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Human Albumin Instructions

Please read through the instructions and follow doctor’s advice.

Warning
The raw material of the product is from human blood plasma. Although it's screened for related infectious agents, and
simultaneously, virus removal and inactivation procedure are included in the manufacturing process, such products may still
potentially carry alone some known or unknown infectious agents, so one must balance risk versus benefit in clinical.

[Drug Name]

Human Albumin

Ren Xue Baidanbai

[Composition]

The product is such a human albumin that is made from healthy human plasma by cold ethanol protein fractionation and deactivating the virus through heating for ten hours at 60 C.1t
contains a proper quantity of stabilizer, and contains no preservatives or antibiotics.

Adjuvant: diumsodium caprylate.

[Description] The product should be colorless or pale yellow clear liquid, which may be slightly opalescent,and should not be turbid.

[Indications]

1.Shock caused by hemorrhage and burn;

2.Raised cranial pressure caused by cerebral edema and wound;

3.Edema or ascites caused by cirrhosis and kidney diseases;

4.Prevention and treatment of hypoproteinemia ;

5.Hyperbilirubinemia of newborn;

6.Used for cardiopulmonary bypass, auxiliary for burn and | lysis and adult respi y distress syndrome.

[Specification] 5g(20% ,25ml)/bottle, 10g(20%,50ml)/bottle, 10g(10% , 100ml)/bottle, 5g(10%,50ml)/bottle, 2g(10%,20ml)/bottle, 12.5g(25% ,50ml)/bottle.
[Administrations and Dosage] .

Administrations: Gradually adopt intravenous drip or intravenous pushing injection. For preventing body tissue dehydration during massive injection, it is possible to adopt
intravenous drip by proper dilution with 5% of glucose injection or sodium chloride injection (it is suitable to use a blood transfusion device with filter screen). The speed of
intravenous drip is suitable for not more than 2ml a minute, and it should be especially careful to keep a slow speed during the initial 15 minutes, and after that the speed may be
gradually raised to the above-mentioned one.

Dosage: Dosage should be decided by doctor according to the specific condition. Generally, for shock caused by serious burn or loss of blood, it is possible to take a direct
injection of 5-10g of this product and 4-6 hours after that to take another injection; for treatment of such chronic albumin-lacking diseases as kidney disease and cirrhosis, it is
advised to inject 5-10g of this product daily until edema vanishes and the content of serum albumin returning to the normal level.

[Adverse Reactions]

There are no adverse reactions generally, though tremble, fever, flushing, tetter or nausea might occur sometimes. Too quick infusion might lead to blood vessel overload, which
may cause lung edema. Allergic reaction might occur sometimes.

[Contraindications]

1.Those who have serious allergy for albumin;

2.Patients of hypertensions, acute heart disease and cardio failure of normal blood capacity or high blood capacity;

3.Patients of severe anemia;

4.Those with renal inadequacy.

[Precautions]

1.The product shall not be used if the liquid t turbid, there is sedi particulate matters or a crack in the glass, the cap becomes loose, or the product becomes invalid;
2.Use the product one-off after opening, and more than one time of usage or applying it in another person is not allowed;

3.If adverse reaction is found during infusion, stop infusion immediately;

4.Patient who suffers severe anhydration shall be 1 d with liquid;

5.Freezing is not allowed during transportation or storage.

[Pregnancy and Nursing Mothers Use]

Women who are pregnant or going to become pregnant are advised caution in applying the product. If necessary, please follow the doctor’s instructions and apply the product
under close monitor.

[Pediatric Use] Uncertain

[Geriatric Use] Uncertain

[Drug Interactions] It is inadvisable to infuse it mixed with injecta of vasoconstrictive drug, proteolytic enzyme or solvent containing alcohol.

[Overdose] The product has hypertonic function, and excessive injection may cause anhydration, increased load of body circulation, congestive heart failure or lung edema.
[Pharmacology and Toxicology]

1.Increasing blood volume and maintaining plasma colloid osmotic pressure: albumin accounts for 80% of the plasma colloid osmotic pressure, mainly for adjusting the dynamic
balance of water between tissue and vessel. Due to the molecular weight of albumin being comparatively high and osmotic pressure acts as a counterweight to the static pressure
of the capillary tube and thus maintaining the normal and constant blood volume. And during the circulation of blood, 1g albumin can maintain 18ml water and the capacity of
every 5g albumin for retaining water within circulation corresponds to the function of about 100ml plasma or 200ml whole blood and thus playing the role for increasing the
circulating blood volume as well as maintaining the plasma colloid osmotic pressure.

2. Transportation and detoxication: albumin can combine with both negative and positive ions, and can transport different matters as well as transfer poisonous matters into the
detoxication organs.

3.Supply of nutrient: tissue protein and plasma can transform into each other. In case of dysbolism of nitrogen metabolism, albumin can supply nutrient to tissue as a nitrogen
source. :

Toxicology: Uncertain

[Pharmacokinetics | Uncertain

[Storage] Avoiding from the light at 2-30C.

[Package] Packing material and container: Glass bottle ; Packing Specification: 1 bottle/case.

[Validity] 36 months.

[Executive Standard] Chinese Pharmacopoeia 2020 Volume 3and [5g(20%,25ml) bottle:YBS00722011+  10g (20%,50ml) bottle: YBS00762011+

10g(10% , 100mly bottle:YBS00742011+ 5g (10%,50mlY bottle:YBS0071201 1+ 2g (10%,20mlY bottle:YBS00772011+ 12.5 g (25% ,50ml) / bottle: YBS00392009].

[Number of Documents of Approval]

GYZZNo.810960052[5g(20% ,25ml)/bottle]s GYZZNo.S10960053[10g(20%,50ml)/bottle]s GYZZNo.S10960055[10g(10%,

100ml)/bottle]s GYZZNo.S10960056[5g(10%,50ml)/bottle] GYZZNo.S10960057[2g (10%,20ml )/bottle]s GYZZNo.S20043001[12.5 g (25% ,50ml) /bottle].

[Marketing Authorization Holder] Shenzhen Weiguang Biological Products CO., LTD.

[Address] No.3402 Guanggiao Avenue, Guangming Street, Guangming New Area, ShenZhen

[Producer]

Company name: Shenzhen Weiguang Biological Products CO., LTD.

Factory address: No.3402 Guanggiao Avenue, Guangming Street, Guangming New Area, ShenZhen

Postcode: 518107

Tel: (0755) 27400800 27404445  Fax: (0755) 27404445

Adverse reaction line: (0755) 27409223

Website: http://www.szwg.com  E-mail: szwg@szwg.com
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