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BZD

K113127 Mirage Quattro Full Face Mask ResMed Limited

K092835 ComfortGel Nasal Mask Respironics, Incorporated

nasal mask, full face mask

 Skynector CPAP Mask FM-02, NM-03

K140798

BZD 868 5905

Anesthesiology

The Skynector CPAP Mask channels airflow non-invasively to a patient from a positive airway pressure device such as a continuous positive airway pressure (CPAP) 
or bi-level system.  
The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom positive airway pressure has been prescribed. 
The Skynector CPAP Mask is intended for single patient re-use in the home environment and/or multi-patient reuse in the hospital /institutional environment. 
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.      510K Cover Letter

Product: Skynector CPAP Mask  Version:

 

Page 3 of 9 

 
Thank you in advance for your review of our 510(k) application and please contact 
the Submission Correspondent if anything else be required or needed.  
 
 
 
Sincerely ! 
 
Signature: Hu hanhan 
 
Title of signer: Management Representative 
 
 
 

(b)(4)

(b)
(4)
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 001_Standard Data Report for ISO 5356-1 

002_Standard Data Report for ISO 10993-5 

003_Standard Data Report for ISO 10993-10 

004_Standard Data Report for ISO 10993-6 

005_Standard Data Report for ISO 10993-3 

006_Standard Data Report for ISO 17510-2 

007_Standard Data Report for ASTM D3045 

SEC 22: Vol_022_Risk management report 

 001_Risk management report 

(b)(4)(
b

(b)
(4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Type of Use (Select one or both, as applicable)

Device Name

Indications for Use (Describe)

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PSC Publishing Services (301) 443-6740      EF

Form Approved: OMB No. 0910-0120
Expiration Date: December 31, 2013
See PRA Statement on last page.

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED. 

Skynector CPAP Mask

The Skynector CPAP Mask channels airflow non-invasively to a patient from a positive airway pressure device such as a continuous 
positive airway pressure (CPAP) or bi-level system.  
 
The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom positive airway pressure has been prescribed. 
 
The Skynector CPAP Mask is intended for single patient re-use in the home environment and/or multi-patient reuse in the hospital /
institutional environment. 
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of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.           _510K Summary

Product: Skynector CPAP Mask  Version
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SECTION 05 510(k) Summary 
 

This summary of 510(K) safety and effectiveness information is submitted as 

Required by requirements of SMDA and 21 CFR §807.92. 
 

1 Administrative Information 
 

Date of Summary 
prepared 

 Apr, 04, 2015 

Manufacturer 
information

Company title: 
Sky Wise Medical Instrument (Shenzhen) Co., 
Ltd. 

Company address: 

No 12 South Ping Xi Road Xinsheng 

Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

Phone: +86-755-28491103    

Fax: +86-755-28494339 

Contact Person: Hu hanhan 

E-mail: 942526346@qq.com 
Submission 

Correspondent
Shenzhen Joyantech Consulting Co., Ltd. 

4th Floor, Jinhui Building, Nanhai BLVD, 

Nanshan District, Shenzhen, Guangdong, 

China. 

Contact person: Mr. Field.Fu 

E-Mail: cefda13485@163.com 

QQ：670312758 

Website: www.cefda.com 
Establishment registration 

number
  No. 

 

2 Device Information 
 

Type of 510(k) 

submission: 
Traditional 

Trade Name: Skynector CPAP Mask 

Model: FM-02, NM-03 

(b)(4)

(b
)

(
b
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.     _Class III Summary and Cert.

Product: Skynector CPAP Mask  Version:

 

 Page 1 of 1 

 

SECTION 07   Class III Summary and Certification 

(not applicable) 

(As Required by 21 CFR 807.94) 

(To be submitted when claiming equivalence to a Class III device) 

 

This section is not applicable, for the device is class II, not III. 

(b)(4)

(b)
(4)
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.       Financial Certification

Product: Skynector CPAP Mask  Version
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SECTION 08   Financial Certification (not applicable) 

 

 

 

This section is not applicable, for clinical test does not apply to the proposed 

device.  

(b)(4)

(b)
(4)
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.         Declarations of Conformity or Summary Reports

Product: Skynector CPAP Mask  Version:

 

 Page 1 of 1 

 

SECTION 09   Declarations of Conformity and Summary Reports 

(not applicable) 

 

 

 

This section is not applicable, for this 510K is traditional one, not abbreviated. 

(b)(4)
(b)
(4)

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Sky Wise Medical Instrument (Shenzhen) Co., Ltd.      _Executive Summary
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SECTION 10   Executive Summary 

 

1 Concise description of the device 

 

1.1 intended use/Indications for use  

The Skynector CPAP Mask channels airflow non-invasively to a patient from a 

positive airway pressure device such as a continuous positive airway pressure 

(CPAP) or bi-level system.  

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for 

whom positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re-use in the home 

environment and/or multi-patient reuse in the hospital /institutional environment. 
 
1.2 Technologies  
(1) Principle 
The Skynector CPAP masks are designed based on human facial shape, structure, 
and the operating characteristics during application. They are injection molded of 
hard PC plastic and soft silicone rubber materials, with the characteristics of good 
gas tightness, convenient operation and comfortable to wear, etc. 
 
(2) Materials 
There are 6 kinds of patient contacting materials –Silicone Rubber, Polypropylene, 
Polycarbonate, Polyvinylchloride, nylon and polyester. The 6 kinds of materials (or 
their combination) respectively constitute the different components. 

All the patient contacting materials had been conducted biocompatibility test, the 

test report is in VOL 15. 
 
(3) Cleaning, Disinfection and Sterilization 
There is no sterilization in this 510(k) submission. 
Cleaning/disinfecting instructions are described in the user manual (refer to VOL 
13 of this submission). The cleaning/disinfecting method and detergent are similar 
with the predicate device, the cleaning/disinfecting validation report is provided in 
this submission, refer to VOL 14. 
 
(4) Software 
The device does not contain any software and firmware. 

(b)(4)

(b)
(4)
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SECTION 11 Device Descriptions 

 

1 Narrative descriptions 

  

1.1 General Information: 
Trade Name: Skynector CPAP Mask  
Models: FM-02, NM-03 
Common Name: full face mask, nasal mask. 

Classification Name: Ventilator, Non-Continuous (Respirator) 

Regulation Description: Noncontinuous ventilator (IPPB). 

Regulation Medical Specialty: Anesthesiology 

Product Code: BZD 

Regulation Number: 868.5905 

Device Class: 2 
 

1.2 Intended Use/ Indication For Use: 

The Skynector CPAP Mask channels airflow non-invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or bi-level 

system.  

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re-use in the home environment 

and/or multi-patient reuse in the hospital /institutional environment. 

 

1.3 Contraindication in the application of the Skynector CPAP mask: 
The masks should not be used if the patient is unresponsive or unable to remove the 
mask by themselves, and it is not recommended for patients who are taking a prescription 
drug that may cause vomiting. 

 

1.4 Principles of operation： 
The Skynector CPAP masks are designed based on human facial shape, structure, and the 
operating characteristics during application. They are injection molded of hard PC plastic 
and soft silicone rubber materials, with the characteristics of good gas tightness, convenient 
operation and comfortable to wear, etc. 
 
1.5 Composition: 
The products consist of forehead pad, cushion, valve, faceplate, bracket, swivel, connector, 

(b)(4)

(b)
(4)
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vent, elbow, pick off port, headgear and so on, and all materials contact the patient. Refer to 
the “Table: Patient contacting materials” for details. 
 
1.6 The typical device with which the proposed device will be used 
(In the case the proposed device is an accessory or component sold to an end-user) 
 

The CPAP (Continuous Positive Airway Pressure) or Bi-level system 
 

2 physical or technical descriptions 

2.1 Photographs or pictures  
 

Figure 1 Schematic diagram of FM-02 full-face mask 
 

 

(b)(4)

(b)
(4)

(b)(4)
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Figure 2 Schematic diagram of NM-03 nasal mask 

 
2.2 Engineering drawings 
 
It is unnecessary. The products can be understood alone by pictures and other sub-sections 
in this section. 
 

2.3 Parts which are intended for single use  

 

Not applicable, the proposed device doesn’t contain any party which is intended for single 
use. 
 
2.4 Patient contact materials 
 

(b)(4)

(b)
(4)

(b)(4)
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NM-03M M 160ml 

NM-03S S 150ml 

FM-02L L 358ml 

FM-02M M 311ml 

Full-Face 

mask 

FM-02S S 280ml 

 

2.5.6The exhaust leak rate in the connections  

 

 

Table 05: The exhaust leak rate of Nasal Mask 

 

 

 

 

 

 

 

 

 

 

Table 06: The exhaust leak rate of the Full-face Mask 

vent leak rate  (unit: L / min) 

                Pressure (unit:cmH2O) Size 

4 10 20 30 40 
FM-02L 34 46 60 72 82 
FM-02M 30 42 57 67 74 
FM-02S 28 40 55 65 72 

 

2.5.7Resistance（Drop in pressure measured）of the masks 

 

Table 07: Resistance（Drop in pressure） 

Specifications and models Flow(L/min)
Resistance（Drop in pressure）

（Unit:cmH2O） 

100L/min  1.5 FM-02L, FM-02M, 

FM-02S 50L/min  0.5 

 

Full-Face 

mask  NM-03L, NM-03M, 100L/min  0.3 

vent leak rate  (unit: L / min) 

   Pressure (unit:cmH2O) Size 

4 10 20 30 40 
NM-03L 19 27 38 46 53 
NM-03M 19 28 39 48 56 
NM-03S 17 26 38 48 52 

(b)(4)

(b)
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 NM-03S 50L/min  0.1 

 

3. The transportation and preservation of the Skynector CPAP masks 

 

3.1 Transportation 

The general transportation means are allowed to be used for the CPAP masks, but the 

severe shock, vibration and rain and snow shower splash should be prevented in the 

process of transportation. The transportation standards are required by the orders 

stipulated in the contract. 

3.2 Storage 

The packaged masks should be stored in the corrosive gases free, well- ventilated room 

with -5℃～+50℃ of the ambient temperature, less than 85% of the relative humidity. 

 
 

 

(b)(4)

(b)
(4)
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4 Final Conclusions 
The subject devices have all features of the predicate device. The few differences do not 

affect the safety and effectiveness of the subject devices. 

Thus, the subject devices are substantially equivalent to the predicate device. 

(b)(4) 
M f t i

 
(b)
(4) 

 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 
    

   

     

    

   
  

    
     
   

    
  

    

     
      

       

    

           
          

           
   

          
         

        

           
         

     

            
       

           
      

  

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



    

       
           
          

         

          
           

          
          

         
            

    

          
        

   

        
          

       

         
          

       
         

          
       

            
         

         
         

   

       
         

        
          

          
          

       
          

           
     
      

      
  

         
  

          
   

  

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

    
   

   
   

    

   
     

 
   

   

  
      

    
    
  

  
   

   

  

               
           

             

             
             

               
            
            

       
          

           

        

               

            

                
           

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

            

             
             

             

             
          

              

           
     

               
   

            

          
           

            
     

       

             

          
           

 

     
 
    

    
   
   

 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
    

  

    
      

  

                 
       

                   

                 
 

     
           

            

       

 

 
    
   

    

  

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

 

     

      

       

    

   

     
   

  
 

   

   

    

     

       

      

        

            

            

          

         

        

             
    

    

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

 

                

                 

              

    

 

              

               

                  

  

                 

                  

                

               

           

 

             

   

   

  

   

              

            

              

             

     

     

           

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

              

   

        

     

              

               

           

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

       

     

  
    

       

  

   

   

 

    

   

       
             

          
           

         
           

           
         

    
          

            
      

          
           

          
         

  
  

  
 

   

         
  

       
     

  

   
   

         
   

 
           

     

   

        
   

     
        

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

        
      

     
  

     
     

      
    

   

    

 

          
          

            
       

        
            

         
         

      
                         

              
             

         
        

       
    

  
 

  
    
   

             

         
      

       
           

         
    

        

         
   

           
   

       
          

    
        

        

  

             
    

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

   
      

    
    

           

         
     

            
             

     
    

      
  

     
     

        

             

      

      

             

    

         

      

     

  

             

    

           

 

         

 

    

            

    

         

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

   

         

 

         

     

  

              

            

             

            

              

                  

             

          

                

  

            

             

               

              

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



        

   
   

   

       

 
   

  
    

  

 
     

    
    
  

  
    

  

  

              
           
             

             
             

               
            
            

         
          

           
        

               
            

                
           

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

            
             

             
             

              
          

              
            
     

                
  

   
           

          
            

        
    

       

             
          

          
 

 

     

    
    

   
   

 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   

  

    

     

               
                

             

       

     
          

          

       

 
    
   

   

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

Page 1 of 9 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Instruction For Use   

FM‐02 Series CPAP Full‐Face Mask 
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C    Reassembling the mask   

 

Skynector CPAP   

FM‐02 Full‐Face Mask 

Thank you for choosing Skynector CPAP Full‐Face Mask. 

The Skynector CPAP Full‐Face Mask is a system that covers your nose and mouth. This 

means that you can receive effective therapy even if you breathe through your 

mouth. The mask incorporates vent holes and a built‐in valve so that you can 

continue to breathe fresh air if the airflow to your mask is impeded for any reason. 

 

Intended Use/Indications for Use 
The Skynector CPAP Mask channels airflow non‐invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or 

bi‐level system.   

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re‐use in the home 

environment and/or multi‐patient reuse in the hospital /institutional environment. 

 

Before Using the Mask 

WARNINGS 

1. This mask is not suitable for providing life support ventilation. 

2. This mask is designed for use with CPAP or Bi‐level systems recommended by your 

health care professional or respiratory therapist. Do not wear this mask unless the 
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CPAP or Bi‐level system is turned on and operating properly. Do not block or try to 

seal the vent holes.   

Explanation of the Warning: CPAP systems are intended to be used with special 

masks with connectors which have vent holes to allow continuous flow of air out of 

the mask. When the CPAP machine is turned on and functioning properly, new air 

from the CPAP machine flushes the exhaled air out through the attached mask 

exhalation port. However, when the CPAP machine is not operating, enough fresh air 

will not be provided through the mask, and exhaled air may be rebreathed. 

Rebreathing of exhaled air for longer than several minutes can in some circumstances 

lead to suffocation. This warning applies to most models of CPAP systems. 

3. If oxygen is used with the device, the oxygen flow must be turned off when the 

device is not operating. Oxygen supports combustion. Oxygen should not be used 

while smoking or in the presence of an open flame. 

4. At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration 

will vary, depending on the pressure settings, patient breathing pattern, mask 

selection, and the leak rate. This warning applies to most types of CPAP and Bi‐level 

machines. 

5. At low CPAP pressures the flow through the vent holes may be inadequate to clear all exhaled 

gas from the tubing. Some rebreathing may occur. 

6. This product may contain chemicals (phthalates) which may cause adverse 

reactions for the patients who are pregnant or lactational. Consult the health care 

professional before use. 

7. Some users may experience skin redness, irritation, or discomfort. If this happens, 

discontinue use and contact your health care professional. 

8. The patient’s physician should be contacted if the patient experiences the 

following symptoms while using the mask or after removing it: Unusual chest 

discomfort, shortness of breath, stomach distension, belching, or severe headache; 

drying of the eyes, eye pain, or eye infections; blurred vision.(Consult an 

ophthalmologist if symptoms persist). 

9. A minimum of 3cm H2O (HPa) must be maintained when using this mask. 

10. This mask is not recommended for patients who are taking a prescription drug 

that may cause vomiting. 

11.Using a mask may cause tooth, gum, or jaw soreness or aggravate an existing 

dental condition. Consult your physician or dentist if symptoms occur. 

 

 

Caution: 
1. Do not use if the package is damaged. 

2. Read and understand the instructions completely. 

3. The mask is supplied as non‐sterile. The mask needs to be washed with drinking 

quality water before first use. 

4. Wash patient’s face before use. 
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5. Check the size of the mask and the headgear. 

6. The connector of this mask is conical 22mm and complies with the ISO 5356 

standard. Check whether the outlet of the oxygen machine matches the mask before 

use. 

7. Dispose of mask in accordance with local regulations. 

 

Contraindications: 
The masks should not be used if the patient is unresponsive or unable to remove the 

mask by themselves, and it is not recommended for patients who are taking a 

prescription drug that may cause vomiting. 

 

Side effects: 
 

Some users may experience skin redness, irritation, or discomfort. Some users may 

experience unusual chest discomfort, shortness of breath, stomach distension, 

belching, or severe headache; drying of the eyes, eye pain, or eye infections; blurred 

vision. 

 

Disassembling the Mask: 
See section B on the illustrations sheet. 

1. Unclip the lower headgear velcro (Fig.B‐1). 

2. Unclip the upper headgear velcro (Fig.B‐2). 

3. Press the top faceplate, remove the bracket from the faceplate(Fig.B‐3). 

4. Remove the forehead pad from the bracket(Fig.B‐4). 

5. Remove the connector from the mask faceplate(Fig.B‐5).It’s easier to pivot the bottom of the 

connector away from the mask faceplate than to pull the connector straight off. 

6. Detach the swivel from the elbow(Fig.B‐6). 

7. Squeeze and push the upper side tabs on the cushion out of the faceplate(Fig.B‐7). Pivot 

away from the faceplate, and gently pull out. 

8. Separate the cushion from the faceplate. (Fig.B‐8). 

 

Cleaning of the CPAP mask 
Daily/After Each use： 

For the non-sterile mask or reuse mask, it need a hand wash prior to first use or daily, 

and the headgear should be hand washed weekly or when needed. The cleaning 

instruction is as below: 
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1. Cleaning the pick off port with a soft bristle brush for 1 minute while soaking in the 

detergent, Alconox (diluted 1%), paying particular attention to crevices and cavities.  

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or 

cleaning solutions containing conditioners or moisturizers. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times until clean 

and air dry out of direct sunlight. Make sure the mask is dry before use. Lay the 

headgear flat or line dry. Do not place the headgear into the dryer. 

3. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

 

High Level Disinfection of the Mask 

between Patients  
 

All mask components can be disinfected using validated procedures. The following 

presents a summary of the validated procedures for disinfection of the system. Refer to 

the website www.skynector.com for details or contacting Skywise Customer Service at 

+86 (0)755 28494331. 

Sky Wise validated disinfection procedures 

High level 

thermal 

disinfection 

High level chemical disinfection 

The CPAP mask 

EN ISO 15883-1 

75℃ - 30min 

Glutaraldehyde 

3.4% for 20 

minutes 

Validated 

number 

of cycles 

Full-face FM-02 √ √ 15 

High level thermal disinfection instruction is as below: 

1. Using a certified hot water disinfection system, soak the mask components using a 

temperature-time combination: 

EN ISO 15883-1: 

• 75℃ for 30minutes 

2. Remove the mask components from the hot water disinfection system. 

3. Air dry out of direct sunlight. 

High level chemical disinfection instruction is as below: 

1. Soak the mask components in glutaraldehyde 3.4% for 20 minutes. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times and air dry 

out of direct sunlight. 

 

Inspection ：Perform a visual inspection of each mask component. If any visible 

deterioration of a mask component is apparent (cracking, crazing, tears etc), the mask 

component should be discarded and replaced. Slight discolouration of the silicone 

components may occur and is acceptable. 

Caution: The Mask must be thoroughly cleaned prior to high level disinfection. 
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Reassembling the Mask 
See section C on the illustrations sheet. 

Before reassembling the mask, check that all components are clean and dry. Check that 

the valve is not damaged, distorted or torn, and that none of the other components are 

broken or cracked. Replace any parts that are damaged. 

 

1. Insert the upper side tabs on the lower cushion into the faceplate(Fig.C-1). 

Insert the upper cushion into the faceplate(Fig.C-2).Ensure that the cushion is not twisted 

or distorted. 

2. Insert the swivel into the end of the elbow(Fig.C-3). 

3. Insert the assembled connector into the mask faceplate(Fig.C-4). 

4. Insert the forehead pad into the bracket(Fig.C-5). 

5. Press the top faceplate, insert the bracket into the faceplate(Fig.C-6). 

 

Directions for Use: 
1. Make sure the mask is within the expiration date. Tear the package and take out the 

mask. 

2. Cover the mask on the patient’s face and fasten with the headgear. 

3. Connect the oxygen hose to the oxygen supply. 
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Technical parameters: 
Deliverable pressure range :4～20 cmH2O 

Pressure Drop cm H2O (hPa): 

All mask size: 50 SLPM  0.5 

            100 SLPM  1.5 

Deadspace Volume 

FM-02L: 358mL; FM-02M: 311mL; FM-02S: 280mL 

 

Pressure-flow curve 
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Open/close pressure for anti-asphyxia valve (cmH2O): 

Open pressure:2.0  close pressure:1.5 

Storage 

The packaged masks should be stored in the corrosive gases free, well‐ ventilated room with 

‐5℃～+50℃ of the ambient temperature, less than 85% of the relative humidity. 

Mask sizes 

Size                  length(mm)          width(mm)        height(mm) 

L                          215                        120.5                  130 

M                        215                        115.5                  130 

S                          215                        115.5                  126 

 

Manufacturer: Sky Wise Medical Instrument (Shenzhen) Co., Ltd. 

Address: No 12 South Ping Xi Road Xinsheng Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

 

Contact person: Hu hanhan 

TEL: +86-755-28491103    

FAX: +86-755-28494339 

E-Mail: 942526346@qq.com 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

Page 1 of 9 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Instruction For Use   

NM‐03 Series CPAP Nasal Mask 

 
 

 

 

 

 

 

 

 

                                                                                                                            User Guide 

                                                                                      English 
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B    Disassembling for cleaning 
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C    Reassembling the mask   

 

Skynector CPAP   

NM‐03 Nasal Mask 

Thank you for choosing Skynector CPAP Nasal Mask. 

The Skynector CPAP Nasal Mask is a system that covers your nose only. The mask 

incorporates vent holes to reduce carbon dioxide rebreathing. 

 

Intended Use/Indications for Use 
The Skynector CPAP Mask channels airflow non‐invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or 

bi‐level system.   

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re‐use in the home 

environment and/or multi‐patient reuse in the hospital /institutional environment. 

 

Before Using the Mask 

WARNINGS 

 

1. This mask is not suitable for providing life support ventilation. 

2. This mask is designed for use with CPAP or Bi‐level systems recommended by your 

health care professional or  respiratory  therapist. Do not wear  this mask unless  the 

CPAP or Bi‐level system  is turned on and operating properly. Do not block or try to 

seal the vent holes.   
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Explanation of the Warning: CPAP systems are intended to be used with special 

masks with connectors which have vent holes to allow continuous flow of air out of 

the mask. When the CPAP machine is turned on and functioning properly, new air 

from the CPAP machine flushes the exhaled air out through the attached mask 

exhalation port. However, when the CPAP machine is not operating, enough fresh air 

will not be provided through the mask, and exhaled air may be rebreathed. 

Rebreathing of exhaled air for longer than several minutes can in some circumstances 

lead to suffocation. This warning applies to most models of CPAP systems. 

3.  If oxygen  is used with  the device,  the oxygen  flow must be  turned off when  the 

device  is not operating. Oxygen  supports  combustion. Oxygen  should not be used 

while smoking or in the presence of an open flame. 

4. At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration 

will vary, depending on the pressure settings, patient breathing pattern, mask 

selection, and the leak rate. This warning applies to most types of CPAP and Bi‐level 

machines. 

5. At low CPAP pressures the flow through the vent holes may be inadequate to clear all exhaled 

gas from the tubing. Some rebreathing may occur. 

6. This product may contain chemicals (phthalates) which may cause adverse 

reactions for the patients who are pregnant or lactational. Consult the healthcare 

professional before use. 

7. Some users may experience skin redness, irritation, or discomfort. If this happens, 

discontinue use and contact your health care professional. 

8. The patient’s physician should be contacted if the patient experiences the 

following symptoms while using the mask or after removing it: unusual chest 

discomfort, shortness of breath, stomach distension, belching, or severe headache; 

drying of the eyes, eye pain, or eye infections; blurred vision.(Consult an 

ophthalmologist if symptoms persist). 

9. A minimum of 3cm H2O (HPa) must be maintained when using this mask. 

10. This mask is not recommended for patients who are taking a prescription drug 

that may cause vomiting. 

11. Using a mask may cause tooth, gum, or jaw soreness or aggravate an existing 

dental condition. Consult your physician or dentist if symptoms occur. 

 

 

Caution: 
1. Do not use if the package is damaged. 

2. Read and understand the instructions completely. 

3. The mask is supplied as non‐sterile. The mask needs to be washed with drinking 

quality water before first use. 

4. Wash patient’s face before use. 

5. Check the size of the mask and the headgear. 

6. The connector of this mask is conical 22mm and complies with the ISO 5356 

standard. Check whether the outlet of the oxygen machine matches the mask before 
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use. 

7. Dispose of mask in accordance with local regulations. 

 

Contraindications: 
The masks should not be used if the patient is unresponsive or unable to remove the 

mask by themselves, and it is not recommended for patients who are taking a 

prescription drug that may cause vomiting. 

 

Side effects: 
 

Some users may experience skin redness, irritation, or discomfort. Some users may 

experience unusual chest discomfort, shortness of breath, stomach distension, 

belching, or severe headache; drying of the eyes, eye pain, or eye infections; blurred 

vision. 

 

Disassembling the Mask: 
See section B on the illustrations sheet. 

1.Unclip the lower headgear velcro (Fig.B‐1). 

2.Unclip the upper headgear velcro (Fig.B‐2). 

    3. Press on the both sides of the support arm assembly and move it to the top faceplate, then 

hold the central part of the support arm assembly and pull it back,so the support arm assembly 

can be separated  from the  faceplate.(Fig.B‐3).(Non‐professional personnel  is not recommended 

to disassembling the support arm assembly in the mask cleaning procedure.) 

      4.Press  the  top  support  arm  assembly,  remove  the  bracket  from  the  support  arm  assembly 

(Fig.B‐4). 

5.Remove the forehead pad from the bracket(Fig.B‐5). 

6.Squeeze and push the upper side tabs on the cushion clip.Pivot away from the mask,and gently 

pull out(Fig.B‐6,Fig.B‐7). 

7.Separate the cushion from the cushion clip(Fig.B‐8) 

8.Detach the gasket and remove the assembly elbow from the faceplate（Fig.B‐9). 

9.Remove the pick off port from the assembly elbow(Fig.B‐10). 

 

Cleaning of the CPAP mask 
Daily/After Each use： 
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For the non-sterile mask or reuse mask, it needs a hand wash prior to first use or daily, 

and the headgear should be hand washed weekly or when needed. The cleaning 

instruction is as below: 

1. Cleaning the pick off port with a soft bristle brush for 1 minute while soaking in the 

detergent, Alconox (diluted 1%), paying particular attention to crevices and cavities. 

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or  

cleaning solutions containing conditioners or moisturizers. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times until clean 

and air dry out of direct sunlight. Make sure the mask is dry before use. Lay the 

headgear flat or line dry. Do not place the headgear into the dryer. 

3. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

 

 

High Level Disinfection of the Mask 

between Patients  
All mask components can be disinfected using validated procedures. The following 

presents a summary of the validated procedures for disinfection of the system. Refer to 

the website www.skynector.com for details or contacting Sky Wise Customer Service at 

+1-800-XXX-XXX.(Please note that,we have applied for the toll-free number and will  

include it once we have received it.) 

 

Sky Wise validated disinfection procedures 

High level 

thermal 

disinfection 

High level chemical disinfection 

The CPAP mask 

EN ISO 15883-1 

75℃ - 30min 

Glutaraldehyde 

3.4% for 20 

minutes 

Validated 

number 

of cycles 

Nasal 

mask 
NM-03 √ √ 15 

High level thermal disinfection instruction is as below: 

1. Using a certified hot water disinfection system, soak the mask components using a 

temperature-time combination: 

EN ISO 15883-1: 

• 75℃ for 30minutes 

 

2. Remove the mask components from the hot water disinfection system. 

3. Air dry out of direct sunlight. 

High level chemical disinfection instruction is as below: 

1. Soak the mask components in glutaraldehyde 3.4% for 20 minutes. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times and air dry 

out of direct sunlight. 
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Inspection ：Perform a visual inspection of each mask component. If any visible 

deterioration of a mask component is apparent (cracking, crazing, tears etc), the mask 

component should be discarded and replaced. Slight discolouration of the silicone 

components may occur and is acceptable. 

Caution: The Mask must be thoroughly cleaned prior to high level disinfection. 

 

Reassembling the Mask 
See section C on the illustrations sheet. 

Before reassembling the mask, check that all components are clean and dry. Check that 

the valve is not damaged, distorted or torn, and that none of the other components are 

broken or cracked. Replace any parts that are damaged. 

 

1.Insert the pick off port(Fig.C‐1). 

2.Insert the assembly elbow into the faceplate and fix the gasket(Fig.C‐2). 

3.Place the cushion around the edge of the mask faceplate(Fig.C‐3). 

4.Align  the  cushion  clip  with  the  mask  faceplate.  Push  the  cushion  clip  into  the  mask   

faceplate,ensuring that all three clips click into place(Fig.C‐4，Fig.C‐5). 

5.Insert the forehead pad into the bracket(Fig.C‐6). 

6.Insert the bracket into the support arm assembly(Fig.C‐7). 

7.Insert the support arm assembly into the top faceplate(Fig.C‐8). 

 

Directions for Use: 
1. Make sure the mask is within the expiration date. Tear the package and take out the 

mask. 

2. Cover the mask on the patient’s face and fasten with the headgear. 
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3.Connect the air hose of respiration equipment. 

Storage 
The packaged masks should be stored in the corrosive gases free, well‐ ventilated room with 

‐5℃～+50℃ of the ambient temperature, less than 85% of the relative humidity. 

Disposal 
The SKynector CPAP Masks does not contain any hazardous substances and may be disposed of 

with your normal household refuse. 
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Technical parameters: 
Deliverable pressure range :4～30 cmH2O 

Pressure Drop cm H2O (hPa): 

All mask size: 50 SLPM 2.5 

            100SLPM 8.5 

Deadspace Volume 

NM-03L 180mL NM-03M 160mL NM-03S 150mL  

Pressure-flow curve 
 

 

Sound 

The A-weighted sound power of the mask is 35 dB. 

Mask sizes 

Size                  length(mm)          width(mm)        height(mm) 

L                          157                      106                    90 

M                        155.5                  105.5                  89 

S                          155.5                  96                      90.5 

 

Manufacturer: Sky Wise Medical Instrument (Shenzhen) Co., Ltd. 

Address: No 12 South Ping Xi Road Xinsheng Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

 

Contact person: Hu hanhan 

TEL: +86-755-28491103    

FAX: +86-755-28494339 

E-Mail: 942526346@qq.com 
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Shelf Life 

1. Summary  

The Skynector CPAP Mask is a prescription device supplied non-sterile. For the Non-sterile 

mask or reuse mask, it should be cleaned before use. As the CPAP mask is made of plastic, Sky 

Wise has conducted an  test for the shelf life of the CPAP mask, according to 

ASTM D3045：1992  Standard Practice for Heat Aging of Plastics without Load. The result 

shows the CPAP mask’s expiration date 2 years is reliable. 

 

2. Cleaning of the CPAP mask 

2.1 Daily/After Each use  

For the non-sterile mask or reuse mask, it need a hand wash prior to first use or daily, and the 

headgear should be hand washed weekly or when needed. The cleaning instruction is as below: 

a. Hand wash the mask in warm（30℃）water with a mild liquid dish washing detergent.  

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or cleaning 

solutions containing conditioners or moisturizers. 

b. Rinse thoroughly with drinking quality water and air dry out of direct sunlight. Make sure the 

mask is dry before use. Lay the headgear at or line dry. Do not place the headgear into the dryer. 

c. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

2.2 Reprocessing the Mask between Patients 

The mask should be reprocessed when used between patients. The cleaning and disinfection 

instructions are as below: 

 
SkyWise validated disinfection procedures 

High level 
thermal 

disinfection 
High level chemical disinfection 

   The CPAP mask 

75℃ - 30min 
 

Glutaraldehyde 
3.4% for 20 

minutes 

 
 
Validated 
number 
of cycles 

    The 
full-mask 

 
FM-02 

 
√ 

 
√ 

 
15 

The 
Nasal-mask 

NM-03 √ √ 15 

 

3  test for CPAP Mask 

3.1 The basis of the test: 

(b)(4) 

(b)(4) 

(b)(4) 
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Model Components Materials 
Contacting 
manner and 

duration 

Applicable 
standards 

location 
in this Volume 

-6, -10,-11 

headgear nylon, polyester Skin, permanent
ISO 10993-5, -10

 

Note

 

(b)(4) 

(b)
(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Sky Wise Medical Instrument (Shenzhen) Co., Ltd.     

Product: Skynector CPAP Mask  Version:
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SECTION 16   Software 

(not applicable) 

 

 

This section is not applicable, for the device is a non-active one, does not contain 

any software and/or firmware. 

(b)(4) Third Party 
T ti (b)

(4) 

 

 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Sky Wise Medical Instrument (Shenzhen) Co., Ltd.     _EMC and Electric Safety

Product: Skynector CPAP Mask  Version:
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SECTION 17   EMC and Electric Safety 

(Not applicable) 

 

 

This section is not applicable, for the device is a non-active one. 

(b)(4) Third 
P t  T ti (

b

 

 

 

(
b

 

 

 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
 
 

 

 

 test report for the Skynector CPAP Mask  (b)(4) Testing

(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
 
 

 

 

 test report for the Skynector CPAP Mask  (b)(4) Manufacturing 
Information

(b)(4) 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
 
 

 

              test report for the Skynector CPAP Mask  (b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Sky Wise Medical Instrument (Shenzhen) Co., Ltd.     Animal testing

Product: Skynector CPAP Mask  Version
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SECTION 19   Performance Testing – Animal (not applicable) 

 

This section is not applicable, for the lineament of animal is completely different 

from the human’s, it is unnecessary to do animal testing. 

 

(b)
(4) 

(b)(4) 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Sky Wise Medical Instrument (Shenzhen) Co., Ltd.     _Clinical

Product: Skynector CPAP Mask  Version
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SECTION 20   Performance Testing – Clinical (not applicable) 

 

This section is not applicable, for the use of vented masks with  

 is proven technology and is well accepted by the medical community. 

Clinical data was not relied upon to demonstrate Substantial Equivalence to 

predicate devices. Bench testing alone is sufficient. 

(b)
(4) 

(b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with 
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

SPONSOR / APPLICANT / SUBMITTER INFORMATION 
1. NAME OF SPONSOR/APPLICANT/SUBMITTER

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the 
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

DATE OF 
CERTIFICATION

(Tel.)

2. DATE OF THE APPLICATION/SUBMISSION 
WHICH THIS CERTIFICATION ACCOMPANIES

PRODUCT INFORMATION

4. TELEPHONE AND FAX NUMBER 
(Include Area Code)

See OMB Statement on Reverse. Form Approved: OMB No. 0910-0616, Expira ion Date: 06-30-2008

APPLICATION / SUBMISSION INFORMATION

3. ADDRESS (Number, Street, State, and ZIP Code)

NDA

FDA-3674 (1/08)  (FRONT) PSC Graphics  (301) 443-1090   EF

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

ANDA BLA PMA HDEIND 510(k) PDP

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s) 
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s) 
(Attach extra pages as necessary)

Other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)

I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law 
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CERTIFICATION STATEMENT / INFORMATION
9.

10.

11.

13.

12.

14. 15.

A.

B.

C.

CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law 
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law 
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that 
those requirements have been met.

IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S)," 
UNDER 42 U.S.C. § 282(j)(1)(A)(i), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/ 
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. I understand that the 
failure to submit the certification required by 42 U.S.C. § 282(j)(5)(B), section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission 
of a false certification under such section are proh bited acts under 21 U.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act. 
Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001.

(Tel.)

TELEPHONE AND FAX NUMBER 
(Include Area Code)

SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 
AUTHORIZED REPRESENTATIVE (Sign)

NAME AND TITLE OF THE PERON WHO SIGNED IN NO. 11

(Fax)

(Name)

(Title)

(Fax)

ADDRESS (Number, Street, State, and ZIP Code) (of person identified 
in No. 11 and 12)

+86-755-28494339

+86-755-28491103

02/28/2014

No. 12 South PingXi Road, Xinsheng Community, Longgang Street Longgang District, 
Shenzhen, Guangdong,China.

Sky Wise Medical Instrument (Shenzhen) Co., Ltd.

Classification:ventilator, non-continuous (respirator)

Trade Name:Skynector CPAP Mask

Product Code:BZD

Models:FM-02, NM-03

Common Name:full face mask, nasal mask.

Management Representative

Hu hanhan

02/28/2014No. 12 South PingXi Road, Xinsheng Community, Longgang Street 
Longgang District, Shenzhen, Guangdong,China.

+86-755-28494339

+86-755-28491103

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505, 
515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/ 
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.

3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/ 
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is 
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s). 
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the 
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by 
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in 
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in 
this field.

9.

10.

11.

12.

Certification - This section contains three different check-off boxes.
Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of 
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of 
the Public Health Service Act, do not apply at the time of submission to any clinical trials that are included, relied upon, or otherwise 
referred to, in the application/submission which the certification accompanies. This means that, at the time the application/submission is 
being made, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, do not apply to any of the clinical trials 
included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of 
the Public Health Service Act, do apply at the time of submission to some or all of the clinical trials that are included, relied upon, or 
otherwise referred to, in the application/submission which the certification accompanies. This means that, at the time the application/
submission is being made, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of 
the clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282(j)(1)(A)(i), section 402(j)(1)(A)(i) of the 
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification 
accompanies. Type only the number, as NCT will be added automatically before number. Include any and all NCT numbers assigned to 
the clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies. Multiple 
NCT numbers may be required for a particular certification, depending on the number of "applicable clinical trials" included, relied upon, or 
otherwise referred to, in the application/submission which the certification accompanies.

Name and Title of Person Who Signed in number 11. - Include the name and title of the person who is signing the certification. If the 
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized 
representative of the sponsor/applicant/submitter.

Provide the full address, telephone and fax number of the person who is identified in number 11 and signs the certification in 
number 11.

15.

13. & 14. - 

Provide the date the certification is signed. This date may be different from the date provided in number 2.

Instructions for Completion of Form FDA 3674

FDA-3674 (1/08)   (BACK)

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission) per 
response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden to the applicable address below.

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information, unless it displays a currently valid OMB control 
number.

Food and Drug Administration
Center for Drug Evaluation and Research
Central Document Room
Form No. FDA 3674
5901-B Ammendale Road
Beltsville, MD  20705-1266

Food and Drug Administration
Center for Devices and Radiological Health
Program Operations Staff (HFZ-403)
9200 Corporate Blvd.
Rockville, MD 20850

Food and Drug Administration
Center for Biologics Evaluation and Research
1401 Rockville Pike
Rockville, MD 20852-1448 

Paperwork Reduction Act Statement

Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this 
field.
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of 
standard] [date of publication]

2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the 
device under review (for example, alternative test methods); choices made 
when options or a selection of methods are described; deviations from the 
standard; requirements not applicable to the device; and the name and 

address of the test laboratory or certification body involved in conformance 
assessment to this standard. The summary report includes information on 
all standards utilized during the development of the device.

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (6/11) Page 1 PSC Publishing Services (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

5 The supplemental information sheet (SIS) is additional information which  
is necessary before FDA recognizes the standard. Found at http://
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

6
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (6/11) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.

Part1 Anaesthetic and respiratory equipment -- Conical connectors -- Part 1: Cones a

ALL APPLICABLE CLAUSE ARE  MEETED
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

AAMI/ANSI/ISO10993-5:2009, Biological evaluation of medical devices-Part 5:Test for In Vitro Cytotoxicity.(Biocompatibility)

2-153
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.

AAMI/ANSI/ISO10993-5:2009, Biological evaluation of medical devices

Part 5 Test for In Vitro Cytotoxicity. (Biocompatibility)

ALL APPLICABLE CLAUSE ARE  MEETED
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

ISO 10993-10:2010, Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization. (Biocompatibility)

2-174
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.

ISO 10993-10:2010, Biological evaluation of medical devices 

Part 10  Tests for irritation and skin sensitization. (Biocompatibility)

ALL APPLICABLE CLAUSE ARE  MEETED
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of 
standard] [date of publication]

2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the 
device under review (for example, alternative test methods); choices made 
when options or a selection of methods are described; deviations from the 
standard; requirements not applicable to the device; and the name and 

address of the test laboratory or certification body involved in conformance 
assessment to this standard. The summary report includes information on 
all standards utilized during the development of the device.

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (6/11) Page 1 PSC Publishing Services (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

5 The supplemental information sheet (SIS) is additional information which  
is necessary before FDA recognizes the standard. Found at http://
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

6

Biological evaluation of medical devices -- Part 6: Tests for local effects after implantation

2-120
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (6/11) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.

Part 6 Biological evaluation of medical devices -- Part 6: Tests for local effects after i

ALL APPLICABLE CLAUSE ARE  MEETED
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of 
standard] [date of publication]

2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the 
device under review (for example, alternative test methods); choices made 
when options or a selection of methods are described; deviations from the 
standard; requirements not applicable to the device; and the name and 

address of the test laboratory or certification body involved in conformance 
assessment to this standard. The summary report includes information on 
all standards utilized during the development of the device.

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

#
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510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

5 The supplemental information sheet (SIS) is additional information which  
is necessary before FDA recognizes the standard. Found at http://
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
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CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?
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SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of 
standard] [date of publication]

2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the 
device under review (for example, alternative test methods); choices made 
when options or a selection of methods are described; deviations from the 
standard; requirements not applicable to the device; and the name and 

address of the test laboratory or certification body involved in conformance 
assessment to this standard. The summary report includes information on 
all standards utilized during the development of the device.

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

#
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If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (6/11) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of 
standard] [date of publication]

2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the 
device under review (for example, alternative test methods); choices made 
when options or a selection of methods are described; deviations from the 
standard; requirements not applicable to the device; and the name and 

address of the test laboratory or certification body involved in conformance 
assessment to this standard. The summary report includes information on 
all standards utilized during the development of the device.

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

#
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If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

5 The supplemental information sheet (SIS) is additional information which  
is necessary before FDA recognizes the standard. Found at http://
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STANDARD TITLE

FORM FDA 3654 (6/11) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.
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Instruction For Use   

FM‐02 Series CPAP Full‐Face Mask 

 
 

 

 

 

 

 

 

 

                                                                                                                            User Guide 

                                                                                      English 
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A      Structure Description 

                                           

   

 

B    Disassembling for cleaning 
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C    Reassembling the mask   

 

Skynector CPAP   

FM‐02 Full‐Face Mask 

Thank you for choosing Skynector CPAP Full‐Face Mask. 

The Skynector CPAP Full‐Face Mask is a system that covers your nose and mouth. This 

means that you can receive effective therapy even if you breathe through your 

mouth. The mask incorporates vent holes and a built‐in valve so that you can 

continue to breathe fresh air if the airflow to your mask is impeded for any reason. 

 

Intended Use/Indications for Use 
The Skynector CPAP Mask channels airflow non‐invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or 

bi‐level system.   

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re‐use in the home 

environment and/or multi‐patient reuse in the hospital /institutional environment. 

 

Before Using the Mask 

WARNINGS 

1. This mask is not suitable for providing life support ventilation. 

2. This mask is designed for use with CPAP or Bi‐level systems recommended by your 

health care professional or respiratory therapist. Do not wear this mask unless the 
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CPAP or Bi‐level system is turned on and operating properly. Do not block or try to 

seal the vent holes.   

Explanation of the Warning: CPAP systems are intended to be used with special 

masks with connectors which have vent holes to allow continuous flow of air out of 

the mask. When the CPAP machine is turned on and functioning properly, new air 

from the CPAP machine flushes the exhaled air out through the attached mask 

exhalation port. However, when the CPAP machine is not operating, enough fresh air 

will not be provided through the mask, and exhaled air may be rebreathed. 

Rebreathing of exhaled air for longer than several minutes can in some circumstances 

lead to suffocation. This warning applies to most models of CPAP systems. 

3. If oxygen is used with the device, the oxygen flow must be turned off when the 

device is not operating. Oxygen supports combustion. Oxygen should not be used 

while smoking or in the presence of an open flame. 

4. At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration 

will vary, depending on the pressure settings, patient breathing pattern, mask 

selection, and the leak rate. This warning applies to most types of CPAP and Bi‐level 

machines. 

5. At low CPAP pressures the flow through the vent holes may be inadequate to clear all exhaled 

gas from the tubing. Some rebreathing may occur. 

6. This product may contain chemicals (phthalates) which may cause adverse 

reactions for the patients who are pregnant or lactational. Consult the health care 

professional before use. 

7. Some users may experience skin redness, irritation, or discomfort. If this happens, 

discontinue use and contact your health care professional. 

8. The patient’s physician should be contacted if the patient experiences the 

following symptoms while using the mask or after removing it: Unusual chest 

discomfort, shortness of breath, stomach distension, belching, or severe headache; 

drying of the eyes, eye pain, or eye infections; blurred vision.(Consult an 

ophthalmologist if symptoms persist). 

9. A minimum of 3cm H2O (HPa) must be maintained when using this mask. 

10. This mask is not recommended for patients who are taking a prescription drug 

that may cause vomiting. 

11.Using a mask may cause tooth, gum, or jaw soreness or aggravate an existing 

dental condition. Consult your physician or dentist if symptoms occur. 

 

 

Caution: 
1. Do not use if the package is damaged. 

2. Read and understand the instructions completely. 

3. The mask is supplied as non‐sterile. The mask needs to be washed with drinking 

quality water before first use. 

4. Wash patient’s face before use. 
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5. Check the size of the mask and the headgear. 

6. The connector of this mask is conical 22mm and complies with the ISO 5356 

standard. Check whether the outlet of the oxygen machine matches the mask before 

use. 

7. Dispose of mask in accordance with local regulations. 

 

Contraindications: 
The masks should not be used if the patient is unresponsive or unable to remove the 

mask by themselves, and it is not recommended for patients who are taking a 

prescription drug that may cause vomiting. 

 

Side effects: 
 

Some users may experience skin redness, irritation, or discomfort. Some users may 

experience unusual chest discomfort, shortness of breath, stomach distension, 

belching, or severe headache; drying of the eyes, eye pain, or eye infections; blurred 

vision. 

 

Disassembling the Mask: 
See section B on the illustrations sheet. 

1. Unclip the lower headgear velcro (Fig.B‐1). 

2. Unclip the upper headgear velcro (Fig.B‐2). 

3. Press the top faceplate, remove the bracket from the faceplate(Fig.B‐3). 

4. Remove the forehead pad from the bracket(Fig.B‐4). 

5. Remove the connector from the mask faceplate(Fig.B‐5).It’s easier to pivot the bottom of the 

connector away from the mask faceplate than to pull the connector straight off. 

6. Detach the swivel from the elbow(Fig.B‐6). 

7. Squeeze and push the upper side tabs on the cushion out of the faceplate(Fig.B‐7). Pivot 

away from the faceplate, and gently pull out. 

8. Separate the cushion from the faceplate. (Fig.B‐8). 

 

Cleaning of the CPAP mask 
Daily/After Each use： 

For the non-sterile mask or reuse mask, it need a hand wash prior to first use or daily, 

and the headgear should be hand washed weekly or when needed. The cleaning 

instruction is as below: 
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1. Cleaning the pick off port with a soft bristle brush for 1 minute while soaking in the 

detergent, Alconox (diluted 1%), paying particular attention to crevices and cavities.  

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or 

cleaning solutions containing conditioners or moisturizers. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times until clean 

and air dry out of direct sunlight. Make sure the mask is dry before use. Lay the 

headgear flat or line dry. Do not place the headgear into the dryer. 

3. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

 

High Level Disinfection of the Mask 

between Patients  
 

All mask components can be disinfected using validated procedures. The following 

presents a summary of the validated procedures for disinfection of the system. Refer to 

the website www.skynector.com for details or contacting Skywise Customer Service at 

+86 (0)755 28494331. 

Sky Wise validated disinfection procedures 

High level 

thermal 

disinfection 

High level chemical disinfection 

The CPAP mask 

EN ISO 15883-1 

75℃ - 30min 

Glutaraldehyde 

3.4% for 20 

minutes 

Validated 

number 

of cycles 

Full-face FM-02 √ √ 15 

High level thermal disinfection instruction is as below: 

1. Using a certified hot water disinfection system, soak the mask components using a 

temperature-time combination: 

EN ISO 15883-1: 

• 75℃ for 30minutes 

2. Remove the mask components from the hot water disinfection system. 

3. Air dry out of direct sunlight. 

High level chemical disinfection instruction is as below: 

1. Soak the mask components in glutaraldehyde 3.4% for 20 minutes. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times and air dry 

out of direct sunlight. 

 

Inspection ：Perform a visual inspection of each mask component. If any visible 

deterioration of a mask component is apparent (cracking, crazing, tears etc), the mask 

component should be discarded and replaced. Slight discolouration of the silicone 

components may occur and is acceptable. 

Caution: The Mask must be thoroughly cleaned prior to high level disinfection. 
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Reassembling the Mask 
See section C on the illustrations sheet. 

Before reassembling the mask, check that all components are clean and dry. Check that 

the valve is not damaged, distorted or torn, and that none of the other components are 

broken or cracked. Replace any parts that are damaged. 

 

1. Insert the upper side tabs on the lower cushion into the faceplate(Fig.C-1). 

Insert the upper cushion into the faceplate(Fig.C-2).Ensure that the cushion is not twisted 

or distorted. 

2. Insert the swivel into the end of the elbow(Fig.C-3). 

3. Insert the assembled connector into the mask faceplate(Fig.C-4). 

4. Insert the forehead pad into the bracket(Fig.C-5). 

5. Press the top faceplate, insert the bracket into the faceplate(Fig.C-6). 

 

Directions for Use: 
 

1. Make sure the mask is within the expiration date. Tear the package and take out the 

mask. 

2. Cover the mask on the patient’s face and fasten with the headgear. 

3. Connect the oxygen hose to the oxygen supply.  

 

Caution: Federal law restricts this device to sale by or on the order of a physician. 
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Technical parameters: 
Deliverable pressure range :4～20 cmH2O 

Pressure Drop cm H2O (hPa): 

All mask size: 50 SLPM  0.5 

            100 SLPM  1.5 

Deadspace Volume 

FM-02L: 358mL; FM-02M: 311mL; FM-02S: 280mL 

 

Pressure-flow curve 
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Open/close pressure for anti-asphyxia valve (cmH2O): 

Open pressure:2.0  close pressure:1.5 

Storage 

The packaged masks should be stored in the corrosive gases free, well‐ ventilated room with 

‐5℃～+50℃ of the ambient temperature, less than 85% of the relative humidity. 

Mask sizes 

Size                  length(mm)          width(mm)        height(mm) 

L                          215                        120.5                  130 

M                        215                        115.5                  130 

S                          215                        115.5                  126 

 

Manufacturer: Sky Wise Medical Instrument (Shenzhen) Co., Ltd. 

Address: No 12 South Ping Xi Road Xinsheng Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

 

Contact person: Hu hanhan 

TEL: +86-755-28491103    

FAX: +86-755-28494339 

E-Mail: 942526346@qq.com 
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Instruction For Use   

NM‐03 Series CPAP Nasal Mask 

 
 

 

 

 

 

 

 

 

                                                                                                                            User Guide 

                                                                                      English 
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A      Structure Description 

                                           

   

 

B    Disassembling for cleaning 
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C    Reassembling the mask   

 

Skynector CPAP   

NM‐03 Nasal Mask 

Thank you for choosing Skynector CPAP Nasal Mask. 

The Skynector CPAP Nasal Mask is a system that covers your nose only. The mask 

incorporates vent holes to reduce carbon dioxide rebreathing. 

 

Intended Use/Indications for Use 
The Skynector CPAP Mask channels airflow non‐invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or 

bi‐level system.   

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re‐use in the home 

environment and/or multi‐patient reuse in the hospital /institutional environment. 

 

Before Using the Mask 

WARNINGS 

 

1. This mask is not suitable for providing life support ventilation. 

2. This mask is designed for use with CPAP or Bi‐level systems recommended by your 

health care professional or  respiratory  therapist. Do not wear  this mask unless  the 

CPAP or Bi‐level system  is turned on and operating properly. Do not block or try to 

seal the vent holes.   
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Explanation of the Warning: CPAP systems are intended to be used with special 

masks with connectors which have vent holes to allow continuous flow of air out of 

the mask. When the CPAP machine is turned on and functioning properly, new air 

from the CPAP machine flushes the exhaled air out through the attached mask 

exhalation port. However, when the CPAP machine is not operating, enough fresh air 

will not be provided through the mask, and exhaled air may be rebreathed. 

Rebreathing of exhaled air for longer than several minutes can in some circumstances 

lead to suffocation. This warning applies to most models of CPAP systems. 

3.  If oxygen  is used with  the device,  the oxygen  flow must be  turned off when  the 

device  is not operating. Oxygen  supports  combustion. Oxygen  should not be used 

while smoking or in the presence of an open flame. 

4. At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration 

will vary, depending on the pressure settings, patient breathing pattern, mask 

selection, and the leak rate. This warning applies to most types of CPAP and Bi‐level 

machines. 

5. At low CPAP pressures the flow through the vent holes may be inadequate to clear all exhaled 

gas from the tubing. Some rebreathing may occur. 

6. This product may contain chemicals (phthalates) which may cause adverse 

reactions for the patients who are pregnant or lactational. Consult the healthcare 

professional before use. 

7. Some users may experience skin redness, irritation, or discomfort. If this happens, 

discontinue use and contact your health care professional. 

8. The patient’s physician should be contacted if the patient experiences the 

following symptoms while using the mask or after removing it: unusual chest 

discomfort, shortness of breath, stomach distension, belching, or severe headache; 

drying of the eyes, eye pain, or eye infections; blurred vision.(Consult an 

ophthalmologist if symptoms persist). 

9. A minimum of 3cm H2O (HPa) must be maintained when using this mask. 

10. This mask is not recommended for patients who are taking a prescription drug 

that may cause vomiting. 

11. Using a mask may cause tooth, gum, or jaw soreness or aggravate an existing 

dental condition. Consult your physician or dentist if symptoms occur. 

 

 

Caution: 
1. Do not use if the package is damaged. 

2. Read and understand the instructions completely. 

3. The mask is supplied as non‐sterile. The mask needs to be washed with drinking 

quality water before first use. 

4. Wash patient’s face before use. 

5. Check the size of the mask and the headgear. 

6. The connector of this mask is conical 22mm and complies with the ISO 5356 

standard. Check whether the outlet of the oxygen machine matches the mask before 
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use. 

7. Dispose of mask in accordance with local regulations. 

 

Contraindications: 
The masks should not be used if the patient is unresponsive or unable to remove the 

mask by themselves, and it is not recommended for patients who are taking a 

prescription drug that may cause vomiting. 

 

Side effects: 
 

Some users may experience skin redness, irritation, or discomfort. Some users may 

experience unusual chest discomfort, shortness of breath, stomach distension, 

belching, or severe headache; drying of the eyes, eye pain, or eye infections; blurred 

vision. 

 

Disassembling the Mask: 
See section B on the illustrations sheet. 

1.Unclip the lower headgear velcro (Fig.B‐1). 

2.Unclip the upper headgear velcro (Fig.B‐2). 

    3. Press on the both sides of the support arm assembly and move it to the top faceplate, then 

hold the central part of the support arm assembly and pull it back,so the support arm assembly 

can be separated  from the  faceplate.(Fig.B‐3).(Non‐professional personnel  is not recommended 

to disassembling the support arm assembly in the mask cleaning procedure.) 

      4.Press  the  top  support  arm  assembly,  remove  the  bracket  from  the  support  arm  assembly 

(Fig.B‐4). 

5.Remove the forehead pad from the bracket(Fig.B‐5). 

6.Squeeze and push the upper side tabs on the cushion clip.Pivot away from the mask,and gently 

pull out(Fig.B‐6,Fig.B‐7). 

7.Separate the cushion from the cushion clip(Fig.B‐8) 

8.Detach the gasket and remove the assembly elbow from the faceplate（Fig.B‐9). 

9.Remove the pick off port from the assembly elbow(Fig.B‐10). 

 

Cleaning of the CPAP mask 
Daily/After Each use： 
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For the non-sterile mask or reuse mask, it needs a hand wash prior to first use or daily, 

and the headgear should be hand washed weekly or when needed. The cleaning 

instruction is as below: 

1. Cleaning the pick off port with a soft bristle brush for 1 minute while soaking in the 

detergent, Alconox (diluted 1%), paying particular attention to crevices and cavities. 

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or  

cleaning solutions containing conditioners or moisturizers. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times until clean 

and air dry out of direct sunlight. Make sure the mask is dry before use. Lay the 

headgear flat or line dry. Do not place the headgear into the dryer. 

3. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

 

 

High Level Disinfection of the Mask 

between Patients  
All mask components can be disinfected using validated procedures. The following 

presents a summary of the validated procedures for disinfection of the system. Refer to 

the website www.skynector.com for details or contacting Sky Wise Customer Service at 

+1-800-XXX-XXX.(Please note that,we have applied for the toll-free number and will  

include it once we have received it.) 

 

Sky Wise validated disinfection procedures 

High level 

thermal 

disinfection 

High level chemical disinfection 

The CPAP mask 

EN ISO 15883-1 

75℃ - 30min 

Glutaraldehyde 

3.4% for 20 

minutes 

Validated 

number 

of cycles 

Nasal 

mask 
NM-03 √ √ 15 

High level thermal disinfection instruction is as below: 

1. Using a certified hot water disinfection system, soak the mask components using a 

temperature-time combination: 

EN ISO 15883-1: 

• 75℃ for 30minutes 

 

2. Remove the mask components from the hot water disinfection system. 

3. Air dry out of direct sunlight. 

High level chemical disinfection instruction is as below: 

1. Soak the mask components in glutaraldehyde 3.4% for 20 minutes. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times and air dry 

out of direct sunlight. 
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Inspection ：Perform a visual inspection of each mask component. If any visible 

deterioration of a mask component is apparent (cracking, crazing, tears etc), the mask 

component should be discarded and replaced. Slight discolouration of the silicone 

components may occur and is acceptable. 

Caution: The Mask must be thoroughly cleaned prior to high level disinfection. 

 

Reassembling the Mask 
See section C on the illustrations sheet. 

Before reassembling the mask, check that all components are clean and dry. Check that 

the valve is not damaged, distorted or torn, and that none of the other components are 

broken or cracked. Replace any parts that are damaged. 

 

1.Insert the pick off port(Fig.C‐1). 

2.Insert the assembly elbow into the faceplate and fix the gasket(Fig.C‐2). 

3.Place the cushion around the edge of the mask faceplate(Fig.C‐3). 

4.Align  the  cushion  clip  with  the  mask  faceplate.  Push  the  cushion  clip  into  the  mask   

faceplate,ensuring that all three clips click into place(Fig.C‐4，Fig.C‐5). 

5.Insert the forehead pad into the bracket(Fig.C‐6). 

6.Insert the bracket into the support arm assembly(Fig.C‐7). 

7.Insert the support arm assembly into the top faceplate(Fig.C‐8). 

 

Directions for Use: 
1. Make sure the mask is within the expiration date. Tear the package and take out the 

mask. 

2. Cover the mask on the patient’s face and fasten with the headgear. 

3.Connect the air hose of respiration equipment. 

 

Caution: Federal law restricts this device to sale by or on the order of a physician. 
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Storage 
The packaged masks should be stored in the corrosive gases free, well‐ ventilated room with 

‐5℃～+50℃ of the ambient temperature, less than 85% of the relative humidity. 

Disposal 
The SKynector CPAP Masks does not contain any hazardous substances and may be disposed of 

with your normal household refuse. 
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Technical parameters: 
Deliverable pressure range :4～30 cmH2O 

Pressure Drop cm H2O (hPa): 

All mask size: 50 SLPM 2.5 

            100SLPM 8.5 

Deadspace Volume 

NM-03L 180mL NM-03M 160mL NM-03S 150mL  

Pressure-flow curve 
 

 

Sound 

The A-weighted sound power of the mask is 35 dB. 

Mask sizes 

Size                  length(mm)          width(mm)        height(mm) 

L                          157                      106                    90 

M                        155.5                  105.5                  89 

S                          155.5                  96                      90.5 

 

Manufacturer: Sky Wise Medical Instrument (Shenzhen) Co., Ltd. 

Address: No 12 South Ping Xi Road Xinsheng Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

 

Contact person: Hu hanhan 

TEL: +86-755-28491103    

FAX: +86-755-28494339 

E-Mail: 942526346@qq.com 
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.    _Cover Letter

Product: Skynector CPAP Mask  Version

 

Page 1 of 1 

 
K150685 S001 

                                                                                                                

Cover Letter for 510(k) S001 
 

Dear FDA reviewer: 

Thank you for reviewing 510(k) submission, K150685, and I am grateful to you for making 

the comments on it. The supplementary information requested had been prepared and 

sent to you. 

The eCopy of the additional information had been sent along with the hard copy, I state 

here:  

 
eCopy Statement 

Per the instructions accessed at http://www.fda.gov/cdrh/elecsub.html, an electronic copy is 

being provided with this submission and it is an exact duplicate of the original paper 

submission. 

 

Please let me know if you have any questions or concerns, please feel free to contract 

me with E-mail or Fax. Thanks! 

 

Sincerely Yours, 

 

Management Representative: Hu hanhan              

                            Signature: ________________ 

                                                          Date:         2015, May, 04. 

 

 

 

 

(b)(4) 

(b)
(4) 
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Sky Wise Medical Instrument (Shenzhen) Co., Ltd.    _Cover Letter

Product: Skynector CPAP Mask  Version
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K150685 S002 

                                                                                                                

Cover Letter for 510(k) S002 
 

Dear FDA reviewer: 

Thank you for reviewing 510(k) submission, K150685, and I am grateful to you for making 

the comments on it. The supplementary information requested had been prepared and 

sent to you. 

The eCopy of the additional information had been sent along with the hard copy, I state 

here:  

 
eCopy Statement 

Per the instructions accessed at http://www.fda.gov/cdrh/elecsub.html, an electronic copy is 

being provided with this submission and it is an exact duplicate of the original paper 

submission. 

 

Please let me know if you have any questions or concerns, please feel free to contract 

me with E-mail or Fax. Thanks! 

 

Sincerely Yours, 

 

Management Representative: Hu hanhan              

                            Signature: ________________ 

                                                          Date:         2015, July, 17. 

 

 

 

 

(b)(4) 

(b)
(4) 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

Page 1 of 1 

The responses to Additional Information for K150685: 

 Deficiencies 

July, 17, 2015 

(b)(4) 

(b)(4) 
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Instruction For Use   

FM‐02 Series CPAP Full‐Face Mask 

 
 

 

 

 

 

 

 

 

                                                                                                                            User Guide 

                                                                                      English 
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Skynector CPAP   

FM‐02 Full‐Face Mask 

Thank you for choosing Skynector CPAP Full‐Face Mask. 

The Skynector CPAP Full‐Face Mask is a system that covers your nose and mouth. This 

means that you can receive effective therapy even if you breathe through your 

mouth. The mask incorporates vent holes and a built‐in valve so that you can 

continue to breathe fresh air if the airflow to your mask is impeded for any reason. 

Intended Use/Indications for Use 
The Skynector CPAP Mask channels airflow non‐invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or 

bi‐level system.   

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re‐use in the home 

environment and/or multi‐patient reuse in the hospital /institutional environment. 

Product composition 
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Item  Description  Part number 

1  Bracket  3321004 

2  forehead pad  3321020 

3  Faceplate  3331103（L）3331101（M)3331101（S）

4  Cushion  3331004（L）3331002（M）3331012（S）

5  Swivel I  3371006 

6  Swivel II  3341003 

7  Connector  3341013 

8  Vent  — 

9  Valve  3341015 

10  Elbow  3341114 

11  pick off port  3321013 

12  Headgear  3321017 

13  Headgear clip  3321019 

 

Before Using the Mask 

WARNINGS 

1. This mask is not suitable for providing life support ventilation. 

2. This mask is designed for use with CPAP or Bi‐level systems recommended by your 

health care professional or respiratory therapist. Do not wear this mask unless the 

CPAP or Bi‐level system is turned on and operating properly. Do not block or try to 

seal the vent holes.   

Explanation of the Warning: CPAP systems are intended to be used with special 

masks with connectors which have vent holes to allow continuous flow of air out of 

the mask. When the CPAP machine is turned on and functioning properly, new air 

from the CPAP machine flushes the exhaled air out through the attached mask 

exhalation port. However, when the CPAP machine is not operating, enough fresh air 

will not be provided through the mask, and exhaled air may be rebreathed. 

Rebreathing of exhaled air for longer than several minutes can in some circumstances 

lead to suffocation. This warning applies to most models of CPAP systems. 

3. If oxygen is used with the device, the oxygen flow must be turned off when the 

device is not operating. Oxygen supports combustion. Oxygen should not be used 

while smoking or in the presence of an open flame. 

4. At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration 

will vary, depending on the pressure settings, patient breathing pattern, mask 

selection, and the leak rate. This warning applies to most types of CPAP and Bi‐level 
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machines. 

5. At low CPAP pressures the flow through the vent holes may be inadequate to clear all exhaled 

gas from the tubing. Some rebreathing may occur. 

6. This product may contain chemicals (phthalates) which may cause adverse 

reactions for the patients who are pregnant or lactational. Consult the health care 

professional before use. 

7. Some users may experience skin redness, irritation, or discomfort. If this happens, 

discontinue use and contact your health care professional. 

8. The patient’s physician should be contacted if the patient experiences the 

following symptoms while using the mask or after removing it: Unusual chest 

discomfort, shortness of breath, stomach distension, belching, or severe headache; 

drying of the eyes, eye pain, or eye infections; blurred vision.(Consult an 

ophthalmologist if symptoms persist). 

9. A minimum of 3cm H2O (HPa) must be maintained when using this mask. 

10. This mask is not recommended for patients who are taking a prescription drug 

that may cause vomiting. 

11.Using a mask may cause tooth, gum, or jaw soreness or aggravate an existing 

dental condition. Consult your physician or dentist if symptoms occur. 

Caution: 
1. Do not use if the package is damaged. 

2. Read and understand the instructions completely. 

3. The mask is supplied as non‐sterile. The mask needs to be washed with drinking 

quality water before first use. 

4. Wash patient’s face before use. 

5. Check the size of the mask and the headgear. 

6. The connector of this mask is conical 22mm and complies with the ISO 5356 

standard. Check whether the outlet of the oxygen machine matches the mask before 

use. 

7. Dispose of mask in accordance with local regulations. 

Contraindications: 
The masks should not be used if the patient is unresponsive or unable to remove the 

mask by themselves, and it is not recommended for patients who are taking a 

prescription drug that may cause vomiting. 

Side effects: 
Some users may experience skin redness, irritation, or discomfort. Some users may 

experience unusual chest discomfort, shortness of breath, stomach distension, 

belching, or severe headache; drying of the eyes, eye pain, or eye infections; blurred 

vision. 
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Disassembling the Mask: 
Disassemble the mask by the following steps: 

 

 

 

Step01:  

 

 

Step02:  
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Step03:  
 

 

 

Step04:  
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Step05:  

 

 

 

 

Step06:  
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Step07:  

 

 

 

Step08:  
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Step09:  
 

 

 

 

Step10:  
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Step11:  
 

 

 

Step12:  
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Step13:  

 

 

 

 

Step14:  
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Step15:  

 

 

 

Step16:  
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Cleaning of the CPAP mask 
Daily/After Each use： 

For the non-sterile mask or reuse mask, it need a hand wash prior to first use or daily, 

and the headgear should be hand washed weekly or when needed. The cleaning 

instruction is as below: 

1. Cleaning the pick off port with a soft bristle brush for 1 minute while soaking in the 

detergent, Alconox (diluted 1%), paying particular attention to crevices and cavities.  

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or 

cleaning solutions containing conditioners or moisturizers. 

2. Rinse thoroughly with drinking quality water (5 liters per mask) three times until clean 

and air dry out of direct sunlight. Make sure the mask is dry before use. Lay the 

headgear flat or line dry. Do not place the headgear into the dryer. 

3. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

 

High Level Disinfection of the Mask 

between Patients  
 

All mask components can be disinfected using validated procedures. The following 

presents a summary of the validated procedures for disinfection of the system. Refer to 

the website www.skynector.com for details or contacting Skywise Customer Service at 

+86 (0)755 28494331. 

Sky Wise validated disinfection procedures 

High level 

thermal 

disinfection 

High level chemical disinfection 

The CPAP mask 

EN ISO 15883-1 

75℃ - 30min 

Glutaraldehyde 

3.4% for 20 

minutes 

Validated 

number 

of cycles 

Full-face FM-02 √ √ 15 

High level thermal disinfection instruction is as below: 

1. Using a certified hot water disinfection system, soak the mask components using a 

temperature-time combination: 

EN ISO 15883-1: 

• 75℃ for 30minutes 

2. Remove the mask components from the hot water disinfection system. 

3. Air dry out of direct sunlight. 

High level chemical disinfection instruction is as below: 

1. Soak the mask components in glutaraldehyde 3.4% for 20 minutes. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times and air dry 

out of direct sunlight. 
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Inspection ：Perform a visual inspection of each mask component. If any visible 

deterioration of a mask component is apparent (cracking, crazing, tears etc), the mask 

component should be discarded and replaced. Slight discolouration of the silicone 

components may occur and is acceptable. 

Caution:   

The mask should be reprocessed when used between patients, including thorough 

cleaning and disinfection; 

The Mask must be thoroughly cleaned prior to high level disinfection. 

 

Reassembling the Mask 
Reassemble the Mask in the reverse order to the assembling, that is: 

 

Step01:  
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Step02:  

 

 

 

 

 

 

Step03:  
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Step04:  

 

 

 

 

 

 

 

 

Step05:  
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Step06:  
 

 

 

 

 

 

Step07:  
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Step08:  
 

 

 

 

 

 

 

 

Step09:  
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Step10:  

 

 

 

 

 

Step11:  
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Step12:  

 

 

 

 

 

Step13:  
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Step14:  
 

 

 

 

Step15:  
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Step16:  

 

 

Before reassembling the mask, check that all components are clean and dry. Check that 

the valve is not damaged, distorted or torn, and that none of the other components are 

broken or cracked. Replace any parts that are damaged. 

 

 

Directions for Use: 
 

1. Make sure the mask is within the expiration date. Tear the package and take out the 

mask. 

2. Cover the mask on the patient’s face and fasten with the headgear. 

3. Connect the oxygen hose to the oxygen supply.  

 

Caution: Federal law restricts this device to sale by or on the order of a physician. 
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Technical parameters: 
Deliverable pressure range :4～20 cmH2O 

Pressure Drop cm H2O (hPa): 

All mask size: 50 SLPM  0.5 

            100 SLPM  1.5 

Deadspace Volume 

FM-02L: 358mL; FM-02M: 311mL; FM-02S: 280mL 

 

Pressure-flow curve 
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Open/close pressure for anti-asphyxia valve (cmH2O): 

Open pressure:2.0  close pressure:1.5 

Storage 

The packaged masks should be stored in the corrosive gases free, well‐ ventilated room with 

‐5℃(23℉)～+50℃(122℉) of the ambient temperature, less than 85% of the relative humidity. 

Mask sizes 

Size                  length(mm)          width(mm)        height(mm) 

L                          215                        120.5                  130 

M                        215                        115.5                  130 

S                          215                        115.5                  126 

 

Manufacturer: Sky Wise Medical Instrument (Shenzhen) Co., Ltd. 

Address: No 12 South Ping Xi Road Xinsheng Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

 

Contact person: Hu hanhan 

TEL: +86-755-28491103    

FAX: +86-755-28494339 

E-Mail: 942526346@qq.com 
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Instruction For Use   

NM‐03 Series CPAP Nasal Mask 

 
 

 

 

 

 

 

 

 

                                                                                                                            User Guide 

                                                                                      English 
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Skynector CPAP   

NM‐03 Nasal Mask 

Thank you for choosing Skynector CPAP Nasal Mask. 

The Skynector CPAP Nasal Mask is a system that covers your nose only. The mask 

incorporates vent holes to reduce carbon dioxide rebreathing. 

Intended Use/Indications for Use 
The Skynector CPAP Mask channels airflow non‐invasively to a patient from a positive 

airway pressure device such as a continuous positive airway pressure (CPAP) or 

bi‐level system.   

The Skynector CPAP Mask is to be used by adult patients (>661b / >30kg) for whom 

positive airway pressure has been prescribed. 

The Skynector CPAP Mask is intended for single patient re‐use in the home 

environment and/or multi‐patient reuse in the hospital /institutional environment. 

Product composition 
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Before Using the Mask 

WARNINGS 

 

1. This mask is not suitable for providing life support ventilation. 

2. This mask is designed for use with CPAP or Bi‐level systems recommended by your 

health care professional or  respiratory  therapist. Do not wear  this mask unless  the 

CPAP or Bi‐level system  is turned on and operating properly. Do not block or try to 

seal the vent holes.   

Explanation of the Warning: CPAP systems are intended to be used with special 

masks with connectors which have vent holes to allow continuous flow of air out of 

the mask. When the CPAP machine is turned on and functioning properly, new air 

from the CPAP machine flushes the exhaled air out through the attached mask 

exhalation port. However, when the CPAP machine is not operating, enough fresh air 

will not be provided through the mask, and exhaled air may be rebreathed. 

Rebreathing of exhaled air for longer than several minutes can in some circumstances 

lead to suffocation. This warning applies to most models of CPAP systems. 

3.  If oxygen  is used with  the device,  the oxygen  flow must be  turned off when  the 

device  is not operating. Oxygen  supports  combustion. Oxygen  should not be used 

Item  Description  Part number 

1  Faceplate  3461001（L）3461001（M）3461005（S） 

2    Cushion clip  3461002（L）3461002（M）3461006（S） 

3    Cushion  3461003（L）3461004（M）3461007（S） 

4  support arm assembly  3361015 

5  forehead pad  3321020 

6  Bracket  3321004 

7  Swivel    3371006 

8  Vent  — 

9  Gasket  3321014 

10  Elbow  3371005 

11  pick off port  3321013 

12  Headgear  3321017 

13  Headgear clip  3321019 
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while smoking or in the presence of an open flame. 

4. At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen concentration 

will vary, depending on the pressure settings, patient breathing pattern, mask 

selection, and the leak rate. This warning applies to most types of CPAP and Bi‐level 

machines. 

5. At low CPAP pressures the flow through the vent holes may be inadequate to clear all exhaled 

gas from the tubing. Some rebreathing may occur. 

6. This product may contain chemicals (phthalates) which may cause adverse 

reactions for the patients who are pregnant or lactational. Consult the healthcare 

professional before use. 

7. Some users may experience skin redness, irritation, or discomfort. If this happens, 

discontinue use and contact your health care professional. 

8. The patient’s physician should be contacted if the patient experiences the 

following symptoms while using the mask or after removing it: unusual chest 

discomfort, shortness of breath, stomach distension, belching, or severe headache; 

drying of the eyes, eye pain, or eye infections; blurred vision.(Consult an 

ophthalmologist if symptoms persist). 

9. A minimum of 3cm H2O (HPa) must be maintained when using this mask. 

10. This mask is not recommended for patients who are taking a prescription drug 

that may cause vomiting. 

11. Using a mask may cause tooth, gum, or jaw soreness or aggravate an existing 

dental condition. Consult your physician or dentist if symptoms occur. 

 

 

Caution: 
1. Do not use if the package is damaged. 

2. Read and understand the instructions completely. 

3. The mask is supplied as non‐sterile. The mask needs to be washed with drinking 

quality water before first use. 

4. Wash patient’s face before use. 

5. Check the size of the mask and the headgear. 

6. The connector of this mask is conical 22mm and complies with the ISO 5356 

standard. Check whether the outlet of the oxygen machine matches the mask before 

use. 

7. Dispose of mask in accordance with local regulations. 

 

Contraindications: 
The masks should not be used if the patient is unresponsive or unable to remove the 

mask by themselves, and it is not recommended for patients who are taking a 

prescription drug that may cause vomiting. 
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Side effects: 
 

Some users may experience skin redness, irritation, or discomfort. Some users may 

experience unusual chest discomfort, shortness of breath, stomach distension, 

belching, or severe headache; drying of the eyes, eye pain, or eye infections; blurred 

vision. 

 

Disassembling the Mask: 
Disassemble the mask by the following steps: 

 

 

 

 

Step01:  
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Step02:  
 

 

 

 

 

 

Step03:  
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Step04:   

 

 

 

Step05:  
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Step06:   
 

 

 

 

 

 

Step07:  
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Step08:  
 

 

 

 

 

 

Step09:   
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Step10:   

 

 

 

 

Step11:   
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Step12:   

 

 

 

 

Step13:   
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Step14:   
 

 

 

 

Step15:   

 

 

 

 

 

 

 

Records processed under FOIA Request # 2015-9052; Released by CDRH on 04-27-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Page 13 of 25 

 

 

Step16:   

 

 

 

 

 

Cleaning of the CPAP mask 
Daily/After Each use： 

For the non-sterile mask or reuse mask, it needs a hand wash prior to first use or daily, 

and the headgear should be hand washed weekly or when needed. The cleaning 

instruction is as below: 

1. Cleaning the pick off port with a soft bristle brush for 1 minute while soaking in the 

detergent, Alconox (diluted 1%), paying particular attention to crevices and cavities. 

Caution: Do not use bleach, alcohol, cleaning solutions containing bleach or alcohol, or  

cleaning solutions containing conditioners or moisturizers. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times until clean 

and air dry out of direct sunlight. Make sure the mask is dry before use. Lay the 

headgear flat or line dry. Do not place the headgear into the dryer. 

3. Inspect the mask. If any parts are damaged or can not be cleaned, replace the mask. 

 

 

High Level Disinfection of the Mask 

between Patients  
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All mask components can be disinfected using validated procedures. The following 

presents a summary of the validated procedures for disinfection of the system. Refer to 

the website www.skynector.com for details or contacting Sky Wise Customer Service at 

+1-800-XXX-XXX.(Please note that, we have applied for the toll-free number and will  

include it once we have received it.) 

 

Sky Wise validated disinfection procedures 

High level 

thermal 

disinfection 

High level chemical disinfection 

The CPAP mask 

EN ISO 15883-1 

75℃ - 30min 

Glutaraldehyde 

3.4% for 20 

minutes 

Validated 

number 

of cycles 

Nasal 

mask 
NM-03 √ √ 15 

High level thermal disinfection instruction is as below: 

1. Using a certified hot water disinfection system, soak the mask components using a 

temperature-time combination: 

EN ISO 15883-1: 

• 75℃ for 30minutes 

 

2. Remove the mask components from the hot water disinfection system. 

3. Air dry out of direct sunlight. 

High level chemical disinfection instruction is as below: 

1. Soak the mask components in glutaraldehyde 3.4% for 20 minutes. 

2. Rinse thoroughly with drinking quality water(5 liters per mask) three times and air dry 

out of direct sunlight. 

 

Inspection ：Perform a visual inspection of each mask component. If any visible 

deterioration of a mask component is apparent (cracking, crazing, tears etc), the mask 

component should be discarded and replaced. Slight discolouration of the silicone 

components may occur and is acceptable. 

Caution: 

The mask should be reprocessed when used between patients, including thorough 

cleaning and disinfection; 

The Mask must be thoroughly cleaned prior to high level disinfection. 

 

Reassembling the Mask 
Reassemble the Mask in the reverse order to the assembling, that is: 
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Step01:   

 

 

 

 

Step02:   
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Step03:   
 

 

 

 

 

Step04:   
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Step05:   

 

 

 

 

Step06:   
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Step07:   

 

 

 

 

 

 

Step08:   
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Step09:  
 

 

 

 

 

Step10:  
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Step11:   
 

 

 

 

 

 

Step12:  
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Step13:   

 

 

 

Step14:  
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Step15:  
 

 

 

Step16:  

 

 

Before reassembling the mask, check that all components are clean and dry. Check that 

the valve is not damaged, distorted or torn, and that none of the other components are 

broken or cracked. Replace any parts that are damaged. 
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Directions for Use: 
1. Make sure the mask is within the expiration date. Tear the package and take out the 

mask. 

2. Cover the mask on the patient’s face and fasten with the headgear. 

3. Connect the air hose of respiration equipment. 

 

Caution: Federal law restricts this device to sale by or on the order of a physician. 
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Storage 
The packaged masks should be stored in the corrosive gases free, well‐ ventilated room with 

‐5℃(23℉)～+50℃(122℉) of the ambient temperature, less than 85% of the relative humidity. 

 

Disposal 
The SKynector CPAP Masks does not contain any hazardous substances and may be disposed of 

with your normal household refuse. 

 

Technical parameters: 
Deliverable pressure range :4～30 cmH2O 

Pressure Drop cm H2O (hPa): 
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All mask size: 50 SLPM 2.5 

            100SLPM 8.5 

Deadspace Volume 

NM-03L 180mL NM-03M 160mL NM-03S 150mL  

Pressure-flow curve 

 

 

Sound 

The A-weighted sound power of the mask is 35 dB. 

Mask sizes 

Size                  length(mm)          width(mm)        height(mm) 

L                          157                      106                    90 

M                        155.5                  105.5                  89 

S                          155.5                  96                      90.5 

 

Manufacturer: Sky Wise Medical Instrument (Shenzhen) Co., Ltd. 

Address: No 12 South Ping Xi Road Xinsheng Community, Longgang Street, Longgang 

District, Shenzhen, Guangdnog, China 

 

Contact person: Hu hanhan 

TEL: +86-755-28491103    

FAX: +86-755-28494339 

E-Mail: 942526346@qq.com 
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