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• Nonactivated

• Contains antithrombin III and heparin

• Administer concurrently with vitamin K

• 36-month room-temperature storage prior to reconstitution

• Available in 2 vial sizes for added convenience

Hotline
KCENTRA TOLL-FREE:

1-855-4KCENTRA
(1-855-452-3687)

Speak with a KCENTRA Hotline representative for: 
• Additional product information • Medical inquiries

• Dosing and reconstitution support • Reimbursement support

Important Safety Information (continued)
KCENTRA®, Prothrombin Complex Concentrate (Human), is a blood 
coagulation factor replacement product indicated for the urgent 
reversal of acquired coagulation factor deficiency induced by 
Vitamin K antagonist (VKA—eg, warfarin) therapy in adult patients 
with acute major bleeding or the need for urgent surgery or other 
invasive procedure. KCENTRA is for intravenous use only. 
KCENTRA is contraindicated in patients with known anaphylactic 
or severe systemic reactions to KCENTRA or any of its components 
(including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). KCENTRA is also contraindicated 
in patients with disseminated intravascular coagulation. Because 
KCENTRA contains heparin, it is contraindicated in patients with 
heparin-induced thrombocytopenia (HIT).
Hypersensitivity reactions to KCENTRA may occur. If patient 
experiences severe allergic or anaphylactic type reactions, 
discontinue administration and institute appropriate treatment.

In 2 head-to-head trials, KCENTRA demonstrated 
superiority to plasma in 3 of 4 efficacy endpoints

Efficacy
endpoint

UrgentSurgery/
InvasiveProcedurestrial

AcuteMajor
Bleedingtrial

Effective
hemostasis KCENTRA superior KCENTRA and plasma

equally effective

Early INR
reduction KCENTRA superior KCENTRA superior

Effective hemostasis measured up to 24 hours for the Acute Major Bleeding trial and until 
the end of procedure (up to 24 hours) for the Urgent Surgery/Invasive Procedures trial. 
Rapid INR reduction to ≤1.3 at 0.5 hours after end of infusion.

•The relationship between INR values and clinical hemostasis 
in patients has not been established

Important Safety Information (continued)
Resumptionofanticoagulationshouldbecarefullyconsidered
once the risk ofthromboemboliceventsoutweighsthe risk
of acutebleeding. Bothfatal andnon-fatal arterial and
venous thromboembolic complications have been reported
in clinical trials and postmarketing surveillance. Monitor
patientsreceivingKCENTRA,andinform them of signsand
symptomsof thromboembolicevents. KCENTRAwasnot
studied insubjects who hadathromboembolic event,
myocardialinfarction,disseminatedintravascular
coagulation,cerebralvascularaccident,transientischemic
attack,unstableanginapectoris,orsevereperipheral
vasculardiseasewithintheprior3months. KCENTRAmight
not be suitable forpatients with thromboembolic events
intheprior3months.

KCENTRA is manufactured by CSL Behring GmbH and distributed by CSL Behring LLC.
KCENTRA® is a registered trademark of CSL Behring GmbH.

©2023 CSL Behring LLC 1020 First Avenue, PO Box 61501, King of Prussia, PA 19406-0901 USA
www.CSLBehring-us.com www.KCENTRA.com KCT-0136-OCT23

Please see additional 
Important Safety Information 
throughout and enclosed
full prescribing information, 
including boxed warning.

*KCENTRA dose is calculated using Factor IX content (units), printed on each vial.

Additional dosing recommendations 
• Repeat dosing has not been established by clinical data 

and is not recommended

• Administer KCENTRA:
– By intravenous infusion at a rate of 0.12 mL/kg/min

(~3 units/kg/min) up to a maximum rate of 8.4 mL/min
– Concurrently with vitamin K
– Through a separate infusion line

• Reconstitute KCENTRA using aseptic technique with 20 mL 
(nominal potency 500 U kit) or 40 mL (nominal potency 1000 U 
kit) of Sterile Water for Injection (diluent) provided in the kit.

KCENTRA is available as a single-dose vial containing Factors II, VII, 
IX, and X, and antithrombotic Proteins C and S.
INR = international normalized ratio.

Important Safety Information
WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC 
COMPLICATIONS
Patients being treated with Vitamin K antagonist therapy 
have underlying disease states that predispose them to 
thromboembolic events. Potential benefits of reversing 
VKA should be weighed against the risk of thromboembolic 
events, especially in patients with history of such events.

Instructions for use 
1. Pull up color tab to select body weight in window.

2. Read the Factor IX IU dose in the corresponding INR window.

3. When patient is to receive multiple vials, contents can be pooled 
to achieve dose (after reconstituting each vial using separate 
Mix2Vial transfer set).*

Dose

KCENTRA Dosing Guide
Patient’s pretreatment INR and body weight determine dose

Body weight Pretreatment INR
(kg) 2.0 to <4.0 4.0 to 6.0 >6.0

Factor IX IU

Find the dosage 
calculator on 
www.KCENTRA.com 
or on the downloadable 
KCENTRA Quick Guide 
app—available at the 
Apple App Store and 
the Google Play Store

KCENTRA—the first and only 4F-PCC approved 
for urgent warfarin reversal in both patients 
with acute major bleeding and those undergoing 
urgent surgery/invasive procedures

Please see additional Important Safety Information 
throughout and enclosed full prescribing information, 
including boxed warning.

KCENTRA replaces only 
what is needed for urgent 
warfarin reversal

Single-dose administration
Patient’s pretreatment INR and body weight determine dose

Pretreatment INR 2–<4 4–6 >6

Dose* of KCENTRA 
(units† of Factor IX)/kg 
body weight

25 35 50

Maximum dose‡

(units of Factor IX)
Not to exceed 

2500
Not to exceed 

3500
Not to exceed 

5000

*Dosing is based on body weight. Dose based on actual potency is stated on the vial, which will vary
from 20–31 Factor IX units/mL after reconstitution. The actual potency for 500 unit vial ranges 
from 400–620 units/vial. The actual potency for 1000 unit vial ranges from 800–1240 units/vial.

†Units refer to International Units.
‡Dose is based on body weight up to but not exceeding 100 kg. For patients weighing more than

100 kg, maximum dose should not be exceeded.

Example dosing calculation

Calculation:
35 units of Factor IX/kg x 80 kg =
2800 units of Factor IX required§

• Patient weight: 80 kg

• Pretreatment INR: 5

§For a vial with an actual potency of 30 units/mL Factor IX, 93 mL would be given (2800 units/
30 units/mL = 93 mL).

Important Safety Information (continued)
In clinical trials, the most frequent (≥2.8%) adverse reactions 
observed in subjects receiving KCENTRA were headache, nausea/ 
vomiting, hypotension, and anemia. The most serious adverse 
reactions were thromboembolic events, including stroke, pulmonary 
embolism and deep vein thrombosis.
KCENTRA is derived from human plasma. The risk of transmission 
of infectious agents, including viruses and, theoretically, the 
Creutzfeldt-Jakob disease (CJD) agent and its variant (vCJD), 
cannot be completely eliminated.

Please see additional Important Safety Information throughout and 
enclosed full prescribing information, including boxed warning.

To report SUSPECTED ADVERSE REACTIONS, contact the
CSL Behring Pharmacovigilance Department at 1-866-915-6958 
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
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•Nonactivated

•Contains antithrombin III and heparin

•Administer concurrently with vitamin K

•36-month room-temperature storage prior to reconstitution

• Available in 2 vial sizes for added convenience

Hotline
KCENTRA

TOLL-FREE:

1-855-4KCENTRA
(1-855-452-3687)

Speak with a KCENTRA Hotline representative for: 
•Additional product information•Medical inquiries

•Dosing and reconstitution support•Reimbursement support

Important Safety Information (continued)
KCENTRA

®
, Prothrombin Complex Concentrate (Human), is a blood 

coagulation factor replacement product indicated for the urgent 
reversal of acquired coagulation factor deficiency induced by 
Vitamin K antagonist (VKA—eg, warfarin) therapy in adult patients 
with acute major bleeding or the need for urgent surgery or other 
invasive procedure. KCENTRA is for intravenous use only. 
KCENTRA is contraindicated in patients with known anaphylactic 
or severe systemic reactions to KCENTRA or any of its components 
(including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). KCENTRA is also contraindicated 
in patients with disseminated intravascular coagulation. Because 
KCENTRA contains heparin, it is contraindicated in patients with 
heparin-induced thrombocytopenia (HIT).
Hypersensitivity reactions to KCENTRA may occur. If patient 
experiences severe allergic or anaphylactic type reactions, 
discontinue administration and institute appropriate treatment.

In 2 head-to-head trials, KCENTRA demonstrated 
superiority to plasma in 3 of 4 efficacy endpoints

Efficacy
endpoint

Urgent Surgery/
Invasive Procedures trial

Acute Major
Bleeding trial

Effective
hemostasis KCENTRA superior KCENTRA and plasma

equally effective

Early INR
reduction KCENTRA superior KCENTRA superior

Effective hemostasis measured up to 24 hours for the Acute Major Bleeding trial and until 
the end of procedure (up to 24 hours) for the Urgent Surgery/Invasive Procedures trial. 
Rapid INR reduction to ≤1.3 at 0.5 hours after end of infusion.

• The relationship between INR values and clinical hemostasis 
in patients has not been established

Important Safety Information (continued)
Resumption of anticoagulation should be carefully considered
once the risk of thromboembolic events outweighs the risk
of acute bleeding. Both fatal and non-fatal arterial and
venous thromboembolic complications have been reported
in clinical trials and postmarketing surveillance. Monitor
patients receiving KCENTRA, and inform them of signs and
symptoms of thromboembolic events. KCENTRA was not
studied in subjects who had a thromboembolic event,
myocardial infarction, disseminated intravascular
coagulation, cerebral vascular accident, transient ischemic
attack, unstable angina pectoris, or severe peripheral
vascular disease within the prior 3 months. KCENTRA might
not be suitable for patients with thromboembolic events
in the prior 3 months.

KCENTRA is manufactured by CSL Behring GmbH and distributed by CSL Behring LLC.
KCENTRA

®
 is a registered trademark of CSL Behring GmbH.

©2023 CSLBehring LLC 1020 First Avenue, PO Box61501, KingofPrussia,PA 19406-0901 USA
www.CSLBehring-us.comwww.KCENTRA.comKCT-0136-OCT23

Please see additional 
Important Safety Information 
throughout and enclosed
full prescribing information, 
including boxed warning.

*KCENTRA dose is calculated using Factor IX content (units), printed on each vial.

Additional dosing recommendations 
•Repeat dosing has not been established by clinical data 

and is not recommended

•Administer KCENTRA:
– By intravenous infusion at a rate of 0.12 mL/kg/min

(~3 units/kg/min) up to a maximum rate of 8.4 mL/min
– Concurrently with vitamin K
– Through aseparate infusion line

•Reconstitute KCENTRA using aseptic technique with 20 mL 
(nominal potency 500 U kit) or 40 mL (nominal potency 1000 U 
kit) of Sterile Water for Injection (diluent) provided in the kit.

KCENTRA is available as a single-dose vial containing Factors II, VII, 
IX, and X, and antithrombotic Proteins C and S.
INR = international normalized ratio.

Important Safety Information
WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC 
COMPLICATIONS
Patients being treated with Vitamin K antagonist therapy 
have underlying disease states that predispose them to 
thromboembolic events. Potential benefits of reversing 
VKA should be weighed against the risk of thromboembolic 
events, especially in patients with history of such events.

Instructions for use 
1.Pull up color tab to select body weight in window.

2.Read the Factor IX IU dose in the corresponding INR window.

3.When patient is to receive multiple vials, contents can be pooled 
to achieve dose (after reconstituting each vial using separate 
Mix2Vial transfer set).*

Dose

KCENTRA Dosing Guide
Patient’s pretreatment INR and body weight determine dose

Body weightPretreatment INR
(kg) 2.0 to <4.0 4.0 to 6.0 >6.0

Factor IX IU

Find the dosage 
calculator on 
www.KCENTRA.com 
or on the downloadable 
KCENTRA Quick Guide 
app—available at the 
Apple App Store and 
the Google Play Store

KCENTRA—the first and only 4F-PCC approved 
for urgent warfarin reversal in both patients 
with acute major bleeding and those undergoing 
urgent surgery/invasive procedures

Please see additional Important Safety Information 
throughout and enclosed full prescribing information, 
including boxed warning.

KCENTRA replaces only 
what is needed for urgent 
warfarin reversalSingle-dose administration

Patient’s pretreatment INR and body weight determine dose

Pretreatment INR 2–<4 4–6 >6

Dose* of KCENTRA 
(units

†
 of Factor IX)/kg 

body weight
25 35 50

Maximum dose
‡

(units of Factor IX)
Not to exceed 

2500
Not to exceed 

3500
Not to exceed 

5000

*Dosing is based on body weight. Dose based on actual potency is stated on the vial, which will vary
from 20–31 Factor IX units/mL after reconstitution. The actual potency for 500 unit vial ranges 
from 400–620 units/vial. The actual potency for 1000 unit vial ranges from 800–1240 units/vial.

†Units refer to International Units.
‡Dose is based on body weight up to but not exceeding 100 kg. For patients weighing more than

100 kg, maximum dose should not be exceeded.

Example dosing calculation

Calculation:
35 units of Factor IX/kg x 80 kg =
2800unitsof Factor IXrequired

§

•Patient weight:80 kg

•Pretreatment INR:5

§For a vial with an actual potency of 30 units/mL Factor IX, 93 mL would be given (2800 units/
30 units/mL = 93 mL).

Important Safety Information (continued)
In clinical trials, the most frequent (≥2.8%) adverse reactions 
observed in subjects receiving KCENTRA were headache, nausea/ 
vomiting, hypotension, and anemia. The most serious adverse 
reactions were thromboembolic events, including stroke, pulmonary 
embolism and deep vein thrombosis.
KCENTRA is derived from human plasma. The risk of transmission 
of infectious agents, including viruses and, theoretically, the 
Creutzfeldt-Jakob disease (CJD) agent and its variant (vCJD), 
cannot be completely eliminated.

Please see additional Important Safety Information throughout and 
enclosed full prescribing information, including boxed warning.

To report SUSPECTED ADVERSE REACTIONS, contact the
CSL Behring Pharmacovigilance Department at 1-866-915-6958 
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
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Antithrombotic Proteins
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•Nonactivated

•Contains antithrombin III and heparin

•Administer concurrently with vitamin K

•36-month room-temperature storage prior to reconstitution

• Available in 2 vial sizes for added convenience

Hotline
KCENTRA

TOLL-FREE:

1-855-4KCENTRA
(1-855-452-3687)

Speak with a KCENTRA Hotline representative for: 
•Additional product information•Medical inquiries

•Dosing and reconstitution support•Reimbursement support

Important Safety Information (continued)
KCENTRA

®
, Prothrombin Complex Concentrate (Human), is a blood 

coagulation factor replacement product indicated for the urgent 
reversal of acquired coagulation factor deficiency induced by 
Vitamin K antagonist (VKA—eg, warfarin) therapy in adult patients 
with acute major bleeding or the need for urgent surgery or other 
invasive procedure. KCENTRA is for intravenous use only. 
KCENTRA is contraindicated in patients with known anaphylactic 
or severe systemic reactions to KCENTRA or any of its components 
(including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). KCENTRA is also contraindicated 
in patients with disseminated intravascular coagulation. Because 
KCENTRA contains heparin, it is contraindicated in patients with 
heparin-induced thrombocytopenia (HIT).
Hypersensitivity reactions to KCENTRA may occur. If patient 
experiences severe allergic or anaphylactic type reactions, 
discontinue administration and institute appropriate treatment.

In 2 head-to-head trials, KCENTRA demonstrated 
superiority to plasma in 3 of 4 efficacy endpoints

Efficacy
endpoint

Urgent Surgery/
Invasive Procedures trial

Acute Major
Bleeding trial

Effective
hemostasis KCENTRA superior KCENTRA and plasma

equally effective

Early INR
reduction KCENTRA superior KCENTRA superior

Effective hemostasis measured up to 24 hours for the Acute Major Bleeding trial and until 
the end of procedure (up to 24 hours) for the Urgent Surgery/Invasive Procedures trial. 
Rapid INR reduction to ≤1.3 at 0.5 hours after end of infusion.

• The relationship between INR values and clinical hemostasis 
in patients has not been established

Important Safety Information (continued)
Resumption of anticoagulation should be carefully considered
once the risk of thromboembolic events outweighs the risk
of acute bleeding. Both fatal and non-fatal arterial and
venous thromboembolic complications have been reported
in clinical trials and postmarketing surveillance. Monitor
patients receiving KCENTRA, and inform them of signs and
symptoms of thromboembolic events. KCENTRA was not
studied in subjects who had a thromboembolic event,
myocardial infarction, disseminated intravascular
coagulation, cerebral vascular accident, transient ischemic
attack, unstable angina pectoris, or severe peripheral
vascular disease within the prior 3 months. KCENTRA might
not be suitable for patients with thromboembolic events
in the prior 3 months.

KCENTRA is manufactured by CSL Behring GmbH and distributed by CSL Behring LLC.
KCENTRA

®
 is a registered trademark of CSL Behring GmbH.

©2023 CSLBehring LLC 1020 First Avenue, PO Box61501, KingofPrussia,PA 19406-0901 USA
www.CSLBehring-us.comwww.KCENTRA.comKCT-0136-OCT23

Please see additional 
Important Safety Information 
throughout and enclosed
full prescribing information, 
including boxed warning.

*KCENTRA dose is calculated using Factor IX content (units), printed on each vial.

Additional dosing recommendations 
•Repeat dosing has not been established by clinical data 

and is not recommended

•Administer KCENTRA:
– By intravenous infusion at a rate of 0.12 mL/kg/min

(~3 units/kg/min) up to a maximum rate of 8.4 mL/min
– Concurrently with vitamin K
– Through aseparate infusion line

•Reconstitute KCENTRA using aseptic technique with 20 mL 
(nominal potency 500 U kit) or 40 mL (nominal potency 1000 U 
kit) of Sterile Water for Injection (diluent) provided in the kit.

KCENTRA is available as a single-dose vial containing Factors II, VII, 
IX, and X, and antithrombotic Proteins C and S.
INR = international normalized ratio.

Important Safety Information
WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC 
COMPLICATIONS
Patients being treated with Vitamin K antagonist therapy 
have underlying disease states that predispose them to 
thromboembolic events. Potential benefits of reversing 
VKA should be weighed against the risk of thromboembolic 
events, especially in patients with history of such events.

Instructions for use 
1.Pull up color tab to select body weight in window.

2.Read the Factor IX IU dose in the corresponding INR window.

3.When patient is to receive multiple vials, contents can be pooled 
to achieve dose (after reconstituting each vial using separate 
Mix2Vial transfer set).*

Dose

KCENTRA Dosing Guide
Patient’s pretreatment INR and body weight determine dose

Body weightPretreatment INR
(kg) 2.0 to <4.0 4.0 to 6.0 >6.0

Factor IX IU

Find the dosage 
calculator on 
www.KCENTRA.com 
or on the downloadable 
KCENTRA Quick Guide 
app—available at the 
Apple App Store and 
the Google Play Store

KCENTRA—the first and only 4F-PCC approved 
for urgent warfarin reversal in both patients 
with acute major bleeding and those undergoing 
urgent surgery/invasive procedures

Please see additional Important Safety Information 
throughout and enclosed full prescribing information, 
including boxed warning.

KCENTRA replaces only 
what is needed for urgent 
warfarin reversalSingle-dose administration

Patient’s pretreatment INR and body weight determine dose

Pretreatment INR 2–<4 4–6 >6

Dose* of KCENTRA 
(units

†
 of Factor IX)/kg 

body weight
25 35 50

Maximum dose
‡

(units of Factor IX)
Not to exceed 

2500
Not to exceed 

3500
Not to exceed 

5000

*Dosing is based on body weight. Dose based on actual potency is stated on the vial, which will vary
from 20–31 Factor IX units/mL after reconstitution. The actual potency for 500 unit vial ranges 
from 400–620 units/vial. The actual potency for 1000 unit vial ranges from 800–1240 units/vial.

†Units refer to International Units.
‡Dose is based on body weight up to but not exceeding 100 kg. For patients weighing more than

100 kg, maximum dose should not be exceeded.

Example dosing calculation

Calculation:
35 units of Factor IX/kg x 80 kg =
2800unitsof Factor IXrequired

§

•Patient weight:80 kg

•Pretreatment INR:5

§For a vial with an actual potency of 30 units/mL Factor IX, 93 mL would be given (2800 units/
30 units/mL = 93 mL).

Important Safety Information (continued)
In clinical trials, the most frequent (≥2.8%) adverse reactions 
observed in subjects receiving KCENTRA were headache, nausea/ 
vomiting, hypotension, and anemia. The most serious adverse 
reactions were thromboembolic events, including stroke, pulmonary 
embolism and deep vein thrombosis.
KCENTRA is derived from human plasma. The risk of transmission 
of infectious agents, including viruses and, theoretically, the 
Creutzfeldt-Jakob disease (CJD) agent and its variant (vCJD), 
cannot be completely eliminated.

Please see additional Important Safety Information throughout and 
enclosed full prescribing information, including boxed warning.

To report SUSPECTED ADVERSE REACTIONS, contact the
CSL Behring Pharmacovigilance Department at 1-866-915-6958 
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
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• Nonactivated

• Contains antithrombin III and heparin

• Administer concurrently with vitamin K

• 36-month room-temperature storage prior to reconstitution

• Available in 2 vial sizes for added convenience

Hotline
KCENTRA TOLL-FREE:

1-855-4KCENTRA
(1-855-452-3687)

Speak with a KCENTRA Hotline representative for: 
• Additional product information • Medical inquiries

• Dosing and reconstitution support • Reimbursement support

Important Safety Information (continued)
KCENTRA®, Prothrombin Complex Concentrate (Human), is a blood 
coagulation factor replacement product indicated for the urgent 
reversal of acquired coagulation factor deficiency induced by 
Vitamin K antagonist (VKA—eg, warfarin) therapy in adult patients 
with acute major bleeding or the need for urgent surgery or other 
invasive procedure. KCENTRA is for intravenous use only. 
KCENTRA is contraindicated in patients with known anaphylactic 
or severe systemic reactions to KCENTRA or any of its components 
(including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). KCENTRA is also contraindicated 
in patients with disseminated intravascular coagulation. Because 
KCENTRA contains heparin, it is contraindicated in patients with 
heparin-induced thrombocytopenia (HIT).
Hypersensitivity reactions to KCENTRA may occur. If patient 
experiences severe allergic or anaphylactic type reactions, 
discontinue administration and institute appropriate treatment.

In 2 head-to-head trials, KCENTRA demonstrated 
superiority to plasma in 3 of 4 efficacy endpoints

Efficacy
endpoint

UrgentSurgery/
InvasiveProcedurestrial

AcuteMajor
Bleedingtrial

Effective
hemostasis KCENTRA superior KCENTRA and plasma

equally effective

Early INR
reduction KCENTRA superior KCENTRA superior

Effective hemostasis measured up to 24 hours for the Acute Major Bleeding trial and until 
the end of procedure (up to 24 hours) for the Urgent Surgery/Invasive Procedures trial. 
Rapid INR reduction to ≤1.3 at 0.5 hours after end of infusion.

•The relationship between INR values and clinical hemostasis 
in patients has not been established

Important Safety Information (continued)
Resumptionofanticoagulationshouldbecarefullyconsidered
once the risk ofthromboemboliceventsoutweighsthe risk
of acutebleeding. Bothfatal andnon-fatal arterial and
venous thromboembolic complications have been reported
in clinical trials and postmarketing surveillance. Monitor
patientsreceivingKCENTRA,andinform them of signsand
symptomsof thromboembolicevents. KCENTRAwasnot
studied insubjects who hadathromboembolic event,
myocardialinfarction,disseminatedintravascular
coagulation,cerebralvascularaccident,transientischemic
attack,unstableanginapectoris,orsevereperipheral
vasculardiseasewithintheprior3months. KCENTRAmight
not be suitable forpatients with thromboembolic events
intheprior3months.

KCENTRA is manufactured by CSL Behring GmbH and distributed by CSL Behring LLC.
KCENTRA® is a registered trademark of CSL Behring GmbH.

©2023 CSL Behring LLC 1020 First Avenue, PO Box 61501, King of Prussia, PA 19406-0901 USA
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Please see additional 
Important Safety Information 
throughout and enclosed
full prescribing information, 
including boxed warning.

*KCENTRA dose is calculated using Factor IX content (units), printed on each vial.

Additional dosing recommendations 
• Repeat dosing has not been established by clinical data 

and is not recommended

• Administer KCENTRA:
– By intravenous infusion at a rate of 0.12 mL/kg/min

(~3 units/kg/min) up to a maximum rate of 8.4 mL/min
– Concurrently with vitamin K
– Through a separate infusion line

• Reconstitute KCENTRA using aseptic technique with 20 mL 
(nominal potency 500 U kit) or 40 mL (nominal potency 1000 U 
kit) of Sterile Water for Injection (diluent) provided in the kit.

KCENTRA is available as a single-dose vial containing Factors II, VII, 
IX, and X, and antithrombotic Proteins C and S.
INR = international normalized ratio.

Important Safety Information
WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC 
COMPLICATIONS
Patients being treated with Vitamin K antagonist therapy 
have underlying disease states that predispose them to 
thromboembolic events. Potential benefits of reversing 
VKA should be weighed against the risk of thromboembolic 
events, especially in patients with history of such events.

Instructions for use 
1. Pull up color tab to select body weight in window.

2. Read the Factor IX IU dose in the corresponding INR window.

3. When patient is to receive multiple vials, contents can be pooled 
to achieve dose (after reconstituting each vial using separate 
Mix2Vial transfer set).*

Dose

KCENTRA Dosing Guide
Patient’s pretreatment INR and body weight determine dose

Body weight Pretreatment INR
(kg) 2.0 to <4.0 4.0 to 6.0 >6.0

Factor IX IU

Find the dosage 
calculator on 
www.KCENTRA.com 
or on the downloadable 
KCENTRA Quick Guide 
app—available at the 
Apple App Store and 
the Google Play Store

KCENTRA—the first and only 4F-PCC approved 
for urgent warfarin reversal in both patients 
with acute major bleeding and those undergoing 
urgent surgery/invasive procedures

Please see additional Important Safety Information 
throughout and enclosed full prescribing information, 
including boxed warning.

KCENTRA replaces only 
what is needed for urgent 
warfarin reversal

Single-dose administration
Patient’s pretreatment INR and body weight determine dose

Pretreatment INR 2–<4 4–6 >6

Dose* of KCENTRA 
(units† of Factor IX)/kg 
body weight

25 35 50

Maximum dose‡

(units of Factor IX)
Not to exceed 

2500
Not to exceed 

3500
Not to exceed 

5000

*Dosing is based on body weight. Dose based on actual potency is stated on the vial, which will vary
from 20–31 Factor IX units/mL after reconstitution. The actual potency for 500 unit vial ranges 
from 400–620 units/vial. The actual potency for 1000 unit vial ranges from 800–1240 units/vial.

†Units refer to International Units.
‡Dose is based on body weight up to but not exceeding 100 kg. For patients weighing more than

100 kg, maximum dose should not be exceeded.

Example dosing calculation

Calculation:
35 units of Factor IX/kg x 80 kg =
2800 units of Factor IX required§

• Patient weight: 80 kg

• Pretreatment INR: 5

§For a vial with an actual potency of 30 units/mL Factor IX, 93 mL would be given (2800 units/
30 units/mL = 93 mL).

Important Safety Information (continued)
In clinical trials, the most frequent (≥2.8%) adverse reactions 
observed in subjects receiving KCENTRA were headache, nausea/ 
vomiting, hypotension, and anemia. The most serious adverse 
reactions were thromboembolic events, including stroke, pulmonary 
embolism and deep vein thrombosis.
KCENTRA is derived from human plasma. The risk of transmission 
of infectious agents, including viruses and, theoretically, the 
Creutzfeldt-Jakob disease (CJD) agent and its variant (vCJD), 
cannot be completely eliminated.

Please see additional Important Safety Information throughout and 
enclosed full prescribing information, including boxed warning.

To report SUSPECTED ADVERSE REACTIONS, contact the
CSL Behring Pharmacovigilance Department at 1-866-915-6958 
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
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Factors

II VII IX X

Antithrombotic Proteins

C S

• Nonactivated

• Contains antithrombin III and heparin

• Administer concurrently with vitamin K

• 36-month room-temperature storage prior to reconstitution

• Available in 2 vial sizes for added convenience

Hotline
KCENTRA TOLL-FREE:

1-855-4KCENTRA
(1-855-452-3687)

Speak with a KCENTRA Hotline representative for: 
• Additional product information • Medical inquiries

• Dosing and reconstitution support • Reimbursement support

Important Safety Information (continued)
KCENTRA®, Prothrombin Complex Concentrate (Human), is a blood 
coagulation factor replacement product indicated for the urgent 
reversal of acquired coagulation factor deficiency induced by 
Vitamin K antagonist (VKA—eg, warfarin) therapy in adult patients 
with acute major bleeding or the need for urgent surgery or other 
invasive procedure. KCENTRA is for intravenous use only. 
KCENTRA is contraindicated in patients with known anaphylactic 
or severe systemic reactions to KCENTRA or any of its components 
(including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). KCENTRA is also contraindicated 
in patients with disseminated intravascular coagulation. Because 
KCENTRA contains heparin, it is contraindicated in patients with 
heparin-induced thrombocytopenia (HIT).
Hypersensitivity reactions to KCENTRA may occur. If patient 
experiences severe allergic or anaphylactic type reactions, 
discontinue administration and institute appropriate treatment.

In 2 head-to-head trials, KCENTRA demonstrated 
superiority to plasma in 3 of 4 efficacy endpoints

Efficacy
endpoint

UrgentSurgery/
InvasiveProcedurestrial

AcuteMajor
Bleedingtrial

Effective
hemostasis KCENTRA superior KCENTRA and plasma

equally effective

Early INR
reduction KCENTRA superior KCENTRA superior

Effective hemostasis measured up to 24 hours for the Acute Major Bleeding trial and until 
the end of procedure (up to 24 hours) for the Urgent Surgery/Invasive Procedures trial. 
Rapid INR reduction to ≤1.3 at 0.5 hours after end of infusion.

•The relationship between INR values and clinical hemostasis 
in patients has not been established

Important Safety Information (continued)
Resumptionofanticoagulationshouldbecarefullyconsidered
once the risk ofthromboemboliceventsoutweighsthe risk
of acutebleeding. Bothfatal andnon-fatal arterial and
venous thromboembolic complications have been reported
in clinical trials and postmarketing surveillance. Monitor
patientsreceivingKCENTRA,andinform them of signsand
symptomsof thromboembolicevents. KCENTRAwasnot
studied insubjects who hadathromboembolic event,
myocardialinfarction,disseminatedintravascular
coagulation,cerebralvascularaccident,transientischemic
attack,unstableanginapectoris,orsevereperipheral
vasculardiseasewithintheprior3months. KCENTRAmight
not be suitable forpatients with thromboembolic events
intheprior3months.

KCENTRA is manufactured by CSL Behring GmbH and distributed by CSL Behring LLC.
KCENTRA® is a registered trademark of CSL Behring GmbH.

©2023 CSL Behring LLC 1020 First Avenue, PO Box 61501, King of Prussia, PA 19406-0901 USA
www.CSLBehring-us.com www.KCENTRA.com KCT-0136-OCT23

Please see additional 
Important Safety Information 
throughout and enclosed
full prescribing information, 
including boxed warning.

*KCENTRA dose is calculated using Factor IX content (units), printed on each vial.

Additional dosing recommendations 
• Repeat dosing has not been established by clinical data 

and is not recommended

• Administer KCENTRA:
– By intravenous infusion at a rate of 0.12 mL/kg/min

(~3 units/kg/min) up to a maximum rate of 8.4 mL/min
– Concurrently with vitamin K
– Through a separate infusion line

• Reconstitute KCENTRA using aseptic technique with 20 mL 
(nominal potency 500 U kit) or 40 mL (nominal potency 1000 U 
kit) of Sterile Water for Injection (diluent) provided in the kit.

KCENTRA is available as a single-dose vial containing Factors II, VII, 
IX, and X, and antithrombotic Proteins C and S.
INR = international normalized ratio.

Important Safety Information
WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC 
COMPLICATIONS
Patients being treated with Vitamin K antagonist therapy 
have underlying disease states that predispose them to 
thromboembolic events. Potential benefits of reversing 
VKA should be weighed against the risk of thromboembolic 
events, especially in patients with history of such events.

Instructions for use 
1. Pull up color tab to select body weight in window.

2. Read the Factor IX IU dose in the corresponding INR window.

3. When patient is to receive multiple vials, contents can be pooled 
to achieve dose (after reconstituting each vial using separate 
Mix2Vial transfer set).*

Dose

KCENTRA Dosing Guide
Patient’s pretreatment INR and body weight determine dose

Body weight Pretreatment INR
(kg) 2.0 to <4.0 4.0 to 6.0 >6.0

Factor IX IU

Find the dosage 
calculator on 
www.KCENTRA.com 
or on the downloadable 
KCENTRA Quick Guide 
app—available at the 
Apple App Store and 
the Google Play Store

KCENTRA—the first and only 4F-PCC approved 
for urgent warfarin reversal in both patients 
with acute major bleeding and those undergoing 
urgent surgery/invasive procedures

Please see additional Important Safety Information 
throughout and enclosed full prescribing information, 
including boxed warning.

KCENTRA replaces only 
what is needed for urgent 
warfarin reversal

Single-dose administration
Patient’s pretreatment INR and body weight determine dose

Pretreatment INR 2–<4 4–6 >6

Dose* of KCENTRA 
(units† of Factor IX)/kg 
body weight

25 35 50

Maximum dose‡

(units of Factor IX)
Not to exceed 

2500
Not to exceed 

3500
Not to exceed 

5000

*Dosing is based on body weight. Dose based on actual potency is stated on the vial, which will vary
from 20–31 Factor IX units/mL after reconstitution. The actual potency for 500 unit vial ranges 
from 400–620 units/vial. The actual potency for 1000 unit vial ranges from 800–1240 units/vial.

†Units refer to International Units.
‡Dose is based on body weight up to but not exceeding 100 kg. For patients weighing more than

100 kg, maximum dose should not be exceeded.

Example dosing calculation

Calculation:
35 units of Factor IX/kg x 80 kg =
2800 units of Factor IX required§

• Patient weight: 80 kg

• Pretreatment INR: 5

§For a vial with an actual potency of 30 units/mL Factor IX, 93 mL would be given (2800 units/
30 units/mL = 93 mL).

Important Safety Information (continued)
In clinical trials, the most frequent (≥2.8%) adverse reactions 
observed in subjects receiving KCENTRA were headache, nausea/ 
vomiting, hypotension, and anemia. The most serious adverse 
reactions were thromboembolic events, including stroke, pulmonary 
embolism and deep vein thrombosis.
KCENTRA is derived from human plasma. The risk of transmission 
of infectious agents, including viruses and, theoretically, the 
Creutzfeldt-Jakob disease (CJD) agent and its variant (vCJD), 
cannot be completely eliminated.

Please see additional Important Safety Information throughout and 
enclosed full prescribing information, including boxed warning.

To report SUSPECTED ADVERSE REACTIONS, contact the
CSL Behring Pharmacovigilance Department at 1-866-915-6958 
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
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CSL Behring
FULL PRESCRIBING INFORMATION

Kcentra®
Prothrombin Complex
Concentrate (Human)

WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC COMPLICATIONS
Patients being treated with Vitamin K antagonists (VKA) therapy have
underlying disease states that predispose them to thromboembolic
events. Potential benefits of reversing VKA should beweighed against the
potential risks of thromboembolic events (TE), especially in patients with
the history of a thromboembolic event. Resumption of anticoagulation
should be carefully considered as soon as the risk of thromboembolic
events outweighs the risk of acute bleeding.

Both fatal and non-fatal arterial and venous thromboembolic
complications have been reported with KCENTRA in clinical trials and
post marketing surveillance. Monitor patients receiving KCENTRA for
signs and symptoms of thromboembolic events. (5.2)
KCENTRA was not studied in subjects who had a thromboembolic
event, myocardial infarction, disseminated intravascular coagulation,
cerebral vascular accident, transient ischemic attack, unstable angina
pectoris, or severe peripheral vascular disease within the prior 3
months. KCENTRA may not be suitable in patientswith thromboembolic
events in the prior 3 months. (5.2)

AND USAGE
KCENTRA, (Prothrombin Complex Concentrate (Human)), is a blood coagulation factor
replacement product indicated for the urgent reversal of acquired coagulation factor
deficiency induced by Vitamin K antagonist (VKA, e.g., warfarin) therapy in adult patients
with:

major bleeding or
eneed for an urgent surgery/invasive procedure.

2 DOSAGE AND ADMINISTRATION
For intravenous use after reconstitution only.
2.1 Dosage

Measurement of INR prior to treatment and close to the time of dosing is important
because coagulation factors may be unstable in patients with acute major bleeding or
an urgent need for surgery and other invasive procedures.
Individualize KCENTRA dosing based on the current pre-dose International
Normalized Ratio (INR) value, and body weight (see Table 1).
The actual potency per vial of Factors Il, IX and X, Proteins C andS is stated on
the carton.

e Administer Vitamin K concurrently to patients receiving KCENTRA. Vitamin K is
administered to maintain Vitamin K-dependent clotting factor levels once the effects
of KCENTRA have diminished.
The safety and effectiveness of repeat dosing have not been established and it is not
recommended.
Dose ranging within pre-treatment INR groups has not been studied in randomized
clinical trials of KCENTRA.

Table 1: Required for Reversal of VKAAnticoagulation in Patients
with acute major bleeding or need for an urgent surgery/invasive
procedure

IAID A_QPre-treatment INR
Dose* of KCENTRA of Factor
IX)/ kg body weight
Maximum (units of Factor IX)

Dosing is based on body weight. Dose based on actual potency is stated on the vial, which will vary from 20-31
Factor IX after reconstitution. The actual potency for 500 unit vial ranges from 400-620 units/vial. The
actual potency for 1000 unit vial ranges from 800-1240 units/vial.
Units refer to International Units.
Dose is based on body weight up to but not exceeding 100 kg. For patients weighing more than 100 kg, maximum
dose should not be exceeded.

Example dosing calculation for 80 kg patient
For example, an 80 kg patient with a baseline of INR of 5.0, the dose would be 2,800
Factor IX units of KCENTRA, calculated as follows based on INR range of 4-6, see Table 7:

35 units of Factor x = 2,800 units of Factor IX required*
* For a vial with an actual potency of 30 units/mL Factor IX, 93 mL would be given (2,800 U/30 U per mL = 93 mL).
Monitor INR and clinical response during and after treatment. In clinical trials, KCENTRA
decreased the INR to < 1.3 within 30 minutes in most subjects. The relationship between
this or other INR values and clinical hemostasis in patients has not been established /see
Clinical Studies

2.2 Preparation and Reconstitution
Reconstitute KCENTRA using aseptic technique with 20 mL (nominal potency 500
U kit) or 40 mL (nominal potency 1000 U kit) of SterileWater for Injection (diluent)
provided in the kit.

use KCENTRA beyond the expiration date on the vial label and carton.
KCENTRA is for single-dose only. Contains no Discard partially used vials.

KCENTRA Reconstitution Instructions
1. Ensure that the KCENTRA vial and diluent vial are at room temperature.
2. Remove flip caps from the KCENTRA and diluent vials.
3. Wipe the stoppers with the alcohol swab provided and allow to dry prior to opening

the Mix2Vial package.
4. Open the Mix2Vial package by peeling off the lid (Fig. 1). Do not remove the Mix2Vial

from the blister package.

Fig. 1
5. Place the diluent vial on an even, clean surface and hold the vial tight. Take the

Mix2Vial together with the blister package and push the spike of the blue adapter
end straight down through the diluent vial stopper (Fig. 2).

Fig. 2

6. Carefully remove the blister package from the Mix2Vial set by holding at the rim, and
pulling vertically upwards. Make sure that you only pull away the blister package and
not the Mix2Vial set (Fig. 3).

Fig. 3
7. Place the KCENTRA vial on an even and firm surface. Invert the diluent vial with

the Mix2Vial set attached and push the spike of the transparent adapter end
straight down through the KCENTRA vial stopper (Fig. 4). The diluent will automatically
flow into the KCENTRA vial.

Table 1:

4

25

Not to exceed | Not to exceed | Not to exceed
2500

4-6

35

3500

>6

50

5000

Fig. 4

Note: the vacuum in the KCENTRA vial is accidentally lost during reconstitution with the
Mix2Vial device, the transfer with the Mix2Vial will not work.
In this case, separate the set into two pieces as illustrated in Fig. 6 below; do not discard
the diluent vial. Place the KCENTRA vial aside on a flat surface. Remove the blue adapter
end from the diluent vial of the Mix2Vial set (Fig. 5) by lifting and bending the blue adapter
to the side until it disconnects from the diluent vial.



For reconstitution:
Using a separate sterile needle and syringe, withdraw the remaining diluent. Remove
the needle from the syringe.
Attach the syringe to the transparent adapter of the KCENTRA vial as illustrated in Fig.
8 below, and transfer the entire diluent volume into the KCENTRA vial. Remove syringe.
Gently swirl the KCENTRA vial to ensure the product is fully dissolved. Do not shake.
Proceed to step 10.

2.3 Administration
© Do not mix KCENTRA with other medicinal products; administer through a separate

infusion line.
Visually inspect the reconstituted solution for particulate matter and discoloration
prior to administration whenever solution and container permit. Reconstituted KCEN-
TRA solution should be colorless, clear to slightly opalescent, and free from visible
particles. Do not use if the solution is cloudy, discolored, or contains particulates.
Use aseptic technique when administering KCENTRA.

e Administer at room temperature.
Administer by intravenous infusion at a rate of 0.12 mL/kg/min (~3 units/kg/min), up
to a maximum rate of 8.4 mL/min (~210 units/min).
No blood should enter the syringe, as there is a possibility of fibrin clot formation.

3 DOSAGE FORMS AND STRENGTHS
KCENTRA is available as a white or slightly colored lyophilized concentrate in a sin-
gle-dose vial containing coagulation Factors IX and X, and antithrombotic Pro-
teins C and S.

e KCENTRA ic dafinad hy cantant far GANKCENTRA potency (units) is defined by Factor IX content. The actual potency for 500
unit vial ranges from 400-620 Factor IX units/vial.The actual potency for 1000 unit vial
ranges from 800-1240 Factor IX units/vial. The actual content of Factor IX as measured
in units of potency for the vial before reconstitution is stated by the expiration date.
When reconstituted, the final concentration of drug product in Factor IX units will be
in a range from 20-31 units/mL.
The actual units of potency for each coagulation factor (Factors VIl, IX and X), and
Proteins C and S are stated on the carton.

4 CONTRAINDICATIONS
KCENTRA is contraindicated in:

Patients with known anaphylactic or severe systemic reactions to KCENTRA or any
components in KCENTRA including heparin, Factors IX, X, Proteins C and S,
Antithrombin and human albumin.
Patients with disseminated intravascular coagulation (DIC).
Patients with known heparin-induced thrombocytopenia (HIT). KCENTRA contains
heparin Description

5 WARNINGS AND PRECAUTIONS5 WARNINGS AND PRECAUTIONS
5.1 Hypersensitivity Reactions
Hypersensitivity reactions including flushing, urticaria, tachycardia, anxiety, angioedema,
wheezing, nausea, vomiting, hypotension, tachypnea, dyspnea, pulmonary edema, and
bronchospasm have been observed with KCENTRA.
If severe allergic reaction or anaphylactic type reactions occur, immediately discontinue
administration, and institute appropriate treatment.
5.2 Thromboembolic Risk/Complications
Both fatal and non-fatal arterial thromboembolic events (including acute myocardial
infarction and arterial thrombosis), and venous thromboembolic events (including
pulmonary embolism and venous thrombosis) and disseminated intravascular coagulation
have been reported with KCENTRA in clinical trials and post marketing surveillance /see
Adverse Reactions (6) and Clinical Studies (14)]. Patients being treated with VKA
therapy have underlying disease states that predispose them to thromboembolic events.
Reversing VKA therapy exposes patients to the thromboembolic risk of their underlying
disease. Resumption of anticoagulation should be carefully considered following
administration of KCENTRA and Vitamin K once the risk of thromboembolic events
outweighs the risk of bleeding.
Thromboembolic events occurred more frequently following KCENTRA compared to plasma
in a randomized, plasma controlled trial in subjects requiring urgent reversal of VKA
anticoagulation due to acute major bleeding, and the excess in thromboembolic events
was more pronounced among subjects who had a history of prior thromboembolic event,
although these differences were not statistically significant [see Adverse Reactions
(6.1) and Clinical Studies (14)].
In a postmarketing observational study, there was no significant difference in the risk of
post-treatment thromboembolic events after receiving KCENTRA compared with plasma
therapy for VKA-associated acute major bleeding Adverse Reactions (6.2)].
Potential benefits of treatment with KCENTRA should be weighed against the potential

of thromboembolic events Adverse Reactions Patients with a history
of thrombotic events, myocardial infarction, cerebral vascular accident, transient ischemic
attack, unstable angina pectoris, severe peripheral vascular disease, or disseminated
intravascular coagulation, within the previous 3 months were excluded from participating in
the plasma-controlled RCT. KCENTRA may not be suitable in patients with thromboembolic
events in the prior 3 months. Because of the risk of thromboembolism associated with
reversal of VKA, closely monitor patients for signs and symptoms of thromboembolism
during and after administration of KCENTRA Patient Counseling Information].
5.3 Transmissible Infectious Agents
Because KCENTRA is made from human blood, it may carry a risk of transmitting infectious
agents, viruses, the variant Creutzfeldt-Jakob disease (vCJD) agent, and, theoretically,
the Creutzfeldt-Jakob disease (CJD) agent. There is also the possibility that unknown
infectious agents may be present in such products. Despite the use of two dedicated
virus reduction steps in manufacturing to reduce risks, such products may still potentially
transmit disease.

Fig. 5
8. With one hand, grasp the KCENTRA-side of the Mix2Vial set and with the other hand

grasp the diluent-side and unscrew the set carefully counterclockwise into two pieces
(Fig. 6). Discard the diluent vial with the blue Mix2Vial adapter attached.

Fig. 6
9. Gently swirl the KCENTRA vial with the transparent adapter attached until the

substance is fully dissolved (Fig. 7). Do not shake.

Fig. 7
10. Draw air into an empty, sterile syringe. While the KCENTRA vial is upright, connect

the syringe to the Luer Lock fitting by screwing clockwise. Inject air into
the KCENTRA vial (Fig. 8).

Fig. 8
11. While keeping the syringe plunger pressed, turn the system upside down and draw

the solution into the syringe by pulling the plunger back slowly (Fig. 9).

Fig. 9
12. Now that 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
transparent Mix2Vial adapter from the syringe by unscrewing counterclockwise
(Fig. 10). Attach the syringe to a suitable intravenous administration set.

Fig. 10
reconstitution, administration should begin promptly or within 4 hours.

14, If the same patient is to receive more than one vial, you may pool the contents of
multiple vials. Use a separate unused Mix2Vial transfer set for each product vial.











Figure 9: Mean Factor Levels (Factors II, VII, IX, X, Proteins C & S) over 24
hours in Acute Major Bleeding RCT

Factor |X

Table 17. How Supplied
Each kit consists of the following:

Components

Nominal potency 500 (range 400-620) units KCENTRA in a single-dose
vial [NDC 63833-396-01]
20 mL vial of SterileWater for Injection, USP [NDC 63833-761-20]
Mix2Vial filter transfer set

swab
Nominal potency 1000 (range 800-1240) units KCENTRA in a
single-dosevial 63833-397-01]
40 mL vial of SterileWater for Injection, USP [NDC 63833-761-40]
Mix2Vial filter transfer set
Alcohol swab

Storage and Handling
Prior to Reconstitution

KCENTRA is for single-dose only. Contains no preservatives.
Store KCENTRA between 2-25°C (36-77°F), this includes room temperature, not to
exceed 25°C (77°F). Do not freeze,
KCENTRA is stable for 36 months from the date of manufacture, up to the expiration
date on the carton and vial labels.
Do not use KCENTRA beyond the expiration date on the vial label and carton.
Store the vial in the original carton to protect it from light.

After Reconstitution
KCENTRA must be used within 4 hours following reconstitution. Reconstituted KCENTRA
can be stored at 2-25°C. If cooled, the solution should be warmed to 20-25°C prior to
administration. Do not freeze. Discard partially used vials.
17 PATIENT COUNSELING INFORMATION

Inform patients of the signs and symptoms of allergic hypersensitivity reactions, such as
urticaria, rash, tightness of the chest, wheezing, hypotension and/or anaphylaxis experienced
during or after injection of KCENTRA [see Warnings and Precautions (5. 1)].
Inform patients of signs and symptoms of thrombosis, such as limb or abdomen
swelling and/or pain, chest pain or pressure, shortness of breath, loss of sensation
or motor power, altered consciousness, vision, or speech [see Warnings and
Precautions
Inform patients that, because KCENTRA is made from human blood, it may carry a
risk of transmitting infectious agents, e.g., viruses, the variant Creutzfeldt-Jakob
disease (vCJD) agent, and theoretically, the Creutzfeldt-Jakob disease (CJD) agent
[see Warnings and Precautions (5.3) and Description

Manufactured by:
CSL Behring GmbH
35041 Marburg Germany
US License No. 1765
Distributed by:
CSL Behring LLC
Kankakee, IL 60901 USA
Mix2Vial® is a registered trademark ofWest Pharma. Services IL, Ltd., a subsidiary ofWest
Pharmaceuticals Services, Inc.

Carton
NDC Number
63833-386-02
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16 HOW SUPPLIED/STORAGE AND HANDLING
KCENTRA is supplied in a single-dose vial.
The actual units of potency of all coagulation factors (Factors IX and X), Pro-
teins C and S in units are stated on each KCENTRA carton.
The KCENTRA packaging components are not made with natural rubber latex.
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