TECHNICAL DATA SHEET CODE: TDS_
@ Bouffant Cap DATE: 13/June/18

bestdent BESTDENT VERSION: 01
PRODUCT Bouffant Cap
REFERENCE 55601
COMPANY

SHANGHAI DOCHEM INDUSTRIES CO., LTD.

CLASS | MEDICAL DEVICE

CLASSIFICATION Directive 93/42/CEE

PRODUCT Super protection with fluid repellent material
DESCRIPTION Comfort and ventilation
Reduced allergic reactions with latex-free elastic headband

SPECIFICATIONS 46cm&51cm; white, green, blue, pink

PACKAGING Packing: 100pcs/bag, 20bags/ctn

SHELF LIFE 3 years

INTENDED OF USE Prevent hair, dandruff falling off and keep the environment clean

We finish the risk analysis according to standard ISO14971. According to
SECURITY the identification of the potential risk and the assessment of the every risk,
then use the still of FMEA to evaluate the R.P.N., the no. is very low. It
means, the product has high security. To user, it is an acceptable risk
causing by every potential danger.

TRANSPORT AND The transport and storage is in accordance with the relevant requirements
STORAGE CONDITIONS | after assessment, the mode of transport and storage is reasonable and
feasible, can be used for the usual production process totally.

Signature/Stamp:

Date: June 13th, 2018

1/1




