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REF Number 

 
7757, 7760, 8161, 8162, 8163 and 8166 

   
Product Name Provox FreeHands FlexiVoice 
   
Models: 4 strengths of membranes Light, Medium, Strong and XtraStrong. 
   
Classification:  
(MDD 93/42/EEC) 

I 

   

CE Mark: Yes  
   
GMDN code: 36071 
   
(U)DI code: 7331791008276 

7331791008283 
7331791008290 
7331791008306 
7331791008313 
7331791010668 

 

   
Produced by: Atos Medical AB 

Kraftgatan 8 
P.O. Box 183 
242 22 Hörby  
Sweden 

 

   
Intended Use: The Provox Freehands FlexiVoice combines pulmonary rehabilitation using 

a Heat and Moisture Exchanger with voice rehabilitation using an 
Automatic Speaking Valve or Manual Occlusion, in laryngectomized 
patients using a voice prosthesis. 

   
Description: The Provox FreeHands FlexiVoice consists of two parts 

assembled together, a speaking valve for single patient use 
and a disposable HME cassette. 
The speaking valve is made of plastic and the membrane 
is made of silicone. The HME cassette is also made of plastic 
and a salt treated polyurethane foam. 
The speaking valve has two modes; Automatic Speaking Mode 
and Locked Mode. Rotating the top of the speaking 
valve moves the device into the automatic speaking or the locked 
position. Speaking can be done both by using the automatic 
speaking valve and by manual occlusion of the opening in the 
front. Manual occlusion is possible in both modes. 
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Sterilization: Non-Sterile 
   
Raw material: Speaking valve: PP, Silicone and POM.  

Arch: MABS 
   
Latex information: Not manufactured with natural rubber latex 
   
Biological origin: The device is not manufactured with any materials 

derived from human or animal source. 
 

   
Handling and 
storage: 

Keep dry and away from sunlight. Temperature limit: 2-42 °C. 

   
Waste handling 
and disposal: 

Waste handling and disposal should be carried out in agreement with 
medical practice and applicable national laws and legislations. Used 
product may be a potential biohazard. 

 

   
Hazardous 
components: 

None 

   
Expiration date: 3 years after manufacturing 
   
Packaging: Ref 7757: 

Box with 6 pcs [plastic bag with 5 pcs Provox FreeHands HME Cassette ] + 
3 plastic jars with 1 pc Speaking Valve  of each version + plastic bag with 
1 pc Removal Aid +  plastic bag with 2 pc Arch + 1 pc IFU Ref 10740. 
 
Ref 7760: 
Box with  3 plastic jars with 1 pc Speaking Valve  of each version + plastic 
bag with 1 pc Removal Aid +  plastic bag with 2 pc Arch + 1 pc IFU Ref 
10740. 
 
Ref 8161: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice Light + plastic bag with 1 pc Removal Aid +  plastic bag with 1 
pc Arch + 1 pc IFU Ref 10740. 
 
Ref 8162: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice Medium + plastic bag with 1 pc Removal Aid +  plastic bag 
with 1 pc Arch + 1 pc IFU Ref 10740. 
 
Ref 8163: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice Strong + plastic bag with 1 pc Removal Aid +  plastic bag with 
1 pc Arch + 1 pc IFU Ref 10740. 
 
Ref 8166: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice XtraStrong + plastic bag with 1 pc Removal Aid +  plastic bag 
with 1 pc Arch + 1 pc IFU Ref 10740. 

Page 2 of 2

D
oc

um
en

t N
o:

 1
00

00
01

92
44

Ed
iti

on
: 0

1
R

el
ea

se
 d

at
e:

 2
01

6-
11

-2
2

R
el

ea
se

d



Page 1 of 2

D
oc

um
en

t N
o:

 1
00

00
01

90
23

Ed
iti

on
: 0

5
R

el
ea

se
 d

at
e:

 2
01

5-
01

-1
6



Page 2 of 2

D
oc

um
en

t N
o:

 1
00

00
01

90
23

Ed
iti

on
: 0

5
R

el
ea

se
 d

at
e:

 2
01

5-
01

-1
6

















Quality Management System

Technical Info / Material Data Sheet 

This document is a property of ATOS MEDICAL AB, Sweden. It is not to be used or duplicated without written 
permission of the owner, and is not to be used in any way inconsistent of the purpose for which it is lent.  
Document No.: QMC-730-115-en Issue No.: 08  Valid from: 2018-10-04 

Justification Function: Signature: Date: 
Issued by:    
Reviewed by:    
Approved by:    
Released by:    

Document ID: PF078-02-TechInfo Edition: 03 
 
REF Number 

 
8024 

   
Product Name Provox® FreeHands Support™ Adhesive 
   
Models: 1 variant (15 pcs). 

8024 Provox FreeHands Support Adhesive (15pc) 
   
Classification:  
(MDD 
93/42/EEC) 

I (1.1 Rule 1) 

   

CE Mark: Yes  
   
GMDN code: 62175 (Stomal appliance skin-adherent patch, non-sterile) 
   
EAN code: REF Description EAN code 

8024 Provox FreeHands Support Adhesive 
(15pc) 

7331791009303 
 

 

   
Produced by: Atos Medical AB 

Kraftgatan 8 
P.O. Box 183 
242 22 Hörby  
Sweden 

 

   
Intended Use: Provox FreeHands Support provides support to the Provox Adhesive when 

using a Provox hands-free speaking valve after total laryngectomy. The 
device is a 
single patient use device with a single use adhesive. 

   
Description: The Provox FreeHands Support system consists of two parts; Provox FreeHands 

Support and Provox FreeHands Support Adhesive. 
The reusable Provox FreeHands Support is available in three different 
variants; ‘Flat’, ‘Medium’ and ‘Deep’. The three variants, as well as the 
possibility to adjust the metal ring and plastic parts, enable personal fit. 
Provox FreeHands Support Adhesive is a single-use adhesive that is attached 
to the skin, beneath the Provox Adhesive. 

   
Sterilization: Non-sterile 
   
Raw material: Provox FreeHands Support Adhesive consists of a plastic plate 

(Polycarbonate, PC) and an adhesive tape (Acrylate and Polyester film). 
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Latex 
information: 

Not manufactured with natural rubber latex 

   
Biological 
origin: 

The device is not manufactured with any materials derived from 
human or animal source. 

 

   
Handling and 
storage: 

Keep dry and away from sunlight. Temperature limit 2 – 42 °C. 

   
Waste 
handling and 
disposal: 

Waste handling and disposal should be carried out in agreement with 
medical practice and applicable national laws and legislations. Used product 
may be a potential biohazard. 

 

   
Hazardous 
components: 

None 

   
Expiration 
date: 

3 years after manufacturing 
 

   
Packaging: Provox FreeHands Support Adhesive is packed in a blister package made of 

PET film and with a re-sealable top film (PP). It is then packed in a cardboard 
box. 
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REF Number 

 
8020, 8021, 8022, 8023 

   
Product Name Provox® FreeHands Support™ 
   
Models: 1 starter set and 3 variants (flat, medium and deep). 

8020 Provox FreeHands Support Starter Set 
8021 Provox FreeHands Support Flat 
8022 Provox FreeHands Support Medium 
8023 Provox FreeHands Support Deep 

   
Classification:  
(MDD 
93/42/EEC) 

I (1.1 Rule 1) 

   

CE Mark: Yes  
   
GMDN code: 62155 (Tracheostomy base plate, reusable) 
   
EAN code: REF Description EAN code 

8020 Provox FreeHands Support Starter Set 7331791009266 
8021 Provox FreeHands Support Flat 7331791009273 
8022 Provox FreeHands Support Medium 7331791009280 
8023 Provox FreeHands Support Deep 7331791009297 

 

 

   
Produced by: Atos Medical AB 

Kraftgatan 8 
P.O. Box 183 
242 22 Hörby  
Sweden 

 

   
Intended Use: Provox FreeHands Support provides support to the Provox Adhesive when 

using 
a Provox hands-free speaking valve after total laryngectomy. The device is a 
single patient use device with a single use adhesive. 

   
Description: The Provox FreeHands Support system consists of two parts; Provox FreeHands 

Support and Provox FreeHands Support Adhesive. 
The reusable Provox FreeHands Support is available in three different 
variants; ‘Flat’, ‘Medium’ and ‘Deep’. The three variants, as well as the 
possibility to adjust the metal ring and plastic parts, enable personal fit. 
Provox FreeHands Support Adhesive is a single-use adhesive that is attached 
to the skin, beneath the Provox Adhesive. 
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Sterilization: Non-sterile 
   
Raw material: Provox FreeHands Support consists of a ring of stainless steel and a plastic part 

(Polycarbonate, PC). 
   
Latex 
information: 

Not manufactured with natural rubber latex 

   
Biological 
origin: 

The device is not manufactured with any materials derived from 
human or animal source. 

 

   
Handling and 
storage: 

Keep dry and away from sunlight. Temperature limit 2 – 42 °C. 

   
Waste 
handling and 
disposal: 

Waste handling and disposal should be carried out in agreement with 
medical practice and applicable national laws and legislations. Used product 
may be a potential biohazard. 

 

   
Hazardous 
components: 

The metal ring contains nickel, although the amount of free nickel in the 
material is below the level which would normally give a reaction in people 
with nickel-allergy. 
If you experience any allergy, stop using the device and consult your 
clinician. 

   
Expiration 
date: 

3 years after manufacturing 
 

   
Packaging: Provox FreeHands Support is packed in a cardboard box together with 

instructions for use. 
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REF Number 

 
7757, 7760, 8161, 8162, 8163 and 8166 

   
Product Name Provox FreeHands FlexiVoice 
   
Models: 4 strengths of membranes Light, Medium, Strong and XtraStrong. 
   
Classification:  
(MDD 93/42/EEC) 

I 

   

CE Mark: Yes  
   
GMDN code: 36071 
   
(U)DI code: 7331791008276 

7331791008283 
7331791008290 
7331791008306 
7331791008313 
7331791010668 

 

   
Produced by: Atos Medical AB 

Kraftgatan 8 
P.O. Box 183 
242 22 Hörby  
Sweden 

 

   
Intended Use: The Provox Freehands FlexiVoice combines pulmonary rehabilitation using 

a Heat and Moisture Exchanger with voice rehabilitation using an 
Automatic Speaking Valve or Manual Occlusion, in laryngectomized 
patients using a voice prosthesis. 

   
Description: The Provox FreeHands FlexiVoice consists of two parts 

assembled together, a speaking valve for single patient use 
and a disposable HME cassette. 
The speaking valve is made of plastic and the membrane 
is made of silicone. The HME cassette is also made of plastic 
and a salt treated polyurethane foam. 
The speaking valve has two modes; Automatic Speaking Mode 
and Locked Mode. Rotating the top of the speaking 
valve moves the device into the automatic speaking or the locked 
position. Speaking can be done both by using the automatic 
speaking valve and by manual occlusion of the opening in the 
front. Manual occlusion is possible in both modes. 
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Sterilization: Non-Sterile 
   
Raw material: Speaking valve: PP, Silicone and POM.  

Arch: MABS 
   
Latex information: Not manufactured with natural rubber latex 
   
Biological origin: The device is not manufactured with any materials 

derived from human or animal source. 
 

   
Handling and 
storage: 

Keep dry and away from sunlight. Temperature limit: 2-42 °C. 

   
Waste handling 
and disposal: 

Waste handling and disposal should be carried out in agreement with 
medical practice and applicable national laws and legislations. Used 
product may be a potential biohazard. 

 

   
Hazardous 
components: 

None 

   
Expiration date: 3 years after manufacturing 
   
Packaging: Ref 7757: 

Box with 6 pcs [plastic bag with 5 pcs Provox FreeHands HME Cassette ] + 
3 plastic jars with 1 pc Speaking Valve  of each version + plastic bag with 
1 pc Removal Aid +  plastic bag with 2 pc Arch + 1 pc IFU Ref 10740. 
 
Ref 7760: 
Box with  3 plastic jars with 1 pc Speaking Valve  of each version + plastic 
bag with 1 pc Removal Aid +  plastic bag with 2 pc Arch + 1 pc IFU Ref 
10740. 
 
Ref 8161: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice Light + plastic bag with 1 pc Removal Aid +  plastic bag with 1 
pc Arch + 1 pc IFU Ref 10740. 
 
Ref 8162: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice Medium + plastic bag with 1 pc Removal Aid +  plastic bag 
with 1 pc Arch + 1 pc IFU Ref 10740. 
 
Ref 8163: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice Strong + plastic bag with 1 pc Removal Aid +  plastic bag with 
1 pc Arch + 1 pc IFU Ref 10740. 
 
Ref 8166: 
Box with  1 plastic jars with 1 pc Speaking Valve Provox FreeHands 
FlexiVoice XtraStrong + plastic bag with 1 pc Removal Aid +  plastic bag 
with 1 pc Arch + 1 pc IFU Ref 10740. 
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REF Number 

 
8024 

   
Product Name Provox® FreeHands Support™ Adhesive 
   
Models: 1 variant (15 pcs). 

8024 Provox FreeHands Support Adhesive (15pc) 
   
Classification:  
(MDD 
93/42/EEC) 

I (1.1 Rule 1) 

   

CE Mark: Yes  
   
GMDN code: 62175 (Stomal appliance skin-adherent patch, non-sterile) 
   
EAN code: REF Description EAN code 

8024 Provox FreeHands Support Adhesive 
(15pc) 

7331791009303 
 

 

   
Produced by: Atos Medical AB 

Kraftgatan 8 
P.O. Box 183 
242 22 Hörby  
Sweden 

 

   
Intended Use: Provox FreeHands Support provides support to the Provox Adhesive when 

using a Provox hands-free speaking valve after total laryngectomy. The 
device is a 
single patient use device with a single use adhesive. 

   
Description: The Provox FreeHands Support system consists of two parts; Provox FreeHands 

Support and Provox FreeHands Support Adhesive. 
The reusable Provox FreeHands Support is available in three different 
variants; ‘Flat’, ‘Medium’ and ‘Deep’. The three variants, as well as the 
possibility to adjust the metal ring and plastic parts, enable personal fit. 
Provox FreeHands Support Adhesive is a single-use adhesive that is attached 
to the skin, beneath the Provox Adhesive. 

   
Sterilization: Non-sterile 
   
Raw material: Provox FreeHands Support Adhesive consists of a plastic plate 

(Polycarbonate, PC) and an adhesive tape (Acrylate and Polyester film). 
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Latex 
information: 

Not manufactured with natural rubber latex 

   
Biological 
origin: 

The device is not manufactured with any materials derived from 
human or animal source. 

 

   
Handling and 
storage: 

Keep dry and away from sunlight. Temperature limit 2 – 42 °C. 

   
Waste 
handling and 
disposal: 

Waste handling and disposal should be carried out in agreement with 
medical practice and applicable national laws and legislations. Used product 
may be a potential biohazard. 

 

   
Hazardous 
components: 

None 

   
Expiration 
date: 

3 years after manufacturing 
 

   
Packaging: Provox FreeHands Support Adhesive is packed in a blister package made of 

PET film and with a re-sealable top film (PP). It is then packed in a cardboard 
box. 

Page 2 of 2

D
oc

um
en

t N
o:

 1
00

00
03

83
54

Ed
iti

on
: 0

3
R

el
ea

se
 d

at
e:

 2
01

8-
12

-1
2

R
el

ea
se

d



Quality Management System

Technical Info / Material Data Sheet 

This document is a property of ATOS MEDICAL AB, Sweden. It is not to be used or duplicated without written 
permission of the owner, and is not to be used in any way inconsistent of the purpose for which it is lent.  
Document No.: QMC-730-115-en Issue No.: 08  Valid from: 2018-10-04 

Justification Function: Signature: Date: 
Issued by:    
Reviewed by:    
Approved by:    
Released by:    

Document ID: PF078-01-TechInfo Edition: 02 
 
REF Number 

 
8020, 8021, 8022, 8023 

   
Product Name Provox® FreeHands Support™ 
   
Models: 1 starter set and 3 variants (flat, medium and deep). 

8020 Provox FreeHands Support Starter Set 
8021 Provox FreeHands Support Flat 
8022 Provox FreeHands Support Medium 
8023 Provox FreeHands Support Deep 

   
Classification:  
(MDD 
93/42/EEC) 

I (1.1 Rule 1) 

   

CE Mark: Yes  
   
GMDN code: 62155 (Tracheostomy base plate, reusable) 
   
EAN code: REF Description EAN code 

8020 Provox FreeHands Support Starter Set 7331791009266 
8021 Provox FreeHands Support Flat 7331791009273 
8022 Provox FreeHands Support Medium 7331791009280 
8023 Provox FreeHands Support Deep 7331791009297 

 

 

   
Produced by: Atos Medical AB 

Kraftgatan 8 
P.O. Box 183 
242 22 Hörby  
Sweden 

 

   
Intended Use: Provox FreeHands Support provides support to the Provox Adhesive when 

using 
a Provox hands-free speaking valve after total laryngectomy. The device is a 
single patient use device with a single use adhesive. 

   
Description: The Provox FreeHands Support system consists of two parts; Provox FreeHands 

Support and Provox FreeHands Support Adhesive. 
The reusable Provox FreeHands Support is available in three different 
variants; ‘Flat’, ‘Medium’ and ‘Deep’. The three variants, as well as the 
possibility to adjust the metal ring and plastic parts, enable personal fit. 
Provox FreeHands Support Adhesive is a single-use adhesive that is attached 
to the skin, beneath the Provox Adhesive. 

   

Issued: DD Alexandra Holmberg - ALEHOL 2018-11-21 - 13:14
Reviewed: QA John Wennborg - JOHWEN 2018-11-23 - 12:18
Approved: DD Mikael Melefors - SEHRBSGM 2018-11-29 - 20:01
Released: DD Alexandra Holmberg - ALEHOL 2018-12-12 - 15:52

This document has been electronically signed by the persons above.

Page 1 of 2

D
oc

um
en

t N
o:

 1
00

00
03

83
53

Ed
iti

on
: 0

2
R

el
ea

se
 d

at
e:

 2
01

8-
12

-1
2

R
el

ea
se

d



Quality Management System

Technical Info / Material Data Sheet 

This document is a property of ATOS MEDICAL AB, Sweden. It is not to be used or duplicated without written 
permission of the owner, and is not to be used in any way inconsistent of the purpose for which it is lent.  
Document No.: QMC-730-115-en Issue No.: 08  Valid from: 2018-10-04 

Sterilization: Non-sterile 
   
Raw material: Provox FreeHands Support consists of a ring of stainless steel and a plastic part 

(Polycarbonate, PC). 
   
Latex 
information: 

Not manufactured with natural rubber latex 

   
Biological 
origin: 

The device is not manufactured with any materials derived from 
human or animal source. 

 

   
Handling and 
storage: 

Keep dry and away from sunlight. Temperature limit 2 – 42 °C. 

   
Waste 
handling and 
disposal: 

Waste handling and disposal should be carried out in agreement with 
medical practice and applicable national laws and legislations. Used product 
may be a potential biohazard. 

 

   
Hazardous 
components: 

The metal ring contains nickel, although the amount of free nickel in the 
material is below the level which would normally give a reaction in people 
with nickel-allergy. 
If you experience any allergy, stop using the device and consult your 
clinician. 

   
Expiration 
date: 

3 years after manufacturing 
 

   
Packaging: Provox FreeHands Support is packed in a cardboard box together with 

instructions for use. 
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