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PASSY-MUIR™ TRACHEOSTOMY & VENTILATOR SWALLOWING AND SPEAKING VALVES

CONTENTS: This package contains one of the following Passy-Muir Tracheostomy & Ventilator
Swallowing and Speaking Valves (PMVs): PMV™ 005 (white), PMV 007 (Aqua Color™), PMV
2000 (clear), or PMV 2001 (Purple Color™); Instruction Booklet and Warning Labels for use
on the trach tube pilot balloon and a storage container. A PMV Secure-It" is also included in
the PMV 2000 (clear) and PMV 2001 (Purple Color) packaging. The PMV 005 (white), PMV
007 (Aqua Color), PMV 2000 (clear) and PMV 2001 (Purple Color) contain no latex. Contents
are non-sterile.

READ ALL WARNINGS, CAUTIONS AND INSTRUCTIONS CAREFULLY PRIORTO USE
INSTRUCTIONS FOR USE

The following instructions are applicable to the PMV 005 (white), PMV 007 (Aqua Color),
PMV 2000 (clear) and PMV 2001 (Purple Color) unless otherwise indicated. See additional
instructions on ventilator application of the PMVs.

INSTRUCTIONS FOR USE OF THE PASSY-MUIR TRACHEOSTOMY & VENTILATOR
SWALLOWING AND SPEAKING VALVES SHOULD BE POSTED AND PROVIDED TO THE
PATIENT AND ALL PERSONNEL INSTRUCTED IN TRACHEOSTOMY CARE.

A CAUTION: Federal Law (USA) restricts this device to sale by or on the order of a physician.
Store in cool, dry place.

WARNING: SINGLE PATIENT USE ONLY. THIS DEVICE IS NOT DESIGNED, SOLD,
OR INTENDED FOR USES EXCEPT AS INDICATED.

WARNING: PATIENTS USING THE PMV MUST BE OBSERVED AND/OR MONITORED
PER PHYSICIAN DIRECTION.

WARNING: DO NOT USE THE DEVICE IF DAMAGED OR ALTERED AS THIS MAY
LEAD TO AIRWAY OBSTRUCTION.

AWARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY DEFLATED
BEFORE PLACING THE PMV. PATIENT WILL BE UNABLE TO BREATHE IF CUFF
IS NOT COMPLETELY DEFLATED. DO NOT USE WITH FOAM FILLED CUFFED
TRACHEOSTOMY TUBE. OBSERVE PATIENT WITH PMV IN PLACE TO ASSURE
PATIENT HAS ADEQUATE AIRWAY.

A WARNING: DONOT USE WITH SEVERE AIRWAY OBSTRUCTIONS SUCH AS TRACHEAL
AND/OR LARYNGEAL STENOSIS. CAUTION SHOULD BE USED WITH END STAGE
PULMONARY DISEASE. DO NOT USE WITH PATIENTS WHO HAVE UNMANAGEABLE
PULMONARY SECRETIONS. NOT A DEVICE FOR LARYNGECTOMIZED PATIENTS. DO
NOT USE WITH ENDOTRACHEAL TUBES. DO NOT USE WHILE SLEEPING.

AWARNING: USE CAUTION WHEN USING A PMV WITH A HEAT MOISTURE
EXCHANGER (HME) DEVICE OR HYGROSCOPIC CONDENSER HUMIDIFIER (HCH).
THESE DEVICES OBTAIN HUMIDITY FROM THE EXHALED BREATH OF A PATIENT.
WITH THE PMV IN PLACE, AIR IS NOT EXHALED VIA THE TRACHEOSTOMY TUBE
AND THIS MAY AFFECT THE PERFORMANCE OF THE HME OR HCH. ADDITIONAL
HUMIDIFICATION MAY BE NEEDED.

A CAUTION: When using a PMV 005 (white) with a tracheostomy tube that has a disposable
inner cannula with grasp ring, the inner cannula may need to be removed prior to PMV
placement if the grasp ring extends beyond the 15mm hub of the tracheostomy tube.
Failure to remove the inner cannula prior to use may obstruct opening movement of the
PMV 005 (white) diaphragm.

CAUTION: Remove PMV prior to delivery of medicated nebulizer treatments. If the
PMV is inadvertently used during a medicated nebulizer treatment it should be removed
immediately and rinsed thoroughly to remove medication residue as some medications
may adversely affect the PMV diaphragm.
INTENDED USE
PMV 005, PMV 007, PMV 2000, PMV 2001 are intended for use in providing vocalization
without finger occlusion for both short-term and long-term tracheostomized patients as well
as vocalization for ventilator dependent patients. It is appropriate for neonatal, pediatric and
adult patients and is ideal for use in decannulation as an assessment device for physicians
as well as providing the patient comfort and confidence in upper airway usage.

DESCRIPTION

The Passy-Muir Tracheostomy & Ventilator Swallowing and Speaking Valves (PMVs) are
designed to eliminate the necessity of finger occlusion for the patient with a tracheostomy
tube while allowing the patient full-power, uninterrupted speech.
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The PMVs are light weight, one-way closed position “no leak” valves that attach to the universal
15mm hub of adult, pediatric and neonatal tracheostomy tubes including the following:
fenestrated, non-fenestrated, cuffless, metal, and air-filled cuffed (with cuff completely deflated).
Unlike open position one-way speaking valves, the closed position “no leak” PMVs maintain
a bias closed position except during inspiration. When the patient inhales, the PMV™ opens
allowing air to enter the tracheostomy tube and the lungs. At the end of inspiration the PMV
closes and remains closed throughout exhalation, without leakage. During exhalation, air is
redirected around the tracheostomy tube and up through the larynx and pharynx, enabling
speech as the air passes through the vocal cords and through the oral and nasal cavities.

The patented closed position “no leak” design creates a column of air within the tracheostomy
tube that inhibits secretions from entering the tube and occluding the PMV. The bias closed
position of the PMV restores the patient to a more normal closed respiratory system. This
results in the restoration of positive subglottic pressure that facilitates a better swallow, may
reduce aspiration and facilitates a stronger, more effective cough that allows the patient to
expectorate secretions orally.

The PMVs are intended for use by both short-term and long-term adult, pediatric and neonatal
tracheostomized and/or ventilator dependent patients. The intended users are healthcare
professionals trained in the care of patients with a tracheostomy, including physicians, nurses,
speech-language pathologists, physiotherapists, and respiratory therapists, as well as patients
and caregivers under the supervision of a healthcare professional.

All Other Speaking Valves PMV™ Closed Position “No Leak” Design

Open Position Speaking Valves Have | (1) PMVs Close Completely At End Of Inhalation With No Air Leak, Thereby Providing

Air Leak During Exhalation And Do Not | A Closed Respiratory System And More Normal Breathing Pattern. (2) Closed Position

; f “No Leak” Design Maintains A Column Of Air In Tracheostomy Tube Redirecting Airflow
Provide A Closed Respiratory System And Secretions Up The Trachea (Airway) And Out Of The Mouth And/Or Nose.

BENEFITS

The PMVs were developed to allow tracheostomized and ventilator dependent patients to
speak more normally. However, research has validated additional significant benefits with
use of the PMV:

¢ Closed Position “No Leak” Design
Restores a Closed Respiratory System

¢ Improves Speech Production

e Improves Swallowing and May
Reduce Aspiration

* Facilitates Secretion Management

e Facilitates Weaning

* Expedites Decannulation
* Improves Olfaction

* Promotes Better Hygiene
* Ventilator Application

* Closed Position “No Leak” Design: Restores a more normal closed respiratory system
which allows the patient to create positive airway pressure without the need for manual
occlusion of the tracheostomy tube.

e Speech: Tracheostomized and ventilator dependent patients can produce clearer speech
with more normal phrasing, better vocal quality and increased volume. This allows for normal
development of speech and language in children.

* Swallowing: Use of the PMV can improve the safety and efficiency of swallowing and may
reduce aspiration. A closed position valve restores the patient to a more normal closed
system which facilitates increased pharyngeal/laryngeal sensation and restores positive
subglottic air pressure.
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A WARNING: ALTHOUGH PMV™USE CAN IMPROVE SWALLOWING AND MAY REDUCE
ASPIRATION IN SOME PATIENTS, THE PRESENCE AND/OR RISK OF ASPIRATION
SHOULD BE EVALUATED CAREFULLY WITH EACH PATIENT TO DETERMINE
APPROPRIATE USAGE OF PMV IN ADDRESSING SWALLOWING FUNCTION.

* Secretion Management: The closed position “no leak” design of the PMV facilitates secretion
management as it re-establishes a “closed system” that enables the patient to produce a
stronger, more effective cough and improves swallowing due to restored positive subglottic
pressure. It also facilitates evaporation of oral secretions due to redirection of air through
the upper airway during exhalation. As a result, suctioning needs may be reduced.

A WARNING: PATIENTS WITH THICK UNMANAGEABLE SECRETIONS THAT MAY CAUSE
AIRWAY OBSTRUCTION SHOULD BE CAREFULLY EVALUATED FOR USE OF THE PMV.

¢ Weaning: The PMV can be used as an augmentative tool for weaning patients from
mechanical ventilation. The closed position “no leak” design re-establishes a more normal
closed respiratory system which restores physiologic PEEP, which can improve oxygenation.
As the patient becomes accustomed to exhaling through the upper airway, patient confidence
is improved and respiratory muscle retraining is facilitated.

¢ Decannulation: The PMV can be used as an alternative to tracheal tube plugging for patients
who cannot tolerate plugging due to physiologic or emotional reasons. If a patient is tolerating
plugging for only short periods of time, the PMV can be used in the interim (between plugging
trials) as a step to assist the patient’s transition from an open tracheostomy tube to tracheal
plugging. The PMV assists in the tracheostomy decannulation process by allowing the patient
to begin to adjust to a more normal breathing pattern through the upper airway on exhalation.
This allows the patient to gain confidence and the physician to assess for airway patency.

¢ Olfaction: The PMV can improve the sense of smell by re-establishing airflow through the
oral/nasal cavities during exhalation. This improved sense of smell may lead to an increase
in sense of taste, appetite and caloric intake.

* Hygiene: The PMV facilitates improved tracheal hygiene. This is due to the elimination of the
need for manual/finger occlusion of the tracheostomy tube which can lead to infections. The
PMV also acts as a filter to prevent particulates from entering the trachea. Secretions are
redirected through the upper airway allowing oral expectoration and reducing contamination
of the environment.

¢ Ventilator Use: The PMV 005 (white), PMV 007 (Aqua Color™), PMV 2000 (clear) and
PMV 2001 (Purple Color™) can be used interchangeably, with use of appropriate ventilator
tubing, on or off the ventilator with adult, pediatric and neonatal patients.

INDICATIONS FOR USE

Awake and alert tracheostomized (ventilator or non-ventilator dependent) adult,
pediatric and neonatal patients should be considered candidates for the PMV unless
contraindications are noted. During exhalation, air passage must be sufficient around
the tracheostomy tube and through the upper airway. The PMV is intended only for
single patient use.

INDICATIONS FOR USE CAN INCLUDE BUT ARE NOT LIMITED TO THE FOLLOWING:

¢ Ventilator Dependency
* Quadriplegia e Head Trauma

* Chronic Obstructive Pulmonary Disease ¢ Mild Tracheomalacia
¢ Mild Tracheal and/or Laryngeal Stenosis

» Bilateral Vocal Cord Paralysis without significant airway obstruction

* Non-Obstructive Laryngeal Tumors (can include patients who have vocal cord function
following surgical resection of the tumor)

* Sleep Apnea patients who are tracheostomized as an alternative to plugging when awake
* Patients who emotionally or physically are unable to tolerate tracheal plugging

¢ Neuromuscular Disease

CONTRAINDICATIONS

* Unconscious and/or Comatose Patients

¢ Inflated Tracheostomy Tube Cuff

* Foam Filled Cuffed Tracheostomy Tube

» Severe Airway Obstruction Which May Prevent Sufficient Exhalation
* Thick and Copious Secretions

» Severely Reduced Lung Elasticity That May Cause Air Trapping

* Gross Aspiration

* This device is not intended for use with endotracheal tubes

INSTRUCTIONS FOR USE OF PASSY-MUIR™ TRACHEOSTOMY
& VENTILATOR SWALLOWING AND SPEAKING VALVES

These guidelines should be used in conjunction with physician direction:

FOR TRACHEOSTOMIZED NON-VENTILATOR DEPENDENT PATIENTS, THE PMV™
MAY BE PLACED 48 TO 72 HOURS AFTER THE TRACHEOTOMY IS PERFORMED IF
THE PATIENT’S TRACHEAL EDEMA AND/OR SECRETIONS FROM THE SURGICAL
PROCEDURE HAVE DECREASED.

FOR VENTILATOR DEPENDENT PATIENTS SEE VENTILATOR APPLICATION
INSTRUCTIONS.

IF THE TRACHEOSTOMY TUBE HAS BEEN CHANGED, PMV PLACEMENT MAY
NEED TO BE DELAYED 48-72 HOURS AS THIS PROCEDURE MAY HAVE INDUCED
TRACHEAL SWELLING AND/OR BRONCHOSPASM.

IT IS RECOMMENDED THAT UNIVERSAL PRECAUTIONS BE FOLLOWED.

PRE-PLACEMENT ASSESSMENT GUIDELINES FOR PASSY-MUIR
TRACHEOSTOMY & VENTILATOR SWALLOWING AND SPEAKING VALVES

1. Cognitive Status: Patient must be awake, responsive and attempting to communicate.
The PMV should not be used while the patient is sleeping.

2. Medical/Pulmonary Status: Patient must have the appropriate lung mechanics necessary
to exhale around the tracheostomy tube and out of the nasal and oral cavities. Patient
assessment should include but is not limited to:

vital signs

oxygen saturation

patient reaction

work of breathing

airway patency

breath sounds

proper positioning of patient and tracheostomy tube
patient psychological and motivational issues

3. Ability to Tolerate Cuff Deflation: Cuff deflation is mandatory with the PMV to allow
exhaled air to pass around the tracheostomy tube and through the oronasopharynx. If
it is determined that the patient cannot tolerate cuff deflation initially (i.e., due to risk of
gross aspiration or need for intensive critical control of mechanical ventilation), the patient
should be reassessed for cuff deflation as changes in his/her medical condition occur.

4. Secretion Management: Use of the PMV can facilitate movement and oral expectoration
of secretions by the patient. Overabundance, viscosity and/or on-going infection affect
secretion manageability. Ability to manage increased and/or different viscosities of
secretions will vary with each patient. PMV use may need to be limited or deferred
temporarily until secretions become manageable.

A WARNING: PATIENTS WITH THICK UNMANAGEABLE SECRETIONS THAT MAY CAUSE
AIRWAY OBSTRUCTION SHOULD BE CAREFULLY EVALUATED FOR USE OF THE PMV.



Swallowing: The patient’s risk for aspiration should be evaluated as this can influence the
amount, thickness and manageability of secretions. Presence of gross aspiration can play
an important role in determining a patient’s appropriateness for cuff deflation and PMV™
use. The safety and efficiency of the swallowing process can be negatively affected by
the presence of a tracheostomy tube. While some tracheostomized individuals exhibit no
swallowing difficulties, many will experience dysphagia and aspiration even though their
primary diagnosis would not typically indicate swallowing problems. Use of the PMV can
improve the safety and efficiency of swallowing and may reduce aspiration. The closed
position “no leak” design of the PMV restores the patient to a more normal closed system
which improves swallowing as it facilitates increased pharyngeal/laryngeal sensation and
restores positive subglottic air pressure.

A WARNING: ALTHOUGH PMV USE CAN IMPROVE SWALLOWING AND MAY REDUCE

ASPIRATION IN SOME PATIENTS, THE PRESENCE AND/OR RISK OF ASPIRATION
SHOULD BE EVALUATED CAREFULLY WITH EACH PATIENT TO DETERMINE
APPROPRIATE USE OF THE PMV IN ADDRESSING SWALLOWING FUNCTION.

Airway Patency: The patient must be able to exhale efficiently around the tracheostomy
tube, up through the larynx and pharynx and out the nasal and oral cavities in order to
wear the PMV.

a. Checkdiagnosis to ensure that there are no known airway obstructions (e.g., tumors,
stenosis, granulation tissue).

b.  Tracheostomy tube size plays an important role in the patient’s ability to exhale
efficiently. The tracheostomy tube should be sized to allow for sufficient airflow
around the tracheostomy tube to facilitate speech and use of the PMV. The cuff on
a tracheostomy tube can also create an obstruction even when deflated and should
be taken into consideration during airway patency assessment. The patient with a
cuffed tracheostomy tube should be evaluated for a cuffless tracheostomy tube if
medically appropriate to eliminate the need for cuff deflation with use of the PMV.

c. Bedside assessment of airway patency.

1. Deflate tracheostomy tube cuff completely, if present. 2. Instruct the patient to
inhale through the tracheostomy tube. 3. Manually occlude the tracheostomy tube
with a gloved finger as you instruct the patient to exhale through the mouth and nose
to ensure adequate exhalation. This may be observed by having the patient blow on
a tissue, mirror, feather, etc. Encourage the patient to vocalize (e.g., say “Ah”, count,
etc.) to determine presence and quality of voicing. Although some patients may be able
to exhale adequately, they may not be able to vocalize initially and may require voice
assessment and/or retraining. 4. Some patients may require repeated attempts of steps
1-3 to become accustomed to exhaling through the upper airway. Upon determination
that the patient is able to exhale and/or voice adequately, you may consider PMV
placement if other assessment criteria are met.

Lung Compliance: Ciritically ill and chronic pulmonary patients have lungs with altered
compliance. Therefore, PMV usage may be limited to short periods of time during the day
with close monitoring. Severe lung disease causes a loss of lung elasticity and poor natural
recoil. Exhalation is thus prolonged. Careful assessment for PMV use is needed to avoid
potential complications associated with air trapping that can occur with non-elastic lungs.
An appropriately sized tracheostomy tube is especially crucial for these patients when
considering PMV use as it can facilitate exhaled air flow.

Level of Care: Utilization of the PMV can occur across the continuum of healthcare
settings. Evaluation for PMV placement can occur as early as 48-72 hours post
tracheotomy. PMV placement can occur with physician order as soon as the patient has
stabilized and is attempting to communicate, depending upon the degree of tracheal
edema and secretions present. Infants as young as a week old can utilize the PMV if the
assessment criteria have been met.

PLACEMENT GUIDELINES FOR PASSY-MUIR™ TRACHEOSTOMY
& VENTILATOR SWALLOWING AND SPEAKING VALVES

NON-VENTILATOR DEPENDENT APPLICATION

After pre-assessment criteria have been met, PMV™ placement should occur in conjunction
with physician order using, but not limited to, the following guidelines:

1.

Education: To reduce anxiety and ensure successful transition to the PMV, the patient,
family and all personnel (all shifts) working with the patient should be instructed in
the directions for use of the PMV including contraindications, cautions and warnings.
Review all package inserts and labeling with patient, family and staff.

Patient Assessment: The patient should be assessed before, during and after PMV
placement for the following:

e Vital signs (e.g., heart rate, respiratory rate, oxygen saturation)
e Breath sounds

e Change in patient’s color and responsiveness

e Work of breathing

e Tracheal and oral secretion status

Suctioning: Itis recommended that both tracheal and oral suctioning be performed as
needed. This includes before and after deflating the tracheostomy tube cuff (if present).

Cuff Deflation: Slowly deflate the cuff of the tracheostomy tube (if present). The
patient may need to be suctioned again following cuff deflation to remove secretions
that were present on and/or above the cuff. The patient with a cuffed tracheostomy
tube should be evaluated for a cuffless tracheostomy tube if medically appropriate to
eliminate the need for cuff deflation with use of the PMV.

AWARNING: TRACHEOSTOMY TUBE CUFF MUST BE COMPLETELY DEFLATED

BEFORE PLACING THE PMV. PATIENT WILL BE UNABLE TO BREATHE IF CUFF
IS NOT COMPLETELY DEFLATED. PMV CANNOT BE USED WITH FOAM FILLED
CUFFED TRACHEOSTOMY TUBES. THE PMV CAN BE USED WITH A CUFFED
TRACHEOSTOMY TUBE IFTHE CUFF IS COMPLETELY DEFLATED AND THE PATIENT
HAS SUFFICIENT AIRFLOW AROUND THE TRACHEOSTOMY TUBE AND BULK OF
THE DEFLATED CUFF.

Tracheostomy Tube Size: Per physician direction, changing to a smaller tracheostomy
tube or cuffless tube may be needed to provide sufficient exhaled airflow to allow use
of the PMV.

Use of Warning Labels: Attach warning labels provided with PMV to the pilot balloon of the
patient’s cuffed tracheostomy tube to facilitate staff awareness of proper PMV use.

PMV Secure-It" Attachment: (Applies to PMV 2000 (clear) and PMV 2001 (Purple
Color™) only. Not for use in-line with the ventilator.) Attach the PMV Secure-It to the PMV
2000 (clear) or PMV 2001 (Purple Color) prior to placing the PMV on the tracheostomy
tube. Use of the PMV Secure-It which attaches to the tracheostomy tube will help to
prevent the loss of the PMV if it should inadvertently come off the tracheostomy tube
(e.g., during cough). Use of the PMV Secure-It is optional.

a. The PMV Secure-It can be attached by threading the long tapered end of the
PMV Secure-It through the small hole provided in the side of the PMV 2000 (clear)
and PMV 2001 (Purple Color) (Fig.1) and pulling it through until it rests between the
two notches (Fig. 2).

b. Place the other end of the PMV Secure-It around the patient’s tracheostomy tube tie
near to the 15mm hub of the tracheostomy tube (Fig.3) and fasten it like a button in a
button hole (Fig. 4).



A WARNING: DO NOT ATTACH THE PMV™ SECURE-IT™ WHEN USING THE PMV 2000
(CLEAR) OR PMV 2001 (PURPLE COLOR™) IN-LINEWITHTHE VENTILATOR ASTHIS
MAY INTERFERE WITH DISCONNECT ALARM.

c. After removing the PMV from the tracheostomy tube hub as described later in step
#9, the PMV Secure-It (with PMV 2000 (clear) or PMV 2001 (Purple Color) only) can
be removed by unbuttoning the fastener that is attached to the tracheostomy tie prior
to removal of the PMV Secure-It from the PMV. PMV Secure-It can then be removed
from the PMV by gently pulling it out of the small hole in the side of the PMV.

8. PMV Attachment: Stabilize the tracheostomy tube with one hand while attaching
the PMV to the 15mm hub of the tracheostomy tube with the other hand using an
approximate 1/4 twist. The PMV has a friction fit for secure placement.

A CAUTION: Excessive force should not be used when placing the PMV 005 (white) on the
tracheostomy tube as it may obstruct movement of the PMV diaphragm.

9. Patient Monitoring and Removal of PMV: Observe patient to ensure that the
diaphragm of the PMV opens during patient’s inspiration and remains closed during
exhalation. Observe the patient with the PMV in place to ensure the patient has
adequate airflow around the tracheostomy tube. If patient exhibits signs of respiratory
distress, remove PMV immediately and reassess for airway patency.

To remove PMV, stabilize the tracheostomy tube with one hand and twist the PMV off
gently with the other hand. If using a tracheostomy tube that has a hub that rotates, it
may be necessary to use a rocking rather than twisting motion to remove the PMV.

AWARNING: IF THE PATIENT EXPERIENCES DIFFICULTY UTILIZING THE PMV, THE
PATIENT MAY HAVE AIRWAY OBSTRUCTION DUE TO STENOSIS, TISSUE MASS,
TRACHEOMALACIA, GRANULATION, VOCAL CORD PARALYSIS IN THE MIDLINE
POSITION, SECRETIONS, OR A TRACHEOSTOMY TUBE THAT IS OVERSIZED
FOR THE PATIENT’S TRACHEA. WITH CORRECTION OF THE OBSTRUCTION, THE
PATIENT SHOULD BE RE-EVALUATED FOR PMV USE.

10. Patient Transitioning: Many patients adjust immediately and easily to the PMV. However,
some patients may require a gradual transition to wearing the PMV. Some patients can
tolerate the PMV during all waking hours (e.g., 16-18 hours per day). Re-education of
breathing pattern and voice/speech production may be needed if the patient has not
vocalized for a prolonged period of time. A Speech-Language Pathologist can assist in
retraining. Patients will experience more normal respiratory sensations such as airflow
in the oral/nasal chambers, and the effects of increased respiratory muscle activity.
Patients may initially experience increased coughing due to restoration of a closed
respiratory system, which re-establishes subglottic pressure and normal exhaled airflow
in the oral/nasal chambers. Therefore, secretion management is facilitated creating
movement and clearing of tracheal secretions, which aids in pulmonary hygiene.
If patient exhibits prolonged excessive coughing, PMV™ should be removed and airway
patency should be reassessed.
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TROUBLESHOOTING

If patient is unable to exhale adequately through the upper airway, the following may need
to be considered for reassessment:

e Cuff Assessment: Check to ensure that the tracheostomy tube cuff is completely
deflated. Although not required, a cuffless tracheostomy tube may provide optimal
airway patency for use with the PMV™ and should be considered if the patient is an
appropriate candidate.

e Tracheostomy Tube Assessment: Evaluate tracheostomy tube size to determine
whether downsizing the tube is necessary due to the size of the tracheostomy tube
or bulk of the deflated cuff to enable adequate exhalation.

e Airway Obstruction: Physician assessment (e.g., bronchoscopy) for presence of
unknown airway obstruction (e.g., stenosis, granulation, mass, vocal cord paralysis,
etc.) should be considered.

¢ Positioning: Reassess to ensure optimal patient and tracheostomy tube positioning.

e Patient Anxiety: Tracheostomized patients may experience anxiety with initial PMV
placement. Patient education prior to placement of PMV with explanation that the patient
will experience sensation of airflow through the upper airway upon exhalation, and may
initially experience movement of secretions through the airway and out the mouth, may
help reduce some anxiety. In addition, distraction techniques (e.g., telephone calls,
family and physician visits) may be used to facilitate exhalation and/or voice, as well as
visual techniques such as: simple spirometry or use of mirrors, cotton, feathers, whistles
or bubbles.

PMV CONNECTIONS

Fenestrated Tracheostomy Tubes: The PMV can be used with fenestrated tracheostomy tubes
although a fenestrated tube is NOT required. If using an inner cannula to connect the PMV,
it is necessary that both the inner and outer cannula be fenestrated to take advantage of the
fenestration. If the fenestrated tube is cuffed, the cuff must be completely deflated. Using the
PMV with a fenestrated tube may offer the advantage of further improvement in speech volume
along with the other benefits of the PMV.

Inner Cannula: The PMV fits on the universal 15mm hub of adult, pediatric and neonatal
tracheostomy tubes with a friction fit. Some tracheostomy tube designs may provide the 15mm
hub as part of the inner cannula or the outer cannula. When using the PMV 005 (white) on
tracheostomy tubes that have a disposable inner cannula with grasp ring, it is necessary to
ensure that the grasp ring does not extend beyond the 15 mm hub of the tracheostomy tube.
If it does extend beyond the 15mm hub, the inner cannula should be removed prior to PMV
005 (white) use.

CAUTION: If the grasp ring on the inner cannula is sprung outward beyond the 15mm hub
A it may obstruct movement of the PMV 005 (white) diaphragm.

Premier Medical or Pilling Weck Metal Jackson Improved Tubes:

The PMV 2020 (clear)
(15mm 1.D./23mm O.D.) is the only " VRS
light weight one-way closed position N 15mm hub \as.. e i

“no leak” valve designed to attach
to the Premier Medical or Pilling ¢!
Weck metal Jackson Improved .
tracheostomy tubes (sizes 4 - 6 or PMV™ 2020 (clear)
equivalent) with use of the PMA™
2020-S Adapter (Fig. 5a). Please Vﬁ-ﬂ
contact Passy-Muir Inc. for additional /
information. PMA 2020-S Adapter Pediatric Tube

Fig. 5a w/15mm Inner Cannula




Other Metal Tracheostomy Tubes: Some manufacturers of metal tracheostomy tubes
(pediatric and adult sizes) offer an optional inner cannula with a 15mm hub which will allow
for connection of the PMVs, as well as other respiratory equipment. The inner cannula with
15mm hub may be ordered from the manufacturer or its distributor. A plastic endotracheal
tube adapter may be sized to a low-profile, metal tracheostomy tube to create a 15mm hub
that will allow for placement of the PMV™.

Humidity: Humidity (non-medicated heated aerosol) can be applied at the tracheostomy tube
site with the PMV in place via the use of a trach collar or T-piece.

A WARNING: USE CAUTION WHEN USING A PMV WITH A HEAT MOISTURE EXCHANGER
(HME) DEVICE OR HYGROSCOPIC CONDENSER HUMIDIFIER (HCH). THIS DEVICE
OBTAINS HUMIDITY FROM THE EXHALED BREATH OF A PATIENT. WITH THE PMV IN
PLACE, AIR IS NOT EXHALED VIATHE TRACHEOSTOMY TUBE AND THIS MAY AFFECT
THE PERFORMANCE OF THE HME. ADDITIONAL HUMIDIFICATION MAY BE NEEDED.

ACAUTION: Remove PMV prior to delivery of medicated nebulizer treatments. If the PMV is
inadvertently used during a medicated nebulizer treatment it should be removed immediately
and rinsed thoroughly to remove medication residue as some medications may adversely
affect the PMV diaphragm.

Oxygen: Oxygen can be administered while the PMV is in place at the tracheostomy tube site via
mask, trach collar or PMA™ 2000 O, Adapter (see below for PMA 2000 O, Adapter information).

PASSY-MUIR™ VALVE OXYGEN ADAPTER: Available (sold separately) for use with the
PMV 2000 (clear) and PMV 2001 (Purple Color™) Swallowing and Speaking Valves.

PASSY-MUIR™ VALVE OXYGEN ADAPTER
(PMA™ 2000 O: ADAPTER)

For more information, refer to the PMA2000 instructions for use.

VENTILATOR APPLICATION

A When using PMVs with ventilator dependent patients all previous instructions,
warnings and cautions should be carefully reviewed and incorporated with the
following ventilator application guidelines:

The PMV™ 005 (white), PMV 007 (Aqua Color™), PMV 2000 (clear) and the PMV 2001
(Purple Color™) can be used with acute care and portable ventilators and in conjunction
with most conventional modes of ventilation.

The PMV 005 (white), PMV 007 (Aqua Color), PMV 2000 (clear) and PMV 2001 (Purple
Color) can be used interchangeably on or off the ventilator depending upon the type
of ventilator tubing. The PMV 005 (white), PMV 2000 (clear) and the PMV 2001 (Purple
Color) have a 23mm outer diameter (0.D.) and must be used with short, wide mouth,
flexible, non-disposable (rubber) ventilator tubing. The PMV 007 (Aqua Color), which
has a 22mm 0.D,, is designed to fit directly into disposable ventilator tubing and can
also be used with wide mouth, flexible non-disposable (rubber) tubing.

A WARNING: DO NOT USE PMV 005 (WHITE), PMV 2000 (CLEAR) OR PMV 2001
(PURPLE COLOR) WITH DISPOSABLE VENTILATOR TUBING AS THERE IS A
POTENTIAL FOR DISCONNECT. USE WITH WIDE MOUTH, FLEXIBLE, NON-
DISPOSABLE (RUBBER) TUBING.

1. Review the previous section marked “Passy-Muir™ Tracheostomy &
Ventilator Swallowing and Speaking Valve Placement: Non-Ventilator Dependent
Application” for the following information:

e Education e Patient Assessment ¢ Suctioning
2. Ventilator Assessment: Assessment of ventilator settings before, during and after
PMV placement include but are not limited to the following:
¢ Mode ¢ Positive End Expiratory Pressure (PEEP)
* Tidal Volume (V) ¢ Peak Inspiratory Pressure (PIP)
* Rate e Sensitivity
* Fraction of Inspired e Alarm Settings

Oxygen Content (FI0,)
Note: All ventilator adjustments require a physician’s order.

3. Cuff Deflation: If the patient has a cuffed tracheostomy tube, ventilator adjustments
may be required to compensate for leakage around the tracheostomy tube after cuff
deflation in order to meet the patient’s comfort and ventilatory requirements. The patient
with a cuffed tracheostomy tube should be evaluated for a cuffless tracheostomy tube
if medically appropriate to eliminate the need for cuff deflation with use of the PMV.

If the PIP decreases significantly following cuff deflation, inspired air may be escaping
through the upper airway and not entering the lungs. To compensate, adjustments to
V. may be necessary. Increase V. in small increments (to avoid overcompensation)
until PIP’s match those previous to cuff deflation. (When adjusting V. for cuff deflation,
V. increases may result in an increase in PIP.)

A WARNING: DO NOT EXCEED PRE-CUFF DEFLATION PEAK INSPIRATORY PRESSURES.

A WARNING: TRACHEOSTOMY TUBE MUST BE COMPLETELY DEFLATED BEFORE
PLACING THE PMV. PATIENT WILL BE UNABLE TO BREATHE IF CUFF IS
NOT COMPLETELY DEFLATED. PMV CANNOT BE USED WITH FOAM FILLED
CUFFED TRACHEOSTOMY TUBES. THE PMV CAN BE USED WITH A CUFFED
TRACHEOSTOMY TUBE IFTHE CUFF IS COMPLETELY DEFLATED AND THE PATIENT
HAS SUFFICIENT AIRFLOW AROUND THE TRACHEOSTOMY TUBE AND BULK OF
THE DEFLATED CUFF.



4. PMV Attachment: Apply connector side of the PMV™ directly to patient’s tracheostomy
tube (Fig. 6) by stabilizing the tracheostomy tube with one hand and attaching the PMV
to the 15mm hub of the tracheostomy tube with the other hand using an approximate
1/4 twist. The PMV has a friction fit to ensure secure placement. The connector side of
the PMV can also be attached via a swivel adapter (Fig. 7), Omniflex™ or closed suction
catheter. The PMV 007 (Aqua Color™) can be used in-line with pediatric ventilator
circuitry by using adapters that provide for a 22mm I.D. and 15mm O.D. connection
(step down adapter).

AWARNING: DO NOT ATTACH THE PMV SECURE-IT™ WHEN USING THE PMV 2000
(CLEAR) OR PMV 2001 (PURPLE COLOR™) IN-LINEWITHTHE VENTILATOR ASTHIS
MAY INTERFERE WITH DISCONNECT ALARM.

ACAUTION: Excessive force should not be used when placing the PMV 005 (white) on
the tracheostomy tube, swivel adapter or in-line suctioning system, as it may obstruct
movement of the PMV diaphragm.

A CAUTION: The PMV should be attached as close to the tracheostomy tube as possible
and not further down in-line to prevent an increase in dead space and obstruction of the
PMV from water condensation in the ventilator tubing.

VALVE PLACEMENT
FOR USE WITH
VENTILATOR DEPENDENT (

PATIENTS

PMV™ CONNECTS
DIRECTLY TO
TRACHEOSTOMY TUBE
WITH 15MM HUB

WITH PMV™
WITH PMV™ 005, PMV™ 007, CONNECT
2000 OR PMV™ 2001, DIRECTLY TO
WIDE MOUTH SHORT DISPOSABLE
FLEXTUBING SLIDES  TUBING
OVER VALVE

VALVE PLACEMENT
WITH STANDARD SWIVEL
ADAPTER

ADAPTER CONNECTS
SHORT FLEXTUBING TO
RESPIRATORY LINE

PMV™ 007 With Closed
Suction Catheter
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PMV™ 007 With Omniflex™ and Step
Down Adapter with Pediatric Tubing

A WARNING: IF THE PATIENT EXPERIENCES DIFFICULTY UTILIZING THE PMV™,
THE PATIENT MAY HAVE AIRWAY OBSTRUCTION DUE TO STENOSIS, MASS,
TRACHEOMALACIA, GRANULATION, VOCAL CORD PARALYSIS IN THE MIDLINE
POSITION, SECRETIONS, OR A TRACHEOSTOMY TUBE THAT IS OVERSIZED FOR
THE PATIENT'STRACHEA.WITH CORRECTION OF THE OBSTRUCTION, THE PATIENT
SHOULD BE RE-EVALUATED FOR PMV USE.

5. Airway Pressures: Airway pressures may rise when patients use the PMV due to
exhalation through the oronasopharynx which creates (natural) physiologic PEEP. This
is part of the natural physiology restored with a closed respiratory system created by
the closed position “no leak” design of the PMV. Consequently, mechanical PEEP
requirements may be reduced. In addition, normal turbulent airflow through the tubing
is increased, creating higher pressures. Although airway pressures may rise, they
should be within allowable limits for a patient.

When peak pressures are above the allowable limits, the PMV needs to be removed
immediately and assessment for upper airway patency performed. In addition, due to
a slight increase in airway pressure experienced by some patients with PMV use, it is
necessary as with any modification to the ventilator circuit to re-evaluate low pressure
settings for disconnect to ensure that settings are appropriate.

6. Ventilator Alarm Settings: All alarms on ventilators need to be re-evaluated for
appropriate adjustments before, during and after use of the PMV.

A WARNING: FAILURE TO RE-EVALUATE AND ADJUST VENTILATOR ALARMS MAY
COMPROMISE PATIENT SAFETY.

When the PMV is placed in-line with the ventilator, the patient will no longer be exhaling
into the ventilator circuit. Therefore, on most acute care ventilators the high and low tidal
volume, the high and low minute volume and the apnea alarms must be reassessed.
High and Low pressure alarm settings on the ventilator must be reassessed at
this time (e.g., making them more sensitive for disconnect and obstruction) to
ensure patient safety. Follow manufacturer’s recommendations for ventilator self
testing (e.g., a short EST should be performed with circuit changes on some
acute care ventilators). Some manufacturers provide a speaking valve mode that
should be utilized with the PMV.

7. Monitoring and Removal of PMV: Observe the patient with the PMV in place to ensure
the patient has adequate airflow around the tracheostomy tube. If patient exhibits signs
of respiratory distress, remove PMV immediately and reassess for airway patency. To
remove PMV, take PMV out of ventilator circuit and replace with original set up. Return
ventilator to all previous settings before reinflating tracheostomy tube cuff.

8. The patient’s ventilator settings should be returned to previous levels after PMV is
removed.

/\ WARNING: REMOVE PMV AND RETURN VENTILATOR SETTINGS TO PREVIOUS
LEVELS PRIOR TO REINFLATING TRACHEOSTOMY TUBE CUFF.
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9. Patient Transitioning: Review the “Patient Transitioning” section of Passy-Muir™
Tracheostomy & Ventilator Swallowing and Speaking Valve Placement: Non-Ventilator
Dependent Application (page 7).

ADDITIONAL TRANSITIONING ISSUES

Excessive air loss through mouth and nose: If the patient reports discomfort due to
feeling a continuous rush of air through the mouth and nose, the following suggestions
should be considered:

a. Vocal cord and/or breathing retraining may be indicated due to reduced glottal
control.

b. Ventilator compensation may be useful in this situation to help control the rushing
of air through the upper airway. Adjustments made in flow rate, tidal volume and/or
mode may help to reduce the discomfort the patient is feeling.

c. Gradual cuff deflation prior to PMV™ use over a few days (as tolerated) may help the
patient adjust more comfortably to the sensation of airflow through the upper airway.

CARE AND LIFETIME OF THE PMV

The PMVs are packaged in single units. Ideally, the patient should have an additional PMV to
serve as a back-up so that one can be cleaned while the other is being used. The PMV and
PMV Secure-It™ should be cleaned daily after wearing.

A CAUTION: Improper cleaning may damage the device and result in malfunction or
airway obstruction. Clean device in accordance with cleaning procedure identified
in this booklet.

1. Cleaning Procedure
The following cleaning instructions also apply to the PMV Secure-It:
e Swish PMV in soapy, warm water (not hot water.) Rinse thoroughly with warm
water. Allow PMV to air dry thoroughly before placing in storage container. Do
not apply heat to dry PMV.

* DO NOT use hot water, peroxide, bleach, vinegar, alcohol, brushes or cotton
swabs to clean PMV. Do not autoclave.

2. Lifetime of the PMV

The lifetime of the PMV is two months when cleaned and used properly. The PMV
should be replaced every two months or sooner if it becomes damaged, sticky, or noisy;
starts vibrating; or exhibits increased resistance on inspiration or any other difficulties.

3. Disposal

Discard the PMV as medical waste per applicable national regulations and facility
policy.

Medical Device Regulation Notice: Any serious incident that has occurred in relation to the
device should be reported to the manufacturer and the competent authority of the Member
State in which the user and/or patient is established.

PAKENDI SISU

See pakend sisaldab Uht jargmistest trahheostoomia ja ventilaatori jaoks moeldud Passy-Muir™-i
neelamis-/kdneklappidest: PMV™ 005 (valge), PMV™ 007 (Aqua Color™), PMV™ 2000
(varvitu) voi PMV™ 2001 (Purple Color™). Lisaks on pakendis kasutusjuhend, hoiatussildid
trahheakanili balloonile kinnitamiseks ning hoiukarp. Toodete PMV™ 2000 (véarvitu) ja
PMV™ 2001 (Purple Color™) pakendis on ka PMV™ Secure-It™. PMV™ 005 (valge),
PMV™ 007 (Aqua Color™), PMV™ 2000 (varvitu) ja PMV™ 2001 (Purple Color™) ei sisalda
lateksit. Pakendi sisu pole steriilne.

ENNE KASUTAMIST TULEB KOIK HOIATUSED, ETTEVAATUSABINOUD JA
JUHISED TAHELEPANELIKULT LABI LUGEDA
KASUTUSJUHISED
Kui pole just teisiti toodud, kehtivad jargmised juhised toodetele PMV™ 005 (valge),
PMV™ 007 (Aqua Color™), PMV™ 2000 (varvitu) ja PMV™ 2001 (Purple Color™).
Vit lisajuhiseid, mis kéasitlevad Passy-Muir™-klappide kasutamist ventilaatoriga.

TRAHHEOSTOOMIA JA VENTILAATORI JAOKS MOELDUD NEELAMIS-/KONEKLAPPIDE
KASUTUSJUHISED TULEKS, PANNA NAHTAVALE KOHALE NING ANDA EDASI
PATSIENDILE JA KOIGILE TOOTAJATELE, KES TRAHHEOSTOOMI HOOLDAVAD.

ETTEVAATUST! USA foderaalseadused lubavad seadet miiiia ainult arstil voi arsti
korraldusel. Hoidke jahedas kuivas kohas.

HOIATUS! KASUTADA AINULT _ UHEL PATSIENDIL. SEADE POLE
PROJEKTEERITUD, MUUDUD EGA MOELDUD OTSTARVETEKS, MIDA POLE
SIIN NAIDATUD.

HOIATUS! _ PASSY-MUIR™-KLAPPI KASUTAVAT PATSIENTI TULEB
JALGIDA JA/VOI VALVATA VASTAVALT ARSTI JUHISTELE.

HOIATUS: ARGE KASUTAGE SEADET, KUl SEADE ON KAHJUSTATUD VOI
SEDA ON MUUDETUD, SEST SEE VOIB POHJUSTADA HINGAMISTEEDE
UMMISTUST.

HOIATUS! TRAHHEAKANUULI MANSETT TULEB ENNE PASSY-MUIR™-
KLAPI PAIGALDAMIST TAIELIKULT TUHJENDADA. PATSIENT EI SAA HINGATA,
KUl MANSETT POLE TAIELIKULT TUHJENDATUD. ARGE KASUTAGE KOOS
VAHUGA TAIDETUD MANSETIGA TRAHHEAKANUULIGA. JALGIGE PATSIENTI
PARAST PASSY-MUIR™-KLAPI PAIGALDAMIST VEENDUMAKS, ET PATSIENDI
HINGAMISTEED POLE TAKISTATUD.

HOIATUS! ARGE KASUTAGE RASKETE HINGAMISTEEDE TAKISTUSTE
(TRAHHEAAL-_JA/VOlI LARUNGOSTENOOS) KORRAL. ERITI ETTEVAATLIK
TULEBOLLALOPPSTAADIUMIS KOPSUHAIGUSTE KORRAL.ARGE KASUTAGE
PATSIENTIDEL, KELLEL POLE VOIMALIK KOPSUDEST VALJUVAT SEKREETI
OHJATA. SEADE El SOBI LARUNGEKTOMEERITUD PATSIENTIDELE. ARGE
KASUTAGE KOOS INTUBATSIOONITORUGA. ARGE KASUTAGE UNE AJAL.

/N\  HoOIATUS! OLGE ETTEVAATLIK, KUl KASUTATE PASSY-MUIR™-KLAPPI
KOOS SOO0JUS- JA NIISKUVAHETIGA VOI HUGROSKOOPSE_KONDENSAATOR-
NIISUTIGA. NEED SEADMED KOGUVAD NIISKUST PATSIENDIVALJAHINGATAVAST
OHUST. KUI PASSY-MUIR™-KLAPP ON PAIGALDATUD, EIVALJU VALJAHINGATAV
OHK TRAHHEAKANUULI KAUDU NING SEE VOIB MOJUTADA SOOJUS- JA
NIISKUSVAHETI VOl HUGROSKOOPSE KONDENSAATOR-NIISUTI JOUDLUST.
TAIENDAV NIISUTAMINE VOIB OLLA VAJALIK.

A ETTEVAATUST! Kui kasutate PMV™ 005 (valge) koos trahheakanudliga, millel
on haaramisrdngaga Uhekordne sisekantul, tuleb sisekaniil voib-olla enne Passy-
Muir™-klapi paigaldamist eemaldada, kui haaramisrongas ulatub trahheakanuili
15 mm konnektorist kaugemale. Kui sisekaniilili enne kasutamist ei eemaldata, voib
PMV™ 005 (valge) membraani avamine olla takistatud.

A ETTEVAATUST! Eemaldage Passy-Muir™-klapp enne nebulisaatoriga ravimi
manustamist. Kui Passy-Muir™-klappi kasutatakse kogemata nebulisaatoriga ravimi
manustamisel, tuleks see viivitamatult eemaldada ja seda pdhjalikult loputada, et kdik
ravimijaagid eemaldada, sest moned ravimid voivad Passy-Muir™-klapi membraani
kahjustada.

MOELDUD KASUTAMISEKS

PMV 005, PMV 007, PMV 2000, PMV 2001 on ette nédhtud kasutamiseks ilma sérmede
oklusioonita vokalisatsiooni pakkumiseks nii lihi- kui ka pikaajalise trahheostoomiga
patsientidel, samuti vokaliseerimiseks ventilaatorist soltuvatel patsientidel. See sobib
vastslindinutele, pediaatrilistele ja taiskasvanud patsientidele ning sobib ideaalselt
kasutamiseks dekanuulimisel arstide hindamisseadmena ning pakub patsiendile
mugavust ja kindlustunnet tlemiste hingamisteede kasutamisel.
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KIRJELDUS

Trahheostoomia ja ventilaatori jaoks mdeldud Passy-Muir™-i neelamis-/kdneklapi
kasutamisel ei pea patsient srmega trahheakandili ava sulgema ning saab samas raakida
taie valjusega ja ilma katkestuteta.

Passy-Muir™-klapid on kerged thesuunalised vaikimisi suletud asendis ,lekkevabad” klapid,
mis kinnitub trahheakanulli 15 mm konnektori kllge. Seade Uhildub nii taiskasvanud,
pediaatrilistele kui ka vastsiindinud patsientidele mdeldud kantlidega, sh kanuilidega, mis
on fenestreeritud voi fenestreerimata, mansetita, metallist ja 6hkmansetiga (mansett taielikult
tihjendatud). Vastupidiselt Ghesuunalistele avatud asendis kdneklappidele on ,lekkevabad”
Passy-Muir™-klapid vaikimisi suletud asendis ning avanevad ainult sissehingamise ajaks.
Kui patsient hingab sisse, Passy-Muir™-klapp avaneb, et dhk saaks siseneda trahheakantli
ja sealt edasi kopsudesse. Sissehingamise jarel Passy-Muir™-klapp sulgub ja jaab
véljahingamise ajaks téielikult suletuks, iima et sealt dhku vélja lekiks. Véljahingamise ajal
suunatakse 6hk trahheakanulist mééda labi kori ja neelu ning patsient saab raékida, sest
o6hk liigub labi haalepaelte ning suu-/ninaddne.

Patenditud vaikimisi suletud asendiga ,lekkevaba” konstruktsioon tekitab trahheakanuilis
o6husamba, mis ei lase sekreedil kanulli siseneda ja Passy-Muir™-klappi ummistada.
Passy-Muir™-klapi vaikimisi suletud asend taastab patsiendi loomulikuma suletud
hingamisslsteemi. Selle tulemusel taastub haalekdrialune positiivne 6huréhk, mis hdlbustab
neelamist, voib vdhendada aspiratsiooni ning toetab tugevamat ja tdhusamat kéhimist, et
patsient saaks sekreedi valjutada suu kaudu.

Passy-Muir™-klapid sobivad nii lUhi- kui ka pikaajaliseks kasutamiseks téiskasvanud,
pediaatrilistel ning vastsiindinud trahheostomeeritud ja/voi hingamisaparaadist soltuvatel
patsientidel. Sihtotstarbelised kasutajad on tervishoiuté6tajad, kes on labinud trahheostoomiga
patsientide hooldamise koolituse, sh arstid, 6ed, logopeedid, flsio- ja hingamisterapeudid,
samuti tervishoiutéétaja hoole all olevad patsiendid ja nende hooldajad.

Koik muud kdneklapid Passy-Muir™-klapi vaikimisi suletud asendiga ,lekkevaba” konstruktsioon
Avatud asendis koneklapid (1) Passy-Muir™-klapid sulguvad sissehingamise jérel téielikult ja ohku vélja
lekivad ohku véljahingamise ei leki. Need pakuvad seega loomulikumat suletud hingamissiisteemi ning
ajal ning hingamissiisteem loomulikumat hingamismustrit. (2) Suletud asendiga ,lekkevaba” konstrukt-
pole suletud. sioon tekitab trahheakan(tilis 6husamba ning dhuvool ja sekreet suunatakse

mddda trahheat (hingetoru) (iles ning suust ja/vdi ninast valja.

EELISED

Passy-Muir™-klapid arendati selleks, et trahheostomeeritud ja/voi hingamisaparaadist soltuvad
patsiendid saaksid loomulikumalt kéneleda. Kuid uuringud on kinnitanud, et Passy-Muir™.-
klappidel on ka muid olulisi eeliseid.

» Vaikimisi suletud asendiga ,lekkevaba” konstruktsioon taastab suletud hingamissusteemi.

* Holbustab ventilaatorist voorutamist. » Kiirendab dekanuleerimist.

* Parandab kone kvaliteeti. e Parandab haistmist.

* Parandab neelamist ja vbib vihendada aspiratsiooni. e Toetab paremat hugieeni.

* Saab kasutada ventilaatoriga. * Holbustab sekreedi ohjamistt
» Vaikimisi suletud asendiga ,,lekkevaba” konstruktsioon: taastab loomulikuma suletud

hingamissusteemi, mis vbimaldab patsiendil tekitada hingamisteedes positiivse rohu, ilma et
ta peaks selleks trahheakandili kasitsi blokeerima.
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* Kone: trahheostomeeritud ja/vdi hingamisaparaadist s6ltuvad patsiendid saavad kdneleda
selgemalt, kasutades loomulikumaid véljendeid, paremat hdalekvaliteeti ja radkida
valjemalt. See toetab laste loomulikku kdne- ja keelearengut.

* Neelamine: Passy-Muir™-klapi kasutamine voib parandada neelamise ohutust ja tdhusust
ning véhendada aspiratsiooni. Suletud asendis klapp taastab patsiendi loomulikuma suletud
hingamissusteemi, mis toetab neelu-/kdriaistingute edastamist ja taastab positiivse 6hurdhu
h&aalekdrialumikus.

A HOIATUS! KUIGI PASSY-MUIR™-KLAPI KASUTAMINE SAAB PARANDADA
NEELAMIST JAVOIBVAHENDADA OSADEL PATSIENTIDEL ASPIRATSIOONI, TULEB
ASPIRATSIOONI JA/VOI ASPIRATSIOONI OHTU HINNATA TAHELEPANELIKULT
IGAL PATSIENDIL ERALDI MAARAMAKS, KUIDAS TULEKS PASSY-MUIR™-KLAPPI
NEELAMISFUNKTSIOONI TOETAMISEKS KOIGE SOBIVAMALT KASUTADA.

e Sekreedi ohjamine: Passy-Muir™-klapi vaikimisi suletud asendiga ,lekkevaba
konstruktsioon hélbustab sekreedi ohjamist, sest see taastab ,suletud slsteemi”, mis
voimaldab patsiendil tugevamalt ja tdhusamalt kéhida ning toetab neelamist, sest
haalekdrialune positiivne ohurdhk on taastatud. See hdlbustab ka oraalse sekreedi
aurustumist, sest 6hk suunatakse véljahingamisel 1&bi tlemiste hingamisteede. See voib
véhendada vajadust sekreedi puhastamist aspiraatoriga.

¢ Voorutamine: Passy-Muir™-klappi voib kasutada abivahendina patsientide voorutamisel
mehaanilisest ventilatsioonist. Vaikimisi suletud asendiga ,lekkevaba” konstruktsioon
taastab loomulikuma suletud hingamisslisteemi, mis taastab positiivse [6ppekspiratoorse
rohu (PEEP), mis voib parandada vere hapnikuga kullastamist. Kui patsient harjub tlemiste
hingamisteede kaudu véljahingamisega, suureneb ta enesekindlus ja see hdlbustab
hingamislihaste treenimist.

¢ Dekaniileerimine: Passy-Muir™-klappi vdib kasutada trahheakanuili sulgemise
asemel patsientidel, kes ei talu sulgemist fusioloogilistel vdi emotsionaalsetel pdhjustel.
Kui patsient talub trahheakanuuli sulgemist ainult luhikesteks perioodideks, voib Passy-
Muir™-klappi kasutada vahesammuna (sulgemiste vahel), et aidata patsiendil minna
Ule avatud trahheakanuulilt trahheostoomi sulgemisele. Passy-Muir™-klapp toetab
trahheostoomia dekan(leerimise protsessi, voimaldades patsiendil harjuda loomulikuma
hingamisega, kasutades véljahingamiseks Ulemisi hingamisteid. See aitab patsiendil
enesekindlust kasvatada ja voimaldab arstil hingamisteede avatust hinnata.

¢ Haistmine: Passy-Muir™-klapp voib parandada haistmismeelt, taastades 6huvoolu suu-/
ninaddnde valjahingamise ajal. Parem haistmine voib suurendada maitsetundlikkust,
soogiisu ja kalorite tarbimist.

¢ Hiigieen: Passy-Muir™-klapp toetab trahhea hiigieeni. Seda pdhjusel, et trahheakaniili
pole enam tarvis kéasitsi/sérmega sulgeda, mis voib tekitada infektsioone. Passy-
Muir™-klapp toimib ka filtrina, mis ei lase tahketel osakestel trahheasse siseneda.
Sekreedid suunatakse lébi tilemiste hingamisteede, et need saaks véljutada suu kaudu
ja vdhendada keskkonna saastamist.

* Ventilaatori kasutamine: kdneklappe PMV™ 005 (valge), PMV™ 007 (Aqua Color™),
PMV™ 2000 (vérvitu) ja PMV™ 2001 (Purple Color™) saab kasutada Uksteist asendavana,
kasutades sobivaid ventilaatori voolikuid, ventilaatoriga v6i ilma selleta, nii téiskasvanud,
pediaatrilistel kui ka vaststindinud patsientidel.

KASUTUSNAIDUSTUSED

Passy-Muir™-klapi kandidaatideks sobivad teadvusel ja drkvel trahheostomeeritud
(ventilaatorist soltuvad voi mittesoltuvad) tdiskasvanud, pediaatrilised ja vastsiindinud
patsiendid, kui neil ei tdheldata vastunéidustusi. Véiljahingamise ajal peab trahheakanditili
tiimber ja lilemistes hingamisteedes olema ohu véljumiseks piisavalt ruumi.
Passy-Muir™-klapid on méeldud kasutamiseks ainult iihel patsiendil.
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MUU HULGAS ON KASUTUSNAIDUSTUSED JARGMISED:

Soltuvus ventilaatorist

Neuromuskulaarne haigus

Tetrapleegia

Peatrauma

Krooniline obstruktiivne kopsuhaigus

Kerge trahheomalaatsia

Kerge trahheaal- ja/voi laringostenoos

Kahepoolne haalepaelte halvatus ilma méarkimisvaarse hingamisteede obstruktsioonita

Mitteobstruktiivsed kdrituumorid (sh patsiendid, kelle haalepaelte funktsioon on
taastunud péarast tuumori resektsiooni).

Trahheostomeeritud uneapnoega patsientidel rkveloleku ajal alternatiivina
trahheakanuili sulgemisele

Patsiendid, kes ei talu trahheostoomi sulgemist emotsionaalsel voi fllsilisel pohjusel

VASTUNAIDUSTUSED

Teadvuseta ja/voi komatoosses seisundis patsiendid

Tais puhutud mansetiga trahheakanuul

Vahuga taidetud mansetiga trahheakanual

Raske hingamisteede obstruktsioon, mis voib takistada piisavat véljahingamist.
Paks ja rohke sekreet

Kopsude elastsuse ulatuslik véhenemine, mis vdib pdhjustada dhu loksujaamist.
Ulatuslik aspiratsioon

See seade pole mdeldud kasutamiseks intubatsioonitoruga

TRAHHEOSTOOMIA JA VENTILAATORI JAOKS MOELDUD PASSY-MUIR™

-1 NEELAMIS-/KONEKLAPPIDE KASUTUSJUHISED
Neid juhtnddre tuleks jargida vastavalt arsti juhistele.

TRAHHEOSTOMEERITUD VENTILAATORIST MITTESOLTUVATE PATSIENTIDE
PUHUL VOIB PASSY-MUIR™-KLAPI PAIGALDADA 48 KUNI 72 H PARAST
TRAHHEOSTOOMIAT, KUl PATSIENDI HINGETORU TURSE JA/VOI KIRURGILISE
PROTSEDUURI POHJUSTATUD ERITISED ON VAHENENUD.

VENTILAATORIST SOLTUVATE PATSIENTIDE PUHUL VT VENTILAATORI
UHENDAMISE JUHISEID.

KUI TRAHHEAKANUULI ON VAHETATUD, TULEB vOIB-OLLA PASSY-MUIR™
-KLAPI PAIGALDAMIST 48 KUNI 72 H EDASI LUKATA, SEST SEE PROTSEDUURVOIS
ESILE KUTSUDA TRAHHEA PAISTETUSE JA/VOI BRONHOSPASMI.

SOOVITATAV ON JARGIDA UNIVERSAALSEID ETTEVAATUSABINOUSID

. Kognitiivhe seisund: patsient peab olema é&rkvel, reageerima ning Uritama

suhelda. Passy-Muir™ klappi ei tohi kasutada, kui patsient magab.

. Tervislik/kopsude seisund: patsiendi mehaaniline kopsufunktsioon peab olema

piisav, et ekshaleerida trahheakanilist mé6da ning nina-/suuédéne kaudu valja.
Patsiendi hindamine peaks hélmama muu hulgas jargmise hindamist:

e elutdhtsad naitajad;

* vere hapnikukillastus;

* patsiendi reaktsioon;

¢ hingamisfunktsioon;

* hingamisteede avatus;

* hingamisel tekkivad helid;

* patsiendi ja trahheakantli 6ige asend;

* patsiendi psiihholoogilised ja motivatsiooniga seotud probleemid
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Manseti tiihjendamise talumine: manseti tiihjendamine on vajalik, et Passy-Muir™-
klapp saaks suunata véljahingatava 6hu trahheakandlist mé6da ning neelu-nina-suu
kaudu vélja. Kui esialgu leitakse, et patsient ei suuda taluda manseti tiihjendamist (nt
ulatusliku aspiratsiooni tottu voi kuna mehaanilist ventilatsiooni on vaja intensiivselt
juhtida), tuleks patsienti manseti tiihjendamise osas uuesti hinnata, kui tema tervislik
seisund on muutunud.

Sekreedi ohjamine: Passy-Muir""-kIapi"kasutamine voib hdlbustada sekreedi liikumist
ja suu kaudu valjutamist patsiendi poolt. Ulekullus, viskoossus ja/voi aktiivne infektsioon
mojutavad sekreedi ohjamist. Suutlikkus suuremas koguses ja/voi erineva viskoossusega
sekreeti ohjata varieerub olenevalt patsiendist. Passy-Muir™-klapi kasutamist tuleb vib-
olla piirata voi ajutiselt edasi lUkata, kuni sekreet on ohjatav.

HOIATUS! KUI PATSIENDIL ON PAKS OHJELDAMATU SEKREET, MIS VOIB
HINGAMISTEID UMMISTADA, TULEB OLLA PASSY-MUIR™-KLAPI SOBIVUSE
HINDAMAMISEL ERITI TAHELEPANELIK.

Neelamine: patsienti tuleks hinnata aspiratsiooni ohu osas, sest see voib mojutada
sekreedi kogust, paksust ja ohjatavust. Ulatusliku aspiratsiooni olemasolu voib olla
oluliseks teguriks, kui otsustatakse, kas manseti tiihjendamine ja Passy-Muir™-klapi
kasutamine sobiks patsiendile. Trahheakanuli olemasolu vdib mdjuda neelamisprotsessi
ohutusele ja tdhususele negatiivselt. Kuigi osadel trahheostomeeritud patsientidel
ei teki mingisuguseid neelamisraskusi, kogevad paljud dlsfaagiat ja aspiratsiooni,
kuigi nende pdhidiagnoos tilipiliselt neelamishairetele ei viitaks. Passy-Muir™-klapi
kasutamine voib parandada neelamise ohutust ja tdhusust ning vdhendada aspiratsiooni.
Vaikimisi suletud asendiga ,lekkevaba” konstruktsiooniga Passy-Muir™-klapp taastab
patsiendi loomulikuma suletud hingamissisteemi, mis toetab neelamisfunktsiooni,
sest see parandab neelu-/kériaistingute edastamist ja taastab positiivse dhuréhu
hé&alekorialumikus.

HOIATUS! KUIGI PASSY-MUIR™-KLAPI KASUTAMINE SAAB PARANDADA
NEELAMIST JAVOIBVAHENDADA OSADEL PATSIENTIDEL ASPIRATSIOONI, TULEB
ASPIRATSIOONI JA/VOI ASPIRATSIOONI OHTU HINNATA TAHELEPANELIKULT
IGAL PATSIENDIL ERALDI MAARAMAKS, KUIDAS TULEKS PASSY-MUIR™-KLAPPI
NEELAMISFUNKTSIOONI TOETAMISEKS KOIGE SOBIVAMALT KASUTADA.

Hingamisteede avatus: Passy-Muir™-klapi kasutamiseks peab patsient suutma
ekshaleerida trahheakantilist médda, neelust ja kdrist Ules ning nina-/suudone kaudu vélja.

a. Kontrollige diagnoosi veendumaks, et pole teadaolevaid hingamisteede
obstruktsioone (nt tuumor, stenoos, granulatsioonkude).

b. Trahheakanuili suurus méangib olulist rolli patsiendi tdhusa ekshalatsiooni
suutlikkuses. Trahheakan(ill peaks olema sellise suurusega, et trahheakanudili
Umber oleks tagatud piisav dhuvool kdneks ja Passy-Muir™ -klapi kasutamiseks.
Trahheakaniili mansett voib tekitada takistuse ka tiihjendatult ning seda tuleks
hingamisteede avatuse hindamisel arvesse vétta. Kui patsiendil on mansetiga
trahheakanill, tuleks hinnata, kas meditsiiniliselt on sobiv mansetita trahheakantli
paigaldamine, et kdrvaldada vajadus manseti tiihjendamiseks Passy-Muir™-klapi
kasutamisel.

c. Hingamisteede avatuse hindamine voodi kérval.

1.Tuhjendage trahheakanGuli mansett tdielikult, kui see on olemas.
2. Paluge patsiendil hingata labi trahheakanuili. 3. Sulgege trahheakanuil késitsi
kindas sérmega ning paluge patsiendil samal ajal suu ja nina kaudu vélja hingata,
tagamaks piisav ekshalatsioon. Selle jalgimiseks voib lasta patsiendil salvréti, peegli,
sule jms peale puhuda. Julgustage patsienti haalepaelu kasutama (nt ,Aaaah”
Utlema, numbreid lugema jne), et hinnata kdnefunktsiooni olemasolu ja kvaliteeti.
Kuigi osad patsiendid vbivad olla suutelised piisavalt tugevalt vélja hingama, ei
pruugi nad olla véimelised esialgu kdnelema ning vdivad vajada kdnefunktsiooni
hindamist ja/voi



treenimist. 4. Moned patsiendid voivad vajada 1.—3. sammu kordamist, et harjuda tlemiste
hingamisteede kaudu véljahingamisega. Kui olete kindlaks maéranud, et patsient suudab
piisavalt tugevalt valja hingata ja/voi tema kdnefunktsioon on piisav, voite kaaluda Passy-
Muir™-klapi paigaldamist, kui Glejaanud kriteeriumid on taidetud.

Kopsude elastsus: kriitiliselt haigete ja kroonilise kopsuhaigusega patsientide kopsude
elastsus vaib olla muutunud. Seega tuleb Passy-Muir™-klapi kasutamist vdib-olla piirata
lihikestele perioodidele paevasel ajal tdhelepaneliku jalgimise all. Raske kopsuhaiguse
korral véheneb kopsude elastsus ja loomulik kokkutdmbumine kehveneb. Valjahingamine
votab seega kauem. Passy-Muir™-klapi kasutamist tuleb hoolikalt hinnata, et véltida
potentsiaalseid tlsistusi, mida voiks tekitada 6hu Ioksujaémine, mis voib esineda kopsude
elastsuse vahenemise korral. Kui kaalute Passy-Muir™-klapi sobivust neile patsientidele,
on sobivas moddus trahheakandili valimine eriti oluline, sest see vdib holbustada
6huvoolu véljahingamise ajal.

Ravitase: Passy-Muir™-klappi véib kasutada véga erinevates ravikeskkondades.
Passy-Muir™-klapi paigaldamist vdib hinnata juba 48 kuni 72 h péarast trahheostoomiat.
Passy-Muir™-klapi paigaldamine v&ib toimuda arsti korraldusel kohe pérast patsiendi
stabiliseerumist, kui patsient Uritab suhelda, séltuvalt hingetoru tursest ja sekreedist.
Juba nédalavanused vastsiindinud saavad kasutada Passy-Muir™-klappi, kui hindamise
kriteeriumid on taidetud.

TRAHHEOSTOOMIA JA VENTILAATORI JAOKS MOELDUD PASSY-MUIR™
-I NEELAMIS-/KONEKLAPPIDE PAIGALDUSJUHISED

Kasutamine Ventilaatorist Mitteséltuval Patsiendil

Kui eelhindamise kriteeriumid on taidetud, peaks Passy-Muir™-klapi paigaldamine toimuma
vastavalt arsti juhistele, jargides muu hulgas jargmiseid juhtnddére.

1.

Teavitustegevus: patsiendi drevuse vahendamiseks ja Passy-Muir™-klapiga
harjumise onnestumiseks tuleb selgitada patsiendile, pereliikmetele ning koigile
patsienti hooldavatele tervishoiutootajatele (koik vahetused) Passy-Muir™-klapi
kasutusjuhiseid, sh vastunaidustusi, ettevaatusabindusid ja hoiatusi. Vaadake labi kdik
pakendi infolehed ja sildid koos patsiendi, pereliikmete ja té6tajatega.

Patsiendi hindamine: patsienti tuleks hinnata enne Passy-Muir™-klapi paigaldamist,
selle ajal ja parast seda jargmise osas.

¢ elutdhtsad naitajad (nt sidame l66gisagedus, hingamissagedus, vere
hapnikukdllastus)

* hingamisel tekkivad helid

e patsiendi nahavéarvuse ja reageerimisvdime muutumine
e hingamisfunktsioon

¢ trahheaalne ja oraalne sekreet

Aspiraatoriga puhastamine: soovitame puhastada aspiraatoriga nii trahheat kui
ka suud vastavalt vajadusele. See holmab sekreedist puhastamist enne ja péarast
trahheakanulli manseti tihjendamist (kui see on olemas).

Manseti tiihjendamine: tihjendage aeglaselt trahheakantili mansett (kui see
on olemas). Patsiendi trahheat tuleb vdib-olla parast manseti tihjendamist uuesti
aspiraatoriga puhastada, et eemaldada sekreet, mis oli manseti peal ja/voi sellest
korgemal. Kui patsiendil on mansetiga trahheakandl, tuleks hinnata, kas meditsiiniliselt
on sobiv mansetita trahheakanuli paigaldamine, et korvaldada vajadus manseti
tuhjendamiseks Passy-Muir™-klapi kasutamisel.

A HOIATUS! TRAHHEAKANUULI MANSETT TULEB ENNE PASSY-MUIR™-

KLAPI PAIGALDAMIST TA'IELIKULT TUHJENDADA PATSIENT El SAA
HINGATA, KUl MANSETT POLE TAIELIKULT TUHJENDATUD. PASSY-MUIR™
-KLAPPE El SAA KASUTADA KOOS VAHUGA TAIDETUD MANSETIGA
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TRAHHEAKANUULIGA. PASSY-MUIR™-KLAPPI SAAB KASUTADA MANSETIGA
TRAHHEAKANUULIGA, KUI MANSETT TAIELIKULTTUHJENDADA JA PATSIENDI
TRAHHEAS ON TRAHHEAKANUULI JA TUHJENDATUD MANSETI UMBER
TAGATUD PIISAV OHUVOOL.

Trahheakaniiili suurus: vastavalt arsti juhistele tuleb véib-olla minna Ule vaiksemale
vOi mansetita trahheakanudlile, et tagada piisav 6huvool valjahingamise ajal, et Passy-
Muir™-klapi kasutamine oleks véimalik.

Hoiatussiltide kasutamine: kinnitage Passy-Muir™-klapi komplektis olevad
hoiatussildid patsiendi mansetiga trahheakanli balloonile, et td6tajad teaksid, kuidas
Passy-Muir™-klappi kasutada.

PMV™ Secure-It™-kinniti: (ainult kéneklappidel PMV™ 2000 (véarvitu)
ja PMV™ 2001 (Purple Color™). Pole mdeldud kasutamiseks ventilaatori
ahelas.) Kinnitage PMV™ Secure-1t™ kdneklapi PMV™ 2000 (véarvitu) voi
PMV™ 2001 (Purple Color™) killge enne Passy-Muir™-klapi kinnitamist
trahheakanuili killge. Trahheakanuili killge kinnituva PMV™ Secure-1t™
-kinniti kasutamine aitab véltida Passy-Muir™-klapi kaotamist, kui see peaks juhuslikult
trahheakanlili kiiljest lahti tulema (nt kéhimise ajal). PMV™ Secure-It™ on valikuline.

a. PMV™ Secure-It™-kinniti saab fikseerida, sisestades PMV™ Secure-It™
-kinniti pikema koonja otsa l&abi PMV™ 2000 (vérvitu) véi PMV™ 2001 (Purple Color™)
kuljel oleva vaikse kinnitusronga (vt jn 1) ning tdmmates seda labi, kuni kinnitusrongas
on kahe salgu vahel (vt jn 2).

b. Siduge PMV™ Secure-It™-kinniti teine ots Umber patsiendi trahheakanaiili
(trahheakanudli 15 mm konnektori 1&heduses) (vt jn 3) ning fikseerige, kasutades
noo6pi ja ndédpauku (vt jn 4).

HOIATUS! ARGE KINNITAGE PMV™ SECURE-IT™-KINNITIT, KUl KASUTATE
KONEKLAPPI PMV™ 2000 (VARVITU) VOI PMV™ 2001 (PURPLE COLOR™)
VENTILAATORI AHELAS, SEST SEE VOIB TAKISTADA VENTILAATORI
LAHTIUHENDAMISE HAIRET.

c. Kui olete Passy-Muir™-klapi trahheakaniiiili konnektori kiiljest eemaldanud, nagu
kirjeldatud 9. sammus, saab PMV™ Secure-It™-kinniti (ainult koos kdneklapiga
PMV™ 2000 (vérvitu) véi PMV™ 2001 (Purple Color™)) eemaldada, nédpides lahti
trahheakan(iuli kiilge kinnitatud fiksaatori enne PMV™ Secure-It™-kinniti eemaldamist
Passy-Muir™-klapi kiljest. PMV™ Secure-1t™-kinniti saab seejarel eemaldada
Passy-Muir™-klapi kiiljest, tdmmates selle ettevaatlikult Passy-Muir™-klapi kiiljel
olevast kinnitusrongast vélja.

_

PMV™ Secure-It™-kinniti paigaldamine®

20



8. Passy-Muir™-klapi kinnitamine: hoidke trahheakaniiilli ihe k&ega paigal ning
kinnitage Passy-Muir™-klapp teise kdega trahheakaniili 15 mm konnektori kiilge,
keerates seda umbes %-pdoret. Passy-Muir™-klapp on hdordistuga, et piisida kindlalt
oma kohal.

/N ETTEVAATUST! PMV™ 005 (valge) paigaldamisel ei tohiks rakendada
trahheakaniiiilile liigset jéudu, sest see vdib takistada Passy-Muir™
-klapi membraani liikumist.

9. Patsiendi jalgimine ja Passy-Muir™-klapi eemaldamine jilgige patsienti
veendumaks, et Passy-Muir™-klapi membraan avaneb, kui patsient sisse hingab ja jaib
véljahingamise ajal suletuks. Jalgige patsienti parast Passy-Muir™-klapi paigaldamist
veendumaks, et patsiendi trahheas on trahheakanuli Gmber tagatud piisav 6huvool.
Kui taheldate patsiendil hingamisraskuste mérke, eemaldage Passy-Muir™-klapp
viivitamatult ja hinnake hingamisteede avatust uuesti.

Passy-Muir™-klapi eemaldamiseks hoidke trahheakanuiili iihe k&ega paigal ja keerake
Passy-Muirm™-klapp ettevaatlikult teise kdega maha. Kui kasutate pdorleva konnektoriga
trahheakandili, vbib olla vajalik Passy-Muir™-klapi edasi tagasi sikutada, mitte keerata.

HOIATUS! KUI PATSIENDIL ESINEB PASSY-MUIR™-KLAPI KASUTAMISEL
RASKUSI, VOIVAD OLLA PATSIENDI HINGAMISTEED TAKISTATUD STENOOSI,
KOEMASSI, TRAHHEOMALAATSIA, GRANULATSIOONKOE, HAALEPAELTE
KESKMISESSE ASENDISSE HALVATUSE, SEKREEDI TOTTU VOI SEEPARAST,
ET VALITUD TRAHHEAKANUUL ON PATSIENDI TRAHHEA JAOKS LIIGA SUUR.
PARAST OBSTRUKTSIOONI KORVALDAMIST TULEKS HINNATA PATSIENTI
PASSY-MUIR™-KLAPI SOBIVUSE OSAS UUESTI.

10. Patsiendi harjumine: paljud patsiendid harjuvad Passy-Muir™-klapiga Kiiresti ja
raskusteta. Kuid méned patsiendid véivad vajada Passy-Muir™-klapi kandmisega
harjumiseks jarkjérgulist tleminekuperioodi. Osad patsiendid taluvad Passy-Muir™-
klappi kogu &rkveloleku aja (s.0 16 kuni 18 h paevas). Hingamismustri ja kdnelemise
taasOppimine voib olla vajalik, kui patsient pole pikalt hdalepaelu kasutanud.
Taasdppimisel vdib kasutada logopeedi abi. Patsiendid kogevad loomulikumaid
hingamisaistinguid, nagu Shuvool suu-/ninaédnes ja hingamislihaste suurema
aktiivsuse mojud. Patsiendid voivad suletud hingamissisteemi taastumise t6ttu rohkem
koéhida, sest sellega taastub positiivne rohk haalekorialuses ja loomulik dhuvool
suu-/ninaddnes. See holbustab sekreedi ohjamist, sest sekreeti liigutatakse moédda
hingetoru edasi ja sealt &ra, mis toetab omakorda kopsude puhastamist. Kui patsiendil
esineb liigset kdhimist pikalt, tuleks Passy-Muir™-klapp eemaldada ja hinnata uuesti
hingamisteede avatust

TORKEOTSING

Kui patsient ei suuda piisavalt tugevalt Glemiste hingamisteede kaudu vélja hingata, tuleb
voib-olla hinnata uuesti jargmisi aspekte:

¢ Manseti hindamine: veenduge, et trahheakaniili mansett on taielikult tihjendatud.
Kuigi see pole noutud, tuleks kaaluda, kas patsiendile sobivaks mansetita
trahheakanuul, mis voib pakkuda optimaalset hingamisteede avatust kasutamiseks
Passy-Muir™-klapiga.

e Trahheakanuili hindamine: hinnake trahheakanuili suurus otsustamaks, kas
trahheakanuuli ja tihjendatud manseti suuruse tottu on vaja kasutada vaiksema
suurusega trahheakantli.

¢ Hingamisteede obstruktsioon: kaaluda tuleks arstlikku hindamist (nt bronhoskoopia),
ettuvastada véimalikud hingamisteede obstruktsioonid (nt stenoos, granulatsioonkude,
koemass, haalepaelte parallus jms).

e Asend: hinnake uuesti veendumaks, et patsiendi ja trahheakanuduli asend
on optimaalne.
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e Patsiendi drevus: trahheostomeeritud patsiendid véivad kogeda Passy-Muir" -klapl
esmakordsel kasutamisel arevust. Arevust véib vahendada, kui enne Passy-Muir™
klapi paigaldamist selgitada patsiendile protseduuri ennast ja seda, et ta kogeb
véljahingamisel 6huvoolu tlemistes hingamisteedes ning esialgu voib valjuda hingetoru
ja suu kaudu valja suuremas koguses sekreeti. Lisaks voib kasutada véljahingamise ja/
vOi kdne hdlbustamiseks tdhelepanu korvalejuhtimist (nt telefonikdned, perelikmete ja
arsti visiidid) ning visuaalseid abivahendeid, nagu spiromeetria voi peeglid, taskuratid,
suled, viled voi mullitajad.

PASSY-MUIR™-KLAPI UHENDUSED

Fenestreeritud trahheakaniiiilid: Passy-Muir™-klappi véib kasutada fenestreeritud
trahheakanutulidega, kuid fenestreeritud kantuli kasutamine EI OLE ndutud. Kui
kasutate Passy-Muir™-klapi lhendamiseks sisekaniili, peavad fenestratsiooni
arakasutamiseks olema fenestreeritud nii sisemine kui ka valimine kanuul. Kui
fenestreeritud kanGilil on mansett, peab mansett olema tdielikult tiihjendatud.
Passy-Muir™-klapi kasutamine fenestreeritud kanailiga véib lisaks muudele
Passy-Muir™-klapi eelistele pakkuda ka suuremat kdnevaljust.

Sisekaniitil: Passy-Muir™-klapp kinnitub téiskasvanud, pediaatrilise voi vaststindinud patsiendi
trahheakanili 15 konnektori kilge hoordistuga. Olenevalt trahheakantli konstruktsioonist on
15 mm konnektor sise- vdi véliskantiili kiiljes. PMV™ 005 (valge) kasutamisel trahheakanudliga,
millel on Ghekordne haaramisrongaga sisekaniidl, tuleb veenduda, et haaramisrongas ei ulatu
trahheakantli 15 mm konnektorist kaugemale. Kui see ulatub 15 mm konnektorist kaugemale,
tuleks sisekaniiil enne PMV™ 005 (valge) kasutamist eemaldada.

A ETTEVAATUST! Kui sisekantili haaramisrongas ulatub 15 mm konnektorist kaugemale,
voib see takistada PMV™ 005 (valge) membraani liikkumist.

Premier Medicali voi Pilling Wecki metallist Jacksoni taiustatud kaniilid

Mérkus. Kédesolev kasutusjuhend pole méeldud kasutamiseks koos tootega PMV™
2020 (labipaistev).

PMV™ 2020 (labipaistev) - T S

(15 mm siseg / 23 mm vélisg) on O\ kaniidl koos \:ﬁ'\.. 15mm Adapter
ainus kerge Uhesuunaline vaikimisi ‘ palm)

suletud asendiga ,lekkevaba” klapp, <V / >

mis on moeldud kasutamiseks : / :

koos Premier Medicali vdi | PMV®2020 (varvitu) ‘

Pilling Wecki metallist Jacksoni
taiustatud trahheakantulidega i
(suurused 4—6 voi samavaarsed) ja
PMA™ 2020-S-adapteriga (vtjn 5a). | Pmae 2020-S Adapter e e
Kui soovite lisateavet, vétke tihendust | yn 5a koo§15|ar2mlg]i§e%m|iga
ettevottega Passy-Muir Inc.

Muud metallist trahheakaniiiilid: osad metallist (pediaatriliste
ja taiskasvanud patsientide) trahheakantilide tootjad pakuvad

valikulist sisekanudli, millel on 15 mm konnektor Passy-Muir™- ¥

klapi vm hingamisseadmete hendamiseks. 15 mm konnektoriga e
sisekanuli saab tellida tootjalt voi tootja kohalikult esindajalt. Plastist | PMA™ 2000 hapnikuadapter
intubatsioonitoru adapteri saab Gihendada madala profiiliga metallist | pmy= 2001k:?>‘f]'r'p|e Color™)
trahheakanuuliga, et luua 15 mm konnektor, mis véimaldab thendada JN 5¢
Passy-Muir™-klapi.

Hapnik: kui Passy-Muir™-klapi kasutamise ajal on tarvis manustada trahheakaniiiili kaudu
hapnikku, saab kasutada hapnikumaski, trahheostoomia maski v6i PMA™ 2000 O,-adapterit
(lisateavet PMA™ 2000 O,-adapteri kohta vt jargnevatest jaotistest). Llsateavet leiate
PMA2000 kasutusjuhisest.
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Niiskus: kui Passy-Muir™-klapp on paigaldatud, v&ib trahheakaniiili kaudu niisutada
(soojendatud aerosooliga, mis ei sisalda ravimit), kasutades trahheostoomia maski voi
T-liitmikku.

A HOIATUS! OLGE ETTEVAATLIK, KUl KASUTATE PASSY-MUIR™-KLAPPI KOOS
SO0JUS- JA NIISKUVAHETIGA VOl HUGROSKOOPSE KONDENSAATOR-
NIISUTIGA. SEE SEADE KOGUB NIISKUST PATSIENDI VALJAHINGATAVAST
OHUST.KUI PASSY-MUIR™-KLAPP ON PAIGALDATUD, EIVALJUVALJAHINGATAV
OHK TRAHHEAKANUULI KAUDU NING SEE VOIB MOJUTADA SOOJUS- JA
NIISKUSVAHETI JOUDLUST. TAIENDAV NIISUTAMINE VOIB OLLA VAJALIK.

A ETTEVAATUST! Eemaldage Passy-Muir™-klapp enne nebulisaatoriga ravimi
manustamist. Kui Passy-Muir™-klappi kasutatakse kogemata nebulisaatoriga ravimi
manustamisel, tuleks see viivitamatult eemaldada ja seda pohjalikult loputada, et kdik
ravimijaagid eemaldada, sest mdned ravimid vdivad Passy-Muir™-klapi membraani
kahjustada

VENTILAATORI KASUTAMINE

Kui kasutate Passy-Muir™-klappi ventilaatorist sdltuval patsiendil, tuleb lisaks
jargmistele ventilaatorispetsiifilistele juhtndéridele jargida tédhelepanelikult ka koiki
eeltoodud juhiseid, hoiatusi ja ettevaatusabinousid.

Kéneklappe PMV™ 005 (valge), PMV™ 007 (Aqua Color™), PMV™ 2000 (vérvitu)
ja PMV™ 2001 (Purple Color™) saab kasutada aktiivravis ja koos kaasaskantavate
ventilaatoritega ning enamiku levinud ventilaatorireziimidega.

Kéneklappe PMV™ 005 (valge), PMV™ 007 (Aqua Color™), PMV™ 2000 (vérvitu) ja
PMV™ 2001 (Purple Color™) saab kasutada liksteist asendavana ventilaatoriga koos
v6i ilma selleta, olenevalt ventilaatori vooliku tiiiibist. PMV™ 005 (valge), PMV™ 2000
(varvitu), PMV™ 2001 (Purple Color™) on 23 mm vilislabimédduga ning neid tuleb
kasutada koos liihikese laia suudmega paindliku korduvkasutatava (kummist)
ventilaatori voolikuga. 22 mm vilislibimédduga PMV™ 007 (Aqua Color™) on méeldud
sobima otse iihekordse ventilaatori vooliku sisse, kuid seda voib kasutada ka laia
suudmega paindliku korduvkasutatava (kummist) voolikuga.

A HOIATUS! ARGE KASUTAGE KONEKLAPPE PMV™ 005 (VALGE), PMV™ 2000
(VARVITU) EGA PMV™ 2001 (PURPLE™ COLOR™) UHEKORDSE VENTILAATORI
VOOLIKUGA, SEST SEL JUHUL EKSISTEERIB VOOLIKU ERALDUMISE OHT.
KASUTAGA LAIA SUUDMEGA PAINDLIKU KORDUVKASUTATAVA (KUMMIST)
VOOLIKUGA.

1. Vaadake labi eespool toodud jaotis pealkirjaga ,,Trahheostoomia ja ventilaatori
jaoks mdeldud Passy-Muir™-i neelamis-/kdneklappide paigaldusjuhised.
Kasutamine ventilaatorist mittesoltuval patsiendil” ning péoérake erilist
tahelepanu jargmistele aspektidele.

* Teavitustegevus ¢ Patsiendi hindamine ¢ Aspiraatoriga puhastamine
2. Ventilaatori hindamine: ventilaatori parameetrite hindamine enne Passy-Muir™

-klapi paigaldamist, selle ajal ja parast seda, peab hélmama muu hulgas jargmist.

* Reziim * Positiivne |6ppekspiratoorne rohk (PEEP)

* Hingamismaht (V) ¢ Inspiratoorne tipprohk (PIP)

e Sagedus * Tundlikkus

¢ Hapniku sisaldus e Haire satted

sissehingatavas dhus (F10,)
Markus. Mis tahes ventilaatori parameetri muutmine néuab arsti luba.

3. Manseti tiihjendamine: kui patsiendil on mansetiga trahheakandil, tuleb ventilaatori
parameetreid kohandada, et kompenseerida trahheakanuli imbruses toimuv lekkimine
parast manseti tihjendamist, et tagada patsiendi mugavus ja vajalik ventilatsioon. Kui
patsiendil on mansetiga trahheakaniidl, tuleks hinnata, kas meditsiiniliselt on sobiv
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mansetita trahheakanulli paigaldamine, et kdrvaldada vajadus manseti tiihjendamiseks
Passy-Muir™-klapi kasutamisel.

Kui PIP langeb pé&rast manseti tihjendamist markimisvaarselt, voib sissehingatav
ohk ulemiste hingamisteede kaudu vélja paaseda ning ei pruugi kopsu siseneda.
Kompenseerimiseks voib olla vajalik VT-vaartuse kohandamine. Suurendage VT
vaartust sammhaaval (et valtida Ulekompenseerimist), kuni PIP-vaartus on vordne
vaartusega enne manseti tihjendamist. (Manseti tiihjendamise kompenseerimiseks
VT-vaartuse kohandamisel voib VT suurendamine suurendada PIP-vaartust.).

/\ HOIATUS! ARGE ULETAGE MANSETI TUHJENDAMISELE EELNENUD
INSPIRATOORSE TIPPROHU VAARTUSI.

A HOIATUS! TRAHHE__AKANU[]LI MANSETT TULEB ENNE PASSY-MUIR™-KLAPI
PAIGALDAMIST TAIELIKULT TUHJENDADA. PATSIENT EI SAA HINGATA, KUI
MANSETT POLE TAIELIKULT TUHJENDATUD PASSY-MUIR™-KLAPPE El SAA
KASUTADA KOOS VAHUGA TAIDETUD MANSETIGA TRAHHEAKANUULIGA.
PASSY-MUIR™-KLAPPI SAAB KASUTADA MANSETIGA TRAHHEAKANUULIGA,
KUI MANSETT TAIELIKULT TUHJENDADA JA PATSIENDI TRAHHEAS ON
TRAHHEAKANUULI JA TUHJENDATUD MANSETI UMBER TAGATUD PIISAV
OHUVOOL.

4. Passy-Muir™-klapi kinnitamine: (ihendage Passy-Muir™-klapi lhendusots otse

patsiendi trahheakanudli kiilge (vt jn 6), hoides selleks trahheakanulli Ghe kdega
paigal ning kinnitades Passy-Muir™-klapi teise kdega trahheakandiiili 15 mm konnektori
kiilge, keerates seda umbes %-pdoret. Passy-Muir™-klapp on hdérdistuga, et piisida
kindlalt oma kohal. Passy-Muir™-klapi ihendusotsa saab kinnitada ka pdérdadapteriga
(vt jn 7), Omniflex™-adapteriga voi suletud imikateetriga. Kéneklappi PMV™ 007
(Aqua Color™) saab kasutada liinisiseselt pediaatrilise ventilaatori ahelas, kui
kasutada adapterit, mis thildub 22 mm vélislabimddduga ja 15 mm siselabimdoduga
(vahendusadapter).

A HOIATUS! ARGE KINNITAGE PMV™ SECURE-IT™-KINNITIT, KUI KASUTATE
KONEKLAPPI PMV™ 2000 (VARVITU) VOI PMV™ 2001 (PURPLE COLOR™)
VENTILAATORI AHELAS, SEST SEE VOIB TAKISTADA VENTILAATORI
LAHTIUHENDAMISE HAIRET.

KLAPI PAIGUTUS
VENTILAATORIST
SOLTUVATEL PATSIENTIDEL

PASSY-MUIR™-KLAPP
KINNITUB 15 MM
KONNEKTORI KAUDU OTSE
TRAHHEAKANUULI KULGE

PMV™ 005, PMV™ 2000 ~ PMV™ 007 PUHUL
VOI PMV™ 2001 PUHUL  UHENDAGE OTSE
LAIA SUUDMEGA UHEKORDSE
LUHIKE PAINDLIK VOOLIKUGA
VOOLIK LIBISTATUD

ULE KLAPI

KLAPI PAIGUTUS
STANDARDSE
POORDADAPTERI PUHUL

ADAPTER UHENDAB LUHIKESE
PAINDLIKU VOOLIKU
HINGAMISVOOLIKUGA

A ETTEVAATUST! PMV™ 005 (valge) paigaldamisel ei tohiks rakendada trahheakaniiilile,
péordadapterile ega liinisisesele imisiisteemile liigset joudu, sest see voib takistada
Passy-Muir™-klapi membraani liikumist.
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PMV™ 007 koos Omniflex™-liitmikuga ja
vahendusadapteriga pediaatrilise vooliku jaoks

PMV™ 007 koos
suletud imikateetriga

Véahendusadapter

5. Jélgimine ja Passy-Muir™-klapi eemaldamine: jélgige patsienti parast Passy-
Muir™-klapi paigaldamist veendumaks, et patsiendi trahheas on trahheakanddili imber
tagatud piisav 6huvool. Kui tdheldate patsiendil hingamisraskuste mérke, eemaldage
Passy-Muir™-klapp viivitamatult ja hinnake hingamisteede avatust uuesti. Passy-
Muir™-klapi eemaldamiseks lahutage Passy-Muir™-klapp ventilaatori ahelast ning
taastage esialge seadistus. Taastage kdik varasemad ventilaatori parameetrid, enne
trahheakan(iuli manseti taitmist.

A HOIATUS! KUI PATSIENDIL ESINEB PASSY-MUIR™-KLAPI KASUTAMISEL
RASKUSI, VOIVAD OLLA PATSIENDI HINGAMISTEED TAKISTATUD STENOOSI,
KOEMASSI, TRAHHEOMALAATSIA, GRANULATSIOONKOE, HAALEPAELTE
KESKMISESSE ASENDISSE HALVATUSE, SEKREEDI TOTTU VOI SEEPARAST,
ET VALITUD TRAHHEAKANUUL ON PATSIENDI TRAHHEA JAOKS LIIGA SUUR.
PARAST OBSTRUKTSIOONI KORVALDAMIST TULEKS HINNATA PATSIENTI
PASSY-MUIR™-KLAPI SOBIVUSE OSAS UUESTL.

A ETTEVAATUST! Passy-Muir™-klapp tuleks kinnitada trahheakaniiiilile vdimalikult
l&hedale, mitte ahelas kaugemale, et véltida tiihja ruumi suurendamist ning Passy-Muir™-
klapi membraani liikumise takistamist ventilaatori voolikus oleva kondensaadi poolt.

6. Hingamisteede rohk: hingamisteede rohk voib tdusta, kui patsient kasutab Passy-
Muir™-klappi, sest véljahingamine toimub neelu-nina-suu kaudu, mis tekitab
(loomuliku) fusioloogilise positiivse 16ppekspiratoorse rohu (PEEP). See on osa
loomulikust flisioloogiast, mis on taastatud ténu suletud hingamissisteemile, mis on
saavutatud vaikimisi suletud asendiga Passy-Muir™-klapi ,lekkevaba” konstruktsiooni
abil. Sellest tulenevalt voib vajadus positiivse I6ppekspiratoorse rohu (PEEP)
mehaaniliseks toetamiseks vaheneda. Lisaks suureneb loomulik keeriseline 6huvool
labi vooliku, mis suurendab réhku. Kuigi hingamisteede rohk voib tdusta, peaks see
jdédma patsiendile lubatud piiridesse.
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Kui tippréhud tdusevad lubatud piirvaartustest kdrgemale, tuleb Passy-Muir™
klapp viivitamatult eemaldada ning hinnata Glemiste hingamisteede avatust. Lisaks,
kuna osadel Passy-Muir™-klappi kasutavatel patsientidel hingamisteede rohk veidi
suureneb, tuleb, nagu iga ventilaatori ahela muudatuse korral, hinnata madala réhu
piirvaartust, mille korral aktiveeritakse lahtilhendamise haire.

7. Ventilaatori héire satted: koiki ventilaatori haireid tuleb enne Passy-Muir™-klapi
paigaldamist, selle ajal ja parast seda uuesti hinnata, et need sobivaks kohandada.

A HOIATUS! KUI VENTILAATORI HAIRETE UUESTI HINDAMINE JA KOHANDAMINE
TEGEMATA JATTA, VOITE SELLEGA PATSIENDI OHTU SEADA.

Kui Passy-Muir™-klapp on iihendatud ventilaatori ahelasse, ei saa patsient enam
ventilaatori ahela kaudu vélja hingata. Seega tuleb enamikul aktiivravi ventilaatoritel
hinnata uuesti kdrge ja madala hingamismahu, kdrge ja madala minutimahu ning apnoe
haireid. Ventilaatori kdrge ja madala héire satteid tuleb sel ajal uuesti hinnata (nt
muuta need lahtiliihendamise ja obstruktsiooni suhtes tundlikumaks), et tagada
patsiendi ohutus. Jargige soovitusi, mis on seotud ventilaatori enesetestidega (nt
osade aktiivrarvi ventilaatorite puhul tuleb teha liihike EST-test). Osade tootjate
seadmetel on kdneklapireziim, mis tuleks Passy-Muir™-klapi kasutamisel sisse
lulitada.

8. Patsiendi ventilaatori parameetrid tuleks parast Passy-Muir™-klapi eemaldamist seada
tagasi varasematele vaarustele.

A HOIATUS! EEMALDAGE PASSY-MUIR™-KLAPP JA SEADKE VENTILAATORI
PARAMEETRID VARASEMATELE VAARTUSTELE ENNE TRAHHEAKANUULI
MANSETI TAITMIST.

9. Patsiendi harjumine: vaadake labi 16ik ,Patsiendi harjumine” eespool toodud
jaotises pealkirjaga ,Trahheostoomia ja ventilaatori jaoks méeldud Passy-Muir™
-i neelamis-/kdneklappide paigaldusjuhised. Kasutamine ventilaatorist mittesoltuval
patsiendil” (vt Ik 8).

TAIENDAVAD HARJUMISEGA SEOTUD PROBLEEMID

Liigne 6huleke suu ja nina kaudu: kui patsient teatab ebamugavustundest, mida
tekitab pidev 6huvool 1&bi nina ja suu, tuleks kaaluda jargmiseid soovitusi.

a. Kui kontroll haalekari Gle on véahenenud, voib olla naidustatud haalepaelte ja/voi
hingamise uuestidppimine.

b. Sellises olukorras voib olla kasu ventilaatori kompensatsioonist, et aidata kontrollida
ohuvoolu labi tGlemiste hingamisteede. Voolukiiruse, hingamismahu ja/voi reziimi
kohandamine vodib aidata vdhendada patsiendi ebamugavustunnet.

c. Jarkjarguline manseti tilhjendamine méne péeva jooksul enne Passy-Muir™
-klapi kasutuselevottu (kui patsient seda talub), voib aidata patsiendil harjuda
Glemisi hingamisteid l&biva 6huvooluga mugavamalt.

PASSY-MUIR™-KLAPI HOOLDAMINE JA KASUTUSIGA

Passy-Muir™-klappe miiiiakse (ihe kaupa pakendatult. Ideaalis peaks patsiendil olema
varuks veel (ks Passy-Muir™-klapp, et ajal, kui lhte puhastatakse, saaks kasutada teist.
Passy-Muir™-klappi ja PMV™ Secure-It™-kinnitit tuleks puhastada igapdevaselt parast
kandmist.

A ETTEVAATUST: VALE PUHASTAMINE VOIB SEADET KAHJUSTADA, POHJUSTADA

TALITUSHAIRET VOI HINGAMISTEEDE UMMISTUST. PUHASTAGE SEADET
KAESOLEVAS BROSUURIS SATESTATUD PUHASTUSJUHISTE JARGI.
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1. Puhastusprotseduur
Jargmised puhastusjuhised kehtivad ka PMV™ Secure-It™-kinnitile.

* Peske Passy-Muir™-klappi soojas seebivees (mitte kuumas vees). Loputage
pohjalikult sooja veega. Laske Passy-Muir™-klapil 6hu kées kuivada, enne kui selle
hoiukarpi panete. Arge kasutage Passy-Muir™-klapi kuivatamiseks kuumust.

o ARGE kasutage Passy-Muir™-klapi puhastamiseks kuuma vett, peroksiidi, valgendit,
aadikat, alkoholi, harju ega vatitikke. Arge autoklaavige.
2. Passy-Muir™-klapi kasutusiga

PMV kasutusiga on dige puhastamise ja kasutamise korral kaks kuud. PMV tuleb vélja
vahetada iga kahe kuu tagant v6i varem, kui seade on kahjustatud, kleepuv voi tekitab
mira, hakkab vibreerima voi sissehingamisel ilmneb suurenenud vastupanu v6i muud
raskused.

3. KASUTUSEST KORVALDAMINE

Késitlege PMV-d meditsiinilise jadtmena vastavalt kehtivatele riiklikele méarustele ja
asutuse eeskirjadele.

Meditsiiniseadmete méaaruse teade: kui seadmega seoses on toimunud moni tésine
vahejuhtum, tuleb sellest teavitada tootjat ning kasutaja ja/voi patsiendi asukoha liikmesriigi
padevat asutust.
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