Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

Extract from the Technical Documents

Support Device with Water Level Adjustment for Swimming Pool Rehabilitation, versions:
4x2 m, 4x3 m, 4x4 m, 4x5 m, 4x6 m, 4x7 m, 4x8 m, 4x9 m, 4x10 m, 5x2 m, 5x3 m, 5x5
m, 5x6 m, 5x7 m, 5x8 m, 5x9 m, 6x2 M, 6x3 m, 6Xx6 m, 6x7 m, 6x8 m, 7x2 m, 7x3 m, 8x2
m, 8x3 m, 9x2 m, 9x3 m, with accessories.

Manufacturer

‘MEDICAL

EWAC Medical
The Netherlands

www.ewac.com

EWAC Medical

STEKTPOHHAR KONHA OQOPMAENA LIENTPOM MCbITAHMM W PEFHCTPALIA MELHLMHCKIX MILETMA



Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

Contents Page

I = Y o = P 3
D2 | 4 1 (= T (=T T = S 3
1 V= Y o LU = Y {1 = 3
4. DeSigN TN OTM At O N .t 4
5. Operation, MeEthOOs Of U S @ it ettt e et e e e e e e eaneeeaanes 7
6. Indications and coNtra-iNdiCatiONS. ... ... 8
L5200 R o e o= X o o ) =P 8
6.2 CONtra-INAiCatiON S ..ot ettt e et e an 8
7. TeChNiCaAl data .. .o e e 9
LS T 1= L =Y o = 11
9. Storage / TranS PO atiON ... e et 12
IO I @ o7=T = ¥ a1 Yo IR @X'o ] o o 11 d [0 o 1= 12
10 0 R = o 1 o 12
10.2 RequiremMents fOr POOI WAt r. ..ottt ettt e e et e e et e e e eaaneenn 13
10.3 Requirements for the water in the compression UnNit........cooiiiiiiiiiiiiiiiicie e 13
10.4 Requirements for the enVviroNmM eNt. . e 13
10.5. MaintenancCe (DY the U S el ) ..ottt et e et e e aaaeann 13
O T ST T Y1 Y 00 I= W1 0 =Y o = o o 13
10.7 WeeKlY M aintenanCe. . ittt ettt ettt e et e et ra s 14
10.8 Monthly maintenanCe.....co i e aas 14
10.9 ANNUal MaiNtEN AN Ce ..o e e 15
I O I o 18 o ] =] o e X o 16
12. Service and MaiNtENaANCE ...t ettt et aaaeaas 16
13. Transport packing, package CONTENTS......uiiiiiii it e e e eaaaeans 17
7 S 3 1 1= o 1o 1= 1 17
15. List of the international regulations/standards the medical device complies with...... 17
1B, SErVICE i@ . ettt 18
17. Use of risk management for medical devices. ... ... oo 18
18. Requirements to environment ProteClioN .....ciii i e e 18

EWAC Medical

Fdition* Octaher nf 2014
& 000 LMPMU (€] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

1. Preface

We very much appreciate youi choice of the Support Device with Water Level Adjustment for

Swimming Pool Rehabilitation . This unit incorporates the very latest technologies, and
particular attention has been paid to reliability, accuracy, safety and a long working life.

In order to operate the Support Device with Water Level Adjustment for Swimming Pool
Rehabilitation correctly and safely, it is very important that you should read these operating
instructions carefully before use and keep it with the unit.

Keep this user manual in range for all jnvolved personnel at all time.

The Support Device with Water Level Adjustment for Swimming Pool Rehabilitation has been
designed according to up-to-date safety and quality requirements and complies with the
following standards:

The Certificate of Conformity Ne RQA662680 valid until 20.12.2016 confirming that
EWAC B.V. quality management system conforms to EN I1SO 13485:2012;

The EWAC B.V. Declaration confirming that EWAC B.V. quality management system
meets the requirements of Annex Il, Article 3 of the Directive EC 93/42/EEC.

2. Intended Use

The Support Device with Water Level Adjustment for Swimming Pool Rehabilitation
(hereinafter referred to as the "support device") is used for early post-stroke, post-traumatic
or post-surgical rehabilitation of patients of any age group.

The Support Device with Water Level Adjustment for Swimming Pool Rehabilitation is a
modern, safe and easy-to-handle apparatus, which has been developed, produced, installed
and calibrated with greatest care and attention. The support device is built in conformity to
the European guidelines for medical electrical equipment: IEC 601-1 and for swimming pool
equipment: EN 13451-11 and is CE marked. EWAC B.V. can not be held responsible for any
discomfort to the operator or to the patient due to faulty diagnosis, misuse or mishandling of
the equipment and or accessories, or due to misunderstanding of the operating procedures,
or maintenance errors.

3. Manufacturer
EWAC B.V., Dulleweg 16-18 1721 CT Broekop Langedijk, the Netherlands

This support device shall be operated according to the valid extract from the technical

documents and user manual.

EWAC Medical
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~NIn this document the Support Device with Water Level Adjustment for Swimming Pool
Rehabilitation will be indicated as the support device.

4. Design information

Support Device with Water Level Adjustment for Swimming Pool Rehabilitation, versions:
4x2 m, 4x3 m, 4x4 m, 4x5 m, 4x6 m, 4x7 m, 4x8 m, 4x9 m, 4x10 m, 5x2 m, 5x3 m, 5x5
m, 5x6 m, 5x7 m, 5x8 m, 5x9 m, 6x2 m, 6x3 m, 6x6 m, 6x7 m, 6x8 m, 7x2 m, 7x3 m, 8x2
m, 8x3 m, 9x2 m, 9x3 m, with accessories (hereafter “MD” or “ Support Device with Water
Level Adjustment for Swimming Pool Rehabilitation, with accessories”) includes:

l. The Support Device with Water Level Adjustment for Swimming Pool Rehabilitation,
variants:

1 4X2m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 54 pcs;

- Tile clips, 108 pcs;

- Floor frame, dimensions 4X2m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;

- Anchors, dimensions 200x8 cm, 4 pcs;

- Bolts M12x60, 120 pcs;

- Nuts M12, 120 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

2.4X3m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 80 pcs;

- Tile clips, 160 pcs;

- Floor frame, dimensions 4X3m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 180 pcs;

- Nuts M 12, 180 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

3.4X4m
1). The height-adjustable artificial floor:
- Tiles, dimensions 30x50 cm, 106 pcs;
- Tile clips, 212 pcs;
EWAC Medical
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- Floor frame, dimensions 4X4m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;

- Anchors, dimensions 200x8 cm, 4 pcs;

- Bolts M12x60, 240 pcs;

- Nuts M12, 240 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

4.4X5m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 134 pcs;

- Tile clips, 268 pcs;

- Floor frame, dimensions 4X5m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 300 pcs;

- Nuts M 12, 300 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.
6) . User manual.

5 4X6m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 160 pcs;

- Tile clips, 320 pcs;

- Floor frame, dimensions 4X6ém, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 360 pcs;

- Nuts M12, 360 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

6. 4X7m

1). The height-adjustable artificial floor:
EWAC Medical
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- Tiles, dimensions 30x50 cm, 187 pcs;

- Tile clips, 374 pcs;

- Floor frame, dimensions 4X7m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;

- Anchors, dimensions 200x8 cm, 4 pcs;

- Bolts M12x60, 360 pcs;

- Nuts M 12, 360 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

7. 4X8m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 214 pcs;

- Tile clips, 428 pcs;

- Floor frame, dimensions 4X8m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 480 pcs;

- Nuts M 12, 480 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

1.4 X9m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 240 pcs;

- Tile clips, 480 pcs;

- Floor frame, dimensions 4X9m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;

- Anchors, dimensions 200x8 cm, 4 pcs;

- Bolts M12x60, 540 pcs;

- Nuts M 12, 540 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.
6) . User manual.

EWAC Medical



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



Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation
6). User manual.

12. 5X5m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 167 pcs;

- Tile clips, 334 pcs;

- Floor frame, dimensions 5X5m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 375 pcs;

- Nuts M12, 375 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.

6) . User manual.

14.5x7m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 234 pcs;

- Tile clips, 468 pcs;

- Floor frame, dimensions 5X7m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 525 pcs;

- Nuts M 12, 525 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

15.5Xx8m
1) .The height-adjustable artificial floor:
- Tiles, dimensions 30x50 cm, 267 pcs;
- Tile clips, 534 pcs;
- Floor frame, dimensions 5X8m, 1 pc;
- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 600 pcs;
- Nuts M 12, 600 pcs.
2) . Hydraulic system:
- Compressor unit;
- High-pressure hose, 10 m long;
- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.
EWAC Medical
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4) . Step-down transformer.
5) . Connecting cable, 15 m long.
6) . User manual.

16. 5X9 m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 300 pcs;

- Tile clips, 600 pcs;

- Floor frame, dimensions 5X9m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 675 pcs;

- Nuts M12, 675 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

17.6x2 m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 80 pcs;

- Tile clips, 160 pcs;

- Floor frame, dimensions 6X2m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 180 pcs;

- Nuts M 12, 180 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.

6) . User manual.

18.6 x3m
1) .The height-adjustable artificial floor:
- Tiles, dimensions 30x50 cm, 120 pcs;
- Tile clips, 240 pcs;
- Floor frame, dimensions 6X3m, 1 pc;
- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 270 pcs;
- Nuts M12, 270 pcs.
2) . Hydraulic system:
- Compressor unit;
- High-pressure hose, 10 m long;

EWAC Medical

& 000 LWPMH [&7) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU



Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.

6) . User manual.

19.6 X6 m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 240 pcs;

- Tile clips, 480 pcs;

- Floor frame, dimensions 6X6ém, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M 12x60, 540 pcs;

- Nuts M 12, 540 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.

6) . User manual.

20. 6 X7 m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 280 pcs;

- Tile clips, 560 pcs;

- Floor frame, dimensions 6X7m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 630 pcs;

- Nuts M12, 630 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.

6) . User manual.

21. 6X8m
1) .The height-adjustable artificial floor:
- Tiles, dimensions 30x50 cm, 320 pcs;
- Tile clips, 640 pcs;
- Floor frame, dimensions 6X8m, 1 pc;
- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 720 pcs;
- Nuts M 12, 720 pcs.
2) . Hydraulic system:

EWAC Medical
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- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

22.7X2m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 94 pcs;

- Tile clips, 188 pcs;

- Floor frame, dimensions 7X2m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;

- Bolts M12x60, 210 pcs;

- Nuts M12, 210 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

23.7X3m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 140 pcs;

- Tile clips, 280 pcs;

- Floor frame, dimensions 7X3m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 315 pcs;

- Nuts M 12, 315 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.

6) . User manual.

24. 8X2m
1). The height-adjustable artificial floor:
- Tiles, dimensions 30x50 cm, 107 pcs;
- Tile clips, 214 pcs;
- Floor frame, dimensions 8X2m, 1 pc;
- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 240 pcs;
EWAC Medical
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- Nuts M12, 240 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) . Connecting cable, 15 m long.
6) . User manual.

25.8x3m

1) . The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 160 pcs;

- Tile clips, 320 pcs;

- Floor frame, dimensions 8X3m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 360 pcs;

- Nuts M12, 360 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.
26.9X2m

1) .The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 120 pcs;

- Tile clips, 240 pcs;

- Floor frame, dimensions 9X2m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
- Anchors, dimensions 200x8 cm, 4 pcs;
- Bolts M12x60, 270 pcs;

- Nuts M 12, 270 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.
3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

27. 9x3m

1). The height-adjustable artificial floor:

- Tiles, dimensions 30x50 cm, 180 pcs;

- Tile clips, 360 pcs;

- Floor frame, dimensions 9X3m, 1 pc;

- Stainless steel cables, 20 m long, 4 pcs;
EWAC Medical
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- Anchors, dimensions 200x8 cm, 4 pcs;

- Bolts M12x60, 405 pcs;

- Nuts M12, 405 pcs.

2) . Hydraulic system:

- Compressor unit;

- High-pressure hose, 10 m long;

- Piston, 3,500 mm long, diameter is 23 cm.

3) . Control box.

4) . Step-down transformer.

5) .Connecting cable, 15 m long.

6) . User manual.

Il. Accessories:

Easily-removable bars, 4 m long, 2 pcs.

Easily-removable wall bars, dimensions 200x120 cm, 2-5 pcs.
Balance board, dimensions 50x50 cm, 2-5 pcs.

Rings bar, dimensions 40x60x140-160 cm, 2-5 pcs.

Obstacle course, 60x30x30 cm, 2-5 pcs.

Stairs, 55x75x140cm, 1 pc.

Depth indicator, dimensions 25x10x10 cm, 1 pc.

NoogokrwdhpE

Picture 1 (Draft). Height-adjustable artificial floor: 1 - tiles, 2 - frame, 3- cable, 4 - high-pressure hose, 5
- piston.

EWAC Medical
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Picture 2. Compressor unit

The support device (picture 1) is in height adjustable, without fixed steps, between a
predetermined minimum and maximum depth. The height is O cm to 170 cm and all given
dimensions are project depending.

The walking surface of the floor is made of polyester tiles with a non-skid surface fitted onto
a stainless steel frame. These tiles can be removed individually for inspecting the floor or for
cleaning the swimming pool section under the floor.

Stainless steel cables from four anchors fitted in the pool wall suspend the floor. The
raising and lowering movement of the floor is produced by a hydraulic system, which
operates on water pressure and is installed underneath the support device. This hydraulic
system is made in full from stainless steel.

The hydraulic system consists of a cylinder unit with piston, rod guiding, cable wheels, travel
limitation, etc., as well as the hose fracture valve mounted directly on the cylinder. If the
high-pressure hosing is accidentally broken, this valve prevents the piston rod from
unintentionally moving.

The hydraulic unit is connected to the floor conduit on the inside of the pool by a chemical
resistant high-pressure rubber pipe (suitable for an operational pressure of 16 Bar and a
burst pressure of 40 bars, with threaded couplings).

A compression unit is installed outside the pool (Picture 2), in the technical room, and
EWAC Medical
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supplies the required water pressure for the hydraulic unit. The pressure piping for this unit
is connected externally underneath the pool to the floor conduit, fitted for this purpose.

A control cabinet with 2 splash-proof switches for controlling the support device is fitted
either in the wall or in the pool area.

In order not to affect the quality of the swimming pool water, the water circulation in the pool
must not be hampered by the installation of an adjustable false floor.

With the EWAC construction and design, this hindrance is kept at a minimum. The corner
points of the polyester tiles have notches so that, when assembled, a flow opening of 6 mm is
automatically achieved which, together with the open supporting frame construction,
prevents "dead" water occurring anywhere under the floor. The tile dimensions are 30 x 50
cm, the tiles are made from hot-pressed polyester. They are light blue and have a rough
surface. These tiles are attached to the supporting frame by stainless steel retaining clips.

5. Operation, Methods of Use

The support device is operated by means of a wall mounted control box in the vicinity of the
support device. The controls of the support device operate on a low voltage (12 V) and are
therefore safe to use in a humid and wet environment. The control box itself is splash
waterproof protected (IP 54).

The operator of the floor needs to constantly monitor the pool area while
operating the support device.

WARNING: It is strictly forbidden to dive into a pool with a support device!

Diving is extremely dangerous, as the water depth cannot be estimated properly. The
manufacturer strongly recommends indicating this in the hydrotherapy room where the pool
with the support device is located.

EWAC Medical also recommends raising the support device to just below water level after
use. This prevents persons from trying to access the pool in the undesirable circumstance in
which the pool area is unattended.

EWAC Medical
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Methods of use:

The first option of the support device is to set zero pool depth to wheel non-mobile
patients sitting in their cart (wheelchair) up into the pool without any additional
arrangements.

e Depth of 40 to 60 cm is to be set for preschool children. Such water level makes
children feel confident, safe and free.

e Depth of 60 to 90 cm is to be set for children of junior to middle school age
(depending on their age) supervised by an instructor.

e Depth of 100 to 130 cm is to be set for joint rehabilitation of parents and their
children. Such depth allows children to reach the pool floor while parents can
lessen most of their own weight. Type of exercises: swimming, games, walking
with obstacle courses, ring game, ball games.

e Depth of 140 to 150 cm is suitable for different water exercises. Most often it is
used for rehabilitation of post-stroke and orthopedic patients. Type of exercises:
walking, exercising lower limbs while sitting in the underwater chair, undenwater
obstacles.

e Maximum submersion of the pool floor is set for swimming, aqua aerobics. No
special procedures are used.

Patients perform disease-specific exercises - walking, running, leg raising or abduction,
sitting-up.

6. Indications and contra-indications

6.1. Indications

- Traumas (fractures, ligamentous injury, muscle damage) and consequences

- Musculoskeletal diseases

- Neurological diseases, consequences of strokes and cerebro-cranial traumas associated with
defect of dynamic stereotype

- Vascular abnormalities (including endarteritis), conditions like vegetovascular dystonia,
migraines

- Emotional impairments: neurosis, chronic fatigue syndrome, depressed mood and qualm

- In pediatrics rehabilitation activities in swimming pool are useful in the presence of
neurological disturbance, arrested development, scoliosis, cerebral palsy, hyperthymia and
even autism.

6.2. Contra-indications
Acute disease period,;
Catarrhal diseases;

e Skin diseases.

EWAC Medical
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Extract from the Technical Documents. Support Device with Water Level Adjustment for

Swimming Pool Rehabilitation
7. Technical Data

Name

Support Device with Water Level Adjustment for Swimming Pool Rehabilitation

Maximum allowed patient’s
weight

Dimensions

Tile dimensions

Length of the connecting
cable

Floor frame dimensions

Length of the stainless steel
cables

Anchor dimensions

Bolts

Nuts

Tile weight

Total weight of 1 m" artificial
floor (frame + tiles)

Weight of the transformer
assembled

Weight of the compression
unit assembled

Piston, dimensions

Hydraulic medium
Mains water supply
High-pressure hose

Drain connection

Mains voltage
Power consumption

Travel speed

Maximum height adjustment
Burst pressure of the rubber
pipe
EWAC Medical
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Value
200 kg

min. 9 m" and max. 48 m
30x50 cm
15m

4 X2 m; 4x3 m; 4x4 m; 4x5
m ;4x6 m; 4x7 m; 4x8 m;4x9
m; 4x10 m; 5x2 m; 5x3m; 5x5
m; 5x6 m; 5x7 m; 5x8 m; 5x9
m; 6x2 m; 6x3 m; 6x6 m; 6x7
m; 6x8 m; 7x2 m; 7x3 m; 8x2
m ;8x3 m; 9x2 m; 9x3 m
20 m

200 x 8 cm
MI2x60
M12
2 kg
60 kg

17 kg
34 kg

Length is 350 cm, diameter is
23 cm
Potable water
Cold water 15 mm
Diameter is 19 mm, length is
10 m
PVC 20 mm (open
connection)

3 x 230/400 V 50 Hz
max. 2,2 KVA (project
depending)
approx. 700 mm/min. (project
depending)

170 cm (project depending)
40 bar

Tolerance

+5%
+5%
+5%

+5%

+5%
+5%
+5%
+5%
+5%
+5%
+5%
+5%

+5%

+5%

+5%

+10%
+10%

+5%
+5%



Extract from the Technical Documents. Support Device with Water Level Adjustment for

Maximum pressure
Control voltage
Easily-removable bars
Easily-removable wall bars
Balance board

Rings bar

Obstacle course

Stairs

Depth indicator

Number of rungs on the wall
bars (pcs.)

The diameter of the bars and
other components

The strength of the cables
breaking

Maximum withstand load
rack

Maximum withstand load
rings

The maximum withstand
load of the Swedish wall
Maximum withstand load
beams

Power consumption of the
hydraulic system

The range of depth
measurements (Depth
indicator)

Discrete (Depth indicator)
Color display (Depth
indicator)

The size of the control panel
The control panel is powered
from the transformer down

Safety class: type B, applied part class | according to IEC EN 60601-1.

EWAC Medical
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16 bar
12V
Length is4 m
200x120 cm
50x50 cm
40x60x140-160 cm
60x30x30 cm
55x75x140 cm
25x10x10 cm
The indicator is powered by a
transformer down 5V, 250
mMA power consumption
2

50 mm
2450 kg
150 kg
150 kg
150 kg
150 kg
2.5 kW
from 0 to 170 cm
0.0l m
red

3x16x26 cm
5B

+5%
5%
+5%
+5%
+5%
+5%
+5%
+5%

+5%
+5%
+5%
+5%
+5%

+5%

+5%

+5%



Extract from the Technical Documents. Support Device with Water Level Adjustment for

Swimming Pool Rehabilitation
8. Materials:

Component
Support device

Easily-removable bars

Control box
Easily-removable wall bars

Balance board

Rings bar

Obstacle course

Stairs

Floor frame

Stainless steel cables
Anchors

Bolts M12x60

Nuts M12

Piston

(rod guiding, cable wheels,

EWAC Medical
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Material
Tiles - high-impact antistatic fiber-reinforced polyester
Yapiser Dye Penn Color International B.V.
Clips - AISI 316L stainless steel (material number is
1.4401)
Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%.
AISI 316L stainless steel (material number is 1.4401)
Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%
Polyvinyl chloride of SG3 type
AISI 316L stainless steel (material number is 1.4401)
Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%
High-impact antistatic fiber-reinforced polyester Yapiser
AISI 316L stainless steel (material number is 1.4401)
Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%
AISI 316L stainless steel (material number is 1.4401)
Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%
AISI 316L stainless steel (material number is 1.4401)
Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%
AISI 316L stainless steel (material number is 1.4401)

Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%

AISI 316L stainless steel (material number is 1.4401)

Alloy: C: 0.03%, Cr: 16-18%, Ni: 10-14%, Si: up to 1%,
Mn: up to 2%, P: up to 0.045%, S: up to 0.03%, Mo: 2-
3%



Extract from the Technical Documents. Support Device with Water Level Adjustment for

travel limitation, hose
fracture valve)

High-pressure hose Styrene-butadiene rubber (SBS, SBS) Globalprene
length 10 m 3411

EWAC Medical
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Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

9. Storage / Transportation

The support device may be shipped by all modes of transport in covered
vehicles in accordance with the current shipment rules and regulations for
every type of transport.

When transported the support device is considered weather-proof at the
temperature of -20° up to +40°, relative air humidity of up to 90%, no
mechanical stress, vibration load of 10 to 55 Hz, displacement amplitude of
0.35 mm and shock loads of 10g peak acceleration and 10 ms shock
acceleration duration. Permitted angle of inclination is up to 10°.

When stored the support device is considered weather-proof at the
temperature of -20° up to +40° and relative air humidity of up to 90%.

10. Operating Conditions

10.1 General

The frame of the support device is made from stainless steel quality AISI 316 L (material
number 1.4401). Unfortunately, even stainless steel can corrode under certain
conditions. Hereunder a list with possible causes for corrosion:

a. Iron particles in the water can cause galvanic corrosion of the stainless steel.

b. Too high concentration of acid and/or salt content can attack the stainless steel.

c. Water, which is too hard or too soft, can cause deposits on the stainless steel.

10.2 Requirements for pool water

To avoid corrosion of the stainless steel, EWAC has drawn up the following guidelines for

the pool water:

1. The hardness of the water should be lower than 8 German hardness degrees, that is

equivalent to 6,4 English or Clark degrees.

The acid content should be between pH = 7,2 and pH = 7,6.

The free chlorine content should be between 0,4 and 1 mg/I.

The chloride (salt) content should not exceed 100 mg/I.

A 5-micron filter has to be installed in the water supply pipe of the bath. This prevents

iron particles from entering the bath where they can cause gaivanic corrosion. This is

also the reason why the water supply pipe should be made of a non-ferrous material.

6. The pump capacity of the filtration system should be more than a quarter of the pool
volume per hour.

oA W N

As already stated: be sure that no iron particles, other than stainless steel AISI 316, are
present in the bath because they can cause galvanic corrosion.

10.3 Requirements for the water in the compression unit

- The hardness of the water should be lower than 8 German hardness degrees, that is
equivalent to 6,4 English or Clark degrees.

- The acid content should be between pH = 7,2 and pH = 7,6.

EWAC Medical
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Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

- A 5-micron filter has to be installed in the water supply pipe of the unit. This prevents
small iron particles from entering the hydraulic cylinder, where they can cause galvanic
corrosion. This is also the reason why the water supply pipe should be made of a non-
ferrous material.

- The chloride (salt) content should not exceed 100 mg/I.

10.4 Requirements for environment

- The hydrotherapy area must be ventilated and conditioned. The room temperature
should not exceed 30° C. The humidity must not exceed the 70 %.

The technical area must be ventilated in 4 x room contents per hour, because of the
storage of chemicals, like chlorine and acid.

10.5 Maintenance (by the user)

Note: Before cleaning or maintenance starts the support device must be raised to the
highest level. Please switch off the control unit by turning the key switch to the OFF
position and remove the key in order to prevent any unexpected interference by others.

Caution: Opening of the equipment and/or attempts to repair by unauthorized persons
can adversely affect the safety of the installation and is therefore not permitted.

10.6 Daily maintenance

The daily maintenance of the support device is limited: only cleaning of the walking
surface of the support device with a cloth or soft broom is required. Avoid any use of
detergents. Never use acid cleaning agents in the hydrotherapy secfion, because even
the vapour of such cleaning agent might corrode the stainless steel parts of the support
device and/or other parts.

Cleaning agents should also never be allowed to come into contact with the pool water.

If the stainless steel of the support device shows signs of corrosion, the following actions
should be taken immediately:

a. Check the chloride (salt) content of the pool water. This must not exceed 100 mg/I.
b. Check the chlorine and pFl level of the water.

c. Check if iron particles are in the pool water.

d. Try to remove the corroded spots. Please see chapter 4.6.

e. Inform your local authorized distributor.

10.7 Weekly maintenance

The support device works on water hydraulic pressure. This compression unit is installed
in the technical area. The level of the water in the reservoir of the compression unit
should be checked every week. Normally the technical department does this, as they are
also in charge of the maintenance of the filtration system, which is installed in the same
area.

EWAC Medical
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Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation

dealer, this to perform a good and adequate maintenance to the unit. EWAC Medical can
not be held responsible for any discomfort to the operator or to the patient due to
careless maintenance.

Any claims regarding unit operation please send to the authorized representative of
EWAC Medical: 000 Oktopus, 1, Yeniseyskaya Street, bldg 1, office 325, Moscow,
129344, Russia.

According to approved safety standards, always use original components if, for any
reason, the unit has to be repaired.

13. Transport packing, package contents, marking

Package contents of the Support Device with Water Level Adjustment for Swimming Pool
Rehabilitation with accessories include: height-adjustable floor; hydraulic system; control
box; hydraulic system; step-down transformer; connecting cable; User Manual; and the
following accessories: easily-removable bars; easily-removable wall bars; balance board,
rings bar; obstacle course; stairs, depth indicator.

The support device with accessories is packed into polyethylene film and wooden boxes.

Marking of this medical device includes the following information:

- address of the manufacturer;

- manufacture date;

- device reference number according to the manufacturer’s numeration system,;
- name of the medical device;

- CE certificate marking.

Transportation marking includes such handling instructions as “Fragile”, “Be Cautious”,
“Avoid water”, “Avoid sunrays”.

"MEDICAL

you Y/OLLy

Dulleweg 18,1721 CT Langedijk, The Netherlands
www.ewacmedical.com

Adjustable Floor
S/N : 4431 C€
Year of manufacture ; 2014

14. Disposal

The Support Device with Water Level Adjustment for Swimming Pool Rehabilitation must
be disposed of by local public law institutions according to the local requirements and the
local disposal regulations.

EWAC Medical
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Extract from the Technical Documents. Support Device with Water Level Adjustment for
Swimming Pool Rehabilitation
15. List of internal regulations /standards the medical device complies with

EN 980:2008. Medical devices. Symbols for use in the labeling of medical devices.

ISO 10993-1:2009. Medical devices. Biological evaluation of medical devices. Part 1
Evaluation and testing.

ISO 10993-5:2009. Medical Devices. Biological evaluation of medical devices. Part 5.
Tests for in vitro cytotoxicity.

ISO 10993-10:2010. Medical Devices. Biological evaluation of medical devices. Part 10.
Tests for irritation and skin sensitization.

ISO 13485:2003. Medical devices. Quality management systems. Requirements for
regulatory purposes.

ISO 15223-1:2012. Medical devices. Symbols to be used with medical device labels,
labeling and information to be supplied. Part 1. General requirements.

IEC 60601-1. Medical electrical equipment. Part 1. General requirements for basic safety
and essential performance.

IEC 60601-1-2. Medical electrical equipment. Part 1-2. General requirements for basic
safety and main operational characteristics. Collateral standard. Electromagnetic
compatibility. Requirements and tests.

16. Service life

Service life of the device is 10 years since the manufacture date provided it is operated
according to the Manual.

17. Use of risk management for medical devices

The Support Device with Water Level Adjustment | Rehabilitation has
been studied in order to analyze any risks asso ices. This analysis
was scheduled for the initial stage of product dq port was ready by
the beginning of production of the first lot. In casi ologies associated
with the devices change, the analysis will be held main methods and
procedures were chosen according to ISO 149 dard specifies the

process of defining hazards associated with medical

18. Requirements to environment protection

The support device when operated, transported or shipifled has no negative effect on
humans or environment.

EWAC Medical
Edition: October of 2016
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MepeBof, € aHINIMIACKOTO wawika na
bIMCKa U3 TEXHUYECKOM [LOKYMEHTaLum

1'CTpOIiCTBO ONOPHOE C PErynpoOBKOM YPOBHSA BOAbI AnA peabunmtaymn B 6acceliHe, B BapmaHTax
VICTMONMHEHVIA: 4X2 M, 4X3 M, 4x4 M, 4X5 M, 4X6 M, 4X7 M, 4x8 M, 4X9 M, 4x10 M, 5x2 M, 5x3 M, 5x5 M, 5x6 M,
KM, 5x8 M, 5X9 M, 6X2 M, 6X3 M, 6X6 M, 6X7 M, 6X8 M, 7X2 M, 7Xx3 M, 8X2 M, 8X3 M, 9x2 M, 9x3 M C
VPUHaLIEXXHOCTAMU

«[pov3BoauTeNb

EWAC

"fe p__

EWAC Medical
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/Apepuncnosue

(«etb LEHWMM, 4TO Bbl BbIOpa/M YCTPOICTBO OMOPHOE C PEryIMPOBKOW YPOBHA BOAbl AN
/nvraupm B BacceliHe 9T0 YCTPOMCTBO CO34aHO Ha 6ase HOBeWMWMX TeXHOMOrnii, U ocoboe
~aHvie ObINI0 YAENEHO €ro HafeXHOCTW, TOYHOCTW, 6€30MacHOCT U MPOAIEHMIO CPOKa CTyXXObl.

[B6bl YCTPOICTBO OMOPHOE C PErysIMPOBKOM YPOBHSI BOAbl 411 peabunurauum B 6acceitHe pabotano
/>80 1 6e30MacHO, O4YeHb BAKHO BHMMATE/ILHO O3HAKOMUTLCA C  PYKOBOACTBOM MO  €ro
Afanyatauuy [0 Havasia sKcnayataumm v Bcerga XpaHuTb PyKOBOACTBO PSAAOM C YCTPOWCTBOM.

Bcera xpaHuTe pyKOBO/CTBO MO/b30BaTeNs B 30HE [OCAraeMocTy [/ BCErO
nepcoHana, paboTatoLLEero ¢ yCTPOCTBOM.

YCTPOICTBO OMOPHOE C PEryNIMPOBKOA YPOBHS BOAbI A4/ peabununtaumm B 6acceiHe paspabotaHo B
COOTBETCTBUW C COBPEMEHHbIMY TPe60BaHNAM 6€30MacHOCTM U KayecTBa U COOTBETCTBYET CEAYHOTLM
cTaHAapTam:
- Cepmugmkar Ne RQA662680 go 20.12.2016 CcOOTBETCTBUS CUCTEMbI YMpaB/EHUA KayecTBOM
npoussoActea KomnaHun Enraf-Nonius B.V. ctaHgaptam EN ISO 13485:2012
- [Oeknapaums komnaHum Enraf-Nonius B.V. 0 COOTBETCTBMA CUCTEMbl YMNpaBfeHUs KayecTBOM
npoussoactea KomnaHum Enraf-Nonius B.V. Tpe6osaHuam Mpunoxenus Il, Ctatbin 3 Anpektnsbl EC
93/42/EEC.

2. Npegnonaraemoe HasHavyeHue
YCTPOMCTBO OMNOPHOE C PEerynMpoBKOM YPOBHSA BOAbl ANs peabunurtaumm B GacceiiHe (Oanee no TEKCTy
«perynmpyemsblii No») NPUMEHSETCA A1 NPOBEAEHMS MPOLEeAYP Ha paHHMX aTanax peabunutaumm nocne
MHCYNbTOB, TPaBM, Onepauuii Ans BCeX BO3PACTHbIX rPynn NalyMeHToB.
YCTPOWMCTBO OMOPHOE C PEryIMPOBKON YPOBHS BOAbl A7 peabunutauum B 6GacceiliHe SBMsieTCs
COBPEMEHHbIM, 6€e30MacHbIM M MPOCTbIM B MCMO/Ib30BAHMKN YCTPOMCTBOM, KOTOpOE O6blfo pa3paboTtaHo,
NPOn3BeAeHO, YCTAHOB/IEHO W OTPEryMPoBaHO C 60MbLUMM CTapaHNEM W BHUMaHUEM. Perynmpyembiii non
cAenaH B COOTBETCTBMM CO  ChedylowumMu  EBpONEiiCKMMW  HOpMatMBaMuM MO 3/1EKTPUYECKOMY
MeamumMHckomy obopyaosaHumio: IEC 60601-1, no o6opypoBaHuto ans 6acceriHoB EN 13451-11, a Takke
nmMeeT Mapknposky CE.
EWAC Medical He HeceT OTBETCTBEHHOCTM 3a MIHOOble HeyAo6CTBa A/ onepaTopa WM MauueHTa u3-3a
HenpaBWIbHOrO AMarHo3a, HempaBMLHOMO MCMOMb30BaHMS UM HEOPEXHOro 06paLlleHMst C YCTPOCTBOM
WM aKceccyapamu, a Takke B CM/ly HeAoCTaTOMHOrO MOHMMaHWA pabounx npoueayp, a Takke oMok
TEXHWYECKOTO 06CY>XMBaHUS.

3. Npownssoacteo
«3BAK bu. Bu.», Hngepnanabl / EWAC B.V., Dulleweg 16-18 1721 CT Broek op Langedijk The Netherlands.

\B HacTosiLLEM [JOKYMeHTE «YCTPOICTBO OMOPHOE C PEry/IMPOBKOI YPOBHS BOAbI /1S peabunutaummn B 6acceiiHe» Mbl 6yeT
Ha3bIBaTb MPOCTO «PETYIUPYEMBIM MOMOM>.

EWAC Medical
Pepnakums: oktabpb 2014
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|(cnnyaraums ycTpolicTBa NPOU3BOAUTCS B COOTBETCTBUM C AEWCTBUTENbHOM BbIMUCKOW M3 TEXHUYECKOM
iKyMeHTaLMmn 1 PyKOBOACTBOM MO/b30BaTeNs.

4. NHpopMaLmnsa O KOHCTPYKL UMW

«YCTPOCTBO OMOPHOE C PErynMpoBKOI YPOBHA BOAbl AN peabunmtauuun B b6acceliHe, B BapuaHTax
UCMONHEHNA: 4X2 M, 4X3 M, 4x4 M, 4x5 M, 4x6 M, 4X7 M, 4x8 M, 4x9 M, 4x10 M, 5x2 M, 5x3 M, 5x5 M,
5x6 M, 5X7 M, 5x8 M, 5X9 M, 6X2 M, 6X3 M, 6X6 M, 6X7 M, 6X8 M, 7X2 M, 7X3 M, 8X2 M, 8X3 M, 9x2 M, 9x3
M C npuUHagie>xHocTAaMmy» (ganee - MW mnnm «YCTpoicTBO OMOPHOE C PeryinpoBKO YPOBHSA BOAbI A4
peabunutauun B 6baeceriHe C NPUHAANEXXHOCTAMW»), B COCTaBe:

I. YcTpoiicTBO OMOpHOE C pPeryavMpoBKOM YPOBHSA BOAbl Ans peabunmtaumun B 6acceliHe, BapuaHTbl
WCMONHEHUS:

1 4X2wm

1) Panbwinon (gHO), peryaMpyemblii Mo BbICOTE:

- nnTKa, pasmep 30x50 cm, 54 wiT.;

- KpenneHna nanTtku, 108 wr.;

- pama, pasmep 4x2m,1 wr.,

- Tpocbl, gnnHa 20 M, 4 Wrt.;

- aHkepa, pa3mep 200x8 cm, 4 wT.;

- 6onTbl M 12x60, 120 wr.;

- raikm M12, 120 wr.

2) TvppaBnnyeckas ycTaHOBKA,

- KOmnpeccop;

- LWNaHT BbICOKOTro AasneHus, agnvHa 10 m;

- nopLueHs, annHa 3500mMm, gnameTp 23 cMm.

3) MaHenb ynpaBneHus.

4) TpaHctopmaTop MOHV>KAKOLLNIA.

5) Kabenb coegnHuTenbHbI, gavHa 15 m.

6) PykoBOACTBO Mosb3oBaTens.

2. 4x3 m:

1) danbwinon (gHO), Peryimpyemblii No BbICOTE:

- navTKa, pasmep 30x50 cm, 80 wT.;

- KpenneHnda nanTtku, 160 wr.;

- pama, pasmep 4x3m,1 L.,

- TpoCbl, annHa 20 M, 4 Wrt.;

- aHKepa, pa3vep 200x8 cm, 4 wT.;

- 6onTbl M12x60, 180 LT.;

- raikn M12, 180 L.

2) [wppaBnnyeckasa ycTaHOBKA;

- KOMIpeccop;

- LWNaHr BbICOKOro gasneHus, gnnHa 10 wm;

- nopLueHs, anvHa 3500mMm, gnameTp 23 cMm.

3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHVKAKLWMNA.

5) Kabenb coegmnHUTENbHbIN, ganHa 15 m.

6) PykoBOACTBO Monb3oBaTens.

3. 4x4 wm:

1) danbwnon (4HO), PeryimpyemMbiii No BbICOTE:

- nnTKa, pasmep 30x50 cm, 106 wr.;

- KpenneHma nanTku, 212 wr.;

- pama, pasmep 4x4m,1 wr.,

- Tpocbl, annHa 20 M, 4 WT.;
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- aHKepa, pa3vep 200x8 cm, 4 T,

- 60nTbl M 12x60, 240 wT.;

- raikn M12, 240 wi.

2) vppaBnuuyeckasa yCcTaHOBKA;

- KOMMpeccop;

- LWaHT BbICOKOro gaBneHud, anvHa 10 wm;
- nopLueHb, anrHa 3500mm, gnameTp 23 CMm.
3) MaHenb ynpasneHUs.

4) TpaHcdopMaTop NOHVKaIOLWNIA.

5) Kabenb coegnHuTenbHbIN, ganHa 15 m.
6) PykoBOACTBO Monb3oBatess.

4. 4x5 m:

1) danbwinon (4HO), PErympyemMblii Mo BbICOTE;
- nnTKa, pasmep 30x50 cm, 134 wr.;

- KpenneHnd nanTku, 268 LWT.;

- pama, pasmep 4x5wm,1 LWT.,

- TpoCbl, gnnHa 20 m, 4 wT.;

- aHkepa, pa3mep 200x8 cm, 4 wT.;

- 6onTbl M 12x60, 300 LWT.;

- raikn M12, 300 .

2) 'vgpaBnuyeckas ycTaHOBKa;

- KOMMpeccop;

- LWaHT BbICOKOro gasneHud, anvHa 10 w;

- nopLueHb, anvHa 3500mm, gnameTp 23 CMm.
3) MaHenb ynpasneHus.

4) TpaHcdopMaTop MOHV>KaOLLWIA.

5) Kabenb coeguHuTeNbHbIN, ganHa 15 m.
6) PyKoBOACTBO Monb3oBaTens.

5. 4x6 w;

1) danbwinon (gHO), perynnpyemMblii rno BbICOTE;
- nnTKa, pasmep 30x50 cm, 160 wT.;

- KpenneHua nantku, 320 wr.;

- pama, pasmep 4x6m,1 wr.,

- Tpocbl, gnvHa 20 M, 4 Wrt.;

- aHKepa, pa3mep 200x8 cm, 4 wiT.;

- 6onTbl M 12x60, 360 LuT.;

- raikn M12, 360 L.

2) TwvppaBnuyeckas ycTaHOBKA;

- KOomnpeccop;

- LLJTAHT BbICOKOrO gaBneHud, anmHa 10 m;

- nopweHs, annHa 3500mm, guameTp 23 cMm.
3) [lMaHenb ynpaeneHUs.

4) TpaHchopMaTop MOHV>KaKOLUIA.

5) Kabenb coegmnHUTENbHbINA, ganHa 15 m.
6) PykoBOACTBO Monb3oBaTens.

6. 4AX7 w;

1) danbwnon (4HO), PEryinpyemMbiii No BbICOTE;
- nanTKa, pasmep 30x50 cm, 187 wWiT.;

- KpenjeHusa nantku, 374 wr.;

- pama, pasmep 4x7m,1 Lwr.,

- Tpocbl, gnvHa 20 m, 4 WT.;

- aHkepa, pa3mep 200x8 cm, 4 wT.;
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- raikn M12, 600 wi.

2) 'magpaBnuyeckas yCTaHOBKA,

- KOMIpeccop;

- LLUIaHT BbICOKOrO AaBneHus, annHa 10 m;

- nopLueHb, anmHa 3500mm, anameTp 23 CMm.
3) MaHenb ynpasneHUs.

4) TpaHcdopMaTop NOHVDKAKOLNIA.

5) Kabenb coegmnHUTENbHbIN, ganHa 15 m.
6) PykoBOACTBO MNO/Mb30BaTENS.

10. 5x2 m:

1) danbwinon (gHO), perynmpyemMblii No BbICOTE:
- nnTKa, pasmep 30x50 cm, 67 WT.;

- KpenineHna nanTku, 134 wr.;

- pama, pasmep 5x2m,1 wr.,

- TpoCbl, gnuHa 20 m, 4 WT.;

- aHKkepa, pa3mep 200x8 cm, 4 wWT.;

- 6onTbl M12x60, 150 wr.;

- raikm M12, 150 wi.

2) 'vgpaBnuyeckas ycTaHOBKa,

- KOMripeccop;

- LUIaHT BbICOKOro AasfeHus, gnvHa 10 m;
- nopLueHs, anvHa 3500mMm, gnameTp 23 CMm.
3) MaHenb ynpasneHus.

4) TpaHcdopMaTop MOHV>KAKOLLWIA.

5) Kabenb coegmnHUTENbHbIN, ganHa 15 m.
6) PyKoBOACTBO Monb3oBaTens.

11. 5x3 m:

1) danbwinon (4HO), peryampyemMsbiii No BbICOTE:
- nnTKa, pasmep 30x50 cm, 100 wrr.;

- KpenneHna nanTtku, 200 wr.;

- pama, pasmep 5x3m,1 wr.,

- Tpocbl, gnnHa 20 M, 4 Wrt.;

- aHKepa, pa3mep 200x8 cm, 4 wT.;

- 6onTbl M 12x60, 225 wT.;

- raikm M12, 225 uir.

2) I'nppaBnuyeckas ycTaHOBKA;

- KOMIipeccop;

- LUMAHT BbICOKOIo AasfieHns, anvHa o m;
- nopLueHs, anvHa 3500mm, gnameTp 23 cMm.
3) MaHenb ynpaBneHUs.

4) TpaHcdopMaTop MOHVKaKOLWNIA.

5) Kabenb coegunHUTENbHbIN, gimHa 15 m.
6) PyKoOBOACTBO Monb3oBaTtefis.

12. 5x5 m:

1) danbwinon (g4HO), perynmpyemMblii NO BbICOTE:
- nnTKa, pasmep 30x50 cm, 167 wr,;

- KpernneHnsa nanTku, 334 wr.;

- pama, pasmep 5x5wm,1 wir.,

- Tpocbl, gnvHa 20 m, 4 wrT.;

- aHkepa, pa3mep 200x8 cm, 4 wT.;

- 6onTbl M 12x60, 375 wWr.;

- rarkm M12, 375 L.
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2) 'napaBnuyeckasi yCTaHOBKa,;

- KOMIpeccop;

- LUIaHT BbICOKOro AasneHus, gavHa 10 wm;
- nopLueHb, anvHa 3500mm, gnameTp 23 cm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHV>KAKLNA.

5) Kabenb coegmnHuUTENbHbIN, ganHa 15 m.
6) PykoBOACTBO MNO/Mb30BaTENS.

13. 5x6 m:

1) danbwinon (gHO), perynnMpyemsblii Mo BbICOTE:
- NnTKa, pasmep 30x50 cm, 200 wrt.;

- KpenneHmsa nantku, 400 wr.;

- pama, pasmep 5x6m,1 wr.,

- Tpocbl, gnnHa 20 m, 4 WT.;

- aHkepa, pa3mep 200x8 cm, 4 WT.;

- 6onTbl M12x60, 450 wWr.;

- raikn M12, 450 uir.

2) ['vpgpaBnuyeckas ycTaHOBKa,

- KOMIpeccop;

- LUJIaHT BbICOKOro AasfieHuns, gavHa 10 wm;

- nopLueHsb, anvHa 3500mMmMm, gnameTp 23 cMm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHV>XaKLLWIA.

5) Kabenb coeguHuTeNbHbIN, ganHa 15 m.
6) PykKoBOACTBO Mosb3oBaTens.

14. 5X7 m:

1) danbwinon (gHO), perynnMpyemblii Mo BbICOTE:
- NnTKa, pasmep 30x50 cm, 234 wr.;

- KpenneHnsa nanTku, 468 wr.;

- pama, pasmep 5x7m,1 Lwt.,

- TpoCbl, AnnHa 20 m, 4 Wr.;

- aHkepa, pa3mep 200x8 cwm, 4 wT.;

- 6onTbl M 12x60, 525 wr.;

- raiikn M12, 525 .

2) ['wppaBnnyeckasa yCTaHOBKA;

- KOomnpeccop;

- LUIaHT BbICOKOrO gaBneHus, ainHa 10 m;
- nopLueHs, annHa 3500mm, anameTp 23 cMm.
3) MaHenb ynpaBneHUs.

4) TpaHchopMaTop NOHM>KAOLMIA.

5) Kabenb coegunHUTENbHbIN, ganHa 15 m.
6) PyKoBOACTBO NO/b30BaTeNs.

15. 5x8 m:

1) danbwinon (4HO), PerynnpyemMblii No BbICOTE:
- nanTka, pasmep 30x50 cm, 267 LWiT.;

- KpernneHnda nanTtku, 534 wr.;

- pama, pasmep 5x8wm,1 wr.,

- Tpocbl, agnvHa 20 m, 4 Wit

- aHKepa, pa3mep 200x8 cm, 4 LWT.;

- 6onTbl M 12x60, 600 LwrT.;
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- raikm M12, 600 LwuT.

2) 'mgpaBnuyeckasi yCTaHOBKa,

- KOMIpeccop;

- LUIaHT BbICOKOro AasfieHus, ganHa 10 wm;

- nopLueHs, anvHa 3500mm, gnameTp 23 cMm.
3) MaHenb ynpaBneHUs.

4) TpaHcgopMaTop MOHV>KAKOLLWIA.

5) Kabenb coegmMHUTENbHbINA, ganHa 15 m.
6) PyKoBOACTBO Monb3oBaTtess.

16. 5x9 m:

1) danbwinon (gHO), peryampyemMsbiii No BbICOTE:
- nnTKa, pasmep 30x50 cm, 300 wr.;

- KpenneHna nanTtku, 600 wr.;

- pama, pasmep 5x9m,1 wr.,

- TpoCbl, gnHa 20 M, 4 WT.;

- aHKkepa, pa3mep 200x8 cm, 4 wT.;

- 60nTbl M 12x60, 675 WrT.;

- raikn M 12, 675 wi.

2) T'wvppaBnuyeckas ycTaHOBKA;

- KOMIpeccop;

- LUMaHT BbICOKOro fasfeHus, gnvHa 10 m;
- nopLueHb, anvHa 3500mMmM, gnameTp 23 CMm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop NOHVDKaKOLNIA.

5) Kabenb coegnHUTeNbHbIN, ganHa 15 m.
6) PykoBOACTBO MONb30BaTENS.

17. 6x2 m:

1) danbwinon (4HO), PeryiMpyemblii Mo BbICOTE:
- nanTkKa, pasmep 30x50 cm, 80 wr.;

- KpenneHna nanTtkun, 160 wT.;

- pama, pasmep 6x2m,1 LWT.,

- Tpocbl, gnuHa 20 M, 4 WT.;

- aHkepa, pasmep 200x8 cm, 4 wT.;

- 6onTbl M 12x60, 180 wiT.;

- raiikn M12, 180 L.

2) [vppaBnnyeckasa yCcTaHOBKA;

- KOmmpeccop;

- LWMaHT BbICOKOro AasfeHus, anvHa 10 wm;
- nopLueHs, annHa 3500mm, gnameTp 23 CMm.
3) MaHenb ynpasneHUs.

4) TpaHcdopMaTop MOHVKaOLWNIA.

5) Kabenb coegnHUTENbHbINA, ganHa 15 m.
6) PykoBOACTBO MNo/b30BaTeNs.

18. 6x3 Mm:

1) danbwinon (4HO), PeryanpyemMsiii No BbICOTE:
- nTKa, pasmep 30x50 cm, 120 wiT.;

- KpereHns nantku, 240 wr.;

- pama, pa3mep 6x3m, 1 T.,

- Tpocbl, gnnHa 20 m, 4 Wt

- aHkepa, pasmep 200x8 cm, 4 LWT.;

- 6onTbl M 12x60, 270 LWT.;

EWAC Medical
Pepakuus: okta6ps 2014

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



- raikm M12, 270 wr.

2) I'mgpaBnuyeckas yCTaHOBKa;

- KOMripeccop;

- LUNaHr BbICOKOro gaeneHus, ganHa 10 m;
- nopLueHb, anmHa 3500mMm, gnameTp 23 CMm.
3) MMaHenb ynpaBneHus.

4) TpaHcdopMaTop NOHVKAKLNA.

5) Kabenb coeguHuTenbHbIN, gnnHa 15 m.
6) PykoBOACTBO MNOMb30BaTENS.

19. 6x6 m:

1) danbwinon (gHO), perynnpyemblii Mo BbICOTE:
- nnTKa, pasmep 30x50 cm, 240 wT.;

- KpenneHnda nantku, 480 wr.;

- pama, pasmep 6x6m,1 wir.,

- Tpocbl, gnuHa 20 M, 4 WT.;

- aHkepa, pa3mep 200x8 cm, 4 WT.;

- 60nTbl M 12x60, 540 LT

- raikn M12, 540 .

2) ['wvppaBnnyeckas yCTaHOBKA;

- KOMMpeccop;

- LUNaHr BbICOKOro gaBneHus, anmda 10 m;
- nopLueHsb, anvHa 3500mMmM, anameTp 23 CMm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop NOHV>KaKOLLWIA.

5) Kabenb coegunHuUTENbHbIN, ganHa 15 m.
6) PykoBOACTBO MOMb30BaTENS.

20. 6X7 m:

1) danbwinon (4HO), PperyavpyemMsbiii No BbICOTE:
- nnTKa, pasmep 30x50 cm, 280 wr.;

- KpenneHna nanTkn, 560 wr.;

- pama, pasmep 6x7m,1 wrT.,

- Tpocsbl, anvHa 20 m, 4 wt.;

- aHKepa, pa3mep 200x8 cm, 4 wT.;

- 6onTbl M 12x60, 630 LWT.;

- ravikm M 12, 630 L.

2) T'wvppaBnuyeckas ycTaHOBKa;

- KOmMnpeccop;

- LWNaHT BbICOKOro gaBneHud, anvHa 10 wm;
- nopLueHs, anvHa 3500mMM, anameTp 23 cMm.
3) MaHenb ynpasneHus.

4) TpaHcdopMaTop MOHV>KaKOLNA.

5) Kabenb coegnHuTenbHbIN, ganHa 15 m.
6) PykoBOACTBO MONb30BaTeNS.

21. 6x8 m:

1) danbwnon (4HO), perynmpyemblii Mo BbICOTE:
- nanTkKa, pasmep 30x50 cm, 320 wiT.;

- KpernneHnsa nantku, 640 wr.;

- pama, pasmep 6x8wm,1 .,

- TpoCbl, gnnHa 20 m, 4 wWr.;

- aHkepa, pasmep 200x8 cwm, 4 LwiT.;
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- 60nTbl M 12x60, 720 wr.;

- ravikm M 12, 720 wir.

2) 'vapasnuyeckasa yCcTaHOBKA;

- Komnpeccop;

- LUNaHr BbICOKOro gaseneHuvs, gnaiHa 10 wm;

- nopLueHb, anvHa 3500mMm, anameTp 23 cMm.
3) lMaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHV>KaKLLWIA.

5) Kabenb coegmnHUTENbHbIN, ganHa 15 m.
6) PykoBOACTBO Mosb3oBaTens.

22.7X2 m:

1) danbwinon (gHO), peryanpyemMsbiii Mo BbICOTE:
- NAnTKa, pasmep 30x50 cm, 94 T,

- KperneHmsa nanTtku, 188 wr.;

- pama, pasmep 7x2m,1 LwT.,

- TpoCbl, gnnHa 20 m, 4 WT.;

- aHkepa, pa3mep 200x8 cm, 4 LwT.;

- 6onTbl M 12x60, 210 wT.;

- raikun M12, 210 wi.

2) ['vgpaBnuyeckas yCTaHOBKA;

- KOmnpeccop;

- LWMaHT BbICOKOro AasfeHus, gnnHa 10 m;
- nopLueHsb, anvHa 3500mMmM, anameTp 23 CMm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHV>KaoLWIA.

5) Kabenb coeguHuUTeNbHbIN, gavHa 15 m.
6) PykoBOACTBO Nonb30BaTeNs.

23. 7x3 m:

1) danbwinon (gHO), peryanpyemMbii No BbICOTE:
- nanTKa, pasmep 30x50 cm, 140 wr.;

- KpernneHnda nanTtku, 280 LWT.;

- pama, pasmep 7x3m,1 wr.,

- TpoCbl, gnnHa 20 m, 4 WT.;

- aHKkepa, pa3smep 200x8 cm, 4 wT.;

- 6onTel M 12x60, 315 wr.;

- raiku M12, 315 ur.

2) ['vpgpaBnuyeckas yCcTaHOBKA;

- KOMMpeccop;

- LUNaHr BbICOKOro gasneHus, gnnHa 10 wm;
- nopLueHs, anvHa 3500mMmM, anameTp 23 em.
3) MMaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHVDKAKOLWNA.

5) Kabenb coegmnHUTENbHbINA, gavHa 15 m.
6) PykoBOACTBO Nosb3oBaTens.

24.8x2 m:

1) danbwnon (gHO), peryanpyemsbiii Mo BbICOTE:
- nivTKa, pasmep 30x50 cm, 107 wr,;

- KPervieHns nanTku, 214 wr.;

- pama, pasmep 8x2wm,1 .,

- Tpocbl, agnvHa 20 m, 4 wiT.;

- aHkepa, pa3mep 200x8 cm, 4 wWrT.;

EWAC Medical
Pepakums: oktsi6pb 2014
& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



- 60nTbl M12x60, 240 wrT.;

- ranky M12, 240 .

2) 'vapaBnuyeckasa yCTaHOBKA;

- KOMMpeccop;

- LUNaHr BbICOKOro gasneHus, gnnHa 10 wm;
- nopLueHs, anvHa 3500mMM, anameTp 23 cMm.
3) MaHenb ynpaeneHus.

4) TpaHchopMaTop MOHVKAKOLLNIA.

5) Kabenb coegmnHUTENbHbINA, ganHa 15 m.
6) PyKoBOACTBO Mosib3oBaTens.

25. 8x3 m:

1) danbwinon (4HO), PeryiMpyemblii Mo BbICOTE:
- nnTKa, pasmep 30x50 cm, 160 wrT.;

- KpenneHna nanTtku, 320 wr.;

- pama, pasmep 8x3wm,1 LT.,

- Tpocbl, anvHa 20 m, 4 wT.;

- aHkepa, pa3mep 200x8 cm, 4 WT.;

- 6onTbl M 12x60, 360 wT.;

- raiku M 12, 360 wiT.

2) ['vppaBnuyeckas ycTaHOBKA;

- KOMIpeccop;

- LWNaHr BbICOKOro AasneHus, gnnHa 10 wm;

- nopLueHb, anrHa 3500mm, gnameTp 23 cm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHV>KaoLWNA.

5) Kabenb coegmnHuUTENbHbINA, gavHa 15 m.
6) PykoBOACTBO Mosnb3oBaTens.

26. 9x2 m:

1) danbwinon (gHO), peErynnMpyemsblii Mo BbICOTE:
- nanTKa, pasmep 30x50 cm, 120 wr.;

- KpenneHna nanTtku, 240 wr.;

- pama, pasmep 9x2m,1 wr.,

- TpoCbl, AnnHa 20 M, 4 Wrt.;

- aHkepa, pa3mep 200x8 cm, 4 LWT.;

- 6onTbl M 12x60, 270 wr.;

- raiku M 12, 270 L.

2) ['wppaBnnyeckasa yCcTaHOBKA;

- KOMMpeccop;

- LUJIaHT BbICOKOro AasneHus, gavHa 10 wm;
- nopLueHs, anvHa 3500mMmM, anameTp 23 cMm.
3) MaHenb ynpaBneHus.

4) TpaHcdopMaTop MOHVKAKOLNA.

5) Kabenb coegmnHUTENbHbINA, ganHa 15 m.
6) PykoBOACTBO MNO/Mb30BaTENS.

27. 9x3 m:

1) danbwinon (gHO), peryampyemsbiv no BbICOTE:
- nnTKa, pasmep 30x50 cm, 180 wiT.;

- KpernneHunsa nantkun, 360 wT.;

- pama, pasmep 9x3m,1 wir.,

- Tpocbl, gnuHa 20 m, 4 Wit
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aHkepa, pa3mep 200x8 cm, 4 wWrT.;
*60n1Tbl M 12x60, 405 wr.;
-raiikm M 12, 405 wir.
2) 'mgpaBnuyeckasi yCTaHOBKa,
- KOMIpeccop;
- LLJTAHT BbICOKOro AasfieHus, gavnHa 10 m;
- nopLueHb, anvHa 3500mMmM, anameTp 23 cm.
3) lMaHenb ynpaBneHus.
4) TpaHcgopMaTop MOHV>KaKLLNIA.
5) Kabenb coegnHuTenbHbliA, gnnHa 15 m.
6) PyKoBOACTBO Monb3oBaTtens.
Il. TprHagne>xHocTu:
1 bpycba nerkocbemMHble, AnvHa 4 m, 2 LWT.
2. CreHKa LuBeACcKas nerkocbemHas, pasmep 200x120 cwm, 2-5 wi.
3. [Jocka 6anaHcupHas, pasmep 50x50 cm, 2-5 .
4. CroiiKa «konbua», pasmep 40x60x140-160 cm 2-5 .
5. Croiika «<npenaTtcteue», 60x30x30, 2-5 wm.
6. JlectHuua, 55x75x140 cm 1 wiT.
7. NHpukaTop rny6éuHbl, pasmep 25x10x10 cm, 1T,

Puc. 1 (Maket) ®anblinon (4HO), perynmpyemMblii no Bbicote; 1- NAnUTKa,2- pama, 3 - TPOC, 4 - WnaHr

BbICOKOrO aB/eHus, 5 - NopLUeHsb.
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Puc. 2 Komnpeccop
Perynupyemblin non (Puc.1l) perynupyetcs no BbicOTe (4/MHa Lara He (MKCMpOBaHa) MeXay 3apaHee

334aHHLIMY MaKCUMyMOM U MUHUMYMOM [1y6uHbl. [y6rHa ot Ocm go 170 cm.

MOBEPXHOCTb  PEryNMPYeMOro Mofa BbIMO/HEHA W3 MMTKM U3 MONUIMUPHOA  CUHTETUYECKOI
MiacTMacchl C HECKOMb3slleli NMOBEPXHOCTbIO M BCTAB/ieHa B pamy W3 HepXkaBetollel ctann. ManTku
MOXXHO y[ansTb Mo OTAENbHOCTY A1 OCMOTPA Mofa WM ANs YACTKM yacTy 6GacceilHa, Haxogsuleics
1oz, Nosiom.

Tpocbl 13 HepXKaBetoLLEeli CTanu OT YeTbIpex aHKEPOB, BAENaHHbIX B CTEHbl GacceiiHa, yAepXX1BatoT Mo/ B
NoABeLeHHOM COCTOsiHUM. ToAbeM U OMnyckaHuWe Mnosa MPOU3BOAMUTCA MPY MOMOLLUM TMAPaBINYECKON
YCTaHOBKM, KOTOpasi paboTaeT nof AaBneHWeM BOAbl M YCTaHAB/IMBAETCA MOA, PerynmpyeMbiM MosioMm,
NPOV3BOAUTCA MOMHOCTLIO 3 HEPXKABEHOLLEN CTanw.

[aHHas ruapaBnMyeckas ycTaHOBKA COCTOMT M3 LMIMHAPUYECKOTO  YCTPOICTBA C  MOPLUHEM,
YCTAHOB/IEHHOTO Ha HanpaBnsOWEel LiTaHre, KaHaTHbIM 6GapabaHOM, OrpaHWMuYMTENSAMMW MepPeMeLLeHNs
MOPLLHSA, a TakkKe M3 OXPaHHOTO KpaHa, YCTaHOB/IEHHOTO HEMOCPeACTBEHHO Ha UMAMHAP. Ecnm winaHr
BbICOKOrO AaBneHus OyAeT CnyyailHO MOBPEXAEeH, 3TOT KpaH NpeAoTBpallaeT crydyaiiHble CMeLIeHWs
MOPLLHS.

MmapaBnnyeckast ycTaHOBKa COEAMHSETCS € TPYOONpOBOAOM KOMMNpeccopa BHYTPW bGacceiiHa npy MOMOLLM
LL/1aHra BbICOKOTO AaBfiEHNS, YCTOMUMBOTO K BO3AECTBUIO XMMMKATOB (NOAXOAUT AN paboyero AasneHus
B 16 6ap v AaBneHus paspbiea B 40 6ap, ¢ pe3bb0BOii MyqTON).
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/Mnpeccop  pacrnonoXxeH BHe 6acceilHa (Puc.2), B TEXHWYECKOM MNOMeLLeHUK, noaaeT Tpebyemoe
;09HOe  [JaBfieHMe Ha  TMApaBIMYECKYyld  YCTaHOBKY. HamopHble  rMaponvHMM  KoMnpeccopa
O[ICOEAVHAIOTCS BHELLHE BHE GacceliHa K BOAOMPOBOAHOM CUCTEME, YCTAHOBMEHHOWM crieunanbHo Ans
TUX Lienei.

MaHenb ynpaBneHus ¢ [ABYMS 3alUMLIEHHbIMKM OT OpbI3r Nepek/uatensMn Aas  YnpasneHus
perynnpyeMbIM MoJioM yCTaHaBMBAETCS NGO Ha CTeHe, NMGO B 30He GacceliHa.

| Ytobbl He yxyAlwaTb KayecTBO BOAbl B GacceilHe, yCTaHOBKW PErynvMpyemoro nosna He A0/MKHbI MellaTb
LMPKyN[aunm Bogpl B 6acceiHe.

[u3aiiH 1 KOHCTPYKLIMS PerynnpyeMoro rnosa no3BonsoT MakCMaibHO M36eXaTbh co3aHns NpensTcTBuil
NS UMPKYNSUMA. YTbl NAWTKA M3 NONUIMUPHONM CUHTETUYECKOI NNacTMacChl MMEKT GOPO3AKM, TaK uTo
Mpn c60PKe aBTOMATUYECKU MONYYaeTes LWeMb 415 LMPKYNSUUM pa3mMepoM B 6 MM, UTO BMECTE C OTKPbITOM
KOHCTPYKLMEl noaaepXuBatoLLeit pambl NpeaoTBpallaeT BO3HUKHOBEHME 3aCTOEB BO/bl B MecTax nof
nonom. Pasvep nautky coctaBnsieT 30 x 50 ¢M, NAMTKA BbINOMHEHbI M3 MOMMIPUPHON CUHTETUYECKON
MiacTMacchl ropsiuero npeccoBaHus. OHW CBETNO-TONY60ro LBeTa U UMEHT LepLLIaByt0 NMOBEPXHOCTb. 3TV
MIUTKN KPensaTcs K MOAAEePXKMBAlOLLIE pame Mpu MOMOLUM YAEPXKUBAIOLWIMX KPEMNEHWIA 32KMMOB 13
HEPXKaBEHOLLE CTanM.

5. dKcnnyaTauus, MeTOAMKA MPUMEHEHUSN
YnpasneHue peryimpyemMbiM NosioM OCYLLECTB/ISETCS NPX NOMOLLY NaHeNM ynpasneHus, MOHTUPYEMOTO
Ha CTeHe B HEMocpPeACTBEHHO 6/M30CTX OT peryimpyemMoro nona. MaHenb ynpasneHus peryinpyembim
MosioM Pa6oTaeT Npu HU3KOM HanpsixeHun (12 B), 1 1x 6e30MacHO UCMO/b30BaTh B MOMELLIEHMSX C
MOBLILLEHHOI BMAXKHOCTbIO. MaHesNb YNpaBneHns caMa o ce6e 3alluilieHa oT BOAHbIX 6pbIar (1P 54).

MepcoHan, paboTalroLmii C rNosioMm, npuv paéoTe C rnosioM A0/IHKEH MOCTOSAHHO C/eAnTb
3a NPoUCXoAALLIMM B 30He BacceiiHa.

BHMUMAHWE: cTporo 3anpeLwjaeTcs HbIpATb B 6acceiriH ¢ peryapyemMbiM nosiom!

HblpsiTb OYeHb OMAacHO, TaK Kak HEBO3MOXHO TOYHO OLEHUTb [NyouHy 6acceiiHa. [Mpou3BoaunTeNb
HacTOATENIbHO PEKOMEHAYET YyKasblBaTb 3TO B MOMELLEHUAX A1 TMAPOTEPANUN, A€ YCTaHOB/EHbI
6acceiHbl ¢ perysimpyembim MosioMm.

EWAC Medical Takke pekomeHAyeT NoAgHMMATb Peryavpyemblii nos nocne UCnosib30BaHUsi Ha YPOBEHb
YyTb BbilUe YPOBHSI BOAbl. ITO MO3BOJISET NPELOTBPATUTL MOMbITKM BXOAA B GacCeiH B HeXenaTeslbHbIX
CUTyaumsix, korga 6acceliH Haxogutcs 6e3 npucmoTpa.
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/leToguka NpUMeHeHNs;

NlepBasi 13 (DyHKLMIA PEerynmpyeMoro [Ha - BO3MOXHOCTb BbICTaB/IEHUsI HyNieBoli rny6uHbl GacceliHa ans
3aKaTblBaHNS1 MasloNoOABUXHBIX MaLMEHTOB NPsMO Ha Katanke (Kpecne) B 6acceiiH 6e3 [0MOMHUTENbHbIX
nepeknajiok. Katasnka v Kpec/io noctaB/isieTcst OTAe/NbHO.

e [ny6uHa 40 - 60 cM 3a4atoT 418 YNPaxXHEHWIA NS AOLWKOMbHMKOB. Takol ypoBeHb BOAbl MO3BOMNT
[eTaM YyBCTBOBaTh Ce65 yBEepeHHO, CBOOGOAHO M 6e30MnacHo.

e T[ny6uHa 60 - 90 cm ycTaHaB/MBaEeTCA 419 peabunurauny geteii Mnagweid 1 cpegHelt BO3pacTHOM
rpynnbl (B 3aBUCUMOCTM OT BO3pacTa) nog, KOHTPOSIEM NUHCTPYKTOpa.

e [ny6uHa 100 - 130 cM Oo4YeHb nonynspHa 419 COBMECTHON peabunurauumn poavtenein n geteid. Mpu
3TOM [eTV MMEKT BO3MOXHOCTb AocTaTb A0 [AHa bacceliHa, AnA poauTenein Takas rnybuHa
MO3BONSET Pa3rpy3nTb GO/bLLYI YacTb COOCTBEHHOro Beca. TUN YNpaXHEeHWl - nnaBaHUe, Urpbl,
xoapba C UCNOMb30BaHMEM MOABOAHBIX NPEMSTCTBUIA, Urpa «KOMbLO», UrPbl C MAYOM.

e [nybuHa 140-150 cM noAxoAmuT ANs BbINOMHEHWUS Pas3/iMyHbIX BOAHBIX YNpPadKHEHWIA. Yalle BCero
NPUMEHSETCA A4/19 MHCY/bTHLIX, OpTONeanyeckmx 60/bHbIX. TUN YpaxKHEHWIA: Xoabp6a, pa3paboTka
HVDKHUX KOHEYHOCTE C MCno/b30BaHNMEM MOABOAHOIO Kpecna, NoABOAHbIX NPENATCTBUNA.

e MakcmarbHOE MOrpyXXeHue (anblinona 6acceiiHa NPUMEHsieTcss ANs NfaBaHWs B GacceiiHe,
aKBaaspobuKu. CneumanbHble METOAMKA He NPUMEHSIOTCS.

MaupeHTbl BbINOMHAKT B BOAe cneumpuyeckre (o1s CBOero 3aboneBaHus) ynpaxHeHuUs - xoapba, 6er,
noAbeMbl WM OTBEAEHUSA HOT, NpUceaaHus.

6. MoKa3aHWss U NPOTUBOMNOKa3aHUS

6.1. [Moka3aHus

1 TpaBMbl (NEPENOMbI, NOBPEXAEHNS CBA30K M MbILLLL) 1 WX NOCNeACTBMS.

1 3ab60neBaHUs ONOPHO-ABUraTe/IbHOTO annapara

1 HeBpo/ornyeckme 3a6o/eBaHns, NOCNEACTBUS VHCY/MbTOB 1 YepernHo-MO3roBbIX TPaBM, CBSiI3aHHblE C
HapyLeHeM CTepPeoTUNa ABNXEHUS.

1 COCyauCTble HapylleHusi (BKMOYas 3HAAPTEPUMT), Takue COCTOSIHUS, KaK BEereTo-cocyamcTast AMCTOHMS,
MUIPEHMN.

e 3MOLMOHA/bHbIE HApYLLEHWS:: HEeBPO3bl, CUHAPOM XPOHWYECKOW YCTasiocTW, [AenpecCcUBHble 1
TPEBOXXHbIE COCTOSHYS.

1 B MeAMaTpuyeckoil NpakTuKe peadbunuTaLyoHHbIE 3aHATUS B GacceitHe NonesHbl Npu HEBPOOTMYECKMX
HapYLLEHVsIX, 3a[lepXKKe pa3BuUTUs, ckonmo3sax, AN, amoumoHanbHol BO36YAMMOCTY 1 AaXkKe ayTU3Me.

6.2. MNpoTrBONOKa3aHms
e OcTpblli Nepuopg, 3a60/1eBaHNI
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e [lpocTyaHble 3a601eBaHUs

e Ko)Hble 3a60/1eBaHus.

7. TeXHN4YecKne xapakTepuctmkm

HanmeHoBaHve 3HaueHme Aonyck

1 YCTPOMCTBO ONOPHOE C PerynMpoBKOIA YPOBHS BOAbI A4/t peabunutaumn B bacceliHe
MakcumanbHO 40nyCTUMBIIA 200 kr -
BeC naupueHTa

[aGapuTHble pasmepsbl MUWH. 8 M* 1 Makc. 48 M 5%

(3aBUCKT OT TMMA
ob6opyaoBaHus)

Pasmep nauTku 30x50 cm 5%
[nnHa kabens 15m 5%
COeAVHUTENBbHOTO

Pa3mepbl pambl nona 4 x 2 M; 4x3 M; 4x4 M; 4X5 M; 5%

4x6 M; 4X7 Mm; 4x8 Mm; 4x9 m;
4x10 m; 5x2 M; 5x3M; 5x5 M; 5x6
M; 5X7 M; 5x8 M; 5X9 M; 6X2 M;
6x3 M; 6X6 M; 6X7 M; 6X8 M; 7x2
M; 7x3 M; 8X2 M; 8x3 M; 92 M;
9x3 M

[nvHa Tpocos 20m 5%
Pa3mep aHkepoB 200x8 cm 5%
BonThl M12x60 5%
Faitku M12 5%
Macca nauTku 2Kr 5%
O6uas macca M hanbLunona 60 Kr +5%
(pama 1 nnTKa)

Macca TpaHcopmaropa 17 xr 5%
cbope

Macca KOMMpeccopHoOM 34 «r. 5%
YCTaHOBKM B cbope

lNopLueHb, pa3mepbl [nuHa 350 cm, gnameTp 23 cm +5%
MMapaenuyeckasn cpega nuTbeBas Boda -
Bopgonposop, xonoaHas soga 15 Mwm -
LLInaHr BbICOKOro fAaeneHus Onametp 19mm, gnnHa 10m 5%
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3HayeHve [Honyck

HanmeHoBaHne
;e[IMHEHNE C KaHanm3aLuei PVC 20 MM (OTKpbITOE 5%
coeguHeHune)
Cnps»xeHue B 3NeKTPoCceTH 3x 230/400 B50 'y -
AMoTpebneHne 3Heprnm Makc. 2,2 KBA +10%
CKOopOCTb NepemelLLeHus: 0K0/10 700 MM/MUH. +10%
Makc, perynnposaHue o 170 cm 5%
BbICOTE.
[aBneHuve pa3pbiBa 40 6ap 5%
COELIMHUTENBHOW C
BOZIOMPOBOAOM TPYObI
MakcrmasibHoe faBneHue 16 6ap £5%
KOHTpONbHOE HanpskeHue 12B -
bpycba nerkocLemHble [OnnHa 4m 5%
CTeHKa LuBe/cKas 200x120 cm 5%
NerkocLemMHas
Jlocka GanaHcypHast 50x50 cM 5%
CTolKa «KOfbLia» 40x60x140-160 cm 5%
CTOliKa «MpensiTcTBIe» 60x30x30 cMm 5%
NectHunua 55x75x140 cMm +5%
NHAankaTop rny6uHsl 25x10x10 cm 5%
NHpavkaTop nonyyaet nutaHue
0T TpaHcpopmaropa
NOHMXaloLero +5 B,
noTpebneHne aNeKTpo3Heprm
250 mA
Konmuectso nepekniaayH (Lu.) 2 -
MameTtp GpyceLeB Y Apyrix 50 mm 5%
il P Opy £py!
KOMIMOHEHTOB
[NPOYHOCTL TPOCOB Ha pPa3pbIiB 2450 kr 5%
MakcumaribHas Bbiaepkmeaemas 150 kr 5%
Harpy3ka CTOIMKOM
MakcumasibHas Bbiaepx1BaeMas 150 kr 5%

Harpyska KobLiamu
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3HaueHue Jonyck

HanmeHoBaHve
(axcuMarbHast BbiaepkmBaemas 150 kr 5%
3rpy3Ka LUBEACKOI CTEHKOM
MakcymarisHas BblAepK1BaeMas 150 kr 5%
Harpyska nepekiaavHamn
1MoTpebnsemas MOLLHOCTb 2,5 KBr -
rMAPOCHCTEMbI
¢, AnanasoH 13MepeHns ryorHbl ot 010 170 cm. +5%
"(MHOWKaTOop Ny6UHBI)
[VICKPETHOCTb OTOBPaYKEHUS 0,01 m. -
(MHAVIKaTop ryOMHbI)
LiBeT oTOGpaXkeHns (MHOMKATOP KpacHbIiA. -
ryOVHbI)
Pasmvep naHenm ynpasneHus 3x16x26 cm +5%
[NaHenb ynpasneHua nosyyaeT oB
nUTaHKe OT TpaHcopmMaropa
MOHWKAIOLLIEro

Knacc 6e3onacHOCTW: TMN B, Knacc yacTeil B KOHTakTe ¢ nauyneHToMm | no knaccutmkaumm IEC EN 60601-1.

8. Martepuansi:

KomMnoHeHT MaTepunan

danbLunon MMtka -  Y4aponpouHblii  aHTUCTATUYHLIN
MoSIN3CTEP, apPMUPOBAHHbIA CTEKOBOSIOKHOM
Yapiser. Kpacutenb Penn Color International B.V.
KpenneHus - HepxasetoLw,as ctasib AlIS1 316 L
(Homep matepuana 1.4401)
Cnnas: C: 0,03%,Cr: 16-18%,Ni: 10-14%,Si: go
1%,Mn: o 2%,P: po 0,045%,5: go 0,03%,Mo:
2-3%

bpycbsi NerkocbeMHble. Hepxasetowas ctasb AlSI 316 L (Homep
matepuana 1.4401)
Cnnas: C: 0,03%,Cr: 16-18%,Ni: 10-14%,Si: no
1%,Mn: go 2%,P: po 0,045%,%: no 0,03%,Mo:

2-3%
NaHenb ynpasneHus. MonmBrHWUNXNopUA, Mapkn SG3
CTeHkKa LUBeACKasa TerkocbeMHas. Hepxasetowas ctanb AlSI 316 L (Homep

marepuana 1.4401)

Cnnas:C: 0,03%,Cr: 16-18%,Ni: 10-14%,Si: oo
1%,Mn: go 2%,P: no 0,045%,$: no 0,03%,Mo:
2-3%

Jlocka 6anaHcupHas. Y0aponpoYHblii aHTUCTATUYHBIA NONNSCTEP,
apMUPOBaHHbIN CTEK/TOBOIOKHOM Yapiser,
Hepxxasetowas ctanb Al$l 316 L (Homep
martepuana 1.4401)

Cnnas: C: 0,03%,Cr: 16-18%,Ni: 10-14%,$!: go
1%,Mn: o 2%,P: oo 0,045%,$: no 0,03%,Mo:
2-3%

EWAC Medical
Penakums: okta6pb 2014

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



T a «KO/bLa».

yCToiKa «NPensTCcTBME.

JlecTHMUa.

Pama nona

Tpocsbl

AHkepa

Bontbl M12x60

Faikn M12

MopLueHb

(HanpaBnALAa LWTaHra, KaHaTHbIA GapabaH,
orpaHuunTeNIn  nepemeLLeHns,  OXPaHHbIiA
KpaH)

LLInaHr BbiCOKOro AasneHus, AnnHa 10 m

9. XpaHeHue / MNepeBo3Ka

YCTPOIACTBO OMOPHOE C PEry/IMPOBKOI YPOBHA BOAbl AN peabunutaLyn B GacceliHe TPaHCMOPTMPYHOTCS BCEMM
BMAAMV TPAHCMOPTA B KPbITbIX TPAHCTOPTHBIX CPE/CTBAX B COOTBETCTBUM C TPEGOBAHUSIMIA 11 NMPaBIaMI MEPEBO3KY
rPy30B, JECTBYIOLLMX HA TPAHCTOPTE KXKA0ro BIAA.

Perynmpyembli1 1o/ TPaHCTOPTUPOBaHUM YCTOMUMB K BO3LAEVCTBMIO KIIMMATUYECKUX (JAKTOPOB MpW TEMMePaTypHOM
pexume ot -20 go +40°Mpu OTHOCUTENIBHOW BaXHOCTU Bo3ayxa A0 90% 6e3 MexaHWYeCKMX BO3LEMCTBUA Mpu
BMOpALWIOHHbIX Harpyskax B guanasoHe vactot ot 10 go 55 Iy, amnmntyge nepemelleHnst 0,35 MM 1 yaapHbIX
Harpy3kax C MMKoBbIM ycKopeHueM 10g npu A/mMTeNibHOCTU AEeWCTBUA YAAPHOTO YCKopeHus 16 mMc. JonyCTMbli

HaK/oH - ao 10°.

Perynmpyemblii Mon Mpu XpaHeHUM YCTOMYMB K BO3AEVCTBUIO KMMMATMYECKUX (JAKTOPOB MpU TeMMeparypHOM

Hepxasetowasa ctans Al5L 316 1 (Homep
mMarepuana 1.4401)

Cnnas: C: 0,03%,Cr: 16-18%,M1: 10-14%,51: oo
1%,Mn: go 2%,P: go 0,045%,5: go 0,03%,Mo:
2-3%

Hep>xasetowas ctanb AlsL 316 1 (Homep
matepviana 1.4401)

Cnnas: C: 0,03%,Cr: 16-18%,H1: 10-14%,51: oo
1%,Mn: go 2%,P: po 0,045%,5: oo 0,03%,Mo:
2-3%

Hep>kasetowas cranb AlSL 316 1 (Homep
marepuana 1.4401)

Cnnas: C: 0,03%,Cr: 16-18%,H1: 10-14%,51: no
1%,Mn: po 2%,P: po 0,045%,5: oo 0,03%,Mo:
2-3%

Hep>kasetowas cranb AlSL 316 1 (Homep
marepuana 1.4401)

Cnnas: C: 0,03%,Cr: 16-18%,N1:10-14%,51: oo
1%,Mn: po 2%,P: po 0,045%,5: no 0,03%,Mo:
2-3%

BytagueH-ctmponbHbI Kayuyk (CBC, 5B5)

6lobalprene 3411

pexume ot -20 A0 +40° npu OTHOCUTENLHOM BNaXKHOCTM Bo3ayxa Ao 90%.
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10. ycnosua akcnnyartayuunm

10.1. O6wune TpeboBaHuUA

Ta perynMpyemMoro nfofa BbIMNOSHEHA W3 Hepykasewolwein ctanm kadectBa Al51 316 | (Homep
arepvana 1.4401). HepxaBetowlas CcTasib MOXET NOABEPraTbCs KOPPO3UN B OMpeesieHHbIX YCIOBUSAX.
IHA3Y NPVBOAUTCA CMMUCOK BO3MOXXHbIX MPUYUH KOPPO3UK:
a Yactnukm xenesa B BOAe MOrYT Bbl3blBaTb ra/ibBaHUYECKYI0 KOPPO3UIO HepyKaBetoLLeln cTasu.
6 Kucnota w/vnu conv B CIIMLLKOM BbICOKOM KOHLEHTPaLMM MOTYT pasbefatb HEPXKABEIOLLYO CTaslb.
B. ECv BOOA CAMLLIKOM XXecTKas Win CMLLKOM MsrKas, Ha HepykaBetoLlel CTanm MOoryT o6pas3oBbiBaThbCs
OT/IOXKEHWS.

* 10.2. Tpe6oBaHus K BoAe 6acceliHa

Bo n3bexkaHve kopposun komnaHua EVVAC paspaboTtana cnegytowme pekoMeHaauum rno
KayecTBy BOfApbl B 6acceliHe:
YKecTKoCTb BOfbl AO/MKHA OblTb HIDKE 8 HEMELKMX CTEMNeHe EeCTKOCTW, YTO 3KBUBA/IEHTHO 6,4
aHIIMCKUM CTENEHAM WK cTeneHsm Knapka.
CopepxaHue KUCNoTbl B BOAE AO/MKHO ObITb Mexay pH = 7,2 npH = 7,6.
CopepxxaHme cBoOOAHOrO xs0pa A0MKHO 6biTb Mexay 0,4 n 1 mr/n.
CopepxaHue xnopuaoB (coneit) He AOMKHO npesBocxoguts 100 mr/n.
®unbTp B 5 MMKPOH A0MKEH ObITb YCTAHOBMEH B BOAONPOBOAHON Tpybe GacceliHa. 310
npefoTepaLlaeT NPOHUKHOBEHNE YacTMYeK Xenesa B 6acceli, rae OHM MOryT Bbi3BaTb
ra/lbBaHNMYECKYI0 KOPPO3U0. ITMM TakxKe 00bACHAETCA TO TpeboBaHKe, YTO BOAONPoBoAHasA Tpyba
[0/KHa ObITb cenlaHa M3 LBETHbIX METa/I/0B.
6. [pon3BoAnTENBHOCTL HAcoca CUCTEMbI (DUbTpaLMKn AO/MKHA ObiTb 60/bLIE, YeM YeTBepTb 0ObemMa
pesepsyapa 6acceiiHa B vac.

=

gbkown

Kak y>xe roBopuniocb: yb6eamTecb, 4To B pe3epByape 6acceiiHa HeT MeTa/llIMNYecKNX YacTUYeKk,
OT/INYHbIX OT HepXKaBetoLen ctann KadyectBa Al51 316, Tak Kak OHM MOrYT BbI3BaTb
raJibBaHMYECKY0 KOPPO3WUIO.

10.3. TpeboBaHNAa K BOAe B KOMNpeccope

YKecTKoCTb BOAbl AO/MKHA ObITb HKE 8 HEMELKMX CTENEHEN YKECTKOCTU, YTO IKBUBANIEHTHO 6,4
aHrNACKMM CTENeHsIM WK cTeneHsam Knapka.

Cofiep>xaHne KMCMOoTbl B BOAE AO/MKHO ObiTb Mexay pH = 7,2 npH = 7,6.

®unbTp B 5 MUKPOH A0/MKEH ObITh YCTAHOB/MEH B BOAOMNPOBOAHON TPybe HacceiHa. 310
npeaoTepallaeT NPOHNKHOBEHNE YaCTUYEK XXeie3a B rMApaB/IMYeckKnii LUANHAP, rAe OHU MOryT
BbI3BaTb rajlbBaHNYECKy0 KOPPO3no. 3TMM Takke 00bACHAeTca To TpeboBaHMe, YTO BOAOMPOBOAHAA
Tpy6a Ao/mkHa ObITb CAenaHa M3 LBETHbIX METa//IOB.

CopepxxaHve xnopuaos (coneit) He AOMKHO npesocxoguts 100 mr/n.

10.4. Tpe6boBaHMA K yCNOBUAM cpepbl

O6nacTb ruapoTepanin LO/MKHA BEHTUANPOBATLCS, U TaM AO/MKEH paboTaTb KOHAMLMOHEP.
TemMnepatypa B NnomMeLleHun He AomkHa npesbiwars 30° C. BnaXHoCTb He fo/mkHa npesbiwars 70
%.
TexHn4eckas 30Ha [0/HKHA BEHTU/IMPOBATLCA CO CKOPOCTbIO YeTbIPEXKpaTHOro o6bemMa NoMeLleHns B
yac, TaK Kak TaMm XpaHATCA XUMMUKaTbl, TaKhe, Kak X/Iop 1 KICMOTbI.

10.5. Tekywmnim yxoa co CTOPOHbI NONb30BaTeNA

MpumvevaHre: [0 Hauana YUCTKM WM TEXOCMOTPA PEryiupyembliA non cnegyeT NOAHATb Ha
MaKCUMa/lbHbIA  ypoBeHb. OTK/IKUMTE MaHeNb YNpaBNeHWs MOBOPOTOM K/ua B
MOMOXEHNE «BbIK/TKOUYEH» N U3BMIEKUTE K/HOY, YTOObI NPEAOoTBPaTUTL HenpeaBUAEHHOE
BMeELLATEeNIbCTBO CO CTOPOHbI MPOYUX /INL,

EWAC Medical
Pepnakums: okta6pb 2014

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



Mpeaynpesxaenne:  MOMbITKU  OTKPbITb  W/WIKM  OTPEMOHTMPOBATbL  YCTPOICTBO CO  CTOPOHbI
HEaBTOPM30BAHHOTO MepcoHasla MOryT HEeraTMBHO OTpasuTbCs Ha 6e30macHocTU
YCTPOICTBA, U NO3TOMY 3arpeLLeHsl.

10.6. ExxegHeBHbI OCMOTP
EXe[HEBHbII TEXOCMOTP PerynMpyemMoro nona He TpebyeT 6O0MbWKX YCUANA: Heobxoauma TOJbKO
yncTKa pabouyelt NOBEPXHOCTW Mofia Mpy MOMOLUM TYOKN UM MArKOM LWETKW. W36eraiite MCnosib3oBaHus
NOBbLIX  MOKLWMX CpeacTB. Hukorga He UCNOMb3yiTE  KUCMOTHbIE MOKLWE CpeacTtBa B 30HE
| rmgpotepanun, Tak Kak Aae WUCMapeHns 3TUX MOMLWMX CPeACTB MOryT Bbl3BaTb KOPPO3WO AeTaneit
|nona u3 HepxxasetoLen cTann.

TakxKe Hefb3s [onycKaTb KOHTaKTa MOWLLUMX CPeACTB C BOAOW B 6acceiiHe.

Ecnn Ha fieTansix perysimpyemoro rnosa 13 HepXxaBetoLLei cTann 3aMeyeHbl cnefbl Kopposuu, cnemyet
HEMEL/IEHHO NPeAnpUHsATL Cneaytolue AencTBns:

a. MposepbTe cofepaHne conein xnopa B Boge 6acceitHa. OHO He AO0/MKHO npeBbiwats 100 mr/n.
6. MpoBepbTe coAepXXaHMe X/I0pUHa B BOAE M ee YpoBEHb PH.

B. MpoBepbTe Ha/MuMe YacTUYeK Xenesa B Bofe b6acceiiHa.

r. MoctapainTtecb yaanuTb NATHa KOPPO3UN.

4. TocTaBbTe B M3BECTHOCTb BalLero MecTHOro aBTopM30BaHHOIO AMCTPUObLIOTOpA.

10.7. EXXeHeAeNnbHbI OCMOTP

Perynmpyembilii Non paboTaeT Ha rMapaBIMYecKOM AaBNeHUM Bofbl. KOMNpeccopHas ycTaHOBKa
HAXOAWTCS B TEXHWUYECKOI 30HE. YPOBEHb BOAbl B pe3epByape KOMMPECCOPHO YCTaHOBKM
cneflyeT NpoBepsiTb pa3 B Hefento. OObIYHO ITUM 3aHUMAETCS TEXHUUYECKUIA OTAEN, M OHM Takxke
OTBEYAIOT 33 TEXOCMOTP CUCTEMbI (DUNIbTPALMM, YCTAHOBNEHHON B TOI e 30He.

10.8. EXXemMeCAUYHbI OCMOTP

KomnaHua EVVAC pekoMeHAyeT NpOBOAUTL eXXeMeCAYHbIE NMPOBEPKM KPEMNIEHUA U3 HEPXKaBetoLLEN
CTa/IM, HaxXOAALWMXCA MeXay NUTKamu perynvpyemoro nona us noansupHo CUHTETUYECKOM
nnactmaccol. CM. pUCyHOK 3.

B cucteme BOAOCHAGXEHWUs KOMMPECcopa YCTaHOB/EH CheLManbHbIA GUALTP B 5 MUKPOH, YTOGbI
NPeaoTBPaTUTL NOMafaHVe YacTUUeK XKenesa B rapaBiMyeckyto cucteMy. 3ToT QUbTP crnemyet
MOAJIEPXKMBATL B XOPOLLEM COCTOSIHUM, €ro cieflyeT NpoBepsiTb M ouniatb. OAHAKO ECNIN EXXEMECSAUHbIE
MPOBEPKN HE BbISBMISAIOT 3arpsisHEHMIA, MPOBEPKV MOXHO NMPOBOAUTL peXe. B GONbLIMHCTBE CyYaeB 3TVIMM
MpoBepKamm TaKxke Gy1eT 3aHUMATbLCA TEXHUUECKUIA oTaen.
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side dip

Cover plate

KpenneHusa naMtkn

Cover plate BHeLHAA KpbILLKa
Side clip BOKOBOI 3aXUM
Tile MnnTka

Tile clip 3aKUM NUTKA

PucyHok 3: KpenneHus nautku

10.9. EXeroaHbli ocMOTPp
Pa3 B rof, perynvMpyemblii non cneayer nonHOCTb YACTUTL. bonee Toro, Bce MOABMXKHbIE YacTy
cneflyet NpoBepaTb Ha NpeagmeTt nsHoca. Body B pesepByape KOMMPECCOPHON YCTAHOBKU TakXe
cneayet OUYUCTUTD.

[ns 3TOr0 eXerofHoro 0cMoTpa HEOBXOAMMO OMOPOXKHUTL GAcceliH, a BCe NAWUTKM crnedyet
BbIHYTb M3 CTa/IbHOW pambl.
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YOTBETCTBUM C YTBEPXKAEHHbIMM CTaHJapTamu 6e30nacHOCTM BCerfa WCnosib3yiTe OpUrMHasibHbIe
/fac, ecnni Mo Kakoi Bbl TO HU GbIIO NPUYMHE NPUOOP HYXJAeTCs B PEMOHTE.

j. TpaHcnopTHas ynakoBKa, KOMMNNEKT NOCTaBKW, MapKUpoBKa

CTPOWCTBO OMOPHOE C PEryMpoOBKOM  YPOBHA BOAbl AN peabunutaumm B bacceilHe €
(PUHaAIEXHOCTAMIU MOCTABASETCH B CNedytoleli Komnaektauuu: (answnon (4AHO), peryivMpyemblil no
BbICOTE; rMApaBAMyecKkas YCTaHOBKA; MaHeNb YNpaBfeHMs; TpaHC(HopMaTop MOHWMXAaWWMI; Kabenb
COeMHUTENbHbINA,  PYKOBOACTBO MOMb30BATENS, CO  CAEAYIOWUMM  MPUHAONEXHOCTAMU:  BpyCbs
NErKOCbEMHbIE; CTEHKa LBEACKas NerkocbeMHas; [ocka GanaHCupHas; CTOMKa «KOfblia»; CTOMKa
AN«MPEnsATCTBUE»; NECTHULA; UHAMKATOP TNYyOMHbI.

YCTPOWCTBO OMOPHOE C  PEryNMPOBKON  YpOBHA BOAbl AN peabunutaumm B 6acceilHe ¢
NPVHAAIEXHOCTAMI YNaKoBaHO B NOMMITUIEHOBYH MAEHKY WU B AEPEBAHHbIE ALLMKN.

MapK1poBKa AaHHOTO MEeAULIMHCKOTO U3AeNMs BK/oUYaeT B cebs creaytoLlyo MHPopMaLmio:

- afJpec opraHU3aLMn-NPOVN3BOANTENS;

Jata n3roToBfieHus;

- HOMep M34enua Mo cucteMe Hymepauum npeanpuatua U3rotoBuTens,
- Ha3BaHWe MeAVUMHCKOrO M34enus;

- OTMeTKa 0 cooTBeTcTBUM M3aenuna Aupektnse EC 93/42/EEC.

TpaHcnopTHas MapKMPOBKA  BbIMOMHSETCS  HAHECEHMEM  MaHWUMYNMALUMOHHLIX 3HAKOB  «XpYmKoe.
OCTOPOXHO», «bepeyb OT Bnarn», «bepeub OT COMHEUHbIX Nydel».
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14. Ytnununsauns

YCTPOWCTBO OMOPHOE C PeryinpoBKOM YPOBHA BOAbl Ans  peabunutaumm B 6acceiiHe  [O/MKHO
YTUIN3MPOBATLCA MECTHbIMM My6/IMYHO-NPABOBLIMM OpraH13auMsaMM, B COOTBETCTBMM C TPEOGOBAHMAMM
MECTHbIX OpraHM3auunii 1 NpaBUIaMn YTUIN3aLMK B JaHHOM PETVIOHE.

15. MepeyeHb MeXAYHAPOAHbIX HOPMATUBHbLIX JOKYMEHTOB/ CTaH4apTOB,

KOTOPbIM COOTBETCTBYET MEOULNHCKOE U3genne

EN 980:2008 «MeguupuHckie npubopbl. paduyeckne CUMBOMbLI, MCMOMb3yeEMbIE MPU  MapKUPOBKE
MeAVLMHCKNX YCTPOWCTB».
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10993-1:2009 «W3penna meguumHckme. OueHKa 6GMOMOMMYecKoro AencTBuUA  MeaULMHCKMX
nnin. YacTtb 1. OueHka v uccnefoBaHns».

/ 10993-5:2009 «W3pgenua MeauumHckne. OueHKa OUONOTMYEcKoro AeMcTBUA  MeOMLMHCKNX
Jenvin. YacTtb 5. UccnefoBaHWsA Ha LUTOTOKCUYHOCTb: METOZbI in Vitro.

O 10993-10:2010 «W3penusi meauumHckme. OueHKa 6MON0rMyeckoro AencTBuA  MeAULMHCKUX
Bae/mid. Yactb 10. MccnefoBaHua pasfpakarowero U CEHCUOUIN3NPYIOLLETO AeNCTBUSA».

ISO 13485:2003 «W/3pgenuna meguumHcKne. CUCTEMbl MeHempKMeHTa KayecTBa. CucTeMHble TpeboBaHMA
QNS Lenein perynnpoBaHust».

ISO 15223-1:2012 «YcTpoictBa MeguumHckme. CMMBOMbI, UCNOb3yeMble Ha APJbIKax MeAULMHCKMX
YCTPOWCTB NPV MapKMpOBKE U B NPefocTaBiseMoin nHgpopmauymn. Yacts 1. O6ime TpeboBaHms».

IEC 60601-1 «3nekTpoannapartypa meauumHckas. Yactb 1. O6ume TpeboBaHUs K 06Lel 6e30MmacHOCTH
N CyLEeCTBEHHbIE paboune XxapakTepucTukm».

IEC 60601-1-2 «3nekTpoannapatypa MeguuuHckas. Yactb 1-2. OOwme TpeboBaHMs K 6a30BOW
6e3onacHOCTM M OCHOBHOM  3KCMJlyaTaUMOHHOW  xapakTepuctuke.  [OMONHAOWMA  CcTaHAapT.
AnekTpoMarHuTHas COBMeCTUMOCTb. TpeboBaHUs 1 UCTIbITaHUSA».

16. CpokrogHocTHu

Cpok rogHoctv 10 neT OT faThl MPOM3BOACTBA, MPU YC/MOBMWM 3KChjyaTauunm B COOTBETCTBUM C
PYKOBOACTBOM.

17. MpUMeHeHNe MEHEAXMEHTA PUCKA K MEAULNHCKUM N3AENNAM

MpoBOAUIOCL MCCNef0BaHNE PUCKOB MO M3AENNI0 «YCTPOCTBO OMOPHOE C PEryIMPOBKON YPOBHA BOAb!
ana peabunuraummn B 6acceitHe», € LeNbi0 UCCNef0BaHNA PUCKOB AaHHbIX NPUOOPOB. ITOT aHa U3 Obln
3annaHMpoBaH Ha HayasibHbIA 3Tan pa3paboTku NpPUOOPOB, M OTYET MOATOTOB/IEH K Havasly BbIMycka
nepeor NapTuM NpuGopoB. Mpy U3MEHEHUM PUCKOB U TEXHOMOMM NPUOOPOB aHan3 GyaeT NPoBOAUTLCA
OfiHOBpEMEHHO C HUMW. OCHOBHble MeTodbl WM npoueaypbl 6biM BblOpaHbl HaMW B COOTBETCTBUM CO
ctaHgapTom I1SO 14971:2007. HacTosilwmMii cTaHOApT YycTaHaBnMBaeT ANS W3roToBUTENS MpoLecc
onpefeneHns onacHoOCTeN, CBA3AHHbIX C MEANLMHCKAMU U3LENMAMU.

18. Tpe6oBaHMA K OXpaHe OKpyXawu e cpeabl

Perynmpyemblii Mon Npu MCNOMb30BaHWM, TPAHCMOPTMPOBKE W XPAHEHUM He OKas3blBaeT HEeraTMBHOIO
BO3EVCTBMS HA YEN0BEKA W OKPYXXAKOLLYH Cpeay.

Mevatb :EWAC

/Moanucs/
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MNepeBogunK LLnweHkoB JleoHng Bacunbesuny

Nopon MockBa

MNaTHaguaToro HosA6psA ABe ThbICAYM WecTHaguaToro roga.

[ Axkumos Fne6 Bopucoeny, HoTapuyc ropoga MoCcKBbl, CBUAETE/MbLCTBY MNOAJIMHHOCT b
noanwucu, C,qeﬂaHHOVI nepesogvymMkKkom LnweHKoOBbIM ﬂeOHVI,qOM BacunbeBnyemMm B MOEM
NMPUCyTCTBUN. JINYHOCT b €ero yYCTaHoOoB/1EHA.

3aperncrpuposaHo BpeecTpe 3a Ne 9Nn6

B3bickaHo no Tapudgy: 100py6.

HoTapwuyc:

XyMepoBaHO U CKpenaeHo nev4yaTbio

HoTapuyc
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