Full Quality Assurance System

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

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

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 - Class lll

- Sterile Single Use Non-Absorbable Silk
Suture with or without needle - Class lib

- Sterile Single Use Non-Absorbable Nylon
Suture with or without needle - Class lib

- Sterile Single Use Non-Absorbable Polyester
Suture with or without needle - Class llb

- Sterile Single Use Non-Absorbable Polypropylene
Suture with or without needle - Class lib

+ 13908, 17471, 13910, 13905, 13906, 13909
Product Types are attached.

1 M.2019.106.11727
Report Number : MD.3626.1B

Initial Assessment Date :10.02.2018
Registration Date :10.04.2019
Revision Date /No T

Expiry Date :09.04.2024

UDEM hereby deciares that fhe requrernents of Annex I, excluding section 4 of the 93/42/EEC Directive have been me j
| for the Ested products. The above named manufachurer has establshed and appied a quolty asurance syslem, which is
subject fo periodic survellance oudits, defined by Annexl, section 5 of the foremenfioned direciive. According fo Annex
I, section 4 on EC design- examination certficate kregured forplocing the Class Il devices on the market, UDEMS responshoity
for class | devices covered by the EC cerfificate i imited fo manufaciuing ksues relafed to safeguarding and matinfaining
sterde condiions, f ihe device sstere; ond monufociuing suss related fo product's confomity with mefrlogicdl requicements,
if it hos measurement function. This cerficate remains os fhe property of UDEM Infemafional Cerfification Audifing Trening
Carnifre Indusiny and Trade Ine. Co. to whem it must be retumed upen request, The above nomed company one UDEM
rrust keep a copy of this certificate for 5 years from the registrafion of the cerfiicale. Usage of the CE mark s under the
respordabity of the manufacturer with the completian of EC Declaration of Conformity. The cbove menfioned company
must notify o changes related with fne opproved product fo UDEM. If UDEM will not renew the validity of this certificate
in question, the mentioned company should stop placing the product on the market. The velidgity of fhe
certificate can be checked through www.udem.com.ir. o

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak] Nl ey — Ankara — TURKEY

Phone: +90 0312 Pigital 0 EmecH50 Va1 & l|r ,
E-mall: info@udeRater 2091t 1 2Ahhe LRtd BERN.ir W G| 1
. Reason: MoldSign Signature




		2019-11-21T10:19:48+0200
	Moldova
	MoldSign Signature




