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Manufacturer name & registered place of 
business 
 

Nutricia Medical Devices B.V. 
Taurusavenue 167 
2132 LS Hoofddorp, The Netherlands 

SRN NL-MF-000012729 
General product (device family) name PEG Accessories (non sterile) 
Product sub-groups (if applicable) Clamps & Adaptors 
Product variants See attached Product List 
Risk Class class I 
Intended purpose Accessories replacement connectors and parts 

for Flocare PEG 
Conformity assessment procedure MDR EU 2017/745, Article 19, Annex II and III 
Common specification n/a 
Notified Body and ID # n/a 
Certificate #, revision n/a 
DoC revision 002 
DoC validity 3yr 

 

The medical device(s) covered by the present declaration meet the provisions of the Medical Device 

Regulation EU 2017/745. 

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer Nutricia 

Medical Devices B.V. 

This Declaration of Conformity covers the Flocare® PEG Accessories family (class I) as specified in the 

product list below belonging to this declaration, and is valid for all products concerned bearing the CE 

marking and manufactured at the following production site: 

- Nutricia Pharmaceutical Wuxi Co., Ltd, PRC 

 

Place & date of issue: HOOFDDORP, 06 June 2023 

 

 

-------------------------------------- 

Signature: 

Position:  Global Regulatory Manager, PRRC  

Name:   Mr. ME Lombaerts, MSc. 

Who is the natural and legal person with responsibility for the design, manufacture, packaging and labelling before the device 

is placed on the market under this manufacturers name regardless whether these operations are carried out by the 

manufacturer or on his behalf by a third party. 
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PRODUCT LIST 

Product 
Catalogue 
number 
(SKU/REF) 

Product 
SAP  code 
(logistical/ 
local ref 
number) 

Product name EMDN Basic UDI-DI First 
product 
LOT 

Last 
product 
LOT (if 
discontinue
d) 

PEG ACCESSORIES (I) 

589753  89753 FLOCARE TUOHY BORST 
ADAPTOR 

64461 8716900TUOHYB
ORSTADAPTWN 

101285
933 

n/a 

35725  40459 FLOCARE SAFETY 
CLAMP CH10+CH14 
(2X50) 

56631 8716900ENTCLA
MPAP 

101211
296 

n/a 

35726  40460 FLOCARE SAFETY 
CLAMP CH18 (2X50) 

101211
297 

n/a 

35727  40437 FLOCARE QUICK 
RELEASE CLAMP 
CH10+CH14 (2X50) 

32146 8716900ENTCLA
MPAP 

101249
503 

n/a 

35728  40454 FLOCARE QUICK 
RELEASE CLAMP CH18 
(2X50) 

101315
015 

n/a 
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