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GAMMARAAS® - Human Immunoglobulin for Intravenous Injection
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 are added in the manufacture process,
theoretically, there is still potential risk of transmitting some known and even unknown infectious|
agents. The risk-benefit analysis should be taken before administration.

Product name

Generic Name: Human Immunoglobulin for Intravenous Injection.
Ingredients

Active Ingredients: Over 95% of protein in GAMMARAAS® is
immunoglobulin. Derived from human plasma of healthy
donors, GAMMARAAS® has been treated with low pH method to
inactivate virus, and nanofiltration to remove virus.

Excipients: sorbitol

Characters

GAMMARAAS® is a colourless or pale yellow liquid and clear or slightly
opalescent solution, but without turbidity.

Indications

1. Primary immunodeficiency, such as X-linked hypogammaglobu-
linemia, common variable immunodeficiency, selective IgG subclass
deficiency.

2. Secondary immunodeficiency, such as severe infections, hemato-
sepsis of newborns.

3. Autoimmune diseases, such as idiopathic thrombocytopenic
purpura (ITP), Kawasaki Syndrome (KS).

Specifications

1g per vial (5%, 20ml); 2.5g per vial (5%, 50ml);

59 per vial (5%, 100ml); 10g per vial (5%, 200ml)

Dosage and administration

Administration: GAMMARAAS® should be administered intravenously
or infused after it is diluted 1-2 times with 5% glucose injection. For
the infusion of GAMMARAAS®, the initial rate should be1.0ml/minute
(approximate 20 drops/minute). If well tolerated for the first 15
minutes, the infusion rate may be gradually increased to a maximum
rate of 3.0 ml/min (approximate 60 drops/min).

Dosage: the physician should prescribe  GAMMARAAS®. The
recommended dosage is the following:

1. Primary immunodeficiency: Starting dosage: 400mg/kg (body
weight); maintenance dosage: 200-400mg/kg (body weight). The
dosage interval depends on patient's condition and serum IgG level,
in general once a month is recommended.

2. lIdiopathic thrombocytopenic purpura (ITP): 400mg/kg (body
weight)/day for 5 days. Maintenance dosage: 400mg/kg (body

weight) per infusion. The dosage interval depends on patient's
condition and platelet count, in general once a week is
recommended.

3. Severe infections: 200-300mg/kg (body weight)/day for 2 to 3 days.
4. Kawasaki syndrome: administrate within 10 days of the course of
Kawasaki syndrome, paediatric dose 2.0g/kg (body weight), may be
given as a single infusion.

Adverse reactions
In general, the incidence of adverse reaction is rare. §
reported include headache, palpitation, and nausea. These
reactions are often related to the infusion rate and in
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(6) Damage to respiratory system: dyspnea, tachypnea, apnea,
gasp, laryngeal edema, respiratory insufficiency, transfusion-related
acute lung injury, hypoxemia, etc.

(7) Vascular lesion, bleeding and coagulation dysfunction: flushing,
phlebitis, etc.

(8) Mental disorder: agitation, psychosis, lethargy, etc.
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(9) Damage to blood system: leukopenia, neutropenia, granulocyto-
penia, etc.

3. Post-marketing surveillance abroad

The following adverse reactions/events were also detected in the
same type products which are authorized abroad. These adverse
reactions/events are from spontaneously reporting, and occurrence
frequencies cannot be evaluated accurately due to the undetermined
total population base:

(1) Damage to skin and its accessories: Stevens - Johnson
syndrome, etc.

(2) Damage to nervous system: seizures, aseptic meningitis, etc.
(3) Damage to respiratory system: acute respiratory distress
syndrome, pulmonary edema, bronchospasm, etc.

(4) Vascular lesion, bleeding and coagulation dysfunction: thrombo-
sis, etc.

(5) Damage to blood system: increased plasma viscosity, hemolytic
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9. Hemolytlc anemia may occur. Clinical signs and symptoms of
hemolysis and hemolytic anemia should be monitored.
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Pregnancy and lactation

Caution should be taken with pregnant women and women who are
probably pregnant. When necessary, the administration of the
product should be under physicians’ instruction and closely
monitored.

Pediatric

No relevant trials of GAMMARAAS® were performed.

Geriatric

There is no specific clinical investigation in the geriatric population
and no relevant literature references are available. For patients over
65 years old, the posology should not exceed the recommended
dose and the infusion should be performed at a slow rate.

Drug interactions

GAMMARAAS® should be infused via a separate intravenous line,
and cannot be infused with other drugs.

Overdose

No relevant trials of GAMMARAAS® were performed and no relevant
literature references are available.

Pharmacology and toxicolog%
Pharmacology: GAMMARAAS® contains a broad spectrum of IgG
antibodies against bacterial, viral agents, and other pathogens. The
idiotype and the anti-idiotype of immunoglobulin constitute a
complex immune network. So immunoglobulin has duplex
therapeutic functions, namely immune replacement and immune
adjustment. The IgG level in plasma increases immediately after
intravenous infusion, which enhances the capabilites of
anti-infection and immune adjustment of human body.

Toxicology: The toxicology studies were not conducted and no
relevant literature references are available.

Pharmacokinetics

The studies were not performed and no relevant literature references
are available.

Storage and shipping

Store and ship at 2-8 C, protected from light. Do not freeze.
Package

Glass bottle, one vial per package.

Shelf life

36 months.

Executed standard

1g per vial(5%, 20ml): Approval Letter No. 2022B02219,
Pharmacopoeia of the People’s Republic of China(2025), volume lII;
2.5g per vial(5%, 50ml): Approval Letter No. 2021B01794,
Pharmacopoeia of the People’s Republic of China(2025), volume llI;
59 per vial(5%, 100ml): Approval Letter No. 2021B03372,
Pharmacopoeia of the People’s Republic of China(2025), volume IlI;
10g per vial(5%, 200ml): Approval Letter No. 2022B02218,
Pharmacopoeia of the People’s Republic of China(2025), volume III.
Product License No.

1g per vial (5%, 20ml): [ 2j:5°S10980060;

2.5g per vial (5%, 50ml): [E7S10980061;

5g per vial (5%, 100ml): [T 24 S20013054;

10g per vial (5%, 200ml): [ 243 5520103006,

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

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