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2

1. NovoSeven 1 mg (50

KIU ) powder and solvent

for solution for injection

NovoSeven 2 mg (100 KIU

) p...

Anchor Name: vial size

[VJYA (Vijay A)]

2. Anchor Name:

/pg2/sec2/para6/baby

hamster kidney cells

[LIMM (Lakshmi

Immadisetty)]



 - 3 - 

1

2

3

4

1. Dose

NovoSeven should be

given as early as possible

after the start of a bleeding

episode. The

re...

Anchor Name: Dose

[NTWR (Nimisha Tiwari)]

2. Dose interval

Anchor Name: Flexible

dose interval   [VJYA (Vijay

A)]

3. Mild to moderate

bleeding episodes

(including home therapy )

Early intervention has

been shown to ...

Anchor Name: Mild to

moderate bleeding

episode   [NTWR (Nimisha

Tiwari)]

4. Serious bleeding

episodes

An initial dose of 90 µg per

kg body weight is

recommended and could

be ...

Anchor Name: Dosing for

Serious bleeding episodes

[NTWR (Nimisha Tiwari)]
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4

5

1. An initial dose of 90 µg

per kg body weight should

be given immediately

before the intervention.

Th...

Anchor Name: Surgery

posology   [VJYA (Vijay A)]

2. The recommended dose

for treatment of bleeding

episodes and for the

prevention of bleeding in

pati...

Anchor Name: Dosing for

optimal bleed control

[AJUA (Anjum Ara)]

3. (1 .5 – 2 .5 hours )

Anchor Name: Dose

Intervals   [AJUA (Anjum

Ara)]

4. Method of

administration

For instructions on

reconstitution of the

medicinal product before

admini...

Anchor Name: Method of

administration    [AJUA

(Anjum Ara)]

5. Monitoring of treatment

– laboratory tests

There is no requirement

for monitoring of

NovoSeven th...

Anchor Name: monitoring

[VJYA (Vijay A)]
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1. In case of severe bleeds

the product should be

administered in hospitals

preferably specialised in ...

Anchor Name: Control at

the hospital   [NTWR

(Nimisha Tiwari)]
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2

1. Anti-fibrinolytics have

been reported to reduce

blood loss in association

with surgery in

haemophil...

Anchor Name:

concomitant treatment

with anti-fibrinolytics is

allowed   [VJYA (Vijay A)]

2. Summary of the safety

profile

The most frequently

reported adverse drug

reactions are decreased

t...

Anchor Name: Summary

of the safety profile

[AJUA (Anjum Ara)]
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1. Mechanism of action

NovoSeven contains

activated recombinant

coagulation factor VII. The

mechanism...

Anchor Name: Mechanism

of action   [NTWR (Nimisha

Tiwari)]
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1. Distribution, elimination

and linearity

Using the FVII clotting

assay, the

pharmacokinetics of rFV...

Anchor Name:  mean

terminal half life in dose

escalation study   [NTWR

(Nimisha Tiwari)]
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2

3

4

1. 5 .3 Preclinical safety

data

All findings in the

preclinical safety

programme were related to

the...

Anchor Name: preclinical

safety   [Agency Time Zone

Zero Dawn Pearson]

2. 6 .3 Shelf life

The shelf life for the

product packed for sale is

3 years when the product

is sto...

Anchor Name: Shelf

life/storage   [HDKL

(Himadri Kalita)]

3. Anchor Name: In vial:

After reconstitution,

chemical and physical

stability has been

demonstrated for 6 hours

at 25 ° C and 24 hours at 5

° C   [HDKL (Himadri Kalita)]

4. In syringe (50 ml

polypropylene ) in hospital

settings only

Reconstitution must take

place in cont...

Anchor Name: 24 hours

stability   [NTWR (Nimisha

Tiwari)]
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1. The solvent of

NovoSeven is provided in

either a vial or in a pre-

filled syringe.

Anchor Name: Pre-filled

syringe   [AJUA (Anjum

Ara)]
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1. Administration

• Ensure that the plunger

is pushed all the way in

before turning the syringe

upsi...

Anchor Name:

Administration    [NTWR

(Nimisha Tiwari)]
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2

1. Anchor Name: 2-5

minutes   [HDKL (Himadri

Kalita)]

2. Procedure for pooling of

vials for hospital use only:

During in vitro studies, the

chemical and p...

Anchor Name: Pooling of

vials   [NTWR (Nimisha

Tiwari)]
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2

1. The syringe with

adequately reconstituted

product is now ready for

administration in a CE-

marked i...

Anchor Name:  Syringe

type   [NTWR (Nimisha

Tiwari)]

2. 9. DATE OF FIRST

AUTHORISATION

/RENEWAL OF THE

AUTHORISATION Date of

first authorisation: 23

Februa...

Anchor Name: 30 years of

research   [NTWR (Nimisha

Tiwari)]



 - 16 - 

[no notes on this page]



 - 17 - 

[no notes on this page]



 - 18 - 

[no notes on this page]



 - 19 - 

[no notes on this page]



 - 20 - 

[no notes on this page]



 - 21 - 

[no notes on this page]



 - 22 - 

[no notes on this page]



 - 23 - 

[no notes on this page]



 - 24 - 

[no notes on this page]



 - 25 - 

[no notes on this page]



 - 26 - 

[no notes on this page]



 - 27 - 

[no notes on this page]



 - 28 - 

[no notes on this page]



 - 29 - 

[no notes on this page]



 - 30 - 

[no notes on this page]



 - 31 - 

[no notes on this page]



 - 32 - 

[no notes on this page]



 - 33 - 

[no notes on this page]



 - 34 - 

[no notes on this page]



 - 35 - 

[no notes on this page]



 - 36 - 

[no notes on this page]



 - 37 - 

[no notes on this page]



 - 38 - 

[no notes on this page]



 - 39 - 

[no notes on this page]



 - 40 - 

[no notes on this page]



 - 41 - 

[no notes on this page]



 - 42 - 

[no notes on this page]



 - 43 - 

[no notes on this page]



 - 44 - 

[no notes on this page]



 - 45 - 

[no notes on this page]



 - 46 - 

[no notes on this page]



 - 47 - 

[no notes on this page]



 - 48 - 

[no notes on this page]



 - 49 - 

[no notes on this page]



 - 50 - 

1

1. NovoSeven is used to

treat bleeding, and to

prevent excessive

bleeding after surgery or

other

impo...

Anchor Name: Early

treatment   [Agency

Switzerland

m.waldis@fatzerimbach.ch]
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1. There is limited

experience of using

NovoSeven together with

medicines called

antifibrinolytic drug...

Anchor Name: TA

[Agency Time Zone Zero

Dawn Pearson]
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