	[image: image2.png]EC/AMN




	Guangdong Ecan Medical Co.,Ltd

	
	Product General Description
Laryngeal Mask Devices
	Prepared by
	

	
	
	Checked by
	

	
	
	Approved by
	

	Doc. No
	YK-CE-006-02A
	Effective Date
	2020.09.20
	Page No
	Page 1 of 10


	[image: image1.png]EC/AMN




	Product General Description
	Doc. No
	YK-CE-006-02A

	
	
	Page No
	Page 6 of 10



1. Brief introduction 
Laryngeal Mask Devices are used in anesthesia and in emergency medicine for airway management. They consist of a tube with an inflatable cuff that is inserted into the pharynx. They cause less pain and coughing than an Endotracheal Tube, and are much easier to insert. However, a standard Laryngeal Mask Device does not protect the lungs from aspiration, making them unsuitable for patients at risk for this complication.
The Laryngeal Mask Device is a type of supraglottic airway device that provides an alternative to endotracheal intubation and standard mask anaesthesia in general anaesthesia. It is inserted into the hypopharynx to form a seal around the larynx to allow spontaneous or positive pressure ventilation without the need for intubating the larynx.

The main use of Laryngeal Mask Device is in elective anaesthesia, however it is also useful in situations where manipulation of the head or neck to facilitate ndotracheal intubation is difficult (eg: trapped patient or potential cervical spine injury) or when intubation is unsuccessful. It is not inserted as far as an Endotracheal Tube (it sits in the pharynx, and thus does not need to be inserted into the trachea), and supports both spontaneous and artificial ventilation. It is popular in day case surgery.

a) The Silicone Laryngeal Mask Device is made from silicone in medical grade, consists of airway tube, laryngeal mask, connector, Inflating tube, Valve, Pilot balloon, deflation flake(if present), annectent back. The Laryngeal Mask Device has the following features: 

Advantages: 

· Medical grade silicone for super compatibility and patient comfort

· Allows rapid access
· Does not require laryngoscope
· Relaxants not needed 
· Provides airway for spontaneous or controlled ventilation 

· Tolerated at lighter anesthetic planes 
· 100% latex free

· Peelable pouch or tray available

· Sterile by EO, single use

Disadvantages:

· Does not fully protect against aspiration in the non-fasted patient 
· Standard Laryngeal Mask Device does not allow high positive pressure ventilation
b) The Disposable PVC Laryngeal Mask Device is made from PVC in medical grade, consists of airway tube, laryngeal mask, connector, Inflating tube, Valve, Pilot balloon, deflation flake (if present), annectant back. The Laryngeal Mask Device has the following features: 

Advantages: 

· Medical grade PVC with good compatibility

· Allows rapid access

· Does not require laryngoscope

· Relaxants not needed 

· Provides airway for spontaneous or controlled ventilation 

· Tolerated at lighter anesthetic planes 

· 100% latex free

· Peelable pouch or tray available
· Sterile by EO, single use 
Disadvantages:

· Does not fully protect against aspiration in the non-fasted patient 
· Standard Laryngeal Mask Device does not allow high positive pressure 
c) The Reusable Reinforced Silicone Laryngeal Mask Device is made from silicone in medical grade, consists of airway tube, laryngeal mask, connector, Inflating tube, Valve, Pilot balloon, deflation flake (if present), annectant back. The Reusable Reinforced Silicone Laryngeal Mask Device has the following features: 

Advantages: 
· Reinforced airway tube reduces risk of kinking and airway tube occlusion

· Flexible tube allows for placement away from surgical field and improves surgical access while maintaining goog seal

· Medical grade silicone for super compatibility and patient comfort

· Durable high temperature resistant material suitable for autoclave sterilization

· Additional user card for record of device usage times and patient information is supplied in each pouch

· Allows rapid access

· Does not require laryngoscope

· Relaxants not needed 

· Provides airway for spontaneous or controlled ventilation 

· Tolerated at lighter anesthetic planes 

· 100% latex free

· Peelable pouch or tray available

· Sterile by EO, reusable

Disadvantages:

· Does not fully protect against aspiration in the non-fasted patient 
· Standard Laryngeal Mask Device does not allow high positive pressure ventilation
d) The Disposable Reinforced Silicone Laryngeal Mask Device is made from silicone in medical grade, consists of airway tube, laryngeal mask, connector, Inflating tube, Valve, Pilot balloon, deflation flake(if present), annectent back. The Laryngeal Mask Device has the following features: 

Advantages: 

· Reinforced airway tube reduces risk of kinking and airway tube occlusion

· Flexible tube allows for placement away from surgical field and improves surgical access while maintaining goog seal

· Medical grade silicone for super compatibility and patient comfort

· Allows rapid access

· Does not require laryngoscope

· Relaxants not needed 

· Provides airway for spontaneous or controlled ventilation 

· Tolerated at lighter anesthetic planes 

· 100% latex free

· Peelable pouch or tray available

· Sterile by EO, single use

Disadvantages:

· Does not fully protect against aspiration in the non-fasted patient 
· Standard Laryngeal Mask Device does not allow high positive pressure ventilation
e) The Disposable Reinforced PVC Laryngeal Mask Device is made from PVC in medical grade, consists of airway tube, laryngeal mask, connector, Inflating tube, Valve, Pilot balloon, deflation flake(if present), annectent back. The Laryngeal Mask Device has the following features: 

Advantages: 

· Reinforced airway tube reduces risk of kinking and airway tube occlusion

· Flexible tube allows for placement away from surgical field and improves surgical access while maintaining goog seal.

· Allows rapid access

· Does not require laryngoscope

· Relaxants not needed 

· Provides airway for spontaneous or controlled ventilation 

· Tolerated at lighter anesthetic planes 

· 100% latex free

· Peelable pouch or tray available

· Sterile by EO, single use

Disadvantages:

· Does not fully protect against aspiration in the non-fasted patient 
· Standard Laryngeal Mask Device does not allow high positive pressure ventilation
f) The Reusable Silicone Laryngeal Mask Device is made from silicone in medical grade, consists of airway tube, laryngeal mask, connector, Inflating tube, Valve, Pilot balloon, deflation flake(if present), annectent back. The Reusable Silicone Laryngeal Mask Device has the following features: 

Advantages: 

· Medical grade silicone for super compatibility and patient comfort

· Durable high temperature resistant material suitable for autoclave sterilization

· Additional user card for record of device usage times and patient information is supplied in each pouch

· Allows rapid access

· Does not require laryngoscope

· Relaxants not needed 

· Provides airway for spontaneous or controlled ventilation 

· Tolerated at lighter anesthetic planes 

· 100% latex free

· Peelable pouch or tray available

· Sterile by EO, reusable

Disadvantages:

· Does not fully protect against aspiration in the non-fasted patient 
· Standard Laryngeal Mask Device does not allow high positive pressure ventilation
Table of Variants
	Type
	Sub-Type
	Size

	Disposable Silicone Laryngeal Mask Device
	One-way

Two-way


	1, 1½, 2, 2½, 3, 4, 5

	Disposable PVC Laryngeal Mask Device
	
	1, 1½, 2, 2½, 3, 4, 5

	Disposable Reinforced PVC Laryngeal Mask Device
	
	1, 1½, 2, 2½, 3, 4, 5

	Disposable Reinforced Silicone Laryngeal Mask Device
	
	1, 1½, 2, 2½, 3, 4, 5

	Reusable Silicone Laryngeal Mask Device
	
	1, 1½, 2, 2½, 3, 4, 5

	Reusable Reinforced Silicone Laryngeal Mask Device
	
	1, 1½, 2, 2½, 3, 4, 5


2. The purpose and functions of the product and its variants and their design 

Intended Use: Laryngeal Mask Devices are used in anesthesia and in emergency medicine for airway management.
To achieve above-mentioned purpose, the product should have the following functions: 

It is inserted blindly into the pharynx, forming a low-pressure seal around the laryngeal inlet and permitting gentle positive pressure ventilation.

3. Classification according to Annex IX of Council Directive 93/42/EEC 

The Laryngeal Mask Device is invasive device. The device is intended for short-term use. According to Rule 5 of Annex IX, III of Council Directive 93/42/EEC (2007), the Disposable Silicone Laryngeal Mask Device belongs to class IIa medical devices. 
4. Main technical parameters of the product

4.1 Material 

Material for Disposable Silicone Laryngeal Mask Device as follows:
	Sequence#
	Component
	Material used
	Spec/Code
	Supplier

	1
	Mask
	Silicone
	LIM3950
	Shenzhen SenRi

	2
	Airway tube
	Silicone
	C6-265/C6-235/
	Dow Corning Silicone

	3
	Inflation tube
	Silicone
	C6-265/C6-235/
	Dow Corning Silicone

	4
	Connector
	PC
	2858
	Bayer

	5
	Pilot balloon
	Silicone
	LIM3950
	Shenzhen SenRi

	6
	Annectent back
	Silicone
	LIM3950
	Shenzhen SenRi

	7
	Valve
	PVC, PP, ABS, Silicone and stainless steel
	/
	Colorite

	8
	Deflation flake
	POM
	M90-04
	Polyplastics Co., Ltd.

	9
	Primary Package
	Paper+Film
	Uncoated Tyvek +PET/SPE film
	Shenzhen Safesecure Co.,Ltd


Material for Disposable PVC Laryngeal Mask Device as follows:
	Sequence#
	Component
	Material used
	Spec/Code
	Supplier

	1
	Mask
	PVC
	7811B-08
	Colorite

	2
	Airway tube
	PVC
	7811B-08
	Colorite

	3
	Inflation tube
	PVC
	6511SF140
	Colorite

	4
	connector
	PC
	/
	Jiangxi zongjie

	5
	Pilot balloon
	PVC
	6511SF140
	Colorite

	6
	annectent back
	PVC
	6511SF140
	Colorite

	7
	Valve
	PVC, PP, ABS, Silicone and stainless steel
	/
	Jiangxi zongjie

	8
	Deflation flake
	POM
	/
	Guangzhou haopeng

	9
	Primary Package
	Paper+Film
	Uncoated Tyvek +PET/SPE film
	Jiangmen Newera Packing Material Co.,LTd.


Material for Disposable Reinforced Silicone Laryngeal Mask Device as follows:
	Sequence#
	Component
	Material used
	Spec/Code
	Supplier

	1
	Mask
	Silicone
	RH6250-50
	Guangzhou Ruihe

	2
	Airway tube
	Silicone
	RH7043
	Guangzhou Ruihe

	3
	Inflation tube
	Silicone
	RH7043
	Guangzhou Ruihe

	4
	Connector
	PC
	/
	Jiangxi zongjie

	5
	Pilot balloon
	Silicone
	RH6250-50
	Guangzhou Ruihe

	6
	Annectent back
	Silicone
	RH6250-50
	Guangzhou Ruihe

	7
	Valve
	PVC, PP, ABS, Silicone and stainless steel
	/
	Jiangxi zongjie

	8
	Deflation flake
	POM
	/
	Guangzhou haopeng

	9
	Spring
	Stainless steel
	Stainless steel 304
	Dongguan sijie

	10
	Primary Package
	Paper+Film
	Uncoated Tyvek +PET/SPE film
	Jiangmen Newera Packing Material Co.,LTd.


Material for Disposable Reinforced PVC Laryngeal Mask Device as follows:
	Sequence#
	Component
	Material used
	Spec/Code
	Supplier

	1
	Mask
	Silicone
	RH6250-50
	Guangzhou Ruihe

	2
	Airway tube
	Silicone
	RH7043
	Guangzhou Ruihe

	3
	Inflation tube
	Silicone
	RH7043
	Guangzhou Ruihe

	4
	Connector
	PC
	/
	Jiangxi zongjie

	5
	Pilot balloon
	Silicone
	RH6250-50
	Guangzhou Ruihe

	6
	Annectent back
	Silicone
	RH6250-50
	Guangzhou Ruihe

	7
	Valve
	PVC, PP, ABS, Silicone and stainless steel
	/
	Jiangxi zongjie

	8
	Deflation flake
	POM
	/
	Guangzhou haopeng

	9
	Spring
	Stainless steel
	Stainless steel 304
	Dong Duan SiJie

	10
	Primary Package
	Paper+Film
	Uncoated Tyvek +PET/SPE film
	Jiangmen Newera Packing Material Co.,LTd.


Material for Reusable Silicone Laryngeal Mask Device as follows:

	Sequence#
	Component
	Material used
	Spec/Code
	Supplier

	1
	Mask
	Silicone
	RH6250-50
	Guangzhou Ruihe

	2
	Airway tube
	Silicone
	RH7043
	Guangzhou Ruihe

	3
	Inflation tube
	Silicone
	RH7043
	Guangzhou Ruihe

	4
	Connector
	PSF
	/
	Jiangxi zongjie

	5
	Pilot balloon
	Silicone
	RH6250-50
	Guangzhou Ruihe

	6
	Annectent back
	Silicone
	RH6250-50
	Guangzhou Ruihe

	7
	Valve
	PP
	/
	Jiangxi zongjie

	8
	Deflation flake
	POM
	/
	Guangzhou haopeng

	9
	Primary Package
	Paper+Film
	Uncoated Tyvek +PET/SPE film
	Jiangmen Newera Packing Material Co.,LTd.


Material for Reusable Reinforced Silicone Laryngeal Mask Device as follows:
	Sequence#
	Component
	Material used
	Spec/Code
	Supplier

	1
	Silicone
	RH6250-50
	Guangzhou Ruihe
	Silicone

	2
	Silicone
	RH7043
	Guangzhou Ruihe
	Silicone

	3
	Silicone
	RH7043
	Guangzhou Ruihe
	Silicone

	4
	PSF
	/
	Jiangxi zongjie
	PSF

	5
	Silicone
	RH6250-50
	Guangzhou Ruihe
	Silicone

	6
	Silicone
	RH6250-50
	Guangzhou Ruihe
	Silicone

	7
	PP
	/
	Jiangxi zongjie
	PP

	8
	POM
	/
	Guangzhou haopeng
	POM

	9
	Spring
	Stainless steel
	Stainless steel 304
	Dong Duan SiJie

	10
	Primary Package
	Paper+Film
	Uncoated Tyvek +PET/SPE film
	Jiangmen Newera Packing Material Co.,LTd.


4.2 Physical requirements
4.2.1 Measures

Table 1: Specification for Laryngeal Mask Device
	Size
	Maximum cuff inflation volumes, ml
	Patient Size

	1
	4
	Neonates/Infants up to 5 kg

	1½
	7
	Infants 5 to 10kg

	2
	10
	Infants/children 10 to 20 kg

	2½
	14
	Children 20 to 30 kg

	3
	20
	Children(small adults) 30 to 50 kg

	4
	30
	Adults 50 to 70 kg

	5
	40
	Adults 70 to 100 kg


Table 2: The Dimensions of Disposable Silicone Laryngeal Mask Device Airway Tube

	Size
	I.D, mm
	Tolerance
	O.D., mm
	Tolerance
	Length, mm
	Tolerance
	Radius of curvature, mm
	Tolerance

	1
	5.0
	±0.3 mm


	8.7
	±0.3mm
	78
	±5 mm
	60
	±30 mm

	1½
	6.0
	
	10.0
	
	90
	
	60
	

	2
	7.0
	
	11.3
	
	111
	
	80
	

	2½
	8.5
	
	13.3
	
	119
	
	80
	

	3
	10.0
	
	15.3
	
	161
	
	100
	

	4
	10.0
	
	15.3
	
	161
	
	100
	

	5
	11.0
	
	16.7
	
	180
	
	100
	


Table 3: The Dimensions for Disposable Silicone Laryngeal Mask Device Silicone Mask
	Size
	Mask length
	Tolerance
	Mask width
	Tolerance

	1
	44.5
	±3.0
	23.8
	±3.0

	1½
	53.0
	
	29
	

	2
	61.8
	±4.0
	34.2
	

	2½
	73.6
	±5.0
	41.7
	

	3
	86.8
	
	49.4
	

	4
	95.2
	
	54.3
	

	5
	106.5
	
	60.8
	±4.0


Table 3: The Dimensions of Disposable PVC Laryngeal Mask Device Airway Tube

	Size
	I.D, mm
	Tolerance
	O.D, mm
	Tolerance
	Length, mm
	Tolerance
	Radius of curvature, mm
	Tolerance

	
	
	
	
	
	
	
	
	

	1
	5.5
	±0.5mm


	8.3
	±0.5 mm
	79
	±5 mm
	100
	±30 mm

	1½　
	6.0
	
	10.0
	
	90
	
	120
	

	2
	7.0 
	
	11.3
	
	113
	
	120
	

	2½　
	9.0 
	
	13.3
	
	120
	
	140
	

	3
	10.0 
	
	15.3
	
	166
	
	165
	

	4
	10.0 
	
	15.3
	
	166
	
	165
	

	5
	11.5
	
	16.7
	
	181
	
	185
	


Table 4: The Dimensions for Disposable PVC Laryngeal Mask Device PVC Mask
	Size
	Mask length,

mm
	Tolerance
	Mask width,

mm
	Tolerance

	1
	39.5
	±2.0
	24.0
	±2

	1½
	47.5
	
	28.5
	

	2
	56.0
	
	34.5
	

	2½
	67.0
	
	40.0
	

	3
	79.0
	
	48.5
	

	4
	89.0
	
	54.0
	

	5
	102.0
	
	63.0
	


Table 5: The Dimensions of Disposable Reinforced PVC Laryngeal Mask Device Airway Tube

	Size
	I.D, mm
	Tolerance
	O.D., mm
	Tolerance
	Length, mm
	Tolerance

	1
	5.5
	±0.5 mm


	8.0
	±0.5mm
	180
	±5 mm

	1½
	5.5
	
	8.0
	
	180
	

	2
	6.5
	
	9.0
	
	185
	

	2½
	6.5
	
	9.0
	
	185
	

	3
	8.0
	
	11.2
	
	210
	

	4
	8.0
	
	11.2
	
	210
	

	5
	 9.0
	
	12.7
	
	240
	


Table 6: The Dimensions for Disposable Reinforced PVC Laryngeal Mask Device Mask
	Size
	Mask length,

mm
	Tolerance
	Mask width,

mm
	Tolerance

	1
	39.5
	±2.0
	24.0
	±2

	1½
	47.5
	
	28.5
	

	2
	56.0
	
	34.5
	

	2½
	67.0
	
	40.0
	

	3
	79.0
	
	48.5
	

	4
	89.0
	
	54.0
	

	5
	102.0
	
	63.0
	


Table7: The Dimensions of Disposable Reinforced Silicone Laryngeal Mask Device Airway Tube

	Size
	I.D, mm
	Tolerance
	O.D., mm
	Tolerance
	Length, mm
	Tolerance

	1
	5.5
	±0.3 mm


	8.7
	±0.3mm
	170
	±6 mm

	1½
	5.5
	
	8.7
	
	170
	

	2
	6.5
	
	9.7
	
	175
	

	2½
	6.5
	
	9.7
	
	175
	

	3
	7.2
	
	11.2
	
	196
	

	4
	7.2
	
	11.2
	
	196
	

	5
	8.3
	
	12.7
	
	225
	


Table 8: The Dimensions for Disposable Reinforced Silicone Laryngeal Mask Device Mask
	Size
	Mask length, mm
	Tolerance
	Mask width, mm
	Tolerance

	1
	44.5
	±3.0
	23.8
	±3.0

	1½
	53.0
	
	29
	

	2
	61.8
	±4.0
	34.2
	

	2½
	73.6
	±5.0
	41.7
	

	3
	86.8
	
	49.4
	

	4
	95.2
	
	54.3
	

	5
	106.5
	
	60.8
	±4.0


Table 9: The Dimensions of Reusable Silicone Laryngeal Mask Device Airway Tube

	Size
	I.D, mm
	Tolerance
	O.D., mm
	Tolerance
	Length, mm
	Tolerance
	Radius of curvature, mm
	Tolerance

	1
	5.0
	±0.3 mm


	8.7
	±0.3mm
	78
	±5 mm
	60
	±30 mm

	1½
	6.0
	
	10.0
	
	90
	
	60
	

	2
	7.0
	
	11.3
	
	111
	
	80
	

	2½
	8.5
	
	13.3
	
	119
	
	80
	

	3
	10.0
	
	15.3
	
	161
	
	100
	

	4
	10.0
	
	15.3
	
	161
	
	100
	

	5
	11.0
	
	16.7
	
	180
	
	100
	


Table 10: The Dimensions for Reusable Silicone Laryngeal Mask Device Mask

	Size
	Mask length
	Tolerance
	Mask width
	Tolerance

	1
	44.5
	±3.0
	23.8
	±3.0

	1½
	53.0
	
	29
	

	2
	61.8
	±4.0
	34.2
	

	2½
	73.6
	±5.0
	41.7
	

	3
	86.8
	
	49.4
	

	4
	95.2
	
	54.3
	

	5
	106.5
	
	60.8
	±4.0


Table 11: The Dimensions of Reusable Reinforced Silicone Laryngeal Mask Device Airway Tube
	Size
	I.D., mm
	Tolerance,

mm
	O.D. ,mm
	Tolerance,

mm
	Length, mm
	Tolerance,

mm

	1
	5.5
	±0.3
	8.7
	±0.3
	170
	±6

	1½
	5.5
	
	8.7
	
	170
	

	2
	6.5
	
	9.7
	
	175
	

	2½
	6.5
	
	9.7
	
	175
	

	3
	7.2
	
	11.2
	
	196
	

	4
	7.2
	
	11.2
	
	196
	

	5
	8.3
	
	12.7
	
	225
	


Table 12: The Dimensions for Reusable Reinforced Silicone Laryngeal Mask Device Mask

	Size
	Mask length,

mm
	Tolerance,

mm
	Mask width,

mm
	Tolerance,

mm

	1
	44.5
	±3.0
	23.8
	±3.0

	1½
	53.0
	
	29
	

	2
	61.8
	±4.0
	34.2
	

	2½
	73.6
	±5.0
	41.7
	

	3
	86.8
	
	49.4
	

	4
	95.2
	
	54.3
	

	5
	106.5
	
	60.8
	±4.0


4.2.2 Physical tests
Physical tests are performed to the Disposable Silicone Laryngeal Mask Device in accordance with ISO11712:2009.
4.3 Chemical & Biological requirements
The Disposable Silicone Laryngeal Mask Device is sterilized by ETO in accordance with ENISO11135, the index of the biological compatibility conforms to ENISO10993-1 .

	Sequence #
	Biocompatibility tests performed
	Results

	1
	Cytotoxicity
	Comply with ENISO10993-5

	2
	Sensitization
	Comply with  ISO10993-10

	3
	Intracutaneous reactivity
	Comply with  ISO10993-10

	4
	EO residue
	Comply with ENISO10993-7
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