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Dialyzer connectors for 6,8 mm tubes. 
Is a non-sterile connector   
The product is provided in bulk packs for further manufacturing. 

Provided in three different colors:   
- RN405ANAK0000A00 dialyzer connector - clear 
- RN405ANAK0000C00 dialyzer connector - red color 
- RN405ANAK0000D00 dialyzer connector - blue color 

Connector for the haemodialyser, 
haemodiafilter or haemofilter to be included in a bloodline 

Frame/Housing Polymer:  soft PVC 

Color:  
- RN405ANAK0000A00 - clear 
- RN405ANAK0000C00 - red  
- RN405ANAK0000D00 - blue  

For raw materials used to produce components, Regulatory Documentation Required:  

 Biocompatibility according ISO 10993-1 
 Rohs, directive 2002/95/CE 
 BSE/TSE, directive 2003/32/CE 
 DEHP plasticizer Free  
 Latex free 
 Conflict minerals 

 Other N/A    Specify: 

Dialyzer connectors   
for 6,8 tube - DEHP Free 
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Weight :  2,63 g 

Dimensions: 

- Length: 35 mm  
- Width: 20 mm 

5 years

 EtO; Gamma;  Beta;  Steam;  e-beam 

5.000 pcs packed in two PE bags. Bags are separately closed.  
The first bar-code label is between the 2 bags. 
The second bar-code label is stuck outside the box.

Each bag is labeled with the following traceability information:  
- Quantity 
- Product description 
- Product date 
- Lot number (OL and digit batch number  to trace back to raw materials used) 
- Operator code 

Different lot of goods in one shipment are packed in a manner to prevent mix-ups.  
Different lots in one box are separately closed and separately labeled to prevent mix-ups.  

Conformity declaration is printed by System, on each document of transport  together with the complete 
traceability number of the goods. 

Conformity declaration is printed on every invoice and Certificate is according to UNI EN 10204 type 2.1 
The Quality management system is in compliance with ISO 9001, ISO 13485. 

The attached drawing is part of this material specification and must not be duplicated or made accessible to a 
third party without prior consent.  
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Visual acceptance requirements apply when inspected under below conditions:  

Magnification: None 
Light type: naked eye + lamp 
Timing: 5 sec per unit 
Distance: 30-45 cm 

*Embedded Particulate Matter and Loose particulate matter: according to Dirt Estimation Chart 

Acceptance Requirement AQL
Sampling 

Plan 

1 Plastic support incomplete  0,25

Sampling 
plan 

according 
to ISO 2859 
part. 1 – 1

st

Level 
inspection, 

single 
sampling 

plan, 
normal 

inspection.

2 Partially or  totally clogged opening 0,25

3 
Serious shrinkages of material that compromise  the functionality of the 
part 

0,25

4 Cracks 0,25

5 Scratches with residual 0,25

6 Not right color 0,25

7 Dimensions out of drawings 0,25

8 Jutting injection gate > 0,3 mm  1 

9 *Loose particulate matter > 0,2 mm
2

1 

10 Flashes > 0,3 mm 1 

11 Burnings 1 

12 Halos, burn marks 1 

13 Incompletenesses that don’t compromise the functionality of the part 1 

14 Mold, rust dirty 1 

15 
*Embedded particulate matter > 0,2 mm

2 
( or max 3 per checked area for 

particles  � 0,2 mm
2
  ) 

1,5 

16 Not uniform coloring/streaks 1,5 

Acceptance Requirement AQL
Sampling 

Plan

1 Ø for main connection 0,1 
Sampling plan 

according to ISO 
2859 part. 1 – S3 
Special inspection 

level, single 
sampling plan, 

normal inspection.

2 Ø for tube connection 0,1 

3 Conicity 6:100 0,1 
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