Phillip H Jones - Notary Public
Two Chimneys, North Street
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I, PHILLIP JONES, Notary Public duly admitted and sworn, carrying
on practice at Two Chimneys North Street Winkfield Windsor SL4 4TE
England.
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name and set and affixed my seal of office at Windsor aforesaid this
Tuesday, 12th July 2022. ,

— Notary Public

My Cominission expires on death
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dressings are designed for use with the PICO single use negative pressure wound therapy system.
y information on the PICO systems refer to the respective PICO system user manual. PICO is

ded for use by or on the direction of a trained and licensed physician in accordance with the PICO
m user manual. '

Description

PICO dressings are packaged sterile and are for single-use only.

The PICO dressing manages exudate through a combination of absorption and evaporation of moisture
through the outer film. The PICO dressing is intended to be used for up to 7 days on low exuding wounds.

For moderate exuding wounds dressing changes will be required in line with standard wound
management guidelines.

Low exuding wounds are considered to be up to 0.6g of liquid exudate/cm2 of wound area/24 hours.
Moderate exuding wounds are considered to be up to 1.1g of liquid exudate/cm2 of wound area/24
hours. 1g 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.

2. Indications for use

The PICO single use negative pressure systems are 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

U Traumatic

| Subacute and dehisced wounds

o Partial-thickness burns

L Ulcers (such as diabetic or pressure)
J Flaps and grafts

J Surgically closed incision sites

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

3. Contraindications
PICO 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.

PICO should not be used for the purpose of:

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

I/mportant information for Patients and Healthcare Professionals

bp contains a MAGNET.
fwmust keep the pump at least 10cm away implantable
~Vices such as pacemakers, defibrillators, shunt valves, neurostimulators, cochlear
Implants, or other life sustaining equipment such as insulin pumps. This warning applies

'to ALL users, including patients, caregivers, healthcare professionals, and all people who
may come within

10cm of the device.

For more information on electromagnetic immunity and electromagnetic emissions see: ww.myplco.com
or ask your Smith & Nephew representative for a hardcopy.

5. Warnings
1. Magnet Warning
The PICO pump contains a magnet. Interaction between your device and other medical devices can result
in device failure and lead to serious harm, including death. For this reason the device must be kept at
least 10cm away from all implantable or life sustaining medical devices. Extension tubes are included to
snable the pump to be positioned more than 10cm away from any devices that could be affected. This
/jam'mg applies to ALL users including patients, caregivers, healthcare professionals and all persons close
to the device.
2 Certain patients are at high risk of bleeding complications which, if uncontrolled, could potentially
oe fatal. Patients must be closely monitored for bleeding. If sudden or increased bleeding is observed,
mmediately disconnect pump, leave dressing in place, take appropriate measures to stop bleeding and
;eek immediate medical assistance.
1. Haemostasis must be achieved before applying the dressing, although the use of anticoagulants
ioes not deem a patient inappropriate for treatment with PICO. Patients suffering from difficult
laemostasis or who are receiving anticoagulant therapy have an increased risk of bleeding. During
herapy, avoid using haemostatic products that may increase the risk of bleeding, if disrupted. Frequent
issessment must be maintained throughout the therapy.
k 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 atrip hazard or become contaminated.

Present arisk of strangulation or a tourniquet 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.

Sharp edges or bone fragments in awound must be covered or removed prior to using PICO due
0 risk of puncturing organs or blood vessels while under negative pressure wound therapy.

Inthe event that defibrillation is required, remove the dressing if it i$ positioned in a location that
/ill interfere with defibrillation.

PICO has not been studied on paediatric patients. Patient size and weight should be considered
/hen prescribing this therapy.

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

PICO is unsuitable for use in areas where there is danger of explosion (e.g. hyperbaric oxygen unit)

0. PICO dressings should only be applied and changed by a healthcare professional. The patient must
ot remove their dressing unless the healthcare professional believes it to be clinically appropriate.
1 Each PICO dressing (Including multisite) must be used to dress one wound only.

Precautions
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Precautions should be taken in the following types of patients who are at high risk of bleeding
ons:

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
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.

If pain, reddening, odour, sensitization or a sudden change in the volume or colour of wound fluid
occurs during use, contact your healthcare professional right away.

3. Where PICO is used to bolster skin grafts, it is important to visually inspect the system regularly,
especially in the first week of treatment to ensure that NPWT is continually applied and a seal is
maintained.

4, Where 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. If deemed 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. Although PICO dressings can be used under clothing/bedding, it is important that occlusive
materials e.g. film dressings, are not applied over the pad area of the dressing as this will impair the
intended evaporation of moisture through its outer layer.

7. 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.

8. 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.

9. Where 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.

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

11.  The use of negative pressure wound therapy presents a risk of tissue ingrowth into foam when
this is used as a wound filler. When using foam filler with PICO, tissue ingrowth may be reduced by using a
non- adherent wound contact layer or by increasing the frequency of dressing changes.

12.  PICO 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 System.

13.  When showering, the PICO 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.

14.  The PICO dressing should only be used with PICO pumps. i

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

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

17.  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.

18.  The PICO system is single use only. Use of any part of this system on more than one patient may
result in cross contamination that may lead to infection.

19.  High temperatures and humidity may reduce wear time of PICO dressings.
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IVhen applying dressings next to
ther, ensure the dressing
do not overlap.

Adverse reactions
Hve bleeding is a serious risk associated with the application of suction to wounds which may
in death or serious injury. Careful patient selection, in view of the above stated contraindications,
fivarnings 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.

S. 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 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 I.lg of
liguid exudate/cm” of wound area/24 hours). Ig 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
contact with the soft port. Ensure the dressing lies flat to the wound and the
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
prevent creasing. Reposition if required to ensure border is not creased.

A Warning: The PICO pump contains a MAGNET.
Keep the PICO 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. Insert the 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.

m

Press the orange button to start the application of NPWT. For any information or troubleshooting refer to
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Kfusing SECURA No-Sting Barrier Film prior to application of the fixation stnps (see Precaution 9) wipe
e area surrounding the dressing and allow skin to dry. i

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 it overlaps the dressing border by approximately 1cm.

Ensure tubing is not twisted or trapped between clothing. Please note that if at any time the fixation
strips are removed, the dressing should also be replaced. If desired, 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. At the 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 is used on infected wounds.

2. Inspect the PICO dressing regularly. If the 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 1 B C 1! (A) Dressing properly positioned and is acceptable to be
I ~J left in place
(B) Dressing requires change Port may block with fluid
(C) Dressing requires change — Absorbent area is full

3. The PICO dressing should be disposed of as clinical waste.

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. When filler is used, the filler and the PICO
dressing should be changed 2 to 3 times a week, according to local clinical protocol and manufacturer’s
instructions. The filler should loosely fill to the surface of the wound. Avoid bver-packing.

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

Use of PICO with compression

is compatible with compression therapy if clinically required; however, the wound should first be
rately assessed to ensure the exudate is of low to moderate volume. Following the first application of
MCO dressing under a compression system, check the dressing after 2-3 days to see if fluid handling is
aceptable or if a dressing change is required and that it is appropriate to continue with compression
therapy. '

When applying compression therapy over PICO dressings, ensure tubing connecting the PICO pump and
dressing runs over the top of the first layer and beneath subsequent layers to avoid it being held against
the skin. If using 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

Where a healthcare professional believes it to be clinically appropriate, the patient may be instructed to

"emove the PICO dressing at the end of therapy. Refer to PICO system user manual for patient dressing
‘emoval instructions.

“ollow these instructions for dressing removal:
1. Stop the PICO 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 PICO dressing by stretching the fixation strips away from the skin. Lift the dressing at one
;orner and peel back until it has been fully removed.

1. Dispose of the dressing and fixation strips as clinical waste.

) Showering and bathing

ight showering is permissible; however, the PICO pump should be stopped and disconnected (see section
. Precautions) and placed in a safe location where it will not get wet. The PICO dressing should not be
ixposed to a direct spray or submerged in water. While disconnected, ensure the end of the tubing
ittached to the dressing is facing down so that water does not enter the tube. After showering and

»athing the PICO pump should be reconnected to the dressing and restarted by pressing the orange
utton.

0. General use
Juring use of your PICO dressing, for any information or troubleshooting on your pump refer to the
espective PICO system user manual.

1. Cautions

his user manual is not intended as guarantee or warranty. It is only intended as a guide. For medical

|uestions please consult a physician. The product must be used in accordance with this user manual and
Il applicable labelling.

1CO is packed in the UK with individual components being made in the following countries:
ressing — UK

ixation strips - Origin as marked

'K Smith & Nephew, Croxley Park, Building S, Hatters Lane, Watford, Hertfordshire WD18 8YE. Tel: 08000
57573.

USTRALIA Smith & Nephew Pty Ltd., 85 Waterloo Road North Ryde NSW 2113. Tel +61 2 9857 3999.
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Smith & Nephew GmbH, Concorde Business Park C3, A-2320 Schwechat. Tel: +43 (0)1 707 91 02.

JNESIA PT Smith & Nephew Healthcare, Total Building, 5th Floor, JI. Let. Jend. S. Parman Kav 106A,
3ta11440. Tel: 21 5680521.

NFfTHERLANDS Smith & Nephew Nederland CV, Bloemlaan 2, 2132 NP Hoofddorp, The Netherlands Tel:
7+31) (0) 20 6543999.

'SINGAPORE Smith & Nephew Pte Ltd., 29 Media Circle, #06-05 Alice @ Mediapolis, Singapore 138565 Tel:
(+65) 6270 0552

SWITZERLAND Smith & Nephew Schweiz AG, Advanced Wound Management, Oberneuhofstrasse 10d,
6340 Baar. Tel: +41 41 766 22 44,

J Smith & Nephew Medical Limited, — — Trade Marks of Smith 8i Nephew

" 101 Hessle Road, Hull, HU3 2BN England C7<£/ ©Smith & Nephew

Contact details for other countries can Date of issue 10/2020

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

patents. See www.smith-nephew.com/patents

12.  System variants
PICO Multipack of Single Dressings for use with PICO single use Negative Pressure Wound Therapy
Systems

5 Xindividually packaged dressings, secondary fixation strips

10cm X 20cm 66802022
10cm X 30cm 66802023
10cm X40cm 66802024
15cm X 15cm 66802025
15cm X 20cm 66802026
15cm X 30cm 66802027
20cm X 20cm 66802028
25cm X 25¢cm 66802029
Multisite 15cm x 20cm 66802020
Multisite 20cm x 25cm 66802021

13. Glossary of symbols

Warning magnetic field. Pump contains a MAGNET. You must keep the pump at
least 10cm away from implantable devices such as pacemakers, defibrillators,

n*r shunt valves, neurostimulators, cochlear implants, or other life sustaining
equipment such as insulin pumps

Caution: Federal (USA) law restricts this device to sale by or on order of a

gjonly physician

Single Use. Do not reuse

EU: Not for general waste
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Date of manufacture

era
Consult Instructions for use
m
Keep product out of sunlight
Keep dry
‘T
Lot number

C€ CE Mark

2797
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ADDENDUM TO MEDICAL DEVICE INSTRUCTIONS FOR USE

"PICO dressings for single use negative pressure wound therapy
system, variations"
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ering the device to the Russian Federation, the information contained in this addendum to the instructions
ftakes priority. The addendum to medical device instructions for use is an integral part of the instructions for

MD NAME, MODELS OR VARIATIONS OF MD
fiNlowing MD names used in the text of related documents are identical to the name of the medical device

Dressings for Single Use Negative Pressure Wound Therapy System, variations™:

ke PICO Dressing Packs/ PICO Dressing Kits
. PICO Dressings

. Dressings

. Device (s)

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

PICO dressings for single use negative pressure wound therapy system, variations:

1 PICO Dressing 10cm x 20cm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8pcs.
Addendum to IFU - 8 pcs.

2. PICO Dressing10cm x 30 cm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8 pcs.
Addendum to IFU - 8 pcs.

3. PICO 10cm X 40xm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8 pcs.
Addendum to IFU - 8 pcs.

4. PICO 15cm X 15xm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8 pcs.
Addendum to IFU - 8 pcs.

5. PICO15cm X 20cm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8 pcs.
Addendum to IFU - 8 pcs.

6. PICO 15cm x 30xm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8 pcs.
Addendum to IFU- 8 pcs.

7. PICO 20cm X 20cm, contents:
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Dressing “ 5 pcs.

fixation strips - 30 pcs.
IFU-8pcs.

Addendum to IFU-8 pcs.

PICO 25cm X 25xm, contents:
Dressing-5 pcs.

Fixation strips - 30 pcs.
IFU-8 pcs.

Addendum to IFU - 8 pcs.

PICO Multisite 15cm x 20cm, contents:
Dressing-5 pcs.

Fixation strips - 30 pcs.

IFU-8 pcs.

Addendum to IFU - 8 pcs.

10. PICO Multisite 20cm x 25xm, contents:
Dressing-5 pcs.
Fixation strips - 30 pcs.
IFU-8 pcs.
Addendum to IFU - 8 pcs.

MD Classification

Local Russian Nomenclature classification type Inacc. with MoH 4n Order - 287470

Potential risk class in acc. with Directive EEC of MD 93/42 - lib

Frequency of use - The product Issingle use only.

Product classification by duration of contact - The product has a prolonged {<30 days) contact

Sterility-sterile.

Invasiveness - Non-invasive medical device
INTENDED USE

Intended for use with PICO single use negative pressure wound therapy (NPWT) system
TECHNICAL SPECIFICATIONS

See section 12 of the Instructions for Use.

Description/ Component characteristics

Name . . . . -
(Dimensions tolerance 1 5%, uniess otherwise specified)

Dressing weight

Dressing dimensions WxL (cm) Dressing weight (g)
10x20 15 +10%
10x30 21 +10%
10x40 27 +10%
15x15 17 £10%
15x20 22 +10%
15x30 33 +£10%
20x20 29 +10%
25x25 49 +£10%
Multisite 15x 20 21 £10%
Muitisite 20x 25 35 +10%

Dressing Designed to evacuate and evaporate exudate from the wound site in NPWT conditions
Dressing dimensions WxL Absorbent iayer - maximum dimensions WxL (cm)
(am)
10x20 5.6x15
10x30 5.6x25
10x40 5.6x35
15x15 10x10
15x20 10x15
15x30 10x20
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Secondary fixation strip

Secondary fixation strip release
handle

Secondary fixation strip fixing
fiim

Secondary fixation strip top
carrier

20x20 15x15

25x25 20x20

Deswned to conform to curved areas of the body

Dressing dimensions WxL Absorbent layer - maximum dimensions WxL (cm)
(cm)

Multisite 15x20 10x15

Multisite 20x25 15x20

Designed to protect the adhesive layer of the dressing during storage and transportation
Dressing dimensions WxL Dressing release handle dimensions WxL (cm)
(cm)

10x20 10x20

10x30 10x30

10x40 10x40

15x15 15x15

15x20 15x20

15x30 15x30

20x20 20x20

25x25 25x25

Multisite 15x20 15x20

Multisite 20x25 20x25

Designed to maintain the seal over the wear time of the dressing

Dressing dimensions WxL Secondary fixation strip dimensions LxW (cm)
(cm)

10x20

10x30

10x40

15x15

15x20

15x30 256

20x20

25x25

Multisite 15x20

Multisite 20x25 /

To be removed before applying the secondary fixation strip

Dressing dimensions WxL Release handle dimensions LxW (cm)
(cm)

10x20

10x30

10x40

15x15

15x20 14x5 {central part)
15x30 10,2 x 5 (side parts)
20x20

25x25

Multisite 15x20

Multisite 20 x25

Fixing the dressing directly

Dressing dimensions WxL Fixing film dimensions LxW (cm)

(cm)

10x20

10x30

10x40

15x15

15x20

15x30

20x20

25x25

Multisite 15x20

Multisite 20 x25

To be removed after applying the secondary fixation strip

Dressing dimensions WxL Top carrier dimensions LxW (cm)
(cm)

10x20

10x30 26x5
10x40

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



15x15
15x20
15x30
20x20
25x25
Multisite 15x20
Multisite 20 x25
Secondary fixation strip top Designed to remove the secondary fixation strip top carrier
carrier handle bars Dressing dimensions WxL Secondary fixation strip top carrier handle bar dimensions
Jem) WxL (cm)
10x20
10x30
10x40
15x15
15x20
15x30
20x20
25x25
Multisite 15x20
Multisite 20x25
Soft port Designed to maintain negative pressure in the wound by connecting the dressing and the pump
(either directly or using extension tubing)
Dressing dimensions WxL Soft port length (cm)
(cm)
10x20
10x30
10x40
15x15
15x20
15x30
20x20
25x25
Multisite 15x20
Multisite 20 x25
Dressing tubing Male connector ~ Designed to connect dressing soft port and either extension tubing or pump connector

x5

33.3+0.9/-1.1

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

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

Appearance colour leaching.
Absorbency 50 g/100 cm™ minimum
Absorbency (compressed) 50 g/100 cr™> minimum
Fluid Handling Capacity (Absorbtion) 40 g/100 cnm> minimum
Fluid Handling Capacity (Permeability) 80 g/100 cr™ minimum
Extensibility (Machine Direction) 1.4 kgf/cm maximum (1,373 N/mm)
Extensibility (Transverse Direction) 1.4 kgf/cm maximum (1,373 N/mm)
Waterproofness Complies (inc. filter/top film seal)*
Moisture Vapour Permeabilitv 100-3500 g/mV24hrs
Perforation size 0.4-1.8 mm
Perforation Pattern Holes to be distributed. 8 holes/cm”™ minimum
Port'tube Tensile Strength (reverse pull) Holds 15 N minimum (for 15 sec)
Tube connector Tensile Strength 7N minimum disconnection force

*The method is based upon a pharmacopoeia method, contained in BP 1993 Appendix XX method K, and as it is a pass/fail test based on a
simple physical characteristic carried out under controlled conditions formal validation is not considered necessary.
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Appearance

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

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/m
27-43 u/m2
600 g/mV24hrs 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 (0.147-0.785 N/mm)
1.0- 6.0 gf/cm (0.000981-0.005884 N/mm)
I.0gf/cm minimum (0.981 N/mm)
2.5 mm maximum
Complies*
Width tolerance: 50 mm =1 mm

*The method is based upon a pharmacopoeia method, contained in BP 1993 Appendix XX method K, and as it is a pass/fail test based on a
simple physical characteristic carried out under controlled conditions formal validation is not considered necessary.

LIST AND DESCRIPTION OF MD MATERIALS

Device materials:

Component

Release handle

Component material

Type of contact with the
patient/person

Brand/CAS No/material
characteristics

Semi-transparent, one-side
siliconised, hogh density

Mondi HOPE a(70tHDut) U0OB6

polyethylene film
Silpuran2111A/B

Part A:
1 Polydimethylsiloxane, vinyl
terminated
CAS-No: 68083-19-2
1 MQ resin
CAS No: 104199-38-4
1 Platinum catalyst (<50ppm)
CAS No: 68478-92-2
1 <0.02%toluene (impurity)

Wound contacting adhesive

Dressing

Wound contact layer

Constructional
Adhesive

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

Elastollan SP806

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

Perforated polyurethane

Konzentrat 978

1 14.661% (2-EHA) 2-ethylhexyl
acrylate
1 1.892% glacial acrylic acid
* 14.661% (n-BA) n-butil acryate
1 68.624% acetone
0.162% Di (4-tert-butylcyclohexyl)
peroxydicarbonate (known as
BCHPC)

Antiblock masterbatch

A8 acrylic adhesive

K5 acrylic adhesive 22.15% n-butil acrylate
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Spacer layer Polyester

* 24.72% 2-ethylhexyl acrylate
1 0.50% 2-hydroxiethyl
methacrylate
1 2.50% n-butyl methacrylate
1 49.90% deionised water
1 0.10% Ginasul 46P Surfactant
1 0.13% Ammonium persulphate

Baltex, thickness 2 mm

Airlaid Chem-Posite 1IC-450,

Absorbent layer

Top film

Top film

Constructional

Dressing soft Adhesive

Filter membrane
Spacer layer

Dressing tubing

Soft Port Dressing
Connector

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

pvC

Aromatic thermoplastic
polyurethane

thickness 3-5 mm

SP9109

Konzentrat 978

Elastollan 685A ION

Konz 927 EBSfree

Loctite 3341

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

Loctite 4011-SG
Versapor R

Baltex, thickness 2 mm

Unichem 7088G-015 MED

Desmopan 9370A

Polyethylene wood-free

bleached paper with a
Release handle

Orange print

A8 acrylic adhesive
Secondary

fixation strips

Polyurethane film

solventless silicon coating

Loparex 111/60 Limited (up to 24 h) contact

with intact skin
PMS151
1 14.661% (2-EHA) 2-ethylhexyl
acrylate
1 1.892% glacial acrylic acid
1 14.661% (n-BA) n-butil acryate
1 68.624% acetone
1 0.1629% DI (4-tert-butylcyclohexyl) Prolonged contact (no more
. then 7 days) with intact skin
peroxydicarbonate (known as

BCHPC)
SP9109 resin

Top film
Antiblocking agent Konzentrat 978
Pol r film with silicon
Top carrier Oaﬁzsrtsatt polyetth)slle;?e ) Loparex 111/23 Limited (up to 24 h) contact
Orange print PMS 151 with intact skin
Packing materials;
Component Component material Brand or characteristics of material
Individual packaging (pouch) materiais :
Top web Paper KG9111
Base Web Nylon NLS90
Secondary packaging (Carton Box) materials :
Carton Box Carton 650 micron
USE, TRANSPORTATION AND STORAGE CONDITIONS OF MD
Use conditions
Operational temperature +5-+40"C
Relative humidity 10-95%
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ition and storage conditions
Operational temperature not exceeding 25*C
Relative humidity not exceeding 60%
LABELLING INFORMATION

iDraft of the labeling
:of labeling medical device contains following information in Russian:

/trticle/catalogue number:
Warre: PICO dressings for single use negative pressure wound therapy system, variations
Size*: 10x20/10x30 /10x40 /15x15 /15x20 /15x30/ 20x20/ 25x25/ Multisite 15x20/ Multisite 20x25

Pieces per package: 5 pcs.

Date of manufacturing, use by, lot/batch number: see on the package j
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 a temperature not exceeding 25 ” C.

Precautions; -

Symbol of conformity to Russian standards (if necessary).

Instruction for use: http://www.smith-neDhew.com/about-us/where-we-ODerate/euroDe/russia/ifus/

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

Symbol/ Text Meaning
i
Peel off the release handle of the secondary fixation

strip first

Then peel off the top carrier of secondary fixation
strip

jPICO™ D ressings PICON dressings

Follow instructions for use

©
REF ! REF number
S Use by
Turn away the paper edge to open
/\Aultisite . . .
20em X 25cm Dressing dimensions:
’ ’ Multisite 20cmx25cm; 7,9 In. x9,8 In

7.9in. X 9.8in (according to variation)
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wre of disposal or destruction of used medical product-disposal is carried out In accordance with the
)n Inforce in the Russian Federation. Class of waste on SanPiN 2.1.3684-21 "B"

Jure of disposal or destruction of unused medical product-disposal is carried out in accordance with the
blation in force in the Russian Federation. Class of waste on SanPiN 2.1.3684-21 "A"
INFORMATION ABOUT THE STERILE CONDITION OF THE MEDICAL DEVICE, THE METHOD OF ITS
STERILIZATION AND THE PROCEDURE FOR ACTION IN CASE OF VIOLATION OF THE STERILE PACKAGING
iMedical device is sterilized with ethylene oxide.
]Ponot use if the packaging is damaged.
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
11 REFERENCES TO PREVIOUS MODIFICATIONS OF THE MEDICAL PRODUa OR SIMILAR MODIFICATIONS
OF MEDICAL DEVICES
Not applicable
12 DESCRIPTION OF ACCESSORIES, MEDICAL DEVICES OR NON-MEDICAL DEVICES INTENDED FOR USE IN
COMBINATION WITH THE CLAIMED MEDICAL DEVICE
See section 8 of the Instructions for use.

Standard foam fillers:

Length 1255 mm

Width 1005 mm

Thickness 155 mm

Pore size: 40-50 PPI

Density: 1.30-1.60 lbs/ft"™> (20.82-25.63 kg/m™)
Tensile strength: min 10 psi (0.069 N/mm~)
Elongation: min 110 %

Tensile strength: min 2.5 Ib/in (0.438 N/mm)

Standard gauze fillers:

Surface density not less than 36 g/m
pH aqueous extract - 6-8

Breaking force:

-warp - not less than 78,0 N (8,0 Kgs),
-weft - not less than 34,0 N (3,5 Kgs),
Wetting speed - not more than 10 sec

Foam and gauze fillers are not supplied with the PICO dressings.

Compatible PICO devices:
- PICO single use Negative Pressure Wound Therapy System (registration certificate Ne RZN 2013/1110),

- PICO 7 single use Negative Pressure Wound Therapy System, (registration certificate Ne RZN 2013/1110),

- PICO 7Y single use Negative Pressure Wound Therapy System, variations (registration certificate Ne RZN
2013/1110),

- PIC014 single use Negative Pressure Wound Therapy System, variations (the product is in the process of
registration)

13 LIST OF NATIONAL STANDARDS APPLIED BY THE MANUFAaURER OF A MEDICAL DEVICE

Standard Description
Packaging
Packaging for terminally sterilized medical devices ¢ Part 1:
BS EN ISO 11607-1: 2009 +Al:2014 Requirements for materials, sterile barrier systems and packaging
systems
BS EN ISO 11607-2: 2017 Packaging for terminally sterilized medical devices - Part 2:
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Validation requirements for forming, sealing and assembly

/ processes
Packaging. Distribution packaging. Graphical symbols for handling
/ BS EN I1SO 780:2015 and storage of packages
m ISTA 2A:2011 Partial Simulation Performance Tests - ISTA 2A tests for packaged-
products 150 Ib. (68 kg) or less
K Device applicable standards
m BS EN 13726-1:2002/AC:2003 Test methods for primary wound dressings. Aspects of
absorbency
i BSEN 13726-2: 2002 Test methods f.or.pnmary wound dressnngs. M0|st_ure vapour
transmission rate of permeable film dressings
BS EN 13726-3: 2003 Test methods for primary wound dressings. Waterproofness
BS EN 13726-4: 2003 Test methods for primary wound dressings. Conformability
Biocompatibllity
BS EN 1SO 10993-1:2018 Biological evalyatlop of mecﬁcal devices. Part 1. Evaluation and
testing within a risk management process
BS EN 1SO 10993-2:2006 Biological Evaluation of Medlcql Devices - Part 2: Animal Welfare
Requirements
BS EN 1SO 10993-3:2014 Biological evaluation of medical devices. Part 3. Tests for

genotoxicity, carcinogenicity and reproductive toxicity
Biological evaluation of medical devices. Part 5. Tests for in vitro

BS EN 1SO 10993-5:2009 cytotoxicity
BS EN 1SO 10993-7:2008 Biological evaluation of mgdlgal devn.ces. Part 2. Ethylene oxide
sterilization residuals
BS EN 1SO 10993-10:2013 Biological evalyafuop of medlcgl devnggs - .Part 10: Tests for
irritation and skin sensitization
BS EN 1SO 10993-11:2009 Biological evaluation of medpal G!EYICES. Part 11: Tests for
systemic toxicity
BS EN 1SO 10993-12:2012 Biological evaluatlo_n of medical devices. Pa_rt 12. Sample
preparation and reference materials
BS EN 1SO 10993-18:2009 Medical devices. quloglcal evalugtlop of medlcal.dewces. Part 18.
Chemical characterization of materials
Restriction of Hazardous Substances (RoHS) Directive - Directive 2011/65/EU. Restriction of hazardous substances
2011/65/EU directive
1SO 17075-1:2017 Leather — Chemical determination of chromium(VI) content in

leather — Part 1: Colorimetric method
Sterllfty/Microbiology

Sterilization of medical devices - Requirements for medical

EN 556-1: 2001+AC:2006 devices to be designated 'STERILE' - Part 1: Requirements for
terminally sterilized medical devices
BS EN 1SO 11737-1 2018 Sterilization of medical devices - Microbiological methods - Part 1:

Determination of a population of microorganisms on products
Sterilization of medical devices. Microbiological methods. Part 2.
BS EN ISO 11737-2:2009 Tests of sterility performed in the definition, validation and
maintenance of a sterilization process
Sterilization of health-care products. Ethylene oxide. Part 1.

BS EN 1SO 11135:2014 Requirements for the development, validation and routine
control of a sterilization process for medical devices
BS EN 1SO 13485-2016 Medical devices. Quality management systems. Requirements for
regulatory purposes
BS EN 1SO 9001:2015 Quality management systems. Requirements
BS EN 1SO 14971:2019 Medical devices. Application qf risk managementto medical
devices
BS EN 1SO 14644-1-2015 Cleanrooms and associated controlled environments. Part 1.

Classification of air cleanliness by particle concentration
Labelinit
Symbols to be used with medical device labels, labelling and
BS EN ISO 1041: 2008+Al:2013 information to be supplied-Information supplied by the
manufacturer of medical devices.
Symbols to be used with medical device labels, labelling and
information to be supplied Part 1: General requirements

14 REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
He npumeHumo. Not applicable.
15 CHECKING THE FUNCTIONALITY AND SAFETY OF MD

BS EN ISO 15223-1:2016
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(MeHMMo. Not applicable.
IRRANTY AND CLAIM

20, Russia;Tel: +7 (495) 755-55-03

tRANTY: The manufacturer guarantees compliance with the stated characteristics, terms preservation of
irility, safety and integrity of packaging with proper conditions of transportation, operation and storage of the
fwdical device for 2 years since manufacturing/steriiization. Shelf life - 24 months from the date of manufacture
[/sterilization indicated on the package, provided that it is stored in its original packaging, in a dry, well-ventilated
place, protected from direct sunlight, at atemperature not exceeding 25 “C.
The guarantee for the medical device "PICO dressings for 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.
17 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. Smith & Nephew Medical (Suzhou) Limited, No. 12, Wuxiang Road Comprehensive Free Zone, West Zone Suzhou

Industrial Park Suzhou Jiangsu 215021 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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Nosa3ku PICO npeaHasHaueHbl ANA MCNONL3OBAHUA C ANNAPATOM ONA IEYEHUA PaH OTPULATENbHLIM
AasneHuem (NPOA) PICO ogHopa3osbiM. ANA NnonydeHUA AONOAHUTENbHOW uHOpmauun 06 annapaTax
PICO cM. COOTBETCTBYIOWYIO MHCTPYKUMIO NO NpUMeHeHuIo annapata PICO. U3penus PICO
NpeAHa3HaYeHbl ANA NCNONB30BAHUA NpoLeAWUM OByHeHHe U UMEIOWUM NNLEH3INIO MEAULNHCKUM
paboTHMKOM MNK NO ero HasHaueHMIo B COOTBETCTBUM C MHCTPYKLME NO NnpUMeHeHKIo annapata PICO.

1. Onucanue

Nosa3ku PICO ynakoBbiBalOTCA CTEPUNBbHLIMU W NPEAHA3HAYEHbI TONBKO ANA OAHOKPATHOTO NPUMEHEHWA.

JKCCynaT BBIBOAUTCA Yepe3 NoBA3Ky PICO nocpeaCcTBOM COMETaHMA NOFNOWEHUA U MCNapPeHUA BNaru
yepes HapYXHYIO NNEHKY.

Mossa3ska PICO npegHa3HaveHa ANA NCNONB30BaHUA B TeyeHue He 6onee 7 gHel Ha paHax co cnabbim
BblAGNEHUEM KUAKOCTU. [NA paH C YMEPEHHBIM BbiAENEHUEM HUAKOCTU 33MeHa NoBA3KK TpebyeTca B
COOTBETCTBMM CO CTaHAAPTHLIMU PEKOMEHAAUMAMM MO NEYEHMUIO PaH.

PaHamu co cnabbim BbigeneHneMm XuUAKOCTU CHUMTAIOTCA cheaytowme: A0 0,6 r Bbiaensemoin
wuakoctn/cm? nnowaam paubl/ 3a 24 yaca. PaHamu € yMepeHHbIM BblAeNeHUEM MUAKOCTU CHUTAIOTCA
cnhepyowme: Ao 1,1 r sbiaennaemoit uakoctu/cm2 nnowaam pansi/ 3a 24 yaca. 1 r akccypara
Npuban3UTeNbHO paBeH 1 mn 3KccyaaTa.

Ha 4acToTy cMeHbl NOBA3KK MOTYT BAUATDL Pa3NnuHbie GaKTOPbI, TAKME KaK TUN PaHbl, pa3mep PaHbi,
CKOPOCTb MM 06BbEM BbiAENEHUA KUAKOCTU, OPUEHTAUMUA MAU OKPYIKAIOWHe YCAOBUA.

2. TNoKa3aHuA K NPUMEHEeHMIO

Annapartil PICO noka3aHbl naumMeHTam, ONA NEYEHHUA KOTOPbIX UenecoobpasHo NPUMEHATL
acnupaumoHHbie usaenua (NPOA), cnocobcTaylowme 3aXKUBNCHHMIO PaHbl 33 CHET YAANEHUA IKCCYAaTa B
Manom unn ymepeHHOM o6bemax, a TakKe NaToreHHbIX MMKPOOpraHuamos. COOTBETCTBYIOWME TUNbI PaH:

XpoHuueckue

Ocrpbie

Tpasmartuueckue

NoaocTpbie paHbl U PaHbl C pacxoXaeHuem Kpaes
Oxoru sTOpo# creneHun

A3sbl (Takune, Kak anabeTnyeckue A3BbI NN NPONECIKHHK)
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4be NOCKYThl U TPaHCMNAaHTaThI
}biTble XMpypruyeckne paspessi

ambl ANS NeYeHUst paH oTpuLaTenbHbIM gasneHnem PICO o4HOPa30Bbie NPUTOHbI AN
VEHEHNs! KaK B YC/MIOBUSIX CTalMoHapa, Tak 1 B JOMaLlHUX YC/IOBUSX.

NMpoTBONOKasaHMsA F
riapar PICO npoTnBonokasaH cnegyrowmm nayneHTam;

CO 3/10KQYECTBEHHbIM MOPaXEeHNEM PaHEBOr0 /10XKa UM KpaeB paHbl (3a UCKIIOUYEHUEM
naniMaTUBHO Tepanun B LENAX YNYULEHNA KayecTBa XXU3HU)
C paHee NOATBEPXKAEHHbIM U HETEYEHHbIM OCTEOMUENTNTOM

e C HEKMLWEYHbIMU CBULAMU U CBMLLAMU HESICHOI Npuposbl

e CMNpUCYTCTBMEM HEKPOTMUYECKMX TKaHE B BUAE cTpyna

e COGHaXEeHHbLIMU apTepusMU, BEHAMMW, HEPBAMU UK OpraHamu

e CaHacTomMo3aMy OTKPbITOrO PacrnofioXeHus.

Tnapart PICO He cnefyeT ucnonb30BaTh B Lensax:

e HEOT/IOXKHOWN acnupauun gbixaTesibHbIX NyTeWn
e MJIeBpanbHOro, MeAnacTUHaNbLHOIO UAWN FTPYAHOTO ApeHaxa
e XWUPYpPrnuyeckoii acnupaumu.

4. BaykHasa nHdopmaums

B nomne nmeetrca MATHWT.

Momna AO/MKHA HAXOAUTLCA Ha paccToaHMM He meHee 10 cm oT
UMONaHTUPYEMbIX N3fenunii, TaKNX Kak KapLnocTUMYNATOpPHI,
AeddnOpUNNATOPLI, WYHTUPYHOUWME KanaHbl, HENPOCTUMYNATOPHI,
KOXJleapHble UMMaHTaTbl U NpoyYne cpefcTBa NnogAepXXaHus
)XN3HEHHO BaXHbIX QYHKLNA opraHn3ama, Takue Kak UHCYIMHOBbIE
nomnmnbl. |
JaHHoe npepgynpexpageHune otHocutca Ko BCEM nosib3oBaTtensm,
BK/OYAa MayueHTOB, /iU, OCYWeCTBAAKWNX YXO4, MEAULUHCKNX
paboTHUKOB 1 BCeX /1ML, KOTOpPble MOTYT OKa3aTbca B paguyce 10 cm oT
nsgennsa.

LONONHUTENbHYIO MH(OPMALMIO O 3alULEHHOCTM OT 3/IEKTPOMArHUTHbLIX MOMEX U 06
3NEeKTPOMArHUTHOM U3/IyYEHUU MOXKHO MOYUYMTb Ha CTPaHULLE WWW.MYPico.cOom WM 3anpocuThb B BUAE
neyaTHOW KOMUU y MECTHOTO NpeAcTaBuUTeNs «CMUT 3HA Hadbio».

5. TlMpepynpexaeHud ~N

1. B nomne annapata PICO nmeetcs MmarHuT. BzaumogelicTBne faHHOro annaparta ¢ Apyrumu
MeAULUHCKUMU N3LeNTNAMU MOXKEeT NPUBECTU K UX OTKa3y U Cepbe3HoMY ywepby, BNIOTb 40
netanbHOro ucxoga. Mo aTol NpuuMHe annapar fO/HKEH HaxXo4UTbCA Ha paccToaHUM He MeHee 10 cMm
OT N0 O6bLIX UMNAAHTUPYEMbIX MEANLNHCKUX U3LENUA NN CUCTEM XU3HeobecneyeHUs. B komnnekT
NOCTaBKM BXOOAT TPYOKU-YANUHUTENN, NO3BOJIAOLIME PacnofioXnTb NOMMNY Ha pacctoaHun 6onee 10
CM OT M34ennii, Ha KOTOpble MOXKET 6bITb OKa3aHOo Bo3geicTBue. [laHHoe npegynpexaeHune
oTHocuTcAa Ko BCEM nonb3oBaTenam, BKAOYad nauueHToB, 1L, OCYLEeCTBAALWNX yX0a,
MeANLNHCKUX pabOTHUKOB M BCEX IUL, KOTOPble MOTYT OKa3zaTbCcA NO6AM30CTU OT N3genns.
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10.

11.

pble naunMeHTbl NOABEPXEHbI BbICOKOMY PUCKY OC/TOXHEHWUI B BUAE KPOBOTEYEHWUIA, KOTOpbIE
OTCYTCTBMU KOHTPOJIA MOTYT NPUBECTU K CMepPTe/ibHOMY ncxogy. Heobxoanmo Bectu
anbHOe HabnwaeHne 3a NauMeHTaMn Ha NpeAMeT BO3MOXXHOI0 KpoBoTeyueHus. Mpu
apy>eHUn BHe3amnHoro uUam rnoBbILLEHHOTO KPOBOTEYEHUS chefyeT HeEMeA/IeHHO OTCOeAUHUTb
AMny; ocTaBUB NOBA3KY Ha MecTe, NPUHATb HEOOBXO4UMble MePbl A1 OCTAHOBKW KPOBOTEYEHUSA U
06paTUTLCA 32 HEOT/TIOXKHOW MEeAULUHCKOW NOMOLLbIO.
Mpuém aHTMKOAaryfsiHTOB He NPensaTCTBYeT IeYeHNI0 paH ¢ nomolbio PICO, ogHako nepeq
Ha/I0XXEeHMEeM MOBA3KK cefyeT NPoBeCTU TWaTebHbIM remocTtas. MNayneHTsl, cTpagatoume
3aTPYAHEHHbLIM reMoCcTa3oM UAM nosyyarlime aHTUKOArynssHTHYI0 Tepanuio rnofBep>XXeHsbl
NOBbILEHHOMY PUCKY KPpOBOTEUYEHUSA. Bo BpeMsa neveHus cnegyet nsberatb NpUMMeHeHNs
KpPOBOOCTaHaB/MBAKLWMX NpenapaToB, KOTOPble MOTYT YBENNUYUTb PUCK KPOBOTEUYEHUS B C/lydae ux
OTMEHbI. Heo6Xx04MMO 4acTO KOHTPOIMPOBATh COCTOSAHME pPaHbl Ha NMpeaMeT KPOBOTEUEHUS B XO4e
neyeHus.
Ha Bcem npoTsXKeHUn nepuoga nevyeHns Heobxoammo cnegutb, 4To6bl noMna, TPyoKu m
cCoefUHNTEeNN:
e He ycTaHaB/MBa/IUCb B MOJIOXEHUU, NPY KOTOPOM OHM MOTYT OKa3blBaTb NoBpexjatuiee
JaB/ieHne Ha nauueHTa
e He pacnonaranucb Ha nony, rge Ha HUX MOryT HacTynUTbL U r4e OHW MOTYT NOABEPrHYTbLCA
3arpA3HeHunto
e He co3gaBanyv pucka ygywawwero uim TYpHUKETHOro BO34ENCTBUA Ha NayMeHTa
e He pacnosiaraincb U He NPOXOAUNU HaL UCTOYHUKOM Tenna
e He nepenneTanucb U He 3acTpeBann Nog OAeXAO0W unan 6aHgaxom, 610KMpys nogady
oTpuLaTeNbHOro AaB/ieHUS. j
OcTpble KPOMKKN MAWN parMeHTbl KOCTEN B paHe AO/IKHblI ObITb MPUKPbITbI UK yAaneHbl 40
ncnosnb3oBaHusa PICO us-3a pucka noBpexXxgeHns opraHoB UM KPOBEHOCHbLIX COCYA0B Mnpu
nposegeHun J1IPOL.
Ecnu TpebyeTca npoBegeHne nednbpunnaLmMmn, Heo6XoAMMO CHATb NMOBA3KY, €C/IN OHA HaXoAUTCA B
MecTe nposefeHna aeunbpunnaumnn.
NMpumeHeHune cuctemsl PICO Ha negnaTpuyeckmx naymeHTax He nsyyanocb. Npu Ha3HayeHuu
[AaHHOTO0 fleYeHUss HeobX0AMMO yUUTbIBaTb pasMepbl U Maccy Tesa nayueHToB.
B cucteme umetoTca Menkue getanu, NnpeacTaBnsolMe 0NacHOCTb YAYLWEHWS ana geTein. XpaHuTb B
HeLOCTYNHOM ANS AeTel MecTe.
Annapat PICO He npurogHa Ana ucnofb3oBaHUa B MecTax, rge Cyu,ecTByeT onacHOCTb B3pbiBa
(Hanpumep, B runep6apnyeckoin KNCNOpoaHOI Kamepe).
Mossasky PICO fonXHbl HakNaAblBaTbCHA N 3aMEHATHCA TO/IbKO MeAULUHCKUM paboTHUKOM. MauyueHT
He JO/HKEH CaMOCTOSAATENIbHO CHMMAaTb CBOK MOBSA3KY, 3@ UCK/OYEHMEM C/lydYaeB, Korga MeaununHCcKuii
paboTHMK CUNTAET 3TO YMECTHbLIM C y4eTOM K/IMHUYECKMX YCOBUIA.
Kaxxgasa noBsiska PICO (Bkntouas Multisite) ncnonb3yertcsa Aas nepeBsi3KM TOIbKO OAHON paHbl.

Mepbl NpenoCTOPOXKHOCTHU
HeobxoanmMo npuHMMaTh 0cobble Mepbl NPEAOCTOPOXKHOCTA NMPK IeYeHUN cneayowmnx nauneHToB
C BbICOKOW CTEMNeHbI0 p1UCcKa PasBUTUS KPOBOTEYEHWIA:
e MoflyyawlnUx nevyeHne aHTUKoarynssHTamMm WanM MHTMOGUTOpaMu arperaymm TPOMOGOLUTOB, UK C
HabnLaeMbiM KPOBOTEYEHNEM
e VMewLlWmnx ocnabneHHble AN XPYNKNe KPOBEHOCHbIE COCYAbl UK bpraHbl B paHe uan B61M3u
Hee B pe3ynbTtaTe (MOMUMO NPOYEro) aHaCTOMO30B, MHAIEKL NI, TPaBMbl UK 06NYyYEeHUS
e CcTpajawolmnx 3aTpyAHEHHbIM TEMOCTa30M B paHe
e  VMEWLWUNX HENEYEHHblE HApPYLIEHUA NMUTaHUA
e He Ccob6M0AalWmMX PEXMUM NeYEHN UAN NPENATCTBYOLWMX NeveHunlp
e CTpafalwlunx oT paH, pacnosloXXeHHbIX PSAAOM C KPOBEHOCHBIMMW cOCyAamMn UMK XPYNKUMU

cBA3KaMWu.

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



3HUKHOBEHMU 601/1; NnoKpacHeHUs, 3anaxa, afifleprmyeckon peakunun, nam Npu pes3Kkom
«eHMn ob6bema unm LBeTa OTAENAeMoro Heobxoa4nMmMo 06paTUTLCA K MEAULMHCKOMY pPaboTHUKY,
asx, korga annapat PICO ncnonb3syetca 419 NOALEPXKU NPU rnepecagke KOXU, BaXXHO
NSAPHO NPOBOANTL BU3YyaslbHbIi OCMOTP CUCTEMbI, 0CO6GEHHO B NepBYlO HeJento Tepanuun, ans

AneyeHNda HenpepbiBHOro npumeHeHuda JIPO v nognep>XxaHnsa repMeTUuUYHOCTHU.
Apv ncnonbszoBaHum nNoBsasku PICO ans MHMULUPOBAHHBIX paH MOXeT noTpeboBaTbcs 60/1ee yactas
CMeHa NnoBsA30K. Heo6Xxo4MMOo Nepuogmyeck NPoBepATb paHy Ha Hanmune NpPu3Hakos
MH(ULUPOBaHUSA.

5 Tlo mepe KANHNYECKOW Lesnecoobpa3HoOCTM HeobXO4MMO CNeAnTb 3a Te K YTOObl HanoXeHue

LUMPKYISIPHOW MOBA3KM unim npuMmeHeHne JIPOJ, Ha KOHEYHOCTW C UWEMUER He NpensaTCTBOBANO

KpoBOOGpaLleHmto.

XoTa noBsizku PICO MOXXHO MCMOAb30BaTh NOA 04E€XA0W/NOCTENbHBIMWU NPUHAANEXHOCTSAMMN, BaXHO

cneanTb, YTOOblI OKK/TIO3UOHHbIE MaTepuasbl, Hanpumep, NJeHOYHble NepeBA30YHbIE MaTepuanbl, He

pacrnonaranncb NoOBepX HEMOCPEACTBEHHO MOBA3KMW, NOCKO/IbKY 3TO NPUBEAET K YXYALWEHUIO
ncnapeHns Brarn Yepes Hapy>XXHbli C/ION MOBSA3KMU.

Ha nossizkax PICO He cnegyeT pacnofiaraTb XXeCTKO (PUKCMpyeMble U3AeNns U TUNCoBble MOBA3KN,

KOTOpble MOTYT OKa3biBaTb Ype3MepHOoe AaB/eHne 1 Bbi3biBaTb NOBPEXAEHME TKaHell Ha mecTe

paHbl, 0COGEHHO TaMm, rae Tpy6KM BXOASAT B MNOBA3KY.

OnutenbHoe pasMelleHne XeCTKMX UIn HENPO3payHbIX MmaTepunanos Ha nossaskax PICO moxeTt

nomewlaTtb perynspHoli NpoBepPKe 1 OUEHKe COCTOAHUSA paHbl, a TakXe NaaHOBOW UM 3KCTPEHHOW

CMeHe NOBA30K.

B cnyyasax, korga nosssku PICO Mcnonb3yoTcsa y nauneHToB C YyBCTBUTENIbHOW KOXEW, cneayet

NPUMEHATb CpeAcTBa A1 3aliuTbl KOXK, Takne kak SECURA No-Sting Barrier Film, Ha yyacTkax Koxu,

rae LO/MKHbI HAXo4UTbCA UKCUMpPYOLWMe NosIoCKU. B NpoTMBHOM cnyvyae HenpaBu/IbHOE HaNoXeHue

WA NOBTOPHOE NMPUMEHeHMne (UKCUPYIOLWUX NOSIOCOK MOXET NPUBECTUN K OTCNIAaMBAHUIO KOXW.

10. He cnegyet ncnonb3osaTb NoBsA3kn PICO ¢ npoAyKTamMu Ha Mac/siHOW OCHOBE, TaKMMU Kak Ba3efnH,

Tak Kak 3To MOXeT rnomeluaTb aQeKTUBHOW repmeTunsaymu.

11. MpumeHeHwne JIPO/J, co3gaeT puck NnpopacTaHUsa TKaHW B rybyartbli HANOMHUTE b, €C/IN OH

ncnonb3yeTca 415 3aM0/HEHUA paHbl. Mpy NCNoNb30BaHUKM ry64aToro HanoHNUTeNA ¢ annapaTtom

PICO npopacTaHue TKaHW MOXHO YMEHbWNTb NYyTEM NMPUMEHEHUSA HEKNENKOr0o KOHTAKTHOIO C1os A/

paHbl UM nyTem 60s1ee YacTon CMEeHbl NOBS30K.

12. PICO MOXHO MCMNO/b30BaTh B COYETAHUN C XUPYPTUYECKUMU fPeHa)KaMu npu yCnoBumn, 4To NoBA3Ka

He pacnonaraeTca Haj TpybKaMmy B TOM MecTe, Ije OHM BbIXOAAT U3 KOXU. [ipeHax fo/KeH

NPOXOANTb NOA KOXeli Ha pacCTOAHMM OT Kpas MOBA3KN U (DYHKLMOHMPOBATb HE3ABUCUMO OT

cuctemsl PICO.

13. Mepep npuHaTuem aywa nomna PICO gonkHa 6bITb 0OTCOeAMHEHA OT NOBA3KMW. [locne oTcoegnHEHNS

Heob6xo4UMO HanpaBUTb BHU3 KOHeL TPyOKuM, npucoeanHsaemblii K NoBA3Ke, 4TO6bI BOAA He nonajana

B TPYOKY.

14. MosA3ku PICO gonyckaeTca Mcnonb3oBaTb TOMILKO ¢ nomnamu PICO.

15. He o6pe3alite Tpy6KU 1 HE M3MEHANTe UX KOH(Urypaumo, a Takke He pacTarmeante Tpyoky nam
MATKUIA NOPT.

16. He paspe3saliTe noBa3ky PICO, NOCKO/IbKY 3TO MOXXeT MPMBECTU K NOTepe OTpULaTeNbHOro AaBieHuns,
obecneynBaemoro annapatom JIPO/[,.

17. Bcerpa ybexpalitecb, 4To noBsiska PICO pacnono)eHa no LeHTPY Haf paHoi. MArkMin nopT AO/KEH
3aHMMaTb CaM0oe BbICOKOE MOSI0OXKEHME W pacnonaraTbCa Ha HEMOBPEXAEHHON KOXe, He BbiCcTynas 3a
npefensl paHbl, YTO CBOAUT K MUHUMYMY PUCK CKOMIEHUA XUAKOCTU BOKPYr MATKOro nopra u
noTeHumanbHOro 3artpygHeHusa JIPOL.

18. AnnapaTt PICO npegHa3Ha4YeH MCKAYUTENbHO AN O4HOKPATHOTO NPpUMEHEHMS. NpumMeHeHne N 6o
yacTu annapata A8 HECKONIbKUX MauueHTOB MOXET MPUBECTM K MEPEKPECTHOMY 3apaXeHuto un
pasBuUTUIO UHPEKLUN.

19. BbicoKkne TemnepaTtypbl U BIaXXHOCTb MOTYT COKPaTUTb Bpems HowweHua! nossa3ok PICO.
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~N0XeHUN MoBSI30K PAAOM APYr C APYrom y6eauTech, UTO Kpasi NOBA30K He MepekpbiBaloT Apyr

(enartesibHblE ABMIEHUA

TOe KPOBOTEYEeHWE Npe/CcTaBnsaeT CeEPbe3Hblii PUCK, CBA3AHHbIA C MPUMEHEHNEM
ITeNbHOTo AaBneHUs B IeYeHUN paH, YTO MOXKET NMPUBECTU K CEPbE3HbIM TpaBMaM UIuU CMepTHU.
3aTeneH TuWaTe/bHbIi 0T6OP NaLMeHTOB C yYeTOM YKa3aHHbIX NPOTMBOMNOKA3aHWii, NpeaynpexaeHunii
[Viep NpejoCTOPOXHOCTA. BHUMATENBHO CeanTe 3a COCTOSIHMEM paHbl U MOBSA3KU Ha Hanuuyue
[MpV3HAKOB M3MEHeHMsa cTaTyca KpoBONoTepu y nauueHTa. Mpn NosSBAEHUN BHE3aMNHbIX U Pe3KUX
n3MeHeHUii o6bemMa UK LBeTa aKccyaata o6paTuTech K MeauLMHCKOMY paGoTHUKY.

8. VHCTpyKUMA No NnpUMeHeHUo

8.1. PekomeHpgaunun no onpegesieHno NPUrogHOCTN paHbl 414 fieHeHnd

MoBA3ku PICO crefyeT NPpUMEHATbL Ha paHax, KOTOPble MO/IHOCTLIO NMOMeLWarTca No4 naowasbto
abcopbupytoLero c/04 NOBA3KMU, C COOMIO4EHNEM MepP MPELOCTOPOXHOCTUN OTHOCUTESBHO
pacnosioXXeHns MArkoro nopta (TO/IbKO HA HEMOBPEXAEHHOW KOXe, He 3aX04a Ha niowafb paHbl).
MoBasku PICO Multisite npefHa3HauYeHbl ANA yAyUYlWEeHUs NpUIeraeMocT Npyu HanoXeHUn Ha Hey[06HbIX

aHaTommnyecknx yyactkax. Kaxgas nossaska PICO (Bkiwuvas Multisite) ncnonbs3yetcs N nepeBsi3ku
TO/IbKO OAHOW paHbl. PekoMeHpaumnu:

e [nybuHa - gnsa paH rnybuHoin 6onee 0,5 cm yauwe Bcero Tpebyetcs rybyaTbiii unm mapnesbiin JIPO/-
HanonHWTenb Ana obecnevyeHnsa Hagnexaweli 06paboTKn Bcex NOBEPXHOCTEW paHbl. PaHbl 6onee
KPYMHbIX pasmepoB, ob6pabaTeiBaembie ¢ nomouibio annapata PICO, kak npaBusio, LOMKHbI ObiTb
rnybuHon He 6onee 2 cM.

e 3Jkccypgart- annapat PICO npegHasHayeH Ana UCNOMbL30BaHNA Ha paHax c ypOBHEM 3Kccygarta oT
HM3Koro (go 0,6 r BbigeNnsaeMoin Xxumakoctu/cM” naowanmn paHbl/3a 24 yaca) 4o ymepeHHoro (go 1,1r
BblAENAEMON XuaKocTu/cv” nnowaamn padsl/ 3a 24 yaca). 1 r akccygata npubnmM3nTenbHoO paBeH 1
M akccypaTta. MNMpu ncnonb3oBaHUM Ha paHe C YMEPeHHbIM YPOBHEM BblAENAEMOl XUAKOCTY

pasMep paHbl B 06LLEM C/lyyae He JO/DKeH MpeBbllwaTth 25% oT niowaan abecopbupytouiero cos
MOBSI3KU.

8.2. lMpwnmeHeHne

MoBA3KY J0/XKEH HaKNagblBaTb TO/IbKO MELULMHCKUA paboTHUK.

1. Ypanute n36bITOYHbIA BONOCAHOW NOKPOB, 4TO6bLI 06ecneYnTb NAOTHOE NpuieraHne NoBsA3KN K paHe.
Mpn HeOb6X04MMOCTN MPOMOMTE paHy CTEPUIbHBIM (PN3NOMOTNYECKNM PAcTBOPOM U MPOMOKHUTE ee
ANA BbICYWNBAaHWSA paHEBON MOBEPXHOCTU.

2. Cobnwpad npaBmaa acenTuKkK, yaanuTte LeHTpasbHYK YacTb aHTUAATe3MOHHOI0 3alMTHOrO C10A
NOBSA3KM N HaNOXWTEe NOBA3KY MO LEHTPY paHbl TakK, YTOObl YMEHbLW NTb BEPOATHOCTL NoONagaHus
paHeBOro OTAENAEMOro Ha MArKMn NopT. Y6eauTechb, YTO NOBA3KA IEXKUT POBHO Ha paHeBoOl
NOBEPXHOCTU M Npuneratwen koxe. MNoeBasky cnegyeT HaknagblBaTb Tak 4TOObI MATKUA NopT
pacnosiarancs Bbile paHbl (B 3aBUCMMOCTM OT NEPBUYHOI NO3ULUM NaLMUeHTa) Ha HEMOBPEXAEHHOW
KOXe, He BbICTynas 3a npejesbl paHbl, YTO CBOAUT K MUHUMYMY PUCK CKOMNMEHUSA XXULKOCTU BOKPYT
MArKOro noprta v 3atpygHeHuns JIPO[. Yganute octaBlIMECA YacTU 3AWMUTHOIO aHTUaAre3snoHHOro

cnosi U pasrnaabTe NoBs3Ky Ha paHe, n3beras cknagok. Mpu Heo6XoAMMOCTM N3MEHUTE NOMOXKEeHMNe
MOBA3KM TaK, YTO6bl HEe 06Pa30BbIBAINCH CKNAAKN.
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Momna Ao/KHa HaXOoAUTbLCA Ha PacCTOSIHUM He MeHee 10 CM OT UMNIaHTUPYEMbIX U3eNnil, TaKUX Kak
KapauoCTUMYNATOPbI, AeQUEPUNNATOPLI, WYHTUPYIOLWME KNanaHbl, HeAPOCTUMYNSATOPbLI, KOXeapHblie
MMNNaHTaTbl U NpoYNe CPeacTBa NOAAEPXKAHUSA XXUIHEHHO BaXKHbIX PYHKLMI OpraHnMama, Takme Kak
WHCY/NIMHOBbIE MOMIbI.

HanpaBfeHue, B KOTOPOM C/ieflyeT BCTaBAATL 3/IEMEHThI NMUTaHWUSA, yKasaHO BHYTPW oTceKa As
3/1eMEHTOB NUTaHUA. BcTaBbTe 3/1eMeHTbl NUTaHUA. 3aKpOoiTe KpbilwKy. Mocie 3TOro Bce YeThbipe
MHAMKATOpPA [0/KHbI 3aropethCs Ha 3 CEeKYHAbI.

MoAcoeAnMHUTE NOMMNY K NOBSA3KE, CKPYTUB COEAUHUTENN TPYBOK MeXay co6oii. Tpy6ka MArkoro

nopTa MOXeT 6bITb HENOCPEACTBEHHO NPUCOeANHEHA K NOMMNE, ecnin TPy6Ka-yaANNHUTENb He
TpebyeTcs.

HakmuTe Ha OpaH)XXeBYK KHOMKY AN Hadasna npuMeHeHus JIPOLA. AnA nonyvyeHUs AOMNOTHUTENbHOM

MHGOpMaL MM U NPOBEAEHUSA AUArHOCTUKN HEUCNPABHOCTEN CM. COOTBETCTBYIOLLYK MHCTPYKLMIO NO
npuMmeHeHunto annapata PICO.

5. Tpu ncnonb3oBaHUM 3aWUTHOW Hepa3dgpaxawwen nneHkn SECURA No-Sting Barrier Film nepeg

HaMoOXXEeHNEM PUKCUPYIOLNX MONOCOK (CM. MYHKT 9 pasgena «Mepbl NPeAOCTOPOXHOCTM») NpoOTpUTE
MeCTO BOKPYT MOBSA3KW U AAiTe KOXE BbICOXHYTb.
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TeuyeHWe BpeMeHU HOLWEHNA NOBA3KKU. B TPYAHOAOCTYNHBLIX MECTaX PeKOMEHAYETCA NPUKPENAATD
NONOCKK ANA obecneueHns repMeTUIHOCTU Nepea BKAoYEHWem Nomnbl. Pasmewaiite Kamayio
NONOCKY Takum 06pa3om, 4To6bl OHa NepeKpbIBaNa Kpan NOBA3KK NPUMEPHO Ha 1 cMm.

Cneaute 3a TeM, 4TO6bI TPY6KM HE NepeKpyIMBaNKUCh U He 3aCTpeBany 8 oaexae. Cneayer NOMHUTD,
4TO B C/IYMae yAaneHnAa GUKCHPYIOWMX NONOCOK NOTPebyeTcA CMEHUTL TaKKe U NOBA3KY.

MNpw xenaHMn MOXKHO HAHeCTH renesble NNACTLIPU B AONONHEHUE K GUKCUPYIOLUM NONOCKaM ANA
obecneyeHnAa nan NoaaepHaHNUA repMeTUYHOCTH.

8.3. 3ameHa NnOBA3KK

MoBA3KK pa3pewaeTca 3aMEeHATb TONbKO MegULUHCKUM paboTHrKam.

1.

MoBA3KK cneayeT 3aMeHATL CTPOro 8 COOTBETCTBUM CO CTAHAAPTHLIMM PEKOMEHAAUUAMMU NO
neueHmio paH, 06b1uHO Kaxkabie 3-4 aHA. Mo ycMOTpeHuo meanumMHCKOro paboTHuka nosaska PICO
MOET OCTaBaTbCA Ha paHe Ao 7 CyToK. Bonee YacTan cMeHa NOBA30OK MPXKeT NoTpe6oBaTLeA 8
33aBUCUMOCTH OT YPOBHA BbIACNAEMON KUAKOCTU, COCTOAHWUA NOBA3KK UK APYrux 06CTOoATEeNbCTS,
CBA32aHHbIX C NAUMEHTOM, HanNnpUMep, NPMU HCNONb30BaHKUKU NOBA3KKU PICO anAa MHGUUUPOBAHHDBIX
paH.

PerynapHo nposepsitte nosasku PICO. Ecan nosa3ka sbirnagut Tpebylowiei 3ameHbl (M. cxembl A-
C), HaXMHUTE Ha OpaHIKEBYIO KHOMIKY U OTCOEANHUTE NOBA3KY OT NoMNbl. OTKAelTe Pukcupylowme
NONOCKN OT KOXH, NPUNOAHUMUTE NOBA3KY 33 OAUH YFON U CTATMBAWUTE ee A0 NONHOFO CHATUA.
HanoxxuTe APyryto NOBA3KY B COOTBETCTBUU C padaenom 8.2. MNocne HaNOKEHNA NOBAIKK
NOAKNONUTE NOMNY U HAKMUTE HA OPAHIKEBYIO KHONKY ANA BO306GHOBNEHUA Tepanuu.

000

(A) Nosa3ka pacnoNOXKEHa NPAaBUNbHO U MOXKET OCTaBaTbCA Ha MecTe.
(B) Tpebyerca 3ameHa NOBA3KK — MATKUIA NOPT MOXKET BbiTb 6N0KUPOBAH MNAKOCTLIO
(C) Tpebyerca 3ameHa nosa3ku — abcopbupylowmit cnoit 3anonHeH

Nosasku PICO cnegyeT yTMAN3NPOBATL KaK MEAULMUHCKME OTXOADLI.
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)Nb3oBaHme noBA3oK PICO ¢ HanonHUTeNnsMun

PICO coBMECTMMbI CO CTaH4APTHLIMU MapaeBbIMU U Tyb4yaTbiMU HANOMHUTENSAMM,

HeMbIMK 6 TPAAMLMOHHbLIX annapatx JIPO [l rae sTo KNMHUYECKW UenecoobpasHo, Hanpumep, Ha
[CHefoCTaTKOM TKaHel. B ciyyae npuMeHeHUA HanosiHUTena ero u noeasky PICO cnefyeT MeHATb
na B HEAENO B COOTBETCTBUM C MECTHLIM KJIMHUYECKUM NPOTOKOIOM M MHCTPYKLUAMM

)BUTENsl. Mapns A0MXKHA HEeMNMOTHO NpueraTb K NOBEPXHOCTM paHbl. CnegyeT nsberatb
MbITOYHOrO 3aNONHEHNS.

IS* Kcnonb3oBaHMe NoBsA30K PICO ¢ Henpuannawwmmm caoamm

MoBs3kn PICO MOXXHO Npu HEOBXOAUMOCTM HakIaAblBaTb MOBEPX HEMPUAMNAKLWLEr0 C/0s, HANPUMEP, Ha
KOXHbIi TpaHcnaaHTaT. Ha MHMUMPOBAaHHBLIX paHax Ui paHax, NogBEPXXEHHbIX PUCKY MHD ek, Nog
nossiskamu PICO MOXHO ucnonb3oBaTb MaTepuan ACTICOAT Flex. '

8.6. Vicnonb3oBaHue NoBsA30K PICO B coueTaHMM ¢ KOMMPECCUOHHO Tepanuei

AnnapaT PICO B c/iyyae KAMHUYECKO He06X0AMMOCT COBMECTUM C KOMMNPECCUOHHO Tepanueii; oiHaKoO
nepej aTUM HeEO6X0AMMO TlaTebHO 06C/ieoBaTb paHy, YTo6bl y6eanTbes, UTo 06bEM aKccyaaTa
ABNAETCA ManbiM UM YMEepPeHHbIM. NPUMEHEeHNEe UHTEHCMBHOTO JIPO/, MOXeT Bbi3BaTb NOsIBNEHME
[NONONHUTENBHOTO 3KCcCyaaTa; noaToMy Noc/sie NepBOro HanoXeHns nNoBsiskn PICO noa KOMMPECCUOHHYHO
cCUCTEMY crieflyeT NPOBepsiTb MOBSA3KM yepes 2-3 AHS, UTO6bl BbIACHWUTb, ABSAETCA N1 BbligeneHune
XUAKOCTU NpUEMAEeMbIM UK HEO6X0AMMa CMeHa MOBA3KU, aTakke LenecoobpasHo v NpoAosXKaTh
KOMMPECCMOHHYI0 Tepanuio.

MprMeHAs KOMNPEeCCUOHHY Tepannto nosepx noBA3ok PICO, cnenyeT o6ecneuynTb NPOXOXAeHue
Tpy6oK, coeguHsaowmx nomny PICO c NoBA3KOWA, MOBEPX MEPBOr0 KOMMPECCMOHHOIO C/0S U NOA
nocneaywwmmm cnoaMmn, Bo nsbexaHume nx npuneraHna K Koxxe. NMpu mMcnonb3oBaHUN KOMMPECCUMOHHOTO
6enba TPy6KN JO/KHBI MPOXOAUTHL MOBEPX YYNOK. He cnefyeTt pasmewiaTts NOMMNY B KOMNPECCUOHHbIX
cnosix. lnA nonyyvyeHMs pekomeHgaunin no npasubHOMY NMPUMEHEHNIO KOMNPECCUOHHON Tepanum
cnepyet obpaliaTtbCa K COOTBETCTBYHOLWNUM UHCTPYKUUAM NMPOU3BOAUTENS KOMNPECCUOHHOM CUCTEMBI.

8.7. CHATME NOBA3KU

Ecnn MeAULUMNHCKNIA paBOoTHUK CUMTAET 3TO K/IMHUYECKN LieNecoobpasHbiM, NaunueHTy MOXeT 6biTh 1aHO
yKasaHue CHATb NoBA3Ky PICO nocne oKoH4YaHusa Tepanun. VIHCTPYKLMMW MO CHATUIO NMOBA3KM C NauueHTa
CM. B PYKOBO/ICTBE MNo/b3oBaTenst cuctembl PICO.

[N CHATWS NOBA3KWM HEOOXOAUMO BbIMOMHUTb YKa3aHHbIe HMKEe AencTBUS:

1. OctaHoBuTte nomny PICO Ha)kaTueM Ha OpaHXeBYyH KHOMKy. Mpn 3TOM BCe MHAMKATOPb! BbIKMOYATCA.

2. OTcoeguHMTE NMOMMY OT MOBA3KW, PACKPYTUB COEAUHUTENN.

3. CHumuTe noBasky PICO, oTknens hUKCUPYIOLLME MONOCKM OT KOXWU. MpUnogHUMNTE NOBA3KY 3a OA4UH
Yyron v cTArvBaiTe ee 40 NOMIHOrO CHATUSA.

4. ToBA3KU U PUKCUPYOLWME NOMOCKN cregyeT yTUNU3MPOBaTb KakK MegULUHCKNE OTXO4bl.

9. TllpuHATHME Ayuia 1 BaHHbI

PaspelwaeTca npuHumaTh nerkuii gyw; ogHako nomna PICO go/mkHa 6biTb OTCOEAMHEHA M MOMELLEHa B
6e3onacHoe MecTo, rge oHa He HaMOKHeT. MNoBaA3ku PICO He AO/IXKHBI nonagaTtb nog NPAMy CTPY Un
norpyxartbcs B BoAy. ocne oTcoeAUHEHNA HEO6X04MMO HanpaBsuUTb BHU3 KOHeL, TPy6OKu,
npucoefnHAEMbIN K NoBA3Ke, 4TO6LI BOAa He nonagasna B TPyOKy.

10. NoBcegHeBHOE nCMO/b30BaHMe

Mpun ncnonbszosaHnn nosasky PICO cm. COOTBETCTBYIOLW Y MHCTPYKLUMIO MO npumeHeHunto annapara PICO
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«HUA ,ELOI'IOI'IHI/ITEI'II::HOVI I/IH(bOpMaLI,I/II/I 0 nomMmne U nposeaeHUA ANarHOCTUKN HeMCHpaBHOCTeVI,

(ynpexxgeHus

«as MHCTPYKLUS MO NPUMEHEHUIO He ABNAETCS rapaHTueir. OHa COAepPXUT NNLb PEKOMeHJaumnm,
(MUMHCKUM BONpocam Heob6xoauMa KOHCyNbTaumsa cneyuanucTa. agenve 4oMKHO
®nb30BaTLCA B COOTBETCTBUM CAAHHON MHCTPYKLMENH M BCEMU NMPUMEHUMbBIMN MApPKMPOBKaMU.

Tapart PICO ynakoBbiBaeTcsa B CoeguHeHHOM KoponeBcTBe, NPU 3TOM OTAE/IbHbI€ KOMMOHEHTHI
3roTaBNMBaOTCA B CAEAYIOLWMX CTpaHax:

Nlosszka - CoegnHeHHoe KoponeBCcTBO

duKcupyrouime NoOCKN - cTpaHa-aKcnopTep ykasaHa Ha MapKMpoBKe

«CMunTaHAa Hedbto», CoeguHeHHoe KoponeBcTBo, Kpokcnu-Mapk, 5, XetTepc fleitH, YoTdopa,
XapTopTwwmp WD18 8YE (UK Smith & Nephew, Croxley Park, Building 5, Hatters Lane, Watford,
Hertfordshire WD18 8YE.)

Ten.: 08000 157 573.

«CMmuT aHg Hedbto Mu iTg.», ABCTPANTINA, 85 Batepnoo Poyg, HopTt-Paiig NSW 2113 (AUSTRALIA Smith
& Nephew Pty Ltd., 85 Waterloo Road North Ryde NSW 2113.)

Ten.:+61 29857 3999.

«CMuT 3Hg Hedbto TmM6X», ABCTPUA, KoHkopa BusHec-Mapk C3, A-2320 l'YsexaT (AUSTRIA Smith &
Nephew GmbH, Concorde Business Park C3, A-2320 Schwechat.)

Ten.:+43 (0)1707 9102.

«CMUT 3aHg Hedblo», WHOOHE3WSA, Xenckep, ToTan bunauur, 5-it atax, J1. flet. Mena. C. Mapman Kas
106A, OxakapTa 11440 (INDONESIA PT Smith & Nephew Healthcare, Total Building, 5th Floor, JI. Let.
Jend. S. Parman Kav 106A, Jakarta 11440.)

Ten.: 21 5680521.

«CmuT 3HA Hedbto Hepepnang CB», HUWAEPJTAHAbLI, baymnaaH 2, 2132 NP Xodagopn, HuaepnaHabl
(NETHERLANDS Smith & Nephew Nederland CV, Bloemlaan 2, 2132 NP Hoofddorp, The Netherlands)
Ten.: (+31) (0) 20 6543999.

«CMUTaHA Hedbto M1e NiTa.», CUHTANYP, 29 Megua-Cepkn, Ne06-05 3nuc a1 Meguanonuc, CuHranyp
138565 (SINGAPORE Smith 8t Nephew Pte Ltd., 29 Media Circle, #06-05 Alice @ Mediapolis, Singapore
138565)

Ten.: (+65) 6270 0552

«CMUTaHA Hedblio LiJsaiiy Al», LUBENLAPWSA, Moapa3fenerHne ycoBepLIEHCTBOBAHHOIO SIeUEHNS paH,
O6epHeyxodwTpacce 10d, 6340 baap (SWITZERLAND Smith 8 Nephew Schweiz AG, Advanced Wound
Management, Oberneuhofstrasse 10d, 6340 Baar.)

Ten.:+41 41 766 22 44.

@ «CmuT aHp Hedbio Megukan Jitg.», 101
Xeccn-poypg, Xann, HU3 2BN, AHrinsa C C
(Smith & Nephew Medical Ltd., 101 Hessle
Road, Hull, H13 2BN, England.) 2797
KOHTaKTHble fiaHHble Ana APYrux cTpaH
yKasaHbl Ha cTpaHuue: www.smith-
nephew.com
ToBapHble 3Hakn KomnaHum Smith & Nephew
© Smith & Nephew
[aTa Bbinycka okTs6pb 2020 T.

TOT NMPOAYKT MOXEeT 6bITb 3alMLLLEH OAHUM UIN HECKONIbKMUMK nateHTamu CLUA. Cm. www.smith-
nephew.com/patents
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lbinocTtaBkM NpoayKLmmn
laynakoBKa oTAeNbHbIX NOBA30K PICO gna ncnonb3oBaHUs ¢ annapatamun NS nev4eHunsa paH
»/lbHbIM fAaBneHnem PICO ogHOpPa30BbIMMU.
wayanbHO ynanoBaHHbIX NMOBA30K, AONOJ/IHUTE/IbHbIE CbVIKCI/Ipy}OLLI,VIe MO/TOCKN

Nem x 20 cm 66802022
fOCM x 30 cm 66802023
fio cm x 40 cm 66802024
15¢cm X 15 cm 66802025
15¢cm X 20 cm 66802026
15cm X 30 c™m 66802027
20cm X 20 cm 66802028
25 cm X 25 cm 66802029

MoBs3zka Multisite 15cm x20cm 66802020
MoBs3ka Multisite 20 cm X 25 cm 66802021

13. Yc/ioBHble o603HavyeHus

MpepynpexpgeHne: marHnTHoe nose. B nomne nmeetca MATHWUT. Momna
LO/HKHA Haxo4UTbCA Ha PacCTOAHMM He MeHee 10 cM OT MMNAAHTUPYEMBbIX
n3genunii; Takux Kak KapanocTumynaTopbl, 4eubpunnatopsl, WyHTUPYLOLWMe
K/anaHbl, HEMPOCTUMYIATOPbLI, KOX/IeapHble NMNAaHTaTbl U NpoYne cpepcTea
noagepXaHusa XXNU3HEHHO BaXXHbIX DYHKLNIA opraHmMama, Takme Kak
WHCYNMHOBbIE NMOMIMbI.

BHUMaHMe. defepanbHblii 3akoH (CLLA) orpaHuymMBaeT NpoAaxy 3Toro u3genus
BpayoM UM Mo 3akasy Bpava

[™only
3anpeT Ha NMOBTOPHOE NMpUMeEHEHNE

)K EC: He noaxoaunT AN 06blYHbIX OTXOA0B

M 2sc

BepxHsas rpaHmua TemnepaTypHoro guanasoHa

M3rotoButesnb
[aTta nsrotosneHuns

T O6paTnTech K MHCTPYKLMM MO NPUMEHEHUIO
He gonyckaTb BO37elCTBUS CO/THEYHOTO CBETA
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AOMNOJNTHEHUE K MHCTPYKLUWW 1O NPUMEHEHHO
HA MEOVUNHCKOE 3OE/INE

"MNoBaskn PICO K annapatam a5 /leYeHnsa paH oTpuuatesibHbIM
AaB/ieHneM o04HOpPa30BbIM, BapuaHTbl UCNOTHEHUS
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CTaBHe u3gemms B PO wmHGopmaumsi, cogepxawascs B AAaHHOM [OMOSHEHWM K WHCTPYHUMW MO
UeHNo, SIBASETCS MPUOPUTETHON. [OMOSHEHUE W WMHCTPYHUUW MO MNPUMEHEHUD SBASeTCSs
rMEMOW YacTbi0 MHCTPYHL MU MO NPUMEHEHUIO.

HANMEHOBAHWE MW, MOLENWN NN BAPUAHTBI WCMOHEHNA MW
rCnegyrolme HaMmMeHoBaHMsi MW, MCNonb3oBaHHble MO TEKCTY COMyTaBylOLUlEl AOKYMeHTaLuu, sSBIsoTCA
TOXAECTBEHHbIMU HAaUMEHOBaHMI0 MEAMLUHCKOro n3genua «Moeasku PICO K annapartaM Ans fnevyeHus pau
OTpULATENbHbIM 1aB/IEHEM O4HOPA30BbIM, BAPUAHTbI UCMOTHEHUS»

. MoBsasku PICO ogHOpas3oBbie
. MosAsku PICO

. MNoBA3KM

. N3penue (5)

HanMeHoBaHMS MeAULMHCKOrO W3[enns MOryT 6biTb YNOMAHYTbl B TEKCTE B COKpaLlleHHOlW opme ans
yno6cTBa BOCNpUATUS MHAOPMaLUN.

Moesizkn PICO K annapaTam /A NeYeHnss paH OoTpuULaTe/bHbIM [JaBNe€HWEM O[HOPa30BbIM, BapWaHThI
NCMONMHEHWS:

L Mossskn PICO 10cm X 20cm, B cocTaBe:
MOBA3KN-5 wT.
hmkeupytowme nonocku - 30 L.
WHCTPYKUMA MO NPUMEHEHWNIO- 8 LT,
[OOMOJIHEHNE K MHCTPYKLMN MO NPUMEHEHNIO - 8 LUT.

2. Mossaskm PICO 10cm x 30cm, B cocTase:
noBs3kKa-5 L.
thmkeunpyrowme nonocku - 30 w.
WHCTPYKLMSA MO MPUMEHEHWIO - 8 LIT.
[ONOSTHEHNE K MHCTPYKLUMM NO NPUMEHEHUIO - 8 LT,

3. Moeaskm PICO 10cm X 40cm, B cocTaBse:
nossska-5 um.
hmkeupytowme nonocky - 30 L.
WMHCTPYKLMSA MO NPUMEHEHUIO - 8 LUT.
[ONOSTHEHNE K UHCTPYKLUMN MO MPUMEHEHUIO - 8 L.

4. Moesaskn PICO 15c¢cm x 15¢m, B cocTaBe:
MoOBSI3KM - 5 WIT.
thmkenpyrowme nonocku - 30 wir.
WHCTPYKLMSA MO NPUMEHEHUNIO - 8 LT,
[OMNONMHEHNE K UHCTPYKLNUN NO NPUMEHEHMIO - 8 LUT.

5. Mosssku PICO 15c¢cm x 20cMm, B cocTaBe:
NOBA3KN-5 L.
hvkeupyrowme nonocku - 30 .
WHCTPYKLMSA NO NPUMEHEHNIO - 8 LuT.
[ONOSTHEHNE K UHCTPYKLMW MO NPUMEHEHUIO - 8 LUT.

6. Moesaskn PICO 15cm X 30cMm, B cocTaBe:
MOBA3KU-5 wi.
hmkenpyrowme nonocky - 30 wir.

- WHCTPYKLMA MO MPUMEHEHUIO - 8 LT,
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[IONONHEeHNe K MHCTPYKLUUK MO MPUMEHEHNUIO - 8 nsi.

Mossaskn PICO 20cm x 20cMm B cocTaBe:

MoBA3KM -5 wIT.

dmkeupytowme noaocku -3 0 L.

WHCTPYKLMA MO MPUMEHEHUIO - 8 L.

[LOMOJSIHEHME K UHCTPYKLMN MO NPUMEHEHNIO- 8 LUT.

Moeaskm PICO 25cm x 25¢cm B cocTase:

NoBA3KM-5 WIT.

thmkempyowme nonockn - 30 .

WHCTPYKUMA MO NPUMEHEHUIO- 8 LT,

[OOMOJIHEHNE K UHCTPYKLUMU MO NPUMEHEHUIO - 8 LUT.

9. Mossizkm PICO Multisite 15cm x 20cMm, B cocTaBe:
NOBA3KN-5 LUT.
thmkcmpyrowme nonockn - 30 wir.
WHCTPYKUMSA MO MPUMEHEHUIO - 8 LT,
LOMOJIHEHNE K UHCTPYKLUMN MO NPUMEHEHMIO - 8 LUT.

10. MoBs3kn PICO Multisite 20cm x 25¢cMm, B cocTaBe:
MoOBA3KN-5 WIT.
hmkempyrowme nonocku - 30 .
WHCTPYKUMSA MO MPUMEHEHUIO- 8 LT,
[OMOJSIHEHME K MHCTPYKUMM MO MPUMEHEHNIO - 8 LUT.

Knaccudpmkaumnsa MU

Bna HOMEHKNATYpHOI Knaccugmkaumm B COOTBETCTBUN € NprKa3om M3 P® Ne 4H - 287470

Knacc noTeHUMansHOro pyucka NPUMeEHeHUs B COOTBETCTBUM ¢ AupekTusoii 93/42/E3C - 26

KpaTHocTb NnpuMeHeHus - N3genue npefgHa3HavyeHo 418 04HOPa30BOro NpUMeHeHus.

Knaccudukaymsa magenunin no npogo/HKMTENbHOCTUN KOHTaKTa - u3genune gautensHoro (<304H.) KOHTaKTa.
CTepunbHOCTL: cTepusibHoe MU.

MHBa3MBHOCTL: HeMHBa3nBHoe MU.

2. HA3HAUEHUNE

MpefHa3HayeHbl 418 UCMOb30BaHUA € annapartammn o1s nNevyeHns paH oTpuuaTesbHbiM gasneHvem (JIPOO)
PICO ogHOpa3soBbIiMUY
3. TEXHWYECKWVE XAPAKTEPUCTUKN

Cm. pasgen 12 VIHCTPYKUUKX Mo NMPUMEHEHMUIO.
OnucaHue/xapakTeprucTMka KOMNOHeHTa
(Pasmepsbl; 4OMYCK *¥»5%, ecnin He yKa3aHo NHOE)

HasBaHue

Macca noBsA3ku

Pa3mep noesizkn LLx(cm) Macca nossizku (r)
10x20 15 +10%
10x30 21 +10%
10x40 27 £10%
15x15 17 £10%
15x20 22 +10%
15x30 33 +10%
20x20 29 +10%
25x25 49 +10%
Multisite 15x 20 21 +10%
Multisite 20 x 25 35+ 10%
MoBsizka MpeaHasHaveHa aNsl yaaneHus v ucnapeHns aKccygara U3 paHeBoro yuacTka B YC/TOBUSIX
nPoA,
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Pasmep nossasku LWx[ ~ Pa3vep abcopbupytoLero cnos nosasky (no HanbonbLUnm

(cm) pasmepam) LLxJ, (cv)
10x20 5.6x15
10x30 5.6x25
10x40 5.6x35
15x15 10x10
15x20 10x15
15x30 10x20
20x20 15x15
25x25 20x20
anﬂ3Ka MVIK($[19 I'Ipe,qHasHaLleHa Ana nydwero npuneraHnsa noBA3KM KM30rHYTbIM ydacTKaM Tena
Pasvep noesasku LWx[,  Pa3vep abcopbupyoLLEero cnos nossasku (Mo HambonbLWNM
(cm) pasmepam) LLx[, (cm)
Ml11511e 15x20 10x15
Muk1$ke 20x25 15x20
AHTNAAre3NOHHbIN 3alNTHbIR Cno MpeaHasHayeH ANA  3aWWUTbl  aAre3sMoHHOro C/ioA  MOBA3KW MNpU  XpaHeHUn wn
NMnoBA3KN TpaHCnopTnpoBKe
Pasvep nosasku LWx[,  Pa3vep aHTVaAre3vioHHOro 3awmTHOro cnos LLx/A (cm)
(cm)
10x20 10x20
10x30 10x30
10x40 10x40
15x15 15x15
15x20 15x20
15x30 15x30
20x20 20x20
25x25 25x25
Munk1$ke 15x20 15x20
Mwnk13ke 20x25 20x25
PuKcupyrowas nonocka MNpegHasHaveHbl AnA nogaep>XaHus repMeTUHYHOCTU annapata B TeyeHUe Ccpoka

I'IpeﬁbIBaHVIFI NMoBA3KW Ha paHe
Pa3smep noesizku LLx[, ~ Pa3smep dmkcupytowleli nonocku OxLL (cm)
(cm)
10x20
10x30
10x40
15x15
15x20
15x30
20x20
25x25
Mn111$ke 15x20
MwulL3ke 20x25
3awmuTHaa NognoxKkKa YaanaeTcsa 40 HanoXXeHUA (UKCUPYIOLL el NONOCKN

rkcnpytouleli Nonockmn Pa3mep nosAsku LLx/[, Pa3mep 3awmTHoM noaioxku AxLL (cm)
(cm)
10x20
10x30
10x40
15x15
15x20 14x5 (ueHTpasibHas YacTb)
15x30 10,2 X5 (60K0Bble YacTu)
20x20
25x25
Muk1$ke 15x20
Multi$ite 20 x25

dukcupytowasa nneHka HenocpencTBeHHO huKcupyeT NOBA3KY

PUKCUpyloLLel Nonocku Pa3mep nossasku LWx[, ~ Pasmep dmkcupytoweii nneHkn AxL (cm)

25x5
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MeTopa ncnbiTaHni

1HWI BN

71lnurbiBatolias cCnoco6HOCTL

(bnuTbIBatowWan cnocobHOCTb (B CXXaTOM COCTOSAHUN)
Cnoco6HOCTb yaep>XnBaTb XXUAKOCTb (abcopbupyrowas
CMoco6bHOCTb)

Cnoco6HOCTb yepP>KMBaTh XXUAKOCTb (MPOHUL,AEMOCTb)
Paas>XnmMocTb (B NPOAOAbHOM HarnpaBieHnuu)
PacTa>XnMMocTb (B MoNepeyHOM HanpasneHUmn)

BogoHenpoHMLaeMocTb

MaponpoHnLaeMocTb
Pa3mep nepcoprpoBaHHbIX OTBEPCTUI

Y3op nepdopaynn

MopT n Tpyb6Ka: NPOYHOCTb Ha pacTs>eHune (o6paTHoe

n3BnevyeHue)

Tpy6Ka 1 KOHHEKTOP; MPOYHOCTb Ha pacTs>keHune

[MoBA3KN
OI’paHVI‘-IeHVIFI neaonHUUbl UasMmepeHns
AAresvBHas Mor/owarwas noeaska C KPOMKaMyW C  Hapy>XHbIM
NAEHOYHbIM  MOKPLITVEM 6€3  WMHOPOAHbLIX  MpUMECE. Het
BblLLlela4YMBaHNA LBeTa.
He meHee 50 r/100 cm™
He meHee 50 r/100 cm™

He meHee 40 r/100 cv™

He meHee 80 r/100 ow™
He 6onee 1,4 krc/cm (1,373 H/mm)
He 6onee 1,4 krc/cm (1,373 H/mm)
CootBeTcTByeT TpeboBaHuAM  (BKMoYas unbTp  /
repMETUYHYHO MNIEHKY)™

BEPXHIOHO

1000-3500 r/m2/24 u
0,4+1,8MMm
OTBepcTUsA AOMKHbI 6bITb pacnpeeneHbl paBHOMepHO. He meHee 8
OTBEPCTUI Ha cv™

MoanepxusaeT He meHee 15 H (B TeueHue 15 c)

MuH1mManbHasa cuna pasbeguHeHna 7 H

*MeTog, 0OCHOBaH Ha hapmakoneinHoM mMeTofe, cogepkawemcsi B MpunoxkeHun XX BputaHckoli thapmakonen BP 1993 metog K, u,
MOCKO/IbKY 3TO TECT "npoLuesn/He npoLen”, 0CHOBaHHbIM Ha MPOCTON (h3MYECKON XapaKTEPUCTVIKE, BbIMOIHAEMOL B KOHTPOMPYEMbIX
YCNOBUSAX, PopMasibHas Ba/IMAALMS HE CUMTaeTcst He06X0ANMON.

duKcUpyrowme nonocKu

MeTog ucnbiTaHni

BHelHWI BUA,

MNOTHOCTb NNIEHKN OCHOBbI
MNOTHOCTb aAre3nBHOrO BellecTBa
MaponpoHuuaemMocTb

PactsaxxmnmocTtb

MocTossHHasa ycagka

MpoYyHOCTbL Ha pa3pbiB

Apresvs Kcrtanm

Ycnnue oTaeNneHNA NieHKU/noanoxkKn
Ycunnue oTaeneHnsa agresmBHoOro cnos
CnunaHve npu casure
BopgoHenpoHnuaemocTb

LWnpuHa nonockn

OrpaHnyeHNs U eAVHULLbI U3MEPEHUSA
MoBsi3ka He JO/MKHA coaepyaTb UHOPOAHbIe NpumecKn. Ha Kaxaoi 13
CTOPOH  MNOAJ/IOKKN  OO0/DKHA  OblTb  cneupanbHas — Cklagka,
obecneunsalollas flerkoe yganeHve nneHkn. [locne ypaneHus
LEHTPa/IbHOr0 JiepXkaTens He [O/DKHO HabnioaaTbcs Ype3mMepHOro
OTAENEHNS MOA0XKMN
40-50 r/m2
27-43 r/vm2
He meHee 600 r/m2/24 4
He meHee 0,2 (krc/cm) (0,196 H/mm)
He 60onee 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
CooTBeTCTBYET TPEOOBAHMAM™
501 Mm

*MeTof, OCHOBaH Ha thapmakoneiiHom MeToge, cogepxawiemcs B Mpunoxennn XX BputaHckoli chapmakonen BP 1993 meTtog K, u,
MOCKO/bKY 3TO TeCT "npoLuen/He npoLuen”, 0CHOBaHHbLIN Ha NPOCTON IN3NYECKOI XapaKTePUCTUKE, BbIMOHAEMOW B KOHTPONPYEMbIX
YCNoBUSIX, hopMasibHast Baimgaums He cHUTaeTcs HE06X0AMMOIA.

4. MEPEYEHL N OMNCAHWE MATEPVANOB MA
MaTeleaﬂbl N30EeNnNA:
KoMMnoHeHT MaTepuan KOMMNOHEHTa Mapka unu xapakTepuctTuka Bug KOHTakTa ¢

MaTepuana nawueHToMm
(yenoBekom) (no
O a ISO 10993-1-

2011)

MoBA3ska AHTNAAre3NOHHbIN MonynpospayHas Mondi HOPE CT(70tHDut) [nutensHbli (He
3aWMTHBIN croi 0[JHOCTOPOHHE U00B6 6onee 7 cyToK),
CUMKOHM3MPOBaHHAas KOHTaKTe

nonnaTuneHoBas nyieHka
BbICOKOI1 MI0THOCTYU

noBpeXXaeHHbIMN N1
noABeP>XXEeHHbIMU
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ALresunB, KOHTaKTUPYHOLLWIA C paHoW

Otold, MepchoprpoBaHHbIii
KOHTaKTUPYOLLWiA C nonmypetaH EU30
paou AHTNGNOKMPYOLWNIA
KOHLeHTpaT
KOHCTPYKUMOHHbIN Aaresms A8 akpw/oBbIii
Anresvs

Aare3uB K5 akpunnoBbiii

PazgenntencHbli Monnachmp
croi

A6copbumpytoLnia CynepabcopbeHT
cnon

MOBEPXHOCTHLIN Coi EU33 MonnypetaHoBas
MNEHKa
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Silpuran 2111A/B

Yactb A

1 MonngnmmeTuncunokcaH ¢
KOHL,EBbIMU BMHW/OBbIMU
rpynnamu

CAS-No: 68083-19-2

1 Cmona MQ,

CAS No: 104199-38-4

1 M1aTuHOBLI  KaTanMsaTop
(<50ppT)

CAS No: 68478-92-2

1 Mpumeck Tonyona <0.02%

YacTb B:

1 [oNMaMMEeTUICUNOKCaH €

KOHLEBbIMW BOAOPOAAMU

CAS No: 70900-21-9.

1 [oNManMEeTUNCUNOKCAH ¢

KOHL,EBbIMU BVHWMOBbIMM

rpynnamu

CAS-No: 68083-19-2

1 IumeTuICuIoKcaH-

MeTUArMAPOreHCUIoOKCaH

COMoNMMep C  KOHLEBbLIMU

TPUMETUNCUNNITBHBIMN

rpynnamu

CAS No: 68037-59-2
ElastollanSP806

Konzentrat 978

1 14.661%  2-aTunrexkcun
akpunart (2-EHA)

* 1.892% nepsHas
akpunosas kucnota (AA)

1 14.661% n-6yTnn akpunat
(M-BA)

1 68.624% aueToH

1 0.162% o (4tpet-
ByTUALMKNOreKcn)
nepokenankap6oHar
(n3BecTHbIN Kak BCHPC)
1 22.15% n-6yTnn akpunat
1 24.72%  2-3TMn rekewn
akpunat
1 0.50% 2-TNOpPOKCUITIN
meTakpuniar
1 2.50% n-6yTun metakpmnat
1 49.90%
[evoHn3npoBaHHas Bofa
- 0.10% Clra$ul 46P

NOBEPXHOCTHOAKTNUBHOE
BELLECTBO

1 0.13% nepcynbghar
aMMOHUA

Baltex, TonwmHa 2 mm

Airlaid Chem-Posite 1IC-450,
TonwmHa 3-5 Mm

SP9109

onacHocTu
NOBPEXAEHUS
NMOBEPXHOCTAMM Tefa



brmuin nopt Hapy>xHblii croi

J  nossA3sku

KOHCTPYKLMOHHBI
Aaresvs

Memb6paHa dwmnbTpa

PaszpenuTenbHblii
cnow

TpybKa NoBA3KK

CoepuHuTens

MArKOro nopra
®dukcnpyrouine 3alumTHasA noasioxKa
MOI0CKM

AHTMGOKUPYIOLLEE
BELLECTBO

En34 MNonunypetaHosas
NMEHKA NOBbILLEHHO
MPOYHOCTK
AHTUGMIOKMpYIOLLEE
BELLIECTBO

Y® oTBepXxgaemblin Knei
OTBepXaaemblii Kneii

AKpPWNOBbLIi cononmmep
Ha He/IOHOBOIT OCHOBE

Monnadmp
MBX

ApomaTunyeckuii
nosMypeTaHoBbIl
TepMoniacTuk
MonnatuneHosas
6e3gpesBecHas 6eneHas
bymara ¢
HepacTBOPUMbIM
CU/INKOHOBbLIM
NOKPbITUEM
MeyaTb opaHxesas

Aaresn A8 akpwioBblii

Hapy>kHas nneHka

BEPXHWIA 3aLMTHBIN
cnon

Martepuiasibl YaKoBKU:

KOMNoOHeHT

En45 MonnypetaHoBas
nyeHKa

AHTMGNOKMpYIOLLEE
BeLLEeCTBO

MonuadmpHas nnexHka c
CUJINKOHOBBIM U
MaTOoBbIM
NOMM3TUNEHOBbIM
NMOKpPbITUEM
Meuarb opaHxesas

Konzentrat 978

Elastollan 685A ION

Konz 927 6e3 EBS

Loctite 3341

Loctite 4011-SG

Versapor R

[OnvTtensHbiin (He
6onee 7 cyToK),
KOHTaKTe
NOBPEXAEHHbLIMU WN
noABepPXXeHHbIMU
ornacHoCTu
NoBpeXAeHNs
NOBEPXHOCTAMU Tena

Baltex, ToNwmHa 2 MM

Unichem 7088G-015 MED

Desmopan 9370A

Loparex 111/60

KpaTKoBpeMeHHbIi
(B0 24 yacoB) KOHTaKT
C HEMOBPEeXAEHHO

KOXeit
PMS 151
1 14.661% 2-3Tnnrekcun AnutencHbliA
akpunart (2*EHA) (He 6onee 7 cyToK),
1 1.892% negaHan KOHTaKTe
akpwnioBas kucnoTa (AA) HenoBpeXaeHHOoM
¢ 14.661% n-6yTnn akpunar KOXKel

(n-BA)
1 68.624% aueToH
1 0.162% Di
By TUILMKIIOreKCcWIT)
nepokcugmkapboHar

{n3BeCTHbIIt Kak BCHPC)

SP9109 nonuvep

Konzentrat 978

Loparex 111/23

PMS 151

MaTepuas KoMnoHeHTa

MaTepuanbl UHAUBUAYaNbHOM YNaKoBKN (MaKeT):

Bepx nakeTta ¢ HaHeCEHHO
MapKNpPOBKOW
OcHoBa nakeTa

Kopob6bka

Bymara

HelinoH

MaTtepuanbl oTAenbHOW KOPOOKMK:

KapTtoH
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(41peT-

KpaTtkoBpeMeHHbIi
(B0 24 YacoB) KOHTaKT
C HEMOBPEXXAEHHO
KoXel

Mapka nin xapaktepuctuka
MaTepunana

KGO111
NLS90

650 MKM



YCNoBuUA NMPUMEHEHWA, TPAHCTIOPTUPOBKWM U XPAHEHNA MU
A npumeHeHus

/ Temnepatypa +5-+40*C
/ BnaxkHoCTb (OTH.) 10M95%
>B/A TPAHCMOPTUPOBKU U XpaHEHUA
/ TemnepaTypa He Bbile 25*C
1 BnaxHocTb (0TH.) He Bbllwe 60%
6. OJAHHBIE 0 MAPKUPOBKE
6.1. IMpOeKT MapKMpPoOBKKU

MPOoeKT MapKMPOBKX YNaKOBKN MeAULMHCKOTO N3enna Ha Tepputopun PP coaep>XUT CN. MHpopmMaLnio Ha
PYCCKOM £i3bIKe:

ApTUKYN:

HanmeHoBaHue: MoBsasku PICO K annapartam 418 le4eHnst paH oTpuuatesbHbIM faBieHnem 04HOPa30BbIM
Pasmep>: 10x20 /10x30/10x40/15x15 /15x20 /15x30/ 20x20/ 25x25/ Multisite 15x20/ Multisite 20x25
Kon-Bo WT. BynakoBKe: 5 Wr.

[arta n3rotosneHus, ucnonbL3oBaTb 40, HoMep naptTun/cepun: CMm. Ha ynakoBKe.

HaumeHoBaHWe n agpec usrotoButens: «Cmut aHg Hedbto Megukan fita», 101 Xeccn Poypg Xann, 2iiutO3
2Bbn3H, CoeanHeHHoe KoponeBCTBO

YNOMHOMOYEHHbI NpeacTaBuTeNb Ha Tepputopun PP: OO0 "CmuT 3Hg Hedgbro", 105120, Poccums, T.
MockBa, 2-i CbIpOMSATHUYECKUIA nep., 4.1, 9 aTax, nom. 1, kom.1. Ten./dakc: +7 495 755 55 03

MeTog cTepunmsauun: Ctepunmsaumsa aTuneHokengom. CtepuisHo

Howmep PY:

HasHayeHune, cnocob npuMeHeHns, NpoTMBoNoKasaHns: CM. MHCTpyKuuio

YcnoBuA XpaHeHus: B CyxXoM, 3allMLeHHOM OT CBETa MecTe, MNpu TeMnepartype He Bbile +25X

Mepbl NpefoCTOPOXKHOCTU: - ,

NHopmMaumsa o COOTBETCTBUM CTaHAapTam KadyecTBa (Npy HEOBX0ANMOCTH)

NHCcTpyKums no NPUMEHEHWNIO: http://www.smith-nephew.com/about-us/where-we-
operate/europe/russia/ifus/

*By/eT yKasaH TOMbKO OAVH pasmep, COOTBETCTBYIOLLWIA AaHHOMY apTUKy/y

6.2. JaHHble 0 MapK1upoBKe

Cumson/TekcT 3HaueHwue/nepeBos,

CHauana CHsTb 3aWWUTHYH NOAN0XKKY
(hMKCUpytoLLeli NOMOCKN

3aTeM CHSTb BEPXHMIA 3aLLUTHbIN CnoW
(hMKCMPYIOLLEA MONOCKN

IPICDressings

CnepyiiTe MHCTPYKLMU MO NPUMEHEHUHO

Howmep no karasory

VMcnonb3oBatb 40
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OTKpbITb, OTBEPHYB BYMaXKHbIV Kpaii

Multisite
20cm x 25cm Pasmep MoBSA3KN: |
7.9in. x 9.8in Mn111511e 20cmx250Mm; 7,9 [ioiim x 9,8 [itoiim (B

COOTBETCTBUWN C BapNaHTOM VICI'IO}'IHeHI/IFI)

Pasmep nossAsKu:

OnuHa 25 cwm (9,8 Atoiim) - 20 cm (7,9 [toiim)
LLivpwnHa 20 cm (7,9 Atoim) -15 cm (5,9 Oroiim)
(B COOTBETCTBUM C BAPUAHTOM UCMOMHEHMS)

6 (DMKMCPYIOLLMX NONOCOK B KOMMEKTE

CxeMaTnyHas UHCTPYKLMSA N0 NPUMEHEHUIO
(nHAMBUAYyanbHas ynakoBka (naket) PICO)

MosmW iSrwphew
Norotun komnaHuM CMnTaHA Hedbto

PICO Ao

YnakosaHo B CoefiuHeHHOM KoposeBcTBe C

Packaged in UKwith individual components made in the WHAUBUAYANbHBIMU KOMMOHEHTaMU,

foliowing countries N3roTOBMEHHbLIMUN B CNeAyoLMNX CTpaHax

Derssing-UK Moss3ka - CoefnHeHHOe KOponeBcTBO

Fixation strips - UK duKempyoLme nonocku - CoefiHeHHOe
KoponescTso

CmuT 3Ha Hedbto Megukan lumuteq,

101 Hessle Road, Hull H13 2BN England
Toprosas Mapka koMnaHum CMuT aHf Hedbto
3TOT NPOAYKT MOXET ObITb 3aLLULLEH OAHUM WK
HecKonbKumMun nateHTamy CLLA

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

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

YNONHOMOYEHHHbI NpeacTaBUTeNb B
EBponelickom coobLyecTse

@/ 3anpeT Ha NOBTOPHOE MPUMEHEHME

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

LLITpmxKoz

YNakKoBOUHbI/ MaTepran nogAneXuT BTOPULHOI
nepepaboTke

5 nossi3ok PICO B ynakoeke

7 NOPAOOK NYCTOoB/A YTWIVBALW nnn YH/MTOKEHAA My

YTnnnsaumsi ynakoBkuy / COAEPXMMOTO O/IKHA OCYLLECTB/STLCS 6€30MacHbIM 1 pa3peLleHHbIM Cnoco6om
c cobnofieHeM Tpe6GoBaHWii perroHasnbHbIX / HaLUMOHa/bHbIX / MEXAyHapPOoAHbIX HOPMATKBHbIX aKTOB
OTHOCWTE/IbHO 06paLLEHNS C MEAULUHCKMMI OTXO4aMK.

Mpoueaypa yTUAN3aLUM NN YHUUTOXEHNUS MCMOMb30BAHHOIO MEAULIMHCKOTO U3Aenus - yTuamsauus
MPOV3BOAMTCS COFMIaCHO 3aKOHOAATENLCTBY, AENCTBYyOLIEMY Ha TeppuTopum P®. Knacc OTXOAOB MO
CaHlnH 2.1.3684-21 "Bb"

Mpoueaypa yTuAM3auum Uan yHUUTOXEHUS HEUCNO/b30BAHHOTO MeAULMHCKOTO U3Aenus - yTunnsaums
MPOU3BOAMTCS COIMAcHO 3aKOHOAATEeNbCTBY, AENCTBYIOLEMY Ha Tepputopun P®. Knacc oTxodos Mo
CaHlNnH2.1.3684-2T'A

8. HOOPMALAA O CTEPWIBHOM COCTOHN MEAMLHCKOIO MBOE/ WA, METOLE HO
CTEPUIVBALI N O MOPALKE AEACTBAA B C/IYHAE HAPYLLEHAA CTEPATBHOW YTAKOBKA
CTepuiibHO. MeAnLMHCKOE n3aenve CTepunmnsyeTcst STUNEHOKCUIOM.

He ncnonb3oBaTth NPU NOBPEXAEHUN YNAKOBKY.

9. MEPEYEHb MATEPVIATIOB YK/BOTHOMO U (V) YE/IOBEUECKOMO MPOVICXOXKIEH/H

He npvmeHumo.

10.  COOFPYAHVE MEDVLHCKVX CYECTAHLWA
Pas,qen HE NPpUMEHUM K pacCMaTpuBaemMbiM M3[eNNAM, TaK KakK pacCMaTpuBaemble uU3genna «CMuUT 9H/A

Hetbio Megukan fITA.» He cogepxXaT MeAULMHCKUX CyBCTaHUMiA, Takke MleAvuuHcKue CyGCTaHLMK He
yYacTBYIOT B NpoLecce NPOM3BOACTBA.

1. OObVKA HA MPEORIILIE MOAVIGVKALAA MEOVLHCKOMO VROE/WVSA WA NOOOBHLE
MOAVIOVKALIA MEOVLIHCKUX VROE A, HAXOOALLYXCH B OBPALLIEHAV

He npumeHumo.

12 OTVICAHVE MPYHALVEXHOCTEA, MEAVLWHCKVX VROENM W VROE, HE SBMAHOLLYIXCH
MEOVLWHCKMK, HO TPEOYCMOTPEHHBX [/ CO/MB30BAHA B KOMBVHALYM C
MEAVLIHCK/M VROE/IVEM

Cm. pa3gen 8 NHCTpYKUUKM MO NPUMEHEHMIO.

CtaHfapTHble rybyatble HanosIHUTeNN:

OnvHa 12545 mm

LLnpuHa 100+5 mm

TonwmHa 1545 mm

MopuraocTtb: 40-50 PPI

MnotHocTb: 1,30-1,60 chyHT/chyT™ (20,82-25,63 KI/M)

MPOYHOCTb Ha pacTskeHve: He meHee 10 dyHT/aronm2 (0,069 H/MMY)
OTHOCUTEeNnbHOE yasivHeHne: He meHee 110 %

MPOYHOCTL Ha pa3pbiB: He meHee 2,5 diyHT/atonm (0,438 H/Mm)

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



t

Y HOAPTHbIE Map/ieBble HaNoONHUTENN:
ybBEpPXHOCTHAA NJIOTHOCTL He MeHee 36 /M
'PH BOAHOW BbITSXKKM 6-8
PaspbiBHasA Harpyska:

- M0 OCHOBE - He MeHee 78,0 H (8,0 krc),
- N0 yTKY - He meHee 34,0 H (3,5 krc),
CKopocTb cMavmBaemocTu He 6onee 10 ¢

Mybuatble 1 Map/ieBbie HAMOMHUTENN HEe MOCTaBASAHTCA ¢ noBsA3kamu PICO.

CoBmecTumMble annapartbl PICO:
- AnnapaT pns fnedyeHWs padH oTpuuaTtenbHbiM gasneHnem PICO opHopa3oBbi  (perncrpauyoHHoe

ynoctoBepeHue NeP3H 2013/1110),
- Annapat gns feyveHuss paH oTpuuatenbHbIM AaBneHueMm PICO7 oaHopas3oBblii  (perucrpauvoHHoe

ypoctoeepeHue NeP3H 2013/1110),
- Annapat 48 fied4eHns paH oTpuuartesibHbiM gasneHuem PICO7Y ogHOpa30Bblii  (perucrpauymoHHoe

yaoaoBepeHne NeP3H 2013/1110),
- Annapat gnst neyeHns padH oTpuuaTenbHbiM gasneHneMm PIC014 ogHOpa30BbIii

13 MEPEYEHb MPYMEHSEMBIX MPOVIBBOLVITE/TEM (VBrOTOBUTENEM) MEVLWIHCKOMO VROE/ VA
HALL/OHATBHBIX aAHIAPTOB

CraHgapT OnucaHue
YnaKkoBkKa
YnakoBka 4719 MeQUUMHCKUX U3LeNniA, NOANeXaLLmx
(hMHWLWHON cTepunmnzaumn. Yactb 1. TpeboBaHms K
MaTepuanam, 6apbepHbIM cucTemMam AJis cTepumnsauum u
YNakKoBOYHbIM CHCTEMAM
YnakoBKa An1s MeAULVHCKUX U3LENUA, NOANeXalLLnx
BS EN ISO 11607-2: 2017 thvHMLHOI cTepunu3aumnn. YacTb 2. TpeboBaHUsA K BammgaLmm
npoLeccoB hopmMnpoBaHus, repMeTmusaLumn n cbopkm
YnakoBka. TpaHcnopTHas Tapa. [pacmyeckvie CMMBObI 4151
o6palLLeHNa N XpaHEHUS YNaKOBKW.
Bbi6opoUHbIe Mogenupytowme TecTbl - 19TA 2A TecTbl Anis
ynakoBaHHbIX U3fennii Becom 68Kr 1 MeHee.
CTaHpapThbl, MTPUMEHNMbIE K KOHKPETHOMY N3Aennio
MeTofbl TECTUPOBaHNA NEPBUYHBIX PAHEBBIX MOBA3OK.
ACMeKTbI BNUTLIBAEMOCTMW.
MeTo/bl TECTUPOBaHWA NEPBUYHBIX PaHEBbLIX MOBS30K.
BS EN 13726-2: 2002 CKOpOCTb MPOHWKHOBEHUSA BOAAHBIX MAPOB 4/19 NPOHMLAEMbIX
NNIEHOYHbIX NOBA30K
MeToAbl TECTUPOBaHUA NEPBUYHBIX PAHEBLIX MOBA3OK.
BogoHenpoHuuaemMocTb
MeToApbl TECTUPOBAHNA NEPBUYHBIX PAHEBLIX MOBSA30K.
MpwneraemocTsb.

BS EN 1SO 11607-1: 2009 +A1:2014

BS EN 1SO 780:2015

ISTA 2A:2011

BS EN 13726-1:2002/AC:2003

BSEN 13726-3:2003

BS EN 13726-4: 2003

Brvionornyeckas cCOBMeCTUMOCTb

OueHka 61010rM4ecKoro AefCcTBUS MeANLNHCKNX U3AEeNUNA.

BS EN 1SO 10993-1:2018 YacTb 1. OueHKa 1 uccrefoBaH/a B paMkax npotiecca
ynpaeneHns puckamu
OueHka 61010rM4ecKoro AefcTBrS MeANLNHCKNX U3LENNIA.
YacTb 2. TpeboBaHUs K 3aLLUTE XKMBOTHbIX
OueHka 61010rMYecKoro AeiCTBUS MeANLNHCKUX U3LENNiA.
BS EN ISO 10993-3:2014 YacTb 3. McnbiTaHns Ha reHOTOKCUYHOCTb, KaHLLePOreHHOCTb U
TOKCUYECKOe AeliCTBME Ha PENPOAYKTUBHYIO (DYHKLMIO.

OueHka 61010rMYeCcKoro AeNCTBUA MeANLNHCKUX U30ENNA.

BS EN 1SO 10993-5:2009 YacTb 5. MccnefoBaHns Ha LLMTOTOKCMYHOCTb: METO/bI
WHBUTPO
OueHKa 610/I0rMyeckoro AeicTBUA MeaNLUHCKUX U3AEUIA.
YacTb 2. OcTaTto4yHOoe cofep’kaHne aTuieHokenaa.

BS EN I1SO 10993-10:2013 OueHka 61M0N0rMyecKoro AencTBrna MegULMHCKUX U3AeNNiA.

BS EN ISO 10993-2:2006

BS EN 1SO 10993-7:2008
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YacTb 10. ViccnefoBaHusa pasgpaxaroLero u
i CEeHCUBNAN3NPYIOLLEro AencTBmS
OueHka 610NorMyYecKoro enaBmnsa MEAULMHCKNX U3LENNNA.

/ BS EN 1SO 10993-11:2009 o
YacTtb 11. VccnenoBaHns o6LLETOCKMYECKOTO AENCTBUS
/ BS EN 1SO 10993-12-2012 OueHKa 610/10rMYecKoro AencTBNA MESULIMHCKNX U3AENNiA.
YacTb 12. MpurotosneHve Npob 1 KOHTPO/bHbIE 06pasLbl
/ BS EN 1SO 10993-18:2009 OueHKa 610/10rMYecKoro AencTens Me,lJ,l/IthI'/IHCKI/IX n3genuii.
YacTb 18. MccnepoBaHue XMMUYECKMX CBOCTB MaTepuanios
Restriction of Hazardous Substances (RoHS) Directive - [vpektuea 2011/65/En. OrpaHnyeHne cogepXXaHnsi BpeaHbIX
2011/65/EU BELLECTB
1SO 17075-1:2017 Koxxa. MeTog onpeaenenus cogepxxaHus xpoma (V1)

Ctepunusaumnsa / Mnkpobmnonorns
Crepununsauus MEAULMHCKUX U3aeNniA. TpeboBaHNA K
MEANLMHCKUM U3LENNAM KaTeropun «CTepusibHble». Yacts 1
TpeboBaHUA K MeAULMHCKIM M3AeNnaM, Noasexalimm
hrHULWHON cTepunnsaummn
CTepuamnsaumsa MELULMHCKNX N3AeNniAi. MMKpoornonormyeckme

EN 556-1: 2001 +AC:2006

BS EN I1SO 11737-1 2018 meToApl. YacTb 1. OueHka nonynsaumm MMKpPOOpraHn3moB Ha
NpoAyKUMN

CTepunmsaumst MeAVLMHCKMX n3genvin. Mukpo6rnonornyeckme

BS EN ISO 11737-2:2009 MeToAbl. YacTb 2. VcnbiTaHna Ha CTepuibHOCTb, MPOBOAVMbIE

npv BasMaaLmMmn NpoLeccoB CTepuamsanmnm
CTepunmsauma n3aenuii MeAuLMHCKOro HasHaueHus!.
3tuneHokeng. Yactb 1. TpeboBaHMs K paspaboTke, Bamvgaumm
1 TeKyLLEeMy ynpas/iEHNIO NPOLLECCOM CTepUIn3aumnm
MeANUMHCKUX n3genuii
W3penna meanuuHckne. Cnaema MeHepKMeHTa KayecTsa.
TpeboBaHus Ans Leneli perynmpoBaHns
BS EN ISO 9001:2015 Cuctembl MeHe>KMeHTa kKayecTsa. TpeboBaHWs
W3penna meanuuHckue. NpUMeHeHNe MeHeI)KMeHTa prcka K
MEANLMHCKUM U34ENNAM
YuncTble NOMELLEHNS Y CBA3AHHbIE C HUMWU KOHTPOUpYyeMble
cpegpl. YacTb 1. Knaccudgmkaums 4nctoTbl BO3ayxa
CtaHpapTbl MaApKUPOBKU
TepMUHOMOrMA, CUMBOSILI U MHOPMaLMS, NpegocTaBnsemas
BSEN 1SO 1041:2008+A1:2013 BMECTE C MEANLMHCKUMU N3AENNAMUN - UHJIOPMaLWS,
npefocTasnsemMas Npou3BoAnTeNEM MeAULMHCKUX U3AENNiA.
M3penna meguumHekve. CUMBOSIbI, MPUMEHSIEMbIE MPU
MapKMpPOBaHNN Ha MEAULIMHCKUX U3LENNX, STUKETKaX 1 B
COMpPOBOANTENBHON AOKYMeHTaumKn. YacTs 1. Obume
TpeboBaHus.

BSEN 1SO 11135:2014

BSEN 1SO 13485:2016

BSEN 1SO 14971:2019

BS EN 1SO 14644-1:2015

BS EN 1SO 15223-1:2016

14 TPEBOBAHNA K TEXHVNYECKOMY OBC/TY>XUBAHNIKO 1 PEMOHTY MW
He npumMeHuMoO.

15 NPOBEPKA ®YHKLNOHWNPOBAHWA 1 BESOMNACHOCTW PABOTbBI MU
He npvmeHumo.

16 TAPAHTUA N PEKITAMALINA

OpraHuzaums, npuHumatowasa npeteHsnun: 000 «CmuT aHg Hedbto»; 105120, Poccusi, r. Mocksa, 2-i
CblpOMATHMYECKNIA nep., 4.1, 9 aTak, nom. 1, kom.1 Ten: +7 (495) 755-55-03

FAPAHTUA: TMNpoussoauTens rapaHTMpyeT COOTBETCTBME 3asABJIEHHbIX XapPaKTepPUCTUK, CPOK COXpaHeHus
CTEPUIbHOCTU, COXPAHHOCTb U LLe/IOCTHOCTb YNAKOBKM MPWU MPaBW/IbHON TPaHCMOPTMPOBKE, 3KCnyaTaumm u
XpaHeHnn M3Lenns Ha MpoTSXEHUU 2 feT ¢ AaTbl U3roTossieHus/cTepunusaumm nsgenuss. Cpok rogHocTu -
24 wmecsiua c faTtbl U3roTOBMAeHWA/aepunm3aluun, yKasaHHONW Ha ynakoBKE Mpu YCMOBMW XpaHeHUs B
OpPUrVHaJIbHON YMakoBKe, B CyXOM, XOPOLLO NMPOBETPMBAEMOM MeCTe, 3alULeHHOM OT NPSAMbIX COMTHEYHbIX
fly4yeit, Npu TemnepaType He Bbile 25X.

FapaHTUs Ha MeguunHckoe msgenve MoBsizkm PICO K annapaTam NS NIeYeHUs paH OTpULaTeNbHbIM
[laBNeHneM 0/lHOPa30BbIM, BApaHTbl MCMONHEHWSI PACNPOCTPAHSETCS Ha MaTepuasbl, PyHKLMOHMPOBaHNe
! OTCYTCTBME MPOM3BOACTBEHHOIO 6Gpaka NPy YC0BUM MCMOMb30BaHWSI TOMILKO Y OfIHOFO MauuveHTa.
MOBTOPHOE MCMO/b30BaHNE 3anpeLLaeTcs.
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MEHOBAHME W IOPUOMUECKUA | AQPEC NPOUSBOAUTENA, YINOAHOMOYEHHOTO
ABUTEAA MW

aHA Hedoio Meaukan Aita. / Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 2BN, United
ngdom {Coeamnénnoe Koponescrao)

MECTO NPOU3IBOACTBA:
1. Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 28N, United Kingdom
2. Smith & Nephew Medical (Suzhou) Limited, No. 12, Wuxiang Road Comprehensive Free Zone, West Zone

Suzhou Industrial Park Suzhou Jiangsu 215021 China.

YNONTHOMOMEHHO# NPEACTABUTEND NPOM3IBOAUTENA B POCCUM:
000 «Cmnut ana Hedbion, 105120, Poceun, r. MocKea, 2-% ColpOMATHHYRCKMIA nep., A.1, 9 aTax, nom. 1, kom.1

Ten: 47 (495) 755-55-03
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Tlepeson ¢ aHrMIACKOTO Ha PYCCKHIt ALK

®uaunn X. ixonc (Phillip H Jones) — rocyaspcraennniit
/ Ty Ynman3, Hopt Ctpat (Two Chimneys, North Street)
/ Bunk$naz, Banmop, SL4 4TE, Anrama (Winkfield Windsor SL4 4TE England)
Teaegon +44 (0) 7860 398485
'/ a. nouta: info@notarypublicassistance.co.uk

A, PWIHII JOKOHC (PHILLIP JONES), u3 Ty Yumuu3, Hopr Crpur, Buskdunn, Bunasop, SL4 4TE,
Anrnus (Two Chimneys North Street Winkfield Windsor SL4 4TE England), rocynapcreenmniit HoTapHyc, B
CWITY 3aKOHA YNOJHOMOYEHHLIH Ha COBEpLIEHHE HOTAPHANTBHLIX AeHCTBHH,

HACTOSAIIAM YAOCTOBEPSAIO, wro npunaraembit aokymeHT, «HHCIpykums no npHMeHeHmno
MEJMUHHCKOrO m3enus» or 7 wons 2022 roaa, NOANMHCAHHLIA CTApIIAM CMIELHATHCTOM MO BOMPOCAM
HOPMATHBHO-NPABOBOrO peryauposaHus kxoMnaHud «Cmur 3HA Hednio Memuxan Jlummreny Kenom

®eprioccoHoM (Ken Fergusson), spngercs, Mo HMEIOMMMCS Y MEHR CBECHHAM H MO MOEMY y6exaexmio,
TOYHOH KONMHEH OPHTHHANBLHOIO 0KYMEHTA.

B ynmoctoBepeHue 4ero s, HOTapHycC, COGCTBEHHOPYYHO MOAMMCHIBAIO H CKPEIUIfIO HACTONIUIMHA AOKYMEHT
CBOCH NEYATHIO B BLILICYTIOMAHYTOM ropojie Burasope B 3T0T AeHb, BO BTOPHHK, 12 Hiona 2022 roaa.

/Moonuce/
I'ocynapcTBeHHBIH HOTAPHYC

JInueH3Ma Ha CoBEpLIEHHE HOTAPHAIBHBIX ACHCTBHI BbiIAHA HA HEOTPAHHYECHHBIH CPOK

IMporokon Ne 9229/22

[Brnetixa c mucuenuem:
OUJIHIIIT JDKOHC (PHILLIP JONES),
I'OCYIAPCTBEHHBIN HOTAPHYC]

Perynupyerca Kanuenspueit cyna apxuenuckona Kenrepbepuiickoro
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[Norotnn nomnanum «CMUT 3HA
Hedobto» (Smith & Nephew)]

CornacosaHo
«CmnT 3HA, He®blo Meankan /14.»

OpraHunsayus

101 Xeccn-poysa. Xann. HU3 2BN. CoeanHeHHoe KoponeBCcTBO

Anpec
CTapLIJVII7I cneunannct rno sonpocam

HOPMaTMBHO-MPaBOBOIo peryampoBaHuA

KeH ®eprioccoH (Ken Fergusson)

®amunua. Uma

07.07.2022

fata A4 MM.NTT

/MNopnuce/

Moanuck

NWHCTPYKLUWA MO NPUMEHEHWIKO MEAVWUWNHCKOTO U3AENNA
«[MTOBA3KWN PICO K AMNMAPATAM ANA NEYEHNA PAH OTPULATE/IbHbBIM
OABNEHVNEM OOHOPA3OBbLIM, BAPUAHTbBI NCMNOJTHEHWA»

MepeBof C aHIMIACKOTO Ha PYCCKWiA A3bIK BbINO/IHEH NepeBoAUYNKOM laiiaepoBbiM AHApeeM Butanbesmyem
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s, O6byxoB PycnaH KOpbeBnY, BPEMEHHO WCMNONHAOLWMIA 0643aHHOCTM HOTapuyca
ropoga Mockebl ConuHa Baguma Hwukonaeesuya, CBUMAETENLCTBYH MOA/IMHHOCTL MOAMUCHK
nepesodumka lavgepoBa AHapes Butanbesunya.

lMoanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoAnucaBLLIEro AOKYMEHT yCTaHOB/IeHa.

3aperncTtpupoBaHo B peectpe: No 77/883-H/77-2022-14-927.

Bcero npoLHypoBaHo,
MPOHYMePOBaHO U
CKOEMJIEHO NevaTblo
JINCTOB.
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