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FIBRORAAS®-Human Fibrinogen

Read the Package Insert Carefully and under the Instruction of Physician

Date Approved: Oct. 30, 2007
Date Revised: Dec. 01, 2015 Dec. 30,2020 Oct. 01, 2025

WARNING
This product is human-plasma-derived. Although the screening and testing measures
of infectious agents and viral removal and inactivation added in the manufacture process,

theoretically, there is still potential risk in the transmission of some known and even unknown
infectious agents. The risk-benefit analysis should be taken before admi 3

Product name

Generic Name: Human Fibrinogen

Active Ingredients: Human Fibrinogen. It is made from human

plasma of healthy donors by separation and purification,

followed by S/D treatment and heat treated at 100°C for

30 minutes for 2 steps virus inactivation.

Excipients: Glycine, Arginine Hydrochloride, Sodium Citrate.

Characteristics

FIBRORAAS® is gray-white or slight yellow powder. After

reconstitution, the solution is clear or slight opalescent.

Indications

1.Congenital hypofibrinogenaemia or fibrinogenaemia.

2.Acquired hypofibrinogenaemia: severe liver damage,
cirrhosis, disseminated intravascular coagulation, disorder
of blood coagulation due to fibrinogenaemia caused by
obstetric hemorrhage, big surgical, trauma or internal
haemorrhage.

This product has been heat treated at 100°C for 30 minutes

during manufacturing as an additional virus inactivation step.

The heat treatment might cause immunogenicity changes,

and reduce bioactivity in vivo. It is suggested that the

physician should evaluate the benefits and risks before

use, when administration of this product is indeed necessary.

Specifications

0.5g/vial

Dosage and administration

Administration: Warm FIBRORAAS® and sterile water for

injection to 30-37°C prior to reconstitution. Sterile water for

injection (25ml as indical
completely into product vi
the lyophilized product co
to avoid foaming and dg
by drip infusion with a fi
rate is usually adjusted to
Dosage: According to pati
laboratory test for he
blood coagulation test 3
Generally, 1-2 grams m3
To continue the subseque
the physician.

Adverse reactions

be given in
treatments

Clinical data for adverse rej
to literature, fever and al
in few patients. Emerge
patients with severe react

dVailable yet. Refer
jons may occur
ould be taken in

Contraindications

FIBRORAAS?® is contraind
anaphylactic response to if]

als who have an

Precautions
1.FIBRORAAS®  should
intravenous injection.

inistered by

2.After reconstitution, FIBRORAAS® is a clear solution
with slight opalesence. A few small protein particles
may occasionally exist. So a transfusion set with filter
must be used in administration. The product should not
be used if large insoluble particles are present.

Drug interactions

FIBRORAAS® should be infused singly, and can not be
administered with other drugs.

Overdose

There is risk of causing thrombosis when overdose.
Pharmacology and toxicology

During the course of blood coagulation, fibrinogen is converted
into fibrin by thrombin, and forms stable fibrin in the present

of activated coagulation factor XlII to have effective hemostasis
functions.

3.If FIBRORAAS® is reconstituted in cold season or it is just
taken from cold place, warm FIBRORAAS® and the diluent
to 30-37°C prior to reconstitution. Too low temperature may
result in difficulties of reconstitution which may cause
protein denaturation.

4.0nce reconstituted, the preparation should be used immediately.

5.In the teatment of consumption coagulopathy, it should be

of clotting factors is only

ection and antithrombin

e.

not use if the preparation Toxicology: No relevant trials were performed, and there is

. ) no relevant reference.
al is not in a vacul
Pharmacokinetics

As the reference, the biological half-life of no heat-treated
(100°C for 30 minutes) fibrinogen is about 3-4 days. This
product has been heat-treated(100°C for 30 minutes) and no
relevant pharmacokinetics studies were performed, and there
is no relevant reference.

d themostasis should be
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ation test and fibrinogen

e patient's state d

bntrolled and adj
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.Bue to the limits of bioactivity test in vitro, the
different manufacturers.

Storage and shipping
i when the products are

Store and ship at 2-8°C, protected from light.

) Package
ontains less than 3% of

ipidht. The large dosage may
c acidosis. Itis suggested
dnitored before and during
bsults to adjust the dosage
sifation. Caution should be
ic dysfunction.

Glass bottle, one vial per package.

Shelf life

36 months

Standard for implementation

Volume lll of "Pharmacopeia of the People's Republic of China"
(2025 ) , Drug Standard Registration No. YBS00332007.
Product license No.

[H 217 S$10950031;

Marketing Authorization Holder

Name: Shanghai RAAS Blood Products Co., Ltd.

Address: No. 2009 Wang Yuan Road, Fengxian, Shanghai,
P.R.China Zip code:201401

Manufacturer

Name: Shanghai RAAS Blood Products Co., Ltd.

Address: No. 2009 Wang Yuan Road, Fengxian, Shanghai,
P.R.China Zip code:201401

Tel:(86-21)-22130888 Fax: (86-21)-37515875

Service hot line: 400-820-1126

Web Site:http://www.raas-corp.com

cy and lactation women.
ration after the evaluation

were preformed, and no

Geriatric patients

No relevant trials of FIBRORAAS® were performed, and no
relevant reference of FIBRORAAS®.
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