[image: image1.png]





HepaGam B™ - Hepatitis B Immune Globulin (Human)


  
Material Safety Data Sheet (MSDS)
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Material Safety Data Sheet
Product Name:


HepaGam B

Date of MSDS:


2006-06-05

Manufacturer Information

Manufacturer:


Cangene Corporation

155 Innovation Drive.

 Winnipeg, Manitoba, Canada

 R3T 5Y3

 Telephone (204) 275-4200

 Facsimile (204) 269-7003

Supplier Information

Supplier:



Cangene Corporation

155 Innovation Drive.

Winnipeg, Manitoba, Canada

R3T 5Y3

Telephone (204) 275-4200

Facsimile (204) 269-7003

SECTION 1 - PRODUCT IDENTIFICATION

Product Name:


Hepatitis B Immune Globulin (Human) for Injection,

Hep B IgG
Synonym(S): 


HepaGam B

Family
: 



Immune Globulin

SECTION 2 - COMPONENTS

Component


CAS No.

Concentration   
Exposure Limits

Human Immunoglobulin
 N/A


50 mg/mL
   

N/A

Maltose


6363-53-7

10%                       

N/A

Polysorbate 80

9005-65-6

0.03%

   

N/A

SECTION 3 - PRODUCT HAZARD SUMMARY

Hepatitis B Immune Globulin (Human), HepaGam B, provides passive immunization (protection) for exposure to Hepatitis B virus. HepaGam B is prepared from human plasma by anion exchange column chromatography method. The plasma contains high titres of antibody to the Hepatitis B surface antigen. The plasma is obtained from plasmapheresis centres licensed by the FDA and operated in accordance with FDA regulations for plasma (21 CFR 640). Each unit is tested and is non-reactive for Hepatitis B surface antigen, Hepatitis C virus antibody, HIV-1 antibody, HIV-2 antibody and HIV antigen with FDA approved tests.

Additionally, the plasma donors are tested and are negative for syphilis by an FDA approved test. Prior to pooling of individual plasma units, mini-pools are prepared from samples representing each plasma unit. The mini-pools are tested by NAT for HIV, HCV, HBV and HAV. The manufacturing pool is tested for Parvovirus B-19. The manufacturing process includes a solvent detergent treatment, using tri-n-butyl phosphate and Triton X-100, that is effective in inactivating lipid enveloped viruses such as hepatitis B, hepatitis C and HIV. This process is designed to increase product safety by reducing the risk of lipid enveloped virus transmission. The product is also filtered using a Virus Filter that has been validated to be effective in the removal of medium to large lipid enveloped and non-lipid enveloped viruses.

Products made from human plasma may contain infectious agents, such as viruses, that can cause disease. However the risk that such products will transmit an infectious agent has been greatly reduced by the methods mentioned above. In addition, all plasma-derived products have the potential for causing allergic or anaphylactic reactions. This product is also considered non-toxic and non-pyrogenic.

SECTION 4 - FIRST AID MEASURES

Skin Contact: Wash area well with soap and water. In the unlikely event that irritation persists, seek medical care.

Eye Contact: Flush eyes with large amounts of water for at least 15 minutes. In the unlikely event that irritation persists, seek medical care.

Inoculation: In case of exposure though a break in the skin, observe person for 30 minutes for any signs of allergic reaction. In the unlikely event that this occurs, seek medical care.
SECTION 5 - FIRE AND EXPLOSION HAZARD DATA

Flash Point: N/A

Flammable Limits: N/A

Fire Extinguishing Media: N/A

Special Fire-Fighting Procedure: N/A

Unusual Fire and Explosion Hazards: N/A

SECTION 6 - ACCIDENTAL RELEASE MEASURES

Solutions of spilled materials can be taken up with absorbent material. Wear gloves and eye protection. Dispose of in accordance with local, state and federal regulations.

SECTION 7 - HANDLING AND STORAGE

Store at 2-8oC.

SECTION 8 - EXPOSURE CONTROL/PERSONAL PROTECTION

Use of gloves and eye protection is recommended. DO not use mouth pipette. Care must be taken when handling material in hypodermic syringes.

SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES

Boiling Point: N/A


Vapor Density: N/A

Vapor Pressure: N/A

Solubility in Water: N/A

Melting Point: N/A


Evaporation Rate: N/A

Specific Gravity (H2O=1) N/A
Appearance and Color: N/A

SECTION 10 - STABILITY AND REACTIVITY

Stability: Product is stable.

Incompatibility: N/A

Hazardous Decomposition of By-products: N/A

Hazardous Polymerisation: N/A

SECTION 11 -TOXICOLOGICAL INFORMATION

An LD50 of a Immune globulin produced using the same manufacturing process failed to find a maximal dose with experimental animals. (See also section 3)

SECTION 12 - ECOLOGICAL INFORMATION

N/A

SECTION 13 - DISPOSAL CONSIDERATIONS

Dispose of in accordance with local, state and federal regulations.

SECTION 14 - TRANSPORTATION INFORMATION

According to DOT and IATA regulations this material is considered a biologic product and should be shipped accordingly.

SECTION 15 - REGULATORY INFORMATION

This product is an FDA licensed product, HepaGam B.

SECTION 16 - OTHER INFORMATION

This information is being furnished to comply with the United States Occupational Safety and Health Act (OSHA) and its regulations, and other federal, state and local laws. This document is intended as a guideline to the appropriate precautionary handling of the material by a person trained in handling these materials. The information herein is believed by Cangene to be correct to the best of its knowledge. However, the handler of this material is responsible for determining the precautions and dangers associated with the material. Newly discovered hazards are frequent, and this information may not be completely up to date.

Cangene makes no warranty, express or implied regarding the accuracy of the data or product described herein.

If you have any questions contact Cangene for further information.

Prepared by:

________________________________________    

Hugh Price, Director Product Development

Date: ______________
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