CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex I
(Excluding Section 4)

M.2019.106.11727-1 Design Examination Certificate Was Prepared for Class Il Products Defined in This Certificate.

Company Name : Shanxian HAIDIKE Biotechnology Co., Ltd.

Company Address :Plant No.1, Science and Technology Enterprise Incubator Park,
Shan County, Heze City, Shandong Province, China.
Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il
(Excluding Section 4)
Product : - Sterile Braided Coated Violet or Undyed Absorbable Polyglycolic Acid
(PGA) Suture with or without Needle - Class Il
- Sterile Braided Coated Violet or Undyed Absorbable Polyglactin (PGLA)
Suture with or without Needle - Cla:
- Sterile Single Use Absorbable Pa\ymoxanone (PDO)
Suture with or without needle - Class Iil
- sterile Single Use Non-Absorbable Silk
Suture with or without needle - Class Ilb
- Sterile Single Use Non-Absorbable Nylon
Suture with or without needle - Class Ilo
- Sterile Single Use Non- Absorbuble Polyester
Suture with or without needle -
- Sterile Single Use Non- Absorbcble Polypropylene
Suture with or without needle - Class Ilb

GMDN 113908, 17471, 13910, 13905, 13%06, 13909
Product Types are attached.
Certificate Number 1M.2019.106.11727 - L
Report Number 1 MD.3626.1B
Initial Assessment Date: $10.02.2018
Registration Date :10.04.2019
Revision Date /No £ =
Expiry Date :09.04.2024
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