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Human Hepatitis B Immunoglobulin 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 unknowm infectious agents,so one must balance risk versus benefit
in clinical

[Drug Name]

Human Hepatitis B Immunoglobulin

Yixingganyan Ren Mianyiqiudanbai

[Composition] Adjuvant: Amylomaltose . Chlorhydric acid ., Sodium chloride.

The product is prepared from healthy person plasma with rather high titer of surface antibody of Hepatitis B and processed
through the Cold Ethanol wit an the virus. It contains a proper stabilizer, and contains
no antibiotics or preservative

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

The product is mainly used for prevention of hepatitis B, suitable for:

1.The infant whose mother is with positive hepatitis B surface antigen (HBsAg);

2.Crowds suffering unexpected infection;

3.The close contactors with patients of hepatitis B or the carriers of hepatitis B virus

[Specification] Containsanti-HBs: 1001U (1ml) /bottle~ 2001U (2ml) /bottle. 4001U (4ml) /bottle.

[Administrations Usage and Dosage

AdministrationsUsage: This product is confined to take intramuscular injection and must not take venoclysis.

Dosage:

1.Mother and baby blocking up: Babies born from mother presenting positive HBsAg take an injection of this product with a dose
of 1001U within 24 hours after being born. As for the dosage and time about injection of hepatitis B vaccine may refer to the
directions on hepatitis B vaccine or according to doctor's instructions;

2.Prevention of hepatitis B: For children, the dose of oneeach time injection is 101U, while for adults it is 2001U. If necessary, it
‘may take another injection in an interval of 3-4 weeks;

3.For unexpectedly infected, it is necessary to take immediate injection (must no later than seven days) with a dose of 81U-
101U/kg depending on the weight, and take another injection after a month.

[Adverse Reactions]

There are no adverse reactions generally, though minority people may find flare or pain, which will recover and need no particular
treatmentwithout the need of special treatment

[Contraindicatio

1.People who are allergic to human immunoglobulin or have a record of any other severe allergy;

2.People with IgA antibody who havein selective IgA deficiency.

[Precautions]

1.This product is colorless or pale yellow clear liquid that may be opalescent. There may be a minim of sediment after long-time
storage, which will dissolve by shaking the bottle. The product should not be used if stubborn sediment or particulate matterstuff
is found;

2.The product shall not be used if the product becomes invalid or the glass cracks

3.Use the product one-off after opening, and more than one time of usage or applying it in another person is not allowed.
[Pregnancy and Nursing Mothers Use] Uncertain

[Pediatric Use] Uncertain

[Geriatric Use] Uncertain

[Drug Interactions| Uncertain

[Drug Overdose] Uncertain

[Pharmacology and Toxicology]

Pharmacological action: This product contains hepatitis B surface antibody of high titer, and can combine specially with
corresponding antigen to play a passive immune role.

Toxicology: Uncertain

[Pharmacokinetics] Uncertain

[Storage] Stored and transported Avoiding from the lightin the shade at 2-8°C

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

[Validity] 36 months

[Executive Standard] YBS05212019

umber of Documents of Approval] GYZZ No. $20013051 ¢ 1001U (1mi) /bottle 7+ GYZZ No. $20013052

£2001U (2ml) /bottle : + GYZZNo. $20063109 { 4001U (4ml) /bottle ) o

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

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

[Producer] .

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

Factory address: No.3402 Guangqiao 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




