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€S3301
HEMORAAS® -Human Coagulation Factor VIII

Read the Package Insert Carefully and under the Instruction of Physician

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 administration.

5.Development of acquired Factor VIl inhibitors: Large doses

at the beginning of surgery. Usually 30-40 units per kg is
given prior to surgery. After surgery, level of Factor VI should
be maintained at 60% of normal for 4 day and reduce to
40% for the next 4 days.

Drug interactions

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

Overdose

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

Pharmacology and toxicology

Pharmacology: In intrinsic coagulation pathway, in the present
of Ca®" and phospholipid, activated factor VIl act as a cofactor
of activated factor IX to convert factor X to activated factor
X, which activates prothrombin into thrombin to initiate normal
coagulation process. Each unit of Factor Vil per kg of body
weight infused will increase the circulatory level of Factor

of Factor Vil (Human) are required. The dosage is usually
more than twice of the requirement for the treatment of
hemophilia A patients.

hills, nausea, dizziness
are usually transitory.

possibility of ions exists.

Product name

Generic Name: Human Coagulation Factor VIl

Ingredients

Active Ingredients: Human Coagulation FactorVil . Derived
from human plasma of healthy donors, HEMORAAS® has
been treated with a mixture of tri-n-butyl-phosphate (TNBP)
and polysorbate 80 (Tween 80), and the final product has
been virus inactivated by Dry Heat treatment at 100°C for
30 minutes.

Excipients: sodium citrate, glycine, tween 80, calcium chloride,
sodium hydroxide, hydrochloric acid

Characters

HEMORAAS® is a kind of white loose powder. After recon-
stitution, the solution is clear or with slight opalescence.
Indications

HEMORAAS® is indicated for correcting the disorder of
coagulation due to deficiency of human coagulation
Factor VI, mainly for prevention and control of bleeding
in patients with hemophilia A or acquired Factor VI deficiency,
and for treatment of bleeding caused by operation of these
patients.

Specifications

1001U/vial. After reconstitution, the volume shall be 10ml/vial.
200IU/vial. After reconstitution, the volume shall be 10ml/vial.
2501U/vial. After reconstitution, the volume shall be 10ml/vial.
300IU/vial. After reconstitution, the volume shall be 10ml/vial.
400IU/vial. After reconstitution, the volume shall be 10ml/vial.
5001U/vial. After reconstitution, the volume shall be 10ml/vial.

10001U/vial. After reconstitution,the volume shall be 10ml/vial.

Dosage and administration

Administration: HEMORAAS® should be administered
intravenously only, and the course of administration should
be strictly monitored by the physician. If the product is just
brought out from the refrigerator or at the low temperature
in winters, it must be warmed up to 25 - 37 ‘C for
dissolution. Otherwise, precipitation will likely appear. Sterile
Water for Injection should be infused into the vial at the

label-indicated volume. TH
gently to dissolve the
After that, a transfusion
intravenous injection. TH
at a rate of 60 drops p§
product should be used ¢
delay. Do not refrigerate th
all administration equipme
Dosage: The dosage must I
of individual patient based g
presence of inhibitors, a
following formula provide
Human Coagulation Factorflf
weight (kg) desired Factor
Example: Factor VIII Uniteg
(%) =7501U
The following general dosa
1.Mild to moderate hemo
single dosage of human
kg to raise the factor
2.Severe hemorrhage or i
VIl level of patients shou
level. The initial dosage i
dosage 10-15 U perkgis g
3.Massive hemorrhage
such as the mouth bleedifig
nervous system bleedin

)-50% of normal
. The maintaining
tervals if required.
tening bleeding
teding and central
pear vital areas,

20-25 U per kg. Physicians should determine the extent
of the therapy course.

4.Surgery: Elective surgery should only be considered
if the inhibitor level is within normal limits. Factor VI level
should be achieved within the normal range (60-120%)

traindications
ORAAS® is con
phylactic response
cautions

hen large doses al
allergic reaction,
e noted, especiall
e product, after
with slight opales
ay occasionally

individuals who have an

a@iministered, the possibilities
pulmonary edema should
s with cardiac diseases.

usually a clear solution,
bw small protein particles
insoluble particles are

hemophilia B caused by
ophilia C caused by the
iagnosis must be made
t.

y by the intravenou§jroute.

nediately after rec

stitution within one hour.

not use if the preparation

e not been conducted
unknown whether Factor
when administered to a
duction capacity. Factor
alpregnant woman only if

Geriatric use
No relevant trials of HEMORAAS® were performed, and no
relevant reference of HEMORAAS®.

T

Vil by 2.0 to 2.5%.

Toxicology: No relevant trials were performed, and there is
no relevant reference.

Pharmacokinetics

The biological half-life of Factor VIl is about 8-12 hours.
Storage and shipping

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

Package

Glass bottle, one vial per package.

Shelf life

24 months.

Standard for implementation

100IU: Pharmacopeia of the People's Republic of China, 2025,Volume
and the drug registration specifications(License Number: 2017B02070);
2001U: Pharmacopeia of the People's Republic of China, 2025,Volume Il
and the drug registration specifications(License Number: 2017B02007);
2501U: Pharmacopeia of the People's Republic of China, 2025,Volume il
and the drug registration specifications(License Number: 2017B02008);
300IU: Pharmacopeia of the People's Republic of China, 2025,Volume Il
and the drug registration specifications(License Number: 2017B02067);
4001U: Pharmacopeia of the People's Republic of China, 2025,Volume Il
and the drug registration specifications(License Number: 2017B02069);
5001U: Pharmacopeia of the People's Republic of China, 2025,Volume Ill
and the drug registration specifications(License Number: 2017B02068);
1000IU: Pharmacopeia of the People's Republic of China, 2025,Volume Il
and the drug registration specifications(License Number: 2017B02066).
Product license No.

1001U: 5 2415510950029 2001U: [ 2 f:5-S10950028
2501U: [ 245510980062 300IU: [E 24 57S10950030
4001U: 5 2415510950037 5001U: | 2f:5-S10980063
10001U: [E2#:%S10980064

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
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