings in: 1) acquired deficiency of the prothrombin complex coagulation factors when rapid correction of the 
deficiency is required 2) congenital deficiency of any of the vitamin K dependent coagulation factors when purified specific coagulation factor products are not available1

Draw air into an 
empty, sterile syringe. 
Keeping the product 
vial upright on a 
flat surface, connect 
the syringe to the 
Mix2Vial’s Luer Lock 
fitting (the white 
fitting on the clear 
adapter) by screwing 
clockwise. 

Inject air into the 
product vial but try 
not to inject any air 
into the solution, to 
avoid foaming.

Turn the system 
upside down, keeping 
the plunger of the 
syringe pressed in. Fill 
the syringe with the 
solution by pulling the 
plunger back slowly.

Once the solution has 
been transferred into 
the syringe, firmly hold 
on to the barrel of the 
syringe (keeping the 
syringe plunger facing 
down) and disconnect 
the clear adapter of 
the Mix2Vial from the 
syringe by unscrewing 
anticlockwise. 

Point the connector 
tube of the syringe 
upwards and expel the 
air gently from the 
syringe, being careful 
not to expel the 
solution.

If you put the syringe 
down, make sure that 
the syringe tip does 
not touch any surface.
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Open the Mix2Vial 
package by peeling off 
the lid. 

Do not remove the 
Mix2Vial from the 
blister package.

Place the water for 
injection vial on 
a clean, hard, flat 
surface and hold the 
vial tight. Take the 
Mix2Vial together with 
the blister package 
and push the spike 
of the blue adapter 
straight down through 
the water for injection 
vial stopper. The blue 
adapter locks onto the 
water for injection vial.

1 Hold onto the water 
for injection vial and 
carefully remove 
the blister package 
from the Mix2Vial by 
holding at the rim 
and pulling straight 
upwards (do not tilt).

Make sure you only 
pull away the blister 
package and not the 
Mix2Vial. 

2 Place the product 
vial on a clean, hard, 
flat surface. Turn the 
water for injection vial 
upside down with the 
Mix2Vial attached and 
push the spike of the 
clear adapter straight 
down through the 
product vial stopper. 
It is important that 
you do not lift the 
product vial off the 
flat surface.  

The clear adapter 
locks onto the product 
vial. The water will 
automatically flow 
from the water for 
injection vial into the 
product vial.

3


