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Full Quality Assurance System

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

M09 104.11727-1 Desgn Examindlion Cerfificate Was Prepared for Class Il Produchs Defined in This Certificate.
Company Name : Shanxian HAIDIKE Biotechnology Co., Lid,

Compony Address y Plant Mo, 1, science and Technology Enterprise Incubsator FPark,
Shan Counly, Hera Cily, Shandang Provinca, Chira.

Related Directives and Annex  ; ¥34/EEC Medical Devices Direciive - Annex i
[Excluding Secfion 4]
Prodisct : - Stevile Braided Caeted Violet ar Undyed Absorbabia Fﬂl'p'ﬁrﬂ'ct!ﬂl-l: Acid
[PGALSuture with arwithaut Needle - Clos B
- Sterle frolded Coated Viclet or Undyed Absorbatle Polyglactin [PGLA}
Suture witn o withaut Meedle - Closs I
= tarile Single Lise Mon-Absorboble Sk
Shture with or withaout nesedie - Ciass ik
- Sterle Single Use Mon-Absarboble Mylon
Suture with ar withaut needls - Closs b
- Starlle Single Usa Mon-Absorbable Polvastes
Suhure with or without needie - Class lib
- Starile Single Use Mon-Absorbakbie Polyvpropylens
Slihure with or withau! meedhs - Class 1k

GMDN - 13908, 1747013910, 13505, 13904, 13909
Proh el Types are allached,
Cerificate Number L WA.2019.106.11727
Report Mumiber  MD 342606
Initial Assessmment Dafe P 10022018
Registrafion Date 10042019
Reviion Dote /Mo 0 7y
Expiry Date : 09.04.2024
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ISO 13485 © 2016

Shanxian HAIDIKE Biotechnology Co_, Ltd.

Plant Mo, Sclence and Technalogy Incubation Park, Scutharn Jiantal Poad,
Economic Development Zone, Shanxian, Hexe City, Shangdong

Provice, China
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