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ALBURAAS®-Human Albumin

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.

Product name

Generic Name: Human Albumin

Ingredients

Active Ingredients: Human Albumin

ALBURAAS® is manufactured from human plasma of healthy

donors and for 2 steps virus inactivation heat treated at

60°C for 10 hours.

Excipients: sodium caprylate, sodium

acetyltryptophan.

Characters

ALBURAAS®is a clear, slightly viscous liquid, slightly

yellow, green or brown in colour, and should not be turbid.

Indications

1. Shock due to loss of blood, trauma or burns.

2. Intracranial hypertension due to cerebral edema or brain
injuries.

3. Edema or ascites due to liver cirrhosis or nephrotic syndrome.

4. Treatment of hypoproteinemia.

5. Neonatal hyperbilirubinermia.

6. Auxiliary treatment of heart-pulmo bypass or burns,
auxiliary treatment of hemodialysis, and adult respiratory
distress syndrome (ARDS).

Specifications

ALBURAAS® is available in the following:

5g per vial (10%, 50ml)  10g per vial (20%, 50ml)

12.5g per vial (25%, 50ml)

Dosage and administration

Administration: Generally, ALBURAAS®must beinjected

by slow intravenous infusion or by phleboclysis. ALBURAAS®

can also be infused after it is appropriately diluted by 5%

glucose injection or sodium chloride injection (It is recommended

to use transfusion set with filter) to prevent dehydration of

tissues when a large amount of ALBURAAS® is infused.

The rate of infusion shoud not exceed 2ml per minute,
during the first 15 minutes, infusion rate should be particularly
slow, then gradually be increased to the above rate.

Dosage: ALBURAAS® should be prescribed by the physician.

In the case of hypovolemic shock due to loss of blood, trauma
or burns, the initial treatment should be in the range of 5g to

10g for adults. This Mg
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Respiratory system, chest ai
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Immune system: hypersé
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Nervous system: dizziness,
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Blood vessels and lymphatic vessels: flushing, cyanosis, pale,
chills in the extremities, hypotension, hypertension, phlebitis;
Psychiatric: irritability, tic, mental disorders, confusional state,
insomnia, agitation;

Hepatobiliary system: abnormal liver function;
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ifafia, maculopapular
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diarrhea, abdominal
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Renal and urinary system: hematuria, oliguria, urinary incontinence,
renal impairment;

Blood and lymphatic system: hemolysis.
Contraindications

1. Patients suffering from severe allergic reactions to albumin.

2. Patients suffering from hypertension, acute heart disease,
heart failure with normo-volemia or hyper-volemia.

3. Patients suffering from servere anermia.

4. Patients suffering from renal dysfunction.

Precautions
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of water between human tissues and bloodvessel.
Because of high molecular weight of albumin the rate
of albumin permeating the endomembrane is lower than
that of salts and water, colloidal osmotic pressure of
albumin balances the static pressure of capillary vessel,
which maintains normal and constant volume of circulating
blood; meanwhile, 1g albumin can hold 18ml water in
circulation, and the water holding capability of each 5g
albumin is equal to that of 100ml plasma or 200ml whole
blood, so that albumin has functions of increasing the
volume of circulating blood and maintaining the colloidal
osmotic pressure of plasma.

2. Transportation and detoxication: Albumin can combine
bothnegative and positive ions,transport variable
matters, and also transport toxicants to detoxicating organs.

. Supplying nutriments: Tissue proteins and plasma
proteins can transform each other. When nitrogen
metabolic cycle blocked, albumin as a nitrogen source
can supply nutriments to tissues.

Toxicolology: No relevant trials and no relevant reference

of ALBURAAS®.

Pharmacokinetics

No relevant test were performed of ALBURAAS®.

Storage and shipping

For specifications of 5g per vial (10%, 50ml) and 10g per vial

(20%, 50ml): store and ship at 2-8°C, protected from light.

For specification of 12.5g per vial (25%, 50ml):

store and ship at 10~30°C, protected from light.

Package

Glass bottle, one vial per package.

Shelf life

5g per vial (10%, 50ml) and 10g per vial (20%,50ml):60

months.

12.5g per vial (25%, 50ml): 36 months

Standard for implementation

Volume III of "Pharmacopoeia of the People's

Republic of China" (2020)

Product license No.

5g per vial (10%, 50ml): [# 24 #+S10930020;

10g per vial (20%, 50ml): [E 241 S10920009;

12.5g per vial (25%, 50ml): 5245 #E7S20013053

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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