I, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn.

DO HEREBY CERTIFY AND ATTEST:

That | have no reason to doubt the authenticity of the document
hereunto annexed namely Declaration, dated 06th December 2021 and
signed for and on behalf of Smith & Nephew Medical Limited by
Andrew Dagiish, Regulatory Affairs Specialist.

IN TESTIMONY WHEREOF | have hereunto set my hand and
affixed my Seal of Office, in the Town of Windsor aforesaid, this day

Tuesday, 7th December 2021.

Rfgulated by the Faculty Office of the Archbishop of Canterbury
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Smith & Nephew Medical Limited -

101 Hessle Road T: + 44 (0)1482 225181 Sm |th N ep heW
Hull F: + 44 (0)1482 328326

Hn3 2BN www.smith-nephew.com

England

06 December 2021

I certify that the attached document is a true and accurate copy of the document provided to the

Regulatory Affairs Department at the above address.

Signed by:
Name: Andrew Daglish
Position: Regulatory Affairs Specialist

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
Smith & Nephew Medical Limited, acting as agent for T.J. Smith and Nephew, Limited
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PICO 14 OAHOPA3OBbLIN, BAPUAHTbLI UCMNONTHEHUSA» /

INSTRUCTION FOR USE OF THE MEDICAL DEVICE "PICO 14 SINGLE

USE NEGATIVE PRESSURE WOUND THERAPY SYSTEM, VARIATIONS"
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Hand this Leaflet to Patient smith&nephew
(E) after Dressing Application PICO 14

Single Use Negative

PICO 14 is intended for use by or on the direction of a trained and

PressureWound Therapy
licensed physician in accordance with these instructions for use. System
User Manual
Airlock layer helps ;
Pump noise level is  System lasts up to 14 Pump has high tolerance . - maintain negative, 809 of exudate Indicated for low to Silicone gel adhesive Dressing is
Dressing full indicator

managed through moderate exuding

below 35dB days to air leaks pressure across the evaporation wounds

dressing showerproof
drcssin

1 Description

PICO 14 consists of a pump, coiled extension tubing, batteries, sterile dressings and fixation strips. The
PICO 14 pump maintains negative pressure wound therapy (NPWT) at 80 mmHg (nominal) to the wound
surface. Exudate is managed by the dressing through a combination of absorption and evaporation of
moisture through the outer film. The PICO 14 system is intended to be used for up to 14 days. For low
exuding wounds each PICO dressing is intended to be used for up to 7 days. For moderately exuding
wounds each PICO dressing is intended to be used for up to 4 days. For 14 days use on moderate exuding
wounds additional dressings will be required (available for purchase separately).

The PICO soft port dressing is designed with an integrated filter to prevent liquid ingress into the soft port
tubing and into the PICO pump.

Low exuding wounds are considered to be up to 0.6g of liquid exudate/cm” of wound area/24 hours.
Moderate exuding wounds are considered to be up to I.Ig of liquid exudate/cm” of wound area/24
hours. Ig of exudate is approximately equal to 1ml of exudate.

The frequency of dressing changes can be affected by multiple factors such as wound type, wound size,
rate or volume of exudate, orientation or environmental conditions. Additional dressings are available to
purchase separately, as required.

2. Indications for use
PICO 14 is indicated for patients who would benefit from a suction device (NPWT) as it may promote
wound healing via removal of low to moderate levels of exudate and infectious materials. Appropriate
wound types include;

Chronic

Acute

Traumatic

Subacute and dehisced wounds

Partial-thickness burns

Ulcers (such as diabetic or pressure)

Flaps and grafts

Surgically closed incision sites

PICO 14 single use negative pressure systems are suitable for use both in a hospital and homecare setting.

3. Contraindications

PICO 14 is contraindicated for:

. Patients with malignancy in the wound bed or margins of the wound (except in palliative care to
enhance quality of life).

. Previously confirmed and untreated osteomyelitis.

. Non-enteric and unexplored fistulas.

. Necrotic tissue with eschar present.

. Exposed arteries, veins, nerves or organs.

. Exposed anastomotic sites.
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PICO 14 should not be used forthe purpose of:

. Emergency airway aspiration.
. Pleural, mediastinal or chest tube drainage.
. Surgical suction.

4. Aj-/\Pump Placement Warning

The PICO 14 Pump contains a MAGNET.

Keep the PICO 14 pump at least 10cm (4 inches) away from other medical
devices at all times. Failure to do so can cause interference with other
medical devices. See Section 5 Magnet Warning.

5. Warnings

1. A Magnet Warning
The PICO 14 pump contains a MAGNET that can cause interference with other medical devices in close
proximity. The PICO 14 pump must be positioned at least 10cm (4 inches) away from other medical
devices that could be affected by magnetic interference. These include but are not limited to:
. Implantable Cardioverter-defibrillator (ICD) «Pacemakers e Insulin Pumps
. Shunt Valves «Neurostimulators « Cochlear Implants
THIS WARNING APPLIES AT ALL TIMES TO ALL USERS.
This applies to both Patients and Caregivers. You must keep the PICO 14 pump at least 10cm (4 inches)
away from other devices:
« Ifyou have an electronic medical device and are helping take care of somebody else using the
PICO 14 system.
« Ifthe patient iswearing the PICO 14 pump in a public area where they may come in close contact
with someone else who has an electronic medical device.
2. Certain patients are at high risk of bleeding complications which, if uncontrolled, could
potentially be fatal. Patients must be ciosely monitored for bleeding. 1fsudden or increased bleeding is
observed, immediately disconnect pump, leave dressing in place, take appropriate measures to stop
bleeding and seek immediate medical assistance.
3. Haemostasis must be achieved before applying the dressing, although the use of anticoagulants
does not deem a patient inappropriate for treatment with PICO 14. Patients suffering from difficult
haemostasis or who are receiving anticoagulant therapy have an increased risk of bleeding. During
therapy, avoid using haemostatic products that may increase the risk of bleeding, ifdisrupted. Frequent
assessment must be maintained throughout the therapy.
4. At all times care should be taken to ensure that the pump, tubing and connectors do not:

Lie in a position where they could cause pressure damage to the patient.

Trail across the floor where they could present a trip hazard or become contaminated.

Present a risk of strangulation or atourniquet to patients.

Rest on or pass over a source of heat.

Become twisted or trapped under clothing or bandages so that the therapy is blocked.
5. Sharp edges or bone fragments in a wound must be covered or removed prior to using PICO 14

due to risk of puncturing organs or blood vessels while under negative pressure wound therapy.

6. Inthe event that defibrillation is required, remove the dressing ifitis positioned in a location that
will interfere with defibrillation.
7. The PICO 14 pump isnot MRI compatible. Remove the PICO 14 pump from the dressing before

entering the MRI suite. Do not bring PICO 14 into the MRI scan room. The device presents a projectile
hazard.

8. PICO 14 has not been studied on paediatric patients. Patient size and weight should be considered
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when prescribing this therapy.

9. PICO 14 isunsuitable for use in areas where there isdanger of explosion (e.g. oxygen rich
environments such as hyperbaric oxygen unit).

10. The system contains small parts which could represent a choking hazard for young children. Keep
out of the reach of children.

11. PICO 14 isnot suitable for use inthe presence of flammable anaesthetic mixture with oxygen or
nitrous oxide.

12. PICO dressings should only be applied and changed by a healthcare professional. The patient must

not remove their dressing unless the healthcare professional believes itto be clinically appropriate.

13. Each PICO dressing (including Multisite) must be used to dress one wound only.

14. Keep PICO away from pets, pests and other animals that could damage the PICO device.

15. No modification of this equipment is allowed.

6. Precautions

1. Precautions should be taken Inthe following types of patients who are at high risk of bleeding

complications:
. Receiving anticoagulant therapy or platelet aggregation inhibitors or actively bleeding.
. Having weakened or friable blood vessels or organs in or around the wound as a result of, but not

limited to; anastomoses, infection, trauma or radiation.

. Suffering from difficult wound hemostasis.

. Untreated for malnutrition.

. Non-compliant or combative.

. Suffering from wounds in close proximity to blood vessels or delicate fascia.

2. If pain, reddening, odour, sensitization or a sudden change inthe volume or colour of wound fluid

occurs during use, contact your healthcare professional right away.

3. W here PICO 14 is used to bolster skin grafts, itisimportant to visually inspect the system
regularly, especially in the first week of treatment to ensure that negative pressure wound therapy is
continually applied and a seal is maintained.

4. W here PICO dressings are used on infected wounds, more frequent dressing changes may be
required. Regular monitoring of the wound should be maintained to check for signs of infection.

5. Ifdeemed clinically appropriate, care should be taken that the application of a circumferential
dressing or the use of negative pressure wound therapy on ischaemic limbs does not compromise
circulation.

6. PICO 14 does not contain audible alerts. The pump should be carried so that it is accessible and
the patient/healthcare professional can check the status routinely.

7. Although PICO dressings can be used under clothing/bedding, itisimportant that occlusive
materials e.g. film dressings, are not applied over the pad area ofthe dressing as this will impair the
intended evaporation of moisture through its outer layer.

8. The PICO dressing should not be covered by rigid immobilization devices or casts which might
apply excessive pressure and cause tissue injury at the wound site, especially where the tubing enters the
dressing.

9. Prolonged placement of rigid or opaque materials over the PICO dressing may prevent the regular
inspection and assessment of the wound, and disrupt scheduled or required dressing changes.

10. W here PICO dressings are used on patients with fragile skin, a skin protectant such as SECURA No-
Sting Barrier Film should be used on areas of skin where fixation strips are to be applied. Inappropriate
use or repeated application of fixation strips may otherwise result in skin stripping.

11. Do not use PICO dressings with oil-based products such as petrolatum as it may compromise
establishing

12. The use of negative pressure wound therapy presents a risk of tissue ingrowth Into foam when
this isused as a wound filler. When using foam filler with PICO 14, tissue ingrowth may be reduced by

using a non- adherent wound contact layer or by increasing the frequency of dressing changes.
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/ 13. PICO 14 may be used in conjunction with surgical drains provided the dressing is not placed over
tubing where it exits the skin. Any surgical drain should be routed under the skin away from the edge of
the dressing and function independently of the PICO 14 System.

14.  The pump must be protected from sources of fluid e.g. from incontinence or spillages. Discontinue
PICO 14 use if fluid ingress is observed.

15.  When showering, the PICO 14 pump should be stopped and disconnected from the dressing.
Whilst disconnected, ensure the end of the tubing attached to the dressing is facing down so that water
does not enter the tube.

16. Do not take the pump apart.

17.  The PICO dressing should only be used with PICO pumps.

18. Do not alter or cut tubing configuration or pull on the tubing or soft port.

19. Do not cut the PICO dressing pad as this may lead to loss of negative pressure wound therapy
application.

20.  Always ensure that the PICO dressing is positioned centrally over the wound. The soft port should
be positioned uppermost on intact skin and not extend over the wound so that the risk of fluid collecting
around the soft port and potentially blocking the therapy is minimized.

7. Adverse reactions

Excessive bleeding is a serious risk associated with the application of suction to wounds which may
result in death or serious injury. Careful patient selection, in view of the above stated contraindications,
warnings and precautions is essential. Carefully monitor the wound and dressing for any evidence of a
change in the blood loss status of the patient. Notify the healthcare professional of any sudden or abrupt
changes in the volume or the colour of exudate.

8. Instructions for use

8.1. Guidance on wound suitability

PICO dressings should be used on wounds which fit comfortably within the area of the pad, observing
precautions on soft port positioning (on intact skin and not extending over the wound). PICO Multisite
dressings are designed to enhance conformability when dressing awkward anatomical areas. PICO
dressings (including Multisite) must be used to dress one wound only.

Depth - Wounds greater than 0.5cm (1/4in) in depth are likely to require a foam or gauze negative
pressure wound therapy filler to ensure adequate treatment of all the wound surfaces. Wounds greater
than 2cm (3/4in) in depth must be treated with the use of a filler along with the PICO 14 system to ensure
adequate contact with the wound. Exudate - PICO 14 is intended for use on wounds where the level of
exudate is low (up to 0.6g of liquid exudate/cm? of wound area/24 hours) to moderate (up to 1.1g of
liquid exudate/cm? of wound area/24 hours). 1g of exudate is approximately equal to 1ml of exudate.
When used on a moderately exuding wound, the size of the wound should generally be no more than
25% of the dressing pad area.

8.2. Application
The dressing should only be applied by a healthcare professional.

1. Remove any excess hair to ensure close approximation of the dressing to the wound. If necessary,
irrigate the wound with sterile saline and pat the wound dry.

2. Using a clean technique, peel off the first release handle and place the ]
dressing centrally over the wound to reduce the chance of wound fluid coming into R !
contact with the soft port. Ensure the dressing lies flat to the wound and the SRS ‘\" -

surrounding skin. The dressing should be applied with the soft port positioned ]
higher than the wound (depending on the patient’s primary position), placed on

intact skin and not extending over the wound to prevent fluid pooling around the soft port and blocking
the therapy. Remove the other remaining handle(s) and smooth the dressing around the wound to

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




/levent creasing. Reposition ifrequired to ensure border isnot creased.
| W arning: The PICO 14 pump contains a MAGNET.

Keep the PICO 14 pump at least 10cm (4 inches) away from other medical devices at all times.
(See Section 5.1 Magnet Warning)

3. Once the dressing is in place, remove the pump and the batteries from the tray. The direction in

which the batteries should be placed is inside the battery compartment. Insertthe batteries. Replace the

cover. Following this all four indicators should illuminate for 3 seconds.

4. Join the pump and dressing tubes by twisting together the

connectors. The soft tube can be directly connected to the pump if

long tubing is not required. Press the orange button to start the

application of NPWT. The green OK indicator and orange air leak

indicator will start to flash together (indicates pump working to

establish NPWT). Depending on the size of the wound, the pump

should take up to 100 seconds to establish NPWT. Ifafter 100 seconds

the system has not established NPWT, just the orange air leak

indicator will flash. To troubleshoot refer to section 14.

5. If using SECURA No-Sting Barrier Film prior to application of the

fixation strips (see Precaution 10) wipe the area surrounding the

dressing and allow skin to dry.

6. Apply the fixation strips all the way around the dressing border. Remove top carrier on the strip
after each one has been applied. These strips maintain the seal over the wear time of the dressing. In
awkward areas, it may be useful to apply the strips to help achieve a seal prior to switching on the pump.
Place each strip so that itoverlaps the dressing border by approximately 1cm. Ensure tubing is not twisted
or trapped between clothing. Please note that ifat any time the fixation strips are removed, the dressing
should also be replaced. Ifdesired, gel patches may be applied in addition to the fixation strips to help

achieve or maintain a seal.

8.3. Dressing change

Dressings should only be changed by a healthcare professional

1. Dressings should only be changed in line with standard wound management guidelines, typically
every 3-4 days. Atthe healthcare professional's discretion a PICO dressing may be left in place for up to 7
days. The orange dressing full indicator on the pump will flash if it detects a full dressing or blocked filter.
More frequent dressing changes may be required depending on the level of exudate, condition of the
dressing or other patient considerations; e.g. when PICO 14 isused on infected wounds. Additional
dressings for PICO 14 are available for purchase separately.

2. Inspect the PICO dressing regularly. Ifthe dressing appears ready for changing (see diagrams A-C),
press the orange button and disconnect the dressing from the pump. The fixation strips should be
stretched away from the skin and the dressing lifted at one corner and peeled back until it has been fully
removed. Apply another dressing as per section 8.2. Application, connect to the pump and press the

orange button to reinitiate the therapy.

A B c (A) Dressing properly positioned and is acceptable to be
left in place

(B) Dressing requires change - Port may block with fluid

V J V J N y (C) Dressing requires change - Absorbent area is full
s ~ \ J
3. Based on dressing change frequency, further dressings may be required, see Section 11 - System
Variants.
4. The PICO dressing should be disposed of as clinical waste.
5. The pump life ends and it automatically stops functioning at 14 days (all the indicators will turn off
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fthis point). The batteries should be removed from the pump; and both batteries and pump disposed of
tordingto local regulations.
IS For additional information on disposal requirements speak to your Smith & Nephew

representative.

8.4. Use of PICO dressings with fillers

PICO dressings are compatible with standard gauze and foam fillers used in traditional NPWT where this is
clinically appropriate - for example on a defect wound. W hen filler Is used, the filler and the PICO
dressing should be changed 2to 3times aweek, according to local clinical protocol and manufacturer's

instructions. The filler should loosely fill to the surface ofthe wound. Avoid over-packing.

8.5. Use of PICO dressings with non-adherent layers
PICO dressings may be used over the top of a non-adherent layer ifrequired, for example over a skin
graft. On infected wounds or wounds at risk of infection, ACTICOAT Flex may be used under PICO

dressings.

8.6. Use of PICO 14 with compression

PICO 14 iscompatible with compression therapy Ifclinically required; however, the wound should first be
accurately assessed to ensure the exudate isof low to moderate volume. Following the first application of
PICO dressing under a compression system, check the dressing after 2-3 days to see if fluid handling is
acceptable or ifa dressing change isrequired and that Itisappropriate to continue with compression
therapy.

W hen applying compression therapy over PICO dressings, ensure tubing connecting the PICO 14 pump
and dressing runs over the top of the first layer and beneath subsequent layers to avoid it being held
against the skin. Ifusing compression hosiery, run tubing outside of stockings. Do not store the pump
within layers of compression. For guidance on the correct application of compression therapy, refer to the

relevant manufacturer's instructions.

8.7. Dressing removal
W here a healthcare professional believes itto be clinically appropriate, the patient may be instructed to

remove the PICO dressing at the end of therapy. See Section 17 - Patient Dressing Removal Instructions.
o. General use

9.1. Showering and bathing

Light showering Is permissible; however, the PICO 14 pump should be stopped and disconnected (see
section 6. Precautions) and placed in a safe location where itwill not get wet. The PICO dressing should
not be exposed to a direct spray or submerged in water. While disconnected, ensure the end of the
tubing attached to the dressing is facing down so that water does not enter the tube. After showering and
bathing the PICO 14 pump should be reconnected to the dressing and restarted by pressing the orange

button.

9.2. Cleaning
Adherence to clinical directives concerning hygiene isof prime Importance. The pump may be wiped

clean with a damp cloth using soapy water or a weak disinfectant solution.

9.3. Inserting or changing batteries

Remove the back cover from PICO to access the battery compartment. The direction in which the batteries should
be placed is inside the battery compartment. Insert the batteries. Replace the cover. Following this all four
indicators should illuminate for 3 seconds. After changing the batteries, press the orange button to restart the

pump. Note: The replacement batteries are supplied non sterile.
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to. Specifications

Pump Dimensions 65 X 78.5 X21mm (2.6 x 3.2 x 0.9in)
Pump Weight (including batteries) <1089
Battery Type AA alkaline batteries
2 XAA 1.5V
Ingress Protection P22
Maximum Vacuum 100 mmHg
Mode of Operation Continuous
Storage/Transport Conditions 5-25“C (-25“C to +5°C allowable for up to 7 days),
10 - 75% relative humidity, 700 to 1060 mbar atmospheric pressure
Operating Environment 5-40%C, 10 - 95% relative humidity, 700 to 1060 mbar atmospheric
pressure
Compliance Conforms to AAMI STD ES60601-1, IEC60601-1-6 & IEC60601-1-11

Certified To CSA STD C22.2 # 60601-1

11. System variants

Dressing Size Dual Dressing Kits*
Multisite small 15cm x 20cm 66802040
Multisite large 20cm x 25cm 66802041
10cm x 20cm 66802042
10cm X30cm 66802043
10cm X 40cm 66802044
15cm X 15cm 66802045
15cm x 20cm 66802046
15cm X 30cm 66802047
20cm X 20cm 66802048
25cm X 25cm 66802049

* Dual dressing kit comprising of 2 dressings, 1 pump and pump clip, secondary fixation strips. Low
exuding wounds - up to 14 day system. Additional dressings are required for moderately exuding
wounds (available separately).

12. Electromagnetic compatibility

PICO 14 has been tested and found to comply with the limits for medical devices to IEC 60601-1-2. These
limits and test levels are intended to provide reasonable safety with regard to electromagnetic
disturbances when PICO 14 is used in a typical medical installation and uncontrolled environment like
home use. This equipment generates, uses and can radiate radio frequency energy and, ifnot installed
and used in accordance with the instructions, may cause harmful interference to other devices in the
vicinity. However, there is no guarantee that interference will not occur in a particular installation.

For additional information on electromagnetic immunity and electromagnetic emissions see:

wWww.mypico.com or ask your Smith & Nephew representative for a hardcopy.

13. Safety of PICO 14

W hen used in accordance with the manufacturer's instructions, PICO 14 complies with the General
Requirements for Safety of Electrical Medical Equipment (IEC 60601-1). PICO 14 isintended for
uncontrolled environments e.g. home use (IEC 60601-1-11). The PICO 14 system has no Essential

Performance, and no extra specific precautions are needed regarding basic safety.

14. Troubleshooting
PICO 14 has visual indicators to let the user know when there is an issue. PICO 14 does not contain

audible alerts. The pump should be carried so that it Isaccessible and the patient/healthcare professional
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check the status routinely in case there is a fault or in case of damage.

Display/Indicator status

All indicators off

¢ CXK -X«X«)N

Green 'OK' and orange

'leak' indicators flash

f C-XK Xax<)N

Green 'OK' indicator

flashes

Green 'OK' and orange 'battery

low' indicators
flash

Orange 'leak' indicator

flashes

Orange ‘'leak' and orange
'battery low' indicators
flash

[<-XKX-X5"1
Orange 'dressing full'

indicator flashes

Orange 'dressing full'
and orange 'battery low'

indicators flash

Possible cause
The pump isin standby.
The pump has completed
its course of negative
pressure wound therapy.
The batteries have

depleted.

The pump isworking to
achieve NPWT but has
not reached the intended
pressure.

System is functioning

properly. No issues.

System is functioning
properly but the
batteries

are low.

A high air leak has been
detected. NPWT is not
being

applied. (Note: the pump
will automatically try to
restart NPWT after 1
hour).

A high air leak has been
detected and the
batteries

are low. NPWT is not
being

applied. (Note: the pump
will automatically try to
restart NPWT after 1
hour).

Dressing is saturated or
filter is blocked. NPWT is
not being applied. (Note:
the pump will
automatically try to
restart NPWT after 1
hour).

Dressing is saturated or
filter is blocked and the
batteries are low. NPWT
isnot being applied.
(Note: the pump will
automatically try to
restart NPWT after 1
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Comments/troubleshooting
Negative pressure wound therapy (NPWT) is
paused. Press the orange button to restart
negative pressure wound therapy. Pressing the
orange button will not restart NPWT. Healthcare
professional to apply new pump and dressing if
further NPWT is required.
Ifthe pump has notyet completed its
Course of NPWT, replace the batteries.

W ait up to 100 seconds. Assess whether NPWT
has been established.

The pump may be heard running occasionally as it

maintains the negative pressure. This is normal.

Replace the batteries and press the orange button

to restart the pump.

Smooth down the dressing and strips to remove
any creases. Press the orange button to restart the
pump. Ifthe air leak remains, the orange 'leak’
indicator will flash again after approximately 100
seconds. Ensure that the tube connectors have

been twisted together securely.

Resolve the air leak according to instructions
above. Also replace the batteries and press the

orange button to restart the pump.

Healthcare professional to replace the dressing
with a new one and press the orange button to

restart the pump.

Healthcare professional to replace the dressing
with a new one. Also replace the batteries and

press the orange button to restart the pump.



hour).
A pump error has been Healthcare professional to apply a new pump and
detected. The pump can dressing,
(C-XK -XbXO™™
All indicators solidly

no longer apply NPWT.

illuminated

15. Cautions
This user manual Isnot intended as guarantee or warranty. Itisonly intended as a guide. For medical
questions please consult a physician. The product must be used in accordance with this user manual and

all applicable labelling.

16. Glossary of symbols

Follow instructions for use International classification

OK Pump is functioning properly Use-by Date
Warning; magnetic field. Defibrillation-prooftype BF applied
See Section 5: Magnet Warning part

MR Unsafe - Keep away from
Air leak detected magnetic resonance imaging (MRI)

equipment

. o Product is sterilised by Ethylene
% Dressing full indicator STERILEEQ
Oxide
)
) Low battery Caution
1A Start/pause/resume therapy Do not use ifthe package isdamaged
System lasts up to 14 days Storage temperature
Caution: Federal (USA) law restricts
Ngonly this device to sale by or on order of a M anufacturer
physician
Single Use. Do not reuse (r£1 Date of manufacture

Test symbol of TUV Rheinland with
4 . 05 Consult instructions for use
approval for INMETRO Brasil

Authorised representative in the
EC REP ) Keep product out of sunlight
European Community

LOT Lot number Keep dry

ref Catalogue number I Relative humidity limits

Non Sterile . L
Atmospheric pressure limits

© Greenpoint symbol C=€ CE Mark
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@ EU: Not for general waste

17. Patient dressing removal instructions

If you have been directed by your healthcare professional to remove the dressing at the end of therapy
follow these instructions:

1. Stop the PICO 14 pump by pressing the orange button - All indicators will turn off.

2. Remove the pump from the dressing by untwisting the connectors.

3. Remove the dressing by stretching the fixation strips away from the skin. Lift the dressing at one
corner and peel back until it has been fully removed.

;8 The PICO dressing and fixation strips should be disposed of as advised by your healthcare
professional. The batteries should be removed from the pump; and both batteries and pump disposed of
according to local regulations.

5. If pain, reddening, odour or sensitisation occurs, or if there is unexpected wound fluid/blood
observed after you have removed your dressing, contact your healthcare professional immediately.

18. Legal information

‘ Smith & Nephew Medical Limited, Trade Marks of Smith & Nephew.
101 Hessle Road, Hull, HU3 2BN England C€ ©Smith & Nephew.

Contact details for other countries can " Date of issue 06/2020

be found at: www.smith-nephew.com This product may be covered by one or more

patents. See www.smith-nephew.com/patents
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ADDENDUM TO MEDICAL DEVICE INSTRUCTIONS FOR USE

PICO 14 single use negative pressure wound therapy system,
variations"
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fien delivering the device to the Russian Federation, the information contained in this addendum to the instructions
hruse takes priority

1MD NAME, MODELS OR VARIATIONS OF MD

The following MD names used in the text of related documents are identical to the name of the medical device
"PICO 14 single use Negative Pressure Wound Therapy System, variations™:

PICO 14 System
PICO 14
System

Device (s)
Pump

The names of medical device can be mentioned in the text in abbreviated form for the convenience of perceiving
information.

PICO 14 single use Negative Pressure Wound Therapy System, variations:

1 PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing Multisite 15cm x 20cm - 2 pcs.
Fixation strips 5cm x 25¢cm -12 pcs.
Extension tube -1 pcs..
Pump -1 pcs..
Pump Clip- 1 pcs.,
AA Batteries - 4 pcs.,
IFU-2 pcs.

2. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing Multisite 20cm x 25cm - 2 pcs.
Fixation strips 5cm x 25cm - 12 pcs.
Extension tube -1 pcs..
Pump -1 pecs..
Pump Clip-1 pcs.,
AA Batteries - 4 pcs.,
IFU- 2 pcs.

3. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 10cm x 20cm - 2 pcs.
Fixation strips 5cm x 25cm -12 pcs.
Extension tube -1 pcs..
Pump -1 pcs..
Pump Clip -1 pecs.,
AA Batteries-4 pcs.,
IFU-2 pecs.

4. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 10cm x 30cm - 2 pcs.
Fixation strips 5cm x 25¢cm - 12 pcs.
Extension tube -1 pcs..
Pump - 1 pcs..
Pump Clip-1 pcs.,
AA Batteries-4 pcs.,
IFU-2 pcs.

5. PICO 14 single use Negative Pressure Wound Therapy System, contents:

Dressing 10cm x 40cm - 2 pcs,
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Fixation strips 5cm x 25¢m -12 pcs.
Extension tube -1 pcs.,

Pump -1 pcs.,

Pump Clip-1 pcs.,

AA Batteries-4 pcs.,

IFU-2 pcs.

6. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 15cm x 15¢cm - 2 pcs.
Fixation strips 5¢cm x 25cm - 12 pcs.
Extension tube -1 pcs..
Pump -1 pcs..
Pump Clip-1 pcs.,
AA Batteries-4 pcs.,
IFU-2 pcs.

7. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 15cm x 20cm - 2 pcs.
Fixation strips 5cm x 25¢cm -12 pcs.
Extension tube -1 pcs..
Pump -1 pcs..
Pump Clip-1 pcs.,
AA Batteries - 4 pcs.,
IFU-2 pcs.

8. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 15cm x 30cm - 2 pcs.
Fixation strips 5cm x 25¢m -12 pcs.
Extension tube -1 pcs..
Pump - 1 pcs..
Pump Clip-1 pcs.,
AA Batteries-4 pcs.,
IFU-2 pcs.

9. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 20cm x 20cm - 2 pcs.
Fixation strips 5cm x 25¢m - 12 pcs.
Extension tube -1 pcs..
Pump - 1 pcs..
Pump Clip - 1 pcs.,
AA Batteries-4 pcs.,
[FU-2 pcs.

10. PICO 14 single use Negative Pressure Wound Therapy System, contents:
Dressing 25cm x 25¢cm - 2 pcs.
Fixation strips 5cm x 25cm - 12 pcs.
Extension tube -1 pcs..
Pump -1 pcs..
Pump Clip- 1 pcs.,
AA Batteries-4 pcs.,
IFU-2 pcs.

MD Classification:

Local Russian Nomenclature classification type in acc. with MoH 4n Order-287470
Potential risk class in acc. with Directive EEC of MD 93/42 - Mo

& 000 LHPMY (7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Frequency of use - The product is single use only
Yroduct classification by duration of contact - The product has a prolonged (<30 days) contact
Product classification by protection type against electric shock - Medical device with internal power supply
Product classification by protection degree from against electric shock - Defibrillator discharge type BF working
part (pump, dressing)
Product classification by protection against penetration of water and solid particles - 1P22
Sterility-sterile
Invasiveness - Non-invasive medical device
Mode of operation - Medical device for long-term operation
2 INTENDED USE
Wound healing via removal of low to moderate levels of exudate and infectious materials.

3 TECHNICAL SPECIFICATIONS

See section 10 of the Instructions for use.

Permissible deviations of technical characteristics are £+ 5%, unless otherwise specified

Pressure settings at the 10,67 kPa (80 mm Hg) +2,67 kPa (20 mm Hg)

pump
Sound power level maximum 35 dBA
emitted by the device
pa
Pump Dimensions Height (mm): 21
(without Female Width (mm): 78,5

extension tubing/dressing  Length (mm): 65
tubing connector)

Pump Weight Lessthan 108 g with batteries and without extension tubing
Dressing weight 145-51¢g
Battery operating time Working time for a set of two batteries (there are 2 sets designed for 14 days of operation)

Safety protection against Electronics are fully enclosed within plastic housing
electric shock
Software version 02.00.02 and above

Software security class Class A

Designed to connect the pump to the extension tubing or to connect directly to
the dressing soft port

Female Extension tubing/dressing tubing female ~ Length (mm): &

connector
Connection dimensions of the female connector (mm):
- Inner diameter (mm): 5
- Outer diameter (mm): 9
The clip allows a patient to attach the pump to clothing.

Pump clip
HxWxL (mm): 25 X 70 X 76
Designed to evacuate and evaporate exudate from the wound site in NPWT
conditions
Dressing Absorbent layer - maximum dimensions WxL (cm)
dimensions
WxL (cm)
10x20 5.6x15

Dressing 10x30 5.6x25

10x40 5.6x35
15x15 10x10
15x20 10x15
15x30 10x20
20x20 15x15

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



10x40

15x15

15x20

15x30

20x20

25x25

Multisite 15x20

Multisite 20 x25

Secondary fixation strip top carrier

To be removed after applying the secondary fixation strip

Dressing Top carrier dimensions LxW {cm)
dimensions
Wil {em)

10x20

10x30

10x40

15x1S

15x20

15x30

20x20

25x25

Multisite 15x20

Multisite
20x25

Secondary fucation strip top carrier handie bars

Designed to remove the secondary fixation strip top carrier

Dressing Secondary fixation strip top carrier handie bar dimensions
dimensions WixL (om)
Wil (¢m)

10x20

10x30

10x40

15x15

1520

15x30

20x20

25x25

Multisite 15x20

Multisite 20 x25

Designed to maintain negative pressure in the wound by connecting the

dressing and the pump (sither directly or using extension tubing)
Dressing Soft port length (cm)

33.3+0.9/-1.1

Multisite 15%x20

Multisite 20x25

Dressing tubing Male connector

Designad to connect dressing soft port and either extension tubing or pump
connector

Dressing tubing length {mm): 37
Dressing tubing inner diameter (mm): 1,5
Dressing tubing outer diameter (mm): 3

Connection dimansions of the male connector (mm):

- Connector tip dismeter {mm): 4,5
- External thread diameter (mm): 9
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/ Extension tubing with Female and Male
/ connectors

1 Female extension tubing connector

Male extension tubing connector

Appearance

Absorbency
Absorbency (compressed)

Fluid Handling Capacity (Absorbtion)
Fluid Handling Capacity (Permeability)
Extensibility (Machine Direction)
Extensibility (Transverse Direction)
Waterproofness
Moisture Vapour Permeability
Perforation size
Perforation Pattern

System Tensile Strength

Tube connector

Appearance

Weight of Base Film
Weight of Adhesive
MVP
Extensibility
Permanent Set
Tensile Strength
Adhesion to Steel
Fim/Carrier Stripping load
Adhesive/Liner Stripping Load
Shear Adhesion
Waterproofness
Strip width

Designed to connect pump connector and dressing soft port if necessary

Length (cm): 100

Inner diameter (mm): 1,5

Outer diameter (mm): 3

Designed to connect extension tubing with dressing soft port

Connection dimensions of the female connector (mm):

- Inner diameter (mm): 5
- Outer diameter (mm): 9
Designed to connect extension tubing and pump connector

Connection dimensions of the male connector (mm):

Connector tip diameter (mm): 4,5
External thread diameter (mm): 9

Dressing
An adhesive, absorbent dressing with a baking film is free from foreign bodies.
No colour leaching.
50 /100 en™ minimum
50 g/100 cn™ minimum
40 g/100 cm2 minimum
80 g/100 cm2 minimum
1.4 kgf/cm maximum (1,373 N/mm)
1.4 kgf/cm maximum (1,373 N/mm)
Complies (inc. filter/top film seal)
100-3500 g/m2/24hrs
04-1.8 mm
Holes to be distributed. 8 holes/cm2 minimum
Soft port to dressing interface shall remain integral and tubing shall disconnect
before dressing top film tears.
7N minimum disconnection force

Fixation strips
The dressing shall be free from foreign bodies. A film pre-lift must be present on
either side of the carrier to facilitate the removal of the carrier. No excessive
delamination of the carrier must be visible following removal of central handle
40-50 g/m2
27-43 g/m2
600 g/m2/24hrs minimum
0.2 kgf/cm maximum (0.196 N/mm)
5 % maximum
0.5 kgf/cm minimum (0.490 N/mm)
150-800 gf/cm (0.147-0.786 N/mm)
1.0- 6.0 gf/cm (0.000981-0.005884 N/mm)
1.0gf/cm minimum (0.981 N/mm)
2.5 mm maximum
Complies
Width tolerance: 50 mm 1 mm

4 LIST AND DESCRIPTION OF MD MATERIALS

Device materials:
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Component

Top, bottom and battery
covers

Arrows and
icons
Grey icon
strip
Matt
polyester
protective
film over grey
ink

Print on
case

Pump Button

Tube adaptor (Female
Luer Lock Adaptor)

Pump Rear and Battery
Cover Label

Pump label top cover
Clear 0-ring

Device clip

Tubing
Female and Male
connectors

Extension
tubing

Release handle

Component material

Polycarbonate based on
bisphenol A

Colourant
Tampo Printing black ink

Tempo Printing grey ink

Polyester

General purpose silicone
rubber
Polypropylene
98 -100% ethylene-
propylene polymer
Matte radiant white
polyester and acrylic
adhesive
Matte polyester protective
film
Silicone

Polycarbonate based on
bi~*henol A
PVC

Polypropylene

Semi-transparent, one-side
siliconised, high density
polyethylene film

Wound contacting adhesive

Dressing

Wound contact layer

Constructional Adhesive
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Perforated polyurethane
EU30

Antiblock masterbatch

A8 acrylic adhesive

Brand/CAS No/material
characteristics

MACROLON 2456
021184 cool grey
711-8005

711-77895#9C

PET25N NPLQPM -LIntec

CHN-9700U
CHN-9500-U
P5M6K-080

CAS No.: 9010-79-1

3M Thermal Transfer Polyester
Label Material 7815

PET25N NPL QPM
CHN-3000

MACROLON 2456
Unichem 7088G-015 MED

P5M6K-080

Mondi HDPE CT(70tHDut) UOOB6
Silpuran 2111 A/B

Part A:
m Polydimethylsiloxane, vinyl
terminated
CAS-No: 68083-19-2
mMQ resin
CAS No: 104199-38-4
m Platinum catalyst (<50ppm)
CAS No: 68478-92-2
m <0.02%toluene (impurity)

Part B:
m Polydimethylsiloxane, hydrogen
terminated
CAS No: 70900-21-9.
m Polydimethylsiloxane, vinyl
terminated
CAS-No: 68083-19-2
m Dimethylsiloxane-
methylhydrogensiloxanecopolymer
, trimethylsilyl-terminated
CAS No: 68037-59-2

Elastollan SP806

Konzentrat 978

m 14.661% 2- (2-EHA) 2-ethylhexyl
acrylate

Type of contact with
the patient/person

Prolonged contact
(no more then 14
days) with intact skin

Prolonged contact
(no more then 14
days) with intact skin

Prolonged contact
(no more then 7
days) with breached
or compromised
surfaces



Spacer layer

Absorbent layer

Top film

Top film

Constructional Adhesive

K5 acrylic adhesive

Polyester
Superabsorbent
EU33 Polyurethane film

Antiblocking agent

EU94 High strength
polyurethane film

Antiblocking agent
UV curable adhesive

Curable adhesive

Acrylic copolymer on a
nylon support

Polyester

PVvC

Aromatic thermoplastic
polyurethane
Polyethylene wood-free
bleached paper with a
solventless silicon coating

Orange print

A8 acrylic adhesive

Dressing soft
port Filter membrane
Spacer layer
Dressing tubing
Soft Port Dressing
Connector
Release handle
Fixation strips

EU45 Polyurethane film

Antiblocking agent

Polyester film with silicone

and matte polyethylene

Orange print

Component material

m 1.892% glacial acrylic acid
m 14.661% n-BA n-butil acryate
m 68.624% acetone
m0.162% Di (4-tert-butylcyclohexyl)
peroxydicarbonate (known as
BCHPC)
m 22.15% n-butil acrylate
m 24.72% 2-ethylhexyl acrylate
m 0.50% 2-hydroxiethyl
methacrylate
m 2.50% n-butyl methacrylate
m49.90% deionised water
m 0.10% Ginasul 46P Surfactant
m0.13% Ammonium persulphate

Baltex, thickness 2 mm

Airlaid Chem-Posite 1IC-450,
thickness 3-5 mm

SP9109
Konzentrat 978
Elastollan 685A ION
Konz 927 EBS free
Loctite 3341
Loctite 4011-SG
Versapor R
Baltex, thickness 2 mm
Unichem 7088G-015 MED

Desmopan 9370A

Loparex 111/60

PMS151

m 14.661% (2-EHA) 2-ethylhexyl
acrylate

m 1.892% glacial acrylic acid
m 14.661% n-BA n-butil acryate
m 68.624% acetone
m0.162% Di (4-tert-butylcyclohexyl)

peroxydicarbonate (known as

BCHPC)

SP9109 resin

Konzentrat 978
Loparex 111/23

PMS 151

Individual packaging of dressing (pouch) materials:

Top film
Top carrier
Packaging materials:
Component
Top web
Base Web
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Paper
Nylon

KG9111
NLS90

Prolonged contact
(no more then 7
days) with breached
or compromised
surfaces

Limited (up to 24 h)
contact with intact
skin

Prolonged contact
(no more then 7
days) with intact skin

Limited (up to 24 h)
contact with intact
skin

Brand or characteristics of material



/Lid Coated Kraft paper Foyle PS 55

Tray PETG Eastar Eastman 6763
Cohesive tape (to hold the tubing) materials:
Cohesive Tape Bleached sterilizeable paper #50 West Group
Cardboard tray materials:
Cardboard tray Carton N-flute
Secondary packaging (Carton Box) materials :
Carton Box Carton 650 micron

5 USE & OPERATION CONDITIONS OF MD

Use & operation conditions :

Operational temperature +5-+40°C
Relative humidity 10-95%
Atmospheric pressure 700-1060 hPa

During operation, the device is not held in hands

The device can be put into operation immediately after transportation.
6 LABELLING INFORMATION

6.1 Draft ofthe labeling

Draft of labeling medical device contains following information in Russian:

Article/catalogue number:

Name: PICO 14 single use Negative Pressure Wound Therapy System

Size*: 10x20/10x30 /10x40 /15x15 /15x20 /15x30/ 20x20/ 25x25/ Multisite 15x20/ Multisite 20x25

Pieces per package: 1 pcs.

Date of manufacturing, use by, lot/batch number: see on the package

Name and address of manufacturer: smith & Nephew Medical Ltd.,, 101 Hessle Road, Hull, HU3 2BN, United
Kingdom

Information about authorized representative in the Russian Federation: smith & Nephew LLC, 1, 2nd
Syromyatnichesky Lane, 9 floor, prem.l, room 1, Moscow, 105120, Russia. Tel: +7 (495) 755-55-03

Sterilization method: Sterilized using ethylene oxide. Sterile

Registration Certificate Number:

Indications, mode of application, contraindications: see IFU

Storage conditions: in a dry, dark place at temperatures from -i-5to + 25 “C

Precautions: -

Symbol of conformity to EAC standards.

Instruction for use: http://www.smith-nephew.com/about-us/where-we-operate/europe/russia/ifus/

* There will only be one size listed for this article/catalogue number

6.2 Labelling data

Symbol/ Text Meaning

PICO 14

Peel off the release handle of the secondary fixation
strip first

Then peel off the top carrier of secondary fixation
strip
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Smith & Nephew company logo

Turn away the paper edge to open

o crn X2 pcom Dressing dimensions:
I0cmxZOcm; 3,9 In. x 7,9 In.
s.0in. X7 900, (according to variation)
10cm/3.9ia
20cm/7.9ia Dressing dimensions:

Length 20 cm(7,9 in.)-10 cm (3,91in.)
Width 10cm (39 In) - 56 cm (22 In.
(according to variation)

ril Ne f
X6 Kit contains 6 fixation strips
M |7| Device schematic IFU (PICO pouch)
srrrith&nephew Smith & Nephew company logo

PICO e

Packaged in UK with individual components made in the
following countries

Derssing - UK
Fixation strips - UK
Smith & Nephew Medical Limited,

101 Hessle Road, Hull HUS 2BN England

Trade Mark of / Marque de commerce de Smith & Nephew
This Product may be covered by one or more US Patents
See; www.smith-nephew.com/patents

PICO'14

Single Use Negative Pressure
Wound Therapy System

PICO 14

Kit packaged in UK with individual components made in the
following countries: Batteries - Origin as marked; Pump - China;
Clip - China; Tubing - UK
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Device lifetime up to 14 days

Kit contains 1 pump

Packaging contains 1 pump clip

Packaging contains 1 extension tubing

Packaging contains 2 AA batteries L 91

Battaries are non-sterile

Tj'j Device schematic IFU

"1 |
o N

Low level of pump noise

Device lifetime up to 14 days

High resistance to air leak

Dressing Full indicator
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Airlock layer

Up to 80% exudate evaporation

Intended for use with low to moderate amount of
wound exudate

Silicone adhesive

Shower proof dressing

QR-code

Barcode

Kit contains 2 PICO dressing

7 MD DISPOSAL RULES AND CONDITIONS
The disposal of the packaging/contents shall be carried out in a safe and permitted manner in compliance with the

requirements of regional/national/international regulations concerning the treatment of medical waste.

Procedure of disposal or destruction of used medical product - disposal is carried out in accordance with the

legislation in force in the Russian Federation. Class of waste on SanPiN 2.1.3684-21 "b"

Procedure of disposal or destruction of unused medical product - disposal is carried out in accordance with the
legislation in force in the Russian Federation. Class of waste on SanPiN 2.1.3684-21 "A"

8 DESCRIPTION OF STERILIZATION METHOD

Sterile. Sterilized with ethylene oxide.

9 DEVICES INCORPORATING NON-VIABLE MATERIALS OF ANIMAL ORIGIN

Not applicable.

10 DEVICES INCORPORATING A MEDICINAL SUBSTANCE

Smith & Nephew Medical Ltd. products do not incorporate a medicinal substance, nor is it present in the

manufacturing process or present in the final device, therefore this section does not apply
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LIST OF APPLICABLE STANDARDS
7Yrith & Nephew Medical Ltd. claims that medical device "PICO 14 Single use negative pressure wound therapy
System, variations"” meets the requirements of Directive 93/42 / EEC, a complete list of international requirements
lisavailable upon request.
12 REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD

Not applicable.

13 CHECKING THE FUNCTIONALITY AND SAFETY OF MD

Not applicable.

14 WARRANTY AND CLAIM

Claiming organization: Smith & Nephew LLC; 1, 2nd Syromyatnichesky Lane, 9 floor, prem.l, room 1, Moscow,
105120, Russia;Tel: +7 (495) 755-55-03

WARRANTY: The manufacturer guarantees compliance with the stated characteristics, terms preservation of
sterility, safety and integrity of packaging with proper conditions of transportation, operation and storage of the
medical device for 2 years since manufacturing/sterilization. Shelf life - 24 months from the date of manufacture
| sterilization indicated on the package, provided that it isstored in its original packaging, in a dry, well-ventilated

place, protected from direct sunlight, at a temperature not exceeding 25 ° C.

The guarantee for the medical device "PICO 14 single use negative pressure wound therapy system, variations"
should cover the materials, performance, and absence of manufacturing faults subject to use for one patient only.
Do not reuse.

15 NAME AND LEGAL ADDRESS OF MANUFACTURER

MANUFACTURER:

Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 2BN, United Kingdom

MANUFACTURING SITE:

1. Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 2BN, United Kingdom

2. Flextronics Technology (Shenzhen) Co., Ltd. 3-6/F, Building 1 and 6/F, Building 4, Yusheng Industrial Park, 467
Xixiang Section, National Highway 107, Xixiang, Baoan District, 518126 Shenzhen, Guangdong, PEOPLE'S REPUBLIC
OF CHINA.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:
Smith & Nephew LLC, 1, 2nd Syromyatnichesky Lane, 9 floor, prem.l, room 1, Moscow, 105120, Russia
Tel: +7 (495) 755-55-03
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4

JaHHbI MHOPMALMOHHbIA NIMCTOK cneayeTt
nepegarb NaumeHTy nocsie HaU10XKeHUA MoBA3KU ¢ Smith&nephew
benve PICO 14 npefjHa3HayYeHO ANA UCNONb30BaHNA PICO 14

oweawWNM obyUdeHne U uMet UM NTNLEH3NK MEANLUNHCKUM
A y t H AN AnnapaT,qu;l neyvyeHna paH

oTpuuartesibHbIM faBfieHnem
PICO 14 ogHopa3oBbIi

b60THMKOM MAWM MO €ro yKka3aHWI B COOTBETCTBUM C

acTofledh MHCTPYKLUMENW NO NPUMEHEHMUNIO .

WHCTPYKLMS MO NPpUMEHEHUIO

PasgenvTenbHbIi
cnow

. MpepHa3HaveH MoBsa3ka ¢ JonyckaeTca
YPOBEHb LLyMa Momna nmeet NwmeeTcs («BO3AYLUHBI 80% akccypata
Annapat MOXHO . ANA paH co afiresnBHbIM npvHUMaThb
nomnMbl BbICOKYHO NHANKaTop 3amMok», Airlock) ypansetcs o
McnonbL30BaTh 40 o cnaboi n cnoem ayw He
cocTaB/sieT . yCTONYMBOCTb K «MoBA3Ka nossonser nytem .
14 pHeit yMepeHHOW CW/TIMKOHOBOTO CHUMas
meHee 35 ab yTeukam Bo3gyxa 3anofiHeHa» nogjepxveaTb ncnapeHus o
akccypauuei rens NOBA3KMN
oTpuuaTtenbHoe
faBfneHne

1 OnucaHue

PICO 14 cOCTOMT M3 NOMNbl, MATKOW TPYBKN-YANUHNTENA, 3NeMEHTOB NUTAHNA, CTEPUNbHbBIX MOBA3OK U
hukcmpyrowmx nonocok. Momna PICO 14 obecneymBaeT NevyeHWe paH OTpuULaTEeNbHbBIM JaBieHNEM

(NPOA) Nnpy HOMWHANBLHOM 3HayeHUn 80 MM pT. CT. HAa MOBEPXHOCTMN paHbl. AKCCyAaT BbIBOAMTCA Yyepes
NoBA3KY MOCPELCTBOM COYeTaHWA NOTNOWEHNA MW NCNapeHUsa Barm 4yepes3 HapyXHY nneHky. Annapart
PICO 14 npejgHa3HavYeH ANs mcnonb3oBaHua Ao 14 gaHeld. Ha paHax co cnabblM BbljeNneHNEM XMWUAKOCTH
nogasky PICO MOXHO Mcnonb3oBaTb 4O 7 AHelW. Ha paHaX CyMepeHHbLIM BblA€eNEeHNEM XUAKOCTN NOBA3KY
PICO MOXHO mcnonb3oBaTb 40 4 oHell. NS mcnonb3oBaHUA annapata BTeyeHue 14 fHell Ha paHax C
YyMEpPeHHbLIM BblAeNEeHNEM XMNAKOCTM NoTpebyoTCcad AONONHUTENbHbIE NOBA3KMN (NnpuobpertatwTcs
OTAENbHO).

Moesazka PICO ¢ MATKMUM NOPTOM CHabXeHa BCTPOEHHbBIM GMUNbBTPOM, NpeaoTBpPaLLalO W MM NoNnajaHue
XNAKOCTN B TPYOGKY C MATKMUM NOPTOM M BHYTpb nomnsl PICO.

PaHamMu co cnabblmM BbljeneHNEM XUAKOCTU cyntarwTca cnegytowme: go 0,6 reolgensemMoi

Xunakoctu/cm”™ nnouwagm paHbl / 3a 24 vaca.

PaHaMun c ymMmepeHHbI M BblfeNneHNEM XULKOCTU cymTawTcs cnegytowme: o 1,1 reoigenssemMolit
XunagKoctm/cm™ nnowagmnm paHbl / 3a 24 yaca. 1 rakccypata npubnusnTtenbHo paseH 1 Mmn akccypfaTa.

Ha 4yacTtoTy CMeHbl NOBA3KW MOTFYT BAMATb pa3NuMuHble PakKTopbl, TakKme KakK TWUN paHbl, pasMep paHbl,
CKOpOCTb nnun obbem BbljeneHuns Xunpgkoctum, opueHTaymna nnu OKpyXawuwue ycnosua. Mpwu

HEeO6XOAUMOCTM MOXHO OTAENbHO MPUOGBPECTN AONONHUTENbHbBI € MOBA3KN.

2. [lokasaHWA K NpUMEHEHUIO
AnnapaT PICO 14 noka3aH nauyueHTaMm, 48 Ie4HeHUA KOTOPbLIX Lenecoob6pas3HoO NPUMEHATDL
acnupaunoHHbe ns3genma (NevyeHMn paH oTpuuyaTenbHblM gaBnenunem JIPOLA), cnocobcTByrowme
3a)XMBNEHUIO paHbl 3a CYET yJjaneHnsa aKccy/jaTa B He6ONbW NX UAN YMEPEHHbIX 06béMax, aTakxe
NaToreHHbIXx MMKpoopraHnsmos. CooTBeTCTBYO U UE TUNBL pPaH:

. XpoHunyeckune

. OcTpble

 TpaBmMaTuuyeckune

. MopocTpble paHbl U paHbl C PacXxoXjeHWeM Kpaes

. OXorum BTOPON CTemeHH

. A3Bbl (Takume, Kak gnabeTmyeckne A3Bbl UAN NPONEXHN)

. KOXHble NOCKYTbl U TpaHCNaHTaThl

* 3aKkpbiTble XUPYypPruyYeckune paspessbl

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NnapaTtbl 4Nnd NeYyeHMa paH oTpuuyatenbHblM gasBneHnem PIC014 ogHopa3oBble NPUTOAHB ANA

/puMeHeHNA KaK B yCNOBMAX cTallMoHapa, TaKk M B AOMAW HNX YCAOBUAX.

A TpoTnBONOKa3aHus

Annapat PICO 14 npoTuBONOKAa3aH cnegyrouw,nMm naumeHTam:
' CO 3/10Ka4YeCTBEHHbLIM nopaxXeHunem paHeBOro noXa WAW KpaeB paHbl (3a uCKNnw4YeHUemMm

nannnaTuBHOW Tepanuu B LeNax YNy4YWeHN s KavyecTBa XU3HMKN)

e CcpaHee NOATBEPXAEHHbB M MW HeNeYeHHbB M OCTEOMUENNTOM

. C HEKMWEYHbBI MW CBULW ,aMN U CBULW ,aMN HEACHON NPUPOADLI

. CNMPUCYTCTBMEM HEKPOTMYECKUX TKaHell B BUJe cTpyna

. COBHaAXEeHHbI MK aptepmnamMun, BeHamMmu, HepsaMnu nanM opraHammu

. CaHacToOMO3aMWN OTKPbLITOIo pacnosnoXeHwua.

AnnapaT PICO 14 He cnefjyeT ucnonb3oBaTb B LEeNAX:
. HEOTNOXHONW acnupaLumnm blXaTeNbHbl X NYyTeW
. nneBpanbHOro, MefMacTUHaNbHOTIO MAW TPYAHOTO ApeHaxa

e  XWPYPrM4yeckom acnupauyuu.

4. AAMpepynpexpaeHune 06 ycTaHOBKE MOMMb

B nomne annaparta PICO 14 nmeetca MATHUT.

Nomna annapata PICO 14 Bcerga go1)KHa HaxoAUTbLCA Ha
paccTostHUN Kak MUHUMYM 10 cm (4 grorima) oT gpyrux
MeONLUNHCKUX N3AeNnunii. HecobngeHne aToro npasuia MoxeT
NOBANATL HA PYHKLMOHMPOBAHNE APYTUX MEANLUHCKUX U3LENUNNA.
Cm. pa3pen 5 «[lMpegynpexgeHne o marHmre»

5. [lpepynpexaneHus

1. MpepynpexgeHne o marHuTe

B nomne annapata PICO 14 nmeetcd MATHWT, KOTOpbIA MOXeT MOBNUATb HAa PYHKLMOHUPOBAHMKE
APYTMX MEAMUUHCKNUX M3[eNUNR, Haxoaaw mxca no6numsoctun. Nomna annapata PICO 14 gonxHa
HaxXo0AWTbCA HA PAaCCTOAHMUM Kak MUHMUMYM 10 cm (4 groiima) oT APYrMX MEeAULWNHCKUX n3gennii,

KOTOpble MOTYT nofBeprartbcs BO3AeWCTBUIO MAarHMTHOro nons. K HNUM OTHOCATCH, NTOMUMO NPOYEro:

MMMNAAHTUPYEMBIE KapAMUOCTUMYNATOP WHCYWHOBbLIE MOMIBbI
KapanoBepTepbl -4e@uUGPUNAATOPSI bl

(nKA)

WYHTUPYO ILyMe KaanaH bl HelpoCTUMYNATOPbI e KOXNeapHble

MMNAaHTaThl .
AAHHOE MPEAYNPEXAOEHWE MPUMEHMMO BCEr4A KO BCEM MOJIb3OBATE/TAM.
9TO OTHOCMTCA KaK K nayuneHtTam, Tak U Kauuam, ocyl ,ecTenato yum yxon. Heob6xoaumo gepxatsb
nomny PICO 14 Ha pacCcTOAHUMN KakK MUHUMYM 10 cm (4 grofima) oT ApYyrux msfgenuni:
* eCAM y BaC MMeeTCH 91IeKTPOHHOE MeJULNHCKOE N3aenne, U Bbl OCYLl ,eCTBAAETEe YXO0[ 3a
naymeHTomM, ucnonbdysa Annapat PICO 14.
e eCnAnM nauneHT HocutT nomny PICO 14 B o6buWecTBeHHOM MecTe, Frje OH MOXET BCTYNUTb B TECHbI N
KOHTaKT C N0 6bIM NMLOM, NCNONb3YWMNM 31eKTPOHHOE MEANLMUHCKOE M3jenmne.
2. HekoTopble NaymeHTbl MOABEP>XXEHbI BbICOKOMY PUCKY OC/TIOXKHEHUW B BUAE KPOBOTEUYEHUN,
KOTOpPble MPUY OTCYTCTBUU KOHTPOJIA MOTYT NPUBECTU K cMepTesibHOMY mcxony. Heo6xoanmo Bectu
MOCTOAHHOE Ha6mo,qume 3a naumMeHTaMun Ha npegmMeT BO3MOXXHOI0O KpOoBOTeYEeHUA. lMpwun

0O6HapyXeHUN BHe3amMHOTO UMW NOBbLIWEHHOTO KPOBOTEYEeHUSA cnejyeT HEMEeANEHHO OTCOEAUHNUTD
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noMny, ocTaBMB NMOBA3KY Ha MeCTe, MPUHATb HEOBGXOAMUMb € Mepbl AN OCTAHOBKMW KPOBOTEYEHUNA W
06paTMTbCAd 3a HEOTNOXHON MEAULUHCKON NoMoOU bio.

MpnmMeHeHMe aHTUKOATY/NAHTOB He NMPenNnATCTBYEeT eYyeHMUIO paH c nomowbio annapaTta PICO 14,
OfAHAKO NMepeff HaNnoXX eHnem NOBA3KMN cnegyetT obecneynTb remocTas. MayunmeHTsl, cTpajgatwme
3aTPYAHEHHBIM FeMOCTa3oM MAW NOAyvalWMe aHTUKOATYNAHTHbBIE NpenapaTbl, MMe T MOBbI LW eHHbIA
pUCK KpoBOTe4YeHMUN. Bo BpeMs NeyeHWs C NOMOLW b0 annapaTa cnefyeT nsberatb NpUMeHeHUA
KpoBOOCTaHaBNMBaWUWMX NpenapaToB, KOTOPble MOTYT YBEAUUYUTb PUCK KPOBOTEYEHNSA B CAyYvyae MUX
OTMeHbl. Heob6xofMMa yacTas OLEHKa B XOAe NevyeHUA.

4. Ha BCeM NpoOTAXeHWU Nepnopja NeYeHUd HeOOBXOAUMO CNEAUTL, YTOOL nNomna, Tpy6Ku u
coegnmHuNTENN:

* He ycTaHaBNWBaNIMUCb B MONOXEHUN, NPU KOTOPOM OHM MOTYT OKa3blBaTb NOBpexjgat U ee
fLaBNleHWe Ha NaumnmeHTa

* He pacnonaranuMcb Ha MOAYy, rGe Ha HUX MOTYT HAacTynuTb W TA4e OHW MOTYT MOABEPIrHYTbLCHA
3arpasHeHuto

* He cO3jaBanu pucka yagywatlwuwero Mmam TYPHUKETHOTO BO3AeNCTBUSA Ha mayuMeHTa

* He pacnonarajucb U He NMPOXOAMNU HaJ UCTOYHWUKOM Tenna

* He MepenneTannch W He 3aCTpeBanNu NOofJj ofexX Aol unu 6aHgaxom, 6N0KNPYS nojgavy
oOTpMULAaTeNbHOTO AaBneHunsd.

5. OcTpble KPOMKMU WA pparmMeHTbl KocTeld B paHe AONXKHbB 6GblTb MPUKPBITbl UAU yAaneHbl [0
mcnonb3oBaHuna annapata PICO 14 n3-3a puckKka NoBpexXx geHns opraHoB UIU KPOBEHOCHbBIX COCY/[ 0B
npu NPoOBefEeHUUN NeYeHNA paH OTPULATENbHLIM AaBleHUEM.

6. Ecnu TpebyeTcsa npoBefieHne gedbnbpunnaymm, HeobxoamMmMo CHATb NOBA3KY, €eCAM OHa HaxoAMUTCHA B
MecTe npoBeAeHns gedmnbpunnaumm.

7. Nomna PICO 14 He ABnsfeTca MPT-coBmecTumoi. NMepej BXOAOM B NOMelW eHNe, rae NPOBOAUTCHA
MPT, Heo6x0AMUMO 0TcOoeAUHUTbL nomny PICO 14 oT noBA3kn. He cnegyet BHocuTb Annapat PICO 14 B
nomeweHnune and MPT [JlaHHOe u3fenne npeacraBideT PUCK TpaBMbl OT ABUXYyL erocd npegmera.

8. MpumeHeHne annapata PICO 14 Ha nefgmaTpMyecKMX naymnmeHTax He Mayvyanocb. Npu HasHayeHUwU
[LaHHOTO NeYyeHWs HEOBXOAMMO YUYUTbiBaTb pa3Mepbl M Maccy Tefa NauWeHTOB.

9. Annapat PICO 14 He npurojeH N8 MCNONb30BaHWA B MecTax, rgje cCywecTtByeT onacHOCTb B3pblBa
(Hanpumep, BCcpeAe C BbICOKMUM COAepXaHWemM Kucnopopga, Takoil kak cpeja B runepbapnuyeckoi
KWCNOPOAHOW Kamepe).

10. BannapaTe MMelTCA MenKue getanu, npeacTaBnsao W Ne ONACHOCTb YAYW eHNA ANA AeTeli. XpaHUTb B
HeAOCTYNHOM ANf feTell mecTe.

11. AnnapaT PICO 14 He npurogeH An8 MCNONb30BaHWA B NPUCYTCTBUMN FoproYell CMECU aHECTETUKOB C
KNWCNOpPOAOM UNM OKMCnaMmnm asoTa.

12. MoBs3ku PICO pa3peweHo HaknagblBaTb MW 3aMeHATb TONbKO MeAUWUUHCKNUM paboTHMKaM. NMaumneHT He
[ONXEeH CaMOCTOATENbHO CHUMAaTb CBOK MNOBA3KY, 3@ MCKNIOYEHWEM cnyvyaeB, KOrga MegULUHCKUIRA
paboOTHMWK CYMTAET 3TO YMECTHbLIM C Yy4YeTOM KAUHUYECKUX YCNOBUI.

13. Kaxpgas nosaska PICO (Bknioyaa Multisite) ncnonb3yetca Ana nepeBA3KN TONbKO O[HOW paHbI.

14. Heo6xopaumo xpauutb AnnapatT PICO B mecTe, HEAOCTYNHOM AN AOMAWHNUX NUTOMLEB, HACEKOMbI X U
APYTUX XMUBOTHbLIX, KOTOpble MOFTYT NOBpPeAUTbL U3genmne.

15.3anpeujaeTcs BHOCUTL Kakne-nub6o MmoaMmdukayumm B HacToalu ee nagenne.

6. Mepbl NpPeaoCcTOPOXKHOCTU
1. HeobxoguMO NPpUHMUMATL 0COOGbIe Mepbl MPELOCTOPOXHOCTMN MPU NeYEeHUN CNefyoWwmnx NaLmeHTOB
C BbICOKON CTeneHb pUCKa Pa3BMTNA KPOBOTEUYEHUN:
. nonyvyawuwmnx ne4YyeHne aHtTukoarynaHtamm nnn VIHrVI6I/ITOpaMVI arperaynmu Tp0M60LI,VITOB, mnn c
Haﬁﬂiop,aeMblM KpoBOTEe4YeHNEM
. nMerw w unx ocna6neHHbl e Nau Xpynkue KpoBeHOCHbIe COCyaAbl AN OpraHbl B paHe nUnn B6NM3MK
Hee B pe3ynbTaTe (NMOMMUMO NMPOYEro) aHAacTOMO30B, MHGeKLUKA, TpaBMbl UAN 06NYyUYeHUS

e CcTpapjatoWmMx 3aTPYAHEHHBIM TeMOCTAa30M B paHe
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2.

10.

11.

12.

13.

14.

15.

16.

MMEWLWMNX HENTEYEeHHbIE HapylWeHNa NUTaHnAa
He cobnw fjaWMNX PeXUM NEYEeHUA UAN NPENATCTBYHO WNUX NEYEHUIO
e CcTpajatwlWMx OT paH, PacnoNiOXeHHbIX PAAOM C KPOBEHOCHbBI MW COCyJaMU UIN XPYNKUMMU
cBA3KamMu.
Mpn BO3HUMKHOBEHUMN 60NN, NOKPAaCHEHWUA, 3amaxa, anNneprnyeckoi peakuuu, nam Npu pe3kKom
M3MeHeHUN obbemMa MNKN LuBeTa OTAENAEMOro Heo6X0OAMMO He3aMeANNTeNbHO o6paTuTbLCA K
MEANLUNHCKOMY paboOTHUKY.
B cnyyaax, korga Annapat PICO 14 ncnonb3yeTtca ANSA NOALLEPX KU NPpM nmepecajkKe KOXMKU, BaXHO
perynapHoO NMPOBOAWTL BU3yanbHbIi OCMOTP annapaTta, 0CoO6eHHO B NepBYyl Hefentl Tepanuu, gns
obecneyeHWs HenNnpepbIBHOINO NeYeHUA paH OTpULATENbHbLIM faBNeHNEM W NOAAEPXKAHNS
repMeTMYHOCTH.
Mpun ncnonb3oBaHWM NoBA3KM PICO gnd MHGPULNPOBAHHBLIX paH MOXeT noTpe6boBaTbca 6o0nee yacTad
CMeHa NOBA30K. Heo6X0AMMO NepuoOLMYECKN NPOBEPATbL pPaHy Ha HanMynme NPU3HAKOB
MHPUUMpPOBAHNA.
Mo Mmepe KNMHMYECKOW LenecoobpPa3HOCTM HeOOGXOANMO CNefnTb 3a TeM, YTOOb HanoxeHwue
ULUPKYNAPHON NOBA3KW UNW NPUMEHEHWE NEYeHUS paH OTpULATENbHbLIM JaBNeHWEM Ha KOHEYHOCTH
CuwemMmnmeih He MPpenaTCTBOBAaNO KpoBOOGpalWeEeHNIO .
Annapat PICO 14 He umMeeT 3BYKOBbIX CUTHAaNoOB TpeBOrn. NMNomny cnefyeT HOCUTb TakK, 4TOObl K Hell
6bln o6cneyeH YAOGHBI W AOCTYN M NauWeHT/ MEAUULWHCKUKA pabOTHWK MOT BN 6GOW MOMEHT
NPOBEPUTHL €€ COCTOAHMNE.
XoTa noBa3ky PICO MOXHO MCNONb30BaTb NOJ OAeXAON/NOCTENbHBIMMW NPUHAANEXHOCTAMM,
BaXHO CNefuUTb, YyTOOGbLl OKKNIW3NOHHbBIE MaTepuanbol, Hanpumep, NNEHOYHbIe NeEPeBA3OYHDIE
MaTepuanb , He pacnofarainmcb NOBEPX HENOCPEeLCTBEHHO MOBA3KW, MOCKONbKY 3TO NpuBefeTt K
YXYAWEHNIO NCMapeHnWsa BNarm yepes Hapy>XHblii CNOA NOBA3KMK.
Ha nosA3kax PICO He cnegyeT pacnonaraTtb XXecTKnue umMmmMmobumnusywume annapatbl UNU TUNCOBbLIE
NMOBA3KW, KOTOPble MOFYT OKa3blBaTb Ype3MepHOe AaBAeHWEe W Bbi3blBaTb MOBPEX AeHMUE TKaHel Ha
MecTe paHbl, 0CO6eHHO TaM, rge Tpybkn BXOAAT B NOBA3KY.
OnvnTenbHoe pasMel,eHune XeCTKUX MM Henpo3pauyHb X MmaTepunanosB Ha noBa3kax PICO moxerT
nomMelwaTtb PerynapHoin npoBepKe M OLEHKE COCTOAHMWA paHbl, a TAKXE NNAHOBOW WAW IKCTPEHHOW
CMeHe NMOBA3OK.
Bcnyuaax, korga noesasku PICO mcnonb3ywTca y NayMeHTOB C HUYBCTBUTENbHOW KOXeW, cnefgyerT
NPUMEHATb cpefcTBa A4NA 3alW,NUTbl KOXMN, Takne kak SECURA No-Sting Barrier Film, Ha yyacTkax
KOXMW, rgie AONXHbB HaXoAMTbCA PUKCUPpYOUWMUE NONOCKM. B NPOTUBHOM Cclyyae HenpaBUbHOE
HanoXeHWe UAN NOBTOPHOE NPUMEHEHNE PUKCUPYIOLWMNX MONOCOK MOXET MPUBECTU K OTCNanBaHUI
KOX W .
He cnepyeT ucnonb3oBaTb NoBA3KKM PICO c npoAgyKTaMu Ha MacnsaHoOW OCHOBe, TAKUMMW KaK Ba3enuH,
TakK Kak 3TO MOXeT nomMewaTtb 30 PEeKTUBHON FrepmeTmnsaymm.
MpumeHeHne MeTOfa NeYeHUA paH oTpuLLaTeNbHbBIM faBleHWEM CO3[aeT PUCK MpopacTaHUda TKaHu
BrybuyaTblii HaNONHNTENb, €CAN OH UCNONb3yeTcA ANA 3aMONHEHMUSA paHbl. MMpn MCcNoNb30BaHUM
ry6uyatoro HanonHuTens ccuctemoin PICO 14 npopacTaHMe TKaAaHW MOXHO YMEHbW UTb NMyTeMm
NPUMEHEHWNSA HEKNENKOro KOHTAKTHOTO CNOA ANA paHbl MAW NnyTem 60nee 4acTOW CMeHbl NOBA3OK.
PICO 14 MOXHO MCNONb30BaTb B COYETAHUMN C XUPYPITUYECKUMMUN ApeHaXaMu Npu YCAOBUU, 4YTO
nossa3Ka He pacnofiaraetTcda Hafj Tpy6kaMun BTOM MecTe, rge OHM BbIXOAAT U3 KOXMWU. lpeHax [ONXeH
NPOXOAWUTb NOA KOXEW Ha pPacCTOAHMUM OT Kpasfd MOBA3KM U QYHKLWOHMPOBATb HE3AaBUCUMO OT
annapata PICO 14.
MomMna fonNXHa 6bITb 3alW, MU, E€HA OT UCTOYHMKOB XMULKOCTWU, HAaNpUMep, OT HEJEPXAaHUF MOYU NN
nponueoB. NMpun nonajgaHum XMLKOCTU cnefyeT npekpatutb Mcnonb3oBaHue annaparta PICO 14.
Mepeg npuuatTuem aywa nomna PICO 14 ponxXHa 6biTb BbIKAOYEHAa MW OTCOeEAMHEHA OT NOBA3KMWU.
Mocne oTcoefMHEHNA HEOOGXOANMO HanpaBUTb BHU3 KOHel TPYy6KN, NpUCOEAMUHEHHbBIA K NOBA3KeE,
4yTob6bl BOAA He nonapgana BTPYy6KY.

3anpeuweHo pas6bupatb nomMny.
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Mosasku PICO gonyckaeTca McnonbL3oBaTb TONbKO c nomnamun PICO.
3anpeweHo o6pes3aTtb TPYOGKM M M3MEHATbL UX KOHDUTypaumnio, a Takxe pactarnsaTtb TPYyO6KYy unu
MATKUWA nopT.

9 3anpeweHo pa3pe3aTb NoBA3KY PICO, NOCKO/NbKY 3TO MOXET NMPUBECTN K NOTepe OTPULATENbHOTO
fLaBNneHnWa, obecneynBaemMoro cuctemon NPOL.

20. Bcerpfa ybeguntech, 4To noBsfA3ka PICO pacnonaraetcsd NO LEHTPY Hafj paHOW. MATKMA nopT fONXKEH
3aHMMaTb CaMOe BbICOKOE MONOXEeHNWEe U pacnonaraTbCAd Ha HEMOBPEX AEHHON KOXe, He BbiCTynasn
3a npepgenb paHbl, 4TO CBOAUT KMUHUMYMY PUCK CKONNEHNA XULKOCTU BOKPYlr MATKOTO nopTta #u
NOTeHLUMaNbHON OCTAHOBKMW NeYeHNA.

21. MoTeHUyManbHass BO3ZMOXHOCTb 31TEKTPOMArHMTHBLIX NOMEX BO BCeX CpefaX He MOXET 6blThb
mcknwuyeHa. CnegyetT NnpMHMMaTb Mepbl NPefoOCTOPOXHOCTM, ecnmn AnnapaT PICO Haxoautca B6AuU3n
Takoro obopyaoBaHMs Kak ycTpoicTBa paguMo4yacTOTHON mpageHTudumukKkaumm, oxpaHHoe o6opypfoBaHue
MAnM meTannowunckatTenu.

22. YcTpoiicTBa KOMMNbIOTEPHON TOMOrpamuum M peHTFeHOBCKNWE annapaTbl MOFTYT NOTeHLUMWaNbHO
co3faBaTb NOMEXU ANA HEKOTOPbIX 3NEKTPOHHBIX MEAULMWHCKUX n3genmin. Mo BO3ZMOXHOCTH
yb6upaiiTe nomMny M3 nond felACTBUA PEHTreHOBCKUX Nyyeld mnam ckaHepa. Ecnm momna Haxofjumnacb B
Lvnana3oHe feACTBUSA PEHTrTeHOBCKMWUX Nyyelh Mnm ckaHepa, NpoBepbTe NPaBUNbHOCTDb
hYHKLMOHMWPOBAaHMA annapaTa B COOTBETCTBUMN CYCTaHOBNEHHOW NpoLueaypoli.

23. AnnapaT PICO 14 npegHa3HayYeH UCKNINOYNTENbHO ANA OAHOKPATHOTO NpuMMeHeHunda. NMpumeHeHune
nw 6o yacTn anmapaTa ANA HECKONbKMX NaLMeHTOB MOXET MPUBECTU KMNepeKPeCcCTHOMY 3apaXeHuio
M pasBUTNIO MHDekKuMKN. 3anpewaetTca HaknajgblBaTb NOBA3KU, €CAN UX CPOK FTOAHOCTU UCTEK, UK
OHW XPaHUNWUCb He B CTEPUNbHOW ynakoBKe. 3anmpeu,aeTcs MCNONb30BaTb 3arPpA3HEHHb € NOBA3KMW.

24. BblcoOKMe TemnepaTypbl M BNaXHOCTb MOTYyT COKPaTUTb BpeMsa HOWeHNa nosaszok PICO.

25. AnnapaTt PICO 14 npegHas3HayYeH AN NPpUMEeHeHUA Kak B 6ONbHMULEe, TaK U B JOMAW HUX YCNOBMAX.
AnnapaT TakXe MOXHO MCNONb30BaTb NPN TPAHCNOPTUPOBKeE B camMoneTe, aBTomobune, noesge un
Ha kKopab6bne. MNpu TPpaHCNOPTUPOBKE CylL eCTBYeT NOTeHLMWANbHad BO3ZMOXHOCTb PagMoyacTOTHBIX
nomex, KoTopble MOFTyT NOBNUATbL Ha pa6boTy annmapaTta PICO 14. Ecnm nomna He GyHKLUOHUPpYET
Hafjnexawum ob6pa3oM, 3aMeHUNTe 3eMeHTbl NuTaHua. Ecnu npobnemMy ycTpaHUTb He yfanoch,
obpaTmTtech KMeAMLMHCKOMY paboTHUKY ANA 3aMeHbl annapaTa.

26. Mpun Hano>XeHWn NOBA3OK PAAOM APYTlr C APYIFrOM HeO6XOAUMO CNefnTb 3a TeM, YTo6bl Kpas NMOBA30OK

HEe nepeKkpbiBanun gpyr gpyra.

7. HeXxenaTtenbHble ABNEHUS

YcnneHHoe KpoBOoTedeHue npeancrasideT Cepbe3HbIl7I PUCK, CBA3aHHbIN C nMpMMeHeHNnem
oTpuuaTtesibHOro gaBjieHnAa B JsieHeHNM paH, 4HTO MOXXeT NpuUBeCTU K CePbe3HbIM TpaBMaM UIN CMEPTU.
Heobxoaum TwaTenbHbl i OT60P MayMeHTOB CY4YeTOM BbllWeyKa3aHHbI X NPOTMBONOKAa3aHWM,
npeaynpexXaeHUin m Mmep NPpeAOCTOPOXHOCTM. Heo6X0ANMO BHUMATENbHO CNEANTL 38 COCTOAHMEM paHbl
M NoBA3IKWN, NnpoBepAada Hannmyme Nnpu3HakKoB M3MEHeEHNA CcTaTyca KpoBonoTepwn y nauuneHTa. |-|pl/l
NOABNEHUN BHE3aAaNHbBIX N PE3KUX U3MEHEHUN 0oBbEeMaA UMK UuBeTa 3KCCypgaTta cnegyert 06paTVITbCﬂ K

MEANLWHCKOMY pPaboOTHUKY.

8. WHCTPYKUUS MO NPUMEHEHNIO

8.1. PekomeHpaLun no onpeneneHnio NPUrogHOCTU paHbl ANA NevYeHus

MoBsa3kn PICO cnefyeT NPUMEHATb Ha paHaXx, KOTOPble NONHOCTbIO NOMelW A TCad NOA NNOWaAblo
abcopb6upytowero cnos NOBA3KM, C COONIO JeHNEM Mep NPejOCTOPOXHOCTU OTHOCUTENBHO
pacnonoXeHWs MATKOTFo nopTa (TONbKO HAa HEMOBPEX JEHHON KOXe, He 3aX04f Ha NAowWwadb paHbl).
MoBa3km PICO Multisite npegHa3HayYyeHbl AN YAYYWEHNS NPUAEraeMocT NMPW HaNOXEHUMN Ha HeypdobHbBIX
aHaTOMMYyecKMX yyacTkax. MNoBaska PICO (Bkntuyas Multisite) mncnonb3yetca ANA HaNOXEHWS TONbKO Ha
OAHY paHy.

FNy6uHa - gns paH rny6unoit 6onee 0,5 cm (1/4 grolima) yaue BCero noTpebyeTcsa ry6uatbiii nam

mapneBbli IPO L -HanonHuTenb ANna obecnevyeHuns Hagnexauwein o6paboTKnM BCeXx MOBEPXHOCTEN paHbl.
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<-X N
[Onsa paH rny6buHon 6onee 2 cm (3/4 ploima) TpebyeTtca ob6paboTka € MCNO/Ib30BaHVUEM HamnmosiHUTesNsd
Hapsagy ¢ annapatom PICO 14 gna obecneyeHuss Hag/ieXkalw,ero KoHTakTa ¢ paHoii. 3chyp,aT - Annapart
PICO 14 npepgHa3HaudeHa A5 UCMNOJSIb30BaHUA Ha paHax c YypOBHeM 3kKccygaTa oT Hu3koro (go 0,6 r
BblefIAeMoi Xugkoctu/cm” naowanmn paHbl/3a 24 yaca) Ao ymepeHHoro (8o 1,1 r BbigensieMmoim
Xugkoctn/cv” nnouwiann paHbl/ 3a 24 yaca). 1 r akccygata npmbnmsntesibHO paBeH 1 mn akccygata. MNpu
MCMNOJ/Ib30BaAHNN Ha paHe C YyMEPEHHbIM YPOBHEM BblAENAEMON XXNULOKOCTM pa3mMmep paHbl B 06LLeM cnyyae
He Jo/mKeH npesbiwaTtb 25% OT nJsowanm abcopbumpyroLlero c/1os NOBA3KN.

8.2. TlMpumeHeHune

[MoBA3Ka OO0J/DKHa HaK/lagblBaTbCA TO/IbKO MeAULVNHCKUM pa6OTHI/IKOM.

1. YpanuTe n3bbITOUYHbIM BOJSIOCSHOW MOKPOB, UTO6bLI 06ecneynTbs N/I0THOE NMpusieraHue NnoBsA3KM K paHe.
Mpn Heo6XxoaMMOCTU NPOMOITE paHy CTepU/ibHbIM (DU3NOMTOTUYECKMM PAcTBOPOM U MPOMOKHUTE ee
01 BbICYLLMBaHUA paHeBOW MOBEPXHOCTU.

2. Cobniogas npaBuna acenTukn, yaasinte LeHTpasbHYH YacTb aHTUaare3noHHOro
3alMTHOTO C/1051 NMOBSA3KN N Ha/IOXXNUTEe MOBA3KY MO LEeHTPY paHbl Tak, YTobbI
YMEHbLWNTb BEPOATHOCTb KOHTaKTa paHeBOro otaendemMoro mn MArkoro nopra.

Y6eauTech, YTO NOBA3KA /IEXXUT POBHO Ha paHeBOl MOBEPXHOCTU U
npuneratouier koxe. MNMoBA3Ky c/iefyeT HakNaAablBaTb TakK, UTOObI MATKUIA NOPT
pacnonarasica Bbilwe paHbl (B 3aBUCMMOCTU OT NEPBUYHOM MO3ULMN MaLMeHTa) Ha HEMOBPEXXAEHHON
KOXXe, He BbiCTynas 3a npefesibl paHbl, YTO CBOAUT K MUMHUMYMY PUCK CKOMJIEHUS YXUOKOCTU BOKPYT
MSArKOro nopta u 3aTpygHeHus JIPOJ,. Yaanute ocTaBlInecs ABe YacTy 3allMTHOro aHTMaAre3mMoHHOoro
c/nos n pasrnagbTe NOBA3KY Ha paHe, usberas cknafok. MNpyv He06XoAMMOCTU N3MEHUTE MOJIOXKEHUE
NOBSA3KN Tak, YTOObl He 06Pa30BbIBa/INCL CKIAAKMU.
MpepynpexaeHne: B nomne annaparta PICO 14 nmeetca MAITHUT.
NMomna annapata PICO 14 Bcerga Ao/mHKHa HaXo4AUTLCA Ha PacCTOAHUU KaK MUHUMYM
10 cm (4 pgroiima) oT fpyrux MeguUMHCKUX n3genunii. (Cm. pasgen 5.1
«MpepynpexaeHne o MarHuTe»)

3. Tocrne HanoXXeHUsi NMOBA3KU U3BJIEKUTE MOMMY U 3/1IEMEHTbI NMUTaHMS U3 floTKa. HanpaBneHue, B
KOTOPOM c/iefyeT BCTaBMATb 3/IEMEHTbI NMUTaHUSA, YKa3aHo BHYTPU OTCeKa A/19 3/IeMEHTOB MUTaHUS.
BcTtaBbTe asieMeHTbl NUTaHUA. 3akpoviTe KpbIWwKy. Mocse 3Toro Bce 4YeTbipe nHAnKartopa LO/KHbI
3aropeTtbcs Ha 3 ceKyHAbl. o

4. NMoacoeAnHUTe NOMMNY K NOBA3Ke, CKPYTUB coeanHuTenn Tpy6ok I/I r
mMexxay coborn. Tpybka MArkKoro nopra MOXeT  ObiTb
HernocpeacTBEHHO nMpucoegMHeHa K MNommne, ecnm AfMHHas

TpyGka He TpebyeTcs. HaXKMUTe Ha OpaHXXEeBYIO KHOMKy ana A1 VvV _

Hayana npumeHeHuna JIPO/[. 3eneHbli unHAukatop «OK» wu 100
opaH>XeBbll nHAMKaTop «OBOHapy>keHa yTeuka BO34yxa» HauHyT ¢
ofilHOBpPeMeHHO wmwuratb (ykKasbiBasgs Ha TO, YTO nMowmna U
ycTaHaBnuaeT pe>xum JIPO/). B 3aBUCUMMOCTM OT pa3mMmepa paHbl,
nomne moxkeT noTpebosaTbcA A0 100 ceKyHpA, 4TOObl YCTAaHOBUTL -
pe>xxum JIPO/4. Ecnim no npowecTtBun 100 cekyHp Annapart He J LI
ycTtaHoBmn pexum JIPOJL, 6yaeTt mMmuratb TOJSIbKO OpaH>XeBbIi
nHankatop «O6Hapy>keHa yTedka Bo3gyxa». 1A nposBefeHUs
ONarHocTUKN HencnpasHocCTell cM. pasgen 14.

5. Mpn wuncnosib3oBaHUM 3awuTHOM nneHkn SEGURA No-Sting Barrier Film nepen HanoxxeHuewm
hukempyrowmx nonocok (cMm. NyHKT 10 pasgena «Mepbl NpefoCTOPOXKHOCTU») MPOTPUTE MECTO BOKPYT
MOBA30K U AaliTe KOXXe BbICOXHYTb.

6. Mpukpennte UKCUPYHOLLME NMOMOCKU BAOJb BCEX KpaeB MOBA3KU. CHUMUTE BEPXHUWM 3alWUTHbIA Croi
Ha MNOJIOCKe TMOocC/ie MPUKPENJIEHUA KaXKAOM U3 HUX. OTW MNOJSIOCKM obecrneyvBaroT repmMeTUYHOCTb B
TeyeHVe BPEeMEeHW HOLWEeHUs MNOBA30K. B TpyAHOAOCTYMHbLIX MecTaxX peKoMeHAyeTcA MPUKPEnIAaTb
Mosiockn pans obecrneyvyeHWs repMeTUYHOCTM Mepes BK/KYEeHUEeM MNOMMbl. Pa3melianTte Kaxkayro
Mo/IOCKY TaKMM 06pa3om, YToObl OHa NepekpbiBasia Kpas NoBA3KM NPUMEPHO Ha 1cm. CneauTe 3a TeEM.
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uTo6bl TPY6KM He nNepekpyuymBanuchb M He 3acTpeBanu B ofaexpge. Cneayer NOMHUTbL, YTO B CAyuyae
yAaneHns GUKCUPYIOWNUX NONOCOK NoTpebyeTcs CMEHUTb TakXe W NOBA3KY. MpuU XenaHum MOXHO

HaHeCTW TreneBble NnactTblpuM B AONONHEeHUE K (bVIKCVIpyIOLLlVIM nonockam pansa obecnevyeHnsa unmn

NMOAfEPXaHUS TEPMETUYHOCTHU.

f3 3ameHa noBA3KM

[OVEHyI'IOBﬂ3OK A0J1>KHbI BbIMOJ/IHATb TOJ/IbKO MeANLUUNHCKNE pa60THVIKVI.

1 MoBA3KM cnefyeT 3aMeHATb CTPOFO B COOTBETCTBMUM CO CTAHAAPTHbLIMW pPeKOMEHAaUMAMMU MO
nevyeHnto paH, 06bIYHO KaxX Agble 3-4 aHA. Mo ycMoTpeHWI0O MeAULNHCKOTFo paboTHUKa, MoBA3Ka
MOXEeT 0CTaBaTbCf HallOXEHHOIW Ha paHy A0 7 AHel. OpaHXeBbll MHANKaTOp «lloBA3KA 3aN0ONHEeHa»
Ha NMOMMNEe HaYHeT MUraTb Npu Oo6HapyXeHWN 3aN0ONTHEHNA NOBA3KW MUNKU 3acopeHns punbTpa. bonee
yacTafs cCMeHa NOBA30K MOXeT noTpe6oBaTbCA B 3aBUCUMOCTMN OT YPOBHS BblJeNsieMONl XUJKOCTH,
COCTOAHMUA NOBA3KMN UAN APYTUX 06CTOATENbCTB, CBA3aHHbBIX C NALWEHTOM, Hanpumep, Npu
mcnonbsosaHum PICO 14 Ha MHDMULMPOBAHHBLIX paHaX. JONONHUTENbHbLIE NOBA3KKW Ana annapaTta PICO
14 MOXHO NpnobGpecTn OTAENbHO.

2. PerynapHo npoBepAaiiTe noBadkun PICO. Ecnum noBA3Ka BbIrNAfgMT Tpebytoweih 3ameHbl (CM. CXeMbl A-
C), Ha)XMUTe Ha OpaHXeBY KHOMNKY MW OTCOeAMHMTEe NOBA3KY OT noMnbl. OTkNneiTe pukcupytowue
MONOCKMW OT KOXMW, NPUNOJAHUMMNUTE NOBA3KY 32 OAWH Yron n cTaruBainte ee O NONHOTO CHATUSA.
Hanoxute Apyryto noBf3Ky B COOTBETCTBWM C pa3fenom 8.2. locne HaNnoXEeHUSR NOBA3KMN
NMOAKMNWYNTE NMOMANY M HAaXMWUTE Ha OPaHXeBY KHONKY ANA BO30OGHOBNEHMNA Tepanuu.

1 N R BI‘lJ A @ fJ L (A) MoBA3Ka PacnonoXeHa NPaBUNBLHO, U MOXET
)I( fanbl e ocTaBaTbCA Ha MecTe
(B) TpebyeTcsa 3aMeHa NOBA3KMW - MATKUNA nopT

1
v > v J

MOXeT 6bITb 6NOKMPOBAH XUAKOCTbIO

- (C) TpebyeTcsd 3aMeHa NOBA3KMU -
abcopbupytowmnin cnok 3anonHeH

3. B3aBMcCMMOCTM OT 4aCTOTbl CMEHbl MNOBA3KU, MOFyT noTpeboBaTbCA JONONHUTENbHbBIE NOBA3KMWU,
(npuobpeTatTCs OTLENbHO)

4. NMoBa3kn PICO cnepyeT yTunusnmpoBaTb KakK MeAULMUHCKNE OTXO[LbI.

5. Cpok cnyx6b MOMNb 3akaH4YMBaeTCHs, U OHa aBTOMAaTMYeCKN NpekpawaeT PYHKLMOHMPOBATL Yepes
14 pHeih (B 3TOT MOMEHT BCe MHAMKATOPbL BblKAOYATCA). DNEeMEHTb NMUTaHWA HEOBXOAMMO M3BNEYD
M3 NOMNbl; KaK 3N1e€MEHTb NMUTaHWA, TaK W NoMnNa nNojgnexatT yTunamsauymm B COOTBETCTBUMN C MECTHBI MU

npasmnamu.

6. lononHUTeNnbHY MWHPOpPMaLN O TpPebGOBAHNAX KYTUAM3ALUUN MOXHO NMONYUYUTb Yy MECTHOTO

npegctaBuntend «CMuUTIHL Hedblo».

8.4. Wcnonb3oBaHue noBsa3oK PICO ¢ HanonHUTenamm

Moesa3kn PICO COBMECTUMbl CO CTAHAAPTHLIMW MapneBblMU W ry6yaTbiMW HAMONHUTENAMMN,
MCNONb3yeMbiMM B TPagUMLUMOHHBLI X annapaTtax JIPOJL, rge 3To KNMHMUYECKU Lenecoo6pa3Ho, Hanpumep, Ha
paHax C HEJOCTAaTKOM TKaHel. Bcnyyae NpuMeHeHUS HanonHUTeNs ero u noBa3ky PICO cnefyeT MeHAThH
2-3 pasa B HeAeNt B COOTBETCTBUM C MECTHBIM KAMHUYECKUM NPOTOKONOM M MHCTPYKLUUAMMU
M3roTOBUTENA. HanonHWTeNb He JONXXEH NNOTHO NPpUAeraTb K NOBEPXHOCTM paHbl. CnegyeT nsberatb

M36bITOYHOTO 3aMONTHEHUNS.

8.5. Mcnonb3oBaHne noBA3okK PICO ¢ HenpuannawwmMmMmn cioamm

MoBA3kn PICO MOXHO NpM HEOBXOAMMOCTM HaKNaAblBaTb MOBEPX HeMPUANMMNA LW Er0 CNOA, HANpUMep, Ha
KOXHbIA TpaHcnnaHTaT. Ha MHOMWUMPOBAHHbLIX paHax UNU paHax, NOABEPX EHHbI X PUCKY MH(PEKLNUM, NMOJ

noBsfizkamm PICO MoXHO mcnonb3oBaTb noBA3knm ACTICOAT Flex.

8.6. Wcnonb3oBaHue noBsA3ok PICO 14 B coyeTaHUM C KOMMPECCMOHHOM Tepanunei

Annapat PICO 14 Bcnyyae KAMHWYECKOW HEOBXOAMMOCTMN COBMECTUM C KOMNPECCUOHHOW Tepanuei;
OfHaKO nepej 3TUM Heob6XO0AMMO TWwaTenbHo ob6cnefoBaTb paHy, YTobbl y6eaunTbCA, UTO 06beEM

JKCCyfaTa ABNAeTCAa ManblM UNW YMEPEHHDbLI M. Mocne nNepBOoOro HanoXeHUA NOBA3KMU PICO nopn
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IOMMOPECCUOHHY CUCTEMY, NpoBepbTe MOBA3KY Yepe3 2-3 AHA Ha NpegMeT NMPUEMNEeMOCTHN 3aN0ONHeHNA
/XWAKOCTb MAW HEOOGXOAMMOCTM 3aMeHbl NOBA3KW, W NPOJONXKEHNE KOMNPECCUMOHHONW Tepanun
/uenecoob6pasHo.

MpuMeHAs KOMNPECCMOHHY Tepanuio nosepx NosBA3ok PICO, cnefyeT o6ecneynTb NPOXOXJgeHMUEe
Tpy60oK, coegmHsasto wmx nomny PICO 14 c noBA3KOW, NOBepX NMepBOro KOMNPECCUOHHOTO CNOS U Nojg
nocnepywwmMMm cnoamu, ndberas ux npuneraHma K Koxe. NMpu mcnonb3oBaHUM KOMMNPECCUMOHHOTO 6enbs
TPYOKW AONXHB NPOXOAMTb NOBEPX YYNoK. He cnepyeT pa3mMewaTb NOMNY B KOMNPECCUMOHHBIX cnoax. Ansg
NONYyYeHNA peKoOMeHAaUuUl NO NPaBUAbHOMY NPUMEHEHWNIO KOMNPECCUOHHOW Tepanuun cnepyer

o6pawaTtbCcsa KCOOTBETCTBYH WMUM MHCTPYKLMUAM NPOM3BOAUTENS KOMNPECCUOHHOW CUCTEMBI.

8.7.  CHATME NOoBA3KK
Ecnm megnMUuMHCKNIA paboOTHUK CUNTAET 3TO KNUHUYECKN Lenecoobpa3HbI M, NaLueHTy MOXET 6biTb flaHO
yKaszaHue CHATbL noBA3KYy PICO nocne okoH4YyaHua Tepanuu. Cm. pasgen 17 « MHCTPYKUUMU NO CHATHUIO

NMOBA3KWN C NauneHTa».

9. 0O6uwwme NoMoXKeHUs

9.1. TlpuHATMe oyuwa 1 BaHHbI

PaspewaeTcs NpuHUMATb Nerkuim gyw; ogHako nomna PICO 14 gonxHa 6bITb BbIKNIOYeHa MW OTCOEAUHEHA
(cm. pa3fen 6 «Mepbl NpPefOCTOPOXHOCTU»), W NoMelw, eHa B 6e3onacHOe MecTo, rje oHa He HaMOKHET.
MoBA3kn PICO He fONXHbB NonajaTb NOJA NPAMYK CTPYH MAWM NnorpyxaTtbca B BOAY. Nocne oTcoefjUHEHMNSA
ybeagmnTtecb, 4TO KOHel TPY6KU, NnpucoefnHAeMbl i K NOBA3Ke, HanpaBneH BHW3 Takum obpasom, 4Tobbl
BOfja He monafjana BTpybKy. MNocne NpUHATMS Aywa uan BaHHbl nomny PICO 14 cnepgyeT cHOBa

noacCcoOeAUMHWNTbL KNOBA3KE MW NOBTOPHO 3aNnyCTUTb, HaX aB OpPaHXEBYHK KHOMNKY.

9.2. Ouywuctka
Coﬁmop,eHme KNUWHNYECKNUX ANPEKTUB OTHOCUTENBHO TUTUEHBLl MMeeT NepBOCTeNeHHOe 3HayYeHNe. I'Iomny
MOXHO NPOTEPETDH BNaX HoM TpFII'IKOVI CMUCNONb30BaHWEM MbINbHOW BOAbl uUnun cna6éoro

fLe3snHbUMUMpyOLWero pacrteopa.

9.3. YcTtaHOBKa WM 3aMeHa 3/1eMeHTOB NUTaHUS

CHMUMUTe 3aJHIOI0 KPbIWKY COTCeKa 419 31eMeHTOB NnTaHua Ha nomne PICO. HanpaB/fieHne, B KOTOPOM
cnenpyeTt BCTaBNATb 3/1eEMEeHTbl NUNTaHMA, YKa3aHO BHYTpPUMU OTCeKa ANA 3N1eMEHTOB NNUTaHUA. BcTtaBbTe
QNEeEMEHTbl MUTAaHWUA. 3aKp0VITe KpblWKY. [Tocne 3aToro Bce YHeTblpe MHONKaTOPa AONXHB 3aropeTrtbCca Ha 3
CeKyHabl. Mocne 3aMeHbl 31eMEHTOB NMUTAHNSA HAaXMUTe OpaHXeBYH KHONMKY ANnA NOBTOPHOrNO 3anycka

noMnbl. MpumeyaHnme. CMEHHbIE 3/TEMEHTbH MUTAaHWA NOCTABNAWTCA HECTEPUNbHBI MU,

10. XapaKTepucTukmn
1 Pa3mepbl nomMnbl OxW xB: 65 X 78,5 x 21 Mmm (2,6 x 3,2 x 0,9 groiima)

Macca nomnbl (BK/IO4Yas
<108 r
3/1IEMEHTbI NUTaHUSA)

Ul enoyHble 6aTapeiikn Tuna AA
Tvn anemeHTa NUTaHUA
2XAA 15 8B

CTeneHb 3aWnThbl 1P22
MakcumanbHoe AaBrieHune 100 MM pT. CT.
Pe>kum paboTbl MpofonNXWTeNbHbIR pexum paboTbl

Temnepatypa 5-25“C (oT -25“C go +5°C gonyckKkaeTcs B TeyeHue

YcnoBua xpaHeHUa u nepuopga A0 7 CyTOK),
TPaHCNoOPTUPOBKMU OTHOCUTEeNbHaa BRaxXHocTb 10-75%, atmocthepHoe gasneHne 700-
1060 mb6ap

Temnepatypa 5-40"C, oTHOCMTeNbHana BNaxHocTb 10-95%,
Pa6oumne ycnosusa
aTmMmochepHoe gaBneHune 700-1060 mb6ap
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CooTBeTcTBYeT TpeboBaHuam ctaHgaptos AAMI ES60601-1,
CootBeTcTBUE Tpe6OBaHI/IFIM IEC60601-1-6 1 IEC60601-1-11 CepTudpuMuUMpPOBAaHO NO CTaHjapTam
CSA C22.2 Ne 60601-1

11. BapuaHTbl KOMMNeKTauum

Pasmep noBA3Ku KomnnekTbl C ABYyMA nosaskamu™
Mossaska Multisite 15 cm x 20 cm 66802040
Mosaska Multisite 20 cm X 25 cm 66802041

10 cm X 20 cm 66802042
10 cm X 30 cm 66802043
10 cm X40 cm 66802044
15 cm X 15 cm 66802045
15 cm X 20 cm™ 66802046
15 ¢cm X 30 cm 66802047
20 cm X 20 cwm 66802048
25 cm X25 cm 66802049

* KOMNeKTbl ¢ 4BYMS NOBA3KaMW, BKAYalLlme B ceb6a 2 NoBA3KM, 1 nomny v 3aXum ANA NOMMbI.
uKcupyruwme NnoNockn. Ansa paH ¢ ManblM BblgeNeHNeEM XU AKOCTK - A0 14 gHeld. NS paH C YyMEPEHHbIM
BblAE/IEHVEM XUAKOCTY TPpebyl TCAa AONONHUTENbHbIEe NOBA3KU (NpuobpeTaemblie OTAENBHO).

12. SneKTpomMarHMTHass COBMecTMMOCTb

Annapat PICO 14 npowén mcnblTaHWA M 6blN MPU3HAH COOTBETCTBY W UM TpeboBaHNAM, NMPeAbBABAAEMbI M
KMeAULMWHCKUM n3genmnam B cooTBeTcTBum ¢ IEC 60601-1-2. 3T TpeboBaHMA U YPOBHN TecTupoBaHua
paspaboTaHb Anf obecneyeHUS pPa3yMHOMW 3alW MTbl OT 3NeKTPOMarHuTHbIX NMoMex, Korga Annapat PICO
14 npumeHAaeTCA BTUNMYHOM MEAULMNHCKOM YyUYPEX AEHUN U B HEKOHTPONMPYEMbI X YCNOBUAX, Hanpumep,
BAOMAWHUX ycnosuax. laHHoe o6opyfjoBaHMe reHepupyeT, UCNONb3YyeT U MOXeET M3nyyaTb
pafgMoyacTOTHYI 3Heprui, a B Clyyae HapyweHWs npaBuil ycTaHOBKM U 3KCNNyaTauuMmnm MOXeT co3jgaBaThb
noMmexu ANd APYrux ycTpohcTB, HaXOAAWMNXCA B HeMmocpeACTBeHHON 6nm3ocTu. TemMm He MeHee,
HEBO3MOXHO rapaHTmMpoBaTb OTCYTCTBME NOMEX B Ka>X AOM KOHKPETHOM cayuvae.

LonNnoNHMWTeNbHY MHPOPMALMNIO O 3alL MW EHHOCTN OT 3/TEKTPOMATHUTHLIX NOMEX U 06
3NEeKTPOMArHUTHOM M3NIYYEHUUN MOXHO NOAYYUTb Ha CTpaHMULE: WWW.mypico.com MAKM 3anNpocuUTb B BUJE

NeyaTHONW KONWU y MECTHOTO NMpeacTaBuTens «CMUT aH L Hadpblo».

13. besonacHocTb annapara PICO 14

Mpun ycnosum Mcnonb3oBaHMA B COOTBETCTBUU C MHCTPYKLUMAMU npoussoauntens. Annapat PICO 14
oTBeyaeT obwW MM TpeboBaHMAM No 6e30NacHOCTM MeAWLUHCKOTFO anekTpoobopypgoBaHusa (IEC 60601-1).
Annapat PICO 14 npefHa3HayYeH ANA UCNONb30BaHNA B HEKOHTPONIMPYEMbBIX YCNOBUAX, HanpumMmep, Ana
mcnonb3oBaHua B AomMmawHuUX ycnosumax (IEC 60601-1-11). Annapat PICO 14 He nmMeeT CylW eCTBEHHBIX
TpeboBaHWN KHYHKLMOHANbHbBIM XapakTepucTmnkam ; AONONHUTENbHbIE CNeLynanbHbl e Mepbl

npefpoOCTOPOXHOCTN B OTHOWEHUN 6a30BOli 6e30MacCHOCTM He Tpe6yr0Tc>1.

14. YcTpaHeHue Henonagok

PICO 14 nmeeT BU3YyanbHble MHAWKATOPbL, YyBeagOMAA W MEe MONb30BaTeNd 0 BO3ZHMKHOBEHUMN npobnem.
AnnapaT PICO 14 He mmeeT 3BYKOBbIX CUTHaNo0B TpeBOorn. NMNomny cnefgyet HOCUTb Tak, 4TOo6bl K Hell 6bln
obecnevyeH yfgo6Hb N focTyn W nayneHT/ MeEAULUHCKNIA paboTHUK B No 6oe BpemMsa MOT NPOBepUTL ee

COCTOAHWNE B CNyYyae BO3BHMWKHOBEHMA HEMCNPABHOCTN UKW NOBpPpeX geHuAa.
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CocTosiHue gucnines/
nHavKaropa

Bce MHAMKATOPbI BbIK/IHOYEHbI

MuratoT 3e/ieHbIli MHAMKaTop
«OK>» 1 opaH>xeBblii
vHankaTop «O6Hapy>keHa
yTeuka BO3fyxa.

Muraet 3eseHblii MHOVKATOP
«OK>.

MuratoT 3eneHblii MHAMKaTop
«OK>» 1 opaH>keBblii
nHAMKaTop «Pa3psikeHHbIN
371IeMEeHT NUTaHUA».

MuraeT opaH>XeBblii
nHaukKaTop «O6Hapy>keHa
yTeuka BO3ayxa.

MwuratoT opaH>XeBblii
nHankatop «O6Hapy>keHa
yTeuKa BO3ayxa» U1
OpaH>XEeBbIV NHAMKATOP
«Pa3ps>KeHHbI 3aneMeHT
MUTaHNS>.

Bo3moykHas npuunHa

[Momna B peXknme oXXugaHus.
Momna 3aBepLunna KypC
neyvyeHns paH oTpuuaTesibHbIM
AaBnieHnem.

OfIeMEHTbI nuTaHus
MOJSIHOCTBLIO Pa3psAaUSIUCD.

Momna paboTaeT, 4TOObLI
BbINONHUTL JIPO/],, HO He
pocTturna 3agaHHoro
[aBrieHus.

Annapat oyHKUNOHUPYET
Hag/1exxawmm obpasom.
MNpob6siem HeT.

AnnapaT pyHKUMOHMPYET
HazneXawmm obpasom, HO
3/1eMEHTbI NUTaHUs
paspsiKeHbl.

O6Hapy»>keHa cuibHas yTeuka
Bo3ayxa. JIPO/l He
OCyLLeCTBNSETCS.
(MpumevaHve: nomna
aBToOMaTMYeCKU MNoMbITaeTcA
nepesanyctutb JIPO/L yepes 1
yac).

O6Hapy>keHa cuibHasa yTeuka
BO34yXa W paspsaka
3/1eMeHTOB nuTaHua. JIPO/L, He
OCYLLeCTB/ISETCS.
(MpumeyaHwne: nomna
aBTOMaTM4ecKM nonbiTaeTcs
nepesanyctuntb JIPO/ yepes 1
yac).
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KOMMEHTapI/IVI/ OnarHoCtnka
HeMCHpaBHOCTeﬁ

JleyeHne paH oTpuuaTesibHbIM
pasneHnem (JIPO) npuocTaHOB/IEHO.
HavkaTb Ha opaH>XeBytO KHOIMKY 415
Havasia /le4eHna paH oTpuuaTesibHbIM
[aBlieHNeM.
HarkaTme Ha opaH>XeBYHO KHOMKY He
npmMBOAUT K NOBTOPHOMY 3anycky JIPO/.
MeanUNHCKUIA paboTHUK A0/HKEH
HaU10>KUTb HOBYHO MOMIMY 1 MOBA3KY, €C/n
TpebyeTcs npogo/HkuTh JIPO/,
Ecnn nomna He 3aBepwmna kypc JIPO4,
cnepfyeT 3aMeHUTb 3/1IeMEHTbI MUTaHKS.
MNopo>kpatb MakcmMmymM 100 cekyHA,.
MNpoBepuTb, BbiNnonHAeTcA v JIPO/L.

MHoraa MO>KHO CribilLaTh LLyM
paboTatoLLel NnoMrbl, Koraa oHa cosfaet
oTpuuaTesibHoe AasrieHune. 3To
HOPMaJILHO.

3aMeHUTb 3/1IEMEHTbI NMUTaHNA N HaXKaTb
OopaH>XeBYHO KHOIMKY A4 NMOBTOPHOro
3arnycka nomnbl.

Pa3rnagnte NoBA3KY M NOSIOCKU OT
BO3MOXXHbIX CK1aA0K. HaxkaTb
OpaH>XeBYO KHOMKY 4/19 MOBTOPHOIo
3anycka nomnel. Ecnn yteuka Bo3ayxa
MPOAO/IKNTCA, OPaH>KeBbIA NHAVKATOP
«O6BHapy>keHa yTeuka BO3/yxa» 3amuraeT
BHOBb NpumepHO 4Yepe3 100 cekyHA.
ObecnevnTb Hage>XKHOe 3aKperieHne
coeguiHUTenen Tpyook.

YCTpaHuUTb yTeuky Bo3ayxa B
COOTBETCTBUN C BblLleyKa3aHHbIMU
VHCTPYKUMsMn. Kpome Toro, 3aMmeHnTb
3/1IEMEHTbI MUTaHNA N HaXKaTb OPaH>XeBYO
KHOMMKY 111 NMOBTOPHOr o 3arnycka rnomnbl.



Muraet opaHXeBbl il
MHAuKaTop «MoBsA3Ka

3anoONnNHeHa».

0 o)

MwuraioT opaHXeBblii
nHankKaTtop «lMoBA3Ka

3anoNHeHa» U OpaH)KeBbIVI

HanonHeHa noBf3ka unmn
3acopeH punbTp. IPO L He
ocyu,ecTBnaercs.
(MpumeyaHune: nomna
aBTOMaTMYeCcKn nonbiTaeTcs
nepesanyctuto JIPO/ uvepes 1
yac).

HanonHeHa noBA3kKa uaun
3acopeH GuUNbTP, a TakKxXe
pas3pAXeHbl 3NeMeHThbl
nutaHuna. 1PO [ He
ocyluiecTBnaercs.

(MpnmMmeyaHne: nomna

3aMEeHNTDb

TOro, 3aMeHNTb 31eMEHTHI

MeanUMHCKNI paboTHMUK

NMOBA3KY Ha HOBYK MU

OpaHXeBYyl KHOMKY Ans

3anyckKka nomnbel.

MeaguuMHCKUIA pabOTHUK JONXKEH

LONXKeEH

HaXaTb

NOBTOPHOTO

3aMeHUTb NMOBA3KY Ha HOBYI. Kpome

HaXaTb OpaHXeBYl KHOMKY ANS

NMOBTOPHOIO 3anyckKa nomnbl.

nntaHuma un

MHANKATOP <(Pa3pﬂ)K9HHbIVI aBTOMaTUYECKN nonbliTaeTcAa

aNeMEHT AUTAHUSA . nepesanyctutb JIPO/M uyepes 1

yac).

wr N\l O6HapyXeHa HeMcnpaBHOCTb MeAguUUHCKUIA pabOTHUK JONXKEH
nomMnbl. Momna He BbINONHAET

neog.

HanoXnWTb HOBYH nNomMny U NOBA3KY.

Bce nHankatopbl ropAar.

15. TMpepynpexxaeHuns

HacTosuwee pyKoBOACTBO NONb30BAaTENS He ABAAETCA rapaHtTuei. OHO COAEPXUT NNIWb PeKOMEHJaALUMN.

Mo MeAWLUHCKMM BOMpocaM Heo6XOAMMa KOHCYNbTauusa cneymnanucrta. Msgenme JONXKHO
MCNONb30BaTbLCHA B COOTBETCTBUU CAAHHOW MHCTPYKLMUEA NO NPUMEHEHMNI M BCEN NPUMEHUMOI

MapKMUpPOBKOIA.

16. YcnoBHble 0603HaYeHUs

CnegyiTe WHCTPYKUMMN MO e

O NMPUMEHEHWN IO

/K

MexpayHapofHasa Knaccumpukayms

MoMna PYHKUMOHMPpYeT Hafjnexauwum r~
Mcnonb3oBaTb A0

ob6bpasom.

MpepynpexpageHue: MarHuTHOe None.
Pabouyas yacTb TMuna BF c 3awutoii oT

Cwm. paspgen 5: MpepaynpexpjgeHune o " b
paspsafja gebunbpunnartopa
MarHumTe

HecosmectumocTb ¢ MPT: nsgenune

cneayeT fepXaTb Ha 6e30nacHOM
BbiaBneHa yreyka paccTofaHum oT ob6opyAoOBaHUA ANA
MarHMTHO-Pe30OHAHCHOIW

Tomorpagpumuu (MPT)

sterilelo]|

A
®
-

MHAONKATOP «NOBA3Ka 3aNO0O/THEHa» CTepM/’II/I3aL|,I/IH OKCMAOM 3TUNEHA

Hu3kunii 3apag 3NeMeHTOB NUTaHUA OcTopoxXHo!

3anyck/naysa/Bo3ob6HOBNEHUNE He ncnonb3oBaTb NPU NOBPEXAEHUMN

Tepanuwu ynakoBKM
M AnnapatT MOXHO Mcnonb3oBaTtb o 14 BepxHAfa rpaHvuya TemMnepatypHoOro
LHeNn Aunana3oHa

-
fj(Only BHumMaHne. depgepanNbHblii 3aKOH IJ N3roToBUTEND
(CWWA) orpaHnymnBaeT npofjgaxy 3aToro
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mnspnenna Bpavyom MnKuM No 3akKa3y Bpaya

i) 3anpeT Ha NOBTOPHOE NPUMEHEHME cro LaTa M3roToBAEHMUSA

3HakK McnblTaHuih «THO® PellHNaHA» C

O6paTuTtecb K MHCTPYKLMU NoO
yTBepx geHunem gnad «<MHMETPO

T NPUMEHEHU IO
(Bpasunusa)»
EC REP YNONHOMOYEHHbLI N NpeacTaBuUTENb B He ponyckaTb BO3gelCcTBUSA
EBponeiickom coobuectBe CONHEYHOTro cCBeTa
LOT Kopg naptuu Bepeub OT Bnaru
y-XN
REF Homep no kaTanory OvnanasoH BNaxHoOCTU
OrpaHunuyeHus atmMmochepHoOro
HectepunnbHo 0
faBneHUs
YNakKoBOYHbLIA MaTepuan NOANEXUT
o ccC Mapkuposka CE
BTOPMYHOW NnepepaboTke
ct)'i EC: He noagxoguT ANA 06bl YHbI X
0TX0A0B

17. NHCTPYKLMM NO CHATUIO NOBA3KWN C NauueHTa

Ecnu megnuUuWHCKUIKA paboTHUK fan BaM yKaszaHWe CHATb MOBA3KY NO OKOHYAaHUW Tepanuu, cnegyinte

NPMUBELEHHBIM HUXE MHCTPYKLUMAM:

1. OctaHoBute nomny PICO 14 HaXaTnem Ha OpaHXeBYyl KHOMKY. lNpun 3ToM BCe MHAMKATOPSLI
BblKntoyatcs.

2. OTCOefAMHMWTEe NOMNY OT NOBA3KWN, PACKPYTUB COEAUHUTENN.

3. CHMUMWUTe NOBA3KY, OTKNEeUB HUKCUPYO LW ME MONOCKN OT KOXMN. MpuNnogHMMMUTe NOBA3KY 3a OfAUH yron
ncTarmeaninTe ee 40 NONHOTNO CHATUA.

4. YTunusayunto noBa3km PICO m puKcupyrwimnx noaocCoK cnefyeT BbINMONAHATbL B COOTBETCTBUMN C
peKoMeHAaUNAMU MEAULMUHCKOTFO paboTHMKA. DNeMEHTb NMUTaHWA HEeOO6XOAMMO M3BNEeYb U3 MOMMbI;
KaK 31eMeHTbl NUTaHWA, TaKk W NMoMNa NojgnexatT yTunumsauum B COOTBETCTBUN C MECTHbLIM K
npasunamu.

5. Tpun BO3HMKHOBEHMMN 60NN, NOKPAaCHeHMNA, 3anaxa, afNeprmyeckoi peakymu, MAM NPpu HEOXUJAaHHOM
NOSABNEHMUMN NOCNE CHATUA NOBA3KW OTLENAEMOro UAW KPOBU HEOOBXOLMMO He3aMegNUTENbHO

06paTUTbLC KMEAULUHCKOMY PaBOTHUKY.

18. KOpunanyeckas nHhopmaumns

B «CMuT 3HA Hedbo Meagunkan Ntg.», 101 ToBapHble 3HaKu KomnaHuu Smith &
™ Xeccn-poya, Xann, HU3 2BN, AHrama (Smith & Nephew
Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 © Smith & Nephew
2BN England) C€ Jata Bbinycka: nwoHb 2020 .
KOHTaKTHble laHHbI € ANA APYTUX CTPAaH yKa3aHbl Ha OTOT NPOAYKT MOXET 6GblTh 3alyMLyeH
cTpaHuue: www.smith-nephew.com OAHUM WU HECKONbKWUMMW NaTeHTaMMu.

Cm. www.smith-nephew.com/patents
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AONONHEHUE K UHCTPYKUUN NO NPUMEHEHUIO
MEAUUUHCKOIO U3AenuA

“Annapar ana nevyeHUA paH oTpmuaTtenbHbim gasneHmem PICO
14 oaHOpPa308Bblii, BAPMAHTbl LCNONHEHNA"
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Mpy nocTaske u3genus B PO nHdopMaums, cogepXkallascs B AaHHOM [OMOMHEeHUM K WHCTPYKUAM Mo
NPUMeHeHWIo, ABNAETCSA NPMOPUTETHON

1 HAMMEHOBAHWE MW, MOLENTN NN BAPNAHTbI MCMNOJTHEHNA MW

Cnepnywouie HammeHoBaHUst MW, MCrosib30BaHHbIE MO TEKCTY COMYTCTBYHOLWEN AOKYMeHTauuu, SABNSAKTCS
TOXAECTBEHHbIMN HaUMEHOBAaHMIO MEAULMHCKOIO n3fenusa «Annapat N8 NeyeHusa paH oTpuuaTesibHbIM
nasneHnem PICO 14 ogHopa30BbIi, BapMaHTbl UCMOMTHEHUS»:

Annapart PICO 14
PICO 14
Annapart
N3penne (1)

Momna

HaumeHOBaHWS MEAWULUMWHCKOTO M34eNns MOTyT 6GbiTb YyNOMSAHYTbl B TeKCTe B COKpaweHHOW dhopme Ans
yAo6CTBA BOCMPUATUS MHPOPMAL UM,

Annapart Ans nevyeHuUst paH oTpuuaTenbHbiM gaBneHuem PICO 14 ogHopa30Bblii, BapMaHTbl MCNO/THEHUS:

1. AnnapaT ANd Ne4yeHWs paH oTpuyatenbHblM gaBneHmem PICO 14 ogHOpa30BbLIA B cOCTaBe:
nosf3ka Multisite 15¢cm x 20cm - 2 wr.
hukcupytowme nonocknm 5¢cm x 25¢cm - 12 wr.
Tpyb6Ka-ygnuHutenb -1 wr.
nomna -1 wr.
3aX UM Anga nomne -1 wWwr.
3/eMeHThl nmutaHua AA - 4 wr.

WHCTPYKLUMUSA MO NPUMEHEHUI - 2 WT.

2. AnnapaT AN4 nevyeHWs paH oTpuuaTenbHblM faBneHnem PICO 14 ogHopa3oBbl i B cOCTaBe:
nosfska Multisite 20cm X 25¢cm - 2 wrT.
bukcupytowmne nonockn 5cm x 25¢cm -12 wr.
Tpyb6Ka-yanuHutenb -1 wr.
nomMmna-luwr.
3aX UM gna nomnbl - 1 wrT.
3/1eMEeHTbl nuTaHma AA- 4 wrt.

MHCTPYKUWNSA MO NMPUMEHEHMUIO - 2 WT.

3. AnnapaTt 4Nd NevyeHUs paH oTpuuaTenbHblM gaBneHmem PICO 14 ogHOpa3oBbI1 B cocTaBe:
nossa3ka 10cm x 20cM - 2 wT.
GuKcupytloumne nonocknm 5cm x 25cm - 12 wr.
Tpyb6Ka-ygnuHutenb -1 wr.
nomna -1 wT,
3aX UM Ang nomnbl -1 wWwr.
3NemMeHTb nutaHuma AA - 4 wrT.

MHCTPYKUWNSA MO NMPUMEHEHMUID - 2 WT.

4. AnnapaTt ANA NevyeHUs paH oTpuuatenbHblM gaBneHmem PICO 14 ogHopa30oBbLIA B cocTaBe:
nossa3ka 10cm X 30cM - 2 wT.
huKkcupyrwwmne nonockn 5¢cm x 25¢m -12 wr.
Tpyb6Ka-yanuHutenb -1 wr.
nomna -1 wr.
3aXuUM Ana nomnbl -1 wWwrT.

3NeMeHThbl nutaHua AA - 4 wr.
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MHCTPYKUWUSA MO NMPUMEHEHMNIO - 2 WT.

AnnapaTt ANA NeYeHUA paH oTpuuaTenbHblM gaBneHumem PICO 14 ogHopa3oBblii B cocTaBe:
nosBsizka 10cm x 40cm - 2 wrT,

hukcupyrwme nonockn 5cm x 25¢cm -12 wr.

Tpyb6Ka-yanuHutenb - 1 wr.

nomna -1 wr.

3aXum Ans nomnbl - 1 wr.

3eMeHThl nNuTaHua A A-4 wrt.

WHCTPYKLUWUA NO NPUMEHEHMNIO -2 wWT.

AnnapaTt ANA NeYyeHUA paH oTpuuaTenbHblM faBneHunem PICO 14 ofHOpa3oBbll B cOCTaBe:
nosaska 15cm x 15¢cm - 2 wr.

hukcupytowmne nonockn 5cm x 25¢cm -12 wr.

TpybKa-yAnuHuTeNnb - 1 Wwr.

nomMna -1 wWwr.

3aXuUm ana nomnbl - 1 wWr.

3NemMeHTh nutaHuma AA-4 wrt.

MWHCTPYKLUMUSA MO NPUMEHEHWNIO -2 LWT.

AnnapaT ANA Ne4YyeHWs paH oTpuuaTenbHblM gaBneHnem PICO 14 ogHOpa3oBbIl B cOCTaBe:
nosaska 15c¢cm x 20cm - 2 wr.

hukcumpyrowme nonockn 5¢cm x 25¢cm - 12 wr.

Tpyb6Ka-ygnuHutens -1 wr.

nomna -1 wWrT.

3aXuUm gnd nomnbl - 1 wr.

3NeMeHTbl NutaHua AA-4 wWwrT.

WHCTPYKLUMUA NO MPUMEHEHMNIO-2 WT.

8. AnnapaTt N8 nevyeHMs paH oTpuuaTtenbHblM gaBneHuem PICO 14 ofHOopa3oBbIil B COCTaBe:
nosaska 15cm x 30cwm - 2 wr.
hukcupyrwmne nonocknm 5cm x 25¢cm - 12 wr.
Tpyb6Ka-yanmHuTenb - 1 wt.
nomna -1 wr.
3aXuUMm gnd nomnbl -1 wWrT.
3NemMeHTb nutaHma AA-4 wrt.

WHCTPYKUNSA MO MPUMEHEHMUID - 2 WT.

9. AnnapaTt ANnd nevyeHUs paH oTpuuaTenbHbiM faBrieHnem PICO 14 ogHOpa3oBbIii B cOCTaBe:
nosaska 20cm x 20cm - 2 wr.
hukcupyrowme nonockn 5cm x 25¢cm - 12 wr.
TpybKa-ygnuHnTenb - 1 Wwr.
nomna -1 wr.
3aXUM Ang noMnbl -1 wrT.
3N1eMeHTbl NuTaHna AA-4 wr.

UHCTPYKUMUSA NO NPUMEHEHUID -2 LWT.

10. AnnapaTt NS NevyeHMUsd paH oTpuuaTenbHbIM gaBneHnem PICO 14 ogHoOpa3oBbIl B cocTaBe:
nossaska 25cm x 25¢cM - 2 wrT.
GuKcupytouwmne nonocknm 5cm x 25cm -12 wr.
Tpyb6Ka-yanuuutens - 1 wr.
nomna -1 wr.
3aXUM Ana nomnbl -1 wrT.

3NeMEeHThbl nNuTaHusa A A-4 wr.
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WHCTPYKUMUSA NO NPUMEHEHNIO - 2 WT,

Knaccudpmkaums MW:

Bug HOMeHKNaTYypHOW knaccupukaymm B COOTBETCTBUM C Nnpukazom M3 PD N9 4H - 287470

Knacc noTeHUManbHOro pucka NpUMeHeHWs B COOTBeTCTBUM ¢ AupekTusoih 93/42/E3C-26

KpaTHOCTb NpuMeHeHuUs - N3genvne npegHasHayeHo A1 OAHOPAa30BOr0 NMPUMEHEHUS

Knaccudukauus m3genmii no npoaoNXKMNTENbHOCTM KOHTAKTa - M3Aenune AnuTensHoro (<30 A4H.) KOHTaKTa

Knaccudgukauus no Tuny 3awuTbl

MCTOYHNKOM NMUTaAaHNA

Knaccnpukauma nsgenna no cTeneHn 3aWUTbl OT NOPAXeHNA 3N1EKTPUUYECKUM TOKOM -

OT NopaXeHwWsa 3NeKTPUYECKUM TOKOM - ME wusfenne ¢ BHYTPEHHUM

Pabouyas yacTb TunNa

BF c 3awunToii oT paspsafa gepumbpunnaropa (nomna, noBsa3Ka)

Knaccudukauus n3genns no cTeneHy 3allWTbl OT NPOHWKAHUA BOALI M TBEPAbIX YacTul -

1P22

CTepunbHOCTb-CTEPUNBHOE MU

MHBa3NBHOCTL -
Pexunm pa6oThl -

2 HASHAYEHWE

MpegHasHaueH ANA

HebONbWMUX UNN YyMEPEHHBIX Ob6bemMax,

neyeHmnsa

HeunHBasneHoe MW

ME ns3genve Agns NPpoAONXKWTENbHOTO pexXuma pa6oThl

paH oTpuuaTeNbHbLIM AaBNeHWEeM MNOCPEeACTBOM yjdaneHus 3Kccygarta

a TaKXe NaTOreHHblX MUKPOOPraHmMsmMos.

3 TEXHUYECKUME XAPAKTEPUCTUKWU

Cwm. pasgen 10 MHCTPYKLUM NO NPUMEHEHMUNIO .

fJonycTuMble OTKNOHEHNS TEXHMYECKUX XapakKTepUCTUK coCTaBNAT + 5 %, ecnyM He yKa3aHo MHOE

HacTpoiikv faBneHnst Ha
rnomne
YpOBEHb 3BYKOBOWA

MoLHocT B8
13aaBaeMblii M3aenvem
Pa3zmMepb! oMbl (He
BK/IKOYAIOT aganTep
TpyoKW-
YAMHUTENA/TPYOKM
MOBA3KY COEANHUTENb
«Mama»)

Macca nomnsl
Macca noBszku
Bpems pabortb!
3N1EMEHTOB MTaHUs
3alyTa Ot yaapa TOKOM
Bepcua MO
Knacc 6e3onacHocTu MO

Apantep Tpy6Ku-
YATMHNTENS/ TPYOKM
MOBS3KW COeANHUTENb
«Mama»

3aKnm nomnb|

[NoBsi3Ka

10,67 kMa (80 MM pT. cT.) £2,67 KMa (20 MM pT. CT.)

He 6onee 35 gBA

Beicota (Mm): 21
WupuHa (Mm): 78,5
AnnHa (Mm): 65

MeHblwe 108 r BKAOYAs 3/1EMEHTbI NUTAHUA U 6e3 TPYOKN-yaANuHUTENs
14,5-51r
Bpems paboTbl AnA KOMANeKTa U3 ABYyX 3/1eMEHTOB NuUTaHus (B COCTaBe HaxoAATCA 2 KOMMJeKTa,
paccumTaHHble Ha 14 gHei paboTbl)
9NeKTPOHMKa NOMHOCTbIO 3aKpbiTa B NACTUKOBLI Kopnyc
02.00.02 wn BblLWe
Knacc A

Cny>XuT [isi COEAMHEHUS! MOMMbI C TPYOKOW-Y4/MHUTENEM /GO HEMOCPEACTBEHHO C MSITKUM
MOPTOM MOBSA3KM

OnnHa (Mm): 6

MpucoegnHNTENbHbIE pa3Mepbl coeanHuTena «Mama» (Mm):

- BHyTpeHHunii guameTp (Mm): 5

- HapyXHblit gnameTp (Mm): 9

C NOMOLLBIO 3a0KMa NaLVeHT MOXET NPUKPENUTL NMOMIY K oAexae

BxLWx/A (Mm): 25 x 70 x 76
MpeaHasHaueHa A1 yaaneHus U ucnapeHns aKccyaara 13 paHeBoro yyactka Bycnosusx JIPOL,

Pasmep nosAsku LWxA (cm) Pa3smep abcopbupytouiero cnoa noBaskn (No HanboNbWUM

pasmepam) LWxA (cm)
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10x20 5.6x15

10x30 5.6x25
10x40 5.6x35
15x15 10x10
15x20 10x15
15x30 10x20
20x20 15x15
25x25 20x20
MoBsizka Multisite ﬂpe,qHa3HaL|eHa AN nyylero npuneraHna NoBA3KU K M30rHYTbIM y4aCTKaM Tesa
Pasmep nossAsku LLUx[ (cm) Pasmep abcopbupytoLero cnos noesskn (Mo HanboabWUM
pasmepam) LWx[ (cm)
Multisite 15x20 10x15
Multisite 20x25 15x20
AHTVIa,qu3I/IOHHbII7I I'Ipe,u,Ha3Haqu ANA 3alyThl aAre3MoOHHOI0 C/10A NOBA3KN NPU XpaHeHUN Y TPaHCTNOPTMPOBKE
33”-'|MTH|’|V| crow Pasmep nosasku WWx[ (cm) Pasmep aHTMaAre3MoHHOro 3awmtHoro cnos LWx/A (cm)

rOBASKN 10x20 10x20
10x30 10x30
10x40 10x40
15x15 15x15
15x20 15x20
15x30 15x30
20x20 20x20
25x25 25x25
Multisite 15x20 15x20
Multisite 20x25 20x25

dukenpyroLas MpegHasHayeHbl 41 NOAAePKaHMA repMEeTUYHOCTU annapara B TeuYeHune Cpoka npebbiBaHus

nonocka NOBSA3KM Ha paHe
Pasmep nosssku LWx/A (cm) Pasmep cukcupytoweit nonocku AxL (cm)/
10x20
10x30
10x40
15x15
15x20
15x30 25
20x20
25x25

Multisite 20x25

Multisite 20x25
3alLMTHAA NOA/IOKKA  YAANSETCS [0 HANOXKEHUS (DYKCUPYHOLLEI NO/oCKM

dJVIKCI/IperUJ,EVI Pasmep nossasku LWxA (cm) Pa3mep 3awuTHOli nognoxku AxL (cm)
MNOMOCKU
10x20

10x30
10x40
15x15

15x20 14x5(ueHTpanbHan 4acTb)
15x30 10,2x5 (6okOBble YacTn)

20x20
25x25
Multisite 15x20
Multisite 20 x25
dukempytolast nneHka  HenocpeacTBEHHO MKCHPYET NOBA3KY
CbI/IKCVIpyPOLLLeﬁ Pasmep nosssku LWx/A (cm) Pasmep dukcupyoweli nneHkn OxLW (cm)

MO/IOCKN 10x20
10x30
10x40
15x15 25x5
15x20
15x30
20x20
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25x25
Multisite 15x20
Multisite 20 x25

Bepxuuil ssupmrnoil | YAAARETCA NOCNS HAAOHENHA GecHPYIOULLH NOAOCKN

cnoli micmpyroniell | Pasmep noenakm Wxf (cm) Pasmep eepxHero sawmTHOro caon fxil {cm)

NOAOCKH 10x20
10x30
10x40
15x15
15x20
15x30
20x20
25x25
Multisite 15x20
Multisite 20 x25

26x5

Aeparenn sepxwerc | MPEANASHEUEHM HAR YARNSHRA BEPXHEID SBMMNTHONO CAON HIKCHPYIONSH NONOCKK

SMUNTHOND CAON Pazmap noanskm LLixA {em) Pasmep Aepuateneil  SEpPXMEro SAWMTHOTO €A0A GUKCHPYIOWEH
Puncrpyromedt nonocku LixA {em}

NOADCKM 10x20
10x30
10x40
15x15
15x20
15x30
20%x20
25x25
Multisite 15x20
Multisite 20 x25

Marxwéi nopr TIPEAKAIHEUEH AAN NOAAMKIHMA OTPHUATEARHOD AABASHMA B DANE NOCPSACTEOM CORAMNEHNA
NosAIXH H NOMNLE (ANGO HENOCPEACTEENINO, MMEO € NOMOULLIO TRYGKM-ya MHHTEAR)

Paamep nosaskm Liixfl (cm) Anuna markoro nopra (cm)

10x20
10x30
10x40
15x15
15%20
15x30
20020
25x25
Multisite 15x20
Multisite 20x25

33.340.9/-11

TpySxa noenskn ¢ CAYNMINT AR CORAMHEMMA MATKOCO NOPTS NOBARKM C TPYSKOR-yAANHNTEAEM MO HENOCPEACTEEHIO
cosppmrensm «flanas | ¢ 3AANTEPOM NOMNLI

Annta TpyGen nosaakm (mm): 37
BHyTpeHHMi auameTp TPYOKK nosaskH (Mm): 1,5
HapywHoth asameTp TPYOrm noBAsKM (MMm): 3

MprcoenMHMTRADHME PASMEDLI COeaMHMTeAn «Manax (mm):
- BMAMETP KOHIHKA CoLanHmTenn (mm): 4,5
- AuameTp 8 0CHOBAWMM Pe3blol (mm): 9

TpyGxa-yamemress ¢ | Cayxur AR COSAMHENNA ARRATEPA TIOMMLI M MATKOTO NOPTE NOSASKN NI HEOBXORINIOCTH:
CORANHNTRNAMN
«Mama» i «flana» Aanna (cm): 100
BuyTpenHWil anameTp (Mm): 1,5
HapymHbitt auamerp {mm); 3

Coepsminrese sMaman | Caymur s CORAMMHEHNKA TPYEKH-YAMNHTEAR C MAMNIAM NOPTOM NOBASKN
TRYSK-yamminrenn

MprcoepMHMTEABHMIR PaSMEDH COeANHMTEAN xMamas (mm):

- BHyTpeHHWY auameTp {mm): S

- HapymHbtit guameTp {mm): 9

Coeppmrene aflana» | Cayno ann CORAMHSHNA TRYSKM-YANMNMTSAA C SAANTEDOM NOMITM
TPYSxn-yammmrenn
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MpucoegnHUTeNbHbIe pa3mepbl coeanHuTena «Mana» (MM):
-OAnameTp KoHYuka coeguHutens (mm): 4,5
-OnameTp B oCHOBaHWN pe3bbbl (MM): 9

BHewwHniA B1g,

BnmTbiBatoOLLAs CNOCOBHOCTb
Cnoco6HOCTb YAEPKNBATb YKMAKOCTb
PacTaxummocTb

BogocToiikocTb
MapoBnaronpoH1LaemMocTb

Pasmep nepthoprpoBaHHbIX OTBEPCTUIA
Y30p neptopauym

MNpoyYHOoab cMaemMsbl Ha PacTskeHue

MPOYHOCTL KOHTaKTa KOHHEKTOPA 1 TRYGKM
Ha pacTsbieHve

BHeLuHuiA BUA,

[MNOTHOCTbL NNEHKN OCHOBBI
lMNOTHOCTL aAre3vBHOIO BELLECTBA
lMNaposnaronpoHULaeMoCTb
PactspkmmocTb

lNocTosHHas ycaaxa

IMPOYHOCTL Ha paspbiB

Anresvs K ctam

yewunve oTheneHus nneHKn/noaIoxKu
Ycunve otaeneHus agre3vBHOro crost
CnvnaHvie npu capure
BogocToiikocTb

LLnpuHa rKcupytoLLein Nonocku

lNoBAska
AfresnsHas nornowarolas noBa3ka ¢ KPOMKaMn € HapyXHbIM MIEHOYHbIM
NOKpbITUEM 6€3 MHOPOAHbIX NPUMecei. HeT BbilenaymBaHus LBeTa.
He meHee 50 r/100 cm™
He meHee 50 r/100 cm™ (B C)XaTOM COCTOSIHUW)
He meHee 40 r/100 cm”™ (abcopbupytowias cnocobHOCTbL)
He meHee 80 r/100 cM™ (MPOHMLLAEMOCTb)
He 6onee 1,4 krc/cm (1,373 H/mMm) (B NpoA0AbHOM HanpasAeHUN)
He 6onee 1,4 krc/cm (1,373 H/mMm) (B nonepeyHOM HanpasieHUN)
CooTBeTcTBYET TpeboBaHNAM (BKNOYAsa (uUNbTp / BEPXHIO FrEPMETUYHYIO MIEHKY)
1000-3500 r/m2/24 4
0,4-1,8 mm
OTBeEpCTMA JO/MKHbBI BbITb pacnpegeneHbl paBHOMepHO. He MeHee 8 oTBepcTuMii Ha
v
CoeguHeHne MexXay MATKMUM MOPTOM W NOBA3KOM [O/HKHO COXpaHATb
LLeNI0CTHOCTb, a TPY6KM AO/KHbI OTCOEAMHATLCS MPeXAe, YeM BEpXHASA MieHKa
NOBA3KN HaYyHEeT pBaTbCA
Cuna oTcoefnHeHUsA He MeHee 7 H

®uKcupyroLLye nonocku
MoBsizka He AO0/MKHA coAepXaTb WMHOPOAHble MpuMecu. Ha Kaxpaoli M3 CTOpoOH
NOAMNOXKMA Ao/KHa 6bITb ChneuyuanbHas CcKnagka, obGecneuynBarowas nerkoe
ypaaneHue nneHku. Tlocne ypaneHnss LEHTPanbHOro AepXaTenss He [AOJKHO
HabnoaaTbCA Ype3MEPHOro OTAENEHUSI MOAN0XKU
40-50 r/m™
27-43 r/m2
He meHee 600 ¥mV24 4
He meHee 0,2 (krc/cm) (0,196 H/mm)
He 6onee 5 %
He meHee 0,5 krc/cm (0,490 H/mm)
150-800 rc/cm (0,147-0,785 H/Mm)
1,0-6,0 rc/cm (0,000981-0,005884 H/mm)
He meHee 1,0 krc/cm (0,981 H/mm)
He 6onee 2,5 mm
CooTBeTcTBYyeT Tpe60BaHMAM
50 mm +/-1 MM

4 MEPEYEHb MW ONMCAHWNE MATEPUANTOB MU

MaTepuans nsgenus:
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KOMMOHeHT

BepxHAA 1 HMKHAA
KpbllWKa Kopnyca,
KpbllWKa 3/1EMEHTOB
nuTaHns

CTtpenkn
N MKOHKM
Cepas
nosiocka ¢

Meuatb o
WKOHKOW

Ha
Kopnyce

MatoBas
3alnTHas
nneHka
Ha cepoii
Kpacke

Momna KHonka nutaHus

ApanTep Tpy6Kn-
yaANvHWUTENS
(Apantep «Mama»
Tna n3p NoK)
Haknelika Ha 3agHel
YyacTu nommsl U
KpblLLKe
akKkymynaTopa
BepxHee nokpbiTue
WKAbAA NOMIbI
Mpo3payHoe KonbLo
KPYrnoro cevyeHuns

3axum nomnel

Tpy6ka

Tpy6ka-

YAMHATENb CoepuHntenun «Mana»

/ «Mama»

AHTUALTe3NOHHbIN
3alWUTHBI cnoi

[NoBsi3Ka

Matepuran KomMnoHeHTa

Monvkap6oHaT Ha ocHOBE
6ucteHona A

Kpacuteno

Kpacka gnsi HabuBHoOW
neyatn YepHasa

Kpacka gna HabusHoOl
neyatn Cepas

Monnacup

CWNNKOHOBbLIW nonumep
0611ero HasHaueHus

MonunponuneH

STUNEH-NPONUIEHOBBI
nonumep (98-100%)

MaToBbIN FNSHLEBbLIN
6enbiii monuactep n
aKpUNOBLINA KneW

MaToBas nonuaupHas
3almMTHas NieHKa

CUANKOH

Monukap6oHaT Ha OcHOBe
6ucceHona A
MBX

MonunponuneH

Monynpo3payHas
O[JHOCTOPOHHE
CUNMKOHU3NPOBAHHAs
nonnaTUIeHoBas nieHka
BbICOKOI NJIOTHOCTK

AAre3nB, KOHTAKTUPYHOLWNIA ¢ paHoii
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Mapka nm
XapaKTepucTuKa
mMarepuana

MACROLON 2456
021184 xonopfHsblii cepblii

711-8005

711-77895#9C

PET25N NPLQPM-Lintec

CHN-9700U
CHN-9500-U

P5M6K-080
CAS No.: 9010-79-1

MaTtepunan 3TUKeTOK 13
nonuacTepa Ans
TepMoTpaHcepHOoW
nevatn 3M 7815

PET25N NPLQPM
CHN-3000

MACROLON 2456

Unichem 7088G-015 MED

P5M6K-080

Mondi HOPE CT(70tHDut)
UooB6

Silpuran 2111 A/B
YacTb A:
m [lonmanmeTnacunoKcaH
c KOHLEeBbIMU
BUHWIOBbLIMUW rpynnamu
CAS-No: 68083-19-2
mCmona MQ
CAS No: 104199-38-4
= [11aTUHOBBIN
kaTanusatop (<50ppT)
CAS No: 68478-92-2

m [lpumech Tonyona
<0.02%

YacTb B:

m [lonnanMmeTuncunokcaH
c KOHUEBbIMMN
BOAOpPOAAMMU

CAS No: 70900-21-9.

m [TonignmMmeTnaCHIoKcaH
c KOHLIEBbIMMN
BUHWUMOBLIMY rpynnamu

Bupa koHTakTa ¢
MaLneHToMm
(4enosekom)

OnnTenbHbl (He
6onee 14 cyTok)
KOHTaKT ¢
HeMoBpeXAeHHO
KOXeW

AnnTenbHbln (He
60nee 14 cyTokK)
KOHTaKTe
HenoBpexXAaeHHo
KOXeW

OnuTenbHblii (He
6onee 7 cyToK),
KOHTaKT C
NOBPEXAEHHbIMN NN
noABepXXeHHbIMU
onacHocTu
noBpexgeHus
NOBEPXHOCTAMYU Tena



Cnoii,
KOHTaKTUPYOLWWii ¢
paHoli

KOHCTPYKLMOHHBI
Aaresus

PazgenntenbHblii
cnon
Abcopbupyrownii
cnoi

MOBEPXHOCTHbLIN cnoi

Hapy»Hblii cnoii

KOHCTPYKLMOHHBI
Apnresus

Msirkiin nopr Mem6paHa unbTpa

NOBA3KU
PasgenutensHbi
cnoi
Tpybka noBsi3Kn
CoefnHUTENb MATKOTO
nopTa
dukcupyrowpye
pyroLy 3alunTHas NoANoXKa
NOJTIOCKU
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MepthopupoBaHHbIi
nonuypetaH EU30
AHTUGNOKMPYOLW WA
KOHUEeHTpaT

ApresnB A8 akpuoBblii

Apresns K5 akpunoBsblii

Monnacup

CynepabcopbeHT

EU33 MonnypeTtaHoBas
nneHka
AHTMGNOKMpYlOLULEe
BelecTso
EU94 MonnypeTtaHoBas
nNNéHKa NoBblWEHHON
NPOYHOCTU
AHTUGNOKMpPYIOLLEE
BelecTBO
Y® oTBepxaaeMblii kKnei
OTBepxXpaemblii knen
AKPUNOBbIN cononnmep
Ha HeliNoHOBOW OCHOBE

Monunadup

MNBX

ApomaTunyeckuii
nosiMypeTaHoBbIi
TepMonnacTuk
MonunatuneHoBas
6e3gpeBecHast beneHas

6ymara ¢ HepacTBOPUMbIM

CAS-No: 68083-19-2

u IUNNeTUNCUIOKCaH-
MeTUNTUAPOTeHCUIOKCaH
COMoiMep C KOHLEBbIMU
TPUMETMUICU UbHLIMM
rpynnamm

CAS No: 68037-59-2

Elastollan SP806

Konzentrat 978

m 14.661% 2-3TUNTEKcun
akpunat (2-EHA)
m 1.892% nepaHas

akpunosas kucnota (AA)
m 14.661%

akpunat (n-BA)
m68.624% auLeToH

n-6yTunn

m0.162% Di (4TperT-
oyTUNLMKIOTEKCU)
nepokcugmkapboHar
(n3BecTHbI Kak BCHPC)
m22.15% n-6ytunn
akpunat

m24.72% 2-3TUN TeKcun
akpunart

m0.50% 2-ruapoKcuaTun
meTakpunat

m 2.50% n-6ytun
meTakpunat

149.90%

[eNOHN3NpOBaHHasa Boja
= 0.10% Ginasul 46P
NOBEPXHOCTHOAKTUBHOE
BelLecTBO
m0.13%
aMMOHUA

nepcynbar

Baltex, TonwmnHa 2 mm

Airlaid Chem-Posite IIC-
450, TonwmHa 3-5 Mm

SP9109

Konzentrat 978

Elastollan 685A ION

Konz 927 6e3 EBS

Loctite 3341
Loctite 4011-SG

Versapor R

Baltex, TonwnHa 2 mm

Unichem 7088G-015 MED

Desmopan 9370A

Loparex 111/60

LOnuTenbHbI (He
6onee 7 CyToOK),
KOHTaKT C
NOBPEXAEHHbIMW UN
NnoABEP>XXEHHbIMU
onacHocTun
noBpexaeHns
NOBEPXHOCTAMYU Tena

KpaTkoBpeMeHHbIi
(80 24 yacoB) KOHTaKT
C HEMOBPEXAEHHOM



CUNTNKOHOBbIM KoXen
NOKpbITNEM

MeyaTb opaHxeBas PMS 151
m 14.661% 2-3aTunrekcun
akpunat (2-EHA)

m 1.892% nepsiHas
akpunosas Kucnota
(AA)

m 14.661% n-6ytun
akpunat (n-BA)
m 68.624% aLeToH

OnuTenbHblii (He
6onee 7 cyToK),

ApresnB A8 akpu/oBblid

; KOHTaKT ¢
m0.162%  Di (4tpeT- .
HenoBpeXxaeHHol
6yTUNLNKIOreKCHn) N
KOXeW
nepokcugnkap6oHat

(n3BecTHbIN kak BCHPC)
EU45 MonuypetaHoBas
nneHka
AHTUGNOKMpPYOLLEE
____Belectso______
MonunampHas nneHka c
CU/IMKOHOBbLIM U MaTOBbIM

SP9109 nonumep

Hapy>xHasi nneHka
Konzentrat 978

KpaTKoBpeMEHHbI

BepxHuiA 3aWmnTHbIR Loparex 111/23 (A0 24 yacoB) KOHTaKT
. noaN3TUNEHOBbIM .
cnoi C HenoBpexX/eHHoi
NoKpbITUEM .
KoXel
MeyaTtb opaHxeBas PMS 151
MaTepuasnbl ynakoBKu:
Martepuan KOMMoHeHTa Mapka 1 xapakTepucTrika
KOMMOHeHT
marepunania
MaTtepuanbl UHAVBUAYaNbHOW YNaKOBKW NOBSA3KYM (MaKeT):
Bepx makeTa ¢ HaHeCeHHOIA
. Bymara KG9111
MapK1pOBKOW
OcHoBa naketa Heiinox NLS90
MaTtepuaibl MHAMBUAYANbHON YNakoBKW annapara (0ToK):
Kpblwka Kpaght-6ymara c nokpbiTnem Foyle PS 55
NoTok MonuatunexntepedTanaT-raMkosb Eastar Eastman 6763
NeHTa (kneswas neHta ANa KpenneHus BeneHas ctepunusyemas bymara ¢ Knesium #50 West Group
Tpy6OK) BEUecTBOM
Martepuasibl KapPTOHHOTO I0TKA:
KapTOHHbIA NOTOK KapToH N-flute
Martepuanbl OTAENbHON KOPOOKY:
Kopobka KapTtoH 650 MKM

5YCNoBunA NMPUMEHEHUA N SKCIITYATALNN MU
Ycnosus NPYMEHEeHUs 1 aKcnyaTaumm:

Temnepatypa +5-+40°C
BnaxHocTb (OTH.) 10-95%
[NaBneHne 700-1060 rMa

Bo Bpem#s aKkcnayaTauuu M3genne He yaepxuBaeTcs B pykax
N3genne MOXHO BBOAUTL B 3KCMNyaTalumnio cpa3y nNocie TPAHCNOPTUPOBKMN.

6 JOAHHbIE O MAPKNPOBKE

6.1 TIpOeKT MapKMpoBKU

MpoeKT MapKUPOBKMN YNakKOBKM MEAULUMUHCKOTO M3AeNUA Ha TeppuTOpuUM PO cofepXUT CA. NHQOpPMaLUIO Ha
PYCCKOM si3blKe;

ApPTUKyn:

HammeHoBaHue: AnnapaT gns nevyeHWs paH oTpuuLaTenbHbIM faBneHuem PICO 14 ogHOpa3oBbli

Pa3mep™: 10x20 /10x30 /10x40 /15x15 /15x20 /15x30/ 20x20/ 25x25/ Multisite 15x20/ Multisite 20x25

Kon-Bo LWWT. BynakoBKe: 1 wT.
Jata narotossneHus, UCMNosb30BaTb 40, HOMepP NapTUU/CEePUN: CM. Ha ynaKoBKe.
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HanmeHoBaHVe 1 agpec N3roToBUTENA: «CMuT aHA Hedbio Mepnkan Jitg», 101 Xeccn Poyg Xann, 3403
2bndH, CoegnHeHHoe KoponeBCcTBO

YNO/AHOMOYEHHbI MnpeacTaBuTelb Ha Tepputopun P®d: 000 "Cwmut supg Hedbio™, 105120, Poccua, T.
MockBa, 2-ii CbipoMATHMYeCcKNU’ nep., 4.1, 9 atax, nom. 1, kom.1. Ten./pakc: +7 495 755 55 03

MeTop cTepunmnsaymn: Ctepunnsaumns sTuneHokcngom. CTepunbHo

Howmep PY:

Ha3HaueHune, cnocob NMPUMEHEHUA, NMPOTUBOMNMOKa3aHUA: CM. NHCTpyKuunto

YCnoBusi XpaHEeHUA: B cyxom, 3aliWlyeHHOM OT CBeTa MecTe, Npu TemMnepaTtype oT +5 go +25°C

Mepbl NpefoCcTOPOXKHOCTU: -

NHopmaumna o cooreetcTBUmM TP TC 020/2011 (3Hak EAC)

NHCTPYKLUUA MO MPUMEHEHUIO: http://www.smith-nephew.com/about-us/where-we-operate/europe/russia/ifus/

*byAeT yka3daH TONbKO OAWH pa3mep, COOTBETCTBYHW WU AaHHOMY apTukKyny

6.2 [laHHble O MapKNpPOBKe

CumBON/TeKkcT 3HaueHve/nepesos,

PICO 14

CHayana CHSITb 3alWyUTHY NOANIOXKY

pukcupytouwein nonocku

3aTeM CHSATb BEpPXHUU 3aWUTHbIX cnoi

huKcupylow e NONOCKN

Norotmn KomMnaHum CMUT aHa Hedbio

OTKpPbITb, OTBEPHYB GYMaXHblii kKpai

I-OCT XZOCT Pasmep noBsi3Ku:

10cmx20cm; 3,9 Awoim x 7,9 Aoiim

9m .,>i7 .9 in. (B COOTBETCTBUU C BAPMAHTOM UCMNONTHEHMNSA)
15cm/5.9ia
HOc1/3.91a
20ct/7.91a Paszmep NoBA3KKN:

AnunHa 20 cm(7,9 Awoim) -10 cm(3,9 Aoiim)
WwupnHa 10 cm(3,9 Aoiim) - 5,6 cm (2,2 Atoiim

(B COOTBETCTBUWN C BAPMAHTOM UCMNONHEHNSA)
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smith&nephew

PICO

Packaged in UK with individual components made in the
following countries

Derssing- UK

Fixation strips - UK

Smith & Nephew Medical Limited,

101 Hessle Road, Hull HU3 2BN England

Trade Mark of / Marque de commerce de Smith & Nephew
This Product may be covered by one or more US Patents
See: www.smith-nephew.com/patents

P1G0O™ 14

Single Use Negative Pressure
Wound Therapy System

Kit packaged in UK with individual components made in the
following countries: Batteries - Origin as marked; Pump -
China; Clip - China; Tubing - UK

Sgurena

n 7
e INMTNO
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6 hMKNCPYO LW MX NONTOCOK B KOMMEKTE

CxeMaTUyYHasi MHCTPYKLMNSA MO NMPUMEHEHWUIO

(vHpguBupgyanbHasa ynakoska (naket) PICO)

Norotun kKomnaHun CmMnTt aHa Hedblo

PICO

YnakoeaHo B CoegnHeHHOM KoponescTBe C
WHAWBUAYANbHbBIMW KOMMNOHEHTAMMN,
M3rOTOBNEHHLBIMMN B CAEAYO W NX CTpaHax
MoBaska - CoeanHeHHoe KoponeBCcTBO
dukcnpyrwume nonocku - CoeguHeHHoe

KoponescTBO

CmMut aHg Hepoio Megukan lumuntepq

101 Hessle Road, Hull HU3 2BN England
Toprosasd Mmapka KomnaHuun CmMut aHj Hedblo
3T0T NPOAYKT MOXeT 6bITb 3allMWEH OQHUM UK
HeCKONbKMMMKN naTteHTamun CLA

Cm.: www.smith-nephew.com/patents

PICO 14
AnnapaTt AN eYeHUs paH OTpULATENIbHbIM

faBfeHWeM OAHOPA30BbI

KomnnekT ynakoBaH B COefJUHEHHOM
KoponeBcTBe C UHAMBUAYANbHbBI MK
KOMMNOHEHTaAMW, N3TOTOB/IEHHbBIMU B C/leAYIO L NX
cTpaHax: baTapeun - cornacHo MapKupoBKe;
Momna - KuTtali; 3axXum gns nomnbl - Kutaii;
Tpy6Ka-yanuHnTenb - CoeffuUHeHHOE

KoponescTBO

Ceptndumkatr TUV Rheinland INMETRO

(cooTBeTcTBME cTaHgapTam Bpasunnn)

Cpok cnyx6b annapaTta o 14 gHell

1l nomMna B KOMMNNEKTe

B ynakoBke cojepXxutca 1 3axum
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MpepHasHauyeHo ANA KOAMYecTBa akccyparta

paHbl OT cNa6oro 4O YMEPEHHOTO

CUNMKOHOBBIV aAaresuns

BopgooTTankuBat uwaa nossaska

QR-kopA

W Ttpuxkopg

2 noBfA3ku PICO B KOMMNeKkTe

7 NOPAAOK N YCNOBUA YTUAUSALUUWN nnun YHUYTOXEHUA mu

YTunnsayuna ynakoBkn / cCoOLepXMUMOro fONXHa OCylWecTBAATLCA 6e30NacHbLIM M paspelleHHbM cCNOCO60OM C
co6nwopgeHnemM Tpe6oBaHMWIW permoHanbHbIX / HaUuUWOHaNbHbIX / MeX[YyHapogHblX HOPMaTUBHbLIX aKTOB

OTHOCUTENbHO OGpaleHNs C MEAULUHCKUMU OTX0LaMN.

Mpoueanypa ytunmsaunn wan YHUUTOXXKEHUS WUCMOSIb30BAHHOINO MeAULUUMHCKOro WU34eNniNa - ytunusauns

NPOM3BOAUTCSH COTMNacHO 3aKOHO[ATENbCTBY, A€ACTBYHO W EeMY Ha TeppuTopum P®d. Knacc oTxopgos no CaHMNMuH
2.1.7.2790-10 "B"

I'Ipou,ep,ypa ytnnnsauymnn mian YHNUTOXXEeHUA HENCNOJ/1Ib30OBaHHOIo megnunHCKoOro nsagesnna
- yTunusaums NPOM3BOAUTCA COrNacHO 3aKOHOAAaTeNbCTBY, AelicTBylouemy Ha Tepputopum P®O. Knacc
oTxonos no CaHlMuH 2.1.7.2790-10 "A"

8 ONMNCAHVE METOOA CTEPUT3ALNIN

CTepunbHO. CTepuMInN30BaHO 3TUTEHOKCULOM.

9 NMEPEYEHb MATEPUNANOB >XBOTHOIO 1 (UNN1) YHENOBEYECKOIO NMPONCXOXXAEHA

He npumeHumo.
10 COAEP>XAHVE MEOVNUWNHCKWNX CYBCTAHUN
Pasgen He NpUMeHMM K paccMaTpuMBaeMblM W3[ennMaM, Tak Kak paccMaTpuBaeMble U3Aenns KomMmnaHuu

«CMUT 3HA Hedbio Megukan J1Ta.» He cojepxaT MEAWLMHCKUX Cy6GCTaHUMA, TakXe MeAWLMUHCKUE
cy6CcTaHLUMM He yuyaCTBYIT B NpolLecce NPOM3BOACTBA.

11 NEPEYEHbL CTAHOAPTOB
KomnaHus «CMuUT aHA Hedblo Megukan JIT4.» 3aaBAseT, YTO MeAMLNHCKOe n3genne «Annapar ansa neyveHuns
paH oTpuuatenbHbiM gasneHmem PICO 14 ogHOpa30BbIl, BapMaHTbl MCMOMHEHUSI>» oTBeyaeT Tpe6oBaHMAM

OupekTuebl 93/42/E3C, NONHbIA CNUCOK MEXAYHAPOAHbIX CTaHJAPTOB NpejocTaBAfAeTCs NO 3anpocy.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



12 TPEBOBAHVA K TEXHUNYECKOMY OBC/1Y>XKMBAHNIO N PEMOHTY MU

He npumeHumo.

13 NMPOBEPKA ®YHKUMNOHWUPOBAHWA 1 BESOIMNACHOCTU PABOTbI MU

He npumeHumo.

14 TAPAHTUA N PEKJTAMALIAA

OpraHusauusi, NpUHMMaloLWas MpPeTeH3nn: 000 «CmuT aHg Hedblo»; 105120, Poccus, r. Mocksa, 2-if
CblpoMATHMYECKUA nep., 4.1, 9 atax, nom. 1, kom.1 Ten: +7 (495) 755-55-03

FTAPAHTUA: MpownssoguTens rapaHTUpyeT COOTBETCTBUE 3afABNEHHbIX XapaKTePUCTUK, CPOK COXpaHeHus
CTEPU/IBHOCTU, COXPAHHOCTbL M LLENOCTHOCTL YNAaKOBKW NMPU MPaBUIbHON TPAaHCMOPTUPOBKE, aKCNAyaTayum u
XpaHeHUW N3[enns Ha NPOTSAXEHUU 2 NeT ¢ faTbl M3rotoBneHns/ctepunusaynm nsgenns. CPOK rogHoOCTMU -
24 mMecsua C JaTbl M3rOTOBNEHMSA/CTepWUAM3aLUM, YKA3aHHOW Ha yMNakoBKe MNpu YCNOBUW XpPaHEHUs B
OPUTMHANbLHON yNnakoBKe, B CyXOM, XOPOWO NPOBETPUBAEMOM MecTe, 3alyML €HHOM OT MPSAMbIX COJIHEYHbIX

nydei, npu TemnepaTtype He Bblwe 25°C.

MapaHTus Ha Megunuynuckoe usgenue Annapar 4S9 JleYeHUA paH oTpuuartesibHbiM gasneHvem PICO 14
O[HOPa30BbIii, BapuaHTbl WCMO/HEHUSA pacnpocTpaHAaeTcA Ha MaTepuanb, (GYHKLMOHMWpPOBaHMUE W
OTCYTCTBMWE MPOM3BOLCTBEHHOrO 6paka NMpuW ycnoBWM MCNONb30BaHWA TONbKO Y OLHOTO nmayumeHTa. NMoBToOpHOE
nmcnonb3oBaHWe 3anpeuwiaeTcsa.
15 HAMMEHOBAHVME W OPUWONYECKUN  AAPEC TMPOM3BOOVNTENA, YMNOJIHOMOYEHHOIO
MNPEACTABUTENA MU

NMPON3BOANTESb:

CMut ang Hedpoo Mepgukan Jitg. / Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 2BN, United

Kingdom (CoegunHéHHoe KoponeBcTBO)

MECTO NMPOMN3BOACTBA:

1. Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 2BN, United Kingdom

2. Flextronics Technology (Shenzhen) Co., Ltd. 3-6/F, Building 1 and 6/F, Building 4, Yusheng Industrial Park,
467 Xixiang Section, National Highway 107, Xixiang, Baoan District, 518126 Shenzhen, Guangdong, PEOPLE'S
REPUBLIC OF CHINA.

YMNONTHOMOYEHHOW MPEACTABUTE/b MPOU3BOAVNTENSA B POCCUN:

00O «CMunT3Hg Hedbro», 105120, Poccusa, r. MockBa, 2-ii CbIpOMATHUYECKNA nep., 4.1,9 3Tax, nom. 1, kom.1
Ten: +7 (495) 755-55-03
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MepeBoa, ¢ aHFMMCKOro Ha PYCCKUM A3bIK

A, onaunnn QXXOHC (PHILLIP JONES), us Bunasop-Xayca, Bukropusa-ctput, Bunasop, bepkwwup, AHrauma,
HOTapUyC, B CUNY 3aKOHA YNONHOMOUYEHHbIW HA COBEPLIEHUE HOTAaPWUANbHbIX AeUCTBUA,

HACTOALWUM YAOCTOBEPALO,

4TO A HE UMEI0 COMHEHWI B NOANTMHHOCTU NPUNAraemoro AoKymeHTa, [leknapauum ot 6 aekabps 2021 roaa,
NoANUCaHHOrO OT MMeHn U nNo nopydyeHuto «Cmut 3HA Hedoio Meaukan Numuten» cneumanucTom no
BONPOCamM HOPMATMBHO-NPABOBOro perynuposaHua Iuapto Aarnuwem (Andrew Daglish).

B YAOCTOBEPEHUE YEIO A cob6CTBEHHOPYYHO NOANUCHLIBAID W CKPENNAID HACTOAUMKA AOKYMEHT CBoein
Ne4aTbio B BblLEYNOMAHYTOM ropoae BuHasope B 3TOT AeHb, BO BTOPHUK, 7 aekabpsa 2021 roaa.

/Moonucs/
SUNNNN AXOHC (PHILLIP JONES)
FoCyaAapCTBEHHLIN HOTAaPKUYC

+44 (0) 1753 851 591

NuyeH3us Ha coBepweHne HOTaPUANbHLIX ACACTBMA BbIA3HA HA HEOTPAHUYEHHbIN CPOK
(Bknelika ¢ mucHeHuem:

OUNNNN AXOHC (PHILLIP JONES),
rOCYAAPCTBEHHBIA HOTAPUYC]

Perynupyetcs Kanuennapvein cyaa apxmenuckona Kentepbepuinckoro

15264/21
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«CmuT 3HA Hedbio Megukan Niumurenn [lozomun komnaruu «Cmum 310
(Smith & Nephew Medical Limited) Hegoto» (Smith & Nephew)]
101 Xeccn-poya (Hessle Road) Ten.: + 44 (0)1482 225181

Xann (Hull), dakc: + 44 (0)1482 328326

HU3 2BN www.smith-nephew.com

Aurnuns (England)

6 nekabpa 2021 1.

Al YyRAOCTOBEPAID, YTO NPUNAraeMblil AOKYMEHT, YKa3aHHbIA HUXKE, ABNAEGTCA NOANMMHHON M TOYHOU Konuewn
AOKYMEHT3, NpeaocTaBneHHoro 8 OTAen HOPMaTUBHOrO PeryinpoBaHuA No yKa3aHHOMY Bbille aapecy.

Noanuce: /Nodnucs/

Nma: Inapio Aarnuw (Andrew Daglish)

[DonKHOCTD: Cneunannuct no BONPOCaM HOPMaTUBHO-NPABOBOrO
perynMpoBaHus

PerncTpauMoHHbIA HOMEP KOMNaHuK B AHrAKMK K Yanbce 605496 no agpecy a/a 81, 101 Xeccn-poya, Xann, HU3 2BN, Axrauns (PO Box
81, 101 Hessle Road, Hull HU3 28BN, England). Komnanua «Cmut 3Ha Hedoio Meavkan Numuren» (Smith & Nephew Medical Limited)
BLICTYNaET B kauecTse npeactanutens «Tu ken Cmut ana Hedoto, Nlumutean (T.) Smith and Nephew, Limited)
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[[ToroTvn komMnaHum «CMUT 3HA
Hedbto» (Smith & Nephew)]

CornacosaHoO

«CMUT 3H Hedbio Megukan lumuntepn»

OpraHuzauus

101 Xeccn-poygn, Xann, HU3 2BN, CoeagnHeHHoe KoponeBcTBO

™ Agdpec
CTapwwuit cneymnanucT Nno Bonpocam

I jHopMaTHBHo-npaBOBoro perynmpoBaHus

J0mKHOCTb

KeH ®eprioccoH (Ken Fergusson)
Pamunng. s

03.12.2021
Jara A, MM.ITTT

fMognuck!
Mopnuck

WHCTPYKUWNA no NTPUMEHEHWNIO MEOWUWHCKOTO U3AENTNA
«ANMNOAPAT ANnAa NEYEHWNA PAH OTPULUATEANbHBIM AABJTEHWEM PICO
14 OAHOPA3OBbIA, BAPUAHTbLl MCMONHEHNSA»

MepeBOfJ C aHTNMUIWCKOTO HAa PYCCKMUII A3bIK BbINOJTHEH NepeBOAYNKOM FalifepoBblM AHApeeM Burtanbesuuem
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Poccuiickaa depepayus|
Mopoa MockBa
CemHaguaToe fekabpsa nBe TbicAuu fsaguan

A, O6yxoB PycnaH HOpbeBu4, BpeMeHHO mcnonHawlU AN mA LU pPr HoTapuyca
ropoga Mockebl CoHMHa Bagnma HwukonaeBuuya, CBMAETENbCTBYTITIWANNMHHOCTL MOAMUCU
nepesogunka angeposa AHapes ButanbeBnua.

Mognuce cpenaHa B MOEM NMPUCYTCTBUN.

JlnyHocTb nognucasLlero AOKYMEHT YCTaHOB/IEHA.

3aperncTpuposaHo B peectpe: No 77/883-1/77-2021-17-992.

YnnayeHo 3a coBeplle 0 pewcTteus: 400 py6. 00 kon.

P.KO.O6yxoB

Bcero npowHypoBaHo,
NPOHYyMepoBaHO "
CKpenJsieHo neyatbto\
. NN JhCeob.
I"MANHoTapuye™
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