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System variants

Lowto moderately exuding wounds - 7-day system
(2 dressings, 1 pump, secondary fixation strips):
Multisite 15x20 66801356

Multisite 20x25 66801357

10cm x 20cm 66801358
10cm X30cm 66801359
10cm x 40cm 66801360
15cmX15cm 66801361
15cm X20cm 66801362
15cm X30cm 66801363
20cm X20cm 66801364
25cm X25cm 66801365

This user guide is not intended as a guarantee or warranty. It is intended only as a guide. For medical
guestions please consult a physician.

The product must be used in accordance with this user guide and all applicable labelling.

1 Description

The PICO Single Use Negative Pressure Wound Therapy System consists of a pump and sterile
dressing(s). The PICO pump maintains negative pressure wound therapy (NPWT) at 80 mmHg
(nominal) to the wound surface. Exudate is managed by the dressing through a combination of
absorption and evaporation of moisture through the outer film.

PICO is intended for use in wound sizes (surface area x depth) up to 400 cm3 which are considered
to be low to moderately exuding.

2. Indications for use

PICO is indicated for patients who would benefit from a suction device (negative pressure wound
therapy) as it may promote wound healing via removal of low to moderate levels of exudate and
infectious materials.

Examples of appropriate wound types include:
Chronic
Acute
Traumatic
Subacute and dehisced wounds
Partial-thickness burns
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. Ulcers (such as diabetic or pressure)
. Flaps and grafts
. Surgically closed incision sites

PICO Single Use Negative Pressure Wound Therapy System is suitable for use both in a hospital and
homecare setting.

3. Contraindications
The use of PICO is contraindicated in the presence of:

. 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.

. Emergency airway aspiration.

. Pleural, mediastinal or chest tubing drainage.

. Surgical suction.

4. Warnings

1 Certain patients are at high risk of bleeding complications which, if uncontrolled, could

potentially be fatal.

Patients must be closely monitored for bleeding. If sudden or increased bleeding is observed,
immediately disconnect pump, leave dressing in place, take appropriate measures to stop bleeding
and seek immediate medical assistance.

2. The use of anticoagulants does not deem a patient inappropriate for treatment with PICO;
however, haemostasis must be achieved

before applying the dressing. Patients suffering from difficult haemostasis or who are receiving
anticoagulant therapy have an increased risk of bleeding. During therapy, avoid

using haemostatic products that may increase the risk of bleeding, if

disrupted. Frequent assessment must be maintained throughout the therapy.

3. At all times care should be taken to ensure that the pump and tubing and connectors do not:
. Lie in a position where it could cause pressure damage to the patient.

. Trail across the floor where it could present atrip hazard or become contaminated.

. Present a risk of strangulation or atourniquet to patients.

. Rest on or pass over a source of heat.

. Become twisted or trapped under clothing or bandages so that the negative pressure is
blocked.

4. Sharp edges or bone fragments in awound must be covered or removed prior to using PICO

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

5. In the event that defibrillation is required, disconnect the pump from the dressing prior to
defibrillation. Remove the dressing if it is positioned in a location that will interfere with
defibrillation.

6. MR Unsafe. PICO is not MRI compatible. Do not take PICO into the MRI suite.

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

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

9. The battery compartment door could represent a choking hazard for
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young children. Keep out of the reach of children.
10. PICO is not suitable for use in the presence of flammable anesthetic mixture with oxygen or
nitrous oxide.

5. Precautions
1. Precautions should be taken in the following types of patients who are at high risk of
bleeding complications:

. Receiving anticoagulant therapy or platelet aggregation inhibitors or actively bleeding.

. Having weakened or friable blood vessels or organs in or around the wound as a result of,
but not limited to; anastomoses, infection, trauma or radiation.

. Suffering from difficult wound haemostasis.

. Untreated for malnutrition.

. Non-compliant or combative.

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

2. PICO dressings should only be applied by a healthcare professional. Dressings are not to be
removed or changed by the patient.

3. Where PICO is 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.
4. If deemed clinically appropriate, care should be taken that the application of a
circumferential dressing or the use of negative pressure on ischaemic limbs does not compromise
circulation.

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

6. Although PICO 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 immobilisation devices or casts which
might apply excessive pressure and cause tissue injury at

the wound site, especially where the tubing enters the dressing (i.e. the device's soft port).

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 is used on patients with fragile skin, a skin protectant such as SECURA™ 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. If reddening or sensitisation occurs, discontinue use and contact the treating healthcare
professional.

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

12. The use of negative pressure presents a risk of tissue ingrowth into foam when this is used
as 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.

13. 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

Single
Use Negative Pressure Wound Therapy System.
14. Pump must be protected from sources of fluid e.g. from incontinence or spillages.

Discontinue device use if fluid ingress is observed.
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15. When showering, the PICO pump should be disconnected from the dressing. Ensure the end
of the tubing attached to the dressing is facing down so that water does not enter the tubing.

16. Do not take the pump apart.

17. The dressing should not be used with any other suction pump.

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

19. Do not cut the dressing pad as this may lead to loss of NPWT application. For conformability
in awkward areas the film border may be cut up to 1cm away from the edge of the pad.

20. Always ensure that the 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 negative pressure is minimised.

21. CT scans and x-ray have the potential to interfere with some electronic medical devices.
Where possible, move the pump out of the x-ray or scanner range. Ifthe pump has been taken into
the CT scan or x-ray range, check that the system is functioning correctly following the procedure.

22. The 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.

23. High temperatures and humidity may reduce wear time of dressings.

24. During transport, there is a potential for radio frequency interference that could affect PICO

performance. If the pump malfunctions, replace batteries. If not corrected, contact your healthcare
professional to replace the system.

PICO is not intended for use aboard aircraft, the batteries should be removed during air travel.

25. The potential for electromagnetic interference in all environments cannot be eliminated.
Use caution if PICO is near electronic equipment such as RFID (Radio Frequency Identification)
readers, anti-theft equipment or metal detectors.

26. 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 negative pressure is continually
applied and a seal is maintained.

6. Adverse reactions

Excessive bleeding is a serious risk associated with the application of suction to wounds which may
result in death or serious injury. Careful patient selection, in view of the above stated
contraindications, warnings and precautions is essential. Carefully monitor the wound and dressing
for any evidence

of achange 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.

7. Instructions for use

7.1. Guidance on wound suitability for management with PICO

PICO should be used on wounds which fit comfortably within the area of the pad, observing
precautions on port positioning (on intact skin and not extending over the wound).

As a guide:

. Depth - Wounds greater than 0.5cm in depth are likely to require a foam or gauze NPWT
filler to ensure adequate treatment of all the wound surfaces.

Wounds treated with the larger sizes of the PICO system should generally be no more than 2cm in
depth.

. Exudate - When used over a moderately exuding wound, the size of the wound should
generally be no more than 25% of the dressing pad area.

7.2. Application

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.
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2. Using aclean technique, peel off the central 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
surrounding skin.
The soft port should be uppermost from 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 negative pressure. Remove the other two handles and smooth the dressing around
the wound to prevent creasing. Reposition if required to ensure border is not creased.
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 indicated inside the battery
compartment. Insert the batteries. Replace the cover.
Following this all three indicators should flash once (Refer to section (i) of Table 1).

4. Join the pump to the dressing by twisting together the tubing connectors. Press
the orange button to start the application of negative pressure. The green
indicator will start to flash (indicates pump working to establish NPWT). Depending
on the size of the wound, the pump should take up to 30 seconds to establish
negative pressure wound therapy. If NPWT has not been established the pump will
wait for 15 seconds and then take a further 30 seconds to establish NPWT (the
green indicator will continue to flash during this time). If unsuccessful the yellow
air leak indicator will illuminate. To troubleshoot refer to section (ii) of Table 1.

5. If using SECURA prior to application of the fixation strips (see section 5.
Precautions) wipe the area surrounding the dressing and allow skin to dry.

6. Apply the fixation strips to each of the four sides of the dressing. 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.

7.3. Dressing change

1 Dressings should be changed in line with standard wound management guidelines, typically
every 3-4 days. 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. At the healthcare professional's discretion a

PICO dressing may be left in place for up to 7 days.

2. Inspect the dressing regularly. If the dressing appears ready for changing; press the orange
button and disconnect the dressing from
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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 7.2.
Application, connect to the pump and press the orange button to reinitiate the therapy.

3. Based on dressing change frequency, a new PICO Single Use Negative

Pressure Wound Therapy System kit will be required dependent on whichever of the following
occurs first - either when the supplied dressing(s) have been used or when the pump life ends and it
automatically stops functioning (all the indicators will turn off at this point).

4. The dressing should be disposed of as clinical waste. The batteries should be removed from
the pump; and

both batteries and pump disposed of according to local regulations.

5. For additional information on disposal requirements see: www.mypico.com or speak to your
Smith & Nephew representative.

7.4. Use with fillers and wound contact layers

PICO is 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 aweek, according to local clinical protocol and
manufacturer's instructions. Gauze should loosely fill to the surface of the wound.

Avoid over packing.

PICO may be used over the top of a non- adherent layer if required, for example over a skin graft.
Gel strips may be used around the border to help achieve a seal.

On infected wounds or wounds at risk of infection, ACTICOAT™ Flex antimicrobial dressings may be
used under PICO.

PICO is compatible with compression therapy if clinically required; however, the wound should be
first accurately assessed to ensure the exudate is of low

to moderate volume. Application of active NPWT to awound may cause production of additional
exudate; so following the first application of PICO under a compression system, check the PICO
dressing after 2-3 days to see if fluid handling is acceptable or if a dressing change is required and
that it is appropriate to continue with compression therapy.

When applying compression therapy over PICO, 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. For guidance on the correct
application of a compression therapy, refer to the relevant manufacturer's instructions.

8. General Use

8.1. Showering and bathing

Light showering is permissible; however, the pump should be disconnected (see section 5.
Precautions) and placed in a safe location where it will not get wet.

The dressing should not be exposed to a direct spray or submerged in water. Ensure the end of the
tubing attached to the dressing is facing down so that water does not enter the tubing.

8.2. Cleaning
Adherence to clinical directives concerning hygiene is of prime importance. The pump may be wiped

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

9. Faults and technical assistance
If your pump develops a fault or there are signs of damage, refer to section (ii) of Table 1.
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Table 1- Pump status indication and faults
PICO has visual indicators to let the user know when there is an issue. PICO does not contain audible
alerts. The pump should be carried so that it is accessible and the patient/ healthcare professional

can check the status routinely.

Section (i) - Normal function

Display status
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Section (ii) - Alerts and faults

Display status
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The pump
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Air leak
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possibly
due to a

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

Smith'Nep)

Comments/trouble shooting

The therapy has been paused. Pressing the
orange button will restart the therapy and the
green indicator will flash.

When the pump reaches the end of it's life, it will
automatically cease functioning, in this case all
the indicators will turn off. Pressing the orange
button will not provide a green flashing indicator.

Ifthe pump has had less than the specified days
usage, the batteries may not be functional and
should be replaced.

This is expected.

The pump may be heard running occasionally as
it maintains the negative pressure. This is normal.
If this occurs frequently (several times an hour)
smooth down the dressing to remove any creases
that may be allowing air into the system. NPWT is
still being applied in this situation.

Comments/trouble shooting

Smooth down the dressing and the strips to
remove any creases that are allowing air into the
system.
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Press the orange button to restart the therapy.
The green "OK" indicator will flash as the pump
tries to establish therapy.

Depending on the size of the wound, the pump
should take up to 30 seconds to establish
negative pressure wound therapy.

If NPWT has not been established the pump will
wait for 15 seconds and then take afurther 30
seconds to establish NPWT (the green indicator
will continue to flash during this time). If
unsuccessful the yellow air leak indicator will
illuminate. If this happens, repeat smoothing
actions and press the orange button. If the lea is
resolved the green light will continue to flash.

Change of batteries required in <24 hours. Pause
therapy by pressing the orange button

Push open the battery cover at the top of the
pump and remove the old batteries. Insert 2 new
AA lithium (L91) batteries. Replace the cover.
Press the orange button, the therapy will re-start
and

the green indicator will flash.

Address air leak as above.

Change of batteries or device required in <24
hours as above..

Contact S&N representative. Apply new pump
and dressing.



Maximum Dimensions Height {(mm)
6396105

Front side width {(mm)
12.5+0.4/-0.1

Back side width (mm}
9.7510.5

Length (mm)
71521405

Weight <120g

hllanlmum Vacuum 13,34 kPa (100 mmHg)

Rlodo of Operation Continuous

Fmrml'l'nmport 5 - 25°C, 10— 75% RH

700 to 1060 mbar atmospheric pressure

Operating Environment 5-35C, 10-95% RH
700 to 1060 mbar atmospheric pressure

11. Safety and electromagnetic compatibility

When used in accordance with the manufacturer’s instructions, PICO complies with the general
requirements for safety of electrical medical equipment IEC 60601-1 and the electromagnetic safety
requirements of electrical medical equipment IEC 60601-1-2.

Electromagnetic compatibility

This equipment has been tested and found to comply with the limits for medical devices to IEC
60601-1-2. These limits are designed to provide reasonable protection against electromagnetic
imterference typical of medical installations and home use environment. Portable and mobile

RF communication equipment can affect Medical Electrical Equipment. This equipment generates,
uses, and can radiate radio frequency energy and if not used in accordance with the instructions,
may cause harmful interference to other devices in the vicinity.

For additional information on electromagnetic immunity and electromagnetic emissions see:
www.mypico.com or ask your Smith & Nephew representative for a hardcopy.

PICO is packed in the UK with individual components made in the following countries:
Dressing — UK

Fixation strips — Belgium

Pump - China

Batteries — Origin as marked.

Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, United

Kingdom. c €
Trade Marks of Smith & Nephew www.smith-nephew.com 0086
©Smith & Nephew
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UK Croxley Park, Building 5, Hatters Lane, Watford, Hertfordshire WD18 8YE Tel: 08000 157 573.
AUSTRALIA Smith & Nephew Pty Ltd.,

85 Waterloo Road, North Ryde NSW 2113. Tel +61 2 9857 3999.

AUSTRIA Smith & Nephew GmbH,

Concorde Business Park C3, A-2320 Schwechat. Tel: +43 (0)1 707 91 02.

BELGIUM Smith & Nephew N.V.-S.A., Hector Henneaulaan 366 -1930 Zaventem.

Tel: +32 2 702 29 11.

CANADA Smith & Nephew Inc.,

2280 Argentia Road, Mississauga, ON L5N 6H8. Tel: 1 800 463 7439.

CHINA Smith & Nephew Ltd,

12F Headquarters Building, 168 Xizang Road (M), Huangpu District, Shanghai 200001.

Tel: +86 21 2330 3000.

DENMARK Smith & Nephew A/S,

Slotsmarken 14, 2970 HOrsholm, Tel: +45 45 80 61 00.

EASTERN EUROPE Smith & Nephew GmbH, Concorde Business Park C3, A-2320 Schwechat. Tel: +43
(0)1707 9102.

FRANCE Smith & Nephew SAS,

25 bd Alexandre Oyon F-92200 Neuilly Sur Seine. Tel: 02 43 83 23 23.

FINLAND Smith & Nephew Oy,

Ayritie 12 C, 01510 Vantaa. +358 207 866 300.

GERMANY Smith & Nephew GmbH, Friesenweg 4/ Haus 21, 22763 Hamburg,

Tel: 040 879744-0.

GREECE Costas A. Papaellinas (Hellas) SA,

26th km, Paeanias - Markopoulou Ave, PO Box 182,19400 Koropi. Tel: 662 6201-7.

HONG KONG Smith & Nephew Ltd.,

Unit 813-818, 8/F, Delta House, 3 On Yiu Street, Shatin, N.T. Tel: (852) 2648 7700.

INDIA Smith and Nephew Healthcare Pvt. Ltd.

B-501-509, Dynasty Business Park, Andheri-Kurla Road, Andheri (E), Mumbai-400059. Tel: 022 4005
5090.

IRELAND Smith & Nephew Limited, Carraig Court, George's Avenue, Blackrock, Co. Dublin, Tel: 01-
217 0444.

ITALY Smith & Nephew S.r.l. - via De Capitani 2A,

20864 Agrate Brianza (MB). Tel: +39 039 60941.

JAPAN Smith & Nephew KK, 2-4-1 Shiba-Koen, Minato-ku, Tokyo 105-0011 Japan Tel: 03-5403-8930
KOREA Smith & Nephew Ltd,

13F, ASEM Tower 517, Yeongdong-daero, Gangham-gu,

Seoul, Korea (135-798). Tel: 2 6001 7575.

MALAYSIA Smith & Nephew Healthcare Sdn. Bhd. Suite I1I.O 1B & 11.02, Level 11, Menara AmFIRST,
No 1Jalan 19/3,46300 Petaling Jaya, Selangor. Tel: +603-7958 7103.

MALTA Cherubino Ltd,

Delf Building, Sliema Road, Gzira. Tel: 21 343270.

MEXICO Smith & Nephew,

SA de CV, Patricio Sanz No. 442, Colonia del Valle, C.P. 03100, Mexico D.F., Tel. 53 40 22 60.
MIDDLE EAST Smith & Nephew FZE,

4th Floor National Bank of Abu Dhabi Building,

Al Jazari Building 47, Dubai Healthcare City - District 8, PO Box 9715, Dubai, U.A.E. Tel: 971 4
4299111.

NETHERLANDS Smith & Nephew B.V.,

PO Box 525, 2130 AM Hoofddorp, Kruisweg 637,

2132 NB Hoofddorp, Tel: (+31) (0) 20 6543999.
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NEW ZEALAND Smith & Nephew Limited, Unit A, 36 Hillside Road, Wairau Valley, Auckland 0627 Tel:
+64 (0) 9 820 2840.

NORWAY Smith & Nephew A/S, PO Box 224,

Nye Vakas vei 64,1379 Nesbru, Tel: +47 66842020.

PAKISTAN BSN Medical (PVT) Ltd,

A/69 SITE, Manghopir Road, PO Box 3659, Karachi 75700. Tel: + 92 21 32561176-77.

POLAND Smith & Nephew sp. zo0.0. Ul. Osmahska 12 02-823 Warszawa

Tel:+48 22 360 4120.

PORTUGAL Smith & Nephew Lda.,

Estrada Nacional n° 10, Km 131, Parque Tejo - Bloco C, 2625-445 Forte da Casa. Tel: +351 214 460
650.

SINGAPORE Smith & Nephew Pte Ltd.,

IA International Business Park, #09-03 Tolaram 609933. Tel: (+65) 6270 0552.

SOUTH AFRICA Smith & Nephew (Pty) Limited, 30 The Boulevard, West End Office Park, Westville,
3629. Tel: 031 2428111.

SPAIN Smith & Nephew SAU, Fructuos Gelabert, 2-4, 08970 Sant Joan Despi, Barcelona. Tel: 93 373
73 01.

SWEDEN Smith & Nephew AB, Box 143, Kraketorpsgatan

20, 43122 Moindal. Tel: 031-746 58 00.

SWITZERLAND Smith & Nephew Schweiz AG

Advanced Wound Management, Oberneuhofstrasse 10d, 6340 BaarTel. +41 41 766 22 44.
TAIWAN (R.O.C.) Smith & Nephew (Overseas) Ltd.

Taiwan Branch, 9F-2, No. 50, Sec.l, Xinsheng South Road Taipei City. Tel: 886 2 3322 5020.
THAILAND Smith & Nephew Ltd.

16th Floor Building A, The 9th Towers Grand Rama 9, 33/4 Rama 9 Road, Huaykwang Sub-District,
Huaykwang District, Bangkok 10310. Tel: 66(0)2-116-5581.

TURKEY Smith ve Nephew Medikal ClhazlarTic. LTD.

ti. Bah”ekdy Mah. Orkide Sokak No:8/E 84473 Sariyer/ ISTANBUL Tel: +90 212 226 22 55.

UNITED STATES Smith & Nephew, Inc.

5600 Clearfork Main Street, Suite 600, Fort Worth, TX 76109.

Customer Care Center: 1-817-900-4000.

VENEZUELA Ace Sales Corp, 8085 NW 68th Street, Miami, Florida 33166. Tel: 305.835.0310.
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ADDENDUM TO THE INSTRUCTION FOR USE
OF MEDICAL DEVICE

PICO Single Use Negative Pressure Wound Therapy
System
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The information contained in this Addendum to the instruction for use is a priority when the product is
delivered to the Russian Federation

x.  MD NAME, MD MODELS OR VARIATIONS
PICO Single Use Negative Pressure Wound Therapy System, variations:

1.  PICO Single Use Negative Pressure Wound Therapy System contents:
Pump -Ipcs.
Multisite dressings 15cm x 20cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

2. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-Ipcs.
Multisite dressings 20cm x 25cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

3. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-Ipcs.
dressings 10cm x 20cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

4. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-Ipcs.
dressings 10cm x 30cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

5. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-Ipcs.
dressings 10cm x 40cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

6. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-lpcs.
dressings 15cm x 15cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

7. PICO Single Use Negative Pressure Wound Therapy System contents:
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Pump-Ipcs.

dressings 15cm x 20cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.

AA batteries - 2 pcs.

instruction for use -8 pcs.

8. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-Ipcs.
dressings 15cm x 30cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

9. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-lpcs.
dressings 20cm x 20cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

10. PICO Single Use Negative Pressure Wound Therapy System contents:
Pump-Ipcs.
dressings 25cm x 25cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.
instruction for use - 8 pcs.

2. LIST AND DESCRIPTION OF MD MATERIALS

Pump: Bisphenol A-based polycarbonate, colourant, black print ink, grey print ink, polyester, silicone rubber,
polypropylene, matte polyester protective film, stainless steel

Extension tubing: PVC, polypropylene

Dressing; Translucent, one-side siliconized high-density polyethylene film, wound contacting adhesive,
perforated EU30 polyurethane, anti-blocking concentrate, A8 acrylic adhesive, polyester, super absorbent, K5
acrylic adhesive, EU33 polyurethane film, anti-blocking agent

Soft port: EU94 high-strength polyurethane film, anti-blocking agent, UV curable adhesive, nylon acrylic
copolymer, polyester, curable adhesive, PVC, aromatic polyurethane thermoplastic

Fixation strips: Polyethylene woodless bleached paper with solventless silicone coating, orange print ink, A8
acrylic adhesive, EU45 polyurethane film, anti-blocking agent, polyester film with silicone and matte
polyethylene coating, orange print ink, polypropylene tape

3. PACKAGING AND LABELING

3.1. Draft of labeling in Russian
The medical device package labeling in the Russian Federation contains the following information in Russian:
Article/catalogue number:
Name: PICO Single Use Negative Pressure Wound Therapy System
Size*: 10x20 /10x30 /10x40 /15x15 /15x20 /15x30/ 20x20/ 25x25/ Multisite 15x20/ Multisite 20 x25
Pieces per package, pcs.: 1 pc.
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Date of manufacture, best before, lot/batch number: See the original packaging.
Name and address of manufacturer: Smith & Nephew Medical Ltd, 101 Hessle Road Hull, HUS 2BN United

Kingdom

Authorized representative in the Russian Federation: Smith & Nephew LLC, 105120, Russia, Moscow, 2nd
Syromyatnichesky Lane, 1, 9th floor, office 1, room 1. tel/fax: +7 495 755 55 03
Sterilization method: Ethylene oxide sterilization. Sterile

Registration certificate No.:

Intended use, method of application, contraindications: See Instructions for Use
Storage conditions: store in a dry, dark place, at a temperature of +5°C to + 25°C

Precautions: -

Symbol of conformity to Russian standards (PCT mark);

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

*Only one size corresponding to original article/catalogue number will be specified

3.2 Data on labeling

Symbol/text

PICO

Y
fir~ b

OK

JA/ EOT? x 2

P24
3V

STERILE EO
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Meaning/translation

PICO

First remove protective liner from the fixation strip

Then remove top carrier on the fixation strip

"Alarm: air leak" indicator

"Battery low" indicator
"OK" indicator - the pump is functioning properly

Manufacturer

Date of manufacture

Packaging contains 2 AA batteries E91 (PICO 7), L91 (PICO,

PICO 7V)

Protection degree of the housing of electrical
equipment: the device is protected from finger
penetration and cannot be damaged by splashes of
water falling in any direction.

Device voltage

The product is EtO sterilized
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"Disposal of packages / contents must be carried out in a safe and authorized manner in compliance with the
requirements of regional / national / international regulations regarding the clinical waste handling procedure.

The used medical device disposal or destruction procedure - disposal is carried out in accordance with the
applicable legislation of the Russian Federation. Waste class according to SanPiN 2.1.7.2790-10 "B"

The new medical device disposal or destruction procedure
- disposal is carried out in accordance with the applicable legislation of the Russian Federation. Waste class
according to SanPiN 2.1.7.2790-10 "A"

5. DESCRIPTION OF STERILIZATION METHOD
Sterile. EtO sterilized.

6. LIST OF MATERIALS OF ANIMAL AND/OR HUMAN ORIGIN
Not applicable.
7. CONTENT OF MEDICAL SUBSTANCES

The section does not apply to the considered products since the Smith & Nephew Medical Limited products
do not contain medical substances, and no medical substance is used in the manufacturing process.

8. LIST OF STANDARDS

Smith & Nephew Medical Ltd. declares that PICO Single Use Negative Pressure Wound Therapy System,
variations meets the requirements of Directive 93/42/EEC, a full list of international requirements is
available on request.

9. MD MAINTENANCE AND REPAIR REQUIREMENTS

Not applicable.

10. MD PERFORMANCE AND SAFETY CHECKING

Not applicable.

11. WARRANTY AND CLAIMS

Claimee: Smith & Nephew LLC, 105120, Russia, Moscow, 2nd Syromyatnichesky Lane, 1, 9th floor, office 1,
room 1. tel/fax: +7 495 755 55 03

WARRANTY: The manufacturer guarantees compliance with the declared characteristics, the period of
preservation of sterility, the safety and integrity of the packaging subject to proper transportation, operation,
and storage of the medical device for 2 years from the date of manufacture/sterilization. Shelf life - 24 months
from the date of manufacture / sterilization indicated on the package, provided that it isstored in the original
packaging, in a dry, well-ventilated place, protected from direct sunlight, at atemperature not exceeding 25°C.

Warranty for PICO Single Use Negative Pressure Wound Therapy System, variations applies to materials,
functioning and lack of production defects, provided that the device is used for only one patient. Reuse is
prohibited.

12. NAME AND LEGAL ADDRESS OF THE MANUFACTURER, AUTHORIZED REPRESENTATIVE OF MD

MANUFACTURER:

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

MANUFACTURING SITE:

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

2. Flextronics Technology (Shenzhen) Co., Ltd. 3-6/F, Building 1 and 6/F, Building 4, Yusheng Industrial Park,

467 Xixiang Section, National Highway 107, Xixiang, Baoan District, 518126 Shenzhen, Guangdong, PEOPLE'S
REPUBLIC OF CHINA.

3. Avery Dennison Belgie BVBA, Tieblokkenlaan 1, Turnhout B-2300, Belgium.

4. 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, 105120, Russia, Moscow, 2nd Syromyatnichesky Lane, 1, 9th floor, office 1, room 1.
tel/fax; +7 495 755 55 03
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MepeBof C aHIIMIACKOTO A3blKa Ha PYCCKUM A3bIK

A, PUNINIM IXKOHC, Bunasop Xayc, Buktopua CTpuT, BuHasop, BepKwunp, AHIus,
HoTapuyc, A0/MKHbIM 06pa3oM AONYLEHHbIA K NPaKTUKe U MPUBEAEHHbIV K npucsre.

HACTOALWLNM MOATBEPXAOAKO N CBUAETE/IbCTBYIHO:

UT0 y MeHS1 HET OCHOBaHMW COMHEBATbLCSA B MOAJIMHHOCTM MPUJIOXKEHHOI0 AOKYMEHTA, a UMEHHO
- NHcTpykunu no akcnayatauum Me4ULMHCKOIO U3fenna «AnnapatT 418 neveHus paH
oTpuuaTenbHbIM gaBneHunem PICO ogHopasoBbii» 0T 03 gekabps 2019 roga, nognmncaHHom oT
WMEHWN M MO NMOPYYEHUO KOMOaHUM «CMuT aHg Hedblo Megnkan lumntea» Xenen M. Mai,
CTapwmM MeHe[>KepoM Mo HOPMaTUBHO-MPaBOBOMY pPerysiMupoBaHuio.

B NMOATBEPXOEHWE CEINO a noctaBun Ha HacTosiLieM JOKYMEHTE CBOK NOAMUCH W
neyaTb B MOEM O(PMCE B BbILLEYNOMAHYTOM ropoje BUHA30p CEroAHs, B NATHULY, 6 feKabps
2019 ropa.

[neyatb HoTapuyca ®unnmna [xoHca]

/nognuce/
PUNNNNNM A>KOHC

HoTapuyc
+44 (0) 1753 851 591

Mown nosiHOMOoUMA UCTEKAKOT NOC/e CMepPTHr

Perynupyetca KaHuensipuein cyga apxmenuckona KeHTepbepuinckoro
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Cmut 311 Hedbro Meankan Jlumuren
101 Xeccn Poyn

Xau1, HU3 2BN
AHrnus

Ten.: +44 (0) 1482 225181 Cwmur 311 Hedsro
®akc.: +44 (0) 1482 328326
www.smith-nephew.com

CornacosaHo/APPROVED

Cmum 3Hd Hegbpoio Medukan flumumed

Oprann3auna/Organization

101 Xeccn Poya, Xann, HU3 2BN, CoeguréHHoe Koponescreo

Aapec/Address

CTapwuit meHepKep NO HOPMATUBHO-NPABOBOMY PeryaMpoBaHNIo

AomknocTts/Occupation

M3t Xenen

damnnusg, MmMa/ Surname, Name

03 -pex-2019

Dara AfL.MM.ITTT/Date DD.MM.YYYY

Xenen M. Mau

Noanuce/Signature

Annapar AN nevYeHuA paH oTpuuatenbHbim aasneHuem PICO

OAHOpPa30BbIA

UHCTPYKUMUA NO NPUMEHEHUIO
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DOPMEI NOCTABKM MPORYKUNK

ANA Pan ¢ HEGONBLLINM (YMEPEHHDIM) KOAKNECTBOM SKCCYAATE — ANNAPAT AAR HCNOALIOBANNA B TeUSHWE 7
Axell (2 nosasxn, 1 nomna, GHUKCHPYIOUME NOAOCKK):
Multisite 15 x 20 66801356

Multisite 20 x 25 66801357

10 cm x 20 cm 66801358

10 cm x 30 cm 66801359

10 cm x 40 cm 66801360

15 em x 15 ¢m 66801361

15 cm x 20 ¢m 66801362

15 em x 30 ¢m 66801363

20 cm x 20 cm 66801364

25 cm x 25 cm 66801365

AaHHAA MHCTPYKUHMA NO NPUMEHEHHIO HE ABAAETCA rapaHTHeid. Mo meamLMHCKUM BONPocam Heobxoanma
KOMCYNBTAUMA CReUNAAKCTA. Usgenne A0/MKHO HCNONB3OBATLCA B COOTBETCTBUM C AAHHOW MHCTPYKUMEN NO
NPHUMEHEHWIO K BCEMM NPHMEHNMBIMN MADKHPOBRAMM.

1. Onucame

0440paIBLIN ANNAPAT ANA NEYEHHA PAH OTPULIATENLHLIM aaBaeHHEM PICO COCTOMT U3 NOMNBI 1 CTEPUALHON
nosaskM (noeasok). Momna PICO cnocobHa co3nasath 8 06AACTH PAHEBOH NOBEPXHOCTH OTPUUATEABHOR
AasneHne 80 mm PT.cT. (HOMUHaNLHOE 3HaYEHHE). IKCCYAIT BUIBOANTCA YEPE3 NOBAIKY COMETaHUEM
NOFAOILEHHA W HCTIAPEHNA BAAIY Yeped HAPYXHYIO Naenky. PICO npegHasHadeH ANA npUMeHeHuA Ha paHax Ao
400 cMm?, CHUTIIOLMXCA MANO MK YMEPEHHO IKCCYAMPYIOWMMM,

2. NOKAZANKHA X NPUMENEHINI0

NpumeHenue PICO B poan acnPauMoHHOH ycTaHosxM (IPOJL, neuenne paH OTPHUATELHLIM AABAEHHEM)
NOKASAHO NAUMEHTIM AAA 0GLCNEYEHHA 3AMENCHWUA PaH NOCPEACTBOM YAINEHUA IKCCYAAT B HeboNbwnX
HAK YMEPEHHBIX OBBEMAX, @ TAKKE NATONEHHBIX MWKPOOPFAHNSMOB.

Mpumepsl paH, AR KOTOPLIX PEKOMEHAOBANOD AeyeHHe ¢ NomoWwbIo PICO:
¢ XpoHu4eckue paHbl

¢ OCTpbie paHbl

» Tpanmaruyeckue paHsl

* MoAaocTpbie PaHbl ¥ PaHbt C pacxomaeHuem kpade

* OMOM, HaCTHYHO NPOHKrKAOWKE B FAYBuHY TKaHeH

* flasul {TaKKe, KaK anabeTHueckue A3Bbl HAW NPONEKHNK)

* KOXHBIE AOCKYTHI ¥ TPAHCNNAHTATSI

* 3aKpLITHIE XMPYPrUYECKHE pa3pedbl,

OaHopasoswit annapar IPOA PICO MOMHO HCNOAL3OBATL KK B CTALMOHAPE, TaK W B A0MAWHWX YCNOBUAX,
3. MpoTMBONOXAISHMA

Npumenenne annapata PICO NPOTUBONOKAZAHO B CAEAYIOWMX CHTYAUMAX:

o 3A0KAYRCTBEHHOR NOPAMEHHE PAHEBONO N0MA HAM KPaes PaHbl (33 MCKAIHEHHEM NANNNETUBHOTO
NPUMEHEHHUA B LIEAAX YAYULWEHWA KaMECTBA MU3HK).

Paree nOATBEPMALHHLIH ¥ HENBYEHDIW OCTEOMHWRAUT.

HexuweuHbie CBKIM K CBUIM HEACHOH ApUpOaN.

MpUCYTCTBUE HEKPOTHUECKHUX TKaHeH B BHAE MNOTHOTO CTPYNA.

OTHPLITOR PACNOAOKEHNE KPOBSEHOCHHIX COCYADS, HEPBOB WAK OPFAHOB.

AHACTOMO3b] C OTKPLITHIM PACNONOKEHNEM.

HeOTAONHOH achupaumi AsiXaTeNnbHbIX NYTeR.

Hanauune NNeBPaNnbHOro, MeANACTHHANLHOTO UAK FPYAHOTO APEHANA.

Xupypruueckolt acnupaumu.

e & & & & & o @
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4. Npeaynpemaennna

1 Y HEKOTOPLIX NAUNEHTOS CYLLECTBYET BbICOKMH PHCK PASBHTHA OCAOIKHEHUA B BUAE KPOBOTEHEHUNA,
KOTOPLIR, €C/M HX HE KOHTPOAHPOSATL, NOTEHUMANDHO MOTYT CTaTh CMEPTEALHBIMK. Heo6X0AMMO TIATeNbHO
Ha6n100aTb NAUMEHTOB Ha NPEAMET BOSHWKHOBEHHA KPOBOTeueHUH. Ecan HAGNI0AAETCA BHE3ANHIA HAW
NOBBILEHHAA KPOBOTONHBOCTD, HEOOXOANMO HEMEANEHHO OTCOSAMHNTD NOMNY, OCTABUTDL NOBAIKY HA MecTe,
NPUHATS COOTBETCTBYIOUME MEPbi, YTOGLI OCTAHOBHTL KPOBOTEYEHHE, U HemMeaNeHHO 00PaTHTLCA 33
MEAMUMHCKON NOMOWBIO,

2. NpumeHeHnEe AHTHKOATYNAHTOB HE NPENATCTBYET IGUEHHUIO PaH NPK NOMOWM annapaTa PICO, oawaxo
nepes HaNoKEHKEM NOBAIKN CAGAYET NPOBECTH TWATEAbHLIH reMOCTas. MPU CAOKHOCTAX C NPOBEACHKEM
reMOCTasa NN NPHEME NAUNESHTOM BHTUKOATYNANTHLIX NPENAPATO. BOPACTALT PUCK KPOBOTEUSHUA. BO Bpema
neuennn PICO crapalitecs usberatb UCNONLIVBAWHA KPOSOOCTAHABAKBIIOLMX NPENAPATOB, KOTOPHIE MOTYT
YBEANYHTL PUCK KPOBOTEUEHUA B CAYMAE MX OTMEHD. HeolX0aNMO YACTO KOKTPOAKPOBATL COCTORHNE PaHBI HA
HaNWYMe KPOBOTEMEHHA B XOAE NCUEHUA.

3. Ha scem NpOTAMEHHH NEPUOA NeueHUA HeoBXOANMO NPOBEPATL ROMNY, TPYOKM 1 coeauHuTenV 8
OTHOLIGHWNK cAeayowmMx 0OCTOATENLCTS:

° PacnoN0KEHHE, NPU KOTOPOM OHU MOTYT OKASHIBATE NOBPEMAIIOLEE AABACHUE HA TKBHW NAUNEHT]
. PacnoNoKeHHE Ha NOAY, NP KOTOPOM Ha HHX MOXHO HACTYRUTL HOTOH UAK NPY KOTOPOM OHU MOTYT
NOABEPTHYTECA KOHTAMUHALMM,

) PUCK YAYLIZIOUETO UAK TYPHUKETHOrO BO3ACHCTBMA HA NAUMEHTA.

. NpebuiBanne B 30HE AGHCTBUA KCTOUHUKOS TENA HAK NPOXOA Yepes HUX.

o PUCK NEpeneTeHHA NAN NEPEKATHA NOA OACHADH MAK MOA NOBASKAMM C PUCKOM NPENATCTBUA
ROAREPKAHKIO OTPHLIATENALHOTO AABACHUA.

4. Nepea npumeneHnem annapara PICO loGbie OCTPLIE KPAN B PAHE, BKAIYAR KOCTHbIE PParMenTLl,

AOANHBI GoITe NPUKPLITE HAK YABACHDI, 4TOGLI NPEAOTBPATUTL PHCK TPABMbI OPFAHOS MAH KPOBEHOCHWIX
COCYAOB 8 YENOBUAX OTPHUATEABHOIO AABASHVA.

S. B cayuae HeoBXOAMMOCT NPOBEACHUA ALdUOPUAAUNK OTCOSANHUTE NOMATY OF NOBASKK. ECau
NOBAIKA HAXOAMTCA 8 05A3CTH NPEANOAAraemMOro BO3aeiCTBNA APUBPHANATOPA, CHUMKTE ee.

6. Npumenenne annapara PICO wecoBmecTumo ¢ MPT. He gonycxalive sreceHus paboraiomero
annapara PICO B nomellieHue aan nposeaeHua MPT.

7. BONpPOoCh! NPprMeHEHHA annapata PICO Y NeaHaTPHUECKKX NAUKEHTOB He HIyueHsl. NPpH HasHAueHNUH
3TOF0 BUAA NENEHNA CNACAYET YYHTHIBATD PasMeph! U MacCy Tena naumeHTa.

8. Npnmenerue annapara PICO Henpuemaemo 8 06CTOATENLCTBAX, CONPOBOMAAIOLNXCA PUCKOM B3PLIBA
{#anpumep, 8 otaeneHnax runepGapuUEcKol oxcuresaumu).

9, KpPbiliKa OTCENRA MEMEHTOB NUTAHMA MONET NPEACTABAATL ONACHOCTL NONAAAHUA B AbIXATeNLHbE
NYTH K YAYILLA ANA MBNEHLKKX AeTeil, Bepedb oT gereit!

10. PICO He NOAXOANT ANA NCNOALIOBAHHA 8 NPHCYTCTBNIN NEFKOBOCNAAMEHRIOULRIHCA CMECH Ann

AHECTEIUN C KUCAOPOAOM HAW OKCUAOM 330TA.

5. Mepdi NpesocTOROMMOCTH

1 Cnegyer cobni043Te MEPb NPEAOCTOPOMHOCTH NPH NEYEHHH NAUMEHTOB CACAYIOWMX TMNOS, ¥
KOTOPBIX NPUCYTCTBYET NOBLIEHHBIH PHCK PASBUTHA OCAIOKHEHNIH B BUAE KPOBOTEUEHWA:

. NauKeHTL, NOAYHAIOWHE NEUCHHE AHTUROAMYARHTAMY MAKW MHIMGUTOpamMK arperaumu TpomGoLNTOB, 3
TAKKE NAUMEHTEI € AKTHBHLIMI KPOBOTEHEHUAMM,

) NaumeHTH ¢ 0CAAOASHHBIMM KA XPYNKHMK KPOBEHOCHLIMHU COCYAAMM MAK OPralamMK B PAHE HAW
8613 PaHbl, B PESYALTATE (HO HE OTPAHKMNBAACH NEPEUUCACHHBIM) AHACTOMOSOB, HHEKIUMH, TPABMM HAN
olnyueHna.

. Crpagaiowme 3aTpyAHEHHLIM NEMOCTA3OM 8 paHe.

. C HeneUeHHUIMNI HAPYLIEHHAMN NUTAHNA,

L He coBAI0ABIOUWME PRIKUM NEHEHHA WA NPENIATCTBYIOWME NIGNEHWIO.

. Crpapaoupie OT paH B HENOCPEACTEEHHON GAM3OCTH OT KPOBEHOCHBIX COCYADB HAKM XPYNKUX CBASOK.
2. Nossaskn PICO MOXET HAKNAALIBATL H MEHATL TONBKO MEAUUMHCKHI PaboTHUK. MALMEHTY HEML3A

CHNMATL MW MEHATL NOBASKM.
3. B vex cay4anx, xoraa PICO MCNOALIYeTCA ANA ACYEHHA HHOUUMPOBAHHBIX PaH, MOXeT NoTpebosatben
Gonee yacTasn cmeHa NOBA3OK. HEOGXOAUMO PEryAApHO NPOBEPATL PaKy Ha CHMNTOME! MHOULIMPOBAHKA.
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4. Ecnm aTa TEPANUA HASHAYAELTCA ANA NOPMEHHDBIX HIBEMHEN KOHEUHOCTEH, CABAYET TILATENLHO
KOHTPOAUPOBaTL, HTOOLI HANOKEHUE UMPKYARPHOR NOBASKK HAK NPHMEHEHHE OTPULATEABHOTO SABACHHA Ha
KOHEYHOCTH ¢ niemueli He NPENATCTBOBAN0 KPOBOOGPaEHKIO.

S, B annapare PICO oTCyTCTBYIOT 38YKOBbLIE CUIHAABY. FloMNTy CAEAYET HOCHTL Takum 0Bpaszom, ytobus OHa
80eraa Gbina [OCTYNHA, N NAUMEHT / MeAUUMHCKUI PAGOTHUK 8 MI0GOH MOMEHT MO NPOBEPUTL €@ COCTOAHNKE,
6. XoTA PICO mOXHO HCNOALIOBATL NOA OACKA0H / NOCTEALHBIMK NPHHAANGKHOCTAMH, BAKHO, yTODbI

OKKNIOSHOHHBIE MATEPHANDI, HANPUMEP, NACHOMHLIC NEPEBASOMHHIE MATEPHA/B, HE HAKNAAMBANMCH NOBEPX
NOBAIKK, TAK KaK 3TO NPUBEAET K YXYAWEHMIO HCNAPEHNA BAATH YEPE3 NOBEPXHOCTHLIA CAOH NOBASKN,

7. Noeasky PICO HeAbIR NEPeKPLIBATL IMECTKUMI YCTPORCTBAMMU ANR UMMOSHANSILMM MAK TUNCOBLIMM
NOBA3KaMM, KOTOPLIE MOTYT OKAILIBATL YPESMEPHOE AABACHHE M BLISHIBATE NOSPEXASHNE THAHEH PaHbI,
0coBeHHO Tam, rae Tpybxa BXOAUT B NOBASKY (T.€. MATKWH NopT).

8. DauTencHoe HaNOMEHHUE HECTHHX AW HENPOIPAMHLIX MATEPHANOB Ha NOBASKY PICO moXer
NOMEWATL PETYARPHOMY OCMOTPY H OUEHKE PAHBI, U HAPYILUHTL NNAHOBYID MAK INCTPEHHYIO CMEHY NOBAION.
9. B vex cayuanx, Koraa PICO MCNOALIYETCA B NeMeHHH NALMEHTOS ¢ VYBCTEHTENLHOMN Koweli, CrepyeT

NPHMEHATL CPEACTEa ANA SAMTHI KOXKW, TaKNE KaK SECURA, Ha yMaCcTKAX KOXM, FAE A0/WKHL PACNONAraTLEA
dukcupyoLme NoAoCKK. HENPABUABHOR HANOWEHUE UAM MOBTOPHOE NPUMEHEHHE GHKCUPYIOWMX NONOCOK B
NPOTUBHOM CNYHIE MOMET NPHBECTH K OTCROCHHIO KOWM,

10. ECAM NOABAANTCA NOKPACHEHHE MAW ANNEPTHYECKAA PEAKUMA, NPERPATHTE NPUMEHeHKe npubopa n
06paTUTECH K MEAUMLMHCKOMY paboTHMKY.

11, He ucnonb3yiire PICO nosepx NPOAYKTOB Ha MACAAHUCTOR OCHOBE, HANPUMED, BaSEANHA, NOCKOABKY
370 MOXKET HAPYLINTD FEPMETHUHOCTD COBAUHEHUA.

12 Menonb3IosaHMe OTPHLIATEABHOFO AABEHUA HECET PUCK BPACTAHUA TKAHK BO BCNEHEHHbIe ryfuaTtbie
MaTEPHANDI, NCNIOABLSYEMbIE B KAYECTE® HANOAHUTENA PAHEBOrO NOXKa. [TPY NCNDALIOBAHMM BCNEHENHOTO
ryGuaTOro HANOAHNTENR COBMECTHO ¢ PICO BPACTaHNE THKAHER MONKHO YMEHbLLINTL NPY NOMOWM
HENPHAUNAIOLLETO MATEPHANA ANA OOPAIOBIHNA KOHTAKTHOrO CNOA MAK B0/1ee YACTON CMENOH NOBAIOK.

13. PICO MOMHO HCNOALIOBATL BMECTE C XUPYPTHUECKMMM ADEHAKAMM, NPY YCAOBHH, YTO NOBASKA HE
GyneT HanoMEHa HA MECTO BLIXOAA TPYOKRK U3 KOWK. MOGON XMpypruveckmii ApeHax K0/MKeH Gume nposeaeH
NOA KOWElH Ha PACCTOAHNM OT KPaR NOBAIKM W PYHKUMOHUPOBATL HE3ABUCHMO OT OAHOPA3OBOIO anNNapaTa AnA
NEMEHUA paH OTPULATEAbHBIM AaBneHnem PICO.

14, Nomna A0/HKHA GbITh SAWMILLEHA OT UCTOUHUKOR IKWAKOCTM, HANPHMED, B CYHIE HEASDKAHUA MOUN
HAU NPOAKBOS. NPeKPaTUTe NCNOALIOBAHKUE YCTPONCTBA, eCnik HABMOARETCA NONANAHME B HETD IMAKOCTH.
15. B0 Bpema NPUHATHA Ayt nomny PICO HEOOXOAMMO OTCOLAWHATL OT NOBA3KK. NpocnreauTe, YTobbl
KoHeu, TpyGun, npucoeauHenHbil K NoaasKke, Gbin HanpasAeH BHKU3, YTOGLS B TPYOKY He Nonana soAa.

16. He pasbupaiite nomny,

17. Henb3n MCNOALIOBATL NOBAZKY COBMECTHO ¢ Kaxo#i-nubo apyroi nomnoi.

18. He menniite koHdurypaumio TpyGok 1 He olpesaiite ux, He BbiHumalTe TPyGKW U3 MArKoro nopra.
19. He obpe3aiite NoBASKY, NOCKONLKY 3T0 MOXET NPHBECTH K NOTEPE OTPHUATENLHOTO AABAEHUA. ANA
HAHAYIILETO NPUALTAHUA B HEYAOGHBIX ANR HANONKEHWA NOBASKN MECTAX MOHO 06pesaTe Kpaill NOBAIKK Ha
paccTosHue, He npesbiwiawee 1 Cm OT KPan NOBAIKK.

20. Bcerpa pasmewaiite NOBASKY NO LEHTPY HAA paHoil. Markui nOpT Ao/mkeH ObiTh PACNOAOIKEH Hag
HENoBPEMAEHHOR KOMEH 1 HE 3AXOAMTL Ha paHy, YTOGHI PUCK CKOMAGHUA MUAKOCTH BOKPYT MATKOTO NOPTa U
NOTeHUMANLHAA BACKNPOBKA OTPULATENLHOTC AABNEHHA BbINK CBEREHE K MUHHMYMY.

21 Yerpoiicrea kKOMNbIOTEPHOR TOMOMPadUN ¥ PEHTTEHOBCKUE YCTAHOBKK NOTEHUNANLHO MOTYT
KOHGANKTOBATL C HEKOTOPLIMK INEKTPOHHBIMM MEOMUMHCKUMK YCTPORCTBaMU. B Tex CAY4aAX, KOraa 3T
BO3MOMHO, YOMpaiiTe NOMNY U3 NOAA AEACTEMA PEHTTEHA MAK CKAHEPA. ECAN NOMNY BHOCHAM B NOMELLeHNe,
FA€ HAXOAMTCA YCTAHOBKA KOMNLIOTEPHOA TOMOFPadUK NAK PeHTIeH, NpoBepbTe, GYHKUMOHUPYET Ak annapaT
HOPMANLHO NOCAE NPOBEACHHA NPOLEAYPLI.

22, AaHnbiit annapar npeaHasHaueH TOALKC ANA OAHOPASOBOTD UCNOALIOBAHNUA. FpUMEHEHUE KaKOoMH-
nnG0o YACTH ITOrO annapara & feveHnn Gonee Yem OAHONO NAUNEHTA MONET NPUBECTH K NEPEKPECTHOMY
SAMPASHEHNIO W PASBHTHIO UHPEKUMK.

23, Npu 8HICOKOH TEMNEPATYPSE 1 BADKHOCTH MOXET NOTPLBOBATLCA 50NEE HACTIA CMENA NOBASOK.

24, BO BpemA TRAHCROPTUPOBKK CYULECTBYET BRPOATHOCTL BOSAGHCTBUA PAAMOYACTOTHLIX NOMEX HA
patoune xapakrepucTnin PICO. ECan nOMNa He paGoTaeT, 3aMeHNTE 3/IEMEHTLI NUTAHNA. EC/IN 310 HE YCTPAHHT
npobinemy, CBRKUTECH € MEAVUMHCKUM PABOTHUKOM, YTOGLI 3aMEHUTL aNNapaT. Annapar PICO He
npeaHasHaveH AN NPUMEHEHHA Ha GOPTY BOSAYLIHONO CYAHA, INEMEHTHE NHTAHWA CAeAYET BbiHYTL M3
annaparva Ha Bpema BOSAYWHONY Nepenera.
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/ 28, BOIMONKHEI CHTYAUNU INESKTPOMATHNTHON UHTepdepenumn. ByabTe OCTOPOXHI, ecAH 06opyaoBanne
. PICO HaxoanTca no6AMSOCTH OT SNEKTPOHHOTO 0B60PYAOSAHNA, TAKOLO TaK TepmuHaNb cbopa aanHbx,
! npoOTHBOYroHHOe 060PYA0BaHNE AW METANNOAETEKTOP.
26. B Tex cnyvany, koraa PICO UCNOALIYETCA SNA YHPENIEHUA KOXHBIX TPAHCNAAHTATOR, BAMHO
BM3YaNLHO NPOBEPATL PaboTy annapaTta Ha peryaapHoi ocHOBe, 0COGeHHO B NEPBYIO HeAeAID ACUEHNUA, YTODL!
rapaHTUPOBATD, YTO OTPULIATEALHOE AABACHNE BbINOAHRETCA NOCTOAHHO, 3 COSANHEHHE MePMETHIHO.

6. HeGnaronpuatHoIe peEaKUWM

YCunenHoe KposoTeuweHne NpeacTasnier coGoi cepbesHniil PUCK, CBASAHHbIA C NpUMEHEHKEM
OTPHULATEABLHOIO AABAEHHUA B NEYEHHH PAH, YTO MOMET NPHBECTH K CEPLE3HLIM TRABMAM HAK CMEPTH.
HasHaueHue AAHHOTO BHAA NeyeHNA OBAIATENLHO AOIKHO NPOUIBOAUTECA ¢ YHETOM YKAIAHHBIX
NPOTHBOMNOKA3AHWI, NpeaynpemaAeHui n MEp NPEAOCTOPOMHOCTH. BHMMATRNLHO CARAUTE 33 COCTOAHHEM
pasbi 1 NOBA3KK, HTOOLI NPOBEPUTL HaNUYKE NPHZHAKOB UIMEHEHUA CTATYCa KPOBONOTEPH ¥ NAUMEHT].
OGpatuTech K MeAULIMHCKOMY PaboTHUKY NPY NOABACHHUH KAKMX-NMGO BHEIANHLIX ¥ PESKMX HIMEHEHUH
ofbema nan ueeTa axccypata.

7. MHCTRYKUMM 1O NPUMEHEHMIO

7.1 PYNOSOALTS0 NO ONPEASAECHING NPHIOAHOCTM PAHLI AAN ASuUeHMA annapaTom PICO

PICO cneayeT NPUMEHATL B NGUCHWM PaN, KOTOPLIE NONHOCTLI0 NOMEWSIOTCA NOA, NAOWAALIO
a6copBMpyIoIero CNoA NOBA3KK, NPK COBNIOAEHHN NPEAOCTOPOIHOCTEH OTHOCHTRALHO PACNONOKEHHA
MATKOPO NOPTA (TONLKO HA HENOBPEMACHHOMU KOXKE, HE 3aX0AA HA NOBEPXHOCTL PAH).

B KauecTse pykosoacTea:

. FayGuna parbl - 4R paH rayGxe 0,5 cm moxer NoTpebosarsch HaNOAHUTEND M3 TyBKKU MAW MapAK ANA
npumerenna IPOA urobu obecneunTh Haanexalee neYeHUe BCex NOBEPXHOCTEN PaHLl.

Panbl, oGpabartuisaembie 60nee KpynHbIMKH pasmepamu noBAsoK PICO, kax NPaBuno, AOMKHY! BbiTh rAyGHHON
He Gonee 2 cm ,

* IKCCYAAT - NPH HCNOADIOBAHNMK SR NEHEHHA PAH C YMEPEHHON IKCCYAAUNEH pasMep PaHbi He
AOMKEH nPesbIaTh 25% Naowaan abcopOupyiowero Chon NOBASKH.

7.2 HanoXMeHKe M NPHMEHEHUE
1. Yaanute usbuiTounbiit 80A0CAHON NOKPOB, UTOGL! 0ORCNENHTD NAOTHOR NPUACTAHUE NOBASKK K PaHe.

Mpy1 HeoOXOAMMOCTH NPOMONTE PaHy CTEPHAbLHLIM PUIMOAOTHMECKUM DACTBOPOM M MPOMOKHWTE ee Ann
BLICYWMBANNA PAHEBOH NOBEPXHOCTH.

2. Co6mopan npasuna acenTUKK, CHUMHUTE UEGHTPANbHYIO HBCTb AHTMAArESHOHHOIO
33WMTHOIO CNOA NOBAIKK ¥ HANOIKHTE NOBASKY NO UEHTPY PaHbI TaK, YTOBL! CHNIUTL PUCK
NONaAaHUA PaHEEOTO OTAGAAEMOTO B OTBEPCTHE MATKOTO NOPTA.

Y6eanteck, YTO NOBASKA NGIMUT POBHO HA PaHeBOH NOBEPXHOCTH W npuaeraloweil xome. MArkMit NopT AoAMEN
HaXOAUTLCA B CaMON BLICOKOW TOuKe (COOTBETCTBEHHO OCHOBHOH No3e nauMeHta) ¢ Tem, utobut
MHHWMHSHPOBATL PUCK NEPEKPLITHA MATHCTPANK OTPULATENLHOIO AABACHUA PHEBLIM OTAEAREMbIM. CHHMHTE
OCTaBIIMECH A8€ YACTH AHTHAATESMOHHOTO SALMTHORD CAOA NOBASKH W PIIFNIALTE NOBAIRY NO KOWE BOKPYF
panpt 6es cmoplmsanua. Npu 06pasoBaHKK CKABA0K MAHUNYAAUMIO MOKHO NOSTOPUTL.

3. Kak TONLKO NOBA3KA GYAET HANOMEHI, BLIHETE NOMMY U INEMEHTH NHTAHWA U3 NOTKA. fpasnabHOe
NONOMEHNE YCTAHOBKM 21EMEHTOE NUTAHUA (NOAAPHOCTL) YKASAHO BHYTPH OTCEKA [NA INEMENTOB NNTAHWA.
BCTaBLYE INEMEHTRI NUTAHWA. YCTAHOBUTE KPbILUKY OTCEKa A/IA 3NEMEHTOB NUTaHWA. NOCAe 3TOr0 OAMOKpPaTHO
3arOPATCA BCE TPU MHANMKATOPa (cmoTpuTe pasaen (i) TaGauup nuwe.

4, NoacosauHUTe NOMNY K NOBAIKE, CKPYTMB COeAMHUTENM HA Tpylkax memay
cob0oii. HaxMMTE OPAHIKEBYIO KHONKY, YTOGb HA4aTL NPOLIECE CO3NAHUA OTPHUATENLHOFO
AaseHnA. 3eACHLIA HHAVMKATOP HAYHET MUFaTD, YTO CEMAETENLCTBYET O NpasnabHON pabote
annaparta. B 3aBUCMMOCT OT PaIMepos PaHbt nomne notTpebyerca A0 30 cexyHa, YToOu
AOCTHYL HEOGXOAUMOTO YPOBHA OTPHUATENBHOIO AABNEHKMA. ECn yepes 30 cekynn annapar
He AOCTHF OTPMUATEALHOrO AABAEHUA, NOMNA BHIAGIKUT naysy 15 cexkywp, a savem 8
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TENEHHE CACAYIOLMX 30 CeKyHA CHOBA NONLITAETCA A0CTHYL OTPULATEALHOID JABNECHUA {SEeNeHUIH HHAUKATOP
GyAeT NOCTOAHHO MMFaTh BCe 310 Bpema). ECAK NONBITKA YCTAHOBMTL OTPULIATENLHOE DABNEHU@ OKAKETCR
GesycnewHoid, 3arOpUTCA MEATHH WHOMKATOP «CUHBAN TPEBOTM: YTEUKA BO3AYXas. CMOTPHTE NOMCK W
yCTpaneHne HeucnpaeHocrein 8 pasaene (il) rabanup e,

5. Ecan Bl HCnoAbSyeTe SECURA 40 HanomeHna GuKCHpyIoLmx nonocok (cm. Mepu
NPLAOCTOPOKHOCTI), NPOTPUTE 06NACTL BOKPYF NOBASKM U AARTE KOWKE BBICOXHYT.

6. HanomuTe GUKCHPYIOUNE RONOCKN NO BCEM YETHIPEM CTOPOHAM NOBASKM. MNocae
HaNOMEHUA KAKAOH U3 NONOCOK yAINAHTE ee BepxHuil 3alpTHLIA CAOH. W nonocku GyayT
NOAAGPIHHEATL FTEPMETHHHOCTD NOBASKW 8 TEMEHHEe Cpoka npebuibanus Ha pawe. B
TPYAHOAOCTYNHBIX MECTAX BOIMONHO GYAST NONGIHO YKPENKTL NOBAIKY NONOCKIMM 40
MOMEHTa BKAIOHEHMA nomnbl. MOAOCKY CreayeT HaKkNA[LIBaTL Takum obpasom, 4Tobel OHa
NEPEKPLIBANA KPR NOBASKN NPUMEPHO HA 1 canTHMmeTp. MpocaeauTe 3a Tem, YTobu TpyOka
He Gbina Nepexpyyena MAN nepemara CHoAamMu ogexasl. O6patute BHUMAHKE Ha TO, 4TO
BCAKNKI PA3 NPYU YAINCHNK PUKCHPYIOWMX NONOCOK NOBAIKY TIKKE CACAYET MEHATD.

7.3 Comexia NOBAZKN

1 MOBAIKH CNEAYET MEHATL B COOTBETCTEHMM CO CTAHAAPTHLIMU NPABUAAMM NEUEHMA PANH, KaK NPABMAD,
xamabie 3-4 aHn. Bonee 4acTan CMEHA NOBASOK MOMET NOTPEBOBATLCA B IABMCHMOCTM OT KOMMECTBA SKCCYAATA,
COCTORHMA NOBAIKW MAW APYTHX NPobAaem naumexta, Wanpumep, Koraa PICO ucnoAbIYETCA ANA AeueHMuA
HHGMLMPOBAHHBIX PaH. MO YCMOTPEHNIO MEAMUNHCKOrO PABOTHUKA NOBA3KA PICO MOMKET OCTABATLCA Ha paHe
AD 7 aHe#d.

2, PerynapHo nposepaiite nosasky. Ecin BO3HMKAET HEOOXOAMMOCTL CMEHUTL NOBAIKY, HAMMMTE
OPIHIKEBYIO KHONKY ¥ OTCOGAMHUTE NOBASKY OT NOMNYI. DUKCHPYIOUWIME NONOCKH CAGAYET OTAGIKTL OT KOWH,
NOCAE Yero NPUNOAHATL NOBAIKY 33 YTON K OTCAOUTL @& OT PaHb! A0 NOAHOTO YAANEHHA. HANOWMTE APYTYIO
NOBASKY COPAACHO M. "Hanomewwe U npumenexne” sbille, NOACOSAUHUTE NOMIY M HAKMUTE OPaHKEsYIO
KHONKY, 4TO6b1 80306HOBUTL NPOUECT NeveHUA.

3. B 3aBUCHMOCTH OT HACTOTbI CMEHbI NOBAIOK NALMEHTY MOMET NoTpebosatbea HoBMN komnaexT PICO ana
NEMEHUA PAH OTPUUATE/NLHBIM AABACHWEM B Cayyae, ecny GbiAn MSPAcXoa0BaHb! BCE NOBA3KK B TEKylem
KOMNAGKTE, MAKW 3AKONYMACA CPOK CryObl NOMNLI, W OMNA ABTOMATHYECKW NPEKpaTHAA paboTath (B ITOM
CAYM3E BCE UHANKATOPL NOracHyT).

4, Nosaaky PICO cnesyeT yTMAMIMPOBaTL KIK MEAMUMHCKHE OTXOAbL. M3 nomnm creayer yAannTh
ANEMEHTH! NUTAHUA; INEMEHTHI NUTAHNA U NOMNY CGAYET YTUAMIMPOBATL B COOTBETCTBMH ¢ MECTHLIMMK
NP3BUAAMK.

5, DonoanntensHan wHGOPMauMA KacarensHo TpeGosanuii K yTMAN3aUMM YKasaHa WA  caitte:
WWW.IYpIco.com MAM NPEACCTABARETCR NPK OGpallieHNN K NPEACTABUTE/II0 KOMNAHUK «Smith & Nephews.,

7.4. HCnOALIOBAHNE C HATIONHHTEARMH M MATEPHIAAMH KOHTEKTHOTO CAOA B PaHe

Annapar PICO coBMECTUM €O CTaHABPTHLIMM HANOAHKTOARMK M3 MAPNK U TYCNATDIX MATEPUANOS, KOTOPbIE
HCNOABLIYIOTCA B TRAZHUUOHHOM fIPOLL B TEX CAYUARX, KOTA STO KAMHWMECKW ONPABABHO, HANPUMED, NA paHe
C HEAOCTATHOM TRAHEN. ECNU MCNONLSYETCA HANDAHUTEAL, TO HANOAHKTENb W NoBASKY PICO Cheayer menarb 2-3
Pasa 8 MEAEMO & COOTBETCTBUK C MECTHBIMK KAHHMYECKUMM CTAHAIPTAMH U HHCTPYKUMAMK NPOUIBOANTENA.
Mapna aomiHa ¢8obOAHO 3aN0AHATL paHesoe nowe, Uaberaiite CAMIIKOM NAOTHOTO SANOAHEHHA PAHEBOrO
nowa. PICO MOMHO NpU HeoBXOANMOCTH HCNONLIOBATL NOBEPX HENPHAUNAOWESO CAOR, HaNPpUMEp, NoBepX
KOXHOTO TPAHCANAHTATA. MOMHO HCNOAL30BATL NO KPAAM reNesbie NOROCKN ANR OBECNeNEHUA repMEYHYHOrO
coeamHenun. Ha WHOUUMPOBAHHLIX PAHAX WAM PAHAX, ¥ KOTOPBIX CYLLECTBYET PUCK UHOMUMPOBAHWA, NOA,
annapar PICO mOMHO KCNOAL30BATL NPOTHEOMUKPOSHEIE NnoBAsKW ACTICOAT Flex,

PICO cosmecTm ¢ KomnpeccHonHol Tepannel, ecal 3T0 KAMHUUECKN HEOBXOAMMO; TEM HE MEHEe, PaHy
CHavana Heobx0aNMO TIWATEALHO OBCALROBaTY, YTO6D YEeanThen, 41O 06vem IKCCyaaTa HeBONLIWON
(ymepensnuii). Bosaeictaue PO/ Ha pany MOMET CNPOBOUMPOBATL NOBLILIEHHOE OTAB/NEHUE IKCCYAAT],
NO3TOMY fIOCAE NEPBOTC NpumereHua PICO NOA KOMNPECCHOHHON CHCTEMON creayeT nposepaTb NoBAIKy PICO
HaOMALIE 2-3 HA HA NPEAMET HAN/NKIUISTO YAINCHUA SKCCYAATI MAK CMEHDI NOBASKM, @ TAKIKE ANA NPOBEPKK
BOIMONMHOCTH NPOAOMKEHMA KOMNPECCHOHKHONR Tepannu. NpPu KCNOABIOBAHMY KOMNPECCHOHHOR CHCTEMB!
nosepx PICO yGepurecs, uro Tpybim, coegunaoue nomny PICO v NOBA3KY, NPOXOAAT NOBEPX NEPBOro C/OA 1
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NOA OCTANLHLIMK CAOAMM, UTOSDLE OHK HE NPHUNSTANK HENOCPEACTBEHHO K KOXe. lPpK HCNONLIOBAHWUN
KOMNPECCHOHHOO Benbn y6eauTech, YTO TRYGKU AGKAT NOBEPX HYYAOK. PYKOBOACTBO NO KOMNPECCHOHHOR
TEPANKUN CM. B COOTBETCTBYIOLLNX UHCTPYKUHAX NPOU3BOANTEAR.

8. Obwne NPABHAS NPUMEHEHKUA

8.1. Banna w gyw

PaspewiaeTca NPUHATHE NEFKOTO AYILA; HEOOXOAMMO OTCOSAMHMTL NOMAY NEpea Mbitbem (cMoTpik n.S. Mepbl
NPEAOCTOPONHOCTH) ¥ NOMECTHTL & B 6e30NaCHOEe MECTO, Ae HA Hee He NONZAET 8/1ara. HeAssA HaNPABAATL
CTPYIO BOAbE Ha NIOBASKY MW NOTPYIKATLOA C Hell 8 80AY. YOeauTecs, uto TpyGKa, NPUCOSAHHEHHAA K NOBASKE,
HANPaBAeHa BHKY, YTobul BOA3 He NONana s TpyOKy.

8.2 Ouncrxa
Cobmogenne NPasun KANHUYECKON MHFMEHbl HMEET NePBOCTENeHHOe SHaueHHe. Momny MOXHO NPOTHPaTL
BARNKHON TKAHLIO, CMONEHHOH MBINLHON BOAOIK MAK CAABLIM PACTBOPOM ACIMHOULMPYIOWETO CPeACTea.

9. BoisBASHUE W YCTPAHEHNE HEUCTPABHOCTEH
ECNK NOMNA HENCNPABHA MAW Ha HeH eCTL NPUSHAKKW NoBpemaeHus, obpamrecs K pasgeny (I} Tabanuss Hxe..

Tabnuia : MHAMKAYOPLE COCTORHKA NOMNBI 1 cBou & pabore,
PICO vCNONb3YET ANA ONOBELLEHNA TOALKO CBETOBLIE HHAMKATOPLI. B annapare PICO OTCYTCTBYIOT 38yKOBbIE

cvrianst. Momny cneayet HOCHTS Takum 06paszom, YTo6bl OHa Bceraa Gotna AOCTYNHA, W NauMenT /
MeAMUMHCKMH PaBOTHMK B MOGOH MOMEHT MOT NPOBEPHTL €@ COCTOAHNE.

Pasaen (i) - Hopmanstioe GyHKUMOHUPOSIHKE

Cratyc Cratyc SoIMONHIN Kosmmenrapnil / nowcx sencnpasxocte

HHAMKST NPWUMHA

opd

He ropAar Nomna NeyeHune GLINC OCTAHOBAEGHO. HAXKaTHE OpaHKesoi

Bce SbIKAIOYEHA. KHONKK BO3OGHOBKT NeueHne, W SArOPUTCA 3eM1eHblil

HHAWKAT WHAWKATOP.

opbl.
3aKoHuMACA Koraa 3aKoHMKTCR CPOK cayOul nomney, oHa
CPOK ABTOMATHYECKH OCTAHOBUTCA, B 3TOM CAYUaE NOTaCHYT
cayubu 8Ce NHAMKATOPDI.
NOMALI.

Hamarue OPAHKEBOH KHOMKY HE BKAICNAET MUraHHe
3eneHOT0 WHAMKATOPA. Ecan nomna npopabotana

InemenTol MeHblEe NPEAYCMOTPEHROrO KOAWYECTBA AHed,
NUTAHUA BO3MOMKHO, PAIPAAUANCD INEMEHTDI NUTAHUA , W WX
paspRKeHbl. HYIXHO 3AMEHWTL.

Bce 370 MmuraHue 3710 HOopMmanbHan paboTa NoMNbE.

& i) WHAMKAT oTpamaer
opbl CAMOANATHO
Q omvonpa | cruky

THO nOMNbB!

MUIA0T. nocae
YCTaHOBKH
ANEMEHTOB
NUT3HUA W
KPBILLIKKW
OTCexa
INEMEHTOB
NUTaHUR.
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: Muraer Noea3sxa MUHOraa paboTa NOMNBI CTAHOBKTCA CALILUMMOIH, KOTAA
o e 3enensii HANOXEH3, 1 OHA NOAAEPMNBALT OTPHUATENLHOE AdBAEKKE. ITO
WHOMKAT annapar HopmanbHan pabota annapara. Ec/u 310 cayuaeTen
0 op «OK» dyHKUMOHNP CAMIKOM YACTO (HECHOABKO Pas 8 uac), pasrnagopTe
yer NOBAIKY ANA YAANEHWA MOGBIX CKASA0K, KOTOPbIS
Hagnexaum MOFYT NPONYCKATL BO3AYX 8 anhapart. fIPOA no-
m obpasom. NPeKHEMY NOAASPIKMBARTCA B TAKON CUTYALMN.
Her
npobnem.

Pazpen {ii} - curuanst n cBou & pabote

Cratyc Cratyc BOIMONHAA KommeHTapuit / NOWCK HeucnpasHocTei
Ancnaen WHAMKAT npMINHA
opa
Muraer Obnapyxen PasrnagpTe NOBASKY ¥ NONOCKK, NTODL! YRANHTD
o wentoiit ayreuxa moBbie CkNAAKK, KOTOPLIE NPONYCKAIT BO3AYX B
UHAMKAT 803ayxa, annapar.

op BOSMONHO, JleNexKe paHbl OTPHUATENLHLIM AFBACHHEM He

«Curnan no NpuunHe NPONCXOANT. Nomna GYAET 0CTABATLEA HA

TPeBOrM: CRNANOK HA ABTOMATHHECKOW NAy3e B TeueHue 1 yaca, a saTem

yTeuKa noeaske/kpa ABTOMATUNECKK NONPOGyeT 80305HOBHTL TSPANKIO,

803ayxa» e/ ecnm He SyAeT NPEANPHHATE NONLITKE HCNPABUTL
Prrenpyrow, CUTYaUMIO. B 33BHCUMOCTH OT Pasmepos PaHbl NOMNE
et nonocke. notpebyetca 20 30 cexymp, UTolbl AOCTUYL PRIKUMA
Nomna AEYEHUA PaH OTPHLATENbHBIM SaBaeHHeM. Ecan
NOCTaBAEHA yepes 30 CexyHA, aNNapaT He A0CTUI OTPHLATEALHOND
Ha AABNCHNA, ROMNA npepseT paboTy Ha 15 cexyHA, a
asTOMaTHYe saTem 8 TeveHUe cheaYIoMX 30 CRKYHA CHOBA
CKYIO Nayay. NONITAETCA AOCTHYL OTPULATEALHOTO AABNEHUA
Neuexne {3enenuiil WHOWKATOD GyAET HENPEPLIBHO MUFaTL BCE
PaHbt 370 Bpemn). ECAM NONLITKE YCTAHOBHTL
oTpHUaTENL OTPHUATENLHOE DABAEHIE OKAKETCA GesyCnewHoN,
HbIM SArOPHTCA EATHIR UHANKATODP «CurHan Tpeeorn:
AABAEHHEM YTe4Ka B03AYXa». ECAK 3TO NPOM3OHAET, CHOBA
He ParNaALTE NOBASKY U HAIKMUTE OPAHIKEBYIO KHONKY.
NPOHCXOANT. ECAH YTEUKS BO3AYXA YCTPAHEHA, 3&M1EHBIH MHANKATOP
MNomna GyaeT NOCTOAHHO MHrATD.
byaer
OCTaBaTLCA
Ha
IBTOMATHYE
cHol nayse s
Teuenue 1
“aca, 3
3aTeMm
asTOMaTHYe
)
nonpobyer
so3olnoBuT
b Tepanuio,
€cnk He
byaer
NPEANPUHAT
a NoNbITKa
MUCNPaBUTL
CHTYaLUNIO,
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CmuT 3HA Hedblo

" . Mwuraet Annapart BTeueHue 24 yacoB HeO6XOANMMO 3aMEHUTb
Tt"-!-«lgf 3e/leHbll HYHKLUOHUP 3/leMeHTbl NuTaHua . MpuocTaHOBUTE NleYeHue, Haxkas
NHAWKAT yet Ha OpaHXeBYH KHONKY. CHUMUTE KPbIWKY OTCeKa
op «OK». NpaBUbHO. 31EeMEHTOB NUTAHWA B BEPXHEN 4acTM NOMMbI K1
BblHbTE pa3psXXeHHble 3/1€MEeHTbl NUTaHMA. BcTaBbTe
2 HOBbIX 3/1EMEHTbl NMUTaHua Tuna AA . YCTaHOBUTE Ha
MECTO KPbILKY O0TCeka. HaXMnUTe OpaHXeBYH KHOMKY,
NeyeHne BO30GHOBUTCA, @ 3eN€HbIA MHANKATOP CHOBA
Mwuraet Hwuskuii Ha4yHeT Muratb.
XeNThblin 3apag
UHAMKaT 3N1eMEHTOB
op nuTaHua
«Hun3kni
3apaj
3NeMeHT
OB
nnmTaHua
»
' Mwuraet Cknagku un YcTpaHuTe yTeuky BO3AyXa, Kak ONMCaHo BblILLeE.
AQ XKEeNnTbii 3a/10Mbl Ha
NHAMKaT nossske/
O op Kpae/
«CurHan hukcupytoT,
TpeBoru; eli monocke.
yTeuka
BO34yXa»
Mwuraet Hwuskui 3aMeHy yCcTpoicTBa UAM 3N1EeMEeHTOB NMUTaHUA
XenTblii 3apag HeobX0AMMO NPOM3BECTU B TeYeHUe 24 4acoB, Kak
NHAMKaT 3/leMEeHTOB ONUCaHo BbILUE.
op nnuTaHua
«Hun3Kni
3apaj
3fleMeHT
0B
nuTaHmsa
»
T “ W Bce O6Hapy»XeH CBsbkuTechb € npefctaBuTenem «Cmnut aHa Hedbto».
T Ib iy NHAMKaT a owmnbka Micnonb3yinTe HOBble MOMNY W MOBA3KY.
opbl MOMMbI.
ropar Momna
POBHbIM 6onble He
CBETOM obecneumBa
et IPOA.

10. TexHNYecKne xapaKTepucTuku

MakKcuManbHble pasmepsl BbicoTa (MM)
63.96 £0.5

LLnpuHa nepefgHein yactn (Mm)
12.5 +0.4/-0.1

LLnpuHa 3agHeit vyactn (Mm)
9.75 0.5

OnnHa (mm)
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Cwmut 35a Hedrio

7152+ 0.5
Macca € 3NeMeHTaMK NHTAHKA K Ge3 <120r
MakcumantHuiil Bakyym 13,34 kNa {100 mm pT. cT.)
Pemnm paboTh HenpepbieHbii
YC0BMA XPaHEHWUA/TRAHCNOPTUPOBKK 5-25°C, 10-75 % OTHOCUTENLHON BAHHOCTH

700-1060 rNa {mbap) aTmochepHOro aasneHnA

Ycnoaua paboyeii cpean 5-35°C, 10-9S % OTHOCHTE/ILHOIH BAKHOCTY
700-1060 rf1a (mGap) avmocdepHOro AaBneHnn

11, GE30ONACHOCTD W IAGKTPOMBTHUTHAA COBMECTHMOCTY

Mpu ycaosun MCROABb3IOBAHWUA B COOTBETCTBUM C MHCTPYKLMAMM NnponssoanTens, PICO oreeyaer obwmm
Tpe6osaHuAM GR30NacCHOCTH MEAMUMHCKOrO aaexTpoobopyaosanus IEC 60601-1 u TpeGosaHuam
INEKTPOMBIHHTHONH 6LIONACHOCTH MEANUMHCKOrO anekTpoobopyaosanus 1EC 60601-1-2,

NSKTPOMBIHNTHAA COBMECTHMOCTD

Aannoe 060pya0BaHNe BbiA0 NCNBITAHO U NPHIHAHO COOTBETCTEYIOWMM NPEAGABHBIM NOKASATENAM ,
NPEABABNACMBIM K HIASAWAM MEONUMHCKOTO HasSHAYEHUA B cO0TBETCTBUMN ¢ IEC 60601-1-2. 3TH orpaHnyeHus
paspatoraHbl A/1a 06ecneveHnA PasyMHOMN 33WNTH OT INEKTPOMATHUTHBIX NOMEX, THAHYHLIX AR NPHMEHEHHA
MEANLIMHCKHX NPUBOPOB B MEANLMHCKMX YUPEKAEHHAX W & GLITOBLIX YCA0BHAX. NOPTaTUBHOR W MOBHABHOE
060pYAOBAHWE PAAUOUACTOTHOMN CBAIN MOXKET NOBAKATL H3 PABOTY MEANLIMHCKOrO SAGKTPOOGOPYAOBAHNA,
AaHnoe 660pyA0BaHUE TEHEPUPYET, UCNOALIYET W MOMET WAYHATE PAAHOHACTOTHYIO IHEPTHIO, W, ECAI OHO
MCNOAL3YETCA He B COOTBETCTBUMN ¢ MHCTPYKUMAMMK, OHO MOXKET CO3AABATL NOMEXK ANA APYINX YETPONHCTS,
HaxXOAALLMXCA B HENOCPEACTEEHHON BanaocTu.

AONOAHUTENLHYIO HHPOPMIUNIO NO INEKTPOMATHHTHON SALUNTE M INEKTPOMATHUTHEIM UITYYEHHAM CMOTPUTE
Ha

caiive: Www.mypico.com mam nonpockTe GyMamHYIo KONKIO MATepHaN0s Y BalLero NPEACTABUTENA KOMNAHWH
«CMHT 3HA Hedbion.

PICO ynakosbisaerca 8 CoeauHeHHOM KOPONLBCTEE, OTACABHDIE KOMIIOHEHTH HIFOTABAKBAIOTCA B CASAYIOWNX
cTpanax:

Nosaska — CoepamHeHHoe KoponescTao, DUKCHPYIOWME NOAOCKM ~ Beabrua. NMomna — Kuraid. 3semeHTsl
RAUTaHNWA — NPOHCAONACHHE YKAa3AHO HA NpeameTe,

Kingdom.
Toprosbie mapku CMHT aHA Hedbio www.smith-nephew.com
©Smith & Nephew Aava Bbinycka WHCTPYKUuY 06/2017

Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 28N, United c €
0086

COEAUHENHOE KOPOANEBCTBO Croxley Park, Building 5, Hatters Lane, Watford, Hertfordshire WD18 8YE
Tel: 08000 157 573.

ABCTPANMA Smith & Nephew Pty Ltd., 85 Waterioo Road, North Ryde NSW 2113

Tel +61 2 9857 3999.

ABCTPHMA Smith & Nephew GmbH, Concorde Business Park C3, A-2320 Schwechat.

Tel: +43 (0)1 707 91 02.

BENbIUA Smith & Nephew N.V.-S.A., Hector Henneaulaan 366 - 1930 Zaventem.

Tel: +322702 29 11.

KAHAA Smith & Nephew inc., 2280 Argentia Road, Mississauga, ON LSN 6HS.

Tel: 1 800 463 7439

KUTAN Smith & Nephew Ltd, 12F Headquarters Suilding, 168 Xizang Road (M), Huangpu District, Shanghal
200001.

Tel: +86 21 2330 3000.
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CmuT 3HA Hedbto

OAHWA Smith & Nephew A/S, Slotsmarken 14, 2970 Hprsholm,

Tel: +45 45 80 61 00.

BOCTOYHASA EBPOMA Smith & Nephew GmbH, Concorde Business Park C3, A-2320 Schwechat.

Tel:+43 (0)1 707 91 02

®PAHLMA Smith & Nephew SAS, 25 bd Alexandre Oyon 72019 LE MANS Cedex 2.

Tel: 02 43 83 23 23.

OUHNAHANSA Smith & Nephew Oy, Ayritie 12 C, 01510 Vantaa.

+358 207 866 300.

FEPMAHWMA Smith & Nephew GmbH, Friesenweg4/ Haus 21, 22763 Hamburg,

Tel: 040 879744-0.

rPELUSA Costas A Papaellinas (Hellas) SA, 26th km, Paeanias - Markopoulou Ave, PO Box 182,19400 Koropi.
Tel: 662 6201-7.

FTOHKOHT Smith & Nephew Ltd., Unit 813-818, 8/F, Delta House, 3 On Yiu Street, Shatin, N.T.

Tel: (852) 2648 7700.

nHang Smith and Nephew Healthcare Pvt. Ltd. B-501-509, Dynasty Business Park, Andheri-Kurla Road,
Andheri (E), Mumbai-400059.

Tel: 022 4005 5090.

MPNAHANA Smith & Nephew Limited, Carraig Court, George's Avenue, Blackrock, Co. Dublin,

Tel: 01-217 0444.

NTANNA Smith & Nephew S.r.l. - via De Capitani 2A, 20864 Agrate Brianza (MB).

Tel:+39 039 60941.

ANoHWA Smith & Nephew KK 2-4-1 Shiba-Koen, Minato-ku, Tokyo 105-0011 Japan

Tel: 03-5403-8930.

KOPEA Smith & Nephew Ltd, 13F, ASEM Tower 517, Yeongdong-daero, Gangnam-gu, Seoul, Korea (135-798).
Tel: 2 6001 7575.

MATAN31A Smith & Nephew Healthcare Sdn. Bhd. Suite II.O1B & 11.02, Level 11, Menara AmFIRST, No 1
Jalan 19/3, 46300 Petaling Jaya, Selangor.

Tel:+603-79587103.

MANbTA Cherubino Ltd, Delf Building, Sliema Road, Gzira.

Tel: 21 343270.

MEKCUKA Smith & Nephew, SA de CV, Patricio Sanz No. 442, Colonia del Valle, C.P. 03100, Mexico D.F.,
Tel. 53 40 22 60.

BJIVDKHUIA BOCTOK

Smith & Nephew FZE, 4th Floor National Bank of Abu Dhabi Building, Al Jazari Building 47, Dubai Healthcare
City - District 8, PO Box 9715, Dubai, U.AE.

Tel: 971 4 4299111.

HUAOEPMTAHALI Smith & Nephew B.V., PO Box 525, 2130 AM Hoofddorp, Kruisweg 637,

2132 NB Hoofddorp,

Tel: (+31) (0) 20 6543999.

HOBASA 3E/NAHAUA

Smith & Nephew Limited, Unit A, 36 Hillside Road, Wairau Valley, Auckland 0627

Tel:+64 (0)9 820 2840.

HOPBErMa Smith & Nephew A/S, PO Box 224, Nye Vakas vei 64,1379 Nesbru,

Tel: 66842020.

MAKMNCTAH BSN Medical (PVT) Ltd, A/69 SITE, Manghopir Road, PO Box 3659, Karachi 75700.

Tel: +92 21 32561176-77.

NnoNbWA Smith & Nephew sp. zo.o. Ul. Osma'nska 12 02-823 Warszawa

Tel:+48 22 360 41 20.

NMOPTYrANnA Smith & Nephew Lda., Estrada Nacional n° 10, Km 131, Parque Tejo - Bloco C, 2625-445 Forte da
Casa.

Tel:+351 214 460 650.

CUHTANYP Smith & Nephew Pte Ltd., IA International Business Park, #09-03 Tolaram 609933.

Tel: (+65) 6270 0552.

FOXXHAA A®PUKA Smith & Nephew (Pty) Limited, 30 The Boulevard, West End Office Park, Westville, 3629.
Tel: 031 2428111.

NCcNAHUA Smith & Nephew SAU, Fructuos Gelabert, 2-4, 08970 Sant Joan Despi, Barcelona.

Tel: 93 373 73 01.

WBEUMA Smith & Nephew AB, Box 143, Kraketorpsgatan 20, 43122 Moindal.
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Cwur 217 Hedrlo

Tel: 031-746 S8 00.

LWBEALLAPMA Smith & Nephew Schweiz AG Oberneuhofstrasse 10d, CH - 6340 Baar.

Tel. +41 41 766 22 44.

TAABAHDB Smith & Nephew (Overseas) Ltd. Taiwan Branch, 9F-2, No. 50, Sec.1, Xinsheng South Road Taipei
City.

Tel: 886 2 3322 5020.

TARNANA Smith & Nephew Ltd. 16th Floor Building A, The Sth Towers Grand Rama 9, 33/4 Rama 9 Road,
Huaykwang Sub-District, Huaykwang District, Bangkok 10310.

Tel: 66{0)2-116-5581.

TYPUMA Smith ve Nephew Medikal Clhazlar Tic. LTD. Sti. Bahgek8y Mah. OrkideSokak No:8/E 84473 Sanyer/
ISTANBUL

Tel: 490 212 226 22 55.

COEAMHEHHDIE WITATH

5600 Clearfork Main Street, Suite 600, Fort Worth, TX 76109,

Customer Care Center: 1-817-900-4000.

BEHECY3NA Ace Sales Corp, 8085 NW 68th Street, Mlaml, Florida 33166.

Tel: 305.835.0310

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



CmuT 3HA Heblo

OONONHEHNE KVWHCTPYKLUMW MO NPUMEHEHWIO
MEOVUMHCKOIO U3A4ENUNA

! Annapart gna nedyeHus paH otTpuuaTtesbHbIM gaBleHnem
PICO ogHOpas30BbIN -
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CmuT 3HA Hedbto

Mpn nocTasuB wusgenus B P® wuHcopmauusa, cojepxawasics B JaHHOM AOMNOMHEHUUM W UHCTPYWLUU Mo
npYMeHeHuto, ABNsSieTCS NPUOPUT eTHON

1 HAVWMEHOBAHVE MW, MOAENUN N1V BAPVNAHTbI NCIO/THEHNA MIA
Annapart /1 fleyeHusi paH oTpuLaTesibHbIM AaBneHreM PICO oHOPAa30BbIi, BapyaHTbl UCMOMHEHVS:

1 Annapat gns nevyeHns paH otTpuuaTtenbHbiM gasneHnem PICO ogHopa30BbIl B cOCTaBe:
nomMna
nosasku Multisite 15cm x 20cm - 2 wr.
mKcupytowme Noaocku - 12 .
Tpy6Ka-yanmHuTens -1 wr.
3NeMeHTbl nuTaHnsa AA - 2uwWrT.
WHCTPYKUMS MO NPUMEHEHUIO - 8 LUT.

2. Annapat Ans nevyeHnss paH oTpuuaTenbHbiM gasneHmem PICO oqHOpa30BbIi B COCTaBE:
nomna
nossskm Multisite 20cm x 25¢cm - 2 wr.
hmKcupyouime nonockm - 12 wr.
TpyOKa-yanmHutTens -1 wr.
3/IeMeHTbl NUTaHusa AA - 2wWr.
WHCTPYKUMSA MO NPUMEHEHUIO - 8 LWT.

3. Annapat Ansa nevyeHns paH oTpuuaTenbHbiM gaBneHnem PICO ogHOpa30BbI B COCTaBE:
nomna
nossA3kn 10cm X 20c™m - 2 wr.
dmkenpyowme nonockn - 12 .
TpybKa-yanuHuTens -1 wr.
3NeMeHTbl nuTaHna AA - 2wWrT.
WHCTPYKUMS MO NPUMEHEHUIO - 8 LUT.

4, Annapat Ansa nevyeHns paH otpuuaTtenbHbiM gaBneHnem PICO ogHOpa30Bblii B COCTaBe:
nomna
noBA3kn 10cm X30cMm - 2 wWr.
dmKcupylowme nonocky - 12 wr.
TpybKa-yganHuTens -1 wWr.
3/IeMeHTbl NUTaHusa AA - 2wWr.
WHCTPYKUMSA NO NPUMEHEHMIO - 8 LUT.

5. Annapat Ansa nevyeHns paH oTpuuaTenbHbiM gasneHmem PICO ogHOpa30BbI B COCTaBe:
nomna
noBA3kn 10cm X40cMm - 2 LW,
dmkcupytowme nonocky - 12 wr.
TpybKa-yganHuTenb -1 wr.
3/IeMeHTbl NuTaHusa AA - 2wWr.
WHCTPYKUMSA MO MPUMEHEHUIO - 8 LUT.

5. Annapar ans neyeHns paH oTpuuarenbHbiM gasneHmem PICO ogHOpa30BbIfi B COCTaBE:
nomna
noBA3KN 15cM X 15¢Mm - 2 wr.
dmKcupytowme noaockn - 12 wr.
TpybKa-yganHutens -1 wr.
3/IeMEHTbI NuTaHusa AA - 2ur.
WHCTPYKLUMA NO NPUMEHEHMNIO - 8 LUT.

7. Annapar Ans nevYeHns paH oTpuuaTeNibHbIM gaBneHneM PICO oiHOpa30BbLIii B cOCTaBe:

nomna
noBsi3Kn 15cm X 20cm - 2 wit.
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Cwmurt 3151 Hedsio

PUKCHPYIONME NONOCKK —~ 12 wT.
TpyGKa-yaauuvrens - 1 wr.
INEMEHTH NUTAHUA AA - 2WT.
MHCTPYKUMA NO NPHMEHEHMIO — 8 wiT.

ANNapaT ANA IGUSHNA Pad OTPULIATENbHLIM AaBeHnem PICO oaHOpa3osuwit 8 cocTase:
- NOMNA

- nNoBASKH 15cm x 30cm - 2 wir,

- PMKCUPYIOUME NOAOCKK — 12 wiT,

- TPYSKa-yaimHuTens - 1 um.

- ANEMENHTLI NUTAHNS AA - 2wT,

- WHCTPYKLMA NO NPUMEHEHHIO — 8 WT.

9. Annapar Ana neveHUA paH OTPHUATeALHBIM AdBAeHKem PICO ogHopasosuili B cocTase:
- nomna

- nosasky 20cm x 20cm - 2 Wr.

- PUKCHpYIOUME NONOCKK = 12w,

- TpySKa-yanunurens - 1 wr.

- 3NEMEHTHI NUTAHUA AA - 21T,

- MHCTPYKUMA NO NPUMEHEHKIO — 8 wWT.

10, ANN3paT ANA /IGUEHNUA PaH OTPHLIBTENDHBIM gaBneHnem PICO oaHopasoseili 8 coctase:

- NOMNa

- NOBAIKK 25CM X 25¢m - 2 W,

- dHKCUpYIOLME NONOCKK — 12 WT.

- TpyGKra-yanHHUTEND - 1 WT.

- INEMEHTH NUTAHMA AA - 2WIT,

- HHCTRYKUMA NO NPHMEHEHWIO < 8 T,

2. NEPEYEHD H ONHCAHUE MATEPMANOB MH

Nomna: NoauxapBonar Ha ocHose Guchenona A, Kpacurens, Kpacka ann HabueHod nevatu Yepwas,
Cnankonosbii noanmep , Noannponuner, Matosan NOANIPUPHIA 33WMTHIA NaeHKa, Hepixaseouan cTans

Tpybxa-yanuunrend: NBX, Moaunponusen

Nosnsxa: (0/YNPO3PaYHAR OANOCTOPOHHE CHANKOHWIMPOBAHHAA NOANITHAICHOBAA NAESHKA BLICOKON
RAOTHOCTW, AQre3uB KOHTaKTUPYIOWMIA ¢ panoid, NepdoprpoBanKbii noanypetan EU30, AnTHEAOKMpYIOWMA
KOMUEHTPaT, Aaresus A8 akpunosbii, Moanagup, CynepabeopbenT, Aaresus KS akpunosbii, EU33
MoauypetaHosan NABHKa , AHTHENOKMpPYIOULeE BELeCTBO

Marwit nopt nosasku: EU94 NoanyperaHosan NNEHKA NOBLILEHNHON NPOYHOCTH , AHTHEACKHPYIOWEE
sewiecteo, YO oteepimaaemuili kaeH, AKPUNOBLIH CONOAUMED HA HelinoHoBOH OocHoBe, Noanadup,
Otsepwaaemuiii Kneii, NBX, ApOMaTHUECKUlt NOAMYPETAHOBLIH TEPMONNACTHI

OuKCHpPYIOUMe ROAOCKW: NOAUSTUNEHOBAR BesapesecHan GeneHan Gymara C HEPACTBOPHMBIM CUANKOHOBHIM
nokpeitHem, MNeuatb Opaniesan, Aaresus A8 akpuaoseid, EUAS Moanyperanosan naexxa , AHTHEAOKMpYIOWee
sewwecreo, MoAHIGUPHAA NACHKA C CUANKOHOBLIM I MATOBLIM NOAHITUACHOBLIM NOKPLITHEM, MNevaTs
opaniesan, FloannponnneHosan NASHKa

3. AAHHDIE O5 YITAKOBKE ¥ MAPKMPOBKE

3.1. NPOoeXT MAPKRMPOBKN

NPOEKT MAPKUPOBKK YNAKOBKU MEAULIMHCKOrO U3AEANA HA TePPUTOPUK PP COABPHUT CNI. MHPOPMALMIO Ha
PYCCKOM A3bIKE :

Apmwyn:

HanmenosanKue: ANNapaT AR AeUSHWA PaK OTPHUATENbHLIM AaBaeHnem PICO oanopasosbiil

Pasmep® : 10x20 /10x30 /10x40 /15x15 /15x20 /15x30/ 20x20/ 25x25/ Multisite 15x20/ Multisite 20 x25
Kon-80 W, B ynakosxke: 1 wr.
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CmuT 3HA Hedblo

Jarta n3rotoBfieHns1, NCMNOMb30BaTb 40, HOMepP napTun/cepuin; CM. Ha ynakoBKe.
HanmeHoBaHVe v agpec nsrotosutens: «Cmut aHg Hedbto Megukan /1ta», 101 Xeccn Poyg Xann, Siidk03

2bu3H, CoeanHeHHoe KoponescTBO

YNOSTHOMOYEHHBIV NpeacTaBuUTesNb Ha Tepputopumn Pd: OO0 "CmuT aHA Hedibio", 105120, Poccus, T.
MockBa, 2-ii CblpoMATHUYECKNA nep., 4.1, 9 atax, nom. 1, kom.1. Ten./cbakc: + 7 495 755 55 03
MeTopn ctepynmnzaumm: Crepunusaums 3TuneHokcnaom. CTepuibHO

Howmep PY:

Ha3HaueHue, cnocob NpUMeHeHUs1, NPOTMBOMNOKa3aHUsA: CM. MHCTpyKLumio
YcnoBusa XpaHeHusa: B CyXoM, 3aliuUieHHOM OT cBeTa MecTe, Npu Temnepatype ot +5 o +25°C

MepbIl NPesoCTOPOXHOCTU: -

VHdhopmaupms 0 cCooTBETCTBUM CTaHAapTaMm kadecTtsa (3Hak PCT)
VIHCTpYKUMA NMo npuMeHeHuto: http://www.smith-neohew.com/about-us/where-we-

ooerate/eurooe/russialifus/

*ByeT yka3aH TO/bKO OfIUH pa3mep, COOTBETCTBYIOLLAY aHHOMY apTuKyy

3.2 JaHHble 0 MapKUpPOBKe

CvIMBOJYTEKCT

PICO"

14 \

(Sij

1/t
(KO
OK

Ll

1P24

3V
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3HaveHvie/nepeBoy,

PICO

CHauasa CHATb 3alUTHYI0 MOAM0XKY (mKcupytoweit

NOJIOCKKN

3aTem CHSITb BEPXHWUI 3alMTHbIA CNoi hmuKcmpyowen

NOJTOCKN

MHankaTtop «CurHan TpeBoru: yreyka Bo3gyxa»

NHamkaTop «HU3KWii 3apsig 31eMEHTOB NUTaHUs»
NHamkaTop «OK» - noMna yHKUUOHMPYET NpaBuibHO

Mpoussoautens

[Jata npoussoacTea

B YNaKoBKe cofepxarcsi 2 anemeHTta nutaHust AA E91 (PICO 7),

AA L 91 (PICO, PICO 7Y)

CreneHb 3aluTbl 060/104KN 3/1EKTPOTEXHUYECKOTO
060pyA0BaHNsA: YCTPOWCTBO 3aL4ULLEHO OT
NPOHWKHOBEHMUSI Na/bLEB U He MOXeT 6bITb
noBpexaeHo 6pbiaramu Bobl, NaaaloWumMn B N060M
HanpasneHuu.

HanpseHve nsgenus
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CmuT 3HA Hebto

OTHOCUTE/IbHO 06PALLEHNsI C MEAULMHCKUMU OTXOAaMMU.
Mpoueaypa yTWIM3aUUM WM YHUUTOXEHUS MCMOSIb30BaHHOTO MEAULMHCKOTO U3AeNus - yTunamsauus

NPOM3BOAMTCSA COrNacHO 3aKoHOA4aTeNbCTBY, AelicTBYOWEMY Ha Tepputopumn P®d. Knacc otxogos no CaHlluH
2.1.7.2790-10 "B"

Mpouenypa ytnansaumm UM YHUHTOXEHUA HEUCTO1b30BaHHOIO MEAULMHCKOIo U3aenvs

- yTUAM3aumsa Nnpon3BoAnTCS COrlacHO 3aKoHoAaTeNbCTBY, AelicTBYOWEMY Ha TeppuTopun Pd. Knacc oTxonoB
no CaxlvH 2.1.7.2790-10 "A"

5. OMNMNCAHVE METOAA CTEPUIN3ALIW/ DESCRIPTION OF STERILIZATION METHOD
CtepunbHo. CTepun3oBaHo 3TUNEHOKCUOM.

6. MEPEYEHL MATEPUVAOB >XXBOTHOIO U (M1K) YENOBEYECKOIO NMPONCXOXAOEHNA
He npumeHnmo.
7. COAEPXAHVNE MEAVNUVHCKUX CYBCTAHUNIA

Pasfen He NpMMeHUM K paccMaTpyBaeMbIM U3eusiM, Tak Kak paccMaTpvBaeMble U3aenusa KomnaHuu Smith
& Nephew Medical Limited He cogep)XaT MeANUMHCKUX CyOGCTaHUWA, Takke MeauLMHCKMe cybCcTaHuun He
yyacTBYyHT B MpoLiecce NponM3BoACTBa.

8. MEPEYEHL CTAHOAPTOB

KomnaHusi «<Cmut 3HA Hedobto Megukan J1T4.» 3asBsieT, UTO MeULMHCKOe usgenue «Annapar anis
JleyeHns paH oTpuuartenbHbIM aaBnieHnem PICO ogHOpa30BbIid, BapuiaHTbl UCMOSTHEHWS» OTBEYaeT
Tpeb6oBaHuaAM OupekTnebl 93/42/EDC, NONHbIA CANCOK MeXAyHapoaHbIX TpeboBaHMn npegocTaBaseTcs no
3anpocy. -
9. TPEBEOBAHNA K TEXHUNYECKOMY OBCJ/TY>XVBAHVKO 1 PEMOHTY MU

He npumeHnmo.

10. MPOBEPKA ®YHKUNOHVPOBAHWA 1 BESOMNACHOCT PABOTbI M

He npumeHnmo.
11. FAPAHTNA N PEKNAMALUNA

OpraHusaums, npuHMMarowas npeteHsnn: OO0 «CmuT aHA Hedbto»; 105120, Poccusa, r. Mocksa, 2-u
CblpomMsiTHMYeCKuii nep., .1, 9 atax, nom. 1, kom.1 Ten: +7 (495) 755-55-03

FTAPAHTUA: TMpousBoguTenb rapaHTMpyeT COOTBETCTBUE 3asiBIEHHbLIX XapaKTepPUCTUK, CPOK COXpaHEeHUs
CTEPUNBHOCTU, COXPAHHOCTb W LLeNOCTHOCTb YNaKOBKW Npu MpaBUNbHOW TPaHCNOPTUMPOBKe, aKcnayaTauum m
XpaHeHUn U3[enus Ha NPoTSHKEHUU 2 NeT ¢ gatbl U3rotosneHus/ctepunusaunn nigennsa. CpokK rogHoCcTu -
24 wmecAua c gatbl W3roToBfeHMS/CTepUnM3auunmn, ykasaHHOW Ha ynakoBKe MpU YC/NOBUM XpaHeHus B
OpUTMHAaNIbHOW YNakoBKe, B CyXOM, XOpPOLWO MpOBeTpMBaeMOM MecCTe, 3allULLeHHOM OT MPAMbIX CONIHEYHbIX
nyden, npu Temnepartype He Bbiwe 25°C.

MapaHTna Ha MeguuuHckoe wusgenue Annapar 419 JIeYeHUs paH oTpuuaTtesibHbiM AgasneHnem PICO
OZIHOPa30BbIA, BapuaHTbl UCMO/HEHWST pacnpocTpaHsieTcsl Ha MaTepuasbl, (PYHKLMOHMPOBAHWE U OTCYTCTBUE
NPOu3BOACTBEHHOrO 6paka npuM YCMOBMM WCMNOMAb30BaHWSA TONbKO Yy OAHOro nauueHTa. [loBTOpHOE
1Mcnonb3oBaHue 3anpeLaeTcs.
12. HAUMEHOBAHVE W HOPNWOVWYECKA  AOPEC TMPOU3BOOUTEA,  YMNOJIHOMOYEHHOIO
MPEAOCTABATENA MU

MPOV3BOANTE/Ib:

Cmut aHg Hedobto Mepgukan t4./ Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, United
Kingdom (CoepnHéHHoe KoponeBcTBO)

MECTO MNPON3BOACTBA:

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

2. Flextronics Technology (Shenzhen) Co., Ltd. 3-6/F, Building 1 and 6/F, Building 4, Yusheng Industrial Park,

467 Xixiang Section, National Highway 107, Xixiang, Baoan District, 518126 Shenzhen, Guangdong, PEOPLE'S
REPUBLIC OF CHINA.

3. Avery Dennison Belgie BVBA, Tieblokkenlaan 1, Turnhout B-2300, Belgium.

4. Smith & Nephew Medical (Suzhou) Limited, No. 12, Wuxiang Road Comprehensive Free Zone, West Zone
Suzhou Industrial Park Suzhou Jiangsu 215021 China.

YMONIHOMOYEHHOW MPEACTABUTE/ b MPOV3BOAUTENSA B POCCUM:

000 «Cmut aHg, Hedbto», 105120, Poccus, 1. MockBa, 2-ii CbipoMATHUYECKUIA nep., 4.1, 9 aTax, nom. 1, kom.1
Ten; +7 (495) 755-55-03
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MepeBoA JOKYMeHTa BbIMOMHEH MepeBoAYMKOM LU naeBoii Mapueli BUKTOpPOBHOI

Poccuiickas ®epepayms
"opoa Mocksa.
TpuHaguartoro fekabps fABe ThiCAUMN AeBATHAALATOrO roga.

A, iBaHoBa BukTopna BanepbeBHa, BPeMEHHO UCMOMHALWNI 0693aHHOCTU HOTapuyca ropog
MockBbl  AKylweHko EBreHnm AnekcaHipOBHbl, CBWUAETENbCTBY  MOAJIMHHOCTbL  MoAnNu||
nepesogunka LLinaesoii Mapuun BUKTOPOBHBI.

Moanucb caenaHa B MOEM MPUCYTCTBUMN.

JIM4yHOCTbL NoANMCaBLUEro JOKYMeHT yCTaHOBJIeHaA.

3aperucTpupoBaHo B -H/77-2019-
B3bickaHo rocyga]l ~Tapugy): 100 py6.00 kon.

YnnadeHo 3a oK
N TEXHUYECKOTO

Bcero npowmnTo, NPOHYMEpPOBaHO U
CKpenaeHo neyatbio 3Y nucrta(oB)
B.B. iBaHOBa
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|, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,

Berkshire, England, Notary Public duly admitted and sworn.

DO HEREBY CERTIFY AND ATTEST:

That 1 have no reason to doubt the authenticity of the document
hereunto annexed namely PICO 7 Single Use Negative Pressure Wound
Therapy System, dated 03rd December 2019 and signed for and on
behalf of Smith & Nephew Medical Limited by Helen May, Snr

Regulatory Affairs Manager.

IN TESTIMONY WHEREOF | nhave hereunto set my hand and

affixed my Seal of Office, in the Town of Windsor aforesaid, this day

Friday, 6th December 2019.

4‘__,.——/ +44 (0) 1753 851 591

My Commission expires on death

Regulated by the Faculty Office of the Archbishop of Canterbury
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PICO™ 7 is intended for use by or on the direction of a trained and licensed physician in

Hand this Leaflet to Patient after Dressing Application

accordance with these instructions for use.

1. Description
PICO 7 consists of a pump and sterile dressing(s). The PICO 7 pump maintains negative pressure

wound therapy (NPWT) at 80 mmHg (nominal) to the wound surface. Exudate is managed by the
dressing through a combination of absorption and evaporation of moisture through the outer film.

The PICO 7 dual dressing kit is intended to be used for up to 7 days on low to moderately exuding
wounds. 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 I.1g of liquid exudate/cm2
of wound area/24 hours. Ig of exudate is approximately equal to 1ml of exudate.

The frequency of dressing changes can be affected by multiple factors such as wound type,
wound size, rate or volume of exudate, orientation or environmental conditions.

2. Indications for use

PICO 7 is indicated for patients who would benefit from a suction device (NPWT) as it may
promote wound healing via removal of low to moderate levels of exudate and infectious
materials.

Appropriate wound types include:

Chronic

Acute

Traumatic

Subacute and dehisced wounds
Partial-thickness burns

Ulcers (such as diabetic or pressure)
Flaps and grafts

Surgically closed incision sites

PICO 7 single use negative pressure systems are suitable for use both in a hospital and
homecare setting.

3. Contraindications
PICO 7 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 7 should not be used for the purpose of:

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

n Important information for Patients and Healthcare Professionals

Pump contains a MAGNET. You must keep the pump at least 10cm away
from implantable devices such as pacemakers, defibrillators and shunt
valves.

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

5. Warnings

1. Certain patients are at high risk of bleeding complications which, if uncontrolled, could potentially
be fatal. Patients must be closely monitored for bleeding. If sudden or increased bleeding is
observed, immediately disconnect pump, leave dressing in place, take appropriate measures to stop
bleeding and seek immediate medical assistance.
2. Haemostasis must be achieved before applying the dressing, although the use of anticoagulants
does not deem a patient inappropriate for treatment with PICO 7. Patients suffering from difficult
haemostasis or who are receiving anticoagulant therapy have an increased risk of bleeding. During
therapy, avoid using haemostatic products that may increase the risk of bleeding, if disrupted.
Frequent assessment must be maintained throughout the therapy.
3. At all times care should be taken to ensure that the pump and tubing and connectors do not:

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

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

= Present a risk 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 NPWT is blocked.
4. Sharp edges or bone fragments in a wound must be covered or removed prior to using PICO 7 due
to risk of puncturing organs or blood vessels while under NPWT.
5. Inthe event that defibrillation is required, remove the dressing if it is positioned in a location that
will interfere with defibrillation.
6. MR Unsafe. The PICO 7 pump is not MRI compatible. Remove the PICO 7 pump from the dressing
before entering the MRI suite.
7. PICO 7 has not been studied on paediatric patients. Patient size and weight should be considered
when prescribing this therapy.
8. PICO 7 is unsuitable for use in areas where there is danger of explosion (e.g. hyperbaric oxygen
unit).
9. The system contains small parts which could represent a choking hazard for young children. Keep
out of the reach of children.
10. PICO 7 is not suitable for use in the presence of flammable anaesthetic mixture with oxygen or
nitrous oxide.
11. PICO dressings should only be applied and changed by a healthcare professional. The patient
must not remove their dressing unless the healthcare professional believes it to be clinically
appropriate.
12. Each PICO dressing (including Multisite) must be used to dress one wound only.

6. Precautions

1. PICO 7 pump contains a magnet. Care should be taken to keep pump at least 10cm from
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implantable devices, such as pacemakers, defibrillators and shunt valves.

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

- Receiving anticoagulant therapy or platelet aggregation inhibitors or actively bleeding.

- Having weakened or friable blood vessels or organs in or around the wound as a result of,
but not limited to; anastomoses, infection, trauma or radiation.

- Suffering from difficult wound haemostasis.

- Untreated for malnutrition.

- Non-compliant or combative.

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

3. If pain, reddening, odour, sensitisation or a sudden change in the volume or colour of wound

fluid occurs during use, contact your healthcare professional

4. Where PICO 7 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.

5. 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.

6. If deemed clinically appropriate, care should be taken that the application of a circumferential
dressing or the use of NPWT on ischaemic limbs does not compromise circulation.

7. PICO 7 does not contain audible alerts. The pump should be carried so that it is accessible and
the patient/ healthcare professional can check the status routinely.

8. 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.

9. The PICO dressing should not be covered by rigid immobilisation devices or casts which
might apply excessive pressure and cause tissue injury at

the wound site, especially where the tubing enters the dressing.

10. 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.

11. 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.

12. Do not use PICO dressings with oil- based products such as petrolatum as it may
compromise establishing an effective seal.
13. The use of NPWT presents a risk of tissue ingrowth into foam when this is used as wound

filler. When using foam filler with PICO 7, tissue ingrowth may be reduced by using a non-
adherent wound contact layer or by increasing the frequency of dressing changes.

14. PICO 7 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 7 System.

15. The pump must be protected from sources of fluid e.g. from incontinence or spillages.
Discontinue PICO 7 use if fluid ingress is observed.

16. When showering, the PICO 7 pump should be 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.

17. Do not take the pump apart.

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

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

20. Do not cut the PICO dressing pad as this may lead to loss of NPWT application.
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21. 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 NPWT is minimised.

22. CT scans and x-ray have the potential to interfere with some electronic medical devices. Where
possible, move the pump out of the x-ray or scanner range. Ifthe pump has been taken into the CT
scan or x-ray range, check that the system is functioning correctly following the procedure.

23. The PICO 7 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.

24, High temperatures and humidity may reduce wear time of PICO dressings.

25. The PICO 7 system is intended for use in a hospital and homecare setting. The system

can also be used in aircraft, car, train, and boat transportation.

During transport, there is a potential for radio frequency interference that could affect PICO 7
performance. Ifthe

pump malfunctions, replace batteries. If not corrected, contact your healthcare professional to
replace the system.

26. When applying dressings next to one another, ensure the dressing borders do not
overlap.

7. Adverse reactions

Excessive bleeding is a serious risk associated with the application of suction to wounds which
may result in death or serious injury. Careful patient selection, in view of the above stated
contraindications, warnings and

precautions is essential. Carefully monitor the wound and dressing for any evidence of a change
in the blood loss status of the patient. Notify the healthcare professional of any sudden or abrupt
changes in the volume or the colour of exudate.

8. Instructions for use

8.1. Guidance on wound suitability

PICO dressings should be used on wounds which fit comfortably within the area of the pad,
observing precautions on soft port positioning (on intact skin and not extending over the

wound).

PICO Multisite dressings are designed to enhance conformability when dressing awkward
anatomical areas. PICO dressings (including Multisite) must be used to dress one wound only. As a
guide:

Depth - Wounds greater than 0.5cm in depth are likely to require a foam or gauze NPWT filler
to ensure adequate treatment of all the wound surfaces. Wounds treated with the larger sizes of
the PICO 7 system should generally be no more than 2cm in depth.

Exudate - PICO 7 is intended for use on wounds where the level of exudate is low (up to 0.6g
of liquid exudate/cm2 of wound area/24 hours) to moderate (up to I.Ig of liquid exudate/cm2 of
wound area/24 hours). Ig of exudate is approximately equal to 1ml of exudate. When used over 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 soft port should be uppermost from
the wound (depending on the patient's primary position), placed on intact
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skin and not extending over the wound to prevent fluid pooling around the soft port and blocking
the NPWT. 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.

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

Caution: Pump contains a MAGNET.

You must keep the pump at least 10cm away from implantable devices such as

pacemakers, defibrillators and shunt valves. The direction in which the batteries

should be placed is indicated 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
soft tube can be directly connected to the pump if long tubing is not required.
Press the orange button to start the application of NPWT. The green OK
indicator and orange air leak indicator will start to flash together (indicates
pump working to establish NPWT). Depending on the size of the wound, the
pump should take up to 65 seconds to establish NPWT. If after 65 seconds the system has not
established NPWT, just the orange air leak indicator will flash. To troubleshoot refer to section 13.

/ e

e

\ . J.— 5. If using SECURA No-Sting Barrier Film prior to application of the fixation
~ strips (see Precaution 11) wipe the area surrounding the dressing and allow

“»
~._| -~
skin to dry.

6. Apply the fixation strips all the way around the dressing border. Remove top
’ o = carrier on the strip after each one has been applied. These strips maintain the
./—-L.) . IA

v

Vet

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

P
; at any time the fixation strips are removed, the dressing should also be
e-/—:‘; 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 7 is used on infected
wounds. Additional dressings for PICO 7 are available for purchase separately.

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.
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0
B
A) Dressing properly positioned and is acceptable to be left in place
(B) Dressing requires change-

Port may block with fluid

© Dressing requires change - Absorbent area is full

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

4. The pump life ends and it automatically stops functioning at 7 days (all the indicators will turn
off at this point).The batteries should be removed from the pump; and both batteries and pump
disposed of according to local regulations.

5. For additional information on disposal requirements see: www.mvpico.com or speak to your
Smith & Nephew representative.

8.4. Use of PICO dressings with fillers

PICO dressings are compatible with standard gauze and foam fillers used in traditional NPWT where
this is clinically appropriate - for example on a defect wound. 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. Gauze should loosely fill to the surface of the wound. Avoid over-
packing.

8.5. Use of PICO dressings with non-adherent layers

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

8.6. Use of PICO 7 with compression

PICO 7 is compatible with compression therapy if clinically required; however, the wound should
first be accurately assessed to ensure the exudate is of low to moderate volume. Application of
active NPWT to a wound may cause production of additional exudate; so following the first
application of PICO dressing under a compression system, check the dressing after 2-3 days to see if
fluid handling is acceptable or 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 7
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 a
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 remove the PICO dressing at the end of therapy. (See Section 17 - Patient Dressing
Removal Instructions.)

9. General Use
9.1. Showering and bathing

Light showering is permissible; however, the PICO 7 pump should be disconnected and placed in a
safe location where it will not

get wet. The PICO dressing should not be exposed to a direct spray or submerged in water. Whilst
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disconnected, ensure the end of the tubing attached to the dressing is facing down so that water
does not enter the tube.

9.2. Cleaning

Adherence to clinical directives concerning hygiene is of prime importance. The pump may be wiped
clean with a damp cloth using soapy water or a weak disinfectant solution.

10. Specifications
Pump Dimensions Height (mm) Ingress Protection 1P22
71.58 +0,17
Front side width (mm)
11,8 +0,15/-0,05
Back side width (mm)
9,1 +0,11
Length (mm)
65.58 +0.15
Weight Maximum Vacuum 13.34 kPa (100 mmHg)
Battery 2xAA1.5V(LR6/FR6) Mode of Operation Continuous

5-25°C (-25°C to +5°C allowable for up to 7 days), 10 - 75%b relative humidity
Storage/Transport 700 to 1060 mbar atmospheric pressure

Operating 5- 40°C, 10 - 95% relative humidity

Environment 700 to 1060 mbar atmospheric pressure

11. Safety of PICO 7

When used in accordance with the manufacturer's instructions, PICO 7 complies with the General
Requirements for Safety of Electrical Medical Equipment (IEC 60601-1). PICO 7 is intended for
uncontrolled environments e.g. home use (IEC60601-1-11).

12. Electromagnetic compatibility of PICO 7

PICO 7 has been tested and found to comply with the limits for medical devices to IEC 60601-1-2-
2014 4th edition. These limits and test levels are intended to provide reasonable safety with regard
to electromagnetic disturbances when PICO 7 is used in a typical medical installation and
uncontrolled environment like home use.

This equipment generates, uses and can radiate radio frequency energy and, if not installed and
used in accordance with the instructions, may cause harmful interference to other devices in the
vicinity. However, there is no guarantee that interference will not occur in a particular installation.
For additional information on electromagnetic immunity and electromagnetic emissions see;
www.mypico.com or ask your Smith & Nephew representative for a hardcopy.

13. Troubleshooting

PICO 7 has visual indicators to let the user know when there is an issue. PICO 7 does not contain
audible alerts. The pump should be carried so that it is accessible and the patient/ healthcare
professional can check the status routinely in case there is a fault or in case

of damage.

Display/Indicator status Possible cause Comments/troubleshooting
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The pump is in standby.

All indicators off

The pump has completed its
course of NPWT.

The batteries have depleted.

The pump is working to
achieve NPWT but has not

Green 'OK' and orange 'leak’ reached the intended

indicators flash
pressure.

System is functioning
properly. No issues.

Green 'OK' indicator flashes

System is functioning properly
0 0 but the batteries are low.

Green 'OK' and orange

'‘battery low' indicators flash
A high air leak has been
detected. NPWT is not being
applied. (Note: the pump will

Orange 'leak’ indicator flashes automatically try to restart

NPWT after 1 hour).

A high air leak has been
(CHOK™K»A detected and the batteries are
low. NPWT is not being
Orange ‘leak’ and orange applied. (Note: the pump will
'battery low' indicators flash automatically try to restart
NPWT after 1 hour).
Dressing is saturated or filter
is blocked. NPWT is not being
applied. (Note: the pump will
Orange ‘dressing full' indicator automatically try to restart

flashes NPWT after 1 hour).
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NPWT is paused. Press the
orange button to restart NPWT.

Pressing the orange button wiill
not restart NPWT. Healthcare
professional to

apply new pump and dressing if
further NPWT is required.

If the pump has not yet
completed its course of NPWT,
replace the batteries.

Wait up to 65 seconds. Assess
whether NPWT has been
established.

The pump may be heard
running occasionally as it
maintains the negative
pressure. This is normal.
Replace the batteries and press
the orange button to restart
therapy.

Smooth down the dressing and
strips to remove any creases.
Press the orange button to
restart NPWT. Ifthe air leak
remains, the orange 'leak’
indicator will flash again after
approximately 60 seconds.
Ensure that the tube
connectors have been twisted
together securely.

Resolve the air leak according
to instructions above. Also
replace the batteries and press
the orange button to restart
therapy.

Healthcare professional to
replace the dressing with a new
one and press the orange
button to restart NPWT.
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Dressing is saturated or filter Healthcare professional to
is blocked and the batteries replace the dressing with a new
are low. NPWT is not being one. Also replace the batteries
Orange ‘dressing full" and applied. (Note: the pump will  and press the orange button to
orange ‘battery low" indicators 5 tomatically try to restart restart therapy.
flash NPWT after 1 hour).
A pump error has been Healthcare professional to
f detected. apply a new pump and

The pump can no longer apply dressing.

All indicators solidly NPWT

illuminated

14. Cautions

This user manual is not intended as a guarantee or warranty. Itis intended only as a guide. For
medical questions please consult a physician. The product must be used in accordance with this user
manual and all a PICO 7 is packed in the UK with individual components being made in the following
countries:

Dressing - UK

Fixation strips - Origin as marked

Pump - Origin as marked

Pump clip - China

Batteries - Origin as marked

UK Smith & Nephew, Croxley Park, Building 5, Hatters Lane, Watford, Hertfordshire WD18 8YE. Tel:
08000 157 573.

AUSTRALIA Smith & Nephew Pty Ltd.,

85 Waterloo Road, North Ryde NSW 2113. Tel +61 2 9857 3999.

AUSTRIA Smith & Nephew GmbH, Concorde Business Park C3,

A-2320 Schwechat. Tel: +43 (0)1 707 91 02.

INDONESIA PT Smith & Nephew Healthcare, Total Building, 5th Floor, JI. Let. lend. S. Parman Kav
106A, Jakarta 11440. Tel: 21 5680521.

NETHERLANDS Smith & Nephew B.V., PO Box 525, 2130 AM Hoofddorp,

Kruisweg 637, 2132 NB Hoofddorp.

Tel: (+31) (0) 20 6543999.

SINGAPORE Smith & Nephew Pte Ltd., IA International Business Park, #09-03 Tolaram 609933. Tel:
(+65) 6270 0552.

SWITZERLAND Smith & Nephew Schweiz AG Oberneuhofstrasse 10d, CH - 6340 Baar Tel. +41 41 766
22 44,

Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, England. C€
Contact details for other countries can be found at: www.smith-nephew.com 0086
"““Trade Marks of Smith & Nephew

©Smith & Nephew Date of issue 12/2018

This product may be covered by one or more US Patents. See www.smith-nephew.com/patents

15. System variants

PICO 7 Single Use Negative Pressure Wound Therapy system
Low to moderately exuding wounds - up to 7-day system

2 dressings, 1 pump & pump clip, secondaryfixation strips
Multisite 66802000

Multisite 66802001
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10cm X20cm 66802002

10cm x 30cm 66802003
10cm x 40cm 66802004
15cm x 15cm 66802005
15cm x 20cm 66802006
15cm x 30cm 66802007
20cm X 20cm 66802008
25cm x 25cm 66802009

16. Patient Dressing Removal Instructions
If you have been directed by your healthcare professional to remove the dressing at the end of
therapy follow these instructions:

1. Stop the PICO 7 pump by pressing the orange button - All indicators will turn off.
2. Remove the pump from the dressing by untwisting the connectors.
3. Remove the dressing by stretching the fixation strips away from the skin. Lift the dressing at

one corner and peel back until it has been fully removed.

4. If pain, reddening, odour or sensitisation occurs, or if wound fluid is present contact your
healthcare professional.

5. The PICO dressing and fixation strips should be disposed of as advised by your healthcare
professional. The batteries should be removed from the pump; and both batteries and pump
disposed of according to local regulations.
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ADDENDUM TO THE INSTRUaiON FOR USE
OF MEDICAL DEVICE

PICO 7 Single Use Negative Pressure Wound Therapy
System
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The information contained in this Addendum to the instruction for use is a priority when the product is supplied to

the Russian Federation

1. MD NAME, MD MODELS OR VARIATIONS
PICO Single Use Negative Pressure Wound Therapy System, variations:

PICO 7 Single Use Negative Pressure Wound Therapy System contents:
Pump - Ipc
Multisite dressings 15cm x 20cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tube -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

2. PICO 7 Single Use Negative Pressure Wound Therapy System includes:
Pump- Ipc
Multisite dressings 20cm x 25cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use -8 pcs.

3. PICO 7 Single Use Negative Pressure Wound Therapy System contents:
Pump- Ipc
dressings 10cm x 20cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

4. PICO 7 Single Use Negative Pressure Wound Therapy System contents:
Pump- Ipc
dressings 10cm x 30cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

5. PICO 7 Single Use Negative Pressure Wound Therapy System contents:
Pump- Ipc
dressings 10cm x 40cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

6 PICO 7 Single Use Negative Pressure Wound Therapy System contents:
Pump - Ipc
dressings 15cm x 15cm - 2 pcs.
Secondary fixation strips -12 pcs.
extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.
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7. PICO 7 Single Use Negative Pressure Wound Therapy System contents:

Pump-lpc

dressings 15cm x 20cm - 2 pcs.

Secondary fixation strips -12 pcs.

extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

8. PICO 7 Single Use Negative Pressure Wound Therapy System contents:

Pump-lpc

dressings 15cm x 30cm - 2 pcs.

Secondary fixation strips -12 pcs.

extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

9. PICO 7 Single Use Negative Pressure Wound Therapy System contents:

Pump-lpc

dressings 20cm x 20cm - 2 pcs.

Secondary fixation strips -12 pcs.

extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

10. PICO 7 Single Use Negative Pressure Wound Therapy System contents:

Pump-lpc

dressings 20cm x 25cm - 2 pcs.

5econdary fixation strips -12 pcs.

extension tubing -1 pc.
AA batteries - 2 pcs.

instruction for use - 8 pcs.

2. LIST AND DESCRIPTION OF MD MATERIALS

SmithNephew

Pump: Bisphenol A-based polycarbonate, colourant, black print ink, grey print ink, polyester, silicone rubber,

polypropylene, matte polyester protective film, stainless steel

Extension tubing: PvC, polypropylene

Dressing: Translucent, one-side siliconized high-density polyethylene film, \wound contacting adhesive, perforated

EU30 polyurethane, anti-blocking concentrate, A8 acrylic adhesive, polyester, super absorbent, K5 acrylic adhesive,

EU33 polyurethane film, anti-blocking agent

Soft port: EU94 high-strength polyurethane film, anti-blocking agent, UV curable adhesive, nylon acrylic copolymer,

polyester, curable adhesive, PVC, arom atic polyurethane thermoplastic

Fixation Stl’ipS: Polyethylene woodless bleached paper with insoluble silicone coating, orange print ink, A8 acrylic

adhesive, EU45 polyurethane film, anti-blocking agent, polyester film with silicone and matte polyethylene coating,

orange print ink, polypropylene tape

3. PACKAGING AND LABELING
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3.1. Draft of labeling in Russian

The medical device package labeling in the Russian Federation contains the following information in Russian:
Article/catalogue number;

Name: PICO 7 Single Use Negative Pressure Wound Therapy System

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

Pieces per package, pcs.: 1 pc.

Date of manufacture, best before, lot/batch number: See the original packaging.

Name and address of manufacturer: Smith & Nephew Medical Ltd, 101 Flessle Road Hull, HU3 2BN United Kingdom
Authorized representative in the Russian Federation: Smith & Nephew LLC, 105120, Russia, Moscow, 2nd
Syromyatnichesky Lane, 1, 9th floor, office 1, room 1. tel/fax: +7 495 755 55 03

Sterilization method: Ethylene oxide sterilization. Sterile.

Registration certificate No.:

Intended use, method of application, contraindications: See Instructions for Use

Storage conditions: store in a dry, dark place, at atemperature of +5°C to + 25°C

Precautions:

Symbol of conformity to Russian standards (PCT mark)
Instruction for Use: http://www.smith-nephew.com/about-us/where-we-operate/europe/russial/ifus/

‘ Only one size corresponding to original article/catalogue number will be specified

3.2 Data on labeling

Symbol/text Meaning/translation

PICO7 =

- -y
[ /A \]J First remove protective liner from the fixation strip

Then remove top carrier on the fixation strip

0 K "OK" indicator - the pump is functioning properly

a "Air leak" indicator

"Dressing full" indicator

"Battery low" indicator

' Manufacturer

Date of manufacture

STERILE IEO The product is EtO sterilized

Single use. Do not reuse
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Dressing size
Length 25cm (9.8 inch) - 20cm (7.9 inch)
Width 20cm (7.9 inch) - 15cm (5.9 inch)

(in accordance with the design variant))

Shelf life

Catalog number

Unique product identifier

International labeling and accounting code

Barcode

Recyclable packaging material

European authorized representative

Do not use if package is opened or damaged

Keep away from direct sunlight

Storage temperature

Protect from moisture

Follow the instructions for use

Packaging contains 6 fixation strips

Open by folding back the paper edge
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Packaging contains 1 ciip

Packaging contains 1 extension tubing

1 “Af / E91” > X 2 Packaging contains AA E91 battery

Schematic instructions for use

PiCO dressing inciuded

Schematic instructions for use

4. MD DISPOSAL OR DESTRUCTION PROCEDURE AND CONDITIONS

Disposal of packages / contents must be carried out in a safe and authorized manner in compliance with the
requirements of regional / national / international regulations regarding the clinical waste handling procedure.

The used medical device disposal or destruction procedure - disposal is carried out in accordance with the
applicable legislation of the Russian Federation. Waste class according to SanPiN 2.1.7.2790-10 "B"

The new medical device disposal or destruction procedure
- disposal is carried out in accordance with the applicable legislation of the Russian Federation. Waste class
according to SanPiN 2.1.7.2790-10 "A"

5. DESCRIPTION OF STERILIZATION METHOD
Sterile. EtO sterilized.

6. LIST OF MATERIALS OF ANIMAL AND/OR HUMAN ORIGIN
Not applicable.
7. CONTENT OF MEDICAL SUBSTANCES

The section does not apply to the considered products since the Smith & Nephew Medical Limited products do
not contain medical substances, and no medical substance is used in the manufacturing process.

8. LIST OF STANDARDS
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Smith & Nephew Medical Ltd. declares that PICO Single Use Negative Pressure Wound Therapy System,
variations meets the requirements of Directive 93/42/EEC, a full list of international requirements is available on
request.

9. MD MAINTENANCE AND REPAIR REQUIREMENTS

Not applicable.
10. MD PERFORMANCE AND SAFETY CHECKING
Not applicable.

11. WARRANTY AND CLAIMS

Claimee: Smith & Nephew LLC, 105120, Russia, Moscow, 2nd Syromyatnichesky Lane, 1,9th floor, office 1, room 1.
tel/fax: +7 (495) 755 55 03

WARRANTY: The manufacturer guarantees compliance with the declared characteristics, the period of
preservation of sterility, the safety and integrity of the packaging subject to proper transportation, operation, and
storage of the product for 2 years from the date of manufacture/sterilization of the product. Shelf life - 24 months
from the date of manufacture / sterilization indicated on the package, provided that it is stored in the original
packaging, in a dry, well-ventilated place, protected from direct sunlight, at a temperature not exceeding 25°C.

Warranty for PICO Single Use Negative Pressure Wound Therapy System, variations applies to materials,
functioning and lack of production defects, provided that the device is used for only one patient. Reuse is
prohibited.

12. NAME AND LEGAL ADDRESS OF THE MANUFACTURER, AUTHORIZED REPRESENTATIVE OF MD

MANUFACTURER;

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

PLACE OF MANUFACTURE:

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

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

3. Avery Dennison Belgie BVBA, Tieblokkenlaan 1, Turnhout B-2300, Belgium.

4. 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 105120, Russia, Moscow, 2nd Syromyatnichesky Lane, 1, 9th floor, office 1, room 1.

tel/fax: + 7 (495) 755 55 03
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MepeBoA C aHIMIACKOTO A3blKa Ha PYCCKUI A3bIK

A, NN AXKOHC, Bunasop Xayc, Buktopus CTpuT, BuHasop, BepKlimp, AHrnus,
HoTapuyc, 4O/MKHbIM 06pa3oM OMNYyLLEHHbIV K NPaKTVKe Y MPUBEAEHHbIN K npucsre.

HACTOAWNM NOATBEPXAOAKO NN CBUAETE/IbCTBYIO:

UTo y MEHS HET OCHOBaHW COMHEBATbLCSA B MOA/IMHHOCTU MPU/IOXKEHHOIO JOKYMEHTA, a UMEHHO
- NHcTpyKkumm no akcnnyataymm MeguLUHCKOro n3fenna «Annapat 414 iedeHns paH
oTpuuyaTenbHbIM gaBneHnem PICO7 ogHopas3oBblii» oT 03 gekabpsa 2019 roga, noANNCAHHOW OT
WMEHW M MO MOPYYEHU KOMMNaHun «Cmut aHg Hedbtio Megnkan Tumnteg» XeneH M. Maij,
CTapWnM MEHEeAXEePOM MO0 HOPMATUBHO-NPAaBOBOMY PEry/IMPOBAHUIO.

B MOATBEPXAEHWE CEIO s noctaBun Ha HacTosILEM JOKYMEHTE CBOK NOANUCH U

neyatb B MOeM Oouce B BbILLIEYNOMAHYTOM ropofe BuHA30p cerofHsd, B NATHULY, 6 LeKabps
2019 ropa.

[neuatb HoTapuyca ®unnvna [xoHca]

/nognuce/
onnnnn AXXoHC

HoTapuyc
+44 (0) 1753 851 591

Mown NoHOMOYNA UCTEKAIOT MNOC/e CMEPTU

Perynupyetcsa KaHuensipuein cyga apxuenuckona KeHTepbepninckoro
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Ten.: +44 (0) 1482 225181 Cmurt sn1 Hedsio
®axc.: +44 (0) 1482 328326
www.smith-nephew.com

Cornacosano/APPROVED

Cmum and Heghoro Meduran lumumed

Opraunsaipe/Organization

101 Xecca Poya, Xann, HU3 2BN, CoeaunénHoe Koponeecrso

Aapec/Address
Crapwinii MENSZNEP NO HOPMATHBHO-NPABOBOMY PETYANPOBAHNIC

Aomxrocre/Occupation
Ms#i XeneH

Samnmn, Han/ Surname, Name
03 —pen-2019

Bata AR MM.ITTT/Date DD.MM.YYYY
Xesen M, Madd

Noanncy/Signature

Annapar ana neueHUA paH oTpuuaTenoHbim agasneHuem PICO?

OAHOPA30BbLIN

UHCTPYKUMA NO NPUMEHEHUIO
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Cwmur 31n1 Hedsio
@ Nepegaiire STOT MHGOPMALMOHHLIN AUCTOK NAUNEHTY NOCAE HANIOMEHNA NOBAIKM

PICO 7 npeaHasHavyeH ANA HCNOBIOBAHHA OGYMEHHBIM M IMLIGHSUPOBIHHBIM MEAMLIWHCKMM PaGOTHHKOM WAM NO
€10 YKA3AHWIO B COOTBETCTEHN € AAHHOW MHCTPYKUNES IO NPUMEHEHWIO.

1. Onncanne

PICO 7 COCTOMT H3 NOMNLI W CTEPUALHONR(bIX) nosasku(ok). Momna PICO 7 noaaepxnsaer neveHne pau
OTPULATENbHBIM Adsaennem (TIPOA) NP HOMUHANILHOM 3HaUEHWH 80 MM PTYTHORC CTOAGA Ha NOBEPXHOCTH PaHBL.
INCCYAIT BUIBOAUTCA YePe3 NOBASKY NOCPEACTEOM COMETAHMA NOTAOWENHA W KCNAPEHHA BAAMK YEPEs HAPYIKHYIO
aneHky. PICO 7 ¢ A4BYMA NOBAIKIMH NPEAHAZHAUEH ONA MCNOABIOBAHNA B TeyeHne He Bonee 7 aHelk Ha panax co
CNaBbiM AN YMEPEHHBIM BBIACACHHEM IUAKOCTU. PaHamMK CO cnalivim YPOBHEM BHAGNCHHUR MHUAKOCTH CHUTAIOTCA
cneayoume: a0 0,6 r emaennemoi MUAKOCTH/CM? NAOWAAN PaHbI/24 Yaca. PAHAMH C YMEPEHHBIM BbigeNeHHEM
WNAKOCTH CHUTIIOTCA cheayiowme: 00 1,1 r BLIAENREMON WHAKOCTH/CM? NAOWAAN paMby/24 vaca. 1 r sxccyaaTa
ApUBANSHTENLHO paBeH 1 M IKCCYAATA. Ha HacToTy CMEHBI NOBAZKU MOFYT BAKATL PAINNYMBIC GBKTOPSI, TakMe
K3K TMN PaNbi, Pa3MEP PaHbl, CKOPOCTL HAN 06LEM BBIAGNEHUA KMAKOCTH, OPUEHTALMA AN OKPYKAIUNE
YCNOBHA.

2 MOKA3AHMA K NPHMEHEHING

PICO 7 NOKa3aH NAUMEHTaM AAA OGECNEUEHUA IHMBACHNA PAH NOCPLACTEOM YAANEHUR IKCCYAITA B HeGOAbLINX
MK yMEPEHHbIX 00BEMAX, 3 TAKKE NATOrEHHLIX MUKPOOPTaHNIMOBR,

CooTeercreyiowme TUNL pan:

XpoHuyeckue paHs

Ocrpbie panbl

TpasmaTuuecK1e paHsl

NoaoCTPLIE PaHbl U PAHB € PACXOXACHHEM Kpads
OXOMM , YACTHMHO NPOHUKAIOWME B rAyOuHY TKAHEH
A3sb (Takue, KaK guabeTHuecKHe ASBLI AW NPOARKHYN)
KOWMBIE AOCKYTH! M TPAHCNAAHTATDI

3aKpbiThie XMPYPrUuecKMe paspesss

Annapar PICO 7 npuroasn AnA NPUMEHEHMA KK B SONBHHMLE, TAK ¥ 8 AOMAWHHUX YCAOBHAX,
3. NpoTUBONOKASAKNA
AnnapaTt PICO 7 NPOTUBONOKASAH NALWEHTaM:

& O 3N10KAHECTBEHHBIM NOPAMEHHEM PIHEBOTO ONE AW KPAEs PaHDI (33 MCKAIOHEHHEM NANANATHSHON
TEPANHU B LENAX YAYILICHUA KIYECTBA IHIHN).

€ paHee NOATEEPIKACHHBIM M HeNCYEHHDIM OCTEOMMRANTOM.

C HEKMLLEYHBIMM CBMLIAMU W CBULLAMU HEACHOH NPUPOAB!.

C NPUCYTCTBMEM HEKPOTUHECKHX TKAHEN B BHAE NAOTHOrO CTPYNa

¢ O6HAKEHHBIMWN KPOBEHOCHHIMM COCYAAMM, HEPBAMU MAK OPraHaMn

C aHACTOMO3aMH OTKPBITOTO PACNONOKEHHA.

PICO 7 He CNEAYET HCNONLSOBATE B LENAX:

®  HeoTAOKHON CNUPALMKN ALIXITEALHBIX NYTeH.
o NNeBPANLHOTO, MEAWACTUHANLHOTO AW FPYAHOrO ApeHama
¢ XUpYpruueckoi acnmpauun.
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Cwmur 3ua Hedrio
4, Banan urpopmaLun

BamHan MHPOPMALMA ANA NAUMNSHTOB W MEAHLIMHCKHX paGoTHMKOS

B nomne HaxoanuTea MAFHUT. Nomna A0AIKHA HAXOAHTLCA HA PACCTORHWM He
MeHee 10 C™ OT #MNNAHTHPYEMBIX HIALAWNA, TAKNX KK KAPANOCTHMYAATOPLI,
AePUBPUANATOPDE Y WYHTHPYIOLLME KAANAHDI,
LONOAHKTEALHYIO MHOOPMAUMIO O IUMUWEHHOCTH OT NSKTPOMArHKTHBIX Nomex H 06
NEKTPOMATHUTHOM N3NYUEHUN CMOTPHTE HA: WWW.MYPICO.COM KAK NONPOCUTE NEYATHYIO
KONMIO ¥ BILIETO NPEACTABHTENA «CMUT 3HA Hadbion.

5. Mpeaynpexasuna

1. HeKoTOpbIE NAUNENTDI MOABEPIKEHB! BLICOKOMY PUCKY OCAOMHEHMA B BUAL KPOBOTEUMEHHNH, KOTOPLIE NPH
OTCYTCTBUM KOHTPONA MOTYT NPMBECTH K CMEPTENLHOMY UCXOAY. Heobxoaumo sectn npuctancHoe Habnoaenue 3a
NAUHEHTAMM B NNAHE BOSHHKHOBEHHA KPOBOTEUCHUR. ECAN HABNIOAARTCH BHEIANHOE MAKW NOBbIWEHHOR
KPOBOTEUEHHE, HEMEANIEHHO OTCOGAMHNTE NOMNY, OCTABLTE NOBASKY HA MECTE, NPUMHUTE HEOBXOAMMLIE MEPN,
uTOGbl OCTAHOBUTL KPOBOTEUEHNE, W OGPATUTECH 33 HEOTAOHKHON MEANMUNHCKON NOMOLLBIO.

2. NipUMeHEHHE HTUROATYAANTOB HE NPENATCTBYET NRUEHHIO PaH NPU NOMOUW annapaTta PICO 7, oaHako nepea,
HAZIOEHUEM NOBAIKU CACAYET NPOBECTH TIWATRALHLLA remocTas. NPH CAONMHOCTAX ¢ NPOBEASHMEM FeMOCTa3a WK
ApHemMe NALMEHTOM AHTHKOATYARHTHbIX NPENaPaTOB BOSPACTAET PHCK KPOBOTeHeHUA. BO Bpema neueHns PICO 7
cTapaiTech u36eraTb MCNOALSOBAHKA KPOBOOCTAHABAMBAIOWMX NPENAPATOS, KOTOPHIE MOTYT YBEAWMMTL PHCK

KPOBOTEUEHHA B CAYMAE UX OTMEHbI. HEOGXOAMMO HACTO KOHTPOAMPOBaTE COCTOANUE PaHLI HA NpeameT
KPOBOTEHEHHA B XOAE NEHEHNA,

3. Ha ecim NpoTAXKEHHW NEPHOAA NeveHuA HeolxoaMmo obecneunTs ans nomne, TPYGOK M coeanHuTene, 4ToGol
OHKU: ’

L He yCTaHaBAMBAAKCD B NOAOHKEHNUH, NPH KOTOPOM OHH MOTYT OKa3biBaTb NOBPENAIIOWEE AABNEHHE HA
nauuenTa.

. He pacnoaarannchb Ha nony, rae Ha HUX MOTYT HACTYNIMTb AU OHW MOTYT NOABEPTHYTLCA SArPAIHEHUIO,
. He ebi3LIBaAKM PUCKA YAYWAIOWErO HAM TYPHUKETHOTO BO3ACRCTBUA HA NAKKENTA.

. He pacnonarannch UAN He NPOXOAMAN HaH UCTOMHHKOM TEnAa.

. He nepensnetannch nAu He 3acTpesany Noa oaemaoii uan 6aHgamom, GAOKKPYA NOAIYY OTPHLATEALHOID
AasNeHun.
4. OCTpHIe KPOMKM AW GPATMEHTLI KOCTEH B paHe A0KHBI GITh NPUKPLITE! MAK YAINEHDI A0 HCNONLIOBAHNA
PICO 7 u3-3a puCKa NOBPEMAEHHUA OPraHOB HAK KPOBEHOCHBIX COCYA0B B0 Bpema nposeaeHna IPOA.

5. Ecnn TpeGyerca npoeeaeHne AePnBpuanaLK, HEOBXOAUMO CHATL NOBAZKY, @CAK OHA HAXOAUTCA B MECTe
npoeegennn aedpubpusnaumn.

6. Nomna PICO 7 HecosmecTHma ¢ MPT. Heobx0AuMO OTCOSAUHNTL Romny PICO 7 OT NOBASKY nNepep, BXOAOM B
nomeuieHue ¢ MPT.

7. Npumererne PICO 7 Ha neanaTpryecKmX NaUMENTaX HE H3YHanoch. HeobBxoanmo yuuTHIBaTts rabapuTel u sec
NAUMEHTOS NPU HAFHAYEHUHU ACHEHHUA.

8. PICO 7 He NpuroaeH ANR MCNOAL3OBAHHA B MECTAX, £ CYWECTBYET ONACHOCTL B3pbiea (Hanpumep, B
runepGapudeckol kucnopoaHoi Kamepe).

9. B annapare NMEIOTCA MeAKKE AGTANN, KOTOPLIE MOTYT NPHBECTH K ONACHOCT YAYLWEHWA ANA AeTel. XpaHnTb 8
HEA0CTYNHOM ANA AeTell mecTe.

10. PICO 7 He npurogeH AR HCNONLIOBIHHA B NPHCYTCTBUN BOCTLIZMEHAEGMON aHECTeSUPYIOWSH cmech
KUCNOPOAA AN OKWUCH A30Ta.

11. Noeasku PICO A0MKEH HAKNAALIBATL H MEHATL TONBKO MEANLIMHCKHIA PAGOTHUK. NaUMEHTH! He A0KHYI
CAMOCTORTENLHO CHUMATL CBOIO NOBASKY 33 MCKAIDYEHHEM CYUaes, KOTAA MEANUNHCKWA paboTHUK cuuTaeT 310
KAMHHYECKIN YMECTHDIM.
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12. Kawaan nosaska PICO {exaouan Multisite) 20/H3 MCNOABIOBATLCA ANA HANOKEHNA TONLKO HI OAHY PaHY.
6. Mepol NPeACCTOPOIRNOCTH

1 B nomne PICO 7 KAXOAKTCA MarnuT. ITOMNA AOMNHA HAXOAUTLCA HE PACCTONHKM e meHee 10 ¢cm o
WARASHTHRYEMBIX YCTPORCTS, TAKMX KAK KAPANOCTHMYARTOPO!, ACHUEPHANATOPSE 1 LEYHTHPYIOING KABNAHSI,
2. HeolxoaWmOo NPRHMMATL MEPE NPSAOCTOPOIKHOCTH W CAGANTD 38 THITEMM NALMNEHTOS C BLICONOH
CTENEHBIO PHCKA PASBMTHA HPOBOTENEHNIN:
] NONYHAIOLUNX NEUEHHE AHTUKOATYARHTAMU UAN UHMOMTOPaMK arperaumy TPOMBOUNTOB, HAK C AKTHBHBIM
KPOBOTEUEHHEM.,
. umetowmx ocnalineHHbie WM Xpynkve KPOBEHOCHLIE COCYAD! AW OpraHul B paHe WaM s6An3u Hee B
pesynsTare (exn104an, HO HE OFPAHMUMBAACH) AHBCTOMO30B, HHOEKUMIE, TPaBMBE AN OBAYUEHHA.

. CTPAAAOWMX SATPYAHEHHBIM FTEMOCTASOM B PaHe.

. ¢ HeNEYEHHBIMU HADYWEHUAMMN NHTAHHA.

. He COB/MOAINOWNX PENHM NEUSHUA WK NPENATCTBYIOUMX NGUSHNIO.

. CTPaAAIoWMX OT PaH, PACHOACKEHHDIX PAAOM C KPOBEHOCHBIMK COCYAIMH HAN XDYNKUMHU CBAKAMM.
3. Npy 803HNKHOBEHHN §ONM, NOKPACHEHUA, 3aNAXA, ANACPTUIECKON PEIKUNKU, WM ECAM BHE3ANHO
NPOUCXOAUT usMeMeHne 06bema HAK UBETA OTAGAREMOTD US PaHbl, HEOGXOAUMMO OBPATUTLCR K MEAULMHCKOMY
paboTHuky.
4. Korga PICO 7 ucnone3yeTea AAN NOAKERMKM NPN NEPECAKE KOMN, BAMHO PETYARPHO NPOBOAMTY

SHIYAAGHMIH OCMOTP ANNAPaTA, OCOGEHHO B NEPSYID HEASMO TEPANHK AR OBECNEUEHUA HENPEPLIBHOTO
apumenenn /IPOA u NOAACHIKEHNA NEPMETHUHOCTH,

s. Koraa noeasxkM PICO apumeHsIoTCA Ana HHPUUMPOBAHHLIX paH, MOWeT noTpebosaTtca Gonee vactan ux
cMeHa, Cheayer BeCTH perynapHsiil MOHMTOPHHT PaHbl ANA NPOBEPHA HA NPUSHAKK WHOULHPOBIHNA.

6. No mepe kAMHKYECKOH UEeNecO0OPaSHOCTH HEOBXOANMO CALANTL 33 TeMm, YTOGb HanoKeHue
UMPKYARPHOH ‘NOBAIKK MAKH NPUMEHERNE /IPOL] Ha KOHEYHOLTH ¢ HLueMHUEl HE NPeNATCTE0BaANO
KPOBOODPALEHNIO.

7. PICO 7 He MMEET 3BYKOBLIX CHIHAN0B TPEBOTH. MOMNY CALAYET HOCUTD TaK, YTOOM OHa Breraa Gbina
AOCTYNHA W NALMEHT/MEANLMHCKNIH PAGOTHHK MOT B NOGOH MOMEHT NPOBEPHTL &8 COCTOAHKE.

8. Xom nosasku PICO MOMHO HCNOAL3083TH NOZ OAKAOH/NOCTENABHBIMKA NPUHAAAIKHOCTAMM, BANHO,
4TOGb! OKKAIOINOHNBIE MATEPHAADI, HANPUMED, MICHOMHDIE NEPEBASOUHLIE MATEPHANDI, HE PACNOAATANNCHL NOBEPX
NOBA3KK, NOCKONBKY 3TO NPUBEAET K YXYAWEHMID HCNAPSHHA BAATU Yepes HAPYIKRbIK CROH NOBAIKN.

9, Ha nosasxe PICO He cneayer pacnonarath ECTKHE HMMOGUAMSYIOWME ANNAPATE! UAW THIICOBBIE
NOBASKHM, KOTOPLIE MOTYT OKa3LIBATL YPESMEPHOE AABNCHHE M BLISLIBATL NOBPENACHUE TKAHEH HA MECTE PaHDI,
ocoBeHHO Tam, rae TpyGKKH BXOART B NOBA3KY. .

10. AnutencHoe pasmelleHne XeCTKUX UAM HENPOIPAUHBIX MATEPHaNos Ha nosaske PICO mower nomewats
PErYNAPHON NPOBEPKE H OUEHKE COCTORHNA PaHbi 1 NOMELATD NAAHOBOH MM IKCTPEHHON CMEHE NOBASOK,

11. B cayuanx, KOraa noeasku PICO HCRONLIYIOTCR Y NALMEHTOB C YYBCTBUTENLHONW KOWeN, cregyer
NPUMEHATL CPEACTEA ANA SALNTH KOXM, TaKOe Kak SECURA No-Sting Barrier Film, Ha yqacTkax KoM, Fae AOMKHDI
HaXOAUTLCA PUKCHPYIOUYE RONOCKK. B NDOTUBHOM CYMae HENPABHALHOE HANOMEHHE NAK NOBTOPHOS
NPHMEHEHHE PHKCHPYIOIMX NONOCOK MOKET NPHUBLCTH K OTCAAUBIHNIO KON,

12. He cnegyeT HCNOAL30BaTL NOBAIKK PICO ¢ NPOAYKTaMM HA MACAAHON OCHOBE, TAKUMM KK BASENUH, TaK
KaK 3TO MOXET NOMELLATL IPPEKTHBHON repMeTHSAUNN.

13. Ucnonssosanue JIPOA CO3RAET PHCK NPOPACTAHHA TKAHK B ryGuaTeiii MaTepHan, €CAK OH HCMOALIYETCA B
KayecTse HaNoAHKNTENA PaHeBoro Noxa. Npwu ucnoasaoeaHvm ryuaToro HanoaHKTenR ¢ PICO 7 npopacraiue
THAHN MONHO YMEHDLWNTL NYTEM NPUMEHEHHA HEKNEHKOND MATePHANa ANA 00PAI0RAHUA KOHTAKTHOTO CAOA PaHbl
nan Gonee YACTOH CMeHDI NOBASOK.

14, PICO 7 MOWHO MCNONLIOBATL B COULTAHKK € XHPYPFHUECKUMM ADEHANAMM NPH YCNOBHM, UTO NOBAIKA He
PACRONIFAETCA HAA APEHAKHDIMY TPYOKIMN B TOM MECTE, rae OHW BYIXOAAT U3 KOMK. N1I06an apeHamHan TPyOKa
AONKHA NPOXOANTD NOA KOMEH HA PACCTORHUM OT KPan NOBAZKM U GYHKUMOWHPOBATL HE3ABUCUMO OT annapata
PICO 7.

15. Nomna 20MHa GbiTb 3AWMILEH OT UCTONHWKOB HHAKOCTH, HANPUMED, NPY HEACPKAHUK MOYH HAK
NPOAMBAX MUAKOCTENH. CrefyeT NPeKPaTHTL UCNOAL3OSaTL PICO 7 npu NONaaaHUK B HEFO MUAKOCTH,

16. BO spema NpuHATHA Aywa nomna PICO 7 aomima GbiTb OTCOGAMHEN OF NOBASKY. MoChe OTCORAMHEHNA
Heo6x0auMO 0GecneunTs, YTO6b KoHeL, TPYSKY, NPUCOeAMHEHHLIN K NoBA3KE, Gbin HaNpasAeH BHK3, YTOGLI 8043
He Nonaaana s TpyOKy.

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



Cwmur 311 Hedsio

17. He pasbupaiire nomny.
18. Noeaska PICO A0MKHE HCNONLIOBATLCA TONLKO ¢ nomnamu PICO .
19. He namenniite nau He oGpesaiire kondurypaiumo TpySok, He BurTarnBaiite TpyGxn nam markui nopr.
20. He obpesaiite nossaky PICO, NOCKOALKY 3TO MOMET NPUBECTH K NOTEPE OTPHUATEALHOTO AIBNEHNA AR
APOA.
1. Beeraa aobusaiitecs Toro, uTobsl nosaska PICO pacnonaranack No ueHTpY Haa paHoit. Markuil nopr
AOMKEH SAHUMATL CAMOE BLICOKOE NONOKEHUE W PACADAATATLCA HAA HENOBPENAECHHOH KOWEH, HE BHICTYNAN 33
npeaenti pansl, 4To6bi MUHHMMINPOBATE PUCK CKONIEHHA MMAKOCTH BOKPYT MATKOTO NOPTa U NOTEHUMANBHOO
6noxupoBanua IPOA.
22. YCTpoAcTea KOMNLIOTEPHOH TOMOTPadUMU 1 PEHTIEHOBCKWE aNNBPATH! MOTYT NOTEHUMAALHO CO3ZaBaTL
NOMEXH AR HEKOTOPLIX SNSKTPOHHLIX MEAUUHHCKHX UsAenMi. 0 BO3IMONHOCTH YGnpaliTe nomny us noan
ACHCTBHA PENTTEHOBCKUX NiyMel nAn CKaRepa. ECM NOMNA OKAILIBANACH B AHANASOHE ALHCTBHA PEHTFEHOBCKHX
Aydel uAn CRaHepa, NPoBepLTe, GYHKUKOHWUPYET M MIALAHE NPABKABLHO,
23, Annapar PICO 7 npeaHasHaueH TONLKO ANA OAHOPA3OBOrO HCROALIOBANMA. MpuMmeHeHHe KaroH-nnbo
H3CTH M3AEANA B /leveHnN Bonee, Yem OAHOMD NAUMEHT MONET NPUBECTH K NEPEKPECTHOMY 3aPANEHNIO N
PASBUTUIO MHPEKUMM.
24, BoICOKUE TEMNEPATYPDI W BAAMHOCTD MOFYT COKPATUTH BPEMA HOWEHMA NOBAIOK PICO n notpeboarts
Gonee YacToi NX CMEHBI.
25. Annapar PICO 7 MOXeT HCRONB30BATLEA 8 GONLHULE M B AOMALIHMX YCNOBHAX, ANMAPET MOMHO TaIKE
HCTIONBIOBATD, HAXOAACL 8 CamoneTe, asTomobune, noesae u kopabne. Ha TpaHCNOpTe cyulecTayer
NOTEHUMANLHAR BOIMONHOCTL PAAWOHACTOTHBIX NOMEX, KOTOPbIE MOFYT NOBAWATE Ha paboTty PICO 7. Ecan nomna
He paboTaer, 3aMeHNTE 3NeMeHTL! NUTAHKA. ECAM HENCIPABHOCTL He YCTPANEHA, CBANMTECH C leMalmm
MeAPaBOTHUKOM, YTOOR! 3AMEHNTDL annapar.
26. NpK HAN0MEHUH NOBAIOK PAAOM APYT C APYIOM yGeANTECH, uTOGb! KP3A NOBASKY HE NEPEXPLIBAAN ADYF

Apyra.

7. HeSAaronpuaTtHbie Peakumu

YCHASHHOS KPOBOTEUEHIKE NpeacTanAAeT coBoH cepoasHbill puck, CBR3ENNDIH C NPUMEHEHNEM OTPHLATRAMNOID
AIBAGHHA B AQUESHNH PAH, YTO MOMET NPHBECTH K COPLEIHLIM TPESMAM MM CMEPTH. HasHaueNHe J3HHOTO BuAaa
NEe4EHNA OOA3ATENLHO A0NNKHO NPONIBOAUTLCA € YHETOM YKA3AHHBIX NPOTHBONOKASAHMIA, NPEAYNPEAEHUNA U Mep
NPEAOCTOPOIKHOCTH, BHUMATENLHO CreAMTE 33 COCTOAHMEM PaHBl W NOBA3SKKM, YTOOLI NPOBEPHTL HaAMMME
NPU3HAKOB HIMEHEHWA CTATYCa KPOBONOTEPH Y NaLMeHTa. OGPaTHTECH K MEAULIMHCKOMY PaBOTHUKY NPK NOABAEHWN
KaKuX-NUGO BHE3ANHLIX W pe3KnX nameHenni 06bema uan usera axccyaara.

8. HHCTPYRUMK NO NPHMEHEHNIO
8.1 Pyrosoacreo no onpaaeneltio NPHIOAHOCTH PaHLI AR IeueHMA annapatom PICO7

NoenA3ku PICO chegyeT NPUMEHATL HA PaHAX, HOTOPLIE NOAHOCTLIO NOMEWAIOTCA NOA NAOLLAALIO
abcopbupylowero cnoa NOBASKM, NPn cOBI0ASHHH NPEAOCTOPONHOCTEN OTHOCHTENLHO PACNONOKEHNA MATKOFD
NOPTa (TONBKO HA HENOBPEAESHHON KOXKE, HE 3aX0AR HA NOBESPXHOCTL PaKbL). Nosaskk PICO Multisite
NPEAHAZHAYSHDI ANA NOBLIWEHWA NPUARTAGMOCTH NPU HATOKENHH B HEYAOGHBIX AHATOMUYECKHX MeCTax. NOBAIKK
PICO (ermouan Multisite) creayer CNONL30BATL ANR HANOKEHWA TONLKO ANA OAHON PaHbL. [N OPHEHTAUMN:

o Faybuna — ans paH raybunoil Gonee 0,5 cm cropee acero notpebyetca ryBuarbiit uau mapnesiit
HanasnuTens ann obecnedenun Hagnemaluel o6paboTim scex nosepxHocTei pannl. Pansi,
obpabarusaembie Gonee KpyNHBIMU pasmepamu noBAZOK PICO , Kak NPaBNAO, AOMKHE! BbiTe FAYGUHON He
Gonee 2 cm.

¢ Jmccymar - PICO 7 npeaHasHaveH ANA NCNONL3OBIHMA HA PaHaX ¢ YPOBHEM IKCCYAATa OT Hu3Koro (A0 0,6 ¢
BLIARAAEMON MHMAKOCTH/cMm? naioWAAKM panLI/24 Yaca) 40 ymepeHHOTO (a0 1,1 F suaeanemoil uaxocTu/cm?
ANOWAAN PaHbl/24 Yaca). 1 r akceyAaTa NPUBANIHTENLHO PaseH 1 ma IKCCYAATA. MPH HCNOALIOBAHKKH Ha
PaHe C YMEPEHHBIM YPOBHEM BLIAGANEMON IHAKOCTH Pasmep paHl 0GbIYHO He A0NKEH NPesLItliaT 25% OT
nAoWaAAK aGcopOUPYIOWEro CA0R NOBASKM.

NosAsKy ACNMEN HAKABABIBATD TOALKO MEANUMNCKME PaBoTHHK,
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LYaanure n3buiTouHbiil 8OAOCAHONH NOKPOS, YTobbl 06ecneunTL NAOTHOE Npuaeraune NOBASKM K pane. Tpw

HEeobBXOAMMOCTH NPOMOIITE PaHy CTEPHALHEIM PUSHONOMMHECKUM DACTBOPOM H NPOMOKHUTE €€ OAA BLICYWHBIHKA
paHesoil NoBepPXHOCTH.

2. Cobmogan npasuna acenTUkM, YAaanTe LEHTRANLHYIO YaCTb aNTHAANE3HOHHOID 3AWMTHONO
CAOA MOBASKM M HANONMTE NOBASKY NO UEHTPY PaH! Tak, YTOGb! YMEHLLNTL BEPOATHOCTL
NoNaaaHuA PaHEBOro OTAGAAGMOND HA MACKHI NOPT. YGEAUTECH, YTO NOBASKA AGKHT POBHO
Ha paHeeoi NOBEPXHOCTH N NpUAETAIWLSH Kowe. MArkMiA NOPT A0/MKEH 3aHNMATL CaMOe
BLICOKOE NOAOKEHWE HAH PAHOMH (8 3aBUCHMOCTH OT NEPBUUHOH NOIULUKM NIAUMEHT]), PACNONAraTLCA HA
HENOBPEMACHHON KOME ¥ HE BLICTYNATL 33 NPeAeAtl PaHbl, YToGb U3BEN@TL CHANNBAHUA MUAKOCTH BOKPYT
MATHOTO NOPTa ¥ BA0KUPOBaHNA IPOL. YA3ANTE OCTABIUMECA 2 YACTH SAWNTHOTO IHTMAATEIUOHHOTO CIOA K
pasrnaasTe NOBASKY Ha paHe uteran crAIAoK. NpPU HEOGXOAMMOCTH HIMEHHTE NONOKEHUE NOBABKY TaK, YTOO He
00pasoBLIBANMCH CKAAAKN.

3. KaK TO/16KO NOBASKA HANOMEH, USBAECKHTE NOMNY U INEMEHTHI NUTAHKA M3 AOTKA.

OCTOpOMHO: B NOMNE HIXOAWUTCA MArHKT!

DepMUTE NOMNY HA PACCTORHNMN HE MeHee 10 CM OT UMRNAHTHPYEMbIX YCTPOIRCTB, TaKMX KaK
KapAOCTUMYAATOPDI, AePNOPUANATOPH! U LIYHTMRYIOLUME KAANAHBI. H3NPABAGHHE YCTAHOBKW
INEMEHTOB NUTAHMA YKAIAHO BHYTPH OTCEKA ANA INEMEHTOB NUTAHNA. BCTABLTE 3NEMEHTD NUTAHMUA,
YCTaHOBHUTE KPLILLKY. TIOCA® ITOMO BOE YETHIPE WHAKKATOPA AOMKHBI 3ACBETHTLCA HA 3 CEKYHAB!.

4. NoacoeanHKTE NOMNMY K NOBASKE, SAKPYTHE COSAMHHTENU Ha TPyBkax memay coboil . Tpybxa markoro nopra
MONET GbiTe HENOCPEACTBEHHO NPUCOSAMHEHA K NOMNE , eCaK He TPebyIoTca TPYOSKn-yasuHuTeNu, HadmuTte H3
OPARNKEBYIO KHONKY, YTOGbl HauaTb /IPOLL. 3eneHbiil HAUKATOP «OK» H Oparokesbis
MHAMKATOP «06HapYKeHa YTRUKS BOAAYXA® HAUHYT MUraTh BmecTe (yrasbiean Ha paboTy nomnb)
NO YCTAHOBACHWIO OTPULIATEABLHOrO A3BACHMA. B 33B8UCHMOCTM OT PA3MEDA PaHbI NOMNE
MOMET NOTPeBOBATLCA A0 65 CeKyHA, YTOOB CO30ATL OTPHUATENLHOE gasneHne, Ecan Yepes
65 cenyna & annapare He COSAAHO OTPMUATEALHOR A3B/CHNKE, TO GyAeT MUraTL OPAHNEBHIA MHANKATOP
«O6Hapykera yreuxa soagyxas. ANA NOHCKA ¥ YCTPAHEHKA HeucnpasHocTel obparurecs K TaGanue Hxe.

S. Ecan ucnonssyerca naeHka SECURA No-Sting Barrier Film, nepeg, nanoxexviem
durcHpYOWMX NOACCOK (CM. N. Mepsl NPEADCTOPOHOCTH) HEOGXOANMO NPOTEPETL MECTO
BOKPYT OBASKN M AATH KOME BLICOXHYTD,

6. Hanonmre GUKCHPYIOWME NONOCKK NO BCEM KPAAM NOBASKH, YAANUTE 8EPXHUA SaWMTHLIH
CNOR NONOCKN NOCAE HANOKEHHA, ITH NONOCKM OGLCNEUHBAIOT FEPMETHUHOCTD BO BpeM#A
HOWEHKA NOBA3KN. B HEYA06HBIX MECTax MOMET BbiTh NONE3HO HAKNAABIBATL NOAOCKW,
470661 CROCOGCTBOBATL OOECREMEHNIO FEPMETHIALINK A0 BKAICHEHUA NOMAbL. HanomuTe
KaMAYI0 NONOCKY TaK, YTOObI OHA BLICTYNANA 33 KPAI NOBA3KN NPUMEPHO HA 1 cm.

Obecneuste, 4Tobb TPYGKM HE CKPYYHBANMCL MAW He 3aCTPeBANN B 0AEHAE. NmediTe 8 snay,
4TO €CAM B KAKOR-TO BPEMA GUKCUPYIOLIME NONOCKH YAANAIOTCA, NOBASKY TaKme HeobXxoaumo
3amMeHUTh. NPK MenaHUK 8 AONOAHEHUE K GHKCUPYIOLIMM ROAOCKIM MOHO HAKNAAHIBATL
re/ieBsie NAACTHIPK, YTOBH NOMOUb OBeCNEUNTL AN COXPAHKTL FEPMETHUSALIKIO.

8.3 Cmena noBAsKkM
NosAsKY AOAMEH MEHATD TONLKO MEAMLWHCKKI paGoTmk.

1.NOBAIKK AONHHEI MEHATLCA TONLKO B COOTBETCTBNH CO CTAHAAPTHBIM PYKOBOACTEOM NO 06paboTke paH, obbnHO
Kaxabie 3-4 AnA. N0 YCMOTPEHHIO MEARLWHCKOTO PABGOTHUKS NOBA3KA PICO MOXET OCTIBATLCR HA pane a0 7 aMeil.
Opamesbiit HHANKATOP «TOBAIKS JANOAHEHE® HA NOMNE HANHET MUFaTb, 8CAN OBHAPYRUT 3ANOAHEHHYIO NOBASKY
UM 3a6A0KMpPOBaHHDbIH GHALTP. Bonee YACTan CMeHa NOBASOK MOMET NOTPEGOBATLCA B SABUCHMOCTH OT YPOBHA
BbLIAG/IAEMON MAKOCTH, COCTORHKUA NOBAZKK HAN APYIMX OGCTORTENLCTE, CBASAHHDIX C NAUMEHTOM, HaNpumep,
KOFAa PICO 7 NCROABIYETCA HA HHOUULMPOBAHHLIX PaHAX.
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2:PerynapHo nposepalive nosasky PICO. ECau nOBAIKS SHIFAAANT FOTOBOM ANA SAMEHD! , HAKMMTE H3 OPAHMEBYIO
KHONKY 1 OTCOSAUHNTE NOBASKY OT NOMALI. DUHCUPYIOWHE NONOCKH HEOBXOANMO OTRACHTL OT KOXM, NPHAOAHATL
NOBASKY 32 YTO/ U CTACMBATL A0 NOAHOTO YAAneHuA. HanomuTe APYIYIO NOBAIKY COFABCHO N. Hanowenne,
NOACOSAUHKTE K TOMNE 1 HAKMHUTE H OPBHIKEBYIO KHONKY AR BO3OGHOBACHHA TEPANHHK.

¢ {A) NoeA3Ka PACNOAOKEHD HAANEKAWNM OBPASOM M MOKET OCTABATLCA Ha MeCTe.

* (B} NMoeA3Ky HEOOXOANMO SAMEHNTD ~ MATKWIA NOPT MOXKET GbiTb 3A6AOKNPOBAH HMAKOCTHIO.
* (C) Noen3ky HEOBXOAMMO 3aMeHNTD — aGcopbupyrowmi croi sanonen.

3. Nosasxky PICO creayeT yTMAKSHPOBATL KAK MEAKUMHCKHE OTXOALI.

4.CpoK CAymbBil NOMALI 3AKAHUMBACTCA, W OHA ABTOMATHMECKH NIPEKPALIALT GYHKUMOHNUPOBATL wepes 7 aueli (B aTo
BPEeMA BCE MHANKATOPb! BLIKNIOMATCA). NEMEHTHI NUTAHNA HEOGXOAMMO HIBNEUL HS NOMNLI; W DAEMEHTI NUTAHHA
¥ NOMNA NOANGKAT YTAHIALNK B COOTBETCTBHK C MECTHBIMM NPABHAIMM.

5.00N0AHKTENLKYIO MHPOPMALIMO O TPESOBAHHAX K YTUANSAUMH CMOTPUTE HA: WWW.MYpICco.com nan obpaturecs K
npeactasuTenio «Cmut ana Hadsios.

8.4 Mcnoablosanne Nosasox PICO ¢ HANOAHMTEARMY

Nosasky PICO COBMECTHMBI CO CTAHAAPTHLIMH MAPIEBLIMK U FySHATLIMN uanonnmnmu, nmonw,a
TPAaANUMOHHLIX annapatax /IPOA, rAe 3TO KAMHMHECKK LENECOOBPasHO, HANDUMEP, Ha PaHaX ¢ uep,oé?&mfm
THaHe#. KOTAa MCNOALIYETCA HANONHUTEAL, €r0 U NOBASKY PICO cresyeT MenATs 2-3 Pa3a 8 HeReniO B COOTBETCTBHM
€ MECTHBIM KAMHIHECKUM NPOTOKONOM M MHCTPYKLMAMKU HIrOTOBUTENA. MBPAA A0MKHE HENIOTHO NPHAEraTh K
NOBEPXHOCTH PaHL. U30EraTb UIAHLWHEro 3aN0AHEHHA,

8.5 Hcnonbaosanue noBasoK PICO ¢ HENPUANNAIOWMM CAORMM

Nosazkk PICO mOryT NPy HEOGXOAMMOCTH HAKAAABIBATLLA NOBEPX HE NPUAMNBIOWLErO CAOR, HANPUMED, HA KOIKHBIN
~ TPAHCNAAHTAT. Ha MHOUUMPOBIHHBIX PAHAX HAM PAHAX, NOABEPIKEHHBIX PHCKY MHOEKLMKN, NOA NOBASKAMMK PICO
" MONHO MCRONL308aTL ACTICOAT Flex.

8.6 ﬁcnonwouune PICO 7 ¢ xomnpeccuonHoH Tepanneit

PICO 7 & cnyuae KAMHUUECKOR HEOBXOANMOCTH COBMECTHM C KOMNPECCHOHHON Tepanuei; 0AHaKO paHy cheayeT
BHauane akkypaTHO 06CNen0BaTh, HTOOH YOEANTLOR, NTO OBLEM IKCTYAIT ABARETCA MANBIM HAK YMEPEHHBIM,
Npumenenne HHTeHCHBHOTO /IPO/L MONET BLI3BaTL NORBAEHHUE AONOAHHTENBHOIO IKCCYAATA; NOITOMY NOCIE
nepsoro HanoeHus NOBAKK PICO oA KOMNPECCHOHHYIO CHCTEMY CARAYET NPOBEPATL NOBAIKY Yepes 2-3 AxA,
4TO6bI HaBNIDAATE, RBNAETCH K BLIACNEHHE MUAKOCTH NPHEMIEMBIM MM HEOBXOANMA CMEHA NOBASKK, 3 TaKIKe
1enecoobpPasHO NN NPOACAKATD KOMAPECCHOHHYIO TEPaNHIO.

MpUMEHAA KOMNPECCHOMKYIO TEPANHIO NOBEPX NO8ASOK PICO, treayet oGecneunTb NPOXomAeHHe TPYGOK,
coepuuaiowmMx nomny PICO 7 W NOBA3KY, NOBEPX NEPBOro KOMNPECCHOHHOIO CNOA W NOA NOCAGAYIOWNMA CAOAMM BO
nsbenanne 1oro, 4TOGL! OHW NPHKICANMCH K KOME. NPU HCNONLIOBIHUN KOMNPECCHORNONG 6enbA TRYSKH A0ANHDI
NPOXOAUTL NOBEPX Uy/IOK. He pasmeliaiiTe nomny BHYTPH KOMNPECCHONHBIX CN0ES. /1A PYKOBOACTSA O
RPABKALHOM NPHMEHEHHH KOMNPECCHOHHOH Tepanum cregyeT 06PAATECA K COOTBETCTBYIOUMM HHCTPYKUMAM
NPOK3BOAUTENA,

8.7 Cname noanaKK

EcAn MeanUMHCKWIA PabOTHUK CUMTALT 3TO K/IMHUMECKH LENECOOBPa3HBIM, NAUMENTY MOXET GbiTb AAHO YKa3aHHE
CHATL NOsA3KY PICO NocAe OKOHYAHWA Tepanun. (CM. N, UHCTPYKUMM NO CHATMIO NOBASKW NALMEHTOM.)
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9. Obume nofOKeHUN

9.1 MPHHATHE AVLLS 1 BAHNG

PaspewiaeTcs NPUHHIMATE Nerkui Ayls; 0AHAKO NOMNA PICO 7 A0AIKHA GuTL OTCOEANHEH ¥ NOMEWLISH B
Gesonacroe mecro, rae 0Ha He HamorHer. [oaaska PICO He AO/MKHA NONSAATL MOA NPAMYIO CTRYIO AN
NOTPYIKATLLA B 8OAY. B pasbeaAnHeHHOM COCTOARNK yeauTech, YTO KoHel, TRYOKM, coeamHenHON ¢ NOBASKONM,
HanpasaeH BHKS, uyTolbl 804 He NONagana e TpyoKy.

9.2 Ouncrua

CobnoaeHne KAMHWIECKUX AUPEKTUB OTHOCHTENBHO MMIHEHB UMEET NEPBOCTENEHHOE 3HaYEHNE, MOMNY MOXKHO
APOTEPeTh BAMKHON TPANKON C MCNOALIOBAHMEM MBINLHOH BOALI HAK CNAGOFO ACSHHEHLUMPYIOWETO PacTBopa.

10. TexHMUECKNE XAPANTEPHCTUKM

Pa3mepul NoMnb BbicoTa (MMm)
71,58+£0,17

WinpuHa nepeatedt yacn (mm)
11,8 + 0,15/-0,05

LWnpnHa sagHeli YacTu (mm)
911011

Anvna {mm)
65.58 £ 0.15
Macca <150r

AneMeHTH NMUTAHUA 2 x AA 1.5V (LR6/FR6)

3aLMTa OT APOHUKHOBEHHURA P22
MaKCUMaNbLHLIA Bakyym 13,34 «Na {100 mm pr. cT.)

Pexum pabotul HenpepbisHui

YCNOBUA XPAHEHUA/TPAHCNIOPTHPOBKW 5-25°C (-25°C - +5°C aonycrumo 50 7 axed) , 10-75
9% OTHOCHUTENLHON BAKHOCTH
700-1060 rfla {m6ap) atmocepHoro gasneHua

Ycnoswna paboueit cpeab 5-40°C, 10-95 % OTHOCHTENLHOW BAAKHOCTH
700-1060 rfla (m6ap) avmocdepHoro aasnenna

11. bezonacwocte

Flpy YyCAOBKYK UCONLIOBAHUA B COOTBETCTBIH C MHCTPYKLMAMK NponasoauTens, PICO 7 oteeyaet o6wpm
TpeboBannam 5E30NaCHOCTH MEAUUUHCKOTO 3NeKTRooGopyaoBanua IEC 60601-1. PICO 7 npeanasHaveH ana
HEKOHTPOAWRYEMOTrO UCMONL3OBAHNA, HANPUMED, ANA UCMIOABLIVBAHNA B A0MALWHKX yeaosnAax {IEC 60601-11.)

12, nexTpomarHuTHan cosmecTumocts PICO 7

PICO 7 Gbin MCNLITAH W NPUSHAH COOTBETCTBYIOWMM NPEACABHBIM NOKASATENIAM, NPEABABAAEMbIM K MSAENHAM
MEANUNHCKOrO Ha3SHAULHUA B COOTBETCToNM C IEC 60601-1-2-2014, 4-0€ u3nanue. ITH NPeALAbHBIE NOKa3aTenu
M YPOBHW TECTHPOBAHHA Pa3paboTaHbt 4R 06eCNeUeHHA PA3yMHON 33WNTHI OT INEKTPOMArHNTHBIX NOMEX, KOFAS
PICO 7 NPUMEHAGTCA B THRHYHOM MEAUMUMHCKOM YUPEMACHHN U B HEKOHTPONIMPYEMBIX YCAOBHAX, HANPUMED,
AOMa. flaHHoe 060PYAOBAHNE reHEPHPYET, HCNIONLIYET M MONET HI/TYNATH PAAMONACTOTHYIO SHEPIUIO, 1, 8CAN OHO
WCNONLIYETCA HE B COOTBATCTBMH C MHCTPYKUMAMK, OHO MOXKET CO3A3BaTL NOMEXM ANA APYIUX yCTpOlcTs,
HaXOAAWMXCA B HenocpeacTBenHOl Gansocty. OANAKO 3TO He ABNAETCA FAPAHTHEH TOrD, YTO NOMEXH He
BO3HUKHYT Ha KaKOH-AMG0 KOHKPETHON’ yCTaHOBKe,
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AononHUTEALHYIO MHOOPMAUMIO NO INEKTPOMATHUTHON 3ALUTE W INEKTPOMATHHTHBIM HIAYUEHNAM CMOTPHUTE
Ha CaiTe: WWW.mypIiCO.COM nAK NONPOCUTE GyMAaNHYIO KONKIO MATEPHANOB Y BAWETO NPLACTABHTENA

KoMNaHuu «Cmut 3HA Hedoio»,

13. BOINEASHME W YCTPAHEHME HENCNPABHOCTEH

PICO 7 nmeer susyansHbie MHANKATOPSH!, YBAAOMARIOLME NOALIVBATENA B CAYNAE BOSHUKHOBEHHA KaKkoH-1n60
npobnembl. PICO 7 He nmeer 38yKOBBIX CUrHAN08 Tpesorn. Momny creayer HoCuTs TaK, YTobbl oHa Gbina

BOCTYNHA, U 4TOBbI NAUNEHT/MEARUMHCKHIA PAGOTHHK MOTAN PETYARPHO NPOBEPATE COCTORHME B CAYHAE® KaKOMH-
ANGO HENCNRPABHOCTH AN NOBPEMACHMHA,

INEMEHTH! MUTAHNUA NOAHOCTLIO
PA3PAAMAKCD.

Cocromnue aucnaen/uHAMKaTOpa | Bosmoman npuunna KommeHvapuu/eninsnexne u
YCTPRHEHNE HEUCTIPABHOCTOR
fMomna 8 peXxnme OMUAAHKA, NPOA, npepsanoch. Haxare Ha
OPAHIEBYIO KHONKY, YTOGB BHOBL
Bce MHANKATOPbI BLIKAIHEHD! BKMONMTL /IPOA .
flomna 3asepwuna cBOA Kypc Ha)xaTHe Ha OPaHKEBYIo KHONKY
nrPoA. He nepesanycxaer NPOA .

MeanumHckuil paGoTHHK AoNMHeH
HANOMUTE HOBYIO NOMAY K
NOBASKY, eCNH HeOBX0AUMO
npoaoaxuts NPOA .

Ecnv nomna ewe we sasepismna

c8oit kypc NIPOA,, cneayer
SaMEeHNHTL INCMEHTHI NUTAHUA

{ CHENENT

Muraer senexblifi UHAWKATOP «OK»

HapN@Kalmm O6pasom. MNpobnem
Her.

Nomna pabotaer, urobbi Moaomaarte A0 65 cexyua,
. BLINOAHUTL JIPOA, HO He aocturna | Mpoeepmts, 40CTUrHYTO An SIPOA, .
MuraioT 3eAeHbIA MHAKNKATOP «OK» 3202HHOTO AABACHHA,
¥ opaHesblll «OGHapyKeHa yreuka
8030y%Xa»
o Annapar $yHKLUNOHHPYET HHOTOA MOMXHO CABIWATDL WIYM

paGotaioueit NOMABI, KOFAa OHA
COMIAST OTPUUATENBHO®
AdBAeHWE, ITO HOPMANLHO,

MMIai0T 3eneHbii WHAMKATOP «OK»
1 Opankesnil «PaspakeHHbIi

Annapar ¢yHKUMOHHpYeT
HagAGHAMM OOPASOm, HO
INEMEHTLI NHTAHKNA PAIPAMAOTCA.

3aMeHUTL 31EMEHTHI NUTAHUA K
HAMATH HA OPAHIKEBYIO KHONKY,
4106t 80306HOBUTL TEPANMIO.

NEMEHT NUTAHNAR
o —— Of6HapymeHa CUALHAA YTEKA Pa3rnaguTb NOBA3KY M NOAOCKK OT
CHEXEER 203AYy%a. JIPOJ] He BUINOAHAETCA. | BOIMOMHBIX CKNAAOK. HAXaTh HA
(Npumeuanue: nomna Byaer OPAHKEBYIO KHONKY, YTOOb!
Muraet opamxessiil HMAMKATOP | 4groparyueckw nbimaTach nepesanycturs IPOJ, . Ecan
«06Hapymena yTeuka 803ayxas nepesanycrute /IPOJ), yepes 1 YTEYKA BOSAYX3 NPOACKMTCA,
yac). opanesbiii UNaUKHaTOP
«O6HAPYIKEHS YTeUKa BO3AYXA»
SaMWIaeT BHOBb NPMMEPHO Yepes
60 cexyHa,. OOecneunTs HaaeXHOe
3aKpenaeHne coeanHuTenel
TpY6oK.
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-~ O6HapYHEHB! CHALHAR YTEYKa YCTPaHHTD yTeuKy 803AyXa 6
CECIORS BOSAYXA U PAIPAAKE INEMEHTOS COOTBETCTEHM C BbileYKa3aHHbLIMM
nuTauus. APOA ue BLINOAHAETCA. | MHCTPYKUMAMMK. TaKKe SAMEHNTD
MuraioT opaHessifl UHAKETOP | (oymeuanue: nomna Byaer INEMEHTBI NUTAHUA W HAKATL H3
«O6HapymeHa yreuxa Bosayxas 4 ABTOMATHYECKN NLITATHCA OPAHKEBYIO KHONKY, 41006l
OP3HIKEBLIA «PASPMNEHHBI SARMENT nepesanycTuts IPOAL yepes 1 80306HOBHTL TEPANMIO.
AUTaRUA» vac).
HanoaxneHa NOBA3Ka UAH MesuumHckuil paboTHHK aonmeH

Gnoxuposan ¢punetp. IPOA He
BLINOAHACTCA,

3aMEHHTL NOBAIKY H3 HOBYIO U
HAKATH HA OPAHIKEBYIO KHONKY,

MUraKT OpaHiKesbiit HHAKKATOP
«NoBA3Ka 3aN0AHEHA K
OPAHMEBLIA «PaspANEHHBIN 2NEMEHT
NUTAHHA

Muraer oparkesnit UHAUKATOP | (Mpumedanue: nomna Gyaer uto6b) 80306H0BHTL NIPOA, .
«MoBA3Ka 3anoNHEHa» ABTOMATHHECKK NbITATLCA
nepesanyctus NIPOA uepes 1
vac).
m HanonHeHa NOBASKA WAK MeanunHCKHi paboTHUK a0MmKeH
6710kMPOBaH GUALTP K PAPAKEH | 3AMEMWTD NOBASKY HA HOBYI), 3

nemen L NUTaHuA . JIPOS ve
BHIMOAHACTCA.

(Npumevanue: nomna Gyaer
ABTOMATUYECKW NBITATHCA
nepesanyctits JIPOJ vepesl
vac},

TaKKE 3AMEHUTL INEMEHTHI
NUTAHKA #1 HAKATL HA OPAHIKERYIO
KHONKY, NToG6l NPOADAKUTL
Tepanuio.

Bce uHAWUKATOP! FOPAT

O6HapyeHa HENCNPABHOCTL
nomnel.

MNomna Goablue He MOMET
evinoaHaTts JIPOA.

MeauumrHckuit paboTHUK A0MKeH
HANOMNTL HOBLIE NOMAY U
NOBA3KY.

14. Npeaocrepenennn

HacToAWAN HHCTPYKLMA MO NPUMEHEHWIO HE ABARETCA rapaHTHed. OHa ABARETCA MMILb NOCOGUEm. NO MeAUMHCKUM
BONPACIM HEOBXOAUMA KOHCYALTAUMA CNELMANUCTA. H3AeAHe A0MKHO HCNOALIOBATLCA B COOTBETCTBUM C AAHHON
MHCTPYKUMEH N0 NPUMEHEHHIO W BCEMM NPUMEHHMBIMN MAPKUPOBKAMK,

PICO 7 ynakoseisaetca 8 CoeauHeHHOM KOPONEBCTBE C OTARNLHLIMM KOMNOHEHTAMM, HITOTOBIEHHBIMK B

CreAYIoWMX CTPaHaX:

Noeaaka ~ CoeanHeHHOe Koponescrso

DUKCMPYIOLME NOAOCKN = CTPAHA-IKCNOPTEP YKA3aHa HAa MAPKHUPOBKE

MNomna - CTRaHa-aKCNOPTEP YKA3AHA HA MAPKUPOBKE

3aMum nomnbi— Kurai

INSMEHTHI NMTIHHA - CTPAHA-IKCAOPTEP YKAZAHA HA MAPKUPOBKE
Coepuuennoe Kopoaescreso Smith & Nephew, Croxtey Park,

Building S, Hatters Lane, Watford,

Hertfordshire WD18 8YE. Tel: 08000 157 573.

Ascrpanun Smith & Nephew Pty Ltd.,

85 Waterloo Road, North Ryde NSW 2113,

Tel 461 2 9857 3999,
Ascrpun Smith & Nephew GmbH,
Concorde Business Park C3,

A-2320 Schwechat. Tel: +43 (0)1 707 91 02.
Unponesun PT Smith & Nephew Healthcare,
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Total Building, S5th Floor, J1. Let. Jend. S. Parman
Kav 106A, Jakarta 11440, Tel: 21 5680521.
Hupepranawm Smith & Nephew B.V,,

PO Box 525, 2130 AM Hoofddorp,
Kruisweg 637, 2132 N8B Hoofddorp.

Tel: (+31) (0} 20 6543999.

Cwnranyp Smith & Nephew Pte Ltd.,

1A International Business Park, #09-03
Tolaram 609933, Tel: {+65) 6270 0552.
Weeikiapua Smith & Nephew Schweiz AG
Obermeuhofstrasse 10d, CH - 6340 Baar
Tel. +41 41 766 22 44,

Kingdom.

I Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 28N, United c e

KOHTAKTHYI0 MHGOPMALMIO O APYTHX CTPAHAX MOHO HANTH Ha: www.smith- 0086
nephew.com

Toproebie mapkn CMMT 3HA Hedbio www.smith-nephew.com

OSmith & Nephew flara eninycka MHCTPYKumu 12/2018

3TOT NPOAYKT MOMET ObITb AWMLLEH OAHUM MAK HECKOALKUMM NaTeHTamu CLLA.
Cmotpute Ha: www.smith-nephew.com/patents

15. ®opmel NOCTIGKM NPOAYKUMM

ANnapar ana neyenus paH oTPUUATENBHDIM gaBaeHuem PICO 7 oaHopasosbil

Pansi CO cnaboim Uy ymepeHnbim suideneruem Xudxocmuy - annapam pabomaem do 7 dnell.
2 ROGAIKU, 1 NOMNG U I0IKUM NOMNLI, PUKCUPYIOUUE NONOCHY
Multisite 66802000

Muitisite 66802001

10cmx20cm 66802002

10cm x 30cm 66802003

10cm x 40cm 66802004

15cmx 1Scm 66802005

15cmx 20cm 66802006

15cmx30cm 66802007

20cmx 20cm 66802008

25¢mx 25¢cm 66802009

16. MHCTPYRUWH QAN CHATHA NOBAIKH NALNEHTOM

EChu MeanumHCKnil paGoTHHK 230 YrasaHWe CHATL nosA3xy PICO NOCAE OKOHYAHKA Tepanuu, creayite AaHHBIM
WHCTRYHUMAM:

1

2.
3.

Heobxoaumo octanoenTe nomny PICO 7 HAKATHEM HA OPAHKEBYIO KHOTKY ~ BCE WHAKKATOPbI
BLIKAIOHNATCA.

CHATL NOMITY C NOBASKU, OTCORAUHNS COLANHNTENN .

Y6path NOBA3KY, OTHAEHB GHKCHPYIOLME NOACCKN OT KOXN. NPUNOAHATE NOBAIKY 33 OAMH YIOA U
CTAMMBATL A0 €€ NONHOTO CHATHA.

Npn Bo3HUKHOBEHNK GONK, NOKPACHEHNA, 3aNAXA, ANNLPIUMECKON PEAKLMU, AN NPU HANKMWN
OTAGNREMOTO H3 PaHBI HEOBXOAUMO OBPATUTLEA K MeANLIMHCKOMY PabOTHUKY.

YTau3aumio nosasku PICO U PUKCHPYIOLMX NOAGCOK CAEAYET BLINOANATL B COOTBETCTBUN C
PEKOMEHAIUMAMN MEAWLMHCKOTO PaBOTHNKA. INEMEHTL! NUTAHNA HeOBXOANMO U3BAHD H3 NOMNLY; M
INEMEHTEI NUTIHKA, X NOMNA NOAAGKAT YTHANIAUNK B COOTBETCTBUM C MECTHLIMW NPABUAIMN.
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AONONAHEHUE K UHCTPYKLIUK NO NPUMEHEHMUIO
MEAULUHCKOrO U3AENNA

Annapar ana neYeHnsn paH OTPULIATENbHDIM AaBACHUEM
PICO 7 oaHOpa3oBbii
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fipu nocmasxe usdenin 8 PO unpopmayun, COOSPIKTIOACR 6 ATHHOM DONGAHERUU X UNCIPYKYUU NO SKCRAYIMAULY,
Rememen npuopumemnoil

1. HAMMEHOBAHWE MW, MOAEAK UK BAPHAHTDI HCNOAHEHUA MU
ANnapat ANA ASUEHHA PaH OTPULATEALHLIM AaBsieHWem PICO 0aHOPASOBEIN, BAPUANTH! HCTIOAHENNA:

1 ANNapaT ANA NedeHnA paH OTPULIATENLHLIM Aasnennem PICO 7 oaHopasoebiii 8 cocTase:
- nomna

- nosA3kK Multisite 15¢m x 20em - 2 wr,
- PUKCHPYIOLLIME NOAOCKK — 12 wWiT.

- TpYGKa-youumMTeab - 1 wr.

- 3NEMEHTH INTAHUA AA - 2WT,

- WHCTPYKUMA NO APHMEHEHWHIO ~ 8 WT.

2. ANNApaT ANA NIGMEHNA PaH OTPHLATENbHLIM Adsnennem PICO 7 oaHOPasoebIi B cocTase:
“ NOMNA

- noeAakK Multisite 20cm x 25¢m - 2 wir.

- DUKCHpYIOUIME NOAGCKK = 12 Wi,

- TpyOKa-yanuHuTens - 1 wr.

- INEMEHTHI NUTIHWA AA - 2T,

- MHCTPYKLMA NO NPUMEHEHUIO ~ 8 wWT.

3. AnNapar ANA NeNEHNA PaH OTPULATENbHLIM aaenenuem PICO 7 opHopasoBbiit 8 coctase:
nomna’

- noeasku 10cm x 20em - 2 wr.

- duKCHpyIOWME NONOCKN — 12 wr.

- TpySa-yaruHuTenb - 1w,

- INCMEHTLI NHUTAHMA AA - 2w,

- UHCTPYKLIMA NO NPUMEHEHNIO — 8 WT.

4. ANNapar AN NeYEHHA PaK OTPMLATEALHBIM aaBneHnem PICO 7 ogHopasoBuiil 8 cocTase:
- nomna

. nosAsku 10cm X 30cm - 2 wit.

- SHKCUPYIOLUME NOAOCKH — 12 WT.

- TpyOKa-yamuuTenb - 1 wr.

- INEMEHTLI NUTAHKA AA - 2w,

- MHCTPYKUMA MO NPHMEHEHHIO — 8 WT.

5. ANNapar ANA NEUEHNUS PaH OTPHLIATENbHBIM AaBaennem PICO 7 oaHopasoswiid & cocTase:
- nomna

- noBAsKky 10cm x 40Cm - 2 wiT,

- PUKCHPYIOWHE NONOCKH = 12 WT.

- TpybKa-yasuHuTEND - 1 WY,

- INEMEHTL! NUTAHUA AA - 2T,

- HHCTPYKUMA NO NpUMEHeHWIO — 8 WwT.

6. Annapar ana AeeHNA PaH OTPMLATENLHBIM AasneHnem PICO 7 oaHopasoBbiid 8 cocTase:
- nomna

- NOBA3KK 15¢m X 15eM - 2 wiT.

- durcupyowme noaocku — 12 wr.

- TpyGKa-yAMHATEND - 1 WT.

- INCMEHTHI MUTAHNUA AA - 2uIT.
- MHCTPYKIMA NO IPUMEHEHHIO — 8 WIT,
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7. ANNapar o/1n NeYEHUA pan OTPHUATENbHLIM gaBneHnem PICO 7 0AHOPa3OBYIii 8 cocTase:
- nOMNa

- NOBASKK 15¢m X 20¢m - 2 WiT.

- Pukcupyromme NoAOCKW - 12 wr.

- Tpybra-yanuHuTens - 1 Wi,

- INEMEHTL! NUTANUA AA - 2wiT,

- HHCTPYKUMA 10 NPUMEREHMO =~ 8 WT.

8. Annapar Ana AeueHNA paH OTPUUATELHLIM AaBneHKem PICO 7 0aHOPa3oBwIil 8 cOCTaBe:
- nomna

- NOBA3KKM 15¢m x 30cm - 2 wwT.

- PUKCHPYIOWME NOAOCKK — 12 wiT,

- TPYGrA-yAMHKTENL - 1 WT.

- INEMEHTHI NHTAHWA AA - 2WT,

- MHCTPYHUMA RO NPUMEHEHHIO — 8 W,

9. AnNapaT AN NEUeHUA PaH OTPULIATENbHLIM A3BNEHHEM PICO 7 OAHOPasOBLIl B CocTase:
- nomna

- noeAsky 20cm x 20cm - 2 wr.

- dUKCUpYIOLLIME NONOCKK = 12 wT.

- TpyOKa-yAAMHUTENL - 1 WT.

- SNEMEHTHI NUTAHUA AA - 2WT.

- HMHCTRYKUNA NO NPUMEHEHHIO — 8 WT.

10. ANNAPaT ANA NEYEHKA PAH OTPULATENBHBIM Aasnennem PICO 7 0AHOPa30BLIi 8 cocTase:

- nomna

- NOBA3KM 25CM X 25¢m - 2 wiT,

- OHKCUPYIOLWME NOAOCKU — 12 T,

- TPYbKa-yanrunnTend - 1 wr.

- SNEMENTH) NUTAHHA AA - 21T,

- WHCTPYKLMA O NPUMEHEHWIO — B wiT.

2 NEPEYEHD H OMMCANKE MATEPHMANOB MU

Nomna: MonmkapGonar Ha ochose Gucpenona A, Kpacurens, Kpacka ans HabneHol neyatw Yepwan, Kpacka aan
HabueHoit nevatn Cepan, Noauadup, CANKOHOBLIA NOAUMED , NoAMNPONKAEH, MaToBAA NOAKIGHPMAA 3aWMTHAA
nrenKka, Hepwaseowan crans

TpySua-yanurnrens: NBX, Noannponunen

Mosnska: NoAyNpospavHan OAHOCTOPOHHE CHANKOHWSHPOBAHHAA NOANITUACHOBAA NACHKA BHICOKONH NACTHOCTI,
Asresus KOHTaKTHRYIOLMA C PaHON, lNeppopuposarnbil noanyperan EU30, AHTHEAOKMPYIOMI KOHUEHTPAY,
Aaresus A8 axpwunossiii, Nonuadup, CynepaGecopbent, Aaresue KS akpnnosbiii, EU33 NoauypeTanosan nnénka ,
AHTHBnoKMpYIOWIeE BeIeCTSO

Markuil nopt nosasiu: EU94 MNoanypeTaHoBan NASHKA NOBBLILIEHHOH NPONMOCTH , ANTHOACKUPYIOLLEE BeWECTSO, YO
oTBePIKAIEMbIA Knel, AKpunoBLIi conoaumep Ha HeliAoHOBOIH ocHose, Noauadup, OTeepuaaembiii ke, MBX,
ApomaTiueckmii nOAMYPETaHOBLIN Tepmonnacmk

Suxcupyroume nosocku: Nonnarunenosan GesppesecHan Genenan Gymara ¢ HEPACTEOPHMBIM CHAMKOHOBHIM
ROKpLITUEM, MevaTs Oparxesan, Aaresus A8 akpunosuiil, EUA4S Moauypetanosan naeHKa , AWMGaoKnpyIOwee
BeWecTso, NOANIGUPHAA NACHKE C CUANKOHOBBIM H MATOBHIM NOAHITHACHOBHIM NOKPLITHEM, TIRYaTL OpaHXKeBan,
MoaunponuaeHosan naéHka

3, AAHHDIE OB YITAKOBKE W MAPKUPOBKE
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3.1 [MpoeKkT MapKNpPoBKU
MpoeKT MapKMpOBKW YMaKOBKM MeLWLWHCKOTrO W3LeNnus Ha TeppuTtopun PP cofepXuT cn. MHGOpMaLMIo Ha
PYCCKOM fA3blKe :
ApTUKYN:
HanmeHoBaHWe: Annapat NS NeYeHWa paH oTpuuaTenbHbiM faBneHnem PICO 7 ofHOpa30BbIii

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

Kon-Bo wir. BynakoBke: 1 wr.

Jarta n3rotoBneHns, UCNONb30BaTb 40, HOMepP napTuu/cepmn: CM. Ha ynakoBKe.

HavmeHoBaHVe v agpec nsrotoButens: «Cmut aHg Hedoto Megukan N1a», 101 Xeccn Poyg Xann, 9403 2bu3H,
CoefMHeHHOoe KoponeBcTBO

YNONIHOMOYEHHbI NpeacTaBuTesib Ha Tepputopun Pd: OO0 "CwmuT aHg Hedbto", 105120, Poccus, r. Mocksa, 2-i
CblpoMATHUYeCKWiA nep., 4. 1, 1.9, nom. 1, kom. 1. Ten./pakc: + 7 495 755 55 03

MeTopg cTepunmnsauumn:Crepunamnsaumnst 3TUNeHoKcnaom.CTepunbHo.

Howmep PY:

HasHaueHwne, cnocob NpUMeHEHMs, MPOTUBOMNOKa3aHWs: CM. MHCTPYKL U0

YcnoBus XpaHeHUs: B CyXOM , 3allMleHHOM OT cBeTa MecTe, Npu TemnepaTtype oT -b5 40 +25°C

Mepbl NpefoCTOPOXHOCTU:

VHhopmMauus 0 COOTBETCTBUM CTaHAapTam KadectBa (3Hak PCT)

VIHCTpYKUUA Mo npuMeHeHuto: http://www.smith-nephew.com/about-us/where-we-operate/europe/russia/ifus/

*By/IeT yKa3aH TOMbKO Of)H pa3Mep, COOTBETCTBYIOLLWI JaHHOMY apTUKyy

3.2 JaHHble 0 MapKnpoBke

CumBon/TekcT 3HaveHue/nepesos

PICONT o

1 70

CHayvana CHATb 3alUTHY0 NOAN0XKY (UKCUpYloLL el

- nonocKu
3aTeM CHSTb BEPXHWIA 3aWNTHbINA CNOA MKCUpytoLei
nonockn

OK MHpankaTtop «OK» - nomna hyHKLMOHMPYeT NpaBUbHO

a NHamnkaTop «O6HapyXeHa yTeuka BO3ayxa»

% MHankaTop «loBs3Ka 3anofiHeHa»

-

Ib MHankaTop «Pa3psXeHHbI 3aneMeHT NuTaHus»

m I MpomsBoguTeNb

[aTa npon3BoACTBa

$T|_L|£D MpoAyKT CTEPUNN30BAH 3TUNEHOKCUAOM

OpkopaTHOe ucnosb3oBaHue. He ncnonb3oBaTb NOBTOPHO
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Cwmur 3ua Hedbio

Pasmep NOBA3KN

Oanea 25 cm{9,8 fiofm} - 20 (7,9 Luoiim}
Winpuna 20 cm{7,9 Aotim) - 15 em (5,9 Arolim )
{8 COOTSRTCTBNM C BAPHAHTOM UCNOAHEHNUA})

CpoK rogHoc™

Homep no KaTasory

YHUKA/IbHbIA naeHTHPUKATOP U3ALAKA

MeXayHapoAHbIH KOA MBPKMPOBKHM ¥ YMETa

Baprog,

YNaKOBOUHBIN MATEPHAN NOANCKHT BTOPUYHON

nepepaloTke

Esponeiickuii asTOpu3oaaHHbIA NpeacTasnTent

He UCNOAL30BATS, ECAH YTAKOBKE BCKPLITE NAKN ROBPEKALEHS

XpaHHTL 842NN OT NPAMBIX CONHEUMbIX MyueH

™
u Temnepatypa XpaHeHWA

* Bepeub T BAAM

UcnoNbsyiite MHCTRYKUMIO NO NPHMEHEHWUIO

B naKere COALPHMTCA & GUKCHPYIOWMX NOAOCOK

&’ ‘ OTHPLITL, OTBRPHYE Bymantbili Kpaid

B ynaKosKe CoaepKUTCA 1 3a:KMm
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CmuT 3Hg Hedbio

B YMaKOBKE COAepXNTCA 1 Tpy6Ka-yanMHUTENb

BynakoBKke cofepxuTcs 2 anemeHTa nuTtaHus AA E91

CxemaTu4Has UHCTPYKLUMS MO NPUMEHEHUIO (MHAMBUAYaNbHAS
ynakoBka (naket) PICO)

MossAska PICO B KomMnnekTe

CxemMaTvyHas MHCTPYKLMA MO NPUMEHEHUIO

il
ANLULD A

4. NOPAOOK M YCNOBUA YTUAN3ALUMN TN YHUUTOXEHNA MW
YTuausaums ynakosku / COAEPXMMOTO [AO0MKHA OCYLIeCTBAATLCA 6€30MacHbIM M pas3pelieHHbIM Cnoco6oM ¢
co6nogeHnem TpeGoBaHW pPEruoHaNbHbiX / HAUMOHANbHLIX / MEXAYHApoAHbIX HOPMATMBHbIX aKTOB
OTHOCUTENbHO 06pallleHNs C MEAULMHCKAMMN OTXOA4AMMN.

Mpouenypa yTunM3aumMm WM YHUUYTOXEHUSA WCMO/Ib30BaHHOMO MEAULMHCKOro W3gennsa - yTunusauus
NPOM3BOAMTCS COrNacHO 3aKOHOAATeNbCTBY, AelcTBylUeMy Ha TeppuTtopum Pd. Kpnacc oTtxopoB no CanluH
2.1.7.2790-10 "B"

Mpoueaypa yTuamsaumm Win YHUHTOXEHNUSI HEWNCMO/Ib30BaHHOTO MeAULMHCKOTO U3aenus
- yTUAU3aLMUA NPOU3BOANTCS COrNAcHO 3aKOHOAATENbCTBY, AeCTBYOUEMY HAa TeppuTOopun Pd. Knacc 0TX040B Mo
CaHluH 2.1.7.2790-10 "A"

5. ONMNCAHVE METOAA CTEPUIN3AUNW/ DESCRIPTION OF STERILIZATION METHOD

CtepunbH0.CTEpPUIN30BAHO 3TUIEHOKCUAOM.

6. TMEPEYEHb MATEPUAIOB >XNBOTHOIO U (M11) UENTOBEYECKOIO NMPONCXOXXOEHNA
He npumeHunmo.

7. COOEPXAHVE MEAVUMHCKNX CYBCTAHUMN
Pasgen He NpUMEHUM K pacCMaTpUBaeMbiM M3AeNUAM, TaK KaK paccMaTpuBaeMble U34eNns KoMnaHum Smith &
Nephew Medical Limited He cogep>XXaT MeAULMUHCKUX CyOCTaHUWNIA, TaKKe MeaULUHCKNE cybCcTaHUMM He
y4acTBYIOT B MpoL,ecce Npou3BOACTBA.

8. TMEPEYEHb CTAHOAPTOB
KomnaHusa «CMuUT aHA Hedblo Megukan JITa.» 3asBnseT, 4To MeAuLMHCKOe n3aenne «Annapart onsa eveHns paH

oTpuvuatesibHbIM gaBsieHnem PICO ogHOpPa3oBbIii, BapyaHTbl UCMOIHEHUS» 0TBeYaeT Tpe6oBaHUAM JUpPeKTuBbI
93/42/E3C, NONHbLIA CAUCOK MEXAYHapPOAHbIX TpeboBaHWn NpeaocTaBAseTCa MO 3anpocy.
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CmuT 3HA Hedblo

9. TPEBOBAHVA K TEXHNYECKOMY OBCNYXXBAHWIO 1 PEMOHTY MU
He npumeHumMo.

10. MPOBEPKA ®YHKUMNOHNPOBAHWA 1 BESOTNACHOCTU PABOTHI MIA
He npumeHumo.

11. TAPAHTUA N PEKNAMALUNA
OpraHusaums, npuHMMarwasa npeteHsnun: OO0 «Cwmut aHpg Hedbto»; 105120, Poccus, r. Mocksa, 2-i
CblpomMATHMYecKuin nep., 4.1, 9 atax, nom. 1, kom.1 Ten; +7 (495) 755-55-03
FTAPAHTUA: MpousBognTenb rapaHTUpyeT COOTBETCTBME 3afABMEHHbIX XapaKTePUCTUK, CPOK COXPaHeHus
CTEPUNbHOCTW, COXPAHHOCTb W LENOCTHOCTb YMAKOBKW NpW NpaBW/IbHON TpPaHCMOPTUPOBKe, 3KCnayaTauum u
XPaHEeHUN M3enuns Ha NPOTAXEHWW 2 NeT C JaTbl U3roToBneHus,/cTepunusaumm unsgenns. CpoOK rogHoctv - 24
mecsiua C AaTbl M3roTOBNEHMA/CTEpPUAN3ALNN, YKA3aHHOW Ha ynakoBKe MpW YCNO0BUWU XPaHEHWA B OPUTUHANbHOW
ynakoBKe, B CyXOM, XOpOWO MPOBETPUBAEMOM MeCTe, 3alWLEHHOM OT MPAMbIX COMHEYHbIX Ny4yeir, npu
TemnepaTtype He Bbllwe 25°C.

MapaHTna Ha MeguunHckoe wusgenve  Annapar And Jled4eHUs paH oTpuuatenbHbiM gasseHvem PICO
OZIHOPa30BbIA, BapuaHTbl WCMOJIHEHWUSI pacrnpoCTpaHseTcs Ha maTepuansbl, QPYHKLWOHUPOBAHWE U OTCYTCTBUE
Npon3BOACTBEHHOro 6paka Mpu ycn0BUM UCNONb30BAHWUS TONbKO Yy OAHOTFO MauueHTa. MoOBTOpPHOE MCNONb30BaHMe
3anpeujaeTcs..

12. HAUMEHOBAHVE 7 IOPUONYECKMM  AOPEC  MPOW3BOANTENS, YIMNO/IHOMOYEHHOIO

MPEACTABUTESIA M

MPON3BOAVTE/Ib:
Cmut aHg Hedbto Megukan Jitg./ Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, United
Kingdom (CoegnHéHHoe KoponeBcTBO)
MECTO NMPON3BOACTBA:
1. Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 2BN, United Kingdom
2. Flextronics Technology (Shenzhen) Co., Ltd. 3-6/F, Building 1 and 6/F, Building 4, Yusheng Industrial Park, 467
Xixiang Section, National Highway 107, Xixiang, Baoan District, 518126 Shenzhen, Guangdong, PEOPLE'S REPUBLIC
OF CHINA.
3. Avery Dennison Belgie BVBA, Tieblokkenlaan 1, Turnhout B-2300, Belgium.
4. Smith & Nephew Medical (Suzhou) Limited, No. 12, Wuxiang Road Comprehensive Free Zone, West Zone Suzhou
Industrial Park Suzhou Jiangsu 215021 China.
YMONHOMOYEHHOW MPEACTABUTE/Ib NMPOV3BOAUTE/S B POCCUAM:
000 «Cmut aHg Hedbto», 105120, Poccus, 1. MockBa, 2-in CbipoMATHUYECKNUA nep., 4.1, 9 atax, nom. 1, kom.1 Ten:
+7 (495) 755-55-03
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MepeBofg [OKYMeHTa BbINO/IHEH NepeBoAYMKOM LLInaesoi Mapueili BUKTOPOBHOIA

Poccuiickaa ®egepayms
["opog Mocksa.
TpuHaguatoro fekabps fABe TbiCAYM AeBATHAALATOrO rofa.

A, \BaHOBa BukTopnAa BanepbeBHa, BPEMEHHO UCNOSHAKOWNIA 06593aHHOCTY HOTapuyca roj
MockBbl  AKyweHko EBreHum AnekcaHApOBHbl, CBUAETeNIbLCTBYH  MNOANMHHOCTL  MO;
nepesofguymnka LLinaesoin Mapun BUKTOPOBHBI.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JIn4yHOCTbL NoANUcaBLUEro JOKYMEHT yCTaHOBJ/IeHa.

3apernctpupoBaHo B peecTpe: Ne 77/721-H/77-2019
B3bicKkaHO rocygapctBornon®© 6xgoniibl . ! tapudy):

YnnadeHo 3a okKasaH” y*yT)H))NpTB<X<)

N TEXHNYECKOTO py6. 00kon.
*al V' Th
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|, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,

Berkshire, England, Notary Public duly admitted and sworn.

DO HEREBY CERTIFY AND ATTEST:

That 1 have no reason to doubt the authenticity of the document
hereunto annexed namely PICO 7Y Single Use Negative Pressure
Wound Therapy System, dated 03rd December 2019 and signed for
and on behalf of Smith & Nephew Medical Limited by Helen May, Snr

Regulatory Affairs Manager.

IN TESTIMONY WHEREOF 1 have hereunto set my hand and

affixed my Seal of Office, in the Town of Windsor aforesaid, this day

Friday, 6th December 2019.

(DQ-(" e
PHILEIP JONES
/‘—— Notary Public

+44 (0) 1753 851 591

My Commission expires on death

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

101 Hessle Road T, + 44 (0)1482 225181 I
Hull F + 44 (0)1482 328326 S m Ith N ep h ew
Hn3 2BN www.smith-nephew.com
England
CornacosaHo/APPROVED

CmuT 3HA Hedpbto Meaukan IumnTep/ Smith & Nephew Medical
Ltd

OpraHnusayuma/Organization

101 Hessle Road, Hull, HU3 2BN, United Kingdom

Appec/Address

Sldie g-~"C-rULATnelJV

A " AonxHocTb/Occupation
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PICO 7Y Single Use Negative Pressure Wound Therapy
System

Healthcare professional user manual

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
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SmithNeph™

PICO™ 7Y is intended for use by or on the direction of a trained and licensed physician in
accordance with these instructions for use.

This user manual contains information specific for use by a healthcare professional and is not
appropriate for use by patients and caregivers.
Dressings should only be applied, changed and removed by a healthcare professional.

1 Description

The PICO 7Y pump maintains negative pressure wound therapy at 80 mmHg (nominal) to two wound
surfaces simultaneously. Exudate is managed by the dressings through a combination of absorption
and evaporation of moisture through the outer film.

The PICO 7Y system is intended to be used for up to 7 days on low exuding wounds. For moderate
exuding wounds the system is intended to be used for up to 4 days. For 7 days' use on moderate
exuding wounds, additional dressings will be required (available for purchase separately).

Q w

Ix PICO 7YPump
Y-connector

OK Indicator

Leak Indicator

Check Dressing Indicator
Battery Low Indicator
Pump Clip

2x AA Lithium Batteries
2x Large Multisite Dressings
Soft Port

Fixation Strips

2x Extension Tubing Pump

rX P IOmTMmMmMoodm>
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M Pump & Tubing Connectors

2.
Pl

Indications for use

CO 7Y is indicated for patients who would benefit from a suction device (Negative Pressure Wound

Therapy) as it may promote wound healing via removal of low to moderate levels of exudate and

in
1
1

Pl

3.
Pl

4,

fectious materials. Appropriate wound types include:
Chronic

Acute

Traumatic

Subacute and dehisced wounds

Partial-thickness burns

Ulcers (such as diabetic or pressure)

Flaps and grafts

Surgically closed incision sites

CO 7Y systems are suitable for use both in a hospital and homecare setting

Contraindications
CO 7Y 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.

Important information
Pump Placement Warning

A

The PICO 7Y pump contains a
MAGNET. Keep the PICO 7Y pump

at
m

least 10cm away from other
edical devices at all times.

Failure to do so can cause the

ot

her medical device to fail

which can result in serious harm
including death.
See Warning number 1. Magnet Warning

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

Warnings

1. The PICO 7Y pump contains a MAGNET that can cause other medical devices
A in close proximity to fail, leading to serious harm including death. The PICO 7Y pump
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must be positioned at least 10cm away from other medical devices that could be affected by
magnetic interference. These include but are not limited to:

Implantable Cardioverter - Defibrillator (ICD)
Pacemakers

Insulin Pumps

Shunt Valves

Neurostimulators

Cochlear Implants

THIS WARNING APPLIES AT ALL TIMES TO ALL USERS.

This applies to both patients and caregivers.

You must keep the PICO 7Y pump at least 10cm away from other devices;

If you have an electronic medical device and are helping take care of somebody else using

the PICO 7Y system.

If the patient is wearing the PICO 7Y pump in a public area where they may come in close

contact with someone else who has an electronic medical device.

10.

11.

Certain patients are at high risk of bleeding complications which, if uncontrolled, could be fatal.
Patients must be closely monitored for bleeding. If sudden or increased bleeding is observed,
immediately disconnect pump, leave dressings in place, take appropriate measures to stop
bleeding and seek immediate medical assistance.
Haemostasis must be achieved before applying the dressings, although the use of anticoagulants
does not deem a patient inappropriate for treatment with PICO 7Y. Patients suffering from
difficult haemostasis or who are receiving anticoagulant therapy have an increased risk of
bleeding. During therapy, avoid using haemostatic products that may increase the risk of
bleeding, if disrupted. Frequent assessment must be maintained throughout the therapy.
ssPinlCgOs “shdoruld only be applied, changed and removed by a healthcare professional.
PICO 7Y is unsuitable for use in areas where there is danger of explosion (e.g. hyperbaric oxygen
unit).
PICO 7Y is unsuitable for use in the presence of flammable anaesthetic mixture with oxygen or
nitrous oxide.
Sharp edges or bone fragments in a wound must be covered or removed prior to using PICO 7Y
due to risk of puncturing organs or blood vessels while under Negative Pressure Wound Therapy.
Each PICO dressing (including Multisite) must be used to dress one wound only.
At all times care should be taken to ensure that the pump and 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 a risk of strangulation or atourniquet to patients.
Rest on or pass over a source of heat.
Become twisted or trapped under clothing or bandages so that the air-path delivering Negative
Pressure is blocked.
MR unsafe. The PICO 7Y pump is not MRI compatible. Remove the PICO 7Y pump from the
dressings before entering the MRI suite.
PICO 7Y has not been studied on paediatric patients. Patient size and weight should be
considered when prescribing this therapy.
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12. The system contains small parts which could represent a choking hazard. Keep out of the reach of
children.

13. Keep PICO 7Y away from pets, pests and other animals that could damage the PICO 7Y device.

6. Precautions

1. The PICO 7Y pump contains a magnet. See Warning number 1. Magnet Warning.

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

* Receiving anticoagulant therapy or platelet aggregation inhibitors or actively bleeding.

* Having weakened or friable blood vessels or organs in or around the wounds as a result of,
but not limited to; anastomoses, infection, trauma or radiation.

« Suffering from difficult wound haemostasis.

* Untreated for malnutrition.

* Non-compliant or combative.

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

3. Monitor for pain, reddening, odour, sensitisation or a sudden change in the volume or
colour of wound fluid during use.

4. Where PICO 7Y 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 Negative Pressure
Wound Therapy is continually applied and a seal is maintained.

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

6. 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.

7. PICO 7Y does not contain audible alerts. The pump should be carried so that it is accessible
and the patient/healthcare professional can check the status routinely.
8. 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 dressings as
this will impair the intended evaporation of moisture through their outer layers.

9. The PICO dressings should not be covered by rigid immobilisation devices or casts which
might apply excessive pressure and cause tissue injury at the wound sites, especially where the
tubing enters the dressings.

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

11. 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.

12. Do not use PICO dressings with oil based products such as petrolatum as it may
compromise establishing an effective seal.

13. The use of Negative Pressure Wound Therapy presents a risk of tissue ingrowth into foam
when this is used as wound filler. When using foam filler with PICO 7Y, tissue ingrowth may be
reduced by using a non-adherent wound contact layer or by increasing the frequency of
dressing changes.

14. PICO 7Y may be used in conjunction with surgical drains provided the dressings are

not placed over tubing where it exits the skin. Any surgical drains should be routed under the skin
away from the edge of the dressings and function independently of the PICO 7Y system.

15. The pump must be protected from sources of fluid e.g. from incontinence or
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spillages. Discontinue PICO 7Y use if fluid ingress is observed.

16. When showering, the PICO 7Y pump should be disconnected from the dressings. Whilst
disconnected, ensure the end of the tubing attached to the dressings is facing down so that
water does not enter the tubes.

17. Do not take the pump apart.

18.  The dressings supplied should only be used with PICO 7Y pumps.

19. Do not alter or cut tubing configuration or pull on the tubing or soft ports.

20. Do not cut the PICO dressing pad as this may lead to loss of Negative Pressure Wound
Therapy application.

21. When applying dressings next to one another, ensure the dressing borders do not overlap.

22.  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 air-path is minimised.

23. CT scans and x-ray have the potential to interfere with some electronic medical devices.
Where possible, move the pump out of the x-ray or scanner range. If the pump has been taken
into the CT scan or x-ray range, check that the system is functioning correctly following the
procedure.

24. The potential for electromagnetic interference in ail environments cannot be
eliminated. Use caution if PICO is near electronic equipment such as RFID (Radio Frequency
Identification) readers, anti-theft equipment or metal detectors.

25. The PICO 7Y 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.

26. Fligh temperatures and humidity may reduce wear time of PICO dressings.

27. The PICO 7Y system is intended for use both in a hospital and homecare setting. The
system can also be used in aircraft, car, train, and boat transportation. Special care must be
taken regarding pump positioning when in close proximity to other people (see magnet
warning).

28. During transport there is a potential for radio frequency interference that could affect PICO
7Y performance. If the PICO 7Y pump malfunctions, replace the system.

7. Adverse reaction

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

8. Instructions for use (healthcare professional only)
8.1.Guidance on wound suitability
PICO dressings should be used on wounds which fit comfortably within the area of the pad (generally
no more than 25% of the dressing pad area), 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. Each PICO Multisite dressing must be used
to dress one wound only. As a guide:

« Depth - Wounds greater than 0.5cm 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 treated with the PICO 7Y system should generally be no more than 2cm in depth.

¢« Exudate - PICO 7Y isintended for use on wounds where the level of exudate is low (up to
0.6g of liquid exudate/cm2 of wound area/24 hours) to moderate (up to I.1g of liquid
exudate/cm2 of wound area/24 hours). Ig of exudate is approximately equal to 1ml of
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exudate.
8.2. Use of PICO dressings with fillers

PICO dressings are compatible with standard gauze and foam fillers used in traditional Negative
Pressure Wound Therapy where this is clinically appropriate - for example on a defect wound. When
filler is used, the filler and the PICO dressing should be changed 2to 3times aweek, according to
local clinical protocol and manufacturer's instructions. Gauze should loosely fill to the surface of the
wound. Avoid over-packing.

The use of Negative Pressure Wound Therapy presents a risk of tissue ingrowth into foam when this
is used as wound filler. When using foam filler with PICO 7Y, tissue ingrowth may be reduced by
using a non-adherent wound contact layer or by increasing the frequency of dressing changes.

8.3. Use of PICO dressings with non-adherent layers
PICO dressings may be used over the top of a non-adherent layer if required. On infected wounds or
wounds at risk of infection, ACTICOAT™ Flex 3 and ACTICOAT™ Flex 7 may be used under PICO
dressings.

8.4. Use of PICO dressings with compression
PICO 7Y is compatible with compression therapy if clinically required; however, the wounds should
first be accurately assessed to ensure the exudate is of low to moderate volume. Application of
active Negative Pressure Wound Therapy to awound may cause production of additional exudate;
so following the first application of PICO dressings under a compression system, check the dressings
after 2-3 days to see if fluid handling is acceptable or if a dressing change is required and that it is
appropriate to continue the use of PICO with compression therapy. When applying compression
therapy over PICO dressings, ensure tubing connecting the PICO 7Y pump and dressings 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 a compression therapy, refer to the relevant
manufacturer's instructions.

8.5. Application
1 Dressings should only be applied, changed or removed by healthcare professionals.
If part of your clinical guidelines 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
with sterile gauze.
2. Using a clean technique, peel off the first piece of backing plastic. If possible ensure that
the soft port is positioned higher than the wound (depending on the patient's primary position).
Ensure that the soft port is placed over intact skin and not extending over the wound. These steps
will prevent fluid blocking the air-path delivering negative pressure. Ensure the dressing lies flat to
the wound and the surrounding skin. If the soft port is not placed higher than the wound, the system
will function as normal but the wear time of the dressing may be reduced.
3. Remove the remaining backing plastic and smooth the dressing around the wound to
prevent creasing. Reposition if required to ensure border is not creased.

Repeat steps 2 - 3 for the second dressing. Ensure the dressings do not overlap.

The PICO 7Y pump contains a MAGNET. Keep the PICO 7Y pump at least 10cm away
from other medical devices at all times. Failure to do so can cause the other medical
device to fail which can result in serious harm including death.

See Warning number 1. Magnet Warning.
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5. Once the dressings are in place, remove the pump and the batteries from the tray. The
direction in which the batteries should be placed is indicated inside the battery compartment. Insert
the batteries. Following this all four indicators should illuminate for 3 seconds. Replace the cover

6. Join the pump and dressing by twisting together the connectors. Extension tubes are
included or the soft port tubes can be directly connected to the pump.

If extension tubes are not used for initial application, they should be retained for dressing change.

7. Press the Orange Button to start the application of the therapy. The green OK indicator and
orange leak indicator will start to flash together (indicates pump working to establish therapy).
Depending on the size of the wounds, the pump can take up to 100 seconds to establish therapy.
Once therapy is established just the OK indicator will flash. If after 100 seconds the system has not
established therapy, just the orange air leak indicator will flash.

( tE)wo»c

yly

( OK

8. If using SECURA No-Sting Barrier Film prior to application of the fixation strips (see
Precaution 11) wipe the area surrounding the dressings and allow skin to dry.

9. Apply the fixation strips all the way around the dressing border. Remove the printed top
layer on the strip after each one has been applied. These strips maintain the seal over the wear time
of the dressings. In awkward areas, it may be useful 100 sec to apply the strips to help achieve a seal
prior to switching on the pump. Place each strip so that it overlaps the dressing borders by
approximately 1cm.

10. Ensure tubing is not twisted or trapped between clothing. Please note that if at any time the
fixation strips are removed, the dressing(s) should also be replaced. If desired, gel patches may be
applied in addition to the fixation strips to help achieve or maintain a seal.

11. If extension tubes have not been used for initial application, remember to retain for dressing
change. A pump clip is supplied to attach the pump to clothing if required.

9. Check dressing indicator
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When this indicator flashes, the condition of the dressings needs to be checked. The indicator will
flash routinely every 24 hours as a reminder to check the dressings.
(See Section 11. Dressing change)

If no dressing change is required, refresh the device by pressing the Orange Button TWICE.
10. Dressing change

Dressings should only be applied, changed or removed by healthcare professionals.

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. More frequent dressing changes may be required depending on the level of exudate,
condition of the wound(s) or other patient considerations, e.g. when PICO 7Y is used on infected
wounds. Additional dressings for use with the PICO 7Y pump are available for purchase separately.
Inspect the PICO dressings regularly. If either dressing appears ready for changing, remove the
dressing as per Section 13 and apply another dressing as per Section 9.5.

A B c
A - OK, Acceptable to be left in place
B- Change, Soft port may block with fluid
C- Change, Absorbent area is full

Based on dressing change frequency, further dressings may be required, see Section 20. System
variants. PICO Multipack does not contain extension tubes. Extension tubes must be retained for
dressing change.

11. Replacing the batteries

If the Battery Low indicator flashes, the batteries in PICO will require changing. To change the

batteries:

1 Remove the back cover from PICO to access the battery compartment.

2. Remove the used batteries and dispose of in accordance with local regulations.
3. Insert new batteries in the orientation indicated inside the battery compartment.
4. Replace the back cover, all four indicators should illuminate for 3 seconds.
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5. Press the Orange Button to resume therapy.

12. Dressing removal
Dressings should only be applied, changed or removed by healthcare professionals.
1. Stop the PICO 7Y pump by pressing the Orange Button. All indicators will turn off.

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

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

4. The PICO dressings and fixation strips should be disposed of as clinical waste in accordance

with local protocol. The batteries should be removed from the pump, and both batteries and pump
disposed of according to local regulations.

5. For additional information on disposal requirements speak to your Smith & Nephew
representative.

13. Cleaning, showering and bathing
Adherence to clinical directives concerning hygiene is of prime importance. The pump may be wiped
clean with a damp cloth using soapy water or a weak disinfectant solution.

13.1. Showering and bathing
Light showering is permissible; however, the PICO 7Y pump should be disconnected and
placed in a safe location where it will not get wet. The PICO dressings should not be exposed to a
direct spray or submerged in water. Whilst disconnected, ensure the ends of the dressing tubes are
facing down so that water does not enter the tubes.

14. Troubleshooting

PICO 7Y has visual indicators to let the user know when there is an issue. PICO 7Y does not contain
audible alerts. The pump should be carried so that it is accessible and the patient/healthcare
professional can check the status routinely in case there is afault or in case of damage.

Indicator status Possible cause Comments/troubleshooting
The pump is in standby. Therapy has been paused. Press
the Orange Button to resume

All indicators off therapy.

Pressing the Orange Button will
not restart therapy. Healthcare
professional to apply new
pump and dressings if further
therapy is required.

The pump has completed its
course of therapy.

If the pump has not yet
completed its course of
therapy, replace the batteries.
See section 12. Replacing the

The batteries have depleted.

batteries.
The pump isworking to
achieve therapy but has not /
) AnoSec
reached the intended
Green 'OK' Depending on the size of the
pressure.
and orange 'Leak’ wound the pump

indicators flash
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Green 'OK' indicator flashes

Green 'OK' and orange
'‘Battery Low' indicators flash

Orange 'Leak’ indicator flashes

Pump is functioning.

Dressing may be full. Referto
section 11. Dressing change.

Pump may be heard running
occasionally as it maintains
negative pressure.

System is functioning
properly but the batteries
are low.

A high air leak has been
detected. Therapy is not
being applied. (Note: the
pump will automatically try
to restart therapy after 1
hour).
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may take up to 100 seconds to
establish therapy.

Pump will then flash green 'OK’
indicator OR orange 'Leak’
indicator.

Dressing may be full.

OK- Acceptable to be left in

place

. B
Change required
. C

Absorbent area is full

Dressings should only be
applied, changed or removed
by healthcare professionals.
Dressings should be regularly
monitored.

Replace the batteries and
press the Orange Button to
restart therapy. See section 12.
Replacing the batteries.
1Smooth down the dressings
and strips to remove any
creases.
2Ensure that the tube
connectors have been
twisted together securely.
3. Press the Orange Button to
restart the pump.
4.1f the air leak remains the
orange 'Leak’ indicator
will flash again after
approximately 100 seconds
(depending on the size of the
wound).
One of the dressings may
have a leak. To identify
which of the dressings has a
leak, follow these steps;
1 Untwist one of the tubes
from the Y-connector.
ZCover the open
branch of the Y-
connector with a
finger and press
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Orange Button to
resume therapy.

3lf the green 'OK' indicator
flashes, connect the
dressing and repeat steps 1-
3 for remaining dressing.
However, if the leak
remains, the orange 'Leak’
indicator
will flash again after
approximately 100 seconds.
If the leak persists the
dressing may need
changing. Refer to Section
11 Dressing change.

Pump is functioning properly Check the dressings. See
0-KC1

however check dressings. See  section 10. Check dressing
Orange 'Check Dressing'

section 10. Check dressing indicator.
indicator flashes -
indicator.
A high air leak has been Replace batteries. See section

detected and the batteries are  12. Replacing the batteries.
Orange 'Leak' and orange

low. Therapy is not being Then troubleshoot air leak as
‘Battery LoW indicators flash .
applied. above..
Wy sty A pump error has been Apply new pump and dressings.
detected.

All indicators solidly The pump can no longer apply

illuminated therapy

15. Cautions

This user manual is not intended as a guarantee or warranty. It is intended only as a guide. For
medical questions please consult a physician. The product must be used in accordance with this user
manual and all applicable labelling.

16. Specifications
Pump Dimensions Height (mm)
71,58 +0,17

Front side width (mm)

11,8 +0,15/-0,05

Back side width (mm)
9,1 +0,11

Length (mm)

65.58 +0.15
Weight <100g
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Battery Type 2xAA1.5V(FR®6)
Ingress Protection P22

Maximum Vacuum  13.34 kPa (100 mmHg)
Mode of Operation Continuous

5°C to 25°C (-25°C to 5°C allowable for up to 7 days), 10 - 75% relative

Storage/Transport  phymidity,
700 to 1060 mbar atmospheric pressure
Operating 5°C - 40°C, 10 - 95% relative humidity, 700 to 1060 mbar
Environment atmospheric pressure
17. Safety

When used in accordance with the manufacturer's instructions, PICO™ 7Y complies with the General
Requirements for Safety of Electrical Medical Equipment (IEC 60601-1). PICO 7Y is intended for
uncontrolled environments e.g. home use (IEC 60601-1-11).

18. Electromagnetic compatibility of PICO 7Y
PICO 7Y has been tested and found to comply with the requirements for medical devices to
IEC 60601-1-2. These limits and test levels are intended to provide reasonable safety with regard to
electromagnetic disturbances when PICO 7Y is used in atypical medical installation and uncontrolled
environment like home use.
This equipment generates, uses and can radiate radio frequency energy and, if not installed and
used in accordance with the instructions, may cause harmful interference to other devices in the
vicinity. However, there is no guarantee that interference will not occur in a particular installation.
For additional information on electromagnetic immunity and electromagnetic emissions see:
www.mypico.com or ask your Smith & Nephew representative for a hardcopy.

19. System variants
PICO 7Y Single Use Negative Pressure Wound Therapy system Low to moderately exuding wounds -

up to 7 day system. 2 x large Multisite dressings, 1 pump & pump clip, fixation strips, 2 extension
tubes.

PICO 7Y 66802031

PICO 7Y is packed in the UK with individual components being made in the following countries:
Dressing - UK,

Fixation strips-Origin as marked.

Pump-China,

Pump clip - China,

Batteries - Origin as marked.

Tubing- UK

Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, United C€
Kingdom.

mJ Contact details for other countries can be found at www.smith-nephew.com
Trade Marks o fwww.smith-nephew.com
©Smith & Nephew Date of issue 12/2018

0086

This product may be covered by one or more US patents.
See: www.smith-nephew.com/patents
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ADDENDUM TO THE USER MANUAL
OF MEDICAL DEVICE

PICO 7Y Single Use Negative Pressure Wound Therapy
System
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The information contained in this Addendum to the instruction for use is a priority when the product is delivered to
the Russian Federation

MD NAME, MD MODELS OR VARIATIONS
PICO Single Use Negative Pressure Wound Therapy System, variations:

1.  PICO 7Y Single Use Negative Pressure Wound Therapy System contents:
Pump- Ipcs.
Pump clip-1 pcs.
Multisite dressings 20cm x 25cm - 2 pcs.
Secondary fixation strips -12 pcs.
Extension tubing - 2 pcs.
AA batteries - 2 pcs.
Instruction for use - 3 pcs.

LIST AND DESCRIPTION OF MD MATERIALS

Pump: Bisphenol A-based polycarbonate, colourant, black print ink, grey print ink, polyester, silicone rubber,
polypropylene, matte polyester protective film, stainless steel

Extension tubing: PVC, polypropylene

Dressing: Translucent, one-side siliconized high-density polyethylene film, wound contact adhesive, perforated EU30
polyurethane, anti-blocking concentrate, A8 acrylic adhesive, polyester, super absorbent, K5 acrylic adhesive, EU33
polyurethane film, anti-blocking agent

Soft port: EU94 high-strength polyurethane film, anti-blocking agent, UV curable adhesive, nylon acrylic copolymer,
polyester, curable adhesive, PVC, aromatic polyurethane thermoplastic

Fixation strips: Polyethylene woodless hleached paper with insoluble silicone coating, orange print ink, A8 acrylic
adhesive, EU45 polyurethane film, anti-blocking agent, polyester film with silicone and matte polyethylene coating,
orange print ink, polypropylene tape

PACKAGING AND LABELING

3.1. Draft of labeling in Russian
The medical device package labeling in the Russian Federation contains the following information in Russian:
Article/catalogue number:
Name: PICO 7Y Single Use Negative Pressure Wound Therapy System
Size: Multisite 20 x25
Pieces per package, pcs.: 1 pc.
Date of manufacture, best before, lot/ batch number: See the original packaging.
Name and address of manufacturer: Smith & Nephew Medical Ltd, 101 Hessle Road Hull, HU3 2BN United Kingdom
Authorized representative in the Russian Federation: Smith & Nephew LLC, 105120, Russia, Moscow, 2nd
Syromyatnichesky Lane, 1, 9th floor, office 1, room 1. tel/fax: +7 495 755 55 03
Sterilization method: Ethylene oxide sterilization. Sterile.
Registration certificate No.:
Intended use, method of application, contraindications: See Instructions for Use
Storage conditions: store in a dry, dark place, at a temperature of +5°C to + 25°C
Precautions:
Symbol of conformity to Russian standards (PCT mark)
Instruction for Use: http://www.smith-nephew.com/about-us/where-we-operate/europe/russia/ifus/

3.2 Data on labeling
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Dressing size
Length 25cm (9.8 inch) - 20cm (7.9 inch)

Width 20cm (7.9 inch) - 15cm (5.9 inch)

Shelf life

Unique product identifier

International labeling and accounting code

Barcode

Recyclable packaging material

European authorized representative
Instruction for use included
Do not use if package is opened or damaged

Keep away from direct sunlight

Storage temperature
Protect from moisture

Follow the instructions for use

Packaging contains 6 fixation strips

Open by folding back the paper edge
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Packaging contains 1 clip

Packaging contains 2 extension tubes

Packaging contains AA L91 battery

Schematic instructions for use

Low noise pump (below 35 dB)

High air leakage resistance

"Dressing full" indicator

Separation layer

Evaporates 80% of the exudate

Intended for low to moderate wound exudate

Silicone adhesive
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4. MD DISPOSAL OR DESTRUCTION PROCEDURE AND CONDITIONS

Disposal of packages / contents must be carried out in a safe and authorized manner in compliance with the
requirements of regional / national / international regulations regarding the clinical waste handling procedure.

The used medical device disposal or destruction procedure - disposal is carried out in accordance with the
applicable legislation of the Russian Federation. Waste class according to SanPiN 2.1.7.2790-10 "B"

The new medical device disposal or destruction procedure

- disposal is carried out in accordance with the applicable legislation of the Russian Federation. Waste class
according to SanPiN 2.1.7.2790-10 "A"

5. DESCRIPTION OF STERILIZATION METHOD
Sterile. EtO sterilized.

LIST OF MATERIALS OF ANIMAL AND/OR HUMAN ORIGIN
Not applicable.
7. CONTENT OF MEDICAL SUBSTANCES

The section does not apply to the considered products since the Smith & Nephew Medical Limited products do not
contain medical substances, and no medical substance is used in the manufacturing process.

8. LIST OF STANDARDS

Smith & Nephew Medical Ltd. declares that PICO Single Use Negative Pressure Wound Therapy System,
variations meets the requirements of Directive 93/42/EEC, a full list of international requirements is available on
request.

MD MAINTENANCE AND REPAIR REQUIREMENTS
Not applicable.

10. MD PERFORMANCE AND SAFETY CHECKING
Not applicable.
11. WARRANTY AND CLAIMS

Claimee: Smith & Nephew LLC, 105120, Russia, Moscow, 2nd Syromyatnichesky Lane, 1,9th floor, office 1, room 1.
tel/fax: + 7 (495) 755 55 03

WARRANTY: The manufacturer ensures compliance with the declared characteristics, the period of preservation
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of sterility, the safety and integrity of the packaging subject to proper transportation, operation, and storage of the
product for 2 years from the date of manufacture/sterilization of the product. Shelf life - 24 months from the date
of manufacture / sterilization indicated on the package, provided that it isstored in the original packaging, in a dry,
well-ventilated place, protected from direct sunlight, at a temperature not exceeding 25°C.

Warranty for PICO Single Use Negative Pressure Wound Therapy System, variations applies to materials,
functioning and lack of production defects, provided that the device is used for only one patient. Reuse is
prohibited.

12. NAME AND LEGAL ADDRESS OF THE MANUFACTURER, AUTHORIZED REPRESENTATIVE OF MD

MANUFACTURER:

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

PLACE OF MANUFACTURE:

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

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

3. Avery Dennison Belgie BVBA, Tieblokkenlaan 1, Turnhout B-2300, Belgium.

4. 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, 105120, Russia, Moscow, 2nd Syromyatnichesky Lane, 1, 9th floor, office 1, room 1. tel/fax:
+7 (495) 755 55 03
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MepeBoA C aHIIMIACKOTO A3blKa Ha PYCCKNI A3bIK

A, ©UNNNN AXKOHC, Bunasop Xayc, Buktopusi CTpuT, BuHasop, BepKlimp, AHIus,
HoTapuyc, 40/HKHbIM 06pa3oM AOMNYLLIEHHbIA K NPaKTUKe Y NPUBEAEHHbI K npucsre.

HACTOAW MM MOATBEPXAAKO N CBUAETE/NIBCTBYIO:

YT0 y MEHS HeT OCHOBaHWi COMHEBATbLCSA B MOAJIMHHOCTU MPUJIOXKEHHOIO AOKYMEHTA, & UMEHHO
- VIHCTpyKUUM No 3KcnyaTaumm MeguLmnHCKOro usgenna «Annapar 41§ feyeHuns paH
oTpuuaTtenbHbiM gaBneHuem PICO7Y ogHopas3oBblii» oT 03 gekabpsa 2019 roga, nognncaHHoOm
OT UMEHW M MO NOPYYEHMIO KOMNaHUM «CMuUT aHg Hedbto Megnkan NTumntea» XeneH M. Maid,
CTapLwuM MeHeg)KepoM N0 HOPMaTUBHO-NPAaBOBOMY PEry/IMPOBAHUIO.

B MNOATBEPXAEHWE CEIO s noctaBun Ha HacTosiLiem 4OKYMEHTe CBOK MOAMUCH W
neyaTb B MOEM O(pMee B BblLIEYNOMSAHYTOM ropode BUHA30p CerofHs, B NATHULY, 6 eKabps
2019 ropa.

[meuaTb HoTapuyca ®unnmna JyxoHca]

/nognuce/
onNNnn A>XXOHC

HoTapuyc
+44 (0) 1753 851 591

Mown nofHOMO4YNA UCTEKAKOT MOC/e CMepPTH

Perynupyetca KaHuensipuein cyga apxuenuckona KeHTepbepuriickoro
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Ten.: +44 (0) 1482 225181 Cwmurt 311 Hedsio
Daxc.: +44 (0) 1482 328326
www.smith-nephew.com

Cornacosano/APPROVED

Cmum and Hepoio Meduran lumumed

Oprasmzaumn/Organization

101 Xeccn Poya, Xann, HU3 2BN, Coeamnénnoe Koponeecteo

Aapec/Address
Crapuinii meHeaMeEp NO HOPMATHEHO-NPABOBOMY PEryINPOBIHWIO

Bomerocre/Occupation
Maii Xenen

Samuann, Bmn/ Surname, Name
03 ~aex-2019

Aata AA.MM.ITTT/Date DD.MM.YYYY
Xenen M. Maid

Noanucs/Signature

ANnnapar Ana neveHUA pPaH oTpuuartenbHbim aasneHuem PICO7Y
OAHOPA30BbLINA

UHCTPYKLUA NO NPUMEHEHMIO
ANA MEAUUMHCKUX PABOTHUKOB
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CmuT 3HA Hedbio

PICO 7Y npegHa3HayeH 4518 UCMOMb30BaHNs 06Y4YEHHbIM U JIMLEH3UPOBAHHBIM MeAULMHCKAM PaGoOTHUKOM Wn
Mo ero ykasaHuo B COOTBETCTBMN C UHCTPYKLMEN Mo NprYMeHeHuto K MU,

[aHHas UHCTPYKLUMS MO NPUMEHEHUIO COAEPXMUT KOHKPETHYIO MH(OPMaL M0 ANS WCMNONb30BaHUA MeAULUHCKUM
pabOTHUKOM U He MOAXOAWT AN UCMONb30BAHMA MALMEHTAMU U MLLAMU, YXAKUBAIOLWMMU 33 NaLUeHTaAMK.
HanoxeHune, CMeHa 1 CHATVE MOBS30K A0/DKHbI BbINO/HATHCS TOIbKO MEAULMHCKMM PaboTHMKOM.

1 OnucaHne

Momna PICO 7Y noafepXuBaeT Tepanuio paH oTpULATENbHbIM faBNeHUEM NPU HOMUHANBHOM 3HAYeHUM 80 MM
pT.CT. AN ABYX PaHEBbIX MOBEPXHOCTEN OAHOBPEMEHHO. KcCyaaT 06pabaThiBaeTcs B NOBA3KAaX NOCPEACTBOM

coyeTaHua nornoweHmna n ncnapeHna snarn 4epes Hapy>XHyr NNEeHKY.

Annapat PICO 7Y npefHa3Ha4yeH Ana UCMNONb30BaHNA B TeYeHUe He 60nee 7 AHel Ha paHax co cfabbim
BblAeneHneM XUAKOCTW. nd paH CyMepeHHbIM Bble/IeHWEM XUAKOCTU annapat MOXeT UCNoNb30BaThCa A0 4

LHen.

O

12K mi

O 00O

A Momna PICO 7Y -1 wr.
B AganTep TPYOKU yANUHUTeNA/Tpy6KN NOBA3KM
C NHankaTop «OK» - nomMna yHKUNOHUpPYeT
npaBufibHO
D NHankaTop «O6HapyXeHa yTeuka BO3fyxa»
E MHpnkaTtop «MpoBepuTb NOBA3KY»
F NHankaTop «Pa3psXXeHHbI 31eMeHT NUTaHUN»
G 3aXXMm nomnel
H 3neMeHTbl NUTaHua AA- 2 .
1 MoBasku Multisite 20x25¢cm - 2 wi.
J Msarkuii nopt
K dukcupytrouime N0NOCKM
L Tpy6Ka-yanuHUTENb - 2 LWT.
M CoefnHUTENN TPYOKU-YANUHUTENS
2. lMoka3zaHusa K NpUMEHEeHNIo

PICO 7Y nokasaH nauueHTam Ans o6ecrneyeHns 3aXKMBAEHUA paH NOCPeACTBOM yaaneHuUs sKccyaata B He6ONbLINX
UM yMepPeHHbIX 06bEMax, a TakXKe NaToreHHbIX MUKPOOPraHU3MOB.

COOTBETCTBYIOLMNE TUMbI PaH:
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Cwmut 3:A Hedsio
XpoHuueckue paHbl
OcTpbie paHbl
TpaemaTHyecKue paHul
NoaoccTpbie paHb U PaHB C pacxoxaeHuem Kpaés
OO , 4aCTHYHO NPOHKKAIOUME B FAYOHHY TKaHel

Assbl (Takmne, Kak AnabeTHiecKne ASBHI HAH NPONEIKHK)
KOMMBIE ROCKYTH U TPAHCANSHTATH

*  3aKpuTHie XMPYPrHYeCKUe paspessl

Annapar PICO 7Y npuroaeH AAA NPHMEHEHKA KK 8 GOALHINLE, TAK W B AOMMUHKX YCAOBHAX,

3 NPOTHBONOKASAHMA
Annapar PICO 7Y npoTMBONOKa3aH NAUNENTaM:

® €O SNOKAUECTEEHHLIM NOPAHENMEM DAHEBOTO 0NA HAN KPAEeS PaHD! (33 MCKAIOYEHHEM NANAMATUBHOIR
TEPANHN B UEAAX YAYHIUEHHA KIYECTBA HMIHK).

€ paHee NOATEPHALHHBIM U HEAGHEHHDIM OCTEOMUENANTOM.

¢ HEKMLISUHBIMK CBHLLIAMM H CBMLLIAMIU HEACHOR NPHPOADLI.

€ NPUCYTCTBUEM HEKPOTHHECKMX TKAHeH B BHAS NAOTHOTO CTPYNA

¢ O6HaMEHHDBIMM KPOBEHOCHLIMH COCYAAMH, HEPBaMK WAK OPraHaMK

C aHACTOMO33MMH OTKPBITONO PACNONOMEHNA,

PICO 7Y He crepyeT HCNOAL3OBATH B LeARAX:

®  HeoTAONMHOH ACNHPALMH AbIXaTNbHLIX NyTe.
o NACBPINLHOTO, MEAMACTHHAALHOTO WA TPYAHOO APEHANKA
& Xupypruueckoid acnupaumn.

4, Baxaian uHpopmauua

A i~ Mpeaynpexxaenne o6 ycraHoBke Nomnbl

B nomne PICO 7Y nmeerch maruuny. NMomna PICO 7V scerpa AOMKHA HAXOANTHCA KA
PACCTOAMMM HE MeHee 10 CM OT APYIMX MeAMUMNCKIX usaeAnH. HecoBmoaenne
MOMET BOIZBITH HEMCNPABHOCTD APYroro MEAWLIMHCTKONO USASAMA, 4TO B CBOID
ovepeak MONKET NPUBECTH K CEpLESHOMY Yileply, BKAIOHAA NETaNbHLIA UCXOA,

Cm. Npeaynpexaenne Nol. MpeaynpeaeHne 0 marHure.

DONOAHNTEALHYI0 HHOOPMAUMIO O SAUYLUEHHOCTH OT INBKTPOMATHUTHLIX NoMex W 06 - —_
NRKTPOMATHHTHOM USAYUSHHM CMOTRHUTE HA: WWW.MYPICO.COM HAW NONPOCHTE
. MEYaTHYIO KONWIO ¥ Balero npeacrasutens «Cmut ana Hadolon.

S. Mpegynpemaennn
- 1. B nomne PICO 7Y #axoamutcs MATHUT, KOTOPbIH MOMET BbI3BATH HENCNPASHOCTL APYINX
MEANUMHCKIX H3AAHI NOBAMBOCTH, MTO B CBOID O4YEPeab MONET NPUUKHNTL Cepbianniil spes,
' BKAIOYAA AETANbHLIR ucxog. Momna PICO 7Y A0/MKHA HAXOAUTLCA HA PACCTOAHNK He meHee 10 cm
OF APYTHX MEAKLMHCKUX HIACAWIA, KOTOPLIE MOFYT NOASEPraTbCA BOSACHCTSHIC MATHHTHOPO NOAR. K M,

{BRNIOMAR, HO HE OFPIHMUHBAACS), OTHOCATER:

. WmnanTHpyemuiil kapanoseprep-aedubpunaatop (ICD)
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. KapavocTumynatop

. NHcynuHoBas nomna

. LUyHTMpYlOWMUiA KnanaH
. HelipocTumynatop

. KoxneapHblii UMNnaHT

[aHHoe npegynpexieHne NnpuMeHUMO B Nt060e BpemMs KO BCEM NONb30BATENAM.
370 OTHOCUTCA Kak K mauumeHTam, Tak ¥ KnLam, OCYLWecTBAAOWNUM YXO[,.
Bbl fomKHbI gepxaTtb nomny PICO 7Y Ha pacCcTosiHUM He MeHee 10 ¢M OT ApYyrMX MeANLUNHCKUX U3AENNIA:

. €Cn 'y BaC MMeeTCcAa 3NEKTPOHHOE MEANLIMHCKOE n3aenne, U Bbl yXaxknpaete 3a KeM-nn6o, ncnonb3ysa

annapat PICO 7Y.

. ecnu nauueHT HocuT nomny PICO 7Y B 06U,eCTBEHHOM MeCTe, rjie OH MOXET BCTYMNUTb B TECHbII KOHTaKT C

KeM-nn60, KTo NCNONb3YyeT 3NEKTPOHHOE MeAULUHCKOE n3aenne.

2. HeKoTopble NauMeHTbl NOABEPXKEHbI BLICOKOMY PUCKY OCNOXHEHWUI B BUAE KPOBOTEUYEHUIA, KOTOpbIE MpK
OTCYTCTBUM KOHTPONS MOTYT NPUBECTU K CMEPTeNbHOMY Ucxoay. Heo6X0AMMO BECTM MpuUcTanbHoe HabaoaeHue 3a
naymMeHTamu B nnaHe BO3HUKHOBEHUS KPOBOTeUYeHUS. Eciu Ha6nofaeTcs BHE3anHoe UAW NOBbILEHHOe
KpoBOTEYeHMUe, HEMeANEHHO OTCOEANHUTE MOMMY, OCTaBbTe MOBA3KY Ha MecTe, NPUMUTE HEOBXOAUMbIE MEpbI,

4YT0Obl OCTAaHOBUTH KpOBOTEYEHNE, U OﬁpaTVITer 3a HEOT/IOXHOW Me,L'J.VILJ'I/IHCKOVI NnOMOLWbIO.

3. MpumMeHeHne aHTUKOAryNAHTOB He NPenATCTBYeT e4eHUIO paH npu nomolwm annapata PICO 7Y, ogHako nepeg
HaNoXeHNeM NOBA3KW CnefyeT NPOBECTM TWaTeNbHbl remocTas. Mpu CAOXHOCTAX C NPOBEAEHMEM remocTasa umm
npuveme NauMeHTOM aHTUKOArYNAHTHbIX MpenapaToB BO3pacTaeT pUCK KpoBoTeyeHus. Bo Bpema neyenus PICO 7Y
cTapaiiTecb n3beratb MCNOMb30BAHUA KPOBOOCTAHABNMBAKOLWMX NpenapaToB, KOTOPble MOFYT YBENUYNTb PUCK
KPOBOTEYEeHNSA B Cly4Yae UX OTMeHbl. He06X0AMMO YacTO KOHTPONMPOBATL COCTOAHUE paHbl Ha NpegmeT

KPOBOTEYEHUS B XO/€ NeYeHuns.
4, MoBa3kn PICO A0MKEH HaKNaAblBaTb, MEHATb U CHUMATb TONbKO MeAULWHCKUIA PaBoTHUK.

5. PICO 7Y He npurofeH ana ucnonb3oBaHWs B MecTax, rAe CyLWecTByeT 0NacHOCTbL B3pbiBa (Hanpumep, B

rmnep6apnyeckoii KNCNOPOAHOA Kamepe).

6. PICO 7Y He npurofeH ANs MCNONb30BaHWUs B NPUCYTCTBUM BOCMIaMeHseMOi aHecTe3upytollei cmecu Kucnopoga

nnn OKMCK asoTa.

7. OCTpble KPOMKM UK (parMeHTbl KOCTEA B paHe AO0/MKHbI 6biTb MPUKPLITHI UK YAaNeHbl 40 UCnonb3oBaHus PICO
7Y n3-3a pucKa NOBPeXAeHUA OPraHoB UM KPOBEHOCHLIX COCY0B NPU NPOBEAEHUN NEeUYEHUs paHbl

oTpuuaTtenbHbIM gaBneHuem (JIPOL).

8. Kaxpgaa nossska PICO (Bkntouvas Multisite) gonkHa Mcnonb30BaThCA AN NePeBA3KN TONbKO OJHO paHbl.
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9. ‘Ha scém npoTAXEHUW NEPHOAS NeueHHA Heobxoanmo ofecneunTb AAs nomnul, TRYGOK n coeannuTenealt, yrobu

OHN:

He ycTaHaeAKeanmcy B NOOKEHHH, NPH KOTOPOM OMH MOTYT OKaShIBaTh NOBPEMAAIILEE AABNEHHE HA
nausexva.

He pacnonaranmce Ha noAy, FA€ Ha HWX MOTYT HACTYNIHTL AW ONW MOTYT NOABEPTHYTLCA SArPASHEHNIO,
He BbIsbiIBaNW PUCKA YAYWAIOLETO WAM TYPHUKETHOTO BOIAGHCTBHA Ha NALMEHTa,

He pacnosaranuce UAM He NPOXOAUAK HAA HCTOUHMKOM TeNAa.

He nepenneTtanucs Han He 3aCTPEBANK NOA OASKAOCH UAK 6aHAANOM, SAOKMPYR NOAAUY OTPHLUATEALHOTO
AABNCHUA.

10. Hecosmectumocte ¢ MPT. Nomna PICO 7Y necosmectuma ¢ MPT. Y6epute nomny PICO 7Y ¢ nosA3ku Nepea,
BX0A0M B NOMeuleHue, rae NpoBoauTca MPT.

11. NpumenieHne PICO 7Y Ha NEAHATPUMECKMX NAUMEHTAX He UIY4aNnoch. HeoBX0ANMO yHHTLIBATL raGapHTbl u bec

NAUMEHTOS NPHM HAFHAMEHUMK AEYEHWA.

12, B annapaTe UMEIOTCA MEAKWUE YACTH, KOTOPBIE MOFYT NPHUBECTH K ONACHOCTH YAYWEHMA. XPaHHUTDL 8 HEAOCTYNHOM
ANA peTell mecre.

13. XpaHuTe PICO 7Y 8 MECTe, HEAOCTYNIHOM A/1A AOMALWHHX NUTOMUES, BPEAHBIX HACEKOMBIX H APYTHX HBOTHBIX,
KOTOPBIE MOTYT NOBPEANTD MIACAKE.

Meps! npeaOCTOPOMHOCTH

1. B nomne PICO 7Y Haxoautca mardur. Cm. n1.1 8 npeaynpexaaowed nHpopMaumn npu NCNONbIOBIHWN
annapara PICO 7Y.

2. Heo5x0aMMmMO NPHHHMATL MEPbl NPEAOCTOPOKHOCTH H CAGAWTL 32 THNAMK NALMEHTOB C BLICOKON CTENEHLIO

PHCK3 PasBHIUA KPOBOTEUEHNWA:

NOAYNAIOUMX NEUEHHE AHTUKOINYARHTIMU AW NHIUOUTOPIMK arperaumu TPOMOOUNTOB, HAK € AKTHBHBIM
KPOBOTEUEHHEM.

MMEIOWMX 0CNABNEHHBIE HAK XPYNKUE KPOBEHOCHBIE COCYABI AW OPranb B paHe uau 86A13H hee 8
PESYALTaTE, HO HE TOMLKO, aHACTOMO308, HHOEKUWH, TPaBMb HAK OBAYUeHHA.

CTPAABIOUMX JATPYAHEHHBIM FEMOCTAOM B paHe,

€ HENEYEHHLIMH HAPYLWEHNAMN NUTIHNA.

He cO6NI0AAIWMX PEIKUM NCUEHHA UAN NPENATCTBYIOWMX NEYEHHIO.

CTPAARIOWMX OT PaH, PACTIONOIKEHHBIX PRADM C KPOBEHOCHBIMM COCYAAMH MAN XPYNKUMH CBASKAMA.

3. HeolXoAMMO BECTY MOHWUTOPUHT HA HAMUME BO3HUKHOBEHUA 60N, NOKPACHEHWA, 3aNAXA, ANNEPTHHECKON

PEAKUMH, HAKW BHESATIHOTO USMEHEHNA OGBEMA HAK UBETA OTANREMOTO HI PaHBI BO BPEMA HCNONL30BAHMA.

4. Koraa PICO 7Y ncnonb3ayercn ANR YKPENNCHHA KOXHBIX TPAHCNASHTAHTOB, BAXKHO PEryARPHO NPOBOANUTDL

SH3YaNbHDLIF OCMOTP annapaTta, 0COBEHHO B NEPBYIO HEALNIO NeveHuA Ann obecnetennn HenpepusrocT POJ,

W FEPMETHYHOCTH CORAMHEHUNA,
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5. Koraa nosnasin PICO NPUMEHAIOTCA ANA NeUeHHA MHOUUNPOBAHHDBIX PaH, MOMET NoTPeboBaTheA bosee yacTan

KX CMeHa, CASAYET BECTH PETYAAPHLA MOHNTOPHHI PaHLI ANA NPOBEPKN HA NPUSHIKK UHOHUMPOBAHNA,

6. Mo mepe KMHKUECKOH UeNeCcooBPa3HOCTH HEOBXOANMO CAGAMTD 33 TEM, UTODBI HINOMEHHE UMPKYAAPHON
NIOBAZKN MW NPUMEHEHWE TePANUH PaH OTPHUATENLHLIM AABACHUEM HA KOHEYHOCTAX ¢ HWeMHell He
APENATCTB082N0 KPOBOOGPAWEHNIO.

7. PICO 7Y ne nmeeT 38yKOBbIX CMTHANO0B TPeBOrW. MNOMNY CAAYET HOCKTL TaK, 4Tobb oHa Gbina AOCTYNHA, U
nauUeHT/MeapaboTHMK MOr 8 MOBOH MOMEHT NPoBePUTL €& COCTOANNE.

8. XoTA noBA3KM PICO MOXKHO HCROAB30BATL NOA OASKAOH/NOCTEALHLIMH NPHHAANSHHOCTAMM, BAXHO, YTOBH
OKKMOSHOHHBIE MATEPHAN!, HANPUMEP, NACHOUHBIN NEPEBAIOHHBIH MATEPUAN, HE HAKAAABIBANKCL HA NOBA3KY,
NOCKOABKY 370 MOMET NOMELATL HCNAPEHWIO BAANH Mepes NOBEPXHOCTHLINA CAOH NOBASKN.

9. Ha noenaskax PICO He chegyeT pacnonaraTh ecTkue HMMOOHAUSYIOWME aNNAPATH MAK THNCOBLIE NOBAKY,
KOTOPbIE MOTYT OKA3LIBATL HPESMEPHOER A3BNEHHE W BLI3HIBATL NOBPEMACHNE TKAHEH HA mecTe Pambl, 0cobeHHo
Tam, rae TpyOKU BXOAART 8 NOBASKY.

10. AMTeNbHOE PAIMEEHHE HECTKMX WK HENPO3PAYHBIX MBTEPUaN0B Ha NOBASKAX PICO MOMET NOMeWaTL
perynapHoii NPoBEpPKe W OLEHKE COCTORMHA PaHbl M MOMELLATL NAAHOBOH HAK IHCTPEHHON CMEHE NOBA3OK.

11. B cayyanx, KOrAa NOBAIKK PICO HCNOABIYIOTCA ¥ NAUUEHTOS C YYBCTOHTENLHOH KOXeN, CeAYET NPUMEHATD
CPEACTEa ANA 3ALMTI KOKK, Takue Kak SECURA No-Sting Barrier Film, Ha yuacTax KOXH, rae AOMKHE!
HaXOANTLCA PUKCUPYIOWME NOAOCKH, B NPOTUBHOM CAYHaE HENPABHALHOE HANOXKEHHE /N NOBTOPHOE
npmeueu;ae OUKCHPYIOLUMX NOAOCOK MOKET NPHUBECTH K OTCAIUBAHWIO KOMM.

12. He cneayeT HChoAb3OBaTb NOBA3KY PICO ¢ NPOAYKTaIMM HA MACAAHON OCHOBE, TAKHMM KaK BaSeNMH, TaK KaK 3To
MOMET NOMEWATL 3ODEKTUBHON TEPMETUIAUMH.

13, Ucnonssosanue IPOS] COSAAET PUCK NPOPACTAHUA THAHM B TYGUATLIH HANONHUTEADL, ECAN OH HCNOALIYETCA ANA
3aN0AHEHHA Panbl. TIpK UCROALIOBAHIM (YBMATOrO HanoaHuTeNA ¢ PICO 7Y npopacTanne TKaHK MOXHO
YMEHLWKTD NYTEM NPHMEHEHHA HEKNEIIKOTO KOHTAKTHORO CAOA MM PaHbl UK Bonee YacToi cmeHol NOBA3OK.

14. PICO 7Y MOXHO UCNOALI0BATL B COMETAHNK C XHPYPIHUECKUMUA APEHAKAMM NPK YCAOBUMW, 4TO NOBAIKA HEe
PacNoNAraeTcs Hag, TPYOGKaMM B TOM MECTE, T4 OHW BLIXOAAT U3 KOMH, SIIOGOH ADEHAK AOKEN NPOXOAUTL NOA
KOMe# Ha PACCTORHUM OT KPAA NOBAZKK 1 HYHKUMOHHPOBATL HesaencmO OT annapara PICO 7Y.

15. Momna A0A%Ha GbiTh 3AMILEHA OT HCTOMHNKOB MMHAKOCTH, HANPHMED, BCNEACTEHE HEALPHAHKA MOYN HAK
npoaneoe. Npexpamite UcNoAbsosanue PICO 7Y nph NONAAIHKUK HUAKOCTH.

16. Bo spems NPUHATUA Ayiua nomna PICO 7Y aonmua BbiTb orcoequHera ot nosasim. llocne OTCORAMHENNHA
Heo6x0aumo obecneunTs, uTolb KoHeL, TPpySKu, npucoeaAnHEHMbR K nosasKe, Gbin HaKAOHEH BHK3, YUTOGN BOAA
He nonaaana & Tpybky.

17. He pasbupaiire nomny.

18. NosASKM H3 COCTaBa ANNAPATA AO/MKHB HCNOALIOBATLCA TOALKO ¢ nomnamu PICO 7Y,

19. He usmeHaiTe nan He 0Bpesaiite KoHdPurypawio TpyGok, He smarusaiite TpyGky M3 MArKoro nopra.

20. He paspeaaiite nosasKy PICO, NOCKOALKY 3TO MOMET NPUBECTH K NOTEPE OTPULATEALHOTO AABACHUA,
obecneunsaemoro NPOA,.

21. Haknaapiean NOBAKK PAAOM APYT € APYIOM, CeAWTE 32 Tem, YTOSbI KPas NOBASOK HE NEPeKPLIBANK APYr
Apyra.
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22; Beerpa aobusaiirecs, ytoGu nosaaxa PICO pacnoaaranace no ueHYPY Hag panoli. Markull nopr aomeen

33HUMaTh CAMOE BLICOKOE NONOKEHHUE U PACNONATATLLR HA HENOBPEIKAEGHHON KOME, HE BLICTYNAA 33 Npeaent!
paHsi, YTOGL! MHHUMHUIUPOBAETL PUCK HAKON/IEHUA JMAKOCTH BOKPYT MATKOTO NOPT3 ¥ NOTEHLMANBHOTO
SNA0KUPOBAHKA NYTH NPOXONKAEHHUA BOIAYXA.

23. YcTpolicTea KOMNBLIOTEPHOMH TOMOTPAdHH ¥ PEHTIEHOBCKUE ANNAPATH MOTYT NOTEHUHMANLHO COAABATL NOMEXNW
AR HEKOTOPbIX IASKTPOHHBIX MEAHLMHCKUX USAEANH. NO BOIMOWHOCTH YOupaliTe noMNY W3 NOAR AeHCTBNA
PENTTEHOBCKIX Y@ HAW CKaNEPa. ECAW NOMNA OKA3LIBANACH B ANANAZOHE ACHCTBUA PEHTIEHOBCKNUX Aydel uan
cKaHepa, nposepuTe, GYHKUMOHUPYET AH HIALAHE NPABMALHO.

24, NOTEHUUANLHAN BOSMOMHOCTL FACKTPOMATHUTHLIX MOMEX BO 8CEX CPEAAX HE MOXKET GbITh HCHAIOUGHA.
NpuHUMaiTe MePb NPEACCTOPOIHOCTH, €cnn PICO 7Y HaxOaMTCA 86/1M3H 3NEKTPOHHOTO 0GOPYACBANHKA, TAKOTO
KaK YCTPONCTBA PpaAuOYACTOTHOH MACHTUPUKALMMK, OXPAHHOE 0GOPYAOBIHHE UAW METANNOUCKATENAN,

25, Annapar PICO 7Y npeaHasHaveH TOALKO AR OAHOPA30OBOro HCNOAL30BaHNA. Npumerenne kakoA-nnbo vacTh
3Tor0 annaparta 6oable, Yem ANA OAHOTO NAUMEHTE MOMET NPHUBECTH K NEPEKPECTHOMY JArPAIHEHWIO 1
HHOUUMPOBAHUIO.

26. BbICOKME TEMNEPATYPL! M BADKHOCTS MOTYT COKPATHTL BPEMA HOWEeHHA noeasok PICO u norpeboeate Gonee
4aCTOU UX 3aMeHbl.

27. Annapart PICO 7Y MOXHO HCNOABLIOBATL 8 GONLHULE K B LOMILWHUX YCAOBHAX. ANNAPAT MOXHKO TaKKe
NCNOAL3OBATL NPH TPAHCTIOPTUPOSKE B Camonete, asTomobune, noesae u kopatine. OcoGoe BHNMAHNE Creayer
yAenaTL nMwun NOMNLI NPK HAXOWAEHUN B HENOCPEACTBEHHOMH 6ANSOCTH OT Apyrux Mogeh (cm.
NMpeaynpexaeHHe O marHuTe).

28. MNpy TPIHCNOPTUPOBKE CYLUECTEYET MOTEHUNANDHAA BOSMONKHOCTL PAAHOMACTOTHDIX NOMEX, KOTOPLIE MOTYT
NoeAUATL Ha paBoTy PICO 7Y. Ecau nomna PICO 7Y BbilAa W3 CTPOR, 3aMeHuTe annapar.

7. HeGnaronpustisie peasunu
YeuneHHoe KpoeoTeueHue npeacTaBaner coboi CepbesHbil PHCK, CBASINNLIA C NpUMEHeHUEM OTPHLATABHOrO
AABACHHA B NCUEHUW PAH, HTO MOMET NPUBECTU K CEPLESHBIM TPABMAM WAN CMEPTH. HAsHAYEHHE AIHHOIO BUA
neyeHnn 06A3TEALHO A0MAKHO NPOH3BOANTECA € YIETOM YKASAHHBIX NPOTUBONOKASAHWHA, NPEAYNPEKAGHNIA K mep
NPEAOCTOPOKHOCTH. BHUMAITENLHO CASAWTE 33 COCTOAMMEM DaHbI W NOBA3KM, YTOOLI NPOBEPUTL HanWuwne
NPH3H3KOB 3MEHEHHA CTATYCa KPOBONOTEPH ¥ NAUMEHTE, OGPaTUTECL K MEAHUMKCKOMY PABOTHUKY NPK NOABACHUN
KaKnX-"UGO BHE3ANHLIX U PESKHX HIMEHEHMIA 00LEMA WA LBETA BKCCYAATA.

8. HHCTPYKUMN IO NPHMEHEHIIO (TOABKO 2NN MeANUMHCKIX paBoTHixon)
8.1 PYROBOACYBO NO ONPEASNEHUIO APHIOAHOCTH PAHDI

Noeaaku PICO creayeT NPUMEHATL HA PaHAX, KOTOPbIE NOAHOCTLIO NOMEWAIOTCA OA NAOLIAALIO
abcopGupyrowero cnhon nosasku (06umHO He Gonee 25% ecell naowaan HCNoAbL3yemoi Nosaskm), ¢ cobawaeHuem
Mep NPEAOCTOPOIKHOCTH, NPH PA3MELLLEHMH MATKOTO NOPTA (Ha HENOBPEIAEHHON KONE 1 He BLICTYNAA 33
npeaenbl panbl). Nosaskm PICO Multisite npeaHasHaueHbl AR NOBLIWEHNA NPUACTAGMOCTH NPH HANOEHUN B
HEYA06HbLIX AHATOMUYECKMX MeCTaX. Kaayio noeasky PiCO Multisite creayer HCNOALSOBATL ANA HANOKEHHA
TONBKO ANA OAHON PaHbl. AN OPHEHTALMNK:

o [ayBuna — ann pax ray6unoii Gonee 0,5 Cm cropee Bcero NOTPEGYETCA HANOAHUTEAD M3 FyGKN HAK MaPAH
ana obecneuenun Hagrenawel 06paborTiym Beex NOBEPXHOCTEN paHbl. Panb), obpabaTtuisaemuie
annaparom PICO 7Y, kak npasuno, AoMKHb Goite rayBunoil He Gonee 2 cm.
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®  3xccypart - PICO 7Y npeaHasHaueH AR NCNOABIOBAHNA HA PaHaX ¢ YPOBHEM 3KCCYAaTa oT Huskoro (a0 0,6
f sbipennemoi MUAKOCTH/CME NAOLLBAN PaHbl/24 uaca) A0 ymepeHHOro (A0 1,1 r suiaennemol
MUAKOCTH/CME NAOLIAAKM PANBI/24 Yaca). 1 I IKCCYAATA NPHEANSUTENLHO PaBen 1 MA SKCCYAaTa.

82 HCnoab3osaHNe Nosason PICO ¢ nanonHuTenamM

Nosaaku PICO coBMECTUMBI CO CTAHAIPTHBIMK MBPAEBLIMM 91 TYGUATLIMI HBNOAHHTENRMH, UCTIOALSYEMEIMN NPH
TPAAALMOHHON TEPANMKU PaH OTPHUATEADHBIM SABNECHHEM, 8 TEX CAYHBAX, FAL ITO KANHHIECKM YMECTHO,
HanNpUmep, Ha PaHax ¢ HEAUCTATHOM THaHEH, B CayUae MCNONBIOBAHKA HANDAHUTENA €10 W NOBRIKY PICO cheayer
MENATL 2-3 Pasa B HEAEAID B COOTBETCTENH C MECTHDIM KAUHHYECKUM NPOTOKONOM M MHCTRYKUMENR U3roTOBMTeNA,
Mapas aonkHa ceo604HO 33NOAHATL NOBEPXHOCTL PaHLI. ChedyeT nsberaTs YpesMepHOro SaNOAHEHNA.

Kcnons3aosanne APOS] COIRAET PUEK NPOPACTAHUA TKAHM B ryGUaTLIf MaTePHaN, €CAM OH MCNOMLIYETCA B KauecTse
HANOAKMTENR PaHbl. MPH HCNONBIOBIHMH HANOAHKTENR 13 TYGUaTLIX MaTepranos B PICO 7Y npopacTaHue THaHK
MONHO YMEHLWHTL NYTEM NPHMEHEHUS HEBATESUBHON MHOTOCAOHHON NOBASKY UAN Gonee YaCTONH CmeHb
NOBASOK.

83 Ucnonbsosanue NOSA0K PICO ¢ HENPUANNAIOWMMM CAOAMNM

Nosasku PICO npu HEOBX0AMMOCTH MOTYT HCNOALIOBATLEA NOBEPX HE AATEINBHOTO CN0A. Ha MHPHLNPOBIHHBIX
PAHAX WAH PanaX C PUCKOM HHPEKLUH NOA, NoBAsKamKu PICO MOryT Hcnonb3osatben ACTICOAT Flex 3 u ACTICOAT
Flex 7.

84 Ucnoneaosamse noansox PICO ¢ xomnpeccHonnol repanmed

PICO 7Y 8 cnynae KAHUYECKOH HeOBXOAMMOCTH COBMECTHM C KOMNPECCUOHHON Tepanuei; OAHAKO PaHbl Cheayer
BHAYaNE aKKYPaTHO 06CNRA00aTL, YTOOL YORAUTLEA, UTO O6BEM IKCCYAITI ABAAETCA MA/THIM UAH YMEPEHHBIM,
MpumeHenue HTEHCUBHOrO JIPOL MOMET BbI3BATL NOABASHUE AONOAHNTEABHOTO IKCCYAATA; NOITOMY NOCAE
nepeoro HanoXeHua nosA3oK PICO NoA KOMNPECCUOHHYIO CHCTEMY CIeayEeT NPOBEPATL NOBA3KM Yepes 2-3 aHA,
uTo6t1 HaBAI0DAATL, ABARETCA NN BbIBEACHHE KUAKOCTH NPUEMAEMBIM MK HeOBX0AMMa CMEHA NOBAIKK, a TaKKe
uenecoobpasHo A NPOACAKATL KOMNPECCUOHHYIO TEPAMNHIO.

NPHMEHAR KOMNPECCHOHHYIO Tepanuo Noeepx NoBr3oxk PICO, cneayer oGecneynTs NPOXOXALHKE TPYOOK,
coeanHalowmx nomny PICO 7Y u NoBA3KH, NOBEPX NEPBOTO KOMNPECCHOHHOTO CACR W NOA NOCASAYIOWMMI COAMN
80 usbexanne Toro, YTobu OHU CONPUKACAANCH C KOWER. NP UCNONLIOBAHKWU KOMAPECCHMOHHOID BenbA TPYGKKu
AO/KHBI APOXOAMTL NOBEPX YyAOK. He creayer pasmewath NOMAY B KOMNPECCHOHHbIX CAORX. AR PYKOBOACTBA O
NP3BHALHOM NPUMEHEHHW KOMNPECCUOHHON Tepanun caeayet o6palaThca K COOTBETCTBYIOWMM MHCTPYRUMAM
NPONIBOANTENA,

85 HanomeHne

MoBA3KRM ACMNMHLI HAKARAIBITOCR, MOHATLCA KAK CHIMATLCA TOABNO KBANWDHLMPOSAHHDIMKU MEAMLNUHCKKMN
pabotHunamu.

1. EcAn 3TO YKa3aHO B BAWEM KAMHHUSCKOM DPYKOBOACTEE, YAAAWTE AUWIHWE BOAGCH AR obecnedeHua ayvwero
NPUACTAHKA NOBAIKM K pane. Mpn HeoGxoaAMMOCTH NPOMOITE PaNY CTEPHALHLIM GHIUONOFHYECKHM PACTBOPOM U
AKRYPATHO OBGCYILHTE CTEPHALHOK Mapaeit.

2. Cobmopan npasuna aCenTHKK, YAANUTE UCHTPANBHYIO YACTL AHTMAATCIHOHHOND JAWMTHOO CAOA NOBASKK K
H3NOMMKTE NOBASKY HA paHy. Mo BOSMOMHOCTH ohecneusTe, yTolul MArKUl OPT PacNONAranca Bhille, Yem pana (e
S3BHCUMOCTH OT HCXOQHOTO NOAOKEHHA NaLpMeHTa). YoeauTecs, YTO MArkUil AOPT pacnonaraeTch Hap
HENOBPEKALHHON KONEH ¥ HE HAKPLIBALT PaHY. ITH WK NPEAOTBPATAT GAOKMPOBAHHE MUAKOCTLIO BOSAYWHOTO
KAHAAA, NOAANIETO OTPHUATEABHOR AdBneHne. YOeanTech, YTO NOBASKA POBHO AGNMT Ha PaHe W OKpYaweil
KOME, ECAN MATKKIA NOPT PA3MECTUTDL HE BHIWE PN, aNNapaT GYAET PYHKLUUOHUPOBATL HOPMANLHO, HO BPEMA
HOWEHWA NOBA3KU MOMKET COKPATUTLENA.

3. Yaanute oCTasluiMecn 2 uacti aHTHAATESMOMHOIO 3ALMTHOrO CAOA NOBRIKK M PASrAaabTe NOBAIKY BOKPYT Paubi,
yrob NPeAoTBPaTHTL OGpasoBanne CKNAAOK. NPH HEOBXOAMMOCTH HANOKNTE NOBTOPHO, YTOBH yieauTeen 8
OTCYTCTBUM CKAAA0K NO KPAAM.
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4, TloBTopuTe wWarn 2-3 ANs BTOPOIi NOBA3KW. Y6eaMTech, U4TO MOBA3KW He MepeKpbiBaloT ApYr Apyra.

B nomne PICO 7Y nmeetcsa marHut. Momna PICO 7Y Bcerga AO/HKHA HaAXO4UTbLCA Ha pacCcToOsAHUN
He MeHee 10 cM OT APYrUX MeAULMHCKUX uaaenunin. Heco6no geHne MOXeT Bbi3BaTb
HEeNCcnpaBHOCTb APYroro MeANLUHCKOTO n3genuns, YTo B CBOO 04Yepefb MOXET NMpPuUBeCTU K
cepbe3HOMy yuep6y, BKAOYaa neTanbHblA UCXOA.

Cwm. MpepgynpexaeHue Nel. MpegynpexpgeHue o marHuTte.

5. Korgja noBA3Ky HaNoXeHbl, U3BNEKMTE NOMMNY U 3N1eMeHTbl NUTAHW W3 N0TKa. HanpaeneHue, B KOTOPOM crefyeT
BCTABNATb 3MEMEHTbHI MUTAHWA , YKa3aHO BHYTPW OTCEKa ANd 3M1eMeHTOB NUTaHWs. BcTaBbTe 3M1€MEHTbI NUTAHUS
Mocne 3TOro BCe 4 MHAMKATOPA [OMKHbI 3aropeTbCs Ha 3 CEKYH/Abl. 3aKPOWTe KPbILIKY.

6. MoacoeAuHWTe MOMMNY K MOBSA3KE, CKPYTUB COEAMHUTENU TPYGOK MeXAy co60i . TpyGKu-yaNuHUTENN
npunaralTcs, HO Tpy6Ka MATKOro nopta MoOXeT 6biTb HEMOCPEACTBEHHO NpPUCOeAMHEHA K momne. Ecnm Tpy6Ku-
YONUHUTENN He UCMONb3YHOTCA NPK NepBOHAYaNbHOM HANOXEHUU, OHU AOMKHbI GbiTb COXPaHEHbl AN CMEHbI
noBsA3KU.

7. HaxXMUTe Ha 0paHXeBYI0 KHOMKY AN Hayana NPpUMeHeHUs Tepanuu. 3eneHblit nHAMKATOP «OK» 1 OpaHXeBblit
nHanKaTop «O6HApy)XeHa yTeuka BO3jyXa» HauyHYT MUraTb BMecTe (yKasbiBas Ha TO, YTO NOMMa ycTaHaBAMBaeT
pexum Tepanuu). B3aBuCMMOCTM OT pasmepa paH nomne MoxeT noTpe6oBaTbcs A0 100 ceKyHA, YToGbl YCTaHOBUTH
pexum Tepanun. Kak TonbKo 6yAeT yCTaHOBNEH pexum Tepanuu, 6yaet Muratb nHankatop «OK». Ecnim nocne 100
CeKYH/ anmapaT He YCTaHOBW/ pexum Tepanuu, 6yAeT MuraTb TONbKO OpaHXeBblii MHAMKAaTOp «O6HapyXeHa
yTeuka Bo3ayxa».

~100 sec

OK

8. Mpn ncnonb3oBaHUM 3alWMTHON Hepasapaxatouein nneHkn SECURA No-Sting Barrier Film nepep HanoxeHuem
(MKCUPYIOLWMX NOMOCOK MPOTPUTE MECTO BOKPYT MOBSI30K U AaliTe KOXe BbICOXHYTb.

9. MpukpenuTe GUKCUPYIOLLME NONOCKN NO Kpasim MoBA3KWM. CHUMKUTE BEPXHUI 3alLMTHbINA CNOi Ha Nonocke mochne
NPUKPEenneHns Kaxaoin 13 HUX. 3TN NONOCKW 06eCcneynBatoT repMeTUYHOCTb B TeHeHMe BpeMeHU HOLEHUS MOBA30K.
BTPYAHOAOCTYMHbIX MECTaX MOXeT 6biTb MOME3HO MPUKPENNATL NONOCKMW, YTOGLI MOMOYb 06eCneynTh
repMeTUYHOCTb 40 BKNOUYEHUS NOMMbl. PasmelainTe Kaxayl NONOCKY TakKum 06pa3oM, UToGbl OHa nepeKkpbiBana
Kpas NOBA3KM MPUMEPHO Ha 1 CMm.
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10. OGecnevore, 4ToGbi TPYGKYU HE NEPEKPYUHBAMCH HAKH HE 33CTPESANK MEAY OASKA0H. YusTsiBaliTe, uTO ecin 8
KAKOH-AMGO MOMENT PHKCHPYIOWHME NONOCKH GYAYT YaA/eHb!, GyALT HEOOXOAMMO CMEHIUTL 1 NOBASKY{M). NPy
MEAIHHH MOIKHO HIHECTH renesbie NAACTLIPH B AONOAHEHHE K PUKCHPYIOWMM NOAOCKAM, YTOGH! NOMODL
0GeCNeNnUTL MK COXPAHNTL FEPMETHYHOCTL.

11. Ecau TPYOGKU-YANUHNTEAHN HE HCAOABIOBAANCE ANA NEPEOHAYINDHOTO HANOMEHUA, He 3a0yAbTe COXPAHNTD WX
ANA CMEHD! NOBASKK, B COCTaB aNNapaTa BXOAMT 3MUM ANA NPUKPENIEHHA NOMNLI K 04EMAe B Cayyae
HeobX0AMMOCTH.

9. MuauxsTop «(IPoBEPUTL NOBAIKY»

N V)

KOraa 3T0T HHAMKATOP HAUMHAET MHIaTL, HEOBXOAMMO NPOBEPHTL COCTOAHNE NOBASOK. NHanKaTop Gyaer
PeryAapHO MHIaTh K3AbIE 24 YACA ANA HANOMHHAHKA O NPOBEPKE NOBAZOK.

{Cm. n. CeHa NOBASKNM).

EcAun cmeHa Nosa3sKK He Tpebyerca, emnonnuTe cOpoc uaaenun, ABANADI HaXae HA OPaAHKEBYIO KHONKY.

10. Cmend noBa3XM

HanomeHHe, CMEHE MAN CHATHE NOBAIOK ACMKH BMMOAHATLLA TOABKO MEAULIWHCKUM patomimxom.

MOBAZKM AOMKHE! MEHATLCA TONLKO B COOTBETCTBHM CO CTAHAAPTHBIM PYKOBOACTBOM NO NPOPHABKTHKE PaK,
06bIuHO KMAbIE 3-3 AHA. 110 YCMOTPEHWIO MEANUMHCKOTO paGoTHnka noeaska PICO mMOMeT 0CTaBaTLCA Ha paHe A0
7 AHel. Bonee YacTas CMEHa NOBASOK MOWKET NOTPEGOBITLCA B 3ABUCHMOCTH OT YPOBHA BbIAGAREMON MNAKOCTH,
COCTOAHNA NOBAIKK AW APYTHX OBCTOATENLCTS, CBASAHNHDBIX € NALMEHTOM, Hanpumep, koraa PICO 7Y ucnoabsyercn
Ha KHOUUMPOBAHHLIX PaHaX. PeryaapHo nposepalite nosasku PICO. Ecam xakan-mbo NOBAIKA TPEBYeT CMeHb,
CHUMUTE NOBASKY COTNACHO N. CHATHE NOBA3KU HIHKE W HANOXWTE APYTYIO NOBRIKY COFAACHO N. HasomeHne
NOBAIKM BbiE .
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A: OK - lonyckaeTcA OCTaBNTh Ha MecTe
B: Tpebyerca samena-Markuli nopT MOXET GbiTh AOKHPOBAN MHANOCTBIO

C: TpeGyerca samena-AbcopSupyowmil cnoll sancanen

11. 33MeH3 3NEMEHTOS NUTAHKA

ECAM MHraeT HHANKATOP &Pa3PRKEHHLIA 3NEMEHT NUTAHUAS , HEOGXOAUMO 3aMEHHTE INCMEHTH NUTAHKA 8
nomne PICO 7Y. inA 3ameHst 3/1eMEHTO8 NUTAHKA CneayeT:

1.CHATL 334HION KPBILUKY C NOMNLY, YTOGH! NOAYNHTE AOCTYN K OTCEKY ANA SNEMEHTOB NHTAHKA .

2.U3Bne4b NCNOALIOBAHHBIE 3NEMEHTH) NHTAHMR K YTHAUSHPOBATL UX B COOTBETCTBUM € MECTHLIMH HOPMAMM,
3.BCTannTL HOBLIE INEMEHTDLI IUTAHWA B COOTBETCTBUM C UHANKAUMER BHYTPH OTCEKA ANA SNEMEHTOB NNTaHUA .
4.33KPeiTb 324MI0I0 KPLILWKY; BCE YETHIPE UHANKATOPA AO/KHDI JATOPETLCR HA 3 CexyHADI.

S.HaKaTh Ha OPaHKEBYIO KHOMKY AN 80306HOBNCHHA TepaNUM.

12. Cxatie NoBAIKM
HanoweHne, cmeHa AW CHATHE NOBASOK A0NNHL BLINOAHATLEA TONLKO MEANUMHCKHM PaGOTHHKOM.
1.0cranosure nomny PICO 7Y HamaTHeM Ha OPIHKEBYIO KHONKY. BCE MHAMKATOPM BLIKAIOMATCR.
2.0TCoBaMHNTE NOMNY OT NOBAIKKY, PAILEANHUEB COCANHNTEAN,

3.YpanuTe noBAskun PICO, OTKAENB GUKCHPYIOWME NOAOCKK OT KONM. MPUNOAHUMHTE NOBASKY 33 OANH YIOA W
CTATHBaITE A0 e NOAHOTD CHATUA.

4.NosA3kK PICO 1 PUKCHPYIOWHE NOAOCKU CAGAYET YTUANIUPOBATL KaK MEAULMHCKHE OTXOAD! B COOTBETCTBIM C
MECTHLIM MPOTOKOAOM. INEMEHTHI NHTIHNA HEOHXOANMO HIBNGHDL M3 NOMNDI; U SAEMEHTLI NKTAHKA, M NOMNA
NOANEIAT YTHAHIAUMMK B COOTBRTCTBMU C MECTHBIMM NPaBHNAMN.

5.3a 40NOAHKUTENLHOW uHPOpMaLMel O TPEGOBAHNAX K YTHANIALUMKY 0fpawaliTect Kk Bawemy NPEACTASHTENIO
a«Crant 34 Hadbion.

13, OuMCTXa, NPUHATHE AYILS M BEHHN

CobmoaeHne KAKHWIECKNX PYKOBOACTE NO TUIMEHE WMEET NEPBOCTENEHHOR IHaUeHHE. oMY MOXHO NPOTePEThL
BAANKHON TPANKOH C MCNOABIOBAHMEM MBIALHON BOAK HAKW CAABOTO ABSHHOULMPYIOWErO PacTBOPA.

13.1 Mpusnrie Ay M BAHHBI

PaspelaeTch NPUHNMaTL Aerkmii Ayll; oaHako nomna PICO 7Y A0muHa GbiTo OTCORANHA U NOMEUEH] B
Ge3onacHoe MecTo, rae OHa He HamokHeT. MoBAsKK PICO He A0MKHLI NONAAATL NOA NPAMYIO CTPYIO HAW
NOrPYaThon B BOAY. YGeaurech, YTO B pasheaUHEHHOM COCTORHHN KOHLI TPYOOK, NPUKPENASHHBIX K NOBA3KE,
HanpaeaeHsl BHUS, wTo6M BOAA He NONaAana B TpybKy.
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Cwmur 361 Hedsio

PICO 7Y umeeT susyanbHbie MHAHKATOPY!, YEEAOMAAIOLINE MOALIOBATENA B CAYHAE BOSHHKHOBEHNWA KakoH-mb0o
npobnembl. PICO 7Y He NMEET 38YKOBUIX CUTHAN0B TPEBOTH. NoMAY CACAYET HOCHTL TaK, YTOOH K Hell Gtin

BO3MOMEH BOCTYN, U YTOGHI MALUMEHT/MEANUMHCKNI PAGOTHHK MOT 8 1050 MOMEHT NPOBEPHTL & COCTORHKE B
CNYy4dE KAKOH-NMGO HENCNPABHOCTH HAN NOBPENACHHA.

Cocrommme apcnnen/manxarops

BOBMONHAN NPHIHIA

Kommentapun/smnsneiie v
YCTRaNEHME HaMCPaBHocTelH

(cmor)

BCe HHAMKATOPbI BLIKAIOHEHD

MoMNa 8 POKHME OHHOIHNA,

Nomna 3aBepnAa CBOA LKA
Tepanun.

DNeMeHTHI IMTAHUA NOAHOCTHIO
PA3PAAUANCH.

Tepanua npepeanace. Haxats Ha

OPAHMEBYIO KHONKY, 4TOOH!
803006HOBHTL TEPANKIO.

HaaTne Ha OpaHXeById KHONKY
He NepesanycKaer Tepanui.
MeapaloTHUK A0MKEH HANOHNTD
HOBbI® ROMMTY U NOBA3KY, £CAN
HEOOXOAMMO NPOAOIKMTDL
TepanuIo,

Ecny nOmMNa ewe He 3asepiunna
CBOIA UMKN TEPANKK, CreayeT
SAMEHNTL INEMEHTR NHTAHUA .
(Cm. n. 3ameHa 3nemenTOS
gu‘ranml.)

IMEIT

MUFAIOT 32AeHbIR HHANKBTOP «OK» 1
opaxasbiil «OBHapyxena yreuka
BO3AYYAR

Nomna paBoraer, yrobbl SLINOAHATL
TRPANHIO, HO HE ROCTUIAA 3AAIHHOTO
AIBNRHUA,

Dwose
B 32BMCHMOCTH OF PA3MepPa PaHN
noMmne Moxer noTpebosatecn Ao 100
caxyra, YTO0bl HauaTo TRPaNMIO, 3aTem
Ha NIOMNE SArOPHTCR FeARHLIR
NHANKATOP «OK» nan oparmestiit
«OGHapy™eHa YTeuKa s03ayxas

(TS

MKUragT 3eAeHbid MHAUKSTOP «OK»

Annapar pyHxunoHupyer

MNossska moxer GuiTs 3anoAneH:
ICCYAITOM, {Chm. N. CrmeHa NOBA3KNK}

HHOrAS MOMHO CABIWATL WYM
paboraowei nomnbE, KOrAA OHa
CO30A8T OTPHUATENDHOR RABNCHKE,

MNoenska momet Guims 3an0AHEHA

. A ‘

OK-flonmyCKaeTcA OCTaBNTL HA MECTe
. B
Tpebyerca samena
. [ o
ABCOPOUPYIOWMHI CROH 3AN0AHEH.
Tpebyerca 3ameHa

Hanomesne, CMENY WM CHATHE
NOBRIOK AOMKEH BRINOAHATD TOALKO

MEaHLWHCIONE paGoTime.

Heo6xoganmo peryaapHe cAeaMTb 33
COCTORRWEM NOBASON.

Annapar GyHHUMOHMpPYET
HARNEHILMUM OBPAIOM, HO SAEMEHTLI
NUYaHUA PABPANIICTCA.

FAMEHUTL SNEMENTDI NIUTAHNA W
HEXKATL HA OPAHIHEBYIO KHONKY, YTO6b
80306HOBUTL Tepanuio. {Cm. n, 3amena
SNEMEHTOB NUTAHNA }
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MuraioT 3eneHbiit UHAUKATop «OK» K
OPaHXKeBblit MHAWKATOP
«Pa3pAeHHbIN 3NeMEHT NUTaHNA»

e

f D Ay ey \

Muraet opaHXesbii MHANKATOP
«O6HapyMeHa yTeuka Bo3ayxa»

O6HapymeHa CUNLHAA YTeYKa BO3AYXa.
Tepanua He BbINONHAGTCA.
(Npumevanue: nomna 6yaet
ABTOMATHUECKM NLITATLCA
nepesanycTuTb Tepanmio yepes 1 4yac).

1.Pa3rnagpTe NOBA3KM M NONOCKK OT
BO3MOXHbIX CKN3A0K.

2.Y6eputecs, 4T0 coequHUTENH
TPY6OK HI3AEHKHO 3aKpyUEeHb!

3.HaxaTb Ha OpaHKeBYIO KHONKY,
4To6b! Nepe3anyCcTMTL NoMNy.

4.Ecnu yTeuka Bo3Ayxa NPOAO/IKUTCA,
opaHkesbih nHankaTop «O6HapyxeHa
yTeuKa B034yxa» 33aM1raeT BHOBb
npumepHO Yepes 100 cexyHa (8
338MCHMOCTIN OT Pa3MEPa Pambl).

B 04HOM U3 NOBA3OK MOXKeET BbiTb
yTeuka. Y1o6bl BbIABUTL, B KAKOM
MMEHHO, BbINONHUTL Cheayowme
DENCTBUA:

1.01coeanHnTL OAHY U3 TPYOOK-
yanunuteneir/ Tpy6ok nosasku or
apanTtepa Tpybku-yaannutena/ Tpybxmn
NOBA3KM COANHUTENR «Mamanr.

2. 3aKpbiTb NANbUEM OTKPbITbIN
apantep Tpybku-yanunutens/ Tpybru
NOBA3KM COAUHUTENb «Mama» n
HaXaTb Ha OPAHMKEBYIO KHOMKY, 4TO6bi
B0306HOBUTL TEPaNUIO.

3.Ecnn MUraeT 3eneHbli MHANUKATOP,
NPUCOANHUTL OTCOEANHEHHYIO
NOBA3KY K NOBTOPKTL Wark 1-3 AnA
OCTanbHbIX NOBA30K. HO ecau yTeuka
NPOAOMKIETCA, OPAHKEBbLINA
nMHAUKaTop «OB6HapyHeHa yTeuyxa
B0O3yXa» 33aMUraeT BHOBb NPUMEPHO
yepe3 100 cekyHa. Ecan yTeuka He
NPeKPaWaeTCca, MOXeT NoTpeb0oBaTLCA
cMeHa NoBA3KK. (Cm. n. CmeHa
NOBA3KM.)

Nio

f ) At AY \

Muraer OpaHXesbii UHANKATOP
«NpoeepuTb NOBA3KY»

Nomna PpyHKUMOHUPYET HaANEKAWUM
obpasom, Ho cneayeT nposepuTL
coctonnmne NoBA3oK. (CM. n. UHauKaTtop
« NpoBepuTb NOBA3KY» .)

Nposeputb nosasky. (Cm. n.
UHaukatop « NposepuTe NOBA3KY» .)

e s
9 _(YOCY
MMUraioT OpaHKeBbll MHAUKATOP
«O6HapymeHa yTeuxa Bo3ayxa» v
OpaHKeBbid MHANKITOP
«Pa3pAKeHHbIA 3N1eMeHT NUTAHUA»

O6HapyeHbl CUAbHAA yTe4Ka BO3AYXa
¥ Pa3pAAKa INEMEHTOB NUTAHMA.
Tepanua He BLINOAHAGTCA.

3amMeHnTL 3n1eMeHTbl NUTaHNA . (CMm.
N. 3aMeHa 3N1eMEeHTOB NUTAHNA ).
3atem BbIABNTbL U YCTPAHWUTL YTEUKY
B034YX3, KaK ONUCAHO BbIWeE. .

AN "X
o T 32 AN
-3 594 Y

Bce MHAMKATOPbI NOCTOAHHO FOPAY

O6HapyKeHa HercnPasHOCTbL NOMNBI.

Nomna 6onble He MOXET BbINONHATL
Tepanwio.

Han0MuTb HOBbie NOMNY W NOBA3KM.

15. Npepocrepexxerunn
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HacToALAn MHCTPYKUMA NO NPUMEHEHNIO HE ABAAETCA rapaHTHel. OHa ABAAETCA AULWL NOcoBHeM. MO MEANUMHCKNM
BONPOCaM HeOOXOANMA KOHCYALTAUMR CneunanucTa. MPOAYKT ACAKEH HCIOALIOBATLCA 8 COOTBETCTBHN C AaHHOH
MHCTPYKUMEH NO NPUMEHEHNIO U BCEMU NPHMEHHMLIMH MADKNPOSKAMY,

16. TeXHMIECKHE XADIKTSPHCTUNI

Pasmepbi NOMAb Buicora (mm})
71,581 0,17

WupuHa nepegued HacTH (mm)
11,8 +0,15/-0,05

LinpuHa 3agneli 4acTu (mm)
9,1+£0,11

DamnHa (mm)

65.58 £ 0.15

Macca <100 r

SNeMEHTH NUTAHWA 2 x AA 1.5V (FR6)

33LUMTA OT NPOHUKHOBEHNA P22

MaKcumanbHbili Baryym 13,34 «Na (100 mm pr. cT.)

Pexmm pabore HenpepbisHbIA

YCn081A XPAHEHUA/TPAHCNOPTUPOBKY 5-25°C {-25°C - +5°C aonyctnmo a0 7 aneid) , 10-
75 % OTHOCHTENLHON BADKHOCTH
700-1060 rila (mGap) avmocdepHOro gasnenna
Ycnosus paboveid cpeam S-40°C, 10-95 % OTHOCHTE/NLHOMN BABKHOCTH

: 700-1060 rNa {m6ap) atmochepHOro AABALHNA

17. Be3oOnNACHOCTL

Py YCAOBUM HCMOALIOBAHKA B COOTBETCTBHN C UHCTPYKUMAMKU NPpoussoanTens, PICO 7Y oteevaet oSwmm
TpeboBaHuAM §E30NACHOCTU MEAHUMHCKOTO 3aekTPoobopyaoRaHua IEC 60601-1. PICO 7Y npeaHasHauen ans
HEKOHTPONUPYEMOrO HCNOALIOBIHUA, HANPUMED, ANA UCNIONBIOBAHNA B A0MAWHUX Yerosmuax (IEC 60601-11.)

18. 3NEXTPOMATHHTHEA COBMECTHMOCTL PICO 7

PICO 7Y 6bin MCABITaH ¥ NPUSHAH COOTBETCTBYIOWMM NPEAGABLHBIM NOKASATE/IAM, NPEALABANEMbIM K HIACAUAM
MEANLIMHCKOTO HA3HAYEHHUA B COOTBETCTBUM € IEC 60601-1-2. 3T npeaenbHbie NOKASATOAN H YPOBHH
TeCcTUPOBaHMA PaspaboTanu Ann OOSCNEUEHHA PASYMHON SAWNTHI OT SNEKTROMArHNTHLIX NOMeX, koraa PICO 7Y
NPUMEHAETCA B THANHHOM MEANLIMHCKOM YUPEAECHNK U B HEKOHTPOAUPYEMBIX YCAOBHAX, H3NPUMED, AOMA.
Aaxnoe 060pYA0BAHHE TEHEPHUPYET, HCNOALIYET U MOMET MIMYHATL PAAHOUACTOTHYIO IHEPTHIO, U, ECAIN OHO
HCNONLIYRTCA HE B COOTBETCTEMM C HHCTPYKUMAMMU, OHO MOMNET CO3A3BATL NOMEXH ANA APYTHX YCTPOHCTS,
HaXOAAUMXCA B HENOCPEACTBEHHONW 6AH30CTH. OAHANO 3T0 He ABNRETCA rapanTHell TOro, HTO NOMEXH He
BOIHMKHYT Ha KaKOH-NNGO KOHKPETHON YCTaHOBKe.

AONOAHUTENBHYIO HHPOPMAUMIO TNO SACKTPOMITHUTHON 3AUMTE W IAEKTPOMATHHTHLIM HIAYHEHNAM CMOTPHTE
Ha caifTe: www.,mypico.com uau nonpocuTe SyMaKHYIO KONKIO MATEPHANOS Y BaLLETO NPEACTABUTENA
KOMMAHWUKU «CMUT 3Hg Heduios,

19. Popmbl NOCTABKK NPOAYNUNY
ANNapaT AN AeueHNA PaH OTPHLATEARHMM ARBAeHIWEM PICO 7Y oanopasostiil
ApeAHaZHaYeH /1A MCNOALIOBAHVA HA PAHAX C YPOBHEM JKCCYAITA OT HUSKOTO A0 YMEPEHHOro — A0 7 aHeN.

MosA3kK Multisite = 2 wr., TOMNA — 1 WY, ¥ I2HHUM NOMALI, PUKCHPYIOWME NOAOCKN, TPYOKA-YAAMHUTENL = 2
wr.

PICO7Y 66802031
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Cwmur 355 Hedrio
" PICO 7Y ynakoenisaerca 8 CoeauHeHHOM KOPONGBCTBE C OTARNBHBIMM KOMNOHEHTAMM, WSTOTOBCHHbLIMY B
CACAYIOWMX CTPAHAX:

foeaska ~ CoeanHenHoe Koponeectso

PUKCHPYIOWMHE NOAOCKI — CTPAHA-3KCNOPTEP YKAZINA HA MAPKNPOBKe
Nomna - Knvait

3anuam nomnbi- Kuvak

INeMEeHTbI NUTAHUA - CTPAHA-IKCNOPTEP YKASAHA HA MAPKUPOBHE

Tpybka-yanunnrens — Coegunennoe Koponeecrso

Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, United Kingdom.
KOHTaKTHYIO HHOHOPMALMIO O APYrUX CTPAHAX MOXKHO HAlTH Ha: www.smith-nephew.com c e
Toprosbie mapku Cmut ang Hedoio www.smith-nephew.com 0086

©Smith & Nephew ara suinycka HHCTPYKuMy 12/2018

3TOT NPOAYKT MOXET GpiTe 3ALMIUECH OAHUM HAK HECKONLKMMM naTenTamu CLUA,
CmoTpuTe Ha: www.smith-nephew.com/patents
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Cwmur 381 Hednio

LONOAHEHME K UHCTPYKLMU NO NPUMEHEHUIO
MESMULMHCKOTO U3AENUA

Annapar anna NeYEHNA paH OTPUUATEADHDIM AaBAeHUEM
PICO 7Y oaHOPa30BbIiA
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Cwmur 311 Hedsio
) fipu nocmasxe usdenun & PO uHpoPMOoyUA, COOCPNCOLANCR & aHHOM JOMONHEHUU K UHCMPYRYUU O SXCANYAMAYUY,
REAREMER ApuopUmemnoil

/ L HAUMEHOBAHME MM, MOAEAK UNAWU BAPHAHTDI UCTONHEHUA MK
N ANNAPaT ANA AGUEHUA PAN OTPULATRALHLIM fRabsiennem PICO oaHOPasoBbIid, BapHAMTDI HCROAHEHKAS
/ 1. ANN3paT 418 ALYEHNA PaH OTPHUATEALHMM AaBneHnem PICO 7Y 0anopasosLii B cocTase:
- NOMNA
- 3AMUM

- noBsasku Multisite 20cm x 2S¢m - 2 wr.
- TpybKa-yanMHuTEADL - 2 WIT.

= OUKCHPYIOWME NOAOCKW —~ 12 1T,

- 3NeMEHTLI NUTAHHA AA - 2uT.

- WHCTPYKUMA NO NPMMEHEHHIO — 3 wWT.

2 NEPEYEHL W ONHCAHME MATEPHUANOB MM

Nomna: NoauxapGoxaT ua ocHose Buchenona A, Kpacurens, Kpacka ana HabBHOW nevatH YepHan, Kpacka ann

HaGusHoli nevuam Cepan, Noanadup, CnaMKOHOBLIN Noaumep , Noaunponunen, MaToean NOAMIPUPHAN JAWNTHAN
NAeHKa, HepiKaselowan cTans

TpyOua-yanunnrens: [1BX, Noawnponuaex

Mosaska: MoAYNPOIPAYHAA OANOCTOPOHHE CHAMKONUSHPOBAHHAA NOAUITHACHOSAR NACHKA BLICOKOW NNOTHOCTH,
AQresus KOHTaKTMpYIouWil ¢ paHo#, Nepdopuposannuiii NoAnypeTan EU30, AHTMEAOKMPYIOWNH KOHUEHTPAT,
Agresus A8 akpunoeuiii, Noauadmp, CynepaGeopbenr, Aareans K5 apunosuiid, EU33 Nomyperanosan naénka ,
AHTHOAOKMPYIOWICE BEWIECTBO

Marxuil nopt nobaskn: EU94 NonvyperaHosan NAEHKA NOBLIWEHHON NPOYHOCTH , AHTUGAOKUPYIOWEE BewecTBO, YO
oTBepIAAEMbIi KNeH, AKPUNOBLIH CONOAMMEP Ha HeHAOHOBOK ocnoBe, Nomadnp, OTeepuaaemeiii kaei, NBX,
APOMATHYECKHH NONWYPETAHOBbIH TEPMONAACTHK

durcHpyIowme nonocku: NoanatnneHosan GesnpesecHan GeneHan Gymara ¢ HEPaCTEBOPUMBIM CHANKOHOBLIM
noKpbiTHem, NevaTs opaHkesan, Aaresue A8 akpuaossiit, EU4S NoanypeTtanosan naeHka , AWTHGnokMpylOowee
8ewecTao, MOAHIPHUPHAR NACHKA C CHAMKOHOBMM W MATOBbLIM MONMITUACGHOBLIM NOKPLITUEM, MNeyaTts opanesan,
NonunponuaeHosan NaéHKa

3. AAHHbIE 06 YITAKOBKE W MAPKWPOBKE

3.1. MPOeKT MapKUpOBKH

NPOEKT MAPKUPOBKK YNAKOBKK MEAKUMHCKOMO MIAGAMA H3 TeppUTOpUM PO COACPMHT CA. MHPOPMAUMIO HA
PYCCHOM ASLIKE :

Apmkyn:

HanmenoBamme: ANNapat ANA NeHEHNA PaH OTPHLATENAbHBIM gaBaeHHem PICO 7Y ogHopasoswi

Passmep: Multisite 20 x25

Kon-80 WT. 8 ynaxosxe: 1 wr.

AATa MIrOTORNEHNA, HCROALIOBAT AO, HOMEP NAPTHM/CEPUN: CM. Ha YNaKOBKe.

HINMENOBINWE M 2APEC HINOTOBUTEAN: «CMUT 3HA Hedoo Meaukan itas, 101 Xecen Poya Xaan, 3403 2Budm,
CoeauHeHnoe Koponescrso

YNoAHOMOMEHNLIH NPeACTABUTEAD HB TeppuTopun PP: OO0 “CmuT 3Ha Hedbio”, 105120, Poccun, r. MOCKBa, 2-#
ChIpOMATHHUECKHIA Nep., A. 1, 3T.9, NOM. 1, KOM. 1. Tea./Paxc: + 7 495 755 55 03

MeToa crepuansaumn: CTepuAKIaUMA STUASHOKCHAOM. CTePHAbHO.

Homep PY:

Haswauenne, cnocol NPUMEHEHWA, NPOTHBONOKATAHNAS CM. HHCTRYKUMIO

YCAOBMA XPAHSHNHA: B CYXOM , S3LMLLEHHOM OT CBETA MECTE, NPH Temneparype or +5 0 +25°C

Mepdi NPeAOCTOPOMHOCT:
UndOpMALMA O COOTBRTCTBNM CTANABPTAM KAYECTER (slmt PCcT)
UHCTPYRUMA NO NPHMEHEHWIO: o/ foreew. :
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3.2 [aHHble 0 MapKupoBkKe

CumBon/Tekct

L««PICO"7TY

OK

%
90

$wiTo
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CmuT 3HA Heobio

3HaveHve/nepesos

PICO 7Y

CHauana CHATb 3alWMUTHYI0 NOAN0XKY (huKcupyloLei

MoICCKA

3aTeM CHATb BEPXHUI 3aLLUTHbLIN CNON huKcupytoLwei

NONOCKHN

MHamukaTop «OK» - nomna yHKLMOHUPYET NpaBuIbHO

MHavkaTop «O6HapyxeHa yTeyka Bo3yxa»

VHaukaTop «MpoBepuTL NOBSA3KY»

NHAnKaTop «PaspsKeHHblil aNeMeHT NuTaHus»

MpownssoauTens

[ata npov3soacTea

MpoAyKT CTEPUIN30BAH 3TUIEHOKCUAOM
OpaKopaTHoe ucnofb3oBaHue. He ncnonbL30BaTb NOBTOPHO

OcCTOpOXHO!

HecoBMeCTUM C MarHMTHbIM pe30HaHCOM - AepXaTb BAanun

OT MarHUTHO- pe30HaHCHOro o6opy,qosaH|/|;|

MexayHapoaHas knaccugukayms

EC: He yTunnsnposaTtb BMecTe € 6bITOBbIMU OTXO4aMu
3Hak cooTBeTCcTBUA TpeboBaHuam EC

CnefyiiTe UHCTPYKUUM MO NPUMEHEHUIO
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Cwur 358 Hedrio

Pasmep NOBASKK
Aavra 25 cm(9,8 Doitm) - 20 cm({7,9 Swoitm)
Wnpura 20 cm{7,9 Doitm}) - 15 om (5,9 fwoim }

CpOoK rOANOCTH

ust YHUKANbHBIA HACHTHGHKATOP USSAHA
GTIN MeXAYHAPOAHDIA KOA MAPKHPOBKK M yueTa
S .
PKOA,

Ok

YNaKOBOUYHLIA MaTEPUaN NOANENMUT BTORHUHON
Q nepepabotke
Esponedickuii aBTOpH30BaHHLIN NPEACTaBUTEND

WHCTPYKUMA MO NPHMEHEHKIO BHYTPH

®

He HCNONbL30BATE, 8C/AM YNAKOBKA BCKPLITA HAM NOBPENKALHA

;

Q
N

XpaHuuTb BAANKW OT NPAMBIX CONHENHBIX yqeft

TemnepaTypa xpareHun

e

Bepeusb OT AN

McNoNesyiTE MHCTPYKLMIO NO MPHMEHERNIO

B NaKeTe coaepKurcn 6 GHRCHPYIOIMX NOAOCOK

OTKpbITL, OTBRPHYS ByMaOMHLIA Kpak

B yRaKoBKe COAGPHMUTCA 1 33MUM
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Cmurt 358 Hedslo

B ynakosxe cogepurca 2 TpySKn-yaMHUTRAA

B YNaKOBKE COALPIKATCA 2 9NEMEHTA NUTAHKA AA LS1

CXBMBTUUKAA HHCTRYKUMA NO NPUMEHEHKIO

Huaimit ypooeHb wyma nomnbl {Hiwke 35 A6)

BbicOKaA YCTOHUMBOCTL K YTEUKE BOSAYXR

MapKHPOBKA HHAKKATOPA «MPaBEPUTL NOBASKY»

PasgennTenbHui crol

WcnapaeTc 80% skecyaaTa

NPeAHASHAYEHO AN KOAMYECTBA BKCCYAATa panbl OT craboro Ao
YMBPEHHOTO

CHANMKOMOBLINA aaseans

BOADOTTANKMBAIOWAA NOBASKA
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CMUT 3Hg Hedbto

CxemaTuyHas MHCTPYKLUSA NO NPUMEHEHUIO

4. MOPAAOK N YCNIOBUA YTUNTN3ALUNA nnn YHUUTOXXEHVA mu

YTunusauus ynakosku / COAEpPXWMOro [O/KHA OCYLLeCTBNATLCA 6e30MacHbIM U paspelleHHbIM Cnoco6oM ¢
co6noaeHnem Tpe60BaHUA pernoHanbHbIX / HaUWOHANbHLIX / MEXAYHApOAHbIX HOPMATUBHbLIX aKTOB
OTHOCUTENbHO 06palLeHns ¢ MeAULUHCKUMU OTXO4aMMK.

Mpouegypa yTuansauum UAN YHUYUYTOXKEHUS UCNONb30BAHHOIO MeAUUWHCKOro wu3sgenusa - YTUAN3auuns

npon3BOAMTCS COrNacHO 3aKOHOAATeNbCTBY, [eicTBytlolleMy Ha TeppuTopuu P®. Knacc oTxomoB no CaHMuH
2.1.7.2790-10 "B"

Mpouegypa ytunmsauynm Uiv YHUUTOXEHNA HENCMNONL30OBAHHOIO MEAULNHCKOTIO U3aenns

- YTUNIN3aumMs Npou3BoAMTCA COrMacHO 3aKOHOAATeNbCTBY, AEACTBYIOWEMY HAa TeppuTopun Pd. Knacc oTXo40B Mo
CaHluH 2.1.7.2790-10 "A"

5. OMNCAHWE METOAA CTEPUNN3ALWNWN/ DESCRIPTION OF STERILIZATION METHOD

CtepunibHO. CTepuaIM30BaHO 3TUNEHOKCUOM.

6. NEPEYEHb MATEPWANOB XMNBOTHOIO U (MNN) HENOBEYECKOIO MPONCXOXAEHWNA
He npumeHumMo.
7. COAEPXAHWE MEAWLUWNHCKWNX CYBCTAHLU NN

Pa3fen He MpUMeHUM K paccMaTpMBaeMbiM W3feNUsM, TaK Kak paccMaTpuBaemMble M3genua komnaHuu Smith &
Nephew Medical Limited He cogepXaT MEAULUHCKNX CYBCTaHUNIA, TaKXKe MEANLUHCKME CYBCTaHUMM He yYacTBYHOT
B npolecce NponM3BOACTBaA.

8. NEPEYEHb CTAHOAPTOB

KomnaHus «CMmuT aHa Hedbto Megukan J/IT4.» 3adBnsieT, UTO MEAULMHCKOe U3feNIne «<Annapart Ans Ne4YeHus paH
oTpuuatenbHblM gasneHnem PICO ogHOpa30BbIil, BapMaHTbl MCNONHEHUSA» OTBeYaeT TpeboBaHMAM [AUPeKTUBLI
93/42/E3C, NonHbIA CAMCOK MeXAYHapoAHbIX Tpe6boBaHWA NpefoCcTaBAseTCcA No 3anpocy.

9. TPEBOBAHUA KTEXHUYECKOMY OBCNYXXUVWBAHUIO N PEMOHTY MU

He npumeHumo.

10. NMPOBEPKA ®YHKLUWNOHNPOBAHWNA N BESOMNACHOCTU PABOTbl MW
He npumeHumo.
11. TAPAHTUA W PEKNAMALMNSA

OpraHusauusa, npuHumatrouwas npeteHsun: 00O «Cmut 3HA Hedbio»; 105120, Poccus, r. MockBa, 2-i
CblpoMATHMYeCKUA nep., 4.1, 9 atax, nom. 1, kom.1 Ten: +7 (495) 755-55-03

FTAPAHTUA: [pou3BOAWNTENb rapaHTUPYeT COOTBETCTBME 3afBMEHHbIX XapaKTepUCTUK, CPOK COXPaHeHus
CTEPUNLHOCTW, COXPAHHOCTb W LENOCTHOCTb YMaKOBKWM MpU NpaBW/IbHOW TPaHCMOPTMPOBKE, 3Kcnayatayum u
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Cwmut 381 Hedrlo

XPAHEHUK WIAG/IMA HA NPOTAMEHHK 2 NET C AATHI HSTOTOBNEHUA/CTEPHANSAUNK HIALNHA. CPOX NORHOCTH — 24
MECAUA C AATHI USTOTOBAGHUA/CTEPUANSALMH, YKISAHHOR HA YNAKOBKE NP YCAOBUK XDIHEHHA B OPHIHHANBHON
YNaKosKe, 8 CYXOM, XOPOWO MPOBETPMBAGMOM MECTE, JAWMLIEHHOM OT MAPAMBIX CONHEYHBIX AyMel, npu
TeMMNepaType He eviwe 25°C.

FapanTa Ha MESHUMHCKO® H3SeAHe  ANREPET ANA NSNS PIH OTPMUATENLHLIM ASSAeHWeM PICO
OAKOPASOSKI, BAPMBHTLI HCTIONHENHA PACNPOCTPAHACTCA HA MATEPHaNsl, GYNKUMOHHPOBAHKE W OTCYTCTBME
NPOHIBOACTEEHHOO GPAKA NPY YCAOBHN HCNIOALIOBAHNA TONBKO Y OAHOrO NAuMeHTa. NOBTOPHOS HCNONLIOBANME
sanpelwaercs.

12. HAUMEHOBANKE U mmnm:cxuﬁ AAPEC NPOU3BOAUTENA, YNOAHOMOYEHHOTO NPEACTABUTENA
MH

NPOM3IBOAUTEND:

Camnt 24a Hedulo Meaukan i,/ Smith & Nephew Medical Limited, 101 Hessle Road, Hull, HU3 2BN, United
Kingdom (CoeannEnnoe Koponescrso)

MECTO NPOU3BOACTBA:

1. Smith & Nephew Medical Ltd., 101 Hessle Road, Hull, HU3 28N, United Kingdom

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

3. Avery Dennison Belgie BVBA, Tieblokkentaan 1, Turnhout B-2300, Belgium.

4, Smith & Nephew Medical (Suzhou} Limited, No. 12, Wuxiang Road Comprehensive Free Zone, West Zone Suzhou
Industrial Park Suzhou Jiangsu 215021 China,

YNOAHOMOUEHHOR NPEACTABUTE/ND NPOM3BOANTENA B POCCUM:

000 «CmnT 31a Hedbion, 105120, Poccus, . MocKBa, 2-H CupomatHrdeckuit nep., 4.1, 9 atax, nom. 1, om.1 Ten:
+7 {495) 755-55-03
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MepeBof JOKYMeHTa BbINMOJ/IHEH NepeBogYMKom LLinaesoin Mapueili BUKTOpPOBHOM

Poccuitickaa defepauns
"opoa Mocksa.
TpuHagLaToro fekabps fABe TbiCAYM AeBATHAALATOrO roja.

A, iBaHoBa BukTopusa BanepbeBHa, BPEMEHHO UCMOMHAKLWNI 0693aHHOCTN HOTapuyca ropoja
MockBbl  AKyweHko EBreHun AneKcaHpOBHbl, CBUAETENLCTBYIO  MOA/IMHHOCTL  MOAMMUCK
nepesoguymka LU naesoit Mapun BUKTOPOBHbI.

Moagnuce caenaHa B MOEM MPUCYTCTBUN.

JIn4yHOCTbL MoAnNucaBLUEro JOKYMEHT yCTaHOBJ/IeHa.

3apernctpupoBaHo B peecTtpe; Ne 77/721-H/77-2019-
B3bickaHo rocyga”™(ra”ein101/ 1 ouMwbl (no Tapugy): 100 py6.00 kon

YnnayeHo 3a ; &>, aBoLwLaro
M TEXHNYECKOIO 200 py6. O0kon.

arl

Bcero npownto, npoHymepoBaK/ LW plLL,
CKpernneHo neyatbto 3™ numcta(c M w
B.B. MBaHoBa LU VA
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