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1.1 Product name

1.2 Product category, Product dosage form

1.3 Purpose

1.4 Manufacturer name and address

1.5
Filling plant information, Packing plant information, Product manufacturer information (name,

address and phone number)
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 I.  Product description

Basic product information

Evidentiary document of product notification completion

Full ingredient name and content of specific ingredient

-Ask the manufacturer to provide a complete formula sheet including Formula raw material names, INCI name,

CAS No., Function for being added, Content w/w (%). Label in Chinese or English.

Product label, leaflet, outer packaging or container

-Please ask the manufacturer to provide the inner and outer packaging, labels and instructions, or present them

as photos.

Evidentiary document or statement for cosmetics manufacturing facilities that comply with the Cosmetic

Good Manufacturing Practice Regulations

-Ask the manufacturer to provide the cosmetics GMP certificate issued by the competent authority or the ISO

22716 certificate issued by the certification body

Manufacturing method, procedure

-The manufacturer should provide the manufacturing method of the product.

Usage method, applied body part, dosage, use frequency and group

-Ask the manufacturer to provide the usage method of the product, which can be explained by using words or

pictures on the package.

Adverse effects generated by product under normal use

-It is not necessary to provide if there is no adverse reaction to the product. If there is any adverse reaction, the

type of adverse reaction, treatment method and corrective and preventive measures must be stated.

-Any information related to adverse reactions or serious adverse reactions should be included, and can be

presented in a statistical manner, such as the number or frequency of adverse reactions per 10,000 bottles or per

year.
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9.1 Physical and chemical properties of the product

9.2 Physical and chemical properties of its individual ingredient
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Toxicological information of ingredients

- Ingredient toxicology information mainly comes from raw material suppliers. You can learn about the

characteristics, risks, hazards, hazard prevention, and toxicology of the ingredients through the provided Safety

Data Sheets (SDS). Note that ingredients with the same name but come from different manufacturers may have

different toxicological characteristics due to different production processes, so the SDS information must be

correct and the source of the data must be listed.

 II. Data regarding quality

Physical and chemical properties of the product and its individual ingredient

-Ask the manufacturer to provide the quality specifications of the product and the ingredients contained in it

(according to CNS 22716) or the Certificate of Analysis(COA), Safety Data Sheet (SDS).

The product stability test reports

- Manufacturers shall provide product accelerated stability or long-term stability test data.

The microbiological test reports

-Ask the manufacturer to provide microbiological test reports, including the specifications for microbiological

control of raw materials and finished products, the test methods, and test results.

The antimicrobial effectiveness test reports

- Manufacturers shall provide the antimicrobial effectiveness test data and the testing methods used.

- Relevant proofs shall be provided for microbiologically low-risk products that do not require an antimicrobial

effectiveness test. If the signatory for the safety report thinks that the test should be conducted, the test shall be

conducted.
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16.1

Safety conclusion and suggestions

- Safety assessment shall cover the safety conclusion provided by the Safety Assessor for the safety

report based on data analysis of chemical structures, exposure dosage, interactions of the ingredients,

and toxicology research; warning labels, direction for use. The Safety Assessor shall sign name and date

on the safety report.

16.2

Supporting qualification documents for Safety Assessor

- Including the Safety Assessor's name and education; cosmetic safety evaluation training qualification

certificate recognized by the central competent authority.

Information about the packaging materials which have contact with the products

- Manufacturers shall provide standard testing reports and quality specifications for packaging materials, and

packaging material suppliers shall provide supporting information for packaging materials or packaging material

test reports, stability of packaging materials, extraction substance of packaging materials or compatibility test.

Product safety information

III. Functional support

Supporting documents of functional assessments

- Products containing specific ingredients announced by the central competent authority shall comply with

regulations of the limitation of quantity of ingredients and testing reports shall be provided or if there are claims

for specific functions, supporting information shall be provided.

IV. Safety Assessment Information




