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Schedule of Devices 

The above Manufacturer’s Declaration is valid for the following devices: 

Identification of 
the device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as 
indicated on the 
Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s) 
(if applicable) 

NRFit Cap CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Needle 
Protection Point-Lok 

CE 685113 26 May 2024 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex LOCKIT Plus 
Regional 
Anaesthesia 
Catheter 
Securement Device 

CE 685113 26 May 2024 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Loss of 
Resistance (L.O.R.) 
Syringe with NRFit 
Connector 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Catheter 
Connector Key 

CE 685113 26 May 2024 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Snuggle Warm® 
Convective Warming 
Blanket 

CE 685113 26 May 2024 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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CADD-Solis VIP 
Ambulatory Infusion 
Pump 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD-Solis 
Ambulatory Infusion 
Pump - HPCA 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

PharmGuard 
Administrator 
Medication Safety 
Software (MSS) 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD 
Administration Sets 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD High Volume 
Administration Sets 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD Yellow High 
Volume 
Administration Sets 
with NRFit connector 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD Extension Set 
CE 669121 18 March 2023 BSI Group, The 

Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD Medication 
Cassette Reservoir 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD Bag Spike 
Set 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD Filling 
Adapter 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

CADD Infusion 
Adapter 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Blood Draw 
Hypodermic Needle-
Pro 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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Jelco Hypodermic 
Needle-Pro Needles 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Hypodermic 
Needle-Pro with 
Syringe Needles 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Hypodermic Needle-
Pro Fixed Needle 
Insulin Syringe 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Insulin Syringe with 
Jelco Hypodermic 
Needle-Pro Edge 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Hypodermic 
Needle-Pro Edge  

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Hypodermic 
Needle-Pro Edge 
with Syringe 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Port-A-Cath 
Subcutaneous 
Tunneling Tool 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Deltec Peel-Away 
Introducer Set 

CE 669121 18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Deltec Port-A-Cath 
Needles Plastic Hub 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Deltec Gripper 
Power P.A.C. Plus 
Non-Coring Needles 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Deltec Gripper Micro 
Non-Coring Needles 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Deltec Gripper Plus 
Non-Coring Needles 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Deltec Gripper Non-
Coring Needles 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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Port-A-Cath 
Implantable Access 
Systems - Deltec 
P.A.S Ports 

CE 669121 

CE 669193 

 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Port-A-Cath 
Implantable Access 
Systems - Deltec 
Port-A-Cath & Port-
A-Cath II Ports 

CE 669121 

CE 669193 

 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Port-A-Cath 
Implantable Access 
Systems - Deltec 
ProPort Ports 

CE 669121 

CE 669193 

 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Port-A-Cath 
Implantable Access 
Systems - Deltec 
Port-A-Cath II  
P.A.C. Dual-Lumen  

CE 669121 

CE 669193 

 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Port-A-Cath 
Implantable Access 
Systems - Deltec 
Port-A-Cath II Power 
P.A.C. Dual-Lumen  

CE 669121 

CE 669193 

 
 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Port-A-Cath 
Implantable Access 
Systems - Deltec 
Port-A-Cath Power 
P.A.C.  

CE 669121 

CE 669193 

 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Port-a-Cath 
Implantable Access 
Systems - Epidural 
and Intraspinal 

CE 669121 

CE 669193 

 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2027 N/A 

Jelco Safety 
ProtectIV Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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ViaValve 
ViaValve -W 
Safety I.V. Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Radiopaque 
I.V. Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Optiva 
Radiopaque I.V. 
Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Conventional 
Optiva 2 Radiopaque 
IV Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Conventional 
Jelco Clear IV 
Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Conventional 
Optiva Winged IV 
Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Conventional 
Jelco Radiopaque IV 
Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Conventional 
Optiva IV Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Conventional 
Plus IV Catheters 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Jelco Convention 
Jelco 2 IV Catheter 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex ABS Pulsator 
Liquid Heparin 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex ABS Pulsator 
Dry Heparin - With 
Needle 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Cleo 90 Infusion Set 
CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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EchoGlo Peripheral 
Nerve Block Needle: 
Continuous System 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

EchoGlo Peripheral 
Nerve Block Needle: 
Single Shot 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Epidural 
Tuohy and Hustead 
Needles with NRFit 
Connector 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Epidural Flat 
Filter with NRFit 
Connector 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

EpiFuse Catheter 
Connector with 
NRFit Connector and 
Key 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Epidural 
Minipack with NRFit 
Connector 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Epidural 
Catheter Kit with 
NRFit Connector 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Epidural 
Single Shot Trays 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Hotline Fluid 
Warming Sets 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Hotline Routine Fluid 
Warmer 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Level 1® Convective 
Warmer 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Level 1 Neo-Therm 
Skin Temperature 
Sensor 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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Level 1 Tympanic 
Temperature Sensor 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Level 1 
Esophageal/Rectal 
Temperature Probes 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Level 1 Skin 
Temperature Sensor 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Flex Tubes 
CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Thermovent 
O2 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Thermovent T 
Heat & Moisture 
Exchanger 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Thermovent 
T2 Heat & Moisture 
Exchanger with 
Oxygen & Suction 
Port 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Thermovent 
600/1200 Heat & 
Moisture Exchangers 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Filtered Heat 
& Moisture 
Exchangers 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Heat & 
Moisture Exchangers 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

BLUselect 
Tracheostomy Tubes 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

BLUselect 
Suctionaid 
Tracheostomy Tubes 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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BLUselect Inner 
Cannula 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

BLUgriggs 
Percutaneous 
Dilation 
Tracheostomy 
Procedural Kit with 
BLUselect 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

BLUperc 
Percutaneous 
Dilation 
Tracheostomy 
Procedural Kit with 
or without BLUselect 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

EzPAP Positive 
Airway Pressure 
Therapy Device with 
Mask 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

EzPAP Positive 
Airway Pressure 
Therapy Device with 
Mouthpiece 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona Custom 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona 
Neonatal/Pediatric 
Hyperflex Uncuffed 
Adjustable 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona 
Neonatal/Pediatric 
Uncuffed 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 
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Bivona 
Neonatal/Pediatric 
TTS Tracheostomy 
Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona 
Neonatal/Pediatric 
Flextend TTS 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona Cuffless 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona 
Tracheostomy Tube 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Bivona Inner 
Cannula 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Pneupac paraPAC 
Plus Disposable 
CPAP Circuit 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

paraPAC plus 
ventilator 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Swivel 
Connector 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex 15mm Double 
Swivel Connector 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Portex Catheter 
Mount 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Hotline Gas Vent 
CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

Hotline Connector 
Extension 

CE 669121 
 

18 March 2023 BSI Group, The 
Netherlands 
(2797) 

BSI Group, The 
Netherlands 
(2797) 

31 December 2028 N/A 

 




