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Instruction For Use

ResGuard REUSABLE LARYNGEAL MASK AIRWAY SILICONE

Type:
Reusable Silicone Laryngeal Mask Airway

DESCRIPTION

The Laryngeal Mask Airway is a type of supraglottic airway
device that provides an alternative to endotracheal

intubation and standard mask anaesthesia in general
anaesthesia. Itisinserted into the hypopharynxtoforma

seal around the larynx to allow spontaneous or positive
pressure ventilation without the need for intubating the larynx.

Laryngeal Mask Airway is used in anesthesiaand in
emergency medicine for airway management. It consists of

atube with aninflatable cuff thatis inserted into the pharynx.

It causes less pain or coughing than Endotracheal Tubes, and
ismuch easier toinsert.

The Reusable Silicone Laryngeal Mask Airway is
recommended to be used a maximum of 40 times before
being discarded.

The product can be used on neonate, infant, pediatric, adult
patients.

Figure 1. Reusable Silicone Laryngeal Mask Airway

Distance from connector | Maximum outer diameter X
Pressure . . . ) Applicable
) Capacity machine end to the of device passing the . .
Size drop ) ) Patient Weight
ml ventilator opening, L Laryngeal Mask
cmH,0 kg
mm mm
1# 5 4 98 3.35 <5
1.5# 2 6 110 3.35 5-10
2# 3 8 131 4.75 10-20
2.5# 2 12 139 6.05 20-30
3# 3 19 181 6.75 30-50
4# 3 19 181 6.75 50-70
5# 2 25 200 7.35 70-100
6# 2 25 200 7.35 >100

FEATURES
e Suitable for pharynx anatomy structure and can provide
good seal.

® Soft cuff for easy insertion
® Various size available
® Reusable device

INTENDED USE / INDICATIONS

Laryngeal Mask Airway is designed to sitin the hypopharynx
covering the supraglottic structures, and is indicated to
maintain upper airway patency and facilitate positive
pressure ventilation.

CONTRAINDICATIONS

e Patients who cannot open mouth or have complete upper
airway obstruction are not recommended to use the
Laryngeal Mask.

Do not substitute Laryngeal Mask for an Endotracheal
Tube due to the potential risk of aspiration and
regurgitation.

Laryngeal Mask cannot use on morbidly obese patients,
patients who have not adequate fasting times, patients
who are 14 weeks pregnant or more, patients who have
acute or thoracicinjuries.

Laryngeal Mask cannot use on patients who have
pulmonary compliance problems, such as fibrosis of the
lungs and whose peak inspiratory airway pressures are
expected to exceed 20 cm H?0.
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ADVERSE REACTIONS

® Aspiration pneumonia
® Airway obstruction
® Laryngospasm

® Sorethroat

DIRECTIONS FOR USE

Dryness of the throat and/or mucosa
Laryngeal nerve injury and vocal cord paralysis

Adiminished sense of taste

Side effects due toimproper placement vary based on the
nature of the placement.

Test cuff by inflation prior to use.

Deflate cuff completely before intubation.

The indexfingeris placed at the junction of the cuff and
the tube.

With the head extended and the neck flexed, carefully
flatten the Laryngeal Mask Airway tip against the hard
palate.

To facilitate Laryngeal Mask Airway introduction into the

oral cavity, gently press the middle finger down on the jaw.

Theindex finger pushes the Laryngeal Mask Airway in a
cranial direction following the contours of the hard and
soft palates.

Maintaining pressure with the finger on the tube in the
cranial direction, advance the mask until definite
resistance is felt at the base of the hypopharynx. Note the
flexion of the wrist.

Inflate the cuff with enough air to obtain an Airway
Pressure at 18-20 cmH’0. Do not exceed the maximum
volume recommended for the cuff.

Finally, secure the tube. Suggestinserting a bite block.
And then connect to the ventilation equipment.

Gently maintain cranial pressure with the non-dominant
hand while removing theindex finger.

Inflation without holding the tube and allows the mask
toseal itself optimally.

The device placement should be confirmed again if the
patient's body positionis changed.
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CLEANING GUIDE
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Dispose of product and packaging in accordance with
hospital administrative and/or local government policy.

Be care for therisk of inflammable if use any laser device.

Itisrecommended that the Reusable Silicone Laryngeal
Mask Airway can be used maximum of 40 times.

Steam autoclaving is the only recommended method to

re-sterilize the Reusable Silicone Laryngeal Mask Airway.

STORAGE CONDITIONS

® Suggest maximum cuff pressure 60 cm H’O

e Diffusion of nitrous oxide (N2 0) mixture, oxygen orair
from a surrounding gas mixture may eitherincrease or
decrease cuff volume and pressure.

® Any serious incident that has occurredin relation to the
device should be reported to the manufacturer and the
local competent authority of the user's place.

® Storeinadark, coolanddry place.

® Protect product from moisture and excessive heat.

® Avoid prolonged exposure to ultraviolet, sunlight and
fluorescentlight.

® Storein manner preventing crushing.

MEANING OF SYMBOLS ON PACKAGE

Date of

manufacture Use-by date LOT Batch code

Sterilized Consult Do not use

STERILE E using ethylene instructions if package
oxide for use is damaged

Medical Device

Manufacturer

? Keep dry

® Wash the tube with soap, distilled water or NaHCO? (saleratus).

® Brush gently the airway tube.
® Make sure tubeisdry.
® Deflate all the air from the tube before steam autoclave.

® Steam autoclave 4-6 minutes at 132°C-135°C.

WARNINGS / PRECAUTIONS

Single sterile
barrier system

i E &=

49°C
Catalogue number Temperature limits:
-15°C -15°C~49°C

® Read all warnings and instructions before use. Improper
use can resultin serious or fatalillness orinjury.

® This device can only be used by trained professionals.

® Do not useifthe sterile packaging is damaged or
unintentionally opened before use.

® Donotuseifit'sdamaged orirregularly shaped.
® Do not use after the expiry date.

® Not compatible with MRI

If moisture or water is noticed in the inlet of the valve. Use
atowel to remove excess moisture.

Ensure that both the valve and the syringe used to deflate
the cuffaredry.

Any air or moisture left in the cuff will expand in the high
temperature and low pressure environment of the
autoclave, causing irreparable damage to the cuffand/or
inflation pilot balloon.

When applying lubricant, prevent blocking the airway

WELL LEAD MEDICAL CO., LTD.
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Instruction For Use

ResAid DISPOSABLE LARYNGEAL MASK AIRWAY PVC/SILICONE

Type:
Disposable PVC Laryngeal Mask Airway
Disposable Silicone Laryngeal Mask Airway

DESCRIPTION
The Laryngeal Mask Airway is a type of supraglottic airway
device that provides an alternative to endotracheal

intubation and standard mask anaesthesia in general
anaesthesia. Itisinserted into the hypopharynxtoforma

seal around the larynx to allow spontaneous or positive
pressure ventilation without the need for intubating the
larynx.

Laryngeal Mask Airway is used in anesthesiaand in
emergency medicine for airway management. It consists of
atube with aninflatable cuff thatis inserted into the
pharynx. It causes less pain or coughing than Endotracheal
Tubes, and is much easier to insert.

The product can be used on neonate, infant, pediatric,
adult patients.

Figure 1. Disposable PVC Laryngeal Mask Airway
L

Pressure Distance from connector | Maximum outer diameter | Applicable
Size dro Capacity machine end to the of device passing the Patient
P ml ventilator opening, L Laryngeal Mask Weight
cmH20
mm mm kg
1# 2 4 106 3.35 <5
1.5# 4 6 118 3.35 5-10
2# 3 8 141 4.05 10-20
2.5# 1 14 150 4.75 20-30
3# 3 20 197 6.75 30-50
4# 3 20 197 6.75 50-70
5# 2 28 216 6.75 70-100
Figure 2. Disposable Silicone Laryngeal Mask Airway
L
Distance from connector | Maximum outer diameter .
Pressure ) . ) . Applicable
i Capacity machine end to the of device passing the A ) Color
Size drop . . Patient Weight
ml ventilator opening, L Laryngeal Mask Code
cmH20 kg
mm mm
1# 5 4 98 3.35 <5 Purple
1.5# 2 6 110 3.35 5-10 Orange
2# 3 8 131 4.75 10-20 Blue
2.5# 2 12 139 6.05 20-30 White
3# 3 19 181 6.75 30-50 Green
4# 3 19 181 6.75 50-70 Yellow
5# 2 25 200 7.35 70-100 Red
6# 2 25 200 7.35 >100 Bluish violet
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FEATURES

e Suitable for pharynx anatomy structure and can provide
good seal.

® Soft cuff for easy insertion

® Various size available

INTENDED USE / INDICATIONS

Laryngeal Mask Airway is designed to sit in the hypopharynx
covering the supraglottic structures, and is indicated to
maintain upper airway patency and facilitate positive

® Laryngeal nerveinjury and vocal cord paralysis
e Adiminished sense of taste

e Side effects due toimproper placement vary based on
the nature of the placement.

DIRECTIONS FOR USE
e Test cuff by inflation prior to use.
o Deflate cuff completely before intubation.

e Theindexfingeris placed atthe junction of the cuff and
the tube.

pressure ventilation. e With the head extended and the neck flexed, carefully
flatten the Laryngeal Mask Airway tip against the hard
CONTRAINDICATIONS FT’a'fate_'l_ ) | Mask Airwey introduction
L]
e Patients who cannot open mouth or have complete ofacl |tate' aryngeaiMas |rwe!y|ntro uctioninto
. ; the oral cavity, gently press the middle finger down on
upper airway obstruction are not recommended to use the jaw
the Laryngeal Mask. y . .
yng . e Theindexfinger pushesthe Laryngeal Mask Airway in a
® Do notsubstitute Laryngeal Mask for an Endotracheal S . .
e R cranial direction following the contours of the hard and
Tube due to the potential risk of aspiration and soft palates
regurgitation. oM ‘pt' ing iththefi the tubeinth
e Laryngeal Mask cannot use on morbidly obese patients, aintaining pressure wi € ningeron the tube in the
d . ; . cranial direction, advance the mask until definite
patients who have not adequate fasting times, patients . -
. resistance is felt at the base of the hypopharynx. Note
who are 14 weeks pregnant or more, patients who have . .
LT the flexion of the wrist.
acute or thoracicinjuries. R . . .
. e [nflate the cuff with enough air to obtain an Airway
e Laryngeal Mask cannot use on patients who have Pressure at 18-20 cmH20. Do not exceed the maximum
pulmonary compliance problems, such as fibrosis of the volume recommended for the cuff.
Iungsan((j:lwhosepj;l(()lnspklirzaéoryalrwaypressuresare e Finally, secure the tube. Suggestinserting a bite block.
expectedto excee cm : And then connect to the ventilation equipment.
® Gently maintain cranial pressure with the non-dominant
ADVERSE REACTIONS hand while removing the index finger.
® Aspiration pneumonia e Inflation without holding the tube and allows the mask
e Airway obstruction toseal itself optimally.
e Laryngospasm e Thedevice placement should be confirmed again if the
® Sorethroat patient's body positionis changed.
® Drynessof the throatand/or mucosa
1 4 6
\
¥
)
WARNINGS / PRECAUTIONS
e Read all warnings and instructions before use. Improper e Be care fortherisk ofinflammable if use any laser device.
use canresultin serious or fatalillness orinjury. ® Examine the Laryngeal Mask to make sure that the device
e Thisdevice canonly be used by trained professionals. isintactand without leakage.
e Donotuseifthe sterile packaging is damaged or e DEHPisan|ARC-identified Group 2B carcinogen.This

unintentionally opened before use.

Do notuseifit'sdamaged orirregularly shaped.

Do not use after the expiry date.

Forsingle use only.

Not compatible with MRI.

When applying lubricant, prevent blocking the airway.
Suggest maximum cuff pressure 60 cm H20.

Diffusion of nitrous oxide (N20) mixture, oxygen or air
from a surrounding gas mixture may eitherincrease or
decrease cuff volume and pressure.

chemical may cause developmental toxicity, male
reproductive toxicity and chronic hepatoxicity. When
used as indicated, very limited exposure to trace
amounts of DEHP may occur.There is no clear clinical
evidence that this degree of exposure increased clinical
risk. However, in order to minimize risk, children,
pregnant women, breastfeeding women should be
cautious to use the product with DEHP.

® Anyseriousincident that has occurredinrelation to the
device should be reported to the manufacturer and the
local competent authority of the user's place.
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® Donotreuse, reprocess or re-sterilize. Reuse,
reprocessing or re-sterilization may compromise the
structural integrity of the device and/or lead to device
failure which, in turn, may resultininjury, illness or
death of the patient. Reuse, reprocessing or
re-sterilization may also create a risk of contamination
of the device and/or cause patientinfection or
cross-infection, including, but not limited to, the
transmission of infectious disease(s) from one patient
to another. Contamination of the device may lead to
injury, illness or death of the patient.

Dispose of product and packaging in accordance with
hospital administrative and/or local government policy.

® Do not expose to temperatures above 49°C.

STORAGE CONDITIONS

e Storeinadark, coolanddry place.

® Protect product from moisture and excessive heat.

e Avoid exposure to ultraviolet, sunlight and fluorescent
light.

® Storein manner preventing crushing.

MEANING OF SYMBOLS ON PACKAGE

Date of
manufacture Use-by date LOT Batch code
Consult Do not use
Do not re-use instructions if package
for use is damaged
Sterilized Single sterile
STERILE usm% :itcl;:lene Do not resterilize Q barrier system

Medical Device

Manufacturer ? Keep dry

Contains or
presence of phthalate
DEHP (if applicable)
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Catalogue number

49°C
Temperature limits:
s -15°C~49°C
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ResFlow DISPOSABLE LARYNGEAL MASK AIRWAY pvc/siLICONE

Type:
ResFlow Laryngeal Mask Airway

DESCRIPTION

ResFlow Laryngeal Mask Airway is an innovative supraglottic
airway management Airway. The highlight of ResFlow
Laryngeal Mask Airway is the channel (drain tube) opening
atthe upperesophageal sphincter to permit drainage of
gastric secretions and access to the alimentary tract. The

Bite block

Drain tube hole

tubeis alsointended to preventinadvertent gastric
insufflation.

ResFlow Laryngeal Mask Airway has four main components:
mask, inflation line with pilot balloon, airway tube and drain
tube. Astyletis preloaded into the Laryngeal Mask Airway.

External gastric tube
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CONTRAINDICATIONS

e  Patients who have not fasted.

® laryngeal Mask cannot use on morbidly obese patients,
patients who have not adequate fasting times, patients
who are 14 weeks pregnant or more, patients with
multiple or massive injury, acute abdominal or thoracic
injury, any condition associated with delayed gastric
emptying, or using opiate medication prior to fasting.

ADVERSE REACTIONS

Patients with fixed decreased pulmonary compliance,
such as patients with pulmonary fibrosis. The device will
form alow pressure seal around the larynx.

Patients where the peak airway inspiratory pressures are
anticipated to exceed 30 cmH,0 when using Laryngeal
Mask Airway.

e Aspiration pneumonia
e Airway obstruction

e Laryngospasm

® Sorethroat

DIRECTIONS FOR USE

Dryness of the throat and/or mucosa

Laryngeal nerve injury and vocal cord paralysis
Adiminished sense of taste

Side effects due to improper placement vary based on
the nature of the placement.

e Choose suitable size according to the patient situation.

e Checkthe model and size on the product label to make
sure the proper model and size is used.

e Examine the ResFlow Laryngeal Mask before use to make
sure that the device and the packaging is not damaged
orwithout leaking.

® Lubricate the posterior surface of the mask and airway
tube just priortoinsertion.

e The indexfingeris placed at the junction of the cuff and
the tube.

e With the head extended and the neck flexed, carefully
flatten the Laryngeal Mask Airway tip against the hard
palate.

e Tofacilitate Laryngeal Mask Airway introduction into
the oral cavity, gently press the middle finger down on
the jaw.

Theindex finger pushes the Laryngeal Mask Airway in a
cranial direction following the contours of the hard and
soft palates.

Maintaining pressure with the finger on the tube in the
cranial direction, advance the mask until definite
resistance is felt at the base of the hypopharynx. Note
the flexion of the wrist. Remove the stylet.

Inflate the cuff with enough air to obtain an airway at
18-20 cmH,0. Do not exceed the maximum volume
recommended for the cuff.

Finally, secure the tube and connect the tube to the
ventilation equipment.

The device placement should be confirmed again if the
patient's body positionis changed.

The gastric tube should be well-lubricated and passed
slowly and carefully. When such tubes are used in
conjunction with the ResFlow, itisimportant to avoid the
potential for trauma associated with excessive tube
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WARNINGS / PRECAUTIONS

e Readall warnings and instructions before use. Improper
use canresultin serious or fatal illness orinjury.

e Thisdevice canonly be used by trained professionals.

e Do notuseif the sterile packaging is damaged or

unintentionally opened before use.

Do notuseifit'sdamaged orirregularly shaped.

Do not use after the expiry date.

Not compatible with MRI.

When applying lubricant, prevent blocking the airway.

Suggest maximum cuff pressure 60 cm H,0.

STORAGE CONDITIONS

Diffusion of nitrous oxide (N,0) mixture, oxygen or air
from a surrounding gas mixture may eitherincrease or
decrease cuff volume and pressure.

Dispose of product and packaging in accordance with
hospital administrative and/or local government policy.
Be care for therisk of inflammable if use any laser device.
Do not pass a gastric tube through the drain tube if
thereis gas leaking through the drain tube and in the
presence of known or suspected esophageal pathology

ordamage.
Any serious incident that has occurred in relation to the

device should be reported to the manufacturerand the
local competent authority of the user's place.

e Storeinadark, cooland dry place.
® Protect product from moisture and excessive heat.

Avoid prolonged exposure to ultraviolet, sunlight and
fluorescent light.
Storein manner preventing crushing.

MEANING OF SYMBOLS ON PACKAGE

Date of
manufacture

Use-by date LOT

Batch code

Do not re-use EIE

Consult Do not use
instructions if package
for use is damaged

rigidity. Sterilized Single sterile
STERILE i !% ili !
Tyoe Applicable Largest size of Color - usm%:it:zlene % Do not resterilize barrier system
Size 1% 2 2% 3 4 5 » Patient Weight | placed draintube | Code
112 5-10KG 10Fr Purple ;
Max. airway tube pressure drop, cmH20 15 20 4 6 6 5 2 10-20KG 10Fr Blue ey Keen d
- - 2" 20-30KG 14Fr White Medical Device Manufacturer eep dry
Max. airway tube capacity, ml/cc 8 10 13 18 18 23 3 30-50KG 16Fr Green
Max. Stomach Tube size, Fr 10 10 14 16 16 18 4 50-70KG T6Fr Yellow
: 5 70-100KG 18Fr Red
Airway tube length L3, mm 90 90 110 | 125 125 125 Ao -
. " - - 12234567 8 9 Catalogue number Temperature limits:
Maximum outer diameter of device passing the s -15°C~49°C
Laryngeal Mask 266 | 3.35 | 5.35 | 6.05 6.05 6.75
mm

WELL LEAD MEDICAL CO., LTD.
Address: C-4 Jinhu Industrial Estate, Hualong, 511434 Panyu, Guangzhou, PEOPLE'S REPUBLIC OF CHINA

E 85 | ®L

FEATURES
e Thedrainage tube can prevent aspiration of
gastric content reflux.

INTENDED USE / INDICATIONS

Laryngeal Mask Airway is designed to sitin the
hypopharynx covering the supraglottic
structures, and is indicated to maintain upper
airway patency and facilitate positive pressure
ventilation.

® Made from 100% silicone.
® Soft cuff for easy insertion.
® Various size available

1 esophagus, 2 trachea, 3 vocal cord/folds, 4 thyroid cartilage,
5laryngealinlet, 6 epiglottis, 7 hyoid bone, 8 tongue, 9 incisors
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