Finished Product Regulatory Requirements - Personal Care, Cosmetics

In order to comply with Global regulations, we are required to have technical and safety information on raw materials and finished products available for inspection.
The minimum information required to comply with those regulations follow. Additional information and documents may be required.
Information describing the raw materials used in the product:

· INCI names and CAS numbers or alternate identification for all components and subcomponents, including carry-overs and excipients

· Origin of component/subcomponent (animal/synthetic/biotech/plant/mineral); if animal, type of animal

· Technical specifications including microbiology requirements

· MSDS

· Certification of compliance to EU/ASEAN restriction list criteria, color purity, color batch certification for USA, etc. as requested
Information describing the product:

· Quantitative formulas with the following information for each ingredient:

INCI name

CAS number or alternate identification
Breakdown of each ingredient if it isn’t 100% pure, including carry-overs and excipients

Origin (animal/synthetic/biotech/plant/mineral) If animal, type of animal
Function of each ingredient
· Chemical, physical and microbiological specifications of the product including test procedures
· Storage Recommendations/Restrictions
· Certificate of Analysis per Access Business Group product specification parameters
· Product Stability Data and methods, if available
· Manufacturing process described in brief 
· Claim support for all claims made on product as requested

GMP
· A statement by the manufacturer that the product was manufactured according to the GMP Guidelines by any ACC approved equivalent organization, for example ASEAN, CTFA, Colipa or ISO
· Manufacturers of products classified as drugs in U.S and Canada must meet all U.S. and Canadian Drug GMP requirements. They must be able to supply a current audit report from inspections conducted by a Qualified Regulatory Authority.  They must agree to be listed on the Amway Canadian Drug Establishment License and registered with the U.S. FDA. 

Product Registration

· Additional documentation as requested for registration of the product. Necessary documents may require government authentication, for example a Certificate of Free Sale
If a service is offered, please provide a quotation on EU/ASEAN/IFRA compliant dossiers including the safety evaluation as described by SCCP.

Evaluation of the safety of the product
· Studies documenting good tolerance when product is used

· Human Repeated Insult Patch Test (Skin Allergy)

· Use Test with repeated applications (4 weeks)

· Other Studies

· Safety assessment of the final product including basis of safety for each raw material used in this product (regulatory citation, calculation of margins of safety, etc.) and evaluation of any toxic contaminants.

· Qualification of the person responsible for the safety evaluation
· Education

· Professional Experience









