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 MANUFACTURER: 
NAME: JIANGSU SUYUN MEDICAL MATERIALS CO.，LTD.  
ADDRESS:   NO.18 JIN QIAO ROAD, DAPU INDUSTRIAL PARK, 

 LIANYUNGANG, JIANGSU PROVINCE, PEOPLE’S  REPUBLIC OF CHINA 
POSTAL CODE:222002   
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MEDICAL DEVICE:  

NAME: STERILE GYNAECOLOGICAL COLLECTORS FOR SINGLE USE 
      TYPE : IA,IA-2,IA-3,IB,IC,IC-1,IC-2,IC-3,IC-4,IC-5,IC-6,IC-7,IC-8,IC-9,IC-10,IC-11, 
IC-12,IC-13,IC-14,IC-15,IC-16,IC-17,IC-18,IIA-1,IIA-2,IIA-3,IIA-4,IIA-5,IIA-6,IIB-1,IIB-2,IIB-3,IIIA, 
IIIA-2,IIIB,IIIB-2,IIIB-3,IIIB-4,IIIB-M1,IIIB-M2,IIIB-M3,IIIC,IIID,IIID-2,IIID-3,IIID-4,IIID-5,ID 
CODE:420211,420222,477701,420301,420311,420411,420414,425002 
INTENDED PURPOSE: THE MAIN CLINICAL USAGE IS TO SAMPLE FOR GYNECOLOGY AND VENEREAL DISEASE.  
BASIC UDI-DI:69332982028 
CLASSIFICATION - ANNEX Ⅷ : RULE 5: CLASS Ⅰ，STERILE 
CONFORMITY ASSESSMENT ROUTE: ANNEX Ⅸ(CHAPTERⅠ+Ⅲ) 
WE, JIANGSU SUYUN MEDICAL MATERIALS CO.,LTD., HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES 
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE MEDICAL DEVICE REGULATION RUGULATION 2017/745 OF 

THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 APRIL 2017.WE STATED THAT THE EU DECLARATION OF 
CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF OUR COMPANY. 

STANDARDS APPLIED: EN ISO 13485:2016/A11:2021, EN ISO 14971:2019/A11:2021, EN ISO 
11135:2014/A1:2019, EN ISO 11607-1:2020/A1:2023,EN ISO 11607-2:2020/A1:2023, EN ISO 10993-
1:2020,  EN1422:2014, EN ISO 11737-1:2018/A1:2021, EN ISO 11737-2:2020, MEDDEV2.7.1 REV 4, EN 
ISO15223-1:2021. 
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