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INSTRUCTION FOR USE
in accordance with the order of the Ministry of Health Ne IIN
Medical compression products "SIGVARIS" in versions:
- anti-embolic stockings THROMBO X {THROMBO X);

- compression socks JAMES (JAMES);
- compression socks (diabetic) (DIABETIC COMPRESSION SOCKYS).

MANUFACTURER PRODUCTION SITE
. JAMES:

SIGVARIS AG SIGVARIS AG

Groblistrasse 8 Groblistrasse 8

9014 St. Gallon 9014St. Gallen

Switzerland Switzerland

DIABETIC COMPRESSION SOCKS
SIGVARIS INC.

1119 Highway 74 South

Peachtree City, GA 30269

USA

THROMBO X

Sanyleg

Via Albania 1/3

46042 Castel Goffredo MN, ltalien
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1  PRODUCT NAME
Medical compression products "SIGVARIS" in versions:

- anti-embolic stockings THROMBO X (THROMBO X);
- compression socks JAMES (JAMES);
- compression socks (diabetic) (DIABETIC COMPRESSION SOCKS).

2 MANUFACTURER

SIGVARIS AG
Groblistrasse 8
9014 St. Gatlen

% Switzerland

2.1 PRODUCTION SITE
JAMES:
SIGVARIS AG
Groblistrasse 8
9014 St. Gallen
Switzerland

DIABETIC COMPRESSION SOCKS
SIGVARIS INC.

1119 Highway 74 South

Peachtree City, GA 30269

USA

THROMBO X

Sanyleg
"® Via Albania 1/3
46042 Castel Goffredo MN, Italien

3 Application pf the medical product,

Medical compression products "SIGVARIS" in version:
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- anti-embolic stockings THROMBO X (THROMBO X)

Degressive pressure profile and compression of ¢ 18 mmHg around the ankle region
Size identification in sole area

Closed toe with an inspection hole

Skin friendly and breathable

can be reused

-compression socks JAMES (JAMES)

prevention and treatment of varicose veins, to create a graduated pressure on the
vessels of the limbs (bandage effect), is based on a simple and effective
mechanical principle, which is the use ofelastic material. In this case, the vessels
narrow, what accelerates the movement of blood, reduces the permeability of
their walls, reducing swelling and stagnation ofblood. As a result, the limbs are
less tired, sore and swollen, improves health and reduces the risk of various
complications.

compression socks (diabetic) (DIABETIC COMPRESSION SOCKS)
Specialized compression socks (18-25mmHg) for diabetics for whom
require compression therapy. DIABETIC COMPRESSION SOCKS should
only be used under medical supervision.

4 Indications, contraindications
Indications:

4.1. compression socks JAMES (JAMES)

Functional disorders such as heaviness and fatigue inthe
legs, without existing varicosis (C0)s

Mild varices with subjective manifestations
(smallvaricose dilatation of the cutaneous veins,
reticular varices) (CI-C2)s

Varicosis during pregnancy, without edema (C2)s
Varicosis during pregnancy, with edema (C3)s
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Edema in the evening, due  to local causes (venous)
(C3)s :
Primary varicosis with edema (C3)s
Advanced primary varicosis with edema (stem and branch varices) (C3)s
Chronic venous insufficiency (CVI)s
Grade I* (C3)s corona phlebectatica paraplantaris
Grade II* (C4)s chronic edema®?, eczema**, erythema**, hypodermitis**,
dermatosclerosis dermite ocre, atrophie blanche
Grade ITIa* (C5)s healed ulcus cruris (relapse prophylaxis)
* According to Widmer & Marshall
** After completion of basic therapy
Prophylaxis of thrombosis/embolism
Thrombophlebitis or varicothrombosis (superficialthrombosis), possibly with edema
Thrombophlebitis (deep-vein thrombosis)
Post-thrombotic edema with or without secondaryfollow-up therapy
To maintain success of therapy:
after sclerotherapy; b) after ambulant selective varicose surgery; c) after stripping
Before sclerotherapy or before surgery to preventedema
Ulcer prevention and ulcer therapy
Postoperative edema
Post-traumatic edema after completion of basic ~  therapy
Reversible lymphedema after complexphysical decongestant therapy
Irreversible lymphedema with pronounced indurationafter complex physical decongestant
therapy
Lipedema grade IT and higher
Cyclic idiopathic edema
Congestion caused by immobility (arthrogeniccongestion syndrome, paresis and partial
paresis of the extremities)
e Angiodysplasia
~ sAccording to CEAP classification

e ® % & & & 2 &6 & & & & 0 0 o

4.2 - anti-embolic stockings THROMBO X (THROMBO X)

All situations that increase the risk of thrombosis:
 During and after surgery (especially abdominal-pelvic and orthopedic surgery)
* Fractures or injuries of the lower limbs
» Impaired mobility

Anti-embolism stockings must only be used by patients when lying down!

.4.3 - compression socks (diabetic) (DIABETIC COMPRESSION SOCKS)
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1 Put on the foot slip (for all models with open toe).

2 Ease it across the heel using rubber gloves. 3/4 Do not pull at the top of the stocking.

3/4 Using the rubber gloves, spread the fabric evenly over the leg with the flat of the hand,
working upwards towards the knee. With the thigh stocking, the same movement should be
continued upwards towards the thigh. The foot part of the stocking should be placed at the
base of the toes. The toes should remain free (for all models with open toe). The foot part
has to be properly in place. ‘

5§  Pull out the foot slip.

Correctly worn SIGVARIS compression stockings:

o The calf-length stocking fits correctly when the upper end is right under the knee.
o Thigh-length stockings: the rubber part must reach the groin.

6.2 To remove the stockings:
Removing the stockings is made much easier by also using rubber gloves. Take hold of the
stocking at the upper edge and pull downwards towards the heel. With the flat of the hand,
.. work the stocking over the heel and remove.

Important:

Sharp fingernails, rings and bracelets
can cause defects. Avoid these dangers
when putting the stockings on and removing

a them by always wearing rubber gloves! Do
not pull or cut loose ends which sometimes
appear on the inside of the stockings. The
materials used in manufacturing SIGVARIS
are synthetic elastic fibers (clastane).
Ointments, oil, grease and direct sunlight
will rarely harm the fabric. Regular checks
by a doctor are necessary to maintain the
success of the therapy. Extremely

‘. infrequently, compression stockings may
produce allergic reactions. If acute pain or
skin irritation occur while wearing the
stockings, consult your doctor immediately.

Important information

 If recommended by a doctor and fitted correctly, compression socks usually do not have
any side-effects.

* In neuropathic patients, compression-induced pressure sores of impaired blood flow can
go unnoticed, Therefore, we recommend to check the feet several times a day for pressure
sores, signs of impaired blood flow or new skin lesions. If any of these are present, the

_socks must be removed. In addition, you should consult a doctor.

"
'
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* Diabetics frequently suffer from arterial circulatory disorders. If you have ABI (ankle-
brachial index) between 0.5 and 0.8, mild compression as with DIABETIC
COMPRESSION SOCKS can be used after consulting a specialist.

= We recommend to only wear DIABETIC COMPRESSION SOCKS after consulting 2
specialist. Check-ups with a doctor are extremely important and mandatory.

Care instructions

s Wash the socks daily. They can be washed in the washing machine in a laundry bag at up
to 95° Celsius.

® Use a mild detergent that does not contain any fabric conditioner.

* Do not tumble dry in order to avoid overheating and static electricity. Wrap the
compression socks in two dry towels to remove excess water and dry in a shaded and airy
place. Do not place on 2 heater.

Do not iron.

% = Do not dry-clean.
= Sharp fingernails and rings with sharp edges can easily cause damage. Please be sure to
pay attention to this when putting on and removing the socks.

No liability can be accepted in the event of failure to observe these
contraindications

7. Conditions of use

e SIGVARIS medical compression products should be used at a temperature of +50 to +
270 C and a relative humidity of 0~50%, a pressure of 850 to 1060 HPa and at an altitude
of <3000m above sea level.

Can be used on board aircraft.

w 8. Precantions when using medical stockings

¢ Do not wear medical compression socks on open wounds.
Use only after consultation with a specialist!

9. Possible side effects when using medical stockings

¢ Individual intolerance of materials used in the manufacture of medical products
e Ifused incorrectly, medical compression stockings can cause skin damage and poor
arterial circulation.

10. The warranty for medical DIABETIC COMPRESSION stockings is 6 months when
used properly.

In strict compliance with the instructions of the manufacturer side effects do not exist!
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[ Sigvaris medical
compression products
in versions
anti-embotic stockings
THROMBO X

(THROMBO X)

81 % polyamid
19 % elastane

filament
of polyamide 6.6, trade
name  "Timbrelle®",
and of polyamide with
antimicrobial
impregnation 6.6, trade
name "Timbrelle®-
Hygenic”, flat thread of
polyamide 6.6
"TIMBRELLE®-
EDY", thread of
polyamide 6.6
"SMART DRY", thread
of polyamide 6.6
"BLACKBRILLIANC
E", thread of polyamide
6.6 "TIMBRELLE®
FASHIONblend",
thread of 6.6 "silktouch”
polyamide thread, 6.6
"Timbrelle®
PerformanZ"” polyamide
thread, 6.6 "GREEN
FC-Free"  polyamide
thread, flat natural white
Silk thread dye white
brand 74dgc Dominik
GEORG LUH
technografit GmbH,
Germany

the thread made
of polyamide 6.6
"GREEN FC-FREE»,

flat natural silk
thread beige dye: brand
86DGC Dominik Georg
Luh TECHNOGRAFIT
GmbH, Germany

Contact with intact
skin up to 18 hours
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polyamide thread 6.6
"GREEN FC-FREE",
flat natural silk thread
pink dye: brand
3478DGC Dominik
Georg Luh
TECHNOGRAFIT
GmbH, Germany

6.6 "GREEN FC-
FREE" polyamide
thread, flat natural silk
thread blue color dye
brand Cl 76645, Nan Ya
Plastic Corporation,
Taiwan

"X ipr

polyamide thread 6.6
"GREEN FC-FREE",
flat natural silk thread
yellow dye CIB 645,
Nan Ya Plastic
Corporation, Taiwan
Knit structure: uniform
knit, seamless hosiery,
made of yam with
elastic inner thread,
inner thread runs to the
knee



Toe and heel structure
Heel is knitted with in and
out movement with with
inspection hole (with a
patch at the top)

Seam type — No seams

Medical compression | 81 % Polyamide
products "SIGVARIS" | 19 % Elastan

in version:

- compression socks
JAMES

filament thread made of
polyamide 6.6 , trademark
«Timbrelle®», and of
antibacterial-impregnated
polyamide 6.6, trademark
«Timbrelle®-Hygenic»,
flat thread made of
polyamide 6.6 , trademark
«TIMBRELLE®-EDY»,
thread of polyamide 6.6
«SMART DRYp, thread
from polyamide 6.6
«BLACKBRILLIANCEp»,
thread of polyamide 6.6
«TIMBRELLE®
FASHIONblend», thread
of polyamide 6.6
«SILKTOUCHY», thread
of polyamide 6.6

Contact with
undamaged skin up to
18 hours
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Medical compression
products "SIGVARIS"
in version:-
compression socks
JAMES
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65% Polyester
11% Cotton
19% Nylon
5% Spandex

«TIMBRELLE®
PerforaianZ», thread of
polyamide 6.6 «GREEN
FC-FREE», white flat
natural silk thread, dye
trademark: 74DGC
Dominik Georg Luh
TECIINOGRAFIT
GmbH, Germany

Knitting structure:
homogeneous knitting,
seamless hosiery, made of
yam with elastic inner
thread, inner  thread
extends to the knee

Toe and Heel structure
Heel is knitted with in and
out movement  with
inspection hole (with a
patch at the top)

Seams Type - No seams

polyester -
trademark Dewspo, nylon
-70 DENIER, spandex -
Spandex DuPont, cotton -
Organic cotton, white
(white dye, trademark CI
77891, Nan Ya Plastic
Corporation, Taiwan)

Knitting structure:
homogeneous  knitting,
seamless hosiery, made
from yam with elastic
inner thread, inner thread
extends to the knee

Toe and Heel structure

Contatct with
undamaged skin up to

18 hours



Mediated

Polythene film Polythene film PET/PE contact
Primary packaging (35709-G)
Mediated
Secondary packagin
yp ging Reversible chalked folding Reversible chalked contact
cardboard folding cardboard FBB

(Frovi white FBB)

15.1. Medical compression products "SIGVARIS” in version: - compression socks

JAMES:
. ' ,| |’{-4% '.‘%J.IK 1t -my. » .g"?HH
Y| 1ULKNBA » s L LU LLPee|C&nn. N
n Syt -
L « JF4 e cyanide
A"D Closed toe Soft top carbon
n
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CT urvy i#:12a ‘miib3d;
ignpup  4Z-S4 47>89" 47-59 U-64 57-tf 58-B1 b*" 61-74""17 #"1 HAT79
¢G wihgiytop 4252 47-56 47-56 52-61. $2-61 . 5665 58-65 61-71 & JTA-6
1 cf BLH 452 42 4% 4% HD HD 5364 5364 PO PO €378
S E D3P B4 B 34 34 P46 046 448 448 HR  CH B3
§z|'.' sD B 2r-3% 2134 3-B 31-3B A4l L 44 44 4148 A48 A2fQn
Yy oC 52 BH B B0 BN B2 HBL 3B« B 249 249 4351
Pm B 2% 26 A0 A0 B B BPH DD 3AF AIF BI BN
- ) 1820 02,2022 2-, 22-24 ’%ﬁ? %% 2629 629 X 9
Y 73 7 BB BB XD BF Ay A¥ PFET 2B BP B
____________ 18D 18D D2 DR 2% 224 %% 4% 60 BB a3l 2R
A-T <Pantyhose: A-G « Th(g\ A4> - ~tf
A-T = pantyhose, A-G = thigh-high stockings, A-D = stockings
Circumference in cm = Leg circumference in cm
Without grip top = soft top
With grip top = knobbed grip top
length in cm
1 M
Short* 31-34  Short Short **
Normal 35-40 Normal Normal
Long 41-45 Lon Long

* short length is available only in COTTON models with soft rim,
CCL 2, in cyanide carbon and beige.

** short length is available only in COTTON models with soft rim,
CCL 2 and 3, in beige.
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15.2 Assortment Thrombo X

Modell

A-D

Ainspectionhok™jin

\)

with

Length - 1(cm)
short 33-38
normal 38-43

long 43-48

Length- i(cm)
short 60-70
normal 70-80

long 80-90

Length -~ (cm)
short 60-70
normal 70-80

long 80-90

short
normal
long
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small

cB18-22 cm

cD29-3S cm

small

cB18-22 cm

cD29-35 cm

cG 43 - 54cm

small

CB18-22 cm

cD 29- 35cm

cG 43 - 54cm

medium

cB22-26 cm

cD 34- 40 cm

medium

cB22- 26cm

cD34- 40 cm

cG 48 -60 cm

medium

cB 22 - 26 cm

cD 34 - 40 cm

cG 48 - 60cm

large

cB26-29 cm

c¢D 39-45 cm

large
cB26-29 cm
cD39-45 cm

cG 54- 66 cm

large
c026- 29 cm
CD39-45cm

cG 54 —66 cm

colour

wBte

x-large

cB29-32cm

cD44-51 cm

x-large
cB29-32cm
cD44-51 cm

¢G 60 —72 cm

x-large
cB29-32 cm
cD44-51 cm

cG60-72 cm



Compression  Colour
for women

1
GalfA-"D : closed soft top , 18-25 mmHg white
for men
-
CalfA-D elosed toe T soft top 18-25mmHg2r~hite

Circumference in cm

27-33 31-39 35-45 41-51
18-22 22-26 26-29 29-36

size XL only for men.

work zone

maxi zone

Trefoot areales beenaratamiclycesiged
tormenand dffas mextrum fresdomof
moveret, idvid el procurezore*nae
the Sochrgsesyad draigfavardio puian

cushion zone

Trecarhiretonofa reinforoed hedl, seamiess
toe sectiongifull sale csHMIMg erUrEsa
rdaedaddicdepafonae

\

There are compression stockings with different degrees of compression, depending on the
severity of the disease to be treated. The pressure exerted by compression stockings at ankle
level is measured in millimeters of mercury (mmHg.art.). The compression class is defined
according to the official standards: GZG RAL standard in Europe.

Trarlstothe coouivhhibiting zine Irrn%
Hn yaur feetwil wmngf@ww
thirgs heatLp.
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Depending on the disease, the doctor prescribes a certain compression class to the patient. Light
compression corresponds to class 1 or 2, strong compression to class 3 or 4 depending on the
standard used.

CCL.1
Compression level 18-21 mmHg

Indicati

* Heaviness and fatigue of the leg

*Mild varicose veins during pregnancy

e Mild varicose veins without significant oedema

«Prophylaxis of thrombosis and embolism for immobile patients
o Prophylaxis during travel (Economy Class Syndrome)

. CCL. Il
. Compression level 23-32 mmHg

Indications

sMore severe varicose veins during pregnancy

o Varicose veins with mild oedema

»Post superficial and deep venous thrombosis

«Post sclerotherapy, venous surgery or thermal ablation
«Chronic venous insufficiency (CVI)

» Management of healed venous ulcer

o Prevention of DVT and oedema -

o Post-thrombotic syndrome (PTS)

sPrevention of PTS

« Post-traumatic oedema

- CCL. 1
. Compression level 34-46 mmHg

Indications

¢ Pronounced varicosis with severe oedema

« Severe chronic venous insufficiency

« Treatment of active ulcers and recurrent ulcers
» Severe post-traumatic oedema

»Lymphoedema

CCL.IV
Compression level >49 mmHg.

Indications
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/m

*Severe post-thrombotic syndrome
Severe lymphoedema

15.4 Medical compression products "SIGVARIS” i, versions:

- anti-embolic stockings THROMBO X (THROMBO X);
- compression socks JAMES (JAMES);
- compression socks (diabetic) (DIABETIC COMPRESSION SOCKS).

16. Marking and packaging
Medical compression products "SIGVARIS" in versions:
- anti-embolic stockings THROMBO X (THROMBO X);

- compression socks JAMES (JAMES);
- compression socks (diabetic) (DIABETIC COMPRESSION SOCKYS)

MANUFACTURER PRODUCTION SITE
JAMES:

S|GV_AR|S AG SIGVARIS AG

Groblistrasse 8 Groblistrasse 8

901_4 St. Gallen 9014 St. Gallen

Switzerland Switzerland

DIABETIC COMPRESSION SOCKS
SIGVARIS INC.

1119 Highway 74 South

Peachtree City, GA 30269

USA

THROMBO X

Sanyleg

Via Albania 1/3

46042 Castel Goffredo MN, Italien

It is supplied in individual consumer cardboard packaging:

16.1. Medical compression products "SIGVARIS" in versions:

- compression socks JAMES (JAMES);
- compression socks (diabetic) (DIABETIC COMPRESSION SOCKS).
It has the following dimensions: 23.5 x 12.6 x 3.7 cm / £0.5 cm.
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16.2. Medical compression products "SIGVARIS" in versions:

- anti-embolic stockings THROMBO X (THROMBO X);

available in plastic bags: 24 x 19 cm / £0.5 cm.

It has a conformity mark (CE).

It also contains a photographic image of the medical product, an image of the contents of the
package. On the package there is a brief description, marking of disposal, conditions of
transportation, storage and use.

On consumer cardboard packaging data on the manufacturer, a bar code and a serial number are

specified.

%

17. SYMBOLS AND MEANING

%
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Authorized Manufacturer Representative

Product license No.

Disposal requirements for Russian Federation

Storage requirements

Do not iron

Do not dry clean

Quality mark Association for Medical
Compression Hosiery (except DIABETIC and
THROMBO X)

Oeko-Tex 100 Standard (except DIABETIC)

UUU «Veno+»

123007, Russia, , Moscow, 2nd Magistral’nyy
Tupik, 7a

TIN 7714804095

Tel: +7(495) 645-33-47

venoplus@venoplus.ru

“Medical compression products "SIGVARIS" in
options” are to be disposed ofin accordance with

Sanitary Regulations and Norms 2.1.7.2790-10.

“Medical compression products "SIGVARIS" in
options” from +5 to +27 C and atmosphere
relative humidity 0-50%, pressure from 850 to
1060 GPa and at height <3000 m above sea

level.

Do not use near other equipment or store

vertically.

18. List of risks identified during risk analysis

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



Based on performed risk analysis results it was identified that implemented measures of risk
mitigation are effective and residual risk is acceptable.

Manufacturer provided Risk Analysis 1,2.
18.1 Performed tests:
Compression test

m  Preconditioning

The samples are washed according to DIN EN 1SO 6330/40:2013-02, dried at room temperature
(Regulation C of this standard). The samples are further maturated within standard environment
for 24 hours according to DIN EN 1SO 139:2011-10, section 3.1.

% m  Stretch, pressure and residual pressure
Test samples: 2
Tests were performed at (20+2)°C and relative humidity (65+5)% using HOSY.
Load curve was examined. Results are given in the table and diagram below. The table also
specifies length and circumference.
Note:
HOSY tests stipulate that fabric and stocking grip top connection must be located next to the
nearest connection between two clips.
The tables list values obtained at the highest measurement points from the clip that held the fabric
only. This measurement point correlates with the specified point (on the stocking grip top) in the
pressure distribution sheet.

18.2 Sizes
m  Length
Length measurement in the highest point varies within 15%. This means that according to Section
4.5.2 RAL-GZ 387/ 1:2008-01” an average product length should be measured.
Circumference
Minimum and maximum circumference values differ more than by 10%. Therefore, at first,
minimum, and then maximum circumference values were measured.
18.3 Packaging Type
Folding box. Packaging protects stockings from contamination and light exposure.
19. Marking
m  Label

Label has all necessary information. However, calf size should be highlighted.
m  Packaging
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Label has all necessary information. However, calf size should be highlighted,
®  User Manual
User Manual contains all necessary information.
Test Report No. 16.2.20.12832/2/1 from July 18 2017
Page 3 of 4
20. Ecological Safety
Certificate Ocko-Tex® (No. CPP 18868).
Fiber structure and seams

Seamless facial knitting with elastic inner thread in each row.

Material Composition
. * Textile fiber No
* Elastic thread Elastan, approx. 44 decitex
Total yarn density approx. 234 decitex
Outer coating Polyamide
Inner coating Polyamide
Additional thread ’ Polyamide
* Filling Elastan, approx. 612 decitex
Outer coating Polyamide
Inner coating Polyamide
Heel and toe structure

Heel and toe structure complies with specifications.

Elasticity
Direction Measurement | Elasticity, % Actual stretching as transverse
point tension around the circumference
rate
min max
lateral B 93 - -

transverse B 174 27 35

D 127 36 58

Compression
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Pressure is 3.93 kPa and 4.20 kPa accordingly in min and max circumference measurement points.
Product compiles with Compression class IL.

Residual pressure and pressure distribution dynamics

Higher points residual pressure is not higher than lower points residual pressure in min and max
circumference measurement points.

Residual pressure in min and max circumference measurement points from Bl to D is within set
interval (See Table 8 RAL-GZ 387 / 1:2008-01A).

Test Report No. 16.2.20.12832/2/1 from July 18 201

Page 4 of 4 .

Permissible variations in the product quality

Incomplete marking.

Residual pressure around the minimum circumference of the grip top below 50%.

Actual stretching as the ratio of transverse tension around maximum circumference in D measuring
point is higher than provided in the guideline.

Conclusions

Based on test results, the product is deemed to comply with requirements.

Hohenstein, July 18, 2017
-~ Head Head of compression test acceptance department
. /signature/ /signature/
Dipl. eng. Florian Girmond Dipl. eng. Christine Doege

/Seal of Hohenstein Laboratories/

Test results correlate solely to the submitted samples. This report shall be reproduced only in
complete. No extracts can be made from this report. Using this report for advertising or publishing
free interpretation of this report is subject to prior consent of the Hohenstein Institute. This report
shall be legally valid only if signed by authorized persons. Documents and materials shall be
submitted by the customer for 3 years if possible. In cases governed by law, 10 year storage period

shall be applied.
All  methods specified in the Appendices are accredited (refer to
~www.hohenstein.de/de/about MHM: accreditation/accreditation.htm!) — marked with “A” in

the report.
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Table No.

11

-

Test Report No. \b2.20.LUb212I1

Hohenstein compression ratio measurement system

Manufacturer:

Product:

Manufacturer’s Size:
Special Details:

Point

Bl

(@}

~N o O N WN R

Circumference
(cm)

22.0
26.0
35.0
35.3

22.4
22.0
22.8
26.0
31.7
35.3
34.5

SIGVARIS AG

JAMES Ccl.2

AD 22-24 (34-41/35-40) # S+

With cuff- min, circumferenoft

Height
(cm)

11.0
21.0
30.0
31.0

6.0
11.0
16.0
21.0
26.0
31.0
36.0

Based on 2 measurements results.
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Stretching
during
iarin®
47.1
38.9
44.7
45.2

36.8
47
46
38,
43,
45.
51.

Tension
(N/cm)

[ S TSN

| e e N Y

.38
.26
.23
.19

.01
.38
.37
.26
.27
.19
.93

Pressure
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Table No. 1.2

Test Report No. 16.2.20.12832/2/1

Hohenstein compression ratio measurement system
Manufacturer: SIGVARIS AG
Product: JAMES Ccl.2
Manufacturer’s Size: AD 22-24 (34-41/35-40) # S+
Special Details: With cuff - min. circumference
Point | Circumference | Height Stretching Tension Residual
{em) (cm) during (N/em) pressure
wearing (%) (%)
B 24.0 11.0 60.5 1.61 100.0
?. Bl  32.0 21.0 71.0 1.75 81.6
Cc 42.0 30.0 73.7 1.76 62.8
D 42.3 31.¢0 73.9 1.73 61.2
1 24.6 6.0 49.6 1.20 73.1
2 24.0 11.0 60.5 1.61 100.0
3 26.6 16.0 70.6 1.74 97.9
4 32.0 21.0 n.o 1.75 81.6
5 38.6 26.0 74.6 1,81 69.9
6 42.3 31.0 73.9 1,73 61.2
7 41.5 36.0 81.7 1.50 53.9
Based on 2 measurements results.
Graph No.1

". Test Report No. 16.2.20.12832/2/1

Hohenstein compression ratio measurement system

Manufacturer: SIGVARIS AG

Product: JAMES Ccl.2
Manufacturer’s Size: | AD 22-24 (34-41/35-40) # S+
Special Details: With cuff
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Post Market Survey
Sales and claims data

We hereby confirm validity of attached document:
Sales and claims data for SIGVARIS AG
This document includes following information:
«Claims and complaints (on materials, sizes, presence of defects)
-Product returns (trial orders, on consignment, incorrect delivery, incorrect order)
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-Product replacement
Attachment No. 3
21. Verification and validation of medical device data

Medlcal compresslon products "SIGVARIS" in opnons are supplwd M

] v atibili
Manufammng company SIGVARIS AG Swltzerland under full hablhty states thnt in
manufacturing of medical product “Medical compression products "SIGVARIS" in options™ so
materials of animal or human use M

mmmmm
In Russian Federation, there are following duly registered and currently marketed modifications:
Medical compression products “SIGVARIS™: stockings “Cotton”, “Traditional”, “Comfort”,
“Magic”; Thigh-high stockings “Cotton”, “Traditional”, “Comfort”, “Magic”; ” “Thrombo-
Sigvaris”. Product license No. ®C3 2011/11272

» Medical compression products SIGVARIS" in options are developed and manufactured according

. to Law of USA and EN ISO 13485 Standard, and also according to requirements of 93/42/EU

Regulation.
Manufacturer is recording reports on all manufacturing processes within the company!
24, Medical substances contained in medical product,
Manufacturing company SIGVARIS AG, Switzerland under full liability states that in
manufacturing of medical product “Medical compression products "SIGVARIS" in options” go
medical substances are used.
25, Sterilization method.
Medical device is supplied not sterile.
26. Maintenance and repair
For medical product “Medical compression products SIGVARIS in options” maintenance is got

27. Disposal requirements for R ion,

“Medical compression products "SIGVARIS" in options” are to be disposed of in accordance with
Sanitary Regulations and Norms 2.1.7.2790-10.

28. Transportation

“Medical compression products "SIGVARIS" in options” are delivered ready to use, packed in
transport packaging, transported by all means of transportation according to transportation
requirements for transport type.

Temperature from +5 to +27°C

Relative humidity 0~50%,

Atmosphere pressure from 850 to 1060 GPa.

Transport packaging is resistant to transportation bounce with maximum acceleration 30 m/s? and

frequency from 2 to 3 Hz.

y
@

29, Information on medical product care:
¢ Wash the socks daily. They can be washed in the washing machine in a laundry bag at up
10 95°C.

¢ Use a mild detergent, free of fabric conditioner.
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¢ Do not tumble dry the socks in order to avoid overheating and static electricity. Wrap the
compression socks in two dry towels to remove excess water and dry in a shaded and airy
place. Do not place on a heater.

¢ Do notiron.

¢ Do not dry-clean.
e Sharp fingernails and rings with sharp edges can easily cause damage. Please be sure to
pay attention to this when putting on and removing the socks.

30. Storage requirements

Storage requirements: “Medical compression products "SIGVARIS" in options” from +5 to +27
C and relative humidity 0~50%, pressure from 850 to 1060 GPa and at height <3000 m above sea
level. :

Do not use near other equipment or store vertically.

31. Warranty, service life of medical product

There is a 6-month guarantee for “Medical compression products "SIGVARIS" in options” in
case of manufacturing defects. Guarantee also does not cover damages caused by incorrect use of
medical products.

32, Service life of compression stockings in sealed packing is 3 years since manufacture. After
the start of usage stockings will provide proper pressure force for 6 months.

To keep bandage effect for alt service life it is important to maintain the rules of care.

The medical benefit of SIGVARIS compression stockings is guaranteed for 6 months if they
are used correctly.

33. Russian Federation Authorized Manufacturer Representative:

000 «Venot»

123007, Russia, Moscow, 2nd Magistral'nyy Tupik, 7a
TIN 7714804095 :
Tel: +7(495) 645-33-47 venoplus@venoplus.ru

St. Gallen, 10th D?ntgﬁ%w\
vﬁw«&%‘

.\
&y

o
=
=S
y -~ .",{0”727240@ y "/ nj'_u_‘,‘_‘.._....---’-gs
Jirgds Sige __ % “Markus Himmerling

CEO | Head of Regulatory Affairs
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Official certfication no, €1/192 '
‘&

Inspected for legalisation of the signature of the firm SIGVARIS AG, StGallen, Swﬂzerland signed byMr ngm

Sigg, CEO. s
. . - ﬂ; (' ‘ . ", i ‘-‘: ¢

St.Gallen, Switzerland, 06/05/2020 - ~ Population Services City'of St.Gallen: : ;.w""a e
| Legaligatigns R

. APOSTULLE
r_()fy {Convention de La Haye du 5 octobre 1961)

1. Country: Swiss Confaderation, Canton of St Gall

2. bhas beon signed by Claudine Liithi
3. acting in the capecity of Legekssationsbesmiin
B KA9SCTRE YD
4, Bmsllnmpof logaiizing officer
Co arranmon
. Certifiod / Noasepuaney
5. at/B Camrr-lannewe ’ 6.the/am 06.05.2020
7. by/Edona Bigkaj

Logaiizing officar of the Chancery of the Canton of St Gak
wmmwmmmnumn

8. No./coamenepon 12529

9. Sealstamp 10. Untersciwikt
Hivann Tammes

.
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YTBEPXOAKO

SIGVARIS SIGVARIS AG

Groblistrasse 8, 9014 CaHkT-I"anneH, LUBseliuapus

NMHCTPYKUNA MO NPUMEHEHWIO
B COOTBETCTBMW C npuKasom M3 PP T1H

N3penne meanumHckoe komneeccoHHoe SIGVARIS B BapmaHTax UCMONHEHWUIA:

N npoTtusBosambonnyeckne yynkm TPOMBO X (THROMBO X);
- KOMMpeccuoHHble ronbdbl JXXKENMC (JAMES);
- KOMMpeccnoHHble ronbdbl (anabetnyeckne) (DIABETIC COMPRESSION SOCKS).

MPONIBOANTEND MECTO NPON3BOACTBA
KOMMPECCUOHHbIE ronbihbl AXENMC
(JAMES)

SIGVARIS AG SIGVARIS AG

Groblistrasse 8 Groblistrasse 8
9014 CaHkr-l"anneH

9014 CaHkr-IanneH o
LliBenuapusa

LU Beiyapusa KOMMNPECCUOHHbIe ToNibdbl (grabeTnyeckue)
(DIABETIC COMPRESSION SOCKS)
SIGVARIS INC.

1119 Highway 74 South

Peachtree City, GA 30269

CWA

npoTmneoamMbonunyeckume yynkm TPOMBO X
(THROMBO X)

Sanyleg

Via Albania 1/3

46042 Castel Goffredo MN, UTtanus

1. HanmeHOBaHMe MeAULVHCKOTO U3LeNus:

TEXHUYECKUI DA
- KOHOPNAEHUWMANBHO -
SIGVARIS AG
Groblistrasse 8, 9014 CaHkT-IanneH, LLBeiapus
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|N3nenve megmunHckoe KomnpeccnoHHoe SIGVARIS B BapvaHTax UCMOSTHEHWNA:

npotneoamoéonmyeckne yynkm TPOMBO X (THROMBO X);

KOMMPECCUOHHbIE ronbdbl IXXENMMC (JAMES);

KOMNpeccunoHHble ronbbl (Anabetnyeckne) (DIABETIC COMPRESSION SOCKS).

2. Mpon3BoaMTENb MEAULUHCKOTO U3AENNSA:

SIGVARIS AG
Groblistrasse 8
9014 CaHkT-l"anneH

Ll Berinapus

2.1 MecTo npou3BoACcTBa MeAULUMNHCKOTO U34enns;

A[koMnpeccuoHHblie ronbhsl AXEWNMC (JAMES)
SIGVARIS AG
Groblistrasse 8
9014 CaHkT-I"anneH
Ll Beliyapus
KoMnpeccuoHHble ronbtbl (guabetnveckne) (DIABETIC COMPRESSION SOCKS)
SIGVARIS INC.
1119 Highway 74 South
Peachtree City, GA 30269
CWA
npotneoamo6onmyeckne yynkn TPOMBO X (THROMBO X)
Sanyleg
Via Albania 1/3
46042 Castel Goffredo MN, NTtanus

Ha3HayeHne MegNLUMNHCKOTO M34enns 1 NPUHLUNbI AeACTBUA:
N3genve megunumHckoe kKomnpeccnoHHoe SIGVARIS B BapuaHTax WCNOMHEHUIA  MPOU3BOACTBA
SIGVARIS AG, LlBeliuapns B 3aBUCMMOCTM OT BapuaHTa MCMOMHEHNS NpeaHasHayeHbl ANs:
- npotuBoambonunyeckue yynku TPOMBO X (THROMBO X):
obecneynBaloT ONTUMaNbHOE pacnpegeneHne fAaBeHns
no Hore — A0 18 MM. pT. CT. B 061acTM NOAbDKKW,
onpejeneHve pasmepa No CTOMe, 3aKPbITbll MbICOK C
KOHTPONbHbLIM  OTBEpPCTMEM, YAOOHas W  [Ablwauias

CTPYKTypa  TKaHW, NOAXOAAT  ANd  MOBTOPHOrO [

TEXHUYECKUM ¢ aiin
- KOHOUVAEHUWAJNIBHO -
SIGVARIS AG
Groblistrasse 8,9014 CaHkT-I"anneH, LLseiyapus
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ACNOAB30BAHHA

komupeccuonnbie rosdm JHUKEAMC (JAMES):

. NpoQUNAKTUKH M JIeYeHUs BApHKO3HOIO pPacillMpenus BeH, a8 CO3NAHHA
IOAPOBAMHOTO JaBleHus Ha COCyAn KoHewHocrell (Oanmaxubii 3ddexT),
Gasupyercs Ha MpocTOM M GPEKTUBHOM MEXAHHHYECKOM RPHHLMINE, KOTOPLIA
3aKNIOYAETCA B NPHUMEHEHNH 3NacTHYHOrO Martepuana. [lpu 3TOoM  cocyawl
CYXKaIOTCH, YTO YCKOPAET JBHKCHHE KPOBH, YMEHLIDACT MPOHHLAEMOCTb HX
CTEHOK, CHHXa# OTEYHOCTb M 3acTOi KpoBH. B pesyibrate KOHEUHOCTH MENbIlE

YCTaoT, foNAT M OTEeKaloT, ynyqinaercs CaMOYYBCTBHC M YMOHbBIIACTCR PHCK

Pa3BHTHA PA3NHYHBIX OCNOXHEHHI.

.:onmpeccuonnue roan$sl (auabernueckne) (DIABETIC COMPRESSION SOCKS):
Cneupamusie KoMnpeccHoHHbie roabdsi (18-25 MM.pr.cT.) AM8 NHU, CTpajalomux auaberoM, H
HyAKHAIOWMXCA B KoMmpeccHoHHolf  Tepanuu.  JluaGernyeckue
Komnpeccuonnnie ronbdhi HeoOX0mUMO HCNONL30BATH TOJALKO NOA

KOHTpOAEM MEANLHHCKHX PabOTHHKOB.

. 4. IlokaiaHnA, JPOTHBONOKAANASA K NPUMEHEHHIO MEAHNBHCKOTO HINEIHN:
Iloxazauna.

4.1. Mapenne Meauunnckoe xomnpeccnonnoe SIGVARIS BapranT nenonHenns
komnpeccronubie roaspn JOKEAMC (JAMES):
o  QYHKUMOHANLHEIE HAPYWEHHS, TRKHE KaK YyBCTBO THKECTH H YCTAIOCTH B Horax, 6e3 Bapuxosa
(coy°
o Jl&rxas cragua BapuKo3a ¢ CYOBEKTHBHLIMH npoxmeﬂm (neGonbluoe paciIMpeHHe KOXHBIX
BeH, peTHKyNApHbIi Bapuko3) (C1-C2)°
TEXHHUECKHH ®AHA
- KOHOUAEHUHUAARBHO -

SIGVARIS AG
Griblistrasse 8, 9014 Canxv-T'anaen, llsefiuapns
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e Bapuxo3 so Bpema Gepemennoctu Ges oréxa (C2)°

e Bapukos Bo Bpema GepeMeRHOCTH ¢ oTEKOM (C3)°

¢ Oréxu o BeuepaM N0 HHAMBHAYIGHbIM NPpUUNHaM (Berosnule) (C3)°

¢ llepnuunnii Bapuko3 ¢ oTékoM (C3)°

¢ 3anymeHHEI mepBHYHEIA BAPAKO3 ¢ OTEKOM (pacimpenue creonos u Betelt) (C3)°
¢ XpoHuueckas BeHO3Has HefocTarouHoCTs (C6)° |

e -Icremenn* (C3)* dnebokraTHUECKas KOPOHA

o -Ilcrenemu* (C4)* xponnuecknii oTEK**, ox3eMa**, spurema**, runogepmaros**,

ZepMaTOCKIIepo3, Oenad atpodua KoxH
. o - Illa* crenenyu (C5)* Beineverinnle TpOOHUUECKHE A3BH! (TPOQHIAKTHKA 060CTPEHHS)
e *CornacHo Widmer & Marshall  **ITocne 3aBeptuchus 6a3oBoi Tepanuu
¢ TIpodunaxruka rpomGoobpasobanua/aMO0NHH .
e TpomGoduetut uan BapukoTPoMG03 (TpoMO03 MOBEPXHOCTHLIX BEH), BEPOATHEIA OTEK
o TpomGodnebur (TpoMGo3 rryGOKHX BeH)
o TMocrrpomGodneGuTnaecknit oTEK ¢ wiu 6e3 nocneAyIOIMUM KOHTPOIEM B AHHAMHKE
o TNoazepxmparolas TEpanHs:

s  a) nocne ckneporepanun b) nocne aMOynaTOPHOro CENEKTHBHOIO XHPYPIHIECKOTO JICUCHHS

BapHKo3a ¢) nocne ¢hreb>xToMHR
. ¢ JIo ckiepoTepanuy Wi 0 ONEPAlHH 1O NPEAOTBPALEHHIO OTEKOB
¢ Tlpodunakruka 1 NeUCHHE A3B
s TJocneonepanuoHakLi 0TEK
¢ TlocrTpaBMaTHuecKuit 0TEK mOCHE 3aBepHIcHAA 6a30B0# Tepanuu
¢ OG6patuman mMMdeaeMa noce KOMILIEKCHOH NPoTABOOTEYHONH hHIMOTEpanHK

o Heo6parumas nuMdeaeMa ¢ IpKO BRPOKSHHOM HHIypaliuelt NocHe KOMILIEKCHOMH

NPOTHBOOTEYRON PHu3HOTEpATHM

e Xupopoii orék II cTenenn u Bulile
TEXHHYECKHH ®ANT
~ KOH®HAEHUHAJIBHO -
SIGVARIS AG
Grdblistrasse 8, 9014 Cauxv-T'anen, Hlselinapna
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o [monrgeckuii 0TEK HEACHOTO MPOUCXOMACHHUA

¢ 3acTolfHLIC ABRNEHHS, BE3BAHALIC HEMOABHKHOCTHIO (apTPOoreHHbI 3acTONHKIR CHHAPOM, Nape3 U

HEITO/HBIN mape3 KOHEYHOCTeH)

® AHrmogucnnasus

4.2, Hznenne Meaununckoe komnpeccuonnoe SIGVARIS sapranT ncnoinenns
apoTuBo3Mbonnaeckne yyakn TPOMBO X (THROMBO X):
Bo Bcex cyuasx s CHHXKEHAS PHCKA BO3BHKHOBEHHA Tpombo3a:
® B0 BpeMf{ H T0C/e XHPYPrHYecKoro JieucHus (0COOCHHO NPH NMONOCTHHX H OPTONEAHYECKUX
onepaax)
. ®  [OpH NepeaoMax H NOBPSKICHUAX HIDKHHX KOHEYHOCTelH

®  [pH OrpaHHYCHHON HOUBHKHOCTH

ITpoTuBo3MOOoMMUecKEe YYJIKH CNeqyeT HCIOAL30BATh TOJBKO NpH HEOOXOAMMOCTH JUTHTEIHHOIO
COOMONCHUSA NOCTENIBLHOIO peknMa!

4.3. H3geane meannnHcKkoe xoMupeccHontoe SIGVARIS sapuanr ucnoauenus
xomupeccaonibie ronbul (Anabernaeckne) (DIABETIC COMPRESSION SOCKS)
OTex HIKHHX KOHeUBOCTeH Ha oHe auabeTa, OTEK HIXKHUX KOHEHYHOCTEH BEHO3ZHOTO XapaKTepa,

CHMITOMB! BEHO3HOM HEJOCTATOYHOCTH, JUIA JIEYCHHA KOTOPBIX TpeSyeTcs yMEpeHHas CTeNeHb

KOMIOPCCCHR.

. 5. IlpoTmBONOKA3AHAL

5.1. Hzpeane MeXRUHHCKOE KOMTIPECCHOHHOE SIGVARIS BRPHART HCNOVIHEHASN
xomupeccHonnsie reandul JDKEAMC (JAMES):

Abconomnsie npomueonoKa3anun

3anyieHHas CTagBA OKKMIO3HOHHOH OonesHu mnepudepuyecKHX aprTepdit, 3acroifHad cepiacyHas
HEJOCTATOYHOCTE, CenTHIecKuii ¢nedur (BocnaneHMe BeH, BBI3BAHHOE MHKPOOPraHUsMaMH),
OUPKYIRTOPHas BEHO3HAA FaHIpeHa.

Omuocumensusie RPOMUSOROKA3ARUR

TEXHMYECKHNA ¢AHA
- KOHOUAEHLUHUHAJILHO -
SIGVARIS AG
Groblistrasse 8, 9014 Cankr-T'aaien, [lsefinapnn
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MoxHyilgit HEPMATHT, HEMEPEeHOCHMOCTh MAaTEpHana  KOMIIPECCHOHHEIX — W3NEMHH, moTeps
YYBCTBHTENBHOCTH B KOHEYHOCTAX, 3aNylUeHHad cramus mepubepuuyeckodl Heliponarnd (Hanpumep,
caxapuuii zraber), pemaronausili apTput (PA). KoMnpeccnonrste ronsgpur SIGVARIS Hens3a HOCHT
NPH OTKPHITHIX paHax Ha KOXe .

§.2. Hanenue MeauuuHckoe KommpeccnonHoe SIGVARIS sapHanT Hcnoauexns
nporupodmboaugeckue syaxu TPOMBO X (THROMBO X):

- HepmaTur

- 3anymenHas CTauA OKKNIO3HOHHOM Goneann nepudepnyeckux aprepuit

- OTKphITHIE paHK

5.3. H3anenue MeaunuHckoe komnpeccaonaoe SIGVARIS sapHanT HcnoaneHns

KoMnpeccHonHbie roabgni  (auabernueckue) (DIABETIC COMPRESSION SOCKS)
. Abconomusie npomueonoKaIaHUN

- Octpsle HapymeHHs apTepHanbHoro kposooOpamenns (JITIM<O0.5, xposssoe nasnenue B 06AacTH
HocKa <30 MM.PT.CT. HIM apTepHANEHOE JaBjieHue B o0nacTa rosesaocrona <60 MM.pT.CT.)

- CepaeuHas HEAOCTATOYHOCTh

Omunocumenshsie npomMuGoONOKA3AKUR

- [Iporpeccupyioman nepndepraueckas Heliponarns

- Hapymenus aprepuanssoro kposooGpamenus (JITIU mexay 0.5 u 0.8)
- HenepeROCHMOCTS MaTeprAIa KOMIPECCHOHHBIX NoNbg

- Slpxo BRIpAXEHHbIH MOKHYIHE JepMaTos

. Jlumdarnueckuit oTEK 2 CTAUA H BHIIC

- Xupopo#t oTEK 2 cTanuu ¥ BRILE

- AIpKo BHIpaXKEHHEIH OTEK CTONE

6. Cnocol npuMeRnenus:

6.1. Kax nageBaTs R3NCIHS MeTHIHHCKOro komnpeccuonnore SIGVARIS (oTHocHTCR KO BCeM
BAPHAHTAM HCHONHEHHR):

Jlysmme Bcero H3AENHA MEIHLHHCKHE KOMIIPECCHOHHbIE " SIGVARIS s BapHAHTAX HCMOJHEHHN
HAZIEBATh YTPOM /10 MOAB/NEHHA BO3MOXHOIO oTexa HOr. Horm jomsunl ObiTh CyXuMH, XeJaTeNLHO

CJIerKa MPHCHITIATH CTYIHH TAIBKOM Pa3pemi€HHBIM K NpHMEHeHHIo B PO,

TEXHHYECKHHA @AM
« KOHONAEHUMAJIBHO -
SIGVARIS AG
Griblistrasse 8, 9014 Canxr-T'annen, llisefiuapus
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1 HauyHnTe HageBaTb rofibdbl CO cneda CToNbl (419 BCEX MOLENEN C OTKPbITbIM MbICKOM).

2 PacnpaBbTe ronbMbl BBEPX MO rONEHMW, UCMOJb3YS MPU 3TOM pe3nHOBble nepyaTku. 3/4 He TaHuTe

3a BEPXHIOK0 4acTb rofib{os.

3/4 Vicnonb3ysa pesnHOBbIE MepyaTKy, pacnpaBbTe mMaTtepuas POBHO MO NMOBEPXHOCTU HOrW, NPOBOAA

NafiloHbI0 BBEPX MO HanpaBneHUtO K KoMeHy. Ecnu Bbl HafgeBaeTe Yy/NKW, TaKMMWU >Ke [ABVMKEHUAMM

pacnpasbTe Yy/IKM NO NOBEPXHOCTM 6eapa No HanpasieHUto BeepX. Ctona ronbMa AO/HKHA Ha4YMHaTbCA

OT MbiCcKa. Manblubl HOF MPXM 3TOM OCTAKTCA CBOOGOAHLIMU (A4NS BCeX MOAENein C OTKPbITbIM MbICKOM).

Y6egutech, 4TO ronbMbl NPaBUAbLHO HadeTbl B 06/1aCTH CTOMbI.

5 BbITAHUTE cnej cTonbl.

MegnunHckme kKomnpeccnoHHble n3genna SIGVARIS HafeTbl NpaBUILHO, ECN:

* BEPXHAA pe3nHKa ronbMa pacnosaraerTca cpasy rnoj KOAeHOM;
* BEpPXHAA pe3nHKa YynKa pacnonaraeTcs B NaxoBOl 30HE.
Nfc.2. Kak cHuMmaTb n3gennsa MeguumnHCKMe KomMnpeccuoHHble SIGVARIS (oTHOCUTCA KO BCEM

BapuvaHTaM UCMOSIHEHUS):

CHMMaTb rofbgbl HAMHOrO fierye, UCNOMb3yA Pe3NHOBble MNepyaTKW. BO3bMUTECb 3a BEPXHWUIA Kpaii

ronbpa M CTAHWTE €ro no HanpaefieHU K TrofieHocTony. JlagoHAMWU pacnpaBbTe roAbMbl MO

HanpaB/ieHWNI0 BHWU3 OT rO/IEHOCTONA U CHUMUTE TO/Mb(bl.
BaxHo:
ONVHHbIE HOrTW, KOMbLA M GpacneTbl MOTYT MOBPeAUTb
KOMMPECCUOHHOE Mn3genne. PeKOMeHAYyeTCs UCMOJb30BaTh
pe3nHOBbIE MepyaTKu, KOrga Bbl CHUMaeTe WU HafeBaeTe
ronbtbl! He TAHWUTe 1 He cpes3aiiTe Kakme-nnbo HUTKK Ha
M3HAHOYHOW CcTOpoHe wum3genus. [lpy  NpoOM3BOACTBE
n3genuin - SIGVARIS  wncnonb3yeTcs  CUHTETUYECKMIA
anacTU4HbIA MaTepuan (3nactaH). Masu, MacnsHUCTble
XWULKOCTU, XUP U NPSAMbIe COMTHEYHbIE YYN MOTYT MHOrAa
noBpexgaTb maTepuan, W3 KOTOPOro  M3roTOBJ/IEHbI
KOMMPECCUOHHbIE N3fenuns. PerynsapHole 0OCMOTPbI Y Bpaya

Heo6XoAnMbl NA YCMNELWHOro JfieyeHns. B pegkux cnyyasx BO3MOXHbI anjepruyeckve peakuumm Ha

martepuasn, M3 KOTOPOro M3roToB/IeHbl KOMMPECCUOHHblEe u3genua. B cnyyae nosiBneHus 6o0num mam

pas3fpaxeHns Ha KOXe BO BPEMS HOLLEHWUS Fofb(OB UK Yy/OK, HEMeAIEHHO 06paTUTECh K Bpauy.

TEXHUYECKNI dANN
- KOHONAEHUWMANBHO -
SIGVARIS AG
Grdblistrasse 8, 9014 CaHkT-IanneH, LLBeliuapus
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! Baxnas nndopmMauns

[Ipy MCNONB3OBAHMH 1O PCKOMEHJAIWM Bpaya M NpaBuibHOM noafope pasmepa

KOMNPECCHORHBIE roNbdbl 06bIMHO He HMEIOT 0GOYHBIX 3P dexToB.

TlauMeHTHl C HEBPONATHUYCCKHMH OONAMH MOryT HE 3aMETHTh HAMAHOB, BHI3BAHHBIX

KOMIOPECCHOHHBIM  JaBneHmeM B8 ob6nacTd HapymeHus  kposooOpauienus. CnenosarenbHo,

PEKOMCHAYETCA KOHTPOJIHPOBaTh COCTOAHHE HOI HECKONBLKO pas B ACHL HA HAIHYHC HAMHHOB, CNCIAOB

HapYWCHHA KpoBOoOOpaLleHHs HNH HOBBIX KOXHBIX MNOBPEXACHHA, B Cyvae OOHApY)KeHHS KOTOPHIX

HeobxoauMo 0643aTeNIbHO CHATH rojibdbl. Takke He0OXOAMMO NPOKOHCYILTAPOBATECA € BPAYoM,

TlauueHTH ¢ AualeToM 4YacTo CTPAAAIoT OT HapyIUCHHH apTepHaibHOro KpopoobpameHus. [1pu

JIITH (nonspxeqHo-ftedesoM HHACKCE) Mexay 0.5 1 0.8 MOXHO HCNOAL30BaTh YMEPEHHYIO KOMITPECCHIO
¢ nomompkw JTMABETHYECKHUX KOMIIPECCUOHHbBIX T'OJIbOOB mnocne KOHCYALTAUHMH CO

.CIICMCTOM.

Mu pexomenayem HcnonbzoBath JJUABETHUECKWE KOMITPECCUOHHBIE I'OJIb®bI

TOMLKO MOCJE KOHCYAbTAUMH CO CHEUHAaNHCTOM. PeryaspHbie OCMOTPH y Bpauya OY€Hb BAXKHH H

00238 TeNbHbL,

H3roToBHTEIL HE HECET OTBETCTBERHOCTH B C.Tyuae HecofaiodeHus nNpoTHBONOKA3aHNii!

7. YcnaopHR npEMeHeHNN

Uspemas memuupHckHe komnpeccnoHnble SIGVARIS B BapuanTax ucnonnenuit cneayer

HCNOMB30BaTH NpH TeMnepatype ot +5° 10 +27° C n oTHOCHTE/IBLHOM BARKHOCTH BO3ZYXa 0~50%,

nasnequy ot 850 no 1060 I'na u Ha Buicote <3000M Hax ypoBHEM MOpA.

MOXHO HCNO/B30OBATL Ha GOPTY CaMOJICTA, HO HE BO BpeMA B3/leTa M NOCAAKH.

. 8. Mepsi npeaocTOPOXKHOCTH NPH NPHMEHEHBH MEANIHHCKOTO M3TENHR

He "HocuTe MeauuMHCKHE KOMNPeCCHOHHbIC mnb(bu Ha OTKPBLITHIX paHax.

Tlpumennmos monsko nocae Koncyiromayuu co cneyuaaucmon!

9. Bosmoxuble noGouHbie AelicTBHE NPH ACNOALIOBAHEN MEAHIHHCKOTO H3ACIHA

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

HnauBuayanbHas HEMEPeHOCHMOCTb MATEPHANIOB, NPHMEHSEMBIX NIPH H3TOTOBJICHUH

MCIOHUHHCKOro H3ACIHA

Ilpn HenpaBHIIBHOM HCNIONB30BAHUH MEOHLHHCKHE KOMIIPECCHOHHMBIE roNb(bl MOTYT CTATh

MPUIHHON NMOBPEKACHUA KOXKH H YXYALICHHS apTePHANBHOTO KPOoBoOOpalleH s,

TEXHUYECKHA ©ANlN
- KOHOUAEHUHNANBHO -
SIGVARIS AG
Griblistrasse 8, 9014 Canxv-I"'aanen, Llisenapns
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10. F'apasrus na meaunanckae JHABETHYECKHME KOMIIPECCHOHHBIE I'OJIb®bl

COCTABJINET 6 MeCHNEB NPH NPABAALHOM HCHOIb30BAHNH,

Ipu cmpozom cobriodenusn rcmMpyKuni uszomosumenn nobounsie ppexmst npu

KoMnpeccuonnon mepanuu omcymemayiom!

KoMmangpsa nponsBoAuTeNb rapaHTHPYET NpH COOMOACHHY PEKOMEHAIHH, TPHKOTAX COXpaHAET
neqeGubilt 3¢ deKxT B TeueHHe 6 Mecsues ( [IPH SKCAHEBHON HOCKE H CTHPKE), Janee ero HyXHO

3aMEHHTE Ha HOBBIH, TO3TOMY H rapaHTAR JAeTCA Ha 6 MecalleB.

11. Ceepennst 0 BO3MOXKHOM BJIHEHHUH HCNOJIL30BAHAS MEARIHHCKOT0 H3ASAHA HA cnocobnocTh

YUPABASTL TPAHCIOPTHHIMH CPCACTBAMH, MEXaHHIMAMH )

.' HC OKA3LIBACT BIHAHUA

NOTEHIHAALHBIX NOTpeduTeANX MeaKr CKOT0 H3AeJHUs:

W3genne meaumusckoe komnpeccnonHoe SIGVARIS B BapranTax HenonHeHnH NpeiHasHaYeHH! 1A
HCNIONB30BAHHA MEAMIMHCKHM NEPCOHANIOM M HacelleHHEM B Bospacte ot 16 xo 100 ner.
13, OcHoBHbLIE HOHAJIBHbIE YeMe MEHIHHCKOTO H3JeNHN:
Hineane meanunnckoe komnpeccuonnoe SIGVARIS B papuanTax Henoanennii
- mpormBodmbonnueckue yyakn TPOMBO X (THROMBO X)
- xommpeccuomisie rods: JUKEUMC (JAMES);
- KoMupeccHonHbIe roabdsl (auabermieckue) (DIABETIC COMPRESSION SOCKS).

15. Tlepedues H ONHCAHHE MATEPHAJIOB MEAHUHHCKOrO HiAenNHd, BCTYNAOMEN B

REMOCPeACTBEHNbIN HAH onocpeRoBAHNLIH KONTAKT € TEJIOM Y€/I0BEKA.

Marepuan Onucanne Marepuana | Kouraxr ¢ Teaom

HEJA0BCKA

TEXHUWYECKHH ©ARA
- KOHOUJEHUHANBLHO -
SIGVARIS AG
Griblistrasse 8, 9014 Canxt-I'asnen, Lneiinapun
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M3pgenne meguLMHCKOe
KOMMNPEeCCUOHHOe
SIGVARIS BapunaHT
MCNONHEHNS
NPOTUBO3IM6OONNYECKMNE
yynkn TPOMBO X
(THROMBO X)

81 % nonnamunpg
19 % 3nacTaH

(hnnameHTHas
HUTbL U3 NoNnammaa
6.6, Toprosoe
HauMeHOBaHMe
«Timbrelle» 36%

HUTb U3 Nofinammpa 6.6
«GREEN FC-FREE»,
HUTb GEeXeBOro LBeTa
KpacuTenb: MapKu
86DGC Dominik Georg
Luh TECHNOGRAFIT
GmbH, NepmaHus

HUTb U3 Nnoanamuaa 6.6
«GREEN FC-FREE»,
HWTb PO30BOTrO LBeTa
KpacuTenb: MapKu
3478DGC Dominik
Georg Luh
TECHNOGRAFIT
GmbH, N'epmaHus

TEXHUUYECKUNA ©ANN
- KOHOUAEHLUWNANBHO-

SIGVARIS AG

Groblistrasse 8, 9014 CaHkT-IanneH, LBeiuapus
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KOoHTaKT C
HernoBpeXAeHHbIM
KOXXHbIM NMOKPOBOM

Lo 18 vacos



-

HATb 13 nonnamnpa 6.6
«GREEN FC-FREE»,
HWUTb CMHErOo LBeTa
Kpacutens Mmapku Cl
76645, Nan Ya Plastic

Corporation, TailiBaHb

HUTb U3 noinammia 6.6
«GREEN FC-FREE»,
YXENTOoro upeta
Kpacuteno CIB 645,
Nan Ya Plastic

Corporation, TaiiBaHb

CTpyKTypa BA3KMU:
OflHOPOZHAA BA3KA,
6ecLlI0BHOE YYNO4YHOe
n3genue, N3 NPAXN C
31acTUYHON
BHYTPEHHEN HUTKOWA,
BHYTPEHHAA HUTKA

NMPOXOANT A0 KoseHa

CTpyKTypa HocKa n
NATKU
MMATKa cBA3aHa

BO3BPATHO-
TEXHUYECKUNW painn
- KOHOMAEHUWMANBHO -

SIGVARISAG
Groblistrasse 8, 9014 CaHkT-IanneH, LLBeliyapus
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MOCTYNATEIbHBIMA
JIBHKCHH;IMH C
KOHTPOJEHEIM

OTBEPCTHEM (Hakaga

CBEpXY)

Bua msos- be3 wsos

Hznenne meauunuckoe | 81 % nonnamuz 1. punamenTHas HuTh | KoHTaKT ¢
19 % anacran
KOMIIPECCHOHHOE 13 nonnamuza 6.6, HEMOBPERACHHbIM
SIGVARIS Bapuanr TOProBOE KOKHBIM NOKPOBOM
. HCNOTHEHNS HaUMEHOBAHHE ao 18 uacos

KOMNpeccHOHHbIe «Timbrelle» 36%
rom. gt % nONHAMHIA
OpoTHBOMHKpOOHOH

MPONHUTKO# HUTDH H3
noxuamMuza 6.6
«GREEN FC-FREE»
26% Hutb Gestoro
LBETA KPACHTEND
Gemniit Mmapku 74 DGC
Dominik Georg Luh
Q 19% npoussoxcTsa:

TECHNOGRAFIT
GmbH, I'epmanus 19
% snactal
NpOH3BOACTEA Invista
(ClA) -

2. dunaMeHTHaX HHTH

U3 nondamuaa 6.6,

TEXHUYECKHHA ®AHA
- KOHOWAEHUHAJILHO -
SIGVARIS AG
Griblistrasse 8, 9014 Canxr-I'annen, Illseliuapus
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TOproBoe
HaMMEHOBaHHE
«Timbrelle» 36%
TIONHAMHUAA C
NPOTHBOMAKPOGHO!
TIPONHTKON HATE U3
nonvamuna 6.6
«GREEN FC-FREE»
26% HATBL YepHOTO
1{BETA KPacCHTENb
yepHkii Mapku 12 BLG
Dominik Georg Luh
. 19% npoussozacrsa:
TECHNOGRAFIT
GmbH, 'epmanns 19
% 3nacraH
Npou3BOACTBA Invista
(CIIAY

CTpyxTYpa BRIKN:
OJIHOPOZIHAA BA3KA,
GecoBROE 4yIOMHOE
W3JeNHe, U3 NPIKH C
IMacTUYHON
‘ BHYTPCHHENH HHTKOH,
BHYTPCHHAA HATKA
NPOXOJNUT 0 KONCHA

Crpyxrypa HOCKa H
NATKH

ITaTka cBa3ana
BO3BPATHO-
NOCTYNATENLHEIMK
ABHKCHHAMY C
KOHTPOMbHBIM
OTBEpCTHEM (Haknaza

TEXHUYECKHUH ©ANI
- KOHOBAEHUHUAJIBHO -
SIGVARIS AG
Griblistrasse 8, 9014 Cankr-I'annen, llipefiuapns

Crpanuua 13 u3 28
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CBEpXY)

Bux msob - bes mBos

H3apenne MeAHUAHCKOE 65% nomwacrep TNONMCTED — MAPKH KouTakT ¢

11% xnonok Dewspo, Heitnow -70
KOMIIPpECCHOHHOE 19% wueiinon DENIER, cnanaekc HENOBPCAKRCHHBIM

5% cnaHaexc

SIGVARIS Bapuant Spandex DuPont, Xnonok- | xoxmbim noxpoboms
Organic cotton, Genbi
HCNOJHeHHS~ no 18 wacon
{xpacHrenb Gebiit, MapkH
KOMIIpEeCCHOHHLIE C1 77891, Nan Ya Plastic

Corporation, Tatpatb)
ToIbLI Crpyxtypa Ba3kn:
(amabeTnveckne) OAHOpOAHAA BA3KA,

(DIABETIC GecioBHOe YynoTHOE

q COMPRESSION H3ACIHE, H3 [IPAXKH C
3/1aCTHIHON

SOCKS). BHyTpeHHe# HHTKOH,
BHYTpEHHSS HHTKA
TIPOXOAHUT AC KOJNCHA

CTpyxTypa HOCKA H
NATKH

[1aTKa cBA3aHA
BO3BpATHO-
NOCTYNaTeAbHEIMA
JBHKEHHAMU HOCOK

3aKpEIT

Bna meos

q Bes usoB

TlonusTuiaeHoBad IUIEHKa [NonnstnncHoBas Onocpenosa
TUIEHKA PET/PE | Hbiif xoHTaKT

TNepBuaHad ymakoBKa (35709-G)

Jlsycroporunii menosanskni | Isycroponnut Onocpenora
CKNIaTHOH KapTOH MEJIOBAHHEIH CKIATHOH

kapron FBB (Frovi HBIH KOHTAKT

Bropuvunas ynakoska

TEXHUMECKHUH ®ANA
- KOHOMAEHUNAJIBHO -
SIGVARIS AG
Griblistrasse 8, 9014 Canxr-Tasunen, Hlselinapns
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15.1. N3genne megunumnHckoe kommnpeccnoHHoe SIGVARIS BapuMaHT MWUCNONHeHUA

KOMMNPEeCCUOHHbIe ronbdbl AXENMC (JAMES):

dopma CTOHbI LiseT
Mogenu
. . YépHbIi
A-D * 3aKpbITbIA MbICOK MArknin Bepx 2
[nnHa B cm
KopoTtkne*  31-34 KopoTkue 56-64 KopoTkne*  56-64
CraHgapt 35-40 CraHgapt 65-74 CraHgapt 65-74
JJ/IMHHbIe 41-45 [/ IMHHbIe 75-84 L/ MHHbIE 75-84
T
* KOpOTKas AAMHa AOCTyMHa Tonbko B mogenax u3 XJIOMKA ¢ mArkoi
pesunHkoii, CCL 2, B YEpHOM 1 GeXXEBOM LiBeTax
**KOpOTKast ANMHa JOCTYMHa TonbkKo B mogensx u3z XJSIOMKA ¢ MmArkoi
pesuHkoii, CCL 2 n 3, B 6e)XeBOM LIBeTe
15.2. N3genne megumuymHckoe kKomnpeccuoHHoe SIGVARIS BapnaHT MWCMNOJIHEHUSA

npoTuBoambonnyeckme yynkm TPOMBO X (THROMBO X):

Mopgenn
Mogenn dopma cTonbl Pe3nHka Crenexb
Komnpeccuu
A-D C KOHTPO/IbHbIM OTBEPCTUEM Msrkunii Bepx 18 MM. pT.CT. Benblii
TEXHUYECKUNI ®ANN
- KOHONAEHUWMANBHO -
SIGVARIS AG

Gr6blistrasse 8, 9014 CaHkT-IanneH, LUseiapus
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Ha cunnkoHoBow

A-G C KOHTPO/IbHbIM OTBEPCTUEM 18 mm. pT.cT. Benblii
pe3uHke
C 3acTé 7 o
A-G C KOHTPO/bHbIM OTBEPCTUEM ACTEXKON Ha 18 Mm. pT.CT. Benbii
Tanuu
Pazmepbsl
v\ OnmHa- 1(cm) S M L XL
) KopoTkue 33-38
cB 18-22 cm cB 22-26 cm cB 26-29 cm cB 29-32 cm
BV- “ CraHfapTHble 38-43
o
4 J/MHHble 43-48 cD 29-35 cm cD 34-40 cm cD 39-45 cm cD 44-51 cm
(Y OnvHa-1 (cm) S M L XL
1) Kopotkwe 60-70 cB 18-22 cm cB 22-26 cm cB 26-29 cm cB 29-32 cm
“h to CraHpapTHble 70-80 cD 29-35 cm cD 34-40 cm cD 39-45 cm cD 44-51 cm
\ JnnHHble 80-90 cG 43-54 cm cG 48-60 cm cG 54-66 cm ¢G 60-72 cm
T to
cxq
\ 11nunHa-1(cm) S M L XL
} Kopotkue 60-70 cB 18-22 cm cB 22-26 cm cB 26-29 cm cB 29-32 cm
—1te CraHgapTHble 70-80 cD 29-35 cm cD 34-40 cm cD 39-45 cm cD 44-51 cm
\ [mHHbIe 80-90 cG 43-54 cm cG 48-60 cm cG 54-66 cm cG 60-72 cm
n b —o
*3
Kopotkue
CraHfapTHble
JHHble
15.3. N3genve meguunHckoe kKomnpeccmoHHoe SIGVARIS BapuaHT UCNONMHEHUS

KOMMpeccuoHHble ronbbl (anabetnueckne) (DIABETIC COMPRESSION SOCKS)

Mopenn

Mogenu dopma cTonbl

FoneHb A¢ D 3aKpbITbIli HOCOK Masarkuii Bepx 18- 25 Mm pr.CT. benblii
Pazmepsl

TexXHu4dYeckuini pamin
- KOHPNAEHUWNANBHO -
SIGVARIS AG
Grdblistrasse 8, 9014 CaHxT-IanneH, LLseiuapus

CtpaHuua 16 13 28
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



S M L XL*
27-33 31-39 35-45 41-51

18-22 22-26 26-29 29-36

CyLecTBYtOT KOMNPECCUOHHbIE N3AEeNNS C Pa3HOW CTENEHbI0 CXKaTus, B 3aBUCUMOCTU OT THXKECTU
nognexawero nevyeHunto 3abonesaHns. [laBneHune, oKkasbiBaeMoe KOMMPECCUOHHBbIMU Yy/IKaMU Ha YPOBHE
NOABLDKKW, U3MepsAeTcs B MUAAUMeTpax pTyTHOro ctonba (Mm pr.cT.). KOMMNPECCUOHHbIN Knacc
)npefenseTca B COOTBETCTBUM C opuumnanbHbiMK cTaHgapTamn:070 RAL ctaHgapT B EBpone.

B 3aBucumMocTu OT 3ab60neBaHMA Bpay HasHavyaeT nauneHTy onpeAeneHHblil KOMNPEeCCUOHHbINM Knacc.
Jlerkas Komnpeccus COOTBETCTBYeET Knaccy 1 unm 2, cunbHasa Komnpeccus — knaccy 3 unm 4
B 3aBMCMMOCTM OT MPMMEHSEMOr0 CTaHAapTa.

Knacc komnpeccun 1

YpoBeHb faBneHna 18-21 mm.pT.CT.

lMokasaHus:

- Mepexopgswmne HapyLeHNa BEHO3HOI0 OTTOKA: TAXECTb W YCTaNnoCTb B HOrax, OTeK r0ONEHN U CTOMbI K
Beyepy '

- TeneaHrnakTasmm n eANHNYHbIE BHYTPUKOXHbIE BAPUKO3HbIE BEHbI

- YcuneHue noAKOXHOIo BEHO3HOMO PUCYHKa U eiMHNYHbIE BAPUKO3HbIE BEHbI BO BPeMs 6epeMeHHOCTH

Knacc komnpeccun Il
YpoBeHb faBneHnsa 23-32 MM.PT.CT.
[oka3aHus:
Bapnko3Hasa 60/1e3Hb 63 TPOPUUECKMX HapyLUEHUIA KOXMK
- Bapuko3Hoe paclivpeHune BeH BO BpemMsi 6epeMeHHOCTM
- dnebockneposnpytoLLee eveHne BAPUKO3HOM 60Ne3HN
- XUpypruyeckoe fevyeHe BapUKO3HOW 60/1e3HU
- Tpom60(hNe6uUT NOBEPXHOCTHbIX BEH
- OTeKn KOHeYHOCTel nocse TpaBMbl

Knacc komnpeccun Il

YpoBeHb gaBrieHNs 34-46 MM.pT.CT.

lMokasaHus:

- Bapnko3Has 6001e3Hb C TPOUYECKUMUN HAPYLLUEHUAMWN KOXU
- MpothunakTuka peungmea TpPOPUUECKUX A3B

- Tpom603 rny60Knx BeH

TEXHUYECKWNIA AN
- KOHONAEHUNANBHO-
SIGVARIS AG
Groblistrasse 8, 9014 CaHkT-IanneH, LLBeliyapus
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- [TocTrpoMGodnebaTHacckas Gone3Hsb

- ITpopunaxTuxa peunusa TpoMGo3a rmybOKHX BeH

- Jlmudocras

- OprocTaTHYecKas THIOTCH3HA (B 3aBHCHMOCTH OT BBIDAXKCHHOCTH - 2 KIT,KOMNP.)

Kixace kommpeccun IV

¥Yposens aasaenns 6onee 49 MM.pT.CT,

IMoxasauns:

- Brpaxkerneni ambocTas

~ BpoXeHHEIC apTepAO-BEHO3HEIC CBALNH (B 3aBHCHMOCTH OT BHIPAXEHHOCTH - 2-3 KI.KOMIIP.)

15.4 Hazeane megnunHckoe Komnpeccuonnoe SIGVARIS B Bapuanrax acnosnennii:

- mporeBosMbonaveckue wyaxkn TPOMBO X (THROMi!O X)- 18 MM.pT CT. B 0618CTH NOABNKKH
- xomnpeccuonnsie ronsgu JOKEAMC (JAMES) - 2 knacc koMnpeccun

- KomnpeccHORHBIE roabdnt (Anadernueckne) (DIABETIC COMPRESSION SOCKS)- 1 xnace

.(ounpeoclm.
16. MapxknpoBKAa H YNAKOBKA

Hanenne menunnnckoe komnpeccnonnoe SIGVARIS B BapranTax senoHenni:

- nporusoambommeckue wyakn TPOMBO X (THROMBO X);

- kovmpeccuonnsie ronbdrs JOKEHMC (JAMES); .

- woMmpeccHonHble roibgnt (anaberuaeckne) (DIABETIC COMPRESSION SOCKS).
IlpousBoauTe s

SIGVARIS AG

Griblistrasse 8

9014 Canxr-l'annen

i:uﬁnapux
€CTO IPOH3BOACTBA

xomnpeccaonnsie roassl JOKEAMC (JAMES)

SIGVARIS AG

Groblistrasse 8

9014 Canxt-T'annen

UIsetinapus

KoMupeccnoHubIe roabPbl (auaberaveckne) (DIABETIC COMPRESSION SOCKS)
SIGVARIS INC.

1119 Highway 74 South
Peachtree City, GA 30269
CLIA
nporasodMbosmaeckne gyakn TPOMBO X (THROMBO X)
Sanyleg
TEXHWYECKUR @ANHI
- KOHOHWAEHUHAJIBHO -
SIGVARIS AG

Griblistrasse 8, 9014 Canxr-I'annen, [lsetiuapus
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Via Albania 1/3
46042 Castel Goffredo MN, Hranus

HOCTAB/AETCA B HHAMBHIYANbHOK NOTpeOHTENLCKOM Kaprouﬂoﬁ yNaxoBKe:

16.1. Hanenue meanmunckoe komupeccuonsioe SIGVARIS B apranTax nenosinennii:
- wommpeccuonurie roandm JOKEAMC (JAMES);

- Komnpeccaonusie rombdbl (1naberuaeckue) (DIABETIC COMPRESSION SOCKS).
Hmeer cneayromue rabaprrasnie pasMepsl: 23.5 x 12.6 x 3.7 em/+0,S cm.

16.2. Hapenne MenunuHCcKOe KOMIOpPEeCCHOHHOE SIGVARIS sBapuanr HenoHenuil
nporuBodMbonuueckue wyaku TPOMBO X (THROMBO X) nocTaBasioTes B IVIACTEKOBLIX
naxerax: 24 x 19 em /40,5 om.

.-la Hee HaHOCHTCH 3RaK cooTBercTBUA (CE).
Takxe Ha Hell comepamtea (oTorpaduyueckoe n306pakeHUe MEAMIMHCKOTO H3ACmHA, H3obpaxeHue
COZICPIKUMOTO ynakoBku. Ha ymakoBke MMeeTcs KpaTkoe OfiHCaHHe, MapKHPOBKa YTHIU3AIHH, YCIOBHS
TPaHCTIOPTEPOBKH, XPaHEHHS ¥ NPHMEHEHAA.
Ha norpeGrrensckoii kapToHHOH YMAKOBKE YKa3blBAlOTCA JMAHHLIC O MPOH3BOAMTENE, ITPHX KOX W
CepRAHELT HOMep.

17. CAMBOJIBI H OBO3HAYEHUS

~

ot

g Hcnone3osats a0 (kpome THROMBO X)

HpomnoMb

[Moanexaty#l NOBTOPHOMY HCTIMNB30BAHMIO

Cpox roqHocTH 3 roJa ¢ MOMENTA NPOHIBOACTRA
Ans THROMBO X - cpok roaHocTH He yKa3biB2eTes

Koa naptum (xpome THROMBO X)
LOT HA BUIKTOM APALIKE YKAILIBACTCA HOMEP NAPTHK
(nanp. 1927101) , xpome THROMBO X

—
-—

AD - Tonsdu

AG — Mynku po maxa

8

TEXHUYECKHHA ©AH
- KOHOUIEHLHAJIBHO -
SIGVARIS AG
Griblistrasse 8, 9014 Cankr-Tannen, lesefinapus
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TEXHHYECKHH ®AlLN
~- KOHOUAEHUHWAJILHO -
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Bo3ayxa 0~50%, nasnesnu ot 850 no 1060 I'ma

# Ha BbicoTe <3000M Hax ypoBHEM MOpA.

He cneayer mcmombs3oBarh pAAOM € APYTHM
o6OpyZOBaHMEM MIH  CKIAQMpOBaTh MO

BepTHKAIH.

18. llepeaens pACKOB, HICHTH OBAHHLIX B MPOIecce AHAIAIA PHCKOB
Ha ocHOBaHWHA pe3y/IETaTOB NPOBEIEHHOTO AHANK3a PHCKOB YCTAHOBIICHO, MTO NpPSATIPHHAMAEMEIE MEph
N0 MAHHMH3AIWH PACKOB ABIKIOTCA G (PEXTHBHEIMH H OCTATOUHEIH PHCK ABIIFETCH NIPHEMECMBIM
IIponssoaurenem npeacrasiaca AHAJIN3 PHCKOB 1, 2,

* JIpeasapurenbras ofpaborka

O6pasus: npomuiBatorcs cornacio DIN EN ISO 6330/4G:2013-02, eicyumnsaioTca B pasnoeHHOM BMAE NPH
KOMHATHOH TemnepaTtype (pernament C panHOro cranpapra). 3atem o6pasibi BHACPXKHBAIOTCA B CTAHAAPTHBIX
YCNOBHAX B TeueHWe 24 yacos B cOOTRETCTBUM ¢ TpeGoBanuamu crannapra DIN EN ISO 139:2011-10, pasaen 3.1.

*  Pacrmxenne, AapjeHne H OCTATOMNOE AAB/ICHHE

Konuuectso oGpasnos ana ucnbitanus: 2

Hcrsrranmus npopogunuch npu Temnepatype (2042)°C 1 OTHOCHTENBHOMN BAAKHOCTH (65+5)% ¢ HCMOAL3OBAHNEM

CHcTeMBt H3MEPEHHA CTENEHK KoMnpeccHn Xoanurralin (HOSY).

Hccnenosanacs kpreas Harpysk. PesynbTaTsi npezacraeieHsl fanee B Tabnuue u auarpamme. Taioke B TaGmme

YKA3aHb! JUTHHA H OKPY>KHOCTD.

IMpumeuanue:

B ncmutanuax no cucteme HOSY coeamHeHHe MexIy TKAHBIM MATEPHAIOM M BEpXHHUM kpaem ronsda

PACTIONOKEHO PANIOM ¢ OmwKaliiinM COSRHHEHNEM MEXKAY ABYMS 3LKHMAMH,

B TabnHuax ykasaHsl 3Ha4eHHA, NOMYHCHHEIC B HAHBLICIDHX TOMKAX HIMEPEHHA, OT 32KUMa, KOTOPHIA YACPKHBAN
0 TKaHRl MaTepHan. B nucte pacmpenencHus NaBNCHHA 1GHHAA TOYKA HIMEPEHHA COOTBETCTRYST

HOit TOuKe (Ha KOHLE roneda).
18.2 Pasmepnt
o Jlamna

HiMepeHne AnHHN B HaMBBICIIEH TOMKE WIMEPEHHS M3MEHAIOTCA B mpenetax 15%. 1o o3Hayaer, 4ro B
COOTBETCTBHH C pasaenom 4.5.2 RAL-GZ 387 / 1:2008-01* neoGX0AMMO HIMEPSTH CPEHIOI0 JUTHHY H3AGANHA.

*  OxpyxHOCTH

Haumenniune 1 HanGonbiume 3HaYCHHA OKPYXKHOCTH paannruaiorca Gonee, uem Ha 10%. Foatomy y oGpazuos
CHaYaMa JAMEPRIOTCA MHHHMAILHBIC 3HAYCHHA OKPY)KHOCTH, a 38TeM MAaKCHMANbHEE.

18.3 Bax ynakosin
CxnanHas xopoGka. Ynakoska sawmiaeT rofibsl OT 3arpA3HEHN W BO3IEHCTBUS CBETA,
TEXHHYECKHN ®ARA
- KOHOPHAEHUHANBHO -
SIGVARIS AG

Griblistrasse 8, 9014 Canxr-T'aaneu, Uipeuapus
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19. Mapxuposks
" JTHReTKR
Ha 3THKeTKe NONHOCTHIO YKA3aHa BoA HeoOxoanMas uHdopmauus, ORHAKO, CASAYET BLACIHUTS pa3Mep NoJIeHH.
*  Ynaxosxa
Ha 3THKeTKe NMOMHOCTHIO YKA3aHa B HeoGxoauMaa uHdopMauud. OAHAKO, CREXYET BLIACAUTE PasMep TONCHH.

*  HHCTPYRIHA N0 NPHMEHEHEIO
HHcTpyxiMa no NpuMEHEHHIO COAEPKHT BCIO HeoDXOAHMYIO HHdopMaLuio.

Oratr 06 semuiranasx Ne 16.2.20.12832/2/1 or 18 wona 2017 roaa
Crp.3m4

20. Fxonoraveckan 6e30NACHOCTD
Cepmdmiar Oeko-Tex® (Ne CPP 18868).
CTpyxTypa TKaHH H MBL

&ecmommﬁ TPHKOTAX HUCBOH BA3KH C 3MACTUMHOH BHYTpEHHER HUTKOH B KOXKIOM Paidy.

Cocras matepmana
* TexcTRALHAR HHTH Her
s  JJACTHYHAN HHTDH Anacran, npubn. 44 aeunrtekca
Of1was nIoTHOCTL MpMKK Npubi. 234 aeunTexca
Brewsnee nokpuiTie NonnamMun
BHyTpesiHee NOKPLITHE Noanamun
JononHUTeNbHAA HHTD Honnamua
*  YrouHas HATHL Anacran, npuba. 612 aeunrexc
BHemKee nokphiTHe Monuamwua
BHyTpetitee nokpeithe INonnamun
CTpyKTypa NSTKH H MLICKA

CTpyKTypa MATKH H MBICKA COOTBETCTBYET CrICUNPHKALIAAM,

QJIICTI‘IHOC‘I‘I:

Hanparnexne Touka H3MEPEHHS | DNaCTHYHOCTD, DaKTUYECKOE BHITATHBAHHE, KaK
B% NIPOLEHT MONEPEHHOro PACTHKEHHA 110
OKPY>KHOCTH
MHH MaKe

NPORONBHOS B 93 - -
NONEpEeIROe B 174 - 27 35

D 127 36 58

Komnpeccun

Hasnenue coctapaser 3,93 kila v 4,20 xlla COOTBETCTBEHHO B TOUKe M3MepeHHA B ana MuHuMansHoro o

MaKCHMajBHOTO pasMepa oKpyXHocTH. Mapenue cooteercrsyer Il knacey komMnpecchu.

TEXHHYECKHHA ®AlN

- KOHOWAEHLIUMAJIBHO -

SIGVARIS AG

Grablistrasse 8, 9014 Cankr-Tannen, lllpeliuapns
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OcTaTounoe NaBACANE H JHHAMAKA pacupec/ieBus 2B eHHS

B Touxax H3MCPEHHA 1O MHHMMANEHOA N MakCHMaNbHOH OKPYXXHOCTAM OCTATOYMHOC NAB/IICHHE B fonee BLICOKHX
TOYKAX HEC NPCBHINACT NABACHHA B HH3KHX TOYKAX.

OcTaTousoe AABCHHE MO MMHUMANBHON ¥ MAKCUMANBHON OKPYXKHOCTAM B TOYUKEX H3M: epeHis or Bl a0 D

HAXOMTCK B Npefieax ycTaHorneHHoro unrepaaia (cM. Tabnuuy 8 RAL-GZ 387/ 1:2008-017.

Oruér o6 nemstaumax Ne 16.2.20.12832/2/1 or 18 wiona 2017 roga
Cp.4m34

JonycTaMble OTRIOHEHHS 0T TpefoBannil Kk KaUECTBY HIACANS -
Henonras MapkHpoBKa.
OcTaToMHOE AaB/ICHUe MO MUHHMANbHOH OKPY)XKHOCTH 110 BEepXHEMY Kpato Hike 50%.

€CKOE BHITRTMBaHHE, KAK (POLEHT MONEPEYHOTO PACTAMEHHA [0 MAKCHMANBHOM OKPYXXHOCTH, B TOUKE
epeHut D BhilDe, ueM 3aaRNCHO B PYKOBOACTSE.

BuBoant
Ilo pesyasTaTaM MCHILITAHKA H3AENHE MPUIHAHO COOTBETCTBYIOWMM TpeGOBAHHAM.

Xosumrraiin, 18 mona 2017 roaa

Pyxosoaureib Hauanbhuk oTA€N18 KOMITPECCHOHHBIX NMPHEMOYHBIX MCTBITAHMR
/nodnucano/ /noonucano/
Jmmn. Umx. Florian Girmond Jnmn. Uk, Christine Doege

/mevamy Jlabopamopuu Xosnwmaiina/

Pe3ynsTaThl HCNMTAHMA COOTBCTCTBYIOT HCKMIOMMTEALHO MpefoCcTanNieHHbIM ofipaiuam. OTUET BOCNPOHIBOAWTCA TONLKO
nomHocTeio. He nomyckaiorcs eeiaepakd M3 ordéra. Mcnonsioeauue 'OTYETA B peKAAMHMX USASX WK NyGankauus
cBobonHolt WHTEpPApPETALNK €r0 PesyILTAaTOB PA3pellAloTCs TOIbKO ¢ paspementa HHcTrTyTa XosnmTaktua, IOpuaHueckyo
RITY MMeeT TONLKO MOAMUCAHHBIN YNONHOMOMCHHMMH JHUAMH OTHET. JOXYMEHTH M MATEPHAH NEPEAAIOTCA KIHCHTOM Ha
‘pox A0 3 Mecance, ecny mo3poamioT ycnoeua. [lepuon xpaweHua cpokoM |0 neT npHMEHAETCS B IOPHAHYECKH

PerynupyeMBIX CTy4anx.

Bee METOIB, YKa3aHHbIE NPUIOKEHNAX, ABAKIOTCH AKKPEIUTOBAHHBIMH (cm.
www.hohenstein.de/de/about hohenstem/accredlwtlon/&redngtlon html) — B OTYETE OTMEUEHO CHMBOJIOM KA Y.

Tabnuua Ne 1.1

Ot o6 nenurannsx Ne 16.2.20.12832/2/1

Crcrema n3MepeHEd cTeneln xoMupeccHn XoyamTaiin

HpowuasoanwTens: SIGVARIS AG
Hanenne: «JDKEMMC» (JAMES) Ccl.2
Paimep nponseoanvens: | AD 22-24 (34-41/35-40) # S+
Ocobble perann: C marxeTol — MHH. OKPYXHOCTD
TEXHWMECKHH ®ANN
- KOHPUAEHUHAJBHO -
SIGVARIS AG

Griblistrasse 8, 9014 Canxr-F'anaen, lllseuapus
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Touka OKpYyXHOCTb

(cm)

B 22.0

35.0
35.3

22.
22.
22.
26.
31.
35.
34.

N o O A W N
U w N o © o b»

BbicoTa PactarusaHue HaTtsaxeHne [asneHue OcTatoyHoOe

(cm) NPy HOLWEHUN (H/cwm) (kMNa) naneHune (%)
(%)

11.0 47.1 1.38 3,93 100.0
21.0 38.9 1.26 3.05 77.6
30.0 44.7 1.23 2.21 56.1
31.0 45.2 1.19 2.13 54.1
6.0 36.8 1.01 2.84 72.1
11.0 47.1 1.38 3.93 100.0
16.0 46.3 1.37 3.79 96,3
21.0 38.9 1.26 3.05 77.6
26.0 43.3 1.27 2.52 64.1
31.0 45.2 1.19 2.13 54.1
36.0 51.1 .93 1.69 43.0

pio pe3ynbTatam 2 M3MEPEHMWIA.

Tab6numua Ne 1.2

OTUET 06 ncnbiTaHMaxNe 16.2.20.12832/2/1

CnctemMa M3MEpPeHUsA CTeNeHU Komnpeccuy X 03HLW TallH

MpownssofuTens:
MNspnenune:

Pasmep npousBoanTens:
Ocobble getanu:

Touka OKpPYXHOCTb
(cm)

B 24.0
32.0

* C 42.0
42.3

24.
24.
26.
32.
38.
42.
41.

~N oo O b~ W N P
g w o O o O o

SIGVARIS AG
«IXXEMMC» JAMES) Cell
AD 22-24 (34-41/35-40) US+
C MaHXeTol - MWUH. OKPYXHOCTb

BbicoTa PactarnsaHue HaTaxeHune [OasnexHne OcTaTtouHoe
(cm) Nnpn HOLEHNN (H/cm) (kMa) pasneHue (%)
(%)

11.0 60.5 1.61 4.20 100.0
21.0 71.0 1.75 3.43 81.6
30.0 73.7 1.76 2.64 62.8
31.0 73.9 1.73 2.57 61.2
6.0 49.6 1.20 3.07 73.1
11.0 60.5 1.61 4.20 100.0
16.0 70.6 1.74 4.11 97.9
21.0 71.0 1.75 3.43 81.6
26.0 74.6 1.81 2.94 69.9
31.0 73.9 1.73 2.57 61.2
36.0 81.7 1.50 2.27 53.9

Mo pe3ynbTaTam 2 U3MePEHMWIA.

TexXxHuU4Yeckunii bamn
- KOHOMAEHUWNANTBHO-
SIGVARIS AG
Grbblistrasse 8, 9014 CankT-IanneH, LBeliyapns
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T'padux Ne
OTu8T 06 uenbiranmax Ne 16.2.20.12832/21

CucTeMa R3IMEPERNS CTeNeHN KoMnpeccHH Xo3nwTailn

IIpou3soawTenn:
Haaenue:

Paimep nNpoH3IBOARTENN:
Ocobble AeTRAAR:

SIGVARIS AG

«IDKEAMC» (JAMES) Ccl.2
AD 22-24 (34-41/35-40) # S+
C ManxeTol

20

19

18}
. 17 |
16
16
14
1
172
1
10+

TOouKN vamepeHun

——— MWH. OKPYIKHOCTD

A O ~N o o

B1 4

b bain. fl3onenwexNa

0 1

2 } e 7
Pressure In kPa
Griblistrasse 8, 9014 Cauxt-I"'anaen, LliseAuapus
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IlocT MapkeTHAroBLIE HCC/IC0BARNN:

JlaHHBIE 0 OPOAAXKAX H UPETCHIANX

HacrosmmM, MK NOATBEPKAAEM MOVIMHEOCTD NPHIAraéMoro I0KyMeHTa:
Maxunie o npoaaxax u nperensuax SIGVARIS AG

JaHHREIH JOKYMEHT BKITIOYAET CACAYIOLIME CBEICHU:

- ITpeTen3un u xanobuI (k Marepuany, pasMepaM, HATHIHIO AEPEKTOB)

- BoaBpar ToBapos (MpoOHbIE 3aKa3bl, TOA Peann3aluio, HeNpaBU/IbHaA AOCTABKA, HENPABHIBHEIH
3aKa3)

- 3amMeHa TOBapoB

Ipanoxenne Ne 3
. 21. Creienng 0 BapROAKANAY W BAJHAAINH MEAHIMACKOTO H3TEHA

HUsnemme Mexmnwmrckoe koMnpeccuoHHoe SIGVARIS 8 BapualTax HCNOMHEHHH NOCTABIAIOTCA e
CIMEPUALHBMY.

22. MaTepHanbl XMBOTHOIO HJIH_WeiOBeqeckoro NpHMeHeHHS ¢ YxasanweMm cBeaenuit 06 Hx
Ouonornveckoil COBMECTHMOCTH.

Komnaung npomssoqurenns  SIGVARIS AG, llseftuapus ¢ noaHOH OTBETCTBEHHOCTBIO 3a4B/SET, YTO
NpH MPOM3BOACTBE MeAMUMHCKOro H3zenus «Hsnemme meauuunckoe komnpeccnonroe SIGVARIS B
BAPHAHTAX MCITOIHEHNH» MaTCPHANEE IHBOTHOIO H YENOBEYECKOro NPHMEHEHHA HE UCNORBIVIOMCA.

23. II HEe MOAH M HHCKOTO H3eJHS HIH NofofHbLIe MoaH

CROT! CJINN HAXO eCH B ANMCHK

Ha teppuropuu Poccuiickoli ®encpanuu 3aperncTpHpoBaHbl B YCTAHOBIEHHOM NOPAAKE H HAXOAATCH B
obpallieHHH creayionne MoRHKaIuK:

Hazenua meauunuckue koMnpeccuonnnle «CHTBAPHC»: ronsds «Careapuc» «KoTrony,
«Tpamammny, «KoMdopty, «Memxnk»; Yynxu «Cursapucy no cepeannnl Geapa, o naxa: «Korrouy,
«Tpamummny, «<KoMdopr», «Memkuk»; «TpomGo-Cursapuc, Per. yrocrosepenue Ne ®C3 2011/11272

Mapenme Meamumnckoe kommpeccmonHoe SIGVARIS B papraHTax McnonHenu#t paspaGoTaHbl B
A3roTosAeHH B cooTBeTcTBAK ¢ 3akoHoM CIIIA u Cranaaprom EN ISO 13485, a Takie B COOTRETCTBUM
¢ TpeboBarmamu Jlupextusnt 93/42/E3C.

IIpoussodumens 6edém omuém 060 ecex npoussodcmeenHulx npoyeccax Ha npeonpusmiu!

TEXHHYECKHUNA ©ARA
» KOHORAEHHUAIBHO -
SIGVARIS AG |
Gréblistrasse 8, 9014 Canxr-I'annes, Uisefinapus
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24, Q]gugm!ggmme BeUIeCTBA BXOANIIHE B COCTAB MEANMHHACKOrO H3A¢INA,

Komnanua npowzsozmrens  SIGVARIS AG, 1lIsetinapus ¢ nonHOM OTBETCTBEHHOCTHIO 384BIACT, UTO

NIPY MPOH3BOACTBE MEAMIMHCKOrO H3ACNUS  C NMONHON OTBETCTBEHHOCTHIO 3a4BIISET, YTO NpH
NPOK3BOJACTES MEAHIMHCKOIO Hazems «HU3neme memmuuuckoe komnpeccnonnoe SIGVARIS s

BAPHAHTAX HCIONHEHUIEY, TEKAPCTBEHHAIC BELICCTBA He NPUMEHRIOMCR,
25. MeToa cTepHIH3IAIHH,
MeauuHHCKOe H3AEMHE MOCTABIACTCS Me CMEPUAbHBIM.

26. Texnuaecxoe obcayxnBanne, peMORT
Texaugeckoe 06CIy)HBaHHEe MEAHUMHCKOTO H3aenus «Manenue MeIMIMHCKOE KOMITPECCHOHHOS
SIGVARIS B BapuanTtax ucnonHenuii» ne mpebyemcs.

«H3pemte Mexmmnckoe xoMnpeccHorHoe SIGVARIS B BapuaHTax HCIOMHEHHH» yTHIM3HpPYETCH B
coorBercTBuHd ¢ CanlluH 2.1.7.2790-10 .

27. Yraanzanus ang Pocentickoit ®egepanun |

28, TpancuopTHpOBaHHE
«Hanenme Mennmuckoe komnpeccnonHoe SIGVARIS B BapuaHTax ucronHeHul» NOCTynaloT B
TOTOBOM BHJC, YNAKOBaHHbLIA B TPAHCIIOPTHYIO Tapy, TPAHCIIOPTHPYIOT BCEMH BHRAMHE TPAHCHIOpTa B
COOTBETCTBHH ¢ NTPABH/IAMH MEPEBOIKH, AcHCTBYIONMME Ha TPAHCIIOPTE JAHHOTO BUJIA.
Temnepatypa ot +5 o +27 C
OTHOCHTENRRAs BIAXHOCTEL Bo3Ayxa 0~50%,
AtMocdeproe pasnenue ot 850 ao 1060 I'na.
TpaucnopTHag Tapa ycTo#uHBa K Bo3ACHCTBHIO TPAHCIIOPTHO) TPACKH ¢ MAKCHMATBHBIM YCKOpeHHeM 30
.a/c2 H uacToToH ot 2 1o 3 ',
29. CeeneHus N0 VXOAY 38 MERHIHHCKAM H3/eTHe:
o Exeanesno crupaitte roabdsl. [onbdpbl MOXHO CTUPATH B CTHPABHON MAIIUHE B MEIUKE AN
CTHPKH NpH TeMneparype Ao 95° Llenscna.
o Hcnoneaylite MATrKAe MOIOIIHE CPEACTBA O0e3 KOHAMIHOHEpa.
¢ He cymuTts B CymuIbHOR MaIMKHE H3-33 ONACHOCTH Neperpesa H 00pasoBaHui CTATHIECKOTO
3NEKTpUYECTBA. 3aBEPHHTE KOMNIPECCHOHHBIC ro/Ib(bl B [1Ba CYXHX NOJNOTEHNA, YTOOH YAAIHTE
¥30LITOMHYIO BJIATY M BHICYINHTE B CYXOM, 3AIHIIEHHOM OT CBETa ¥ BEHTUAHpYeMOM MmecTe, He
HCMOB3yiTe oforpenaress A1 CYMKH.

TEXHWMECKHUH ©AUJ
- KOHOUAEHLIHAJBHO -
SIGYARIS AG
Griblistrasse 8, 9014 Canxr-T'annen, llIsefiuapns
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e He rnamuts.

» He noaseprars xumuveckoit HucTKe,

o OcTpbic HOITH H KO/bLA C OCTPHIMH KPasiMH MOTYT NOBPEAUTH ronbdbl. PekoMeHyeTCs HaleBaTh

H CHHMATH IoJIb(HI ¢ yUETOM BBITIECKa3aHHOTO.

30. Yenopng xpawenus

Yenoena xpaheHua: «Manenue memuumHckoe xomnpeccroHHoe — SIGVARIS B BapmanTax
HenoyHeuuit» ot +5 5o +27 C 1 OTHOCHTENBbHON BIaXHOCTH Bo3ayxa 0~50%, aasnenun ot 850 xo 1060
I'ma 1 ra BricoTe <3000M Han ypoBHEM MOpA.

He cnexyer ucnone3oBats paaoM ¢ ApyruM 060pyAOBaHHEM KIH CKNANMPOBATE 110 BEPTHKAIH.

3. [Ia Hbhie 00g3aTeNLCTRA, CPOK bl MEAHIIWHCKOr0 H3eans

Ha «Hsgenue MeamumHckoe KommpeccHoHHoe  SIGVARIS B BapHaHTax HCMOMHCHMERY
.Ipenocrannxe'rcx 6-MecauHAS rapanTHS (€ AATHI MPOAAXKH) HA CAyUail NPOR3BOACTBEHHLIX Ae(EKTOB,
lapanTHa Takke He PacHpOCTPAHACTCS HA MOBPEKACHHS, BHIIBAHHBIE HEMPABHIBHLIM oOpallieHHeM
MEIUIMHCKHE H3AC/IHA.

32. Cpok cayx6nl KOMOPECCHOHNBIX Y/I0K B HEBCKPLITOH YNaKOBKe COCTABANET 3 roa ¢ AATH
usrorosnenns, Ilocae HA9AIA HCNOAL3IOBAHNS KOArOTKH GyAyT ofecnedHBaTL HAAIEAANIYIO CHITY
AABJICHANA B TeueHHe 6 Mecuuen.

Yrobni ount coxpaunan Ganaaxnoe RelicTBHE B TeUeHHE BCEro CPOKa rofIHOCTH, BAXKHO coba10zaTh
NPRBHIA YX0/1a
Jleuebnnili 3¢ dexr or nomenns KoMnpeccHonHbIX H3Aeanit SIGVARIS rapauTupoBan B TeyeHHe

6 Mecanen OpH YC/I0BHR HX NPABHJABHOIO HCNO/1b30BAHKA.

. 33. YnonroMoueHHbLIH npexcTaBHTeNb HA TeppuTopun Poccniickoii Denepamun:

000 «Beno+»

115114, r.Mocksa, Poccus, yymua Koxesnnaeckasn, noMm 7, c'rpoerme {,srax 1,
IIIXKI1Y2311VIK 874, 88, 1014,

Ten, +7 (495) 132-74-75

HHH 7714804095

venoplus@venoplus.ru

TEXHUYECKHHA @AW
- KOHOMAEHUHUANLHO -
SIGVARIS AG
Griblistrasse 8, 9014 Canxr-I'annen, lseinapun
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/TTepesod ¢ anznuiicxozo Avwika. Ha pycexuti Asvix/

ATeuams: Cneyuanucm cryxcbui nezanusayuu/

Ilevams: /Komnanun « CHTBAPHC Ay
CH-9014, Canxm-I'ansnen, I'pébbrusumpacce, 8
+41 (0) 71 272 40 00 — www.sigvaris.com
. LIBEAT[APHA/
\3
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Ilpomemnponepmmmammmcnmmm«CMMCAP».Cm

Tamnes, Isciinaprs, noxmucano r-M IOpresom Curr, ncnmmmnmmpmbp N
Camxr-T'amnen, Hisefingpma, 06.05.2020 . LerTp Nno 06CIYXHBARMIO HACCHCHRS
r. Camxr-T'anmnen Orjen neramasanas
/Todnucw/
Knayaus Jyra

/Mevams: Cneyuanucm cRyxcOu secarusasyuu/
/nenams: Focydapmmax mmmnpux KXaumoHa Cmm-]‘am:a*lllmq@m/

- (Taarcxag Konsermas ot 5 oxrabps 1961rona)
1. Crpana: Ileelivapcras Kongedepayus, xanmon Canxm-I'annex |
Hacrosmpit opmmams mLlt AOKyMeHT : |
2, Ionomscan . Knayoun JIymu

3. BricTynalonmM 3 XaIecTBe Creyuanucm crnyxcbn nezanusayus
4, Cxperén newarsio/ arraMnoM  Chexuanwem cayacds nezanusauns

1 YNOCTOBEPEHO
5= 2 Canxm-Tannen 6. Rata 06.05.2020 2,
Spacona Buxxaxc
. 7. xem CRyMeawqusii RO nezanusasis 20cyoapcmeenrioli KANYERRPUY
> xawmona Canxm-I'annena
8. e 12529
9, ITenars/ nrramm: 10 Modnuce: /Modnucs/

/newamy; I'ocydapcmsennas xanyemipur xawmona Cankm-I'annena*Ilseityapus/
/nesamy: locydapcmeennas xanyeaspus xanmona Canxm-I'anrena *[Iseityapus/
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Mocwm Kopcuxa Baaoumupa Kowcmanmmoeusa, COHOCMERLCBYI0  ROORUNKOCHD
Komrsposa Anmona Hzopesuua.

Toonucs cOERANA 8 MOEM NPUCYMCmEIU,

JTunnocmo noonucasiuezo OOKyMeNm ycmanossexa.

& peecmpe: N8 77/2138-n/77-2020-L~344F

anuemeWm 4 mexnuueckozo xapaxmepa: 300 pyo. 00 xon.
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