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EU MDR Declaration of Conformity (DoC) 
 

   

Legal Manufacturer: 
 
 

Covidien IIc   
15 Hampshire Street Mansfield MA 
02048 USA  

 
 

 

Legal Manufacturer SRN:  
 
 
Manufacturing Sites: 
 

US-MF-000028763 
 
1. Quasar Medical (Thailand) Co., Ltd, 340/1 Moo 6, Bowin 
Sub-district, Sriracha District, Chonburi Province 20230, 
Thailand 
2. Covidien, Avenue Henequen No. 1181, Park Industrial 
Salvarcar, Ciudad Juarez Chihuahua, Mexico 32573 

 

 
Authorized Representative: 
 
 
 

 
Medtronic B.V. 
Earl Bakkenstraat 10 
6422 PJ Heerlen 
The Netherlands 

 

 

Authorized Representative SRN: 
 
 

NL-AR-000006050   

Notified Body:  
 
  

TÜV SÜD Product Services GmbH 
Ridlerstrasse 65, D-80339 Munich Germany 
Notified Body Number: 0123 
 

Conformity Assessment Certificate(s):  
 

MDR EC Certificate: G10 077790 0090 
  

Conformity Assessment Route: Annex IX Chapter 2 
 

Risk Class:  Class IIa 
 

Classification rule:  
 

Rule 2  
 

Intended purpose: 

 

OXYGEN ADMINISTRATION TUBINGS supply exhaled 
gas to the monitor to be measured for carbon dioxide 
content, and simultaneously supply oxygen to the 
patient. 
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Statement:  

We, Covidien IIc, hereby declare under our sole responsibility that the product(s) specified herein 
conform to EU Medical Device Regulation 2017/745 and relevant Union Legislation that provides for 
the issuing of an EU Declaration of Conformity. 

In addition, this declaration is made in accordance with the requirements of Clause 1.8 of Schedule 3 of 
the Australian Therapeutic Goods (TGA) Medical Device Regulations 2002, relating to the devices stated 
in Schedule I of this document. 

 

Union Legislation Declaration of Conformity Document Number 

N/A  N/A 

 

 

Place:  Jerusalem Israel  

Name:  Liat Webb 

Title: Senior Regulatory Affairs Manager  
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Products Covered 

Product Name 

Medtronic 
Product 
Identifier Basic UDI-DI 

Optional: Additional 
nomenclature identifier 
(e.g., EMDN, GMDN) CFN 

Adv Adult Oral-N, short-term MVA 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, short-term MVA100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, 4M, short-term MVAL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, 4M, short-term MVAL100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, short-term MVAO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, short-term MVAO100U 0763000B000003979 R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
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OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, 4M, short-
term MVAOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, 4M, short-
term MVAOL100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Oral-N, O2, short-term MVPO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Oral-N, O2, 4M, short-
term MVPOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, short-term MVAB 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, short-term MVAB100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, O2, short-
term MVABO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, O2, short-
term MVABO100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, O2, 4M, 
short-term MVABOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, O2, 4M, 
short-term MVABOL100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, short-term MVANO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, short-term MVANO100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, 4M, short-
term MVANOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, 4M, short-
term MVANOL100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Nasal, O2, short-term MVPNO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, long-term MVAOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, long-term MVAOH100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, 4M, long-
term MVAOHL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Oral-N, O2, long-term MVPOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Oral-N, O2, 4M, long-term MVPOHL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, long-term MVANOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Nasal, O2, long-term MVPNOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Neo Nasal, O2, long-term MVINOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Oral-N, short-term MLA 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Oral-N, O2, short-term MLAO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Oral-N, short-term MLA100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Oral-N, O2, short-term MLAO100U 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Ped Oral-N, O2, short-term MLPO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Nasal, O2, short-term MLANO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Ped Nasal, O2, short-term MLPNO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Bite Block, O2 short-
term MLABO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Bite Block O2 4M short-
term MLABOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, short-term, 
Q QMVAO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, long-term, Q QMVAOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, short-term, Q QMVANO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block O2 short 
term, Q QMVABO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Oral N, O2, short term, Q QMVPO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult, Oral N, short term, Q QMVA  0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Oral N, O2, 4M, short term, Q QMVAOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block, O2, 4M, 
short term, Q QMVABOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral N, 4M, short term, 
Q QMVAL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Oral-N, O2, short-term, 
Q QMLAO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Bite Block O2, 4M 
short-term, Q QMLABOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Luer Adult Bite Block O2, 2M 
short-term, Q QMLABO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Ped Oral-N, O2, short-term, Z ZMVPO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, short-
term, Z ZMVAO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, 4M, short-
term, Z ZMVAOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block O2 short-
term, Z ZMVABO 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
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36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Bite Block O2 4M short-
term, Z ZMVABOL 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Oral-N, O2, long-term, Z ZMVAOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Adv Adult Nasal, O2, long-term, Z ZMVANOH 0763000B000003979 

R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 

Kits: 

Adv Adult Sample Kit MVASK 0763000B000003979 

MVA: 
R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 
MVAI: 
R9099 – RESPIRATORY AND 
ANAESTHESIA DEVICES ‐ 
OTHERS 
45566 – Gas sampling/ 
monitoring respiratory 
tubing, single-use, non-
sterile 

Adv Air Military Sample Kit MVAMSK 0763000B000003979 
MVAO: 
R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
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Common Specification(s) 
 
The following common specifications were used to demonstrate conformity: 

Number Date of Issue Title 

NA NA NA 

 

Revision History 
 

See Agile for complete revision history. 

 

OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 
MVAIHH: 
R9099 – RESPIRATORY AND 
ANAESTHESIA DEVICES ‐ 
OTHERS 
45566 – Gas sampling/ 
monitoring respiratory 
tubing, single-use, non-
sterile 

Adv Pain Management Sample Kit MVPMSK 0763000B000003979 

MVAO and MVAOH: 
R03010204 RESPIRATORY 
AND ANAESTHESIA DEVICES: 
OXYGEN ADMINISTRATION 
TUBINGS 
36306 – Carbon-dioxide-
sampling nasal oxygen 
cannula 
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