Instructions for Use
Silicone gel filled sterile mammary prostheses of Sublime line series
with microtextured surface MESMO, outfitted with a sleeve and

without it

Manufacturer:

POLYTECH Health & Aesthetics GmbH
Altheimer Strasse 32

64807 Dieburg

Gennany

The device name:

Silicone gel filled sterile mammary prostheses of Sublime line series with microtextured surface
MESMO, outfitted with a sleeve and without it

in design versions:

I. The Meme designs

1 Meme Mesmo MS moderate profile (Article number: width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis
(mm) x volume (ml));

-15725-70: 70 x 70 x 28 x 47 x 70;
-15725-90: 75 x 75 x 30 x 50x 90;
-15725-105:80 x 80x 31 x 53 x 105;
-15725-120: 85 x 85 x 32 x 56 x 120;
-15725-145: 90 x 90 x 33 x 59 x 145;
-15725-165: 95 x 95 x 35 x 62 x 165;
-15725-195: 100 x 100x36 x 65 x 195;

Title Version Date Identification Page
Instructions for Use Approved 3 2021-07-09 AB 21
Silicone ge! tilled sterile mammary

prostheses of Sublime line series with

microtextured surface MESMO, outfitted

with a sleeve and without it

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



-15725-220:
-15725-255:
-15725-270:
-15725-285:
-15725-300:
-15725-320:
-15725-360:
-15725-400:
-15725-445:
-15725-495:
-15725-545:
-15725-600:
-15725-660:

2. Meme Mesmo HS high profile (Article

projection (mm) x distance between the highest point of projection and lower edge of prosthesis

105 X 105 X 37 X68 X220;
no X 110x38 X71 X255;
113 X 113x39 x,72 x270;
115 X 115x40 X74 X285;
118 X 118 X40 X 75 X300;
120 X 120x41 X77 X320:
125 X 125 X43 X80 X 360;
130 X 130x44 X 83 X400;
135 X 135 X45 X 86 X445;
140 X 140x47 X89x495;
145 X 145x48 X92 X545;
150 X 150x49 X95 X600;
155 X 155 X 51 X98 X 660.

(mm) Xvolume (ml)):

-15726-090:
-15726-110:
-15726-125:

70 x 70 x 34 x 51 x 90;
75 X75 X36 x 54 x 110;
80 x 80 x 37 x 58 x 125;

-15726-155:85 x 85 x 39 x 61 x 155;

-15726-180:
-15726-210:
-15726-235:
-15726-255:
-15726-275:
-15726-295:
-15726-315:
-15726-335;
-15726-360:
-15726-400:

r'Titie m

90 X90 X40 X64 X 180;

95 X195 X42 X67 X210:

IOOx 100x44 x 71 x 235;
103 x 103 x45 x 72 x 255:
105x 105 x 45 x 74 x 275;
108 x 108 x46x 75 x 295;
110 x 110 x 47 x 77 x 315;
113 x 113 x 48 x 79 x 335;
115 x 115 x49 x 80x 360;
120 x 120 x 51 x 83 x 400;
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-15726-450: 125 x 125 x 53 x 87x450;
-15726-505: 130 X 130 x 55 x 90x 505;
-15726-560: 135 X 135 x 57 x93 x 560;
-15726-620: 140 X 140 x 59 x 96 x 620;
-15726-690: 145 X 145 x 61 X 100 X 690;
-15726-760: 150x 150 X62 X 103 X 760;
-15726-835; 155 X 155 X64 X 106 X 835.

3. Meme Mesmo XS extra-high profile (Article number; width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis
(mm) Xvolume (ml)):

-15727-105: 70 X70 X40 X55 X 105;
-15727-125: 75 x 75 x 43 x 59 x 125;
-15727-155: 80 X80 X45 X62 x 155;
-15727-180: 85 x 85 x 47 x 66 x 180;
-15727-215: 90 X90 X49 X69 X215:
-15727-250: 95 x 95 x 51 x 73 x 250;
-15727-285: 100 x 100 x 53 x 77 x 285:
-15727-305: 103 x 103 x 54 x 78 x 305;
-15727-330: 105 x 105 x 55 x 80 x330;
-15727-355: 108 x 108x 56x 82x 355;
-15727-380: 110 X 110x 57 X84 X 380;
-15727-430: 115 x 115 x 59 x 87 x 430:
-15727-485: 120x 120 x 61 x 91 x 485;
-15727-545: 125 x 125 x 63 x 94x 545;
-15727-610: 130 x 130 x 65 x 98 x 610;
-15727-675: 135 x 135 x 67 x 101 x 675;
-15727-755: 140 x 140 x 69x 105 x 755;
-15727-830: 145 x 145 x 71 x 108 x 830;
-15727-920: 150x 150x 73 x 112x 920;
-15727-1010: 155 x 155 x 75 x 115 x 1010.
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I.TheREPLICON designs

1 RPL Mesmo MS moderate profile (Article number: width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis
(mm) x volume (ml)):

Mogenn REPLICON

-15735-065 70x 70x 28 x 37 x 65;
-15735-075 75 x 75 x 30 x 39 x 75;
-15735-095 80 x 80 x 31 x 41 x 95;
-15735-110 85 x 85 x 32x 44x 110;
-15735-125 90 x 90x 33 x 46x 125;
-15735-150 95 x 95 x 35 x48 x 150;
-15735-170 100 x 100x 36 x 50x 170;
-15735-195 105 X 105 x 37 x 52 x 195;
-15735-220 110x 110x 38 x 55 x 220;
-15735-255 115 x 115 x 40 x 57 x 255;
-15735-265 118 x 118 x 40 x 58 x 265;
-15735-280 120 x 120x41 x 59x280;
-15735-300 123 X 123 x 41 X60 x 300;
-15735-320 125 X 125 x43 x 61 x 320.
-15735-350 130 x 130x44x 63 x 350;
-15735-390 135 x 135 x45 x66x 390;
-15735-435 140 X 140 x47 x 68x 435;
-15735-480 145 X 145 x48 x 70 x 480;
-15735-530 150 X 150x49 x 72x 530;
-15735-580 155 x 155 x 51 x 74 x 580.

2. RPL Mesmo MS high profile (Article number: width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis
(mm) Xvolume (ml)):

-15736-75: 70 x 70 X 34 x 42 X 75;
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-15736-95: 75 x 75 x 36 x 44 x 95;
-15736-115: 80 x 80 x 37 x 47 x 115;
-15736-130: 85x 85 x 39x49x 130;
-15736-160: 90 x 90 x 40 x 52 x 160;
-15736-180: 95 x 95 x 42 x 54 x 180;
-15736-210: 100Ox 100x44 x 57x210
-15736-240: 105 x 105 x 45 x 59 x 240
-15736-260: 108 X 108 x46 x 60x 260
-15736-275: 110x 110x 47 x 62 x275
-15736-300: 113 x 113 x48 x 63 x300
-15736-315: 115x 115x49 x 64x315
-15736-330: 118 x 118 x 51 x 65 x 330
*15736-350: 120 x 120x 51 x 67 x 350
-15736-395: 125 x 125 x 53 x 69 x 395
-15736-445: 130 x 130x 55 x 72x445
-15736-495: 135 x 135 x 57x 74 x495
mM5736-550: 140 x 140 x 59 x 77 x 550
15736-605: 145 x 145 x 61 x 79 x 605
15736-670: 150 x 150 x 62 x 82 x 670;
-15736-735: 155x 155x 64 x 84 x 735.

3. RPL Mesmo XS extra-high profile (Article number: width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis
(mm) Xvolume (ml)):

-15737-95: x 70 x 70 x 40 x 46 x 95;

-15737-110: 75 X 75 x 43 x 49 x 1 10;

-15737-130: 80 x 80 x 45 x 52 x 130;

-15737-160: 85 x 85 x 47 x 55 x 160;

-15737-185: 90 X90 X49 X58 X 185;

-15737-220: 95 x 95 x 51 x 61 x 220;

-15737-255: 100 x 100 x 53 x 63 x 255;
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15737-m290 105 x 105 X55 X 66 X290:
15737-m330 110x 110x57 X69 X330;
15737-m380 115x 115x59 x,72 X380;
15737 w425 120 x 120x61 X75 x425;
15737 w480 125 X 125x63 x 78 x 480;
15737 w535 130x 130x65 X80 x 535;
15737 m600 135 X 135 X 67 x 83 x 600;
15737-m665 140 x 140x69 X 86 X665;
15737 m730 145 X 145x71 x 89 x 730;
15737-m810 150x 150x 73 x 92x810:
15737-m890 155 X 155x75 x 95 x 890.

Ill. The OPTICON designs

1. Opticon Mesmo MS moderate profile (Article number; width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis
(mm) Xvolume (1!));Mogenn OPTICON

-15745-055: 70 x 59 x 28 x 35 x 55;

-15745-065: 75 x 63 x 30 x 37 x 65;

-15745-075: 80 x 67 x 31 x 39 X 75;

-15745-095:85 x 71 x 32x41 x 95;

-15745-105: 90 x 76 x 33 x 43 x 105;

-15745-125: 95 x 80 x 35 x 45 x 125;

-15745-145: 100 x 84 x 36 x 47 x 145;

-15745-165; 105 x 88 x 37 x 49 x 165;

-15745-185: 110 x 92 x 38 x 51 x 185;

-15745-210: 115 x 97 x 40 x 53 x 210;

-15745-235: 120 x 101 x41 x 55 x 235;

-15745-265: 125 x 105 x43 x 57 x 265;

-15745-295: 130x109 x 44 x 59 x 295;

-15745-330: 135 x 113 x 45 x 61 x 330:

-15745-365: 140 x 118 x47 x 63 X 365;
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-15745-400: 145 x 122x48 x65 x400;
15745 445: 150 x 126 x49 x 67 x445;

-15745-490: 155 x 130x51 x 69 x 490.

2. Opticon Mesmo HS high profile (Article number: width (mm) x height (mm) x maximum
projection (mm) x distance between the highest point of projection and lower edge of prosthesis

(mm) x volume (ml)):

-15746-065: 70 x 59 x 34 x 40 X 65;
-15746-075: 75 x 63 x 36 x 42 X 75;
-15746-095: 80 x 67 x 37 x 44 X 95;
-15746-115:85 x 71 x 39 x 47 X 115;
-15746-130: 90 x 76 x 40 x 49 X 130;

-15746-155:95 x 80x42x 51 x 155;
-15746-175: 100 x 84 x 44 x 54 x 175;
-15746-205: 105 x 88 x 45 x 56 x 205;
-15746-230: 110x 92 x47 x58x 230;
-15746-265: 115 x 97 x 49 x 61 X 265;
-15746-295: 120 x 101 x 51 x 63 x295;
-15746-335: 125 x 105 x 53 x 65 x 335;
-15746-375: 130 x 109x 55 x 68 x 375;
-15746-420: 135 x 113 x 57 x 70 x 420;
-15746-460: 140 x 118 x 59 x 72 x 460;
” -15746-510: 145 x 122 x61 x 75 x 510;

-15746-560: 150x126 x 62 x 77 X 560;
-15746-615: 155 x 130x64 x 80x615.

IV. The OPTIMAM designs

1 Optimam Mesmo MS moderate profile (Article number: width (mm) x height (mm) x
maximum projection (mm) x distance between the highest point of projection and lower edge of

prosthesis (mm) x volume (ml)):
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Mogenn OPTIMAM

-15775-075:
-15775-090:
-15775-105:
-15775-125:
-15775-150:
-15775-170:
-15775-200:
-15775-225:
-15775-260:
-15775-290:
-15775-330:
-15775-370:
-15775-405:
-15775-455:
-15775-505:
-15775-555:
-15775-610:
-15775-670:

2. Optimam Mesmo HS high profile (Article number: width (mm) x height (mm) x maximum

projection (mm) x distance between the highest point of projection and lower edge of prosthesis

70 x 81 x 28 x 39 x 75;

75 x 87 x 30 x 41,x 90;
80x93 x31 x 44 x 105;
85 x 99 x 32 x 46 x 125;
90 x 104 x 33 x 48 x 150;
95 x 110 x 35 x 51 x 170;
100 x 116 x 36 x 53 x 200;
105 x122 x 37x 56x 225;
110 x128 x 38 x 58x 260;
115 x133 x40 x 60 x 290;
120 x 139x 41 x 63 x 330;
125 x 145 x 43 x 65 x 370;
130 x151x44x 67x 405;
135 x157x45 x 70x455;
140x162 x47x 72x 505;
145 x168 x 48 x 74 x 555;
150 x174 x49 x 77 x 610;
155 x 180 x 51 x 79 x 670.

(mm) Xvolume (ml)):

-15776-095

-15776-110:
-15776-130:
-15776-155:
-15776-180:
-15776-215:
-15776-250:
-15776-280:

Titie
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105 x 122 x 45 x 62 x 280;
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-15776-320: 110x 128 x47 x 65 x 320:
-15776-365: 115 X 133 X49 X68 x 365;
-15776-415: 120 X 139 X51 X,70 X415;
-15776-460: 125 X 145 x 53 x 73 x460;
-15776-515: 130x 151 X 55 x 76 x 515;
-15776-570: 135 X 157x 57 x 78 x 570;
-15776-640: 140 X 162 x 59 x 81 x 640;
-15776-705: 145 X 168 x61 X84 x 705;
-15776-775: 150x 174 x 62 x 86X 775;
-15776-855: 155 X 180x64 x 89x 855.

Accessories:

Additional polyethylene sterile delivery sleeve for mammary prostheses insertion

In the sets:

1) Silicone gel filled sterile mammary prostheses of Sublime line series with microtextured surface
MESMO outfitted with a sleeve:
Prosthesis in double blister sterile package
Instructions for use
Additional polyethylene sterile delivery sleeve for mammary prostheses insertion
Prosthesis passport (patient identification card)

Information label (8 pcs)

2) Silicone gel filled sterile mammary prostheses of Sublime line series with microtextured surface
MESMO:

e Prosthesis in double blister sterile package

e Instructions for use

« Prosthesis passport (patient identification card)

e Information label (8 pcs)

The peculiar feature of physical structure ofthe POLYTECH Health & Aesthetics prostheses is to
closely resemble the main properties of human body tissue, thus allowing prostheses to be widely

used in aesthetic and reconstructive surgery. Every type of prosthesis is available in different sizes

and shapes.
Title Status Version Date Identification i Page ;
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The present instructions for use applies to permanent mammary prostheses. E*reast prostheses of
the Sublime Line series are single-lumen prostheses filled with one type ofsilicone gel. Prostheses
have a multi-layered silicone shell with mcrotextured surface MESMO. For more information on

the shell and the surface, please refer to the chapter “Information on materials”.

Design as well as production, delivery and customer service are subject to our quality management
control according to EN ISO 13485. The products are certified and comply with the requirements
of the European Medical Device Directive (MDD) and other national regulations.

All materials used are tested for biocompatibility and conform to the medical quality standards.
All products are tested for the materials' mechanical properties such as elongation, tear resistance

and fatigue have been investigated.

INFORMATION ON MATERIALS

Prosthesis shell

POLYTECH prostheses have a chemically and mechanically resistant, soft silicone elastomer shell
which consists of several polydimethylsiloxane layers. The shell of gel-filled prostheses is
additionally equipped with a special barrier layer. The prosthesis shell surface is microtextured
MESMO. Prostheses with a textured silicone shell reduce, due to their surface structure, the length
and orientation of fibres in the tissue capsule, thus diminishing the capsular contracture rate. Wall
thickness of the shell depends on the size of the product: for microtextured MESMO prostheses it

is roughly 0.35-1.0 mm. The average surface roughness of textured prostheses is approx. 150 pm.

Filler material
Prostheses are filled with a definite amount of clear, highly elastic silicone gel. Silicone gel, filler,
consist of polydimethylsiloxane. fhis silicone gel shows a “memory” effect®, which means that

after moderate compression it returns to its original form.

Accessories

For textured prostheses is offered one polyethylene, opened on both ends sleeve

INDICATIONS AND POSSIBLE CONTRA-INDICATIONS
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Indications

* contour augmentation (e.g. apJasia. hypoplasia) and contour correction (e.g. asymmetry, ptosis,
atrophy)

* reconstruction (e.g. after mastectomy)

« prosthesis replacement

ecombined breast and thorax deformities (e.g. Poland Syndrome, pectus excavatum, pectus

carinatum)

Possible contra-indications

General clinical contra-indications in addition to general invasive measures can include:

(» . patients with mental instabilities
. repeated attempts or failures of contour correction
. persistent infections or systemic diseases
. allergies or extraordinary immune response to prostheses
. abscesses, cysts or tumours in the area of prostheses, especially cancer and recurrent

metastases (e.g. persistent or intermittent mammary cancer), systemic connective tissue diseases

. severe radiation injuries in the prospective area of prostheses
. heavy burn scars in the prospective area of prostheses
. insufficient tissue covering in the prospective area of implantation (e.g. after preceding

breast reduction) or reduced vascularization

. wound healing impairments
. costal injuries (concerning implantation in the area of mammae).
. pregnancy, breast feeding (concerning implantation in the area of mammae).

Ciistoni-made prostheses
Customer-specific prostheses (normally mould-based) are subject to the same quality standards as
applied to the above mentioned products. Any information given in this brochure also refers to

custom-made prostheses.

TRANSPORT AND PACKAGING
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Products are delivered individually packed using sterile double packaging systems. Care should
be taken that the inner package is neither opened nor damaged before the prosthesis to be definitely
implanted.

Sealed double packages are placed into individual cardboard box.

The package of each product has personal labelling showing manufacturer, volume or size, order
and serial number. Such labels should be affixed to the patient's records and to the prosthesis

passport.

The following symbols are used on the labelling:
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STERILIZATION, STORAGE, SHELF LIFE

€ WARNING: The prostheses are delivered in a sterile double-packaging. In the operating theatre,
product sterility is ensured as long as the sterile inner package has neither been damaged nor
opened. A replacement prosthesis should be available during implantation surgery. Product
sterility is not guaranteed when the sterile packaging is damaged. We do not recommend to use
such a prosthesis. When in doubt, please contact I'LYTECH Health & Aesthetics or your local
authorized distributor.
Beauty Matrix LLC, 119002, Moscow, Kaloshin pereulok, 4, building 1, 3** Floor, office 3-K3;
tel, +7 (499) 918-77-70; Info!@bmatrix.ru
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Products are sterilized using dry heat. Sterility is guaranteed for 5 years from sterilization date (see
label for maximum storage period 2 YYYY-MM).
Product sterility is ensured as Jong as the sterilized inner package has neither been damaged nor

opened. Sterility of products is not guaranteed with damaged packaging.

Products must be stored under dry conditions at room temperature so as not to exceed a relative
relative humidity of 70% and a temperature of 35°C. Since the product packaging is gas-permeable,
do not allow exposure of the product package to steam or gas. Prostheses should be stored in

horizontal position so that labels can be easily read.

Products are made for single use only and must neither be reused nor resterilized. This is due to
the following:

. The surface quality does not permit safe decontamination and no adequate decontamination
procedure can be recommended.

. The products are low pressure / vacuum-sensitive and may not be subjected to the usual
sterilization procedures.

. The product integrity especially of the shell is subject to a maximum of mechanical stress
during implantation and explantation and cannot be sufficiently rated by the user.

. The mechanical safety limits as required by international standards for new prostheses
cannot be guaranteed after implantation / explantation of the prostheses because ofthe mechanical
forces applied during the procedure. Therefore, the required product safety cannot be guaranteed

at reuse.

PATIENT INFORMATION

Every patient who has to undergo surgery, or any person authorized to act in his / her name on the
occasion of surgery, must be informed by the attending physician about any operative or
postoperative risks in general as well as those related to the prostheses. Patients should have
realistic expectations of possible cosmetic result. Patients should be advised that prostheses are

not intended for life and may have to be replaced after some time.
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Patients should be invited to consult their physician at regular intervals (every 6 to 12 months) to
have the prostheses including surrounding tissues checked. Also, they should be informed that
abnormal strain, excessive movement or traumatization of surrounding tissue can result in

prosthesis rupture under the skin and. therefore, in a premature reoperation and explantation.

So that all information on the prosthesis in uses to be available for specialists in any time it is
recommended to give to patients a passport of the corresponding prosthesis.
The physician in charge should advise patients on how to distinguish the prosthesis from the tissues

after surgery and how to examine for tumours themselves.

Prosthesis passport
Prosthesis passports are attached to each POLYTECH Health & Aesthetics GmbH product. This
passport should be completed and given to patients to ensure availability of implantation date and

prosthesis type in case of need.

Screening diagnostics

Silicone prostheses can interfere with screening techniques and have a falsifying effect on results.
It is, therefore, necessary that patients inform the medical staff involved about the existence of
prostheses.

For a satisfactory mammography, we recommend to use the Eklund Technique as prostheses prove,
to a certain extent, to be X-ray opaque. Ultrasonic or MRI examination may be an alternative to

obtain more precise results.

POSSIBLE SIDE EFFECTS (COMPLICATIONS)

Possible complications associated with prostheses may be due to individual anamnesis, medication,
operation technique, and postoperative care. Intra- and postoperative risks related to prostheses are
specified below:

e Skin necroses, sloughings and extrusions may occur due to excessive tension of the skin
overlaying the prosthesis (e.g. oversizing the prosthesis in relation to the prosthesis space or at

quick tissue expansion by expanders) or by interrupted or reduced skin vascularization (e.g.
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traumatization of skin flap during the surgical intervention). Treatment with steroids may also
provoke necroses. Smokers are high-risk patients as blood circulation in the overlaying skin may
be impaired. Under such circumstance revisions may be necessary.

¢ Haematomas may occur prior to an infection, increasing the risk of capsular fibrosis, and
therefore shall be avoided or treated immediately. Large postoperative oedemas or haematomas
may, if untreated, provoke extrusion or displacement of prostheses. Non-resorbable haematomas
may require an immediate explantation. Meticulous haemostasis during a surgery is the best
prevention.

» Seromas, due to traumatization or excessive postoperative mobility, may cause swellings and
pain. Possible therapies: immobilization, compression, drainage or explantation, it necessary.

¢ Swellings may be caused by serous fluid accumulation (refer to “seromas ).

+ Displacementor continuous pain may be due to improperly sized or placed prostheses. Over-
sized prostheses, capsular contracture as well as irritations due to excessive prosthesis movement
may provoke such symptoms. Pain may occur in the operated area as well as in pectoralis and
shoulder-arm areas after mammary surgery.

+ Folding (also referred to as “wrinkling” in medical literature): palpable prosthesis edges or
distortions may be due to a discrepancy between prosthesis size and cavity, insufficient tissue
covering.

+ Infections in connection with breast prostheses are very scarce (0.114%, Brand, 1993).
Infections with unclear etiology after implantation should be treated immediately. The use of
antibiotics, drainage or explantation can be necessary. A culture ot the wound secretion should be
made. Typical germs are: Staphylococcus aureus. Staphylococcus epidermidis or Streptococcus.
Not all infections can be treated with the product remaining implanted. The “toxic shock”
syndrome has been reported in single cases in connection with breast prostheses.

+ Reddening of the skin, in the literature described as “rash”, can be observed with specific
indications in different frequencies, depending on the surface structure (approximately in 1-5% of
cases with Microthane prostheses) This reddening of the skin should not be contused with an
infection. It differs from an infection by itching and the absence of systemic infection symptoms.
It usually occurs 7 to 10 days after the implantation and can last 2 to 3 weeks. The use of steroids

is recommended in literature for the case that a treatment is absolutely necessary.

Title Status i Version Date
Instructions for Use Approved 3 2021-07-09
Silicone gel filled sterile mammary

prostheses of Sublime line series with

microtextured surface MESMO, outfitted

with a sleeve and without it

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



e Capsularcontracture / fibrosis: Formation of a connective tissue capsule around an prosthesis
is a normal host response to the foreign body . Form and position of the prosthesis can change due
to a capsular contracture. A clinically relevant (Baker 111, 1V) contracture may incur aesthetic
impairment and pain. An explantation may become necessary, A closed capsulotomy is not
recommended since this may damage the product. If such a capsulotomy cannot be avoided, a
screening procedure should be employed to investigate possible prosthesis damage.

« Desensibilization or hypersensibilization may occur transiently or permanently (e.g. totally
or partially in the breast area). There may be changes in sensibility in the presence of mammary
prostheses, especially when a peri- or transareolar incision was made.

+ Prosthesis rupture or prosthesis leakage are absolute indications for an explantation.
Damaging of the prosthesis (intraoperatively, e.g. by too short incisions, by surgical instruments,
or postoperatively, in case of punctures, biopsies, closed capsulotomies etc.), traumata or material
fatigue are, in our opinion, the most frequent reasons. After rupture of a gel-filled prosthesis the
consistency of the silicone gel prevents migration. However, it is not guaranteed that the gel
remains a complete unity. After a rupture the prosthesis should be exchanged.

- Permeation of silicone: peiTneation of low molecular silicone components cannot be
completely excluded. Normally, the minute amounts of gel remain within the capsule. Granulomas
of unknown genesis are an indication for a biopsy or explantation,

« Cancer risk; epidemiologic studies of women having prostheses reveal that breast cancer risk
for them is not higher if compared with control groups. By comparison: breast cancer risk is 1:9
in Western industrialized nations.

« Possible association of autoimmune and connective tissue diseases IS discussed in
connection with mammary prostheses. However, there is no proof of a causal coincidence.

« The ability to breast feed may, irrespective of breast prostheses, be affected by breast surgery.
There is no evidence that breast prostheses could be detrimental to the health of infants.

« Anaplastic large cell lymphoma (ALCL): FDA researchers report on a possible link between
breast prostheses and the development of ALCL. FDA representatives are confident that women
vj\\\ bteasX \\as a svuaW wcveascd nsV, of \'ow\a\\on of such a A\seasc. Spec\aV\sts ave

recommended to inform their patients on the possibility of development this disease.

SURGICAL TECHNIQUES
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Products are exclusively intended for implantation by skilled surgeons. Before implantation, each
product should be checked for possible damage. In no case should prostheses be modified prior to
or during implantation. Before implantation, each product should be checked for possible damage.

Damaged or modified products must not be implanted!

A replacement prosthesis should be available during the implantation!

A direct combination ofthe prosthesis with a medicinal preparation has to be avoided. Implantation
may be performed by a variety of surgical techniques. It is only up to the surgeon to decide on the
technique which should be in line with the medical requirements as well as the individual needs

of patients.

Patients should be examined prior to surgery in order to guarantee sufficient, tension-free tissue
covering above the prosthesis and the incision. Pressure, traction or other stress factors, to which
prosthesis and incision area may react, must be avoided.

Implantation must be performed carefully. Prostheses can be damaged by excessive manual strain,
manipulation or surgical instruments. Should the elastomer shell be damaged, filler material might

leak from the prosthesis.

We recommend to use a polyethylene sleeve for implantation of textured prostheses (refer to

“Dolsky Technique”) that may go with the prosthesis.

Following recommendations should be observed:

. Incisions should be made so as to correspond with the prosthesis size and surface.

. Haemostasis should be carried out meticulously. Cauterizers may damage the prosthesis
shell.

. Prosthesis size should be selected carefully. It is recommended to store different sizes of

prostheses in order to have the appropriate one available. We recommend using sizers to determine
the appropriate size during surgery (see current price list).
. Prosthesis cavity should correspond to prosthesis size. Prostheses should be placed flatly

and without wrinkles.
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. Appropriate tissue covering must be ensured or, it necessary, preference be given to

submuscular placement of prostheses.

[
Prevention ofcontamination
The prosthesis surface must not be contaminated with talcum, dust or skin oils. Cotton fibres,

talcum or other surface contaminants can be attracted by electrostatic charging and, thus, provoke

an increased foreign body reaction after implantation.

Extraordinary care has to be taken to prevent contamination. Medical staff involved should,

therefore, clean sterile gloves with sterile saline solution before touching the prosthesis.

Recommended passing procedure

1 Open outer package under aseptic conditions. Remove outer sterile packaging. Attach self-
adhesive product label to patient’s records.

2. Open outer sterile packaging. Offer inner sterile package to the nurse foi putting it on the
sterile instrument table under sterile conditions. The same handling procedure is followed
for separately packed accessories.

3. Open inner sterile package under sterile conditions shortly before implantation. Prepare the

sterile prosthesis according to the requested surgical technique and hand it to the surgeon.

Dolsky Technique
Moisten prosthesis and delivered sleeve with sterile saline solution.
Introduce the prosthesis into the sleeve (1).
Fold the proximal end of the sleeve over the top of the prosthesis.
Twist the distal end of the sleeve until the sleeve tightly encloses the prosthesis.
Introduce the sleeve and the prosthesis by the proximal end first with the open sleeve

folded over the top (2).

. Bring the prosthesis into its correct position and keep it there (3) while removing the sleeve
4.
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POST-OPERATIVE CARE
The patient’s condition should be controlled after surgery during an appropriate period oftime in
order to follow up as quickly as possible and to promptly provide qualified medical care (refer to

Complications)

WARRANTY

Products are produced and controlled in conformity with the Medical Devices Act. Individual
components have been selected thoroughly and comply with the latest standards for medical
excellence, as does manufacturing.

Any information laid down in the “Instructions for use” must be followed. Replacement of
products by POLYTECH Health & Aesthetics GmbH is only possible if manufacturing faults are
definitely proven.

There is no warranty whatever, expressed or implied, including any warranty under commercial
law and any warranty for modifications the user may apply to products.
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No representative or distributor of the manufacturer is entitled to change the above-listed warnings
or precautions. Neither is any natural person nor legal party allowed to assume any liability or
responsibility except the manufacturer.

Return ofproducts

On all matters relating to the circulation of this medical product in Russia please apply to our
Authorized representative in Russia: Beauty Matrix LLC; Russian Federation 119002, Moscow
Kaloshin Pereulok, 4, building 1, 3** Floor, office 3-K3; Tel. 7 499 918-77-70; info@bmatrix.ru

Disposal

Disposal of contaminated or used prostheses and prostheses of end shelf-life must be made
according to standard practice, adopted in the medical institutions and procedure and guidelines
established by local, federal and state regulations.

The regulations for the disposal of surgical waste also apply to used prostheses. Decontaminated
and sterilized prostheses can be disposed of as domestic waste in a procedure established by local,
federal and state regulations and rules of law.

Our business activities are based on the DIN EN [ISO quality standards guide. Our
production effort, manufacturing and quality management is governed by the Medical
Devices Act and 1SO 9001 / EN I1SO 13485, ranging from the choice of raw material, product

design, production, sterilization, storage, final distribution to customer service.

Herewith | declare, that the present Instruction for Use is applicable to mammary prostheses with
textured surface (MESMO). It corresponds to the latest version of this document at time of this
declaration.

Dieburg, 15.09.2021

DjT"Oliver Bogershausen
senior Director Operations
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mir volizogene Unterschrlft von Herrn of Mr.
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NepeBof C aHI/LLICKOro Y HEMELKOro A3blKOB Ha pyCCKI/IVI A3bIK

NHCTPYKLUMSA NO NPUMEHEHUIO

MNpoTe3bl MONIOYHOW Xene3dbl CUIMKOHOBbIE renesble cepun Sublime
line ¢ MUKpOTEKCTYpUpOBaHHON NOBepXHOCTbIO MESMO cTepunbHbie,

B KOMM/AEKTaLUUn ¢ pyKaBomMm u 6e3

MpounssognTens:

MOJINTEX Xane aHA, 3cTeTuke TM6X
AnbTxalimep LUtpacce 32

64807 Aunoeypr

lepmaHus

Ha3BaHue

MpoTe3bl  MOMOYHOM  Kefesbl CWINKOHOBblE renesble cepun  Sublime line ¢
MUKPOTEKCTYPMPOBaHHOW MOBEPXHOCTEIO MESMO cTepuibHble B KOMMEKTaumMn ¢
pykaBoMm K 6e3

B BapuaHTax UCMNOJIHEHUA.

! MOJE/IN MerTe

1 MeTte Mesmo MS cpegHuin npoduab (APTUKYN: WwmnprHa (MM) X BbicoTa (MM) X
MaKCcMMasibHas MPoeKUmMa (MM) X pacCTOsiHME MeX[y CamMOl BbICOKOM TOYKOM MPOEKUmn
N HKHAM Kpaem npotes3a (MM) X 06bem (Mn)):

-15725-70: 70 x 70 x 28 x 47 x 70;

-15725-90: 75 x 75 x 30 x 50x 90;

HassaHue Crartyc Bepcus [Jara | O603HaueHne CTpaHuua
VNHCTPYKLMA MO MPUMEHEHMIO - YTBEPXAEH 3 09.07.2021 AB 126
MpoTe3bl MONOYHON XKenesbl
CU/INKOHOBbIE TeneBble cepuun
Sublime line ¢
MUKPOTEKCTYPUPOBaHHOM
noBepxHocTtbto MESMO cTepunbHble,
B KOMMAeKTauum ¢ pykaBom u 6e3
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-15725-105: 80 x 80 x 31 x 53 x 105
-15725-120: 85 x 85 x 32 x 56 x 120
-15725-145: 90 x 90 x 33 x 59 x 145
-15725-165: 95 x 95 x 35 x 62 x 165
-15725-195: 100 x 100 x 36 x 65 x 195;
-15725-220: 105 x 105 x 37 x 68 x 220;
-15725-255: 110 x 110 x38 x71 x 255;
-15725-270: 113 x 113 x 39 x 72 x 270;
-15725-285: 115 x 115 x 40 x 74 x 285;
-15725-300: 118 x 118 x 40 x 75 x 300;
-15725-320:120 x 120 x 41 x 77 x 320;
-15725-360: 125 x 125 x 43 x 80 x 360
-15725-400: 130 x 130 x 44 x 83 x 400
-15725-445: 135 x 135 x 45 x 86 x 445
-15725-495: 140 x 140 x 47 x 89 x 495
-15725-545: 145 x 145 x 48 x 92 x 545
-15725-600: 150 x 150 x 49 x 95 x 600
-15725-660: 155 x 155 x 51 x 98 x 660.
2. Meme Mesmo HS BbicOokuiA npounb (ApTUKYA: WwmpuHa (MM) X BbicoTa (MM) X
MakCUMa/ibHas Npoekumst (MM) X pacCTOsHME MEX[y CamMOM BbICOKO TOYKOW MPOEKLMN
N HKHUM KpaeMm npotesa (MM) X 06bem (Mn));

-15726-090: 70 x 70 x 34 x 51 x 90;

-15726-110; 75 x 75 x 36 x 54 x 110;

-15726-125; 80 x 80 x 37 x 58 x 125;

-15726-155; 85 x 85 x 39 x 61 x 155;

-15726-180; 90 x 90 x 40 x 64 x 180;

-15726-210; 95 x 95 x 42 x 67 x 210;

-15726-235; 100 x 100 x 44 x 71 x 235;

-15726-255: 103 x 103 x 45 x 72 x 255;

Ha3saHve Cratyc Bepcus [ara O603HaueHune | CTpaHuua
1 MHCTPYKLMS N0 NPUMEHEHUIO - yTBEPXAEH 3 09.07.2021 1 AB N 2726
1MpoTesbl MOMOYHOW Xenesbl

CUNNKOHOBbIE TeneBble cepumn

Sublime line c

MWKPOTEKCTYPMUPOBAHHOM 1 i
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115726-275: 105x 105 x 45 x 74 x 275;
*15726-295: 108 x 108 x 46 x 75 x 295
115726-315; 110 x 110 x 47 x 77 x 315
115726-335: 113 x 113x48x79%x335
115726-360: 115x 115x49x80x360
115726-400: 120 x 120 x 51 x 83 x 400
115726-450: 125 x 125 x 53 x 87 x 450
115726-505: 130 x 130 x 55 x 90 x 505
-15726-560: 135 x 135 x 57 x 93 x 560
115726-620: 140 x 140 x 59 x 96 x 620
115726-690: 145 x 145 x 61 x 100 x 690;
-15726-760: 150 x 150 x 62 x 103 x 760;
115726-835: 155 x 155 x 64 x 106 x 835.

3. Meme Mesmo XS  3KCTpa BbICOKMA nNpounb  (APTUKYN: WMpuHa (MM) X
BbicOTa (MM) X MakcMMasibHas Npoekums (MM) x PacCTOsHME MEXAYy CamoOli BbICOKOM
TOYKOM MPOEKUMN N HWKHUM Kpaem npotesa (Mm) X o6bem (Mmn)):

-15727-105: 70 x 70 x 40 x 55 x 105;

-15727-125: 75 x 75 x 43 x 59 x 125;

-15727-155: 80 x 80 x 45 x 62 x 155;

-15727-180: 85 x 85 x 47 x 66 x 180;

-15727-215: 90 x 90 x 49 x 69 x 215;

-15727-250: 95 x 95 x 51 x 73 x 250;

-15727-285: 100 x 100 x 53 x 77 x 285;

-15727-305: 103 x 103 x 54 x 78 x 305;

-15727-330: 105 x 105 x 55 x 80 x 330;

-15727-355: 108 x 108 x 56 x 82 x 355;

-15727-380: 110 x 110 x 57 x 84 x 380;

-15727-430: 115 x 115 x 59 x 87 x 430;

-15727-485: 120 x 120 x 61 x 91 x 485;

HasBaHue Crartyc Bepcusa Oara j O603HavyeHne CrtpaHuua
VMHCTPYKUMSA NO NPUMEHEHMUIO - yTBEpPXAeH 3 09.07.2021 | AB 3/26
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115727-545: 125 x 125 x 63 x 94 x 545;
115727-610: 130 x 130x65x98 x610;
115727-675: 135 x 135 x 67 x 101 x 675;
115727-755: 140 x 140 x69 x 105 x 755;
115727-830: 145 x 145 x 71 x 108 x 830;
115727-920: 150 x 150 x 73 x 112 x 920;
115727-1010; 155 x 155 x75 x 115 x 1010.

Mogenn REPLICON

1 RPL Mesmo MS cpegHuii  npounb (APTUKYN: WwuprHa (MM) X BbicoTa (MM) X
MaKcMMasibHas NPoeKumst (MM) X PacCTOSIHUE MeXdy CaMOl BbICOKOW TOYKOW MPOEKUmn
N HWKHAM Kpaem npotesa (Mm) X 06bem (Mn)):

-15735-065: 70 x 70 x 28 x 37 X 65;

-15735-075; 75 x 75 x 30 x 39 x 75;

-15735-095: 80 x 80 x 31 x 41 x 95;

-15735-110: 85 x 85 x 32 x 44 x 110;

-15735-125: 90 x 90 x 33 x 46 x 125

-15735-150: 95 x 95 x 35 x 48 x 150

-15735-170: 100 x 100 x 36 x 50 x 170;

-15735-195; 105 x 105 x 37 x 52 x 195

-15735-220: 110x 110x38x55x220

-15735-255: 115x115x40x57x 255

-15735-265; 118 x 118 x 40 x 58 x 265

-15735-280: 120 x 120 x 41 x 59 x 280

-15735-300: 123 x 123x41 x60 x 300

-15735-320: 125 x 125 x 43 x 61 x 320

-15735-350: 130 x 130 x 44 x 63 x 350

-15735-390: 135 x 135 x 45 x 66 x 390

-15735-435: 140x 140 x 47x68 X 435;

Ha3saHue Cratyc Bepcusa Jata | O6o3HaueHne CTpaHuua
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«15735-480: 145 x 145 x 48 x 70 x 480;
115735-530: 150 x 150x49x72x530;
115735-580: 155 x 155x51 x74 x580.

2. RPL Mesmo HS Bbicokuii npogunb (APTUKYN: WwmprHa (MM) X BbicoTa (MM) X
MakcMMasibHas Mpoekuust (MM) X pacCTosiHUE MeXy CamMOl BbICOKON TOUKOW MPOEKLMn
N HWKHUM Kpaem npotesa (Mm) X 06bem (mn)):
-15736-75: 70 x 70 x 34 x 42 X 75;

-15736-95: 75 x 75 x 36 x 44 x 95;
-15736-115: 80 x 80 x 37 x47 x 115;
-15736-130: 85x 85 x 39 x 49 x 130;
-15736-160: 90 x 90 x 40 x 52 x 160;
-15736-180: 95 x 95 x 42 x 54 x 180;
-15736-210: 100 x 100x44x57x210;
-15736-240; 105 x 105 x 45 x 59 x 240;
-15736-260: 108 x 108 x 46 x 60 x 260;
-15736-275: 110 x 110x47 x62x275
-15736-300: 113 x 113x48 x 63 x 300
-15736-315: 115x 115x49x64x315
-15736-330: 118 x 118 x 51 x 65 x 330
-15736-350: 120 x 120 x 51 x 67 x 350
-15736-395: 125 x 125 x 53 x 69 x 395
-15736-445: 130 x 130 x 55 x 72 x 445
-15736-495: 135 x 135 x 57 x 74 x 495
-15736-550: 140 x 140 x 59 x 77 x 550
-15736-605: 145 x 145x61 x 79 x 605
-15736-670: 150 x 150 x 62 x 82 x 670
-15736-735: 155 x 155 x 64 x 84 x 735.

! HasBaHue Cratyc Bepcus Hata 0O603HaveHne CTpaHuua
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3. RPL Mesmo XS akcTpa BbiIcOKMA Npotuib (APTUKY/: WnpnHa (MM) X BbicOoTa

(Mm) X MakcumasibHas Npoekums (MM) X PacCTOsiHME MeXy CamMOil BbICOKO TOYKOM
MPOEKLUMN U HKHUM Kpaem npotesa (Mm) X oobem (Mn)):
-15737-95: x 70 x 70 x 40 x 46 x 95;

-15737-110:
-15737-130:
-15737-160:
-15737-185:
-15737-220:
-15737-255:
-15737-290:
-15737-330:
-15737-380:
-15737-425:
-15737-480:
-15737-535:
-15737-600:
-15737-665:
-15737-730:
-15737-810:
-15737-890:

75 x 75 x 43 x 49 x 110;
80 x 80 x 45 x 52 x 130
85 x 85 x 47 x 55 x 160
90 x 90 x 49 x 58 x 185
95 x 95 x 51 x 61 x 220
100 x 100 x 53 x 63 x 255
105 x 105 x 55 x 66 x 290
110 x 110 x 57 x 69 x 330
115x 115x59x72 x380
120 x 120 x 61 x 75 x 425
125 x 125 x 63 x 78 x 480
130 x 130 x 65 x 80 x 535
135 x 135 x 67 x 83 x 600
140 x 140 x 69 x 86 x 665
145 x 145 x 71 x 89 x 730
150 x 150x73 x92x810

155 x 155 x 75 x 95 x 890.

1. Mopgenn OPTICON
1. Opticon Mesmo MS cpegHuin npodunib  (APTUKYN: WmpuHa (MM) X BbicoTa (MM) X

MakcMMasibHas Npoekumst (MM) X pacCcTosiHME MeX[y CaMOi BbICOKOW TOUKOW MPOEKLM

N HWKHUM Kpaem npoTesa (Mm) X 06bem (mn)):
-15745-055:
-15745-065;
-15745-075:
-15745-095:

Ha3BaHune

WHCTPYKLMA MO NPUMEHEHUIO -

70 x 59 x 28 x 35 x 55;
75 x 63 x 30 x 37 X 65
80 x 67 x3L x39x75
85x 71 x32x41 x95

Cratyc
yTBEpPXAEeH

Mpotesbl MONOYHOI XXenesbl
CUNINKOHOBbIE TefeBble cepun
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& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Harta O6o3HaueHne CrpaHuua
09.07.2021 AB 6/26 |



-15745-105: 90 x 76 x 33 x 43 x 105;
-15745-125: 95 x 80 x 35 x 45 x 125;
-15745-145: 100 x 84 x 36 x 47 x 145;
-15745-165: 105 x 88 x 37 x 49 x 165;
-15745-185: 110 x 92 x 38 x 51 x 185;
-15745-210: 115 x 97 x 40 x 53 x 210;
-15745-235: 120 x 101 x 41 x 55 x 235;
-15745-265: 125 x 105 x 43 x 57 x 265;
-15745-295: 130 x 109 x44 x59 x295
-15745-330: 135 x 113 x45 x61 x 330
-15745-365: 140 x 118x47 x 63 x 365
-15745-400: 145 x 122 x 48 x 65 x 400
-15745-445: 150 x 126 x 49 x 67 x 445
-15745-490: 155 x 130 x 51 x 69 x 490.

2. Opticon Mesmo HS  Bbicokuin Npotunb  (APTUKYN: LWMpKHA (MM) X BbicoTa (MM) X

MaKcMMa/lbHas NPOoeKUmMs (MM) X pacCTOsSIHUE MeX[y CaMOl BbICOKO TOYKOM NPOEKUMK
N HKHUM KpaeMm npotesa (MM) X o6bem (Mn)):
-15746-065: 70 x 59 x 34 x 40 x 65;
-15746-075: 75 x 63 x 36 x 42 X 75;
-15746-095: 80 x 67 x 37 x 44 x 95;
-15746-115: 85 x 71 x 39 x 47 x 115;
-15746-130:90x76 x40 x49 x 130;
-15746-155: 95 x 80 x 42 x 51 x 155;
-15746-175: 100 x 84 x 44 x 54 x 175;
-15746-205: 105 x 88 x 45 x 56 x 205
-15746-230: 110 x 92 x 47 x 58 x 230
-15746-265: 115 x 97 x 49 x 61 X 265;
-15746-295: 120 x 101 x 51 x 63 x 295;
-15746-335:; 125 x 105 x 53 x 65 x 335;

1 Ha' BsaHe CraTtyc Bepcua [Nata | O6o3HaueHne CTpaHunua |

1 VHCTPYKLMA N0 NPUMEHEHMIO - YyTBEPXAEH 3 09.07.2021 ! AB /26

j MpoTe3bl MONOYHO Xenesbl

; CAIMKOHOBbIE renesble cepumn
Sublime line ¢
MUWKPOTEKCTYPUPOBAHHOW
noBepxHocTbto MESMO cTepunbHble,
B KOMMAeKTauum ¢ pykaBom n 6e3 i J
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-15746-375:
-15746-420:
-15746-460:
-15746-510:
-15746-560:
-15746-615:

130 x 109 x 55 x 68 x 375
135 x 113 x 57 x 70 x 420
140 x 118 x 59 x 72 x 460
145 x 122 x 61'x 75 x 510
150 x 126 x 62 x 77 x 560
155 x 130 x 64 x 80 x 615

V. MOAENN OPTIMAM

1 Optimam Mesmo MS cpegHuin npodunb (APTUKYA: WKpKMHa (MM) X BbicoTa (MM)
X MakcumanbHas npoekuus (MM) X paccTOsiHMEe MeXdy CaMOM BbICOKOA TOYKOM

NPOEKLMN 1 HWKHUM Kpaem npotes3a (MM) X o6bem (Mn)):

-15775-075:
-15775-090:
-15775-105:
-15775-125:
-15775-150:
-15775-170:
-15775-200:
-15775-225:
-15775-260:
-15775-290:
-15775-330:
-15775-370:
-15775-405:
-15775-455:
-15775-505:
-15775-555:
-15775-610:
-15775-670:

70 x 81 x 28 x 39 x 75;

75 x 87 x 30 x 41 x 90;

80 x93 x31 x44x105;
85 x99 x32 x46 x 125;
90 x 104x33 x48 x 150;
95 x 110x35 x51 x 170;
100 x 116 x 36 x53 x200;
105 x 122 x 37 x 56 x 225;
110 x 128 x 38 x 58x 260;
115 x 133 x 40 x 60 x 290;
120 x 139x41 x63 x330
12.5x 145 x43 x65 x 370
130 x 151 x44 x67x405
135x 157 x45 x70x455
140 x 162 x47 x72 x505
145 x 168 x48 x74x555
150 x 174x49x77 x610
155 x 180 x51 x79 x670

HassaHue

WHCTPYKLMSA NO NPUMEHEHNIO -
MpoTe3bl MONOYHON XKenesbl
CUINKOHOBbIE reneBble cepuun
Sublime line ¢
MWUKPOTEKCTYPUPOBAHHOW
noBepxHocTbio MESMO cTepunbHble,
B KOMMAeKTauum ¢ pykasom n 6e3 A

Crartyc
yTBEepXaeH 3

Bepcusa [Jara 1 O603HaveHne CrtpaHuua
09.07.2021 AB 8/26
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2.

X MakcuMmanbHas npoekuus (MM) X paccTOsHME MeXay Camoli BbICOKON TOUKOVA

Optimam Mesmo HS BbIicOkuiA npoduab (APTUKYN: WwrprHa (MM) X BbicoTa (MM)

NPOEKLMN 1 HWKHUM Kpaem [MpoTesa (MM) X 06bem (Mn)):

-15776-095:
-15776-110:
-15776-130:
-15776-155:
-15776-180:
-15776-215:
-15776-250:

| -15776-280:
-15776-320:
-15776-365:
-15776-415:
-15776-460:
-15776-515:
-15776-570:
-15776-640:
-15776-705:
-15776-775:
-15776-855:

70 x 81 x 34 x 44 x 95;
75 x 87 x 36 x 46 x 110;
80 x 93 x 37 x 49 x 130
85 x99 x 39 x 52 x 155
90 x 104 x 40 x 54 x 180;
95 x 110 x 42 x 57 x 215;
100 x 116 x 44 x 60 x 250;
105 x 122 x 45 x 62 x 280
110 x 128 x 47 x 65 x 320
115 x 133 x 49 x 68 x 365
120 x 139x51 x 70x415
125 x 145 x 53 x 73 x 460
130 x 151 x 55 x76 x515
135 x 157 x 57 x 78 x 570
140 x 162 x 59 x 81 x 640
145 x 168 x 61 x 84 x 705
150 x 174 x 62 x 86 X 775
155 x 180 x 64 x 89 x 855

[puHaaNeXXHoCTU:

*PyKaB MOMMATUNIEHOBBIA  BCMOMOraTenbHbli  cTepunbHbin  (Delivery sleeve) ans

YCTAHOBKM MPOTE30B MOJIOYHON YKenesbl

B KOMMieKTaymsax:

1) TpoTesbl MONOYHON XeNnesbl CUMKOHOBBIE reneBble cepun Sublime line ¢
MWUKPOTEKCTYPMPOBaHHOW NoBEPXHOCTbI0 MESMO cTepunbHble B KOMMIEKTALUM C PyKaBOM:
MpoTe3 B ABONHOW 6ANCTEPHOI CTEPUIbHON ynakoBKe

0603Ha4YeHne
AB

1HasBaHue
WHCTPYKUMA NO NPUMEHEHUIO -
MpoTe3bl MOMOYHOW Xenesbl
CUMKOHOBbIE TefieBble cepumn
Sublime line c
MUKPOTEKCTYPUPOBAHHOM
nosepxHoctbio MESMO cTepunbHblie,

, B KOMNNeKTauum c pykaBom un 6e3

Crartyc
yTBEpPXAEeH

Bepcus
3

[arta
09.07.2021

CtpaHuua
9 26
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NHCTPYKLMS N0 MPUMEHEHUIO

PykaB MOAM3TUNEHOBLIA BCNOMOraTefbHblii cTepunbHblii  (Delivery sleeve) gns ycTaHOBKM
NpoOTE30B MOMOYHOW Xeneasbl

NpeHTnpmkauoHHaa Kapta naymeHTa

JTMKeTKa - namsTka (8 L)

2) T[poTe3bl MOMOYHOI XXenesbl CUINKOHOBbIE reneBblie cepumn Sublime line ¢
MUKPOTEKCTYPUPOBAHHON NOBEPXHOCTEIO MESMO cTepusbHble.

MpoTe3 B ABOIHOI 6ANCTEPHOI CTEPU/IbHOI YyNaKoBKe

e VIHCTpPYKUMA NO NPUMEHEHUIO

e lMpeHTMpmkaunoHHaa KapTa nauueHTa

e JTuKeTKa - namATtka (8 wr)

OCco6eHHOCTLIO (In3nyecKoro cTpoeHust npote3os npounssogctea POLYTECH Health &
Aesthetics ABnseTcs MakcMMa/lbHOe COOTBETCTBME OCHOBHbLIM CBOMCTBaM
YesI0BEYECKOIN TKaHW. B CBA3M C 3TM, NMPOTE3bl LUMPOKO NMPUMEHSIKOTCH B 3CTETUYECKOWA
1 PEKOHCTPYKTUBHOWN XMPYPruun. Kaxkaplid TMn npoTtesa npeacTaBfieH B Pas3/INYHbIX
pasmepax v popmax.

HacToswas WHCTPYKUMS Mo MPUMEHEHWIO MpefHa3HayeHa Ans MOCTOSAHHbIX NPOTE30B
MOJIOYHOM enesbl. MpoTtesbl cepun Sublime Line MMEIOT 0AHY Kamepy, 3anoHAemyto
OAHUM TUMNOM rens. OHM MMEKT MHOTOC/IOMHYK 060/104KY C MUKPOTEKCTYPMPOBaHHOM
NnoBepxHOCTb0 Mesmo. bonee nogpobHas MHgpopmauma 06 060/104Ke U MOBEPXHOCTH
npoTe30B Npe/cTaBneHa B pasaene "VHhopmMaums o matepuanax .

PaspaboTka, NpoOM3BOACTBO, A0CTaBKa W OOCNYXMBaHME 3aKa3uvMka COOTBETCTBYHOT
TpeboBaHMAM KOHTPO/S KayecTBa NpPov3BOACTBa corfacHo avpektmeam EN 1ISO 9001 /
EN ISO 13485. [llpoaykuuMs wumeeT cepTugukatr, B  CBA3M C YeM MOJIHOCTLHO
cooTBeTcTBYeT TpebosaHuMAM European Medical Device Directive (MDD) un apyrum
rocyAapCTBeHHbIM HOopMatmBam.Bce umcnonb3yemble Martepuasibl TEeCTMPOBaHbl Ha
O61OCOBMECTUMOCTb U COOTBETCTBYHT CTaHZapTtaMm KauyecTBa A8  MeOULMHCKMX
usgenuii. Bce mnsgenvsi NpoxoasT TeCTUPOBaHNe MeXaHMYeCcKMX CBOMCTB mMaTepuana Ha.

3/MI0HraLWIo, CUY pa3pbiBa U YTOM/IEHNE.

NH®OPMALIMA O MATEPUAJTIAX

0O60n04Ka NPoTE30B

I HasBaHue 1 ~rarye Bepcus Aald | MP)(runaqenve [ CTESHZ'%U'a
WHCTPYKLUS NO NPUMEHEHUIO - J ytBEpXAEH 3 09.07.2021 AB
MpoTe3bl MONOYHON >XKenesbl
CUINKOHOBbIE TeneBble cepun
Sublime line ¢
MUWKPOTEKCTYPUPOBAHHO
nosepxHocTteto MESMO cTepunbHble,
B KOMMAeKTauum ¢ pykaBom u 6e3
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MNpotesbl nponssoactBa POLYTECH MMEIOT XMMUYECKN U MEXaHWUYECKM PE3UCTEHTHYHO
MArKyt0 000/104KY, KOTOpas COCTOMT U3 HECKO/IbKMX CNI0eB MONAMMETUCUIIOKCaHA.
O60ono4Yka renesblx NPOTE30B MMEET creunabHblii 6apbepHblil cio.  [oBEPXHOCTb
NpoTe30B MUKpOTeKcTypuposaHa (Mesmo). Mcnonb3oBaHre CUIMKOHOBLIX NPOTE30B C
MWKPOTEKCTYPUPOBAHHOM MOBEPXHOCTLIO Takke BefeT K CHWKEHUKO pucka pasButus
KarcynsipHON KOHTPaKTypbl 3a CYET OPUTMHa/IbHON NMOBEPXHOCTHOW CTPYKTYPbI 1 0COO0M
OpUeHTauun ¥ AIMHEe BOMIOKOH B TKaHSX Karcy/bl. TonrumHa o60/104Kn 3aBUCUT OT Tvna
npoTesa, ero noBepxHOCTV W pasmepa. MpubansuTesibHble NnokKasareny COCTaBNAKT: Y
MWKPOTEKCTYpPUpOBaHHbIX npoTte3oB (Mesmo) - 0,35-1,0 mm. CpepgHsia rnybuHa nop
MOBEPXHOCTU Y TEKCTYPUPOBAHHbLIX WMMMIAHTATOB COCTaBnsfeT npuonnsutensHo 150
MKM.

HanonHuTenb

MpoTe3bl 3anonHEHbl OMpeAenieHHbIM KOMMYECTBOM YMCTOTO M BbICOKO 3/1aCTUYHOTO
CU/IKOHOBOTO Tefsi.

HanonHwWTtenb, CWINKOHOBLIA refb, COCTOMT K3  MNOMNMAWMETUICUMIOKCaHA. JTOT
CWIMKOHOBbIM reflb 06M1afaeT TaK HasblBaeMbIM  «3(PEKTOM namaTh», TaK Kak
crnocobeH BO3BpaLLaThCA K CBOEM NepBOHaYasIbHO 3afaHHOM (hopme nocse yMepeHHoM
KOMIMpeccuu.

[JOoNoNMHNTEeNbHbIEe NPUHAANEXXHOCTU:

NS TEKCTYpMPOBaHHbIX NPOTE30B MpefnaraeTcs: OAWH MONUSTUNEHOBBIA, OTKPbITbIN
Ha KOHLAX, PyKaB.

MNMOKASAHUA N BO3MOXXHBIE MPOTNBOMNOKA3AHNA

lNoka3aHus:
HasBaHue Cratyc Bepcusa Lata O6o3HaueHne CTpaHuua
WNHCTpPYKUMSA NO NPUMEHEHUIO - yTBEpPXAeH 3 09.07.2021 AB 11/26

MpoTe3bl MONOYHOW Xenesbl
CUNINKOHOBbLIE TefeBble cepuun
Sublime line ¢
MUKPOTEKCTYPUPOBAHHOM
noBepxHocTtbto MESMO cTepunbHble,
B KOMMAeKTauum ¢ pykaBsom u 6e3 !
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e YBennuutesnbHas nnacTMka (Hanpumep, Npy annasuu, runonnasum) u
KOHTypHasA nnactvka (Hanpvmep, npu acCMMMETPUN, NMTO3e, aTpopum);

e PeKOHCTpyKUMa (Hanpumep, nocse MacTaKTOMUN);

e 3ameHa npotesa;

e KoM6uHMpOBaHHble Aehopmauun  TpyaHOA  KNETKM UM MOJOYHOW  Kenesbl
(Hanpumep, cvHapom MonaHga, Bnanas WM KunesuaHas rpyaHas Knetka);

Bo3MOXKHbIe npoTuMBONOKasaHnA:

B pgononHeHne K O6ELI|I/IM MPOTMBONOKa3aHAM And npoeegeHnsas  MHBa3MBHbIX
BMeELlaTenbCTB, KIMMHUYECKUNE NMPOTUBONOKa3aHNA MOIYT BK/IHOYaATb,

. Mcuxonornyeckyto HeCcTabubHOCTb NAUMEHTa;
. MOBTOPHbIE HEYAAYHbIE MOMbITKA KOHTYPHOI NNacTUKY;
. MepcucTypytoELas MHGEKUMs WM CUCTEMHOE 3a00/1EBaHME;

. Anneprun WM HeopAMHAPHbIA MMMYHHbI OTBET Ha YCTAHOBKY MPOTe3a;

. Hanunume abcLeccoB, KWCT WM Onyxoneidk B 06N1acTh YCTaHOBKM MPOTE30B,
0CO6EeHHO paK 1 OTAa/IeHHble MeTacTasbl (MePCUCTUPYHOELMIA N MHTEPMUTTUPYIOTLUMIA paK
MOJIOYHOM XKene3sbl), CUCTEMHbIE 3a60/1€BAHNSI COEANHUTENBHOW TKaHW;

. TsKeNble MOBPEXAEHWS 06/ydYeHeM B MpPeArnoniaraeMoil 061acT yCTaHOBKM
npotesa;

. MocneoxoroBble py6Lbl B NpeanonaraeMoit 06/1acTi yCTaHOBKM NpOTesa;

. HecocTosTeNbHOCTb  TKAHEBOTO  MOKPbLITMSt B MpeAnonaraeMoiio6nacty

YCTAHOBKM MpoTe3a (Hanpumep, NpeAlecTBytoruas peaykuys) WM  HapylieHHas

BacKyNnspu3aLms;

. HapyLueHMs MPOLIECCOB 3aXKMBNEHUS PaH;

. MoBpexaeHne pedep (KacaeTcs TOMbKO YCTAHOBKM B 06M1ACTUMOIOUHbIX KENE3);
. BepeMeHHOCTb M KOpM/eHVe rpyabto  (KacaeTcs TONbKO YCTaHOBKM B 06/1acTy

MOJTOYHbIX )Kene3).

MpoTe3bl N0 MHANBUAYANBHOMY 3aKa3y

Ha3saHune Crartyc Bepcusa Jata O6o3HaueHne CrpaHuua
VMHCTPYKUMSA NO NMPUMEHEHMUIO - yTBEPXAEH 3 09.07.2021 AB 12/26
MpoTe3bl MONOYHOI XXenesbl

CU/INKOHOBbLIE TefneBble cepuun

Sublime line ¢

MUKPOTEKCTYPUPOBAHHOW

noBepxHocTbto MESMO cTepunbHble,

B KOMMAeKTauum ¢ pykasom u 6e3
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MpoTe3bl, W3rOTOBNEHHbIE MO WHAMBUAYANbHOMY 3aKa3y (Kak MpaBWio, Ha OCHOBaHWUM
MyNsKa) UMEKT Te e KPUTepuM KauyecTBa, YTO M BbllleyKazaHHas  MpoayKuus.
COOTBETCTBEHHO, MHOPMALMS, COAEepyalllasics B 3TOW OpoLlope,  [AeCTBUTE/bHA
A1 BCEX NMPOTE30B, MPOM3BOAUMBIX MO VHAVBUAYATbHOMY  3aKasy.

YNAKOBKA OOCTABKA

MpoTe3bl NOCTAaBNAKTCA B ABOMHON YMaKoOBKe, CTEPU/IbHBIE W MOLUTYYHO YMaKOBaHHbIE,
BHYTpPEeHHsIi ynakoBKa He [O/DKHA BCKpbIBATbCS WM ObiTb  MOBPEXAEHHON
HeNnocpeACTBEHHO 0 MOMEHTa YCTaHOBKM MpoTesa.

3anevataHHble [ABOVHble YMaKOBKM MNOMELLATCA B MHAMBUAYa/IbHYHO KapTOHHYHO
KOPOGKY

YNakoBka  KaXAOr0  HAMMEHOBaHWS  MMEET  COOGCTBEHHYID  MapKMPOBKY,
yKa3blBaloLLYt0 MpPOV3BOAUTENS, O0OLEM WM pa3Mep COOTBETCTBEHHO, KaTasloXHbll
HOMEP W HOMep Ccepuu. 3Ta MapKMpOBKA A0/MKHA OblTb  HEMNOCPeACTBEHHO
MPUKPEN/IeHa B KapTOUKy NauyeHTa v nacnopT npotesa.

B MapKMPOBKE MCMOMb3YHOTCS CeaytoLme CUMBOSbI

REF Homep no katanory

SN CepuiiHblii Homep

«Cpok rogHoctu» (ITTT-MM)

CTepunmsaumns napom Wam cyxmm

STERILE TerIOM

j HassaHwne Cratyc Bepcus Lata 0603HayeHne CTpaHuua
: IHCTPYKLMS N0 NPUMEHEeHNIo - yTBEPXAEH 3 09.07.2021 AB 13 26
MpoTe3bl MONOYHON >Kenesbl
CUNINKOHOBbIE reneBble cepumn
Sublime line ¢
MUWKPOTEKCTYPUPOBAHHOIA
1 noBepxHocTbto MESMO cTepunbHble,
1B KOMNAEKTaunm ¢ pykaBom u 6e3 J vJ
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CTEPUNN3ALUNA, CPOK TOAHOCTW, XPAHEHUE

BHUMAHWE: MpoTe3bl NOCTaBNSATCA B CTEPUILHOWN ABOVHOM YNakKoBKe.
B onepauyoHHO CTEPUIBHOCTL NPOAYKTa rapaHTUpyeTcs 40 MOMEHTa, Moka

, HasBaHue Cratyc Bepcusa fata | O6o3HayeHne CrpaHuuya
WHCTPYKUMA NO NPUMEHEHUIO - YyTBEPXAEH 3 09.07.2021 ' AB 14/26
MpoTe3bl MONOYHOWN Xenesbl
CUNNKOHOBbIE FeneBblie cepuun
Sublime line c
MUWKPOTEKCTYPUPOBAHHOW
noBepxHocTbio MESMO cTepunbHble,
B KOMMMEeKTauum ¢ pykasom u 6e3
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BHYTPEHHSASA yrnakoBka npote3a He Oblna BCKPbITa WM NoBpexaeHa. B

ornepawunoHHO Bcerga Ao/MKeH ObITb eLle OAMH TakKoK e NpoTe3 Ha Cyyain
Heo6XoAMMOI 3aMeHbI B MPOLIECCE XMPYPrUYECKO npoueaypsbl. Ans npoaykumm ¢
NOBPEXAEHHON YNaKoBKOW CTEPUNBLHOCTL He rapaHTupyeTtcs. Ecnm ynakoBka
NOBPEXAEHA, Mbl HE PEKOMEHIYEM Aa/lbHENLIEE UCNO/b30BaHNE TaKoro

npotesa. B cniyyae cCOMHEHWIA, noXkanyicra, 06paTUTECh B KOMMAHUIO

POLYTECH Health & Aesthetics wm K cBoemy JflOK&/lbHOMY YMNO/JIHOMOYEHHOMY
npeacTaBUTENIO:

OO0 "BbroT Matpukc”, 119002, Mocksa, KasownH nepeynok, Aom 4, ctpoeHue 1,
atax 3, nomelleHne 3-K3; ten. +7 (499) 918-77-70; Info@bmatrix.ru

MpooyKumsA NPOXOAUT CTEPUM3ALMNIO CyXUM TerioM. CTEpPUIbHOCTL rapaHTUPYeTCcs Ha
NPOTSHKEHUM 5 NeT OT MOMEHTa cTepunmnsauun. MakcumasbHbIA CPOK XpaHeHUs yKa3aH
Ha mapkuposke (ITTT-MM).

CTepWUNbHOCTL rapaHTMpyeTcs [0 TeX Mop, MoKa BHYTPEHHAS YynakoBka He Oyaer
OTKpbITa WM nospexaeHa. 41 npoAyKuun ¢ NoBpeXAeHHON YNakoBKON CTEPUSIbHOCTb
He rapaHTupyertcs.

MpoTesbl AO/MKHbI XPaHUTLCA MPU KOMHATHON TemnepaType B 3alylLIEHHOM OT Bfarun
MecTe npu TemnepaTtype He Bblle 35°C 1M OTHOCUTENIbHOI BNaXKHOCTU He Bblwe 70/0
TaKk Kak ynakoBka MpoHWUaemMa [A71s rasoB, MPOAYKUMS He [O/DKHA noJseprarbcs
BO34ENCTBMIO Napa wWin ras3oB. [poTe3bl XpaHATCA B FOPU3OHTa/IbHOM MOJIOXKEHUN, Tak
KaK 3TO MO3BONSET flydlle MAEHTUPULMPOBATL MapPKMPOBKY.

MpoTe3bl NPOM3BOAATCA MCKIOYMTEIbHO A5 OAHOKPATHOTO MCMOMb30BaHWA. Hu npu
Kaknx 06CTOATeNbCTBAX NMPOAYKUMA HE MOXET ObITb MUCMO/b30BaHa WM CTepuUIn3oBaHa
MOBTOPHO:

. TakK KaKk HeBO3MOXXHO MpoAe3nH(MUmMpoBaTb NpoTtesbl 6e3 NoboyHbIX 3¢heKToB,
OTPaXKatoLLMXCA Ha KauyecTBe 0OO/OUKM.

. MpoayKuMs He MOXET CTepuan3oBaTbCA O0O6bIYHBIM - CMIOCOGOM  UM3-3a  ee
BaKyyMHOW YyBCTBUTE/IbHOCTW.

1 Ha3BaHue Cratyc Bepcus LaTa ! O6o3HaueHne CrpaHuua
WHCTPYKLMUA MO NPUMEHEHUIO - yTBEPXAEH 3 09.07.2021 AB 15/26
MpoTe3bl MONOYHOW Xenesbl
CUNKOHOBbIE FefneBble cepuun
Sublime line ¢
MUWKPOTEKCTYPUPOBAHHOW
nosepxHoctbto MESMO cTepunbHble,

i B KOMNAeKTaumum ¢ pykaBom u 6e3s
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. Bo Bpems ycTaHOBKM WM yAaneHWs npoTtesa ero LefiocTHOCTb, W 060/104Ka B
0COBGEHHOCTW, NOABEPraeTcs MakCMMaslbHOM MeXaHW4YeCKO KOMMpeccuwn, Kotopas He
MOXeT 6bITb MOHOCTLIO paccyuTaHa Nnosib30BaTesem.

. MexayHapodHble CTaHAapTbl  NpefycMaTpuvBaloT — OnpefdesieHHbIi  YPOBEHb
MeXaHM4yecKoi  6e30MacHOCTM  HOBbIX  NPOTE30B, KOTOPbIA He MOXET OblTb
rapaHTMpOBaH Moc/e YCTaHOBKM WM yAasleHUs NpPOTe30B, TaK Kak OHW NOABeprainuch
MexaHW4ecKoMy BO3[EeWCTBMIO. MM03TOMY MpW MOBTOPHOM  MCMO/b30BaHUM Tpebyemas
6e30nacHOCTb He rapaHTMpyeTcs.

NH®OPMALUWA 1A NMALUMNEHTOB

KaxablidA naupyeHT wim ero npeactaBuTeNlb Mepes XMPYPruyeckM BMELLATE/IbCTBOM
[O/MKeH  ObITb  MHOPMMPOBaH BpPa4yoM O BO3MOXHbIX  MOC/IEONepPaLMOHHBIX
OC/IOXKHEHUAX BOOOLLe, a Takke HenocpenCTBEHHO CBA3AHHBIX C YCTaHOBKOW MPOTE30B.
MauneHTbl O0/MKHbI MMETb peasibHble MPeAcTaBNeHMA O BO3MOXHbIX KOCMETUYECKUX
pe3ynbrarax. [launeHTbl AO/MKHbI OblTb MH(OPMMPOBaHbI O TOM, 4YTO NPOTE3bl He
MMEIOT 6e3rpaHNYHbIX CPOKOB CYLLECTBOBaHMA, W YTO CO BPEMEHEM WX BO3MOXHO
NpUOETCS 3aMeHUTb.

MaymeHtaM  HeoOXOAMMO  PEeKOMEHAOBaTb  PerynspHo  nocewar  Bpada-
cneunanncta (Kaxgple 6 wwm  12mMec.) [/ KOHTPONAA COCTOSIHUS npoTesa U
OKPY)KatoLMX TKaHei. [MaumeHT Ao/mKeH OblTb NPedynpeXxaeH, 4To HeafekBaTHOe
NoBefieHVE, Pe3KMe OBWKEHVSI N TpaBMaTM3aLUMsA OKPYXKAIOLLMX TKaHe MOryT NpuBECTY
K pa3pbIBy NpoTtesa nog, KOxel v, cnefoBaTtesibHO, ero yaaneHuio.

Utobbl MH(opMauma 06 1cnosib3oBaHHOM MpoTese Obina AOCTynHa 419 CneumnanncTos
B /It060e BpeMs, PeKOMeHZyeTcs BblhaBaTb MNauyeHTaM MacrnopT COOTBETCTBYHOLLErO
nporesa.

PekoMeHAyeTca  HayyuuTb MauMeHTOB OT/IMYaTb MPOTe3 OT COOCTBEHHbLIX TKAHEW U
NPOBOAUTL CAMOCTOSITE/IbHbIA OCMOTP C Lie/Ibl0 BbISIB/IEHWSA OMYyXONeil.

FlacnofDm npoTesa

, HasBaHue Crartyc Bepcusa JaTta ' O6o3HauveHne CTpaHuua
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POLYTECH

MacnopT npotesa, npunaraemMblin K kaxaomy npoaykty «POLYTECH Health &
Aesthetics GmbH», 3anonHseTca BpadyoM M obGecrneynBaeT MNauWMeHTy B Cllyyae

Heo6XoAMMOCTM A0CTYN K MHAOpMaLMK O AaTe YCTaHOBKW MpoTesa v Buae npoTesa.

AnarHoCTNYeCKNin CKPUHUHT

CUNMKOHOBbIE MPOTE3bl MOrYT BAWATb HA KayecTBO BU3yasiM3aumu TKaHeid npu
NpPoBeAEeHUN PasNYHbIX MCCNef0BaHWM, U Kak cneacteme, ObiTb MPUYNHOA NIOXKHBIX
pe3ynbTaroB. M03aToMy Heo6XoAMMO, YTOObl NauMeHTbl MHPOPMUPOBASIN MEAVLIHCKMIA
MepcoHas O CyLLeCTBYHrLEM MpoTese.

Mpn npoBeAeHU MamMMorpagu, Heo6xoAMMO MPUHMMATL BO BHUMaHWE, YTO NpoTe3bl
CHWKAIOT MPOHMULAEMOCTb PEHTIEHOBCKMX /lydeil. B CBA3M C 3TUM PEKOMEHAYHTCA
MCMONb30BaHWe TEeXHUKM  JKNyHAa.  YnbrpassykoBoe (Y3W) wwm  MarHUTHO-
pe3oHaHcHble (MPT) wuccnegoBaHus MOMyT ObiTb  a/ibTePHATUBHBIMKA - METOAAMM
nccnegoBaHus, aloWwyMn 60nee ToUHble pesy/bTarthl.

BO3MOXHbIE MOBOYHbIE SOPEKTbI (OC/TOXKHEHWA)

BO3MOXHblE OC/OXXHEHWS MOTYT ObiTb CBS3aHbl C WHAWBWAYaA/IbHbIM aHaMHE30M, MeAULUHCKAMMU
npenapatamu, TEXHUKOW NpoOBeAeHMs onepauyun WM BeAeHWEM Moc/ieonepalMoHHOro nepuoga. Mpu
YyCTaHOBKE MPOTE30B CYLECTBYKT MHTPA - U MOCTOMEPaLMOHHbIE PUCKM BO3MOXHOMO Pa3BUTMS TaKuX
OCNOXHEHWUI, Kak:

e HEKPO3 KOXMW, MNpONexeHb W BbiNafleHne MOXeT pPa3BuUTbCA BCEACTBUE UYPE3MepHOro
HaTs)XXeHMS MOKpbIBalolleli NpoTe3 KoXu, (Hanpumep, Npu HecooTBEeTCTBUM GO/bLIOM0 pasMepa
npoTesa BefIMUYMHE NOATOTOBMAEHHOTO A8 HEro KapmaHa WAM CAUWKOM 6GbICTPOM PacTsXKeHUn
TKaHell aKcnaHgepamu); BCAeACTBME HapYWEHHOW WAM CHUXEHHOW BacKynspusaLum Koxu
(HanpuMmep, B c/yyae TpaBMaTU3aLUMM KOXHOIO J/IOCKYTa BO BPEMSl  XMPYPrUYeckoro
BMellaTenbCTBa). JleueHme CTEepoMaaMn MOXeT Takke NPWBOAUTL K PasBUTMI0O HEKpPOo3a.
KypunbUiMkin umeloT Gofee BbICOKWIA PUCK BO3HUKHOBEHWS HAapyLIEHWI KpPoBOOGpalleHUs B
MOKPbLIBAKOWMX MPOTE3 CN0SX KOXMW. [P NOAOGHbIX OC/OXHEHUAX MOXET BO3HUKHYTh
Heo6Xo4MMOCTb PEBM3MK NpoTesa.

FemaToOMa MOXET MOBbILIATL PUCK NMPUCOEANHEHUS UHDEKLUN U Pa3BUTUS KamNCyNspHOro
(hnbpo3a. B cBA3UN C 3TUM remMaToMbl AOMKHbI 6biTb YAaNneHbl HeMea/leHHO. CKoMnneHne
60/bLIOro KOMMYECTBa XUAKOCTW Nocne onepauun WM rematoma, B Cydyae OTCYTCTBUS NEUEHNUS,
MOTFYT MPUBECTN K BbITECHEHWIO UK CMELLEHMI0 NPOTe30B. HepaccocaBluascs rematoMa MOXeT
noTtpe6oBaTb NPOBeeHNEe HEMeAIEHHOI aKcnNaHTaluum. TulaTenbHblii TeMocTas Bo Bpems
onepauumn ocTaeTcs OCHOBHbIM METOA0M NPOQUNAKTUAKM.
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e Cepoma. B pesynbTtate TpaBMaTuM3aunum uam n3bbITOYHOTO ABUXEHMSA B MOCAE0NepaLMoOHHOM
nepuoge MOryT BO3HMKaTb OTEKM U 60/1b. BO3MOXHbLIM fle4eHUEM B JaHHOM Cfyvae fBMseTcs:
MMMO6MAN3aLNA, KOMIPEccUs, ApeHax u, ecnn HeobxoauMOo, yaaneHne npoTesa.

e OTeKk MOXEeT 6bITb Bbi3BaH HAKOMJEHWEM CEPO3HOI XUAKOCTU (CM. cepoma).

= CwmeleHve nnu gamtenbHasa 60/b MOXeET ObITb CeACTBMEM HEMpaBuibHO NoAobpaHHOro
pasmepa unu HempaBWIbLHOTO pa3melleHus npoTesa. Ecnn npoTtes cAMWKOM BENUK, MPUYMHOWA
3TUX CMMNTOMOB MOTYT BbITb KancynsapHas KOHTpakTypa v BocnanuTenbHas peakuus, cBA3aHHas
C YUpe3MepHOi NOABMXHOCTbLIO MpoTe3a. B cnyyae onepauum Ha MOMOYHOW Xenese 60/1b MOXeT
BO3HMKaTb Kak B 061aCTU XMPYPruYecKoro BMeLllaTenbCTBa, Tak U B FPYAHON KNETKe, pyke, nieve.

= CK1agku (B nuTepaTypHbIX UCTOYHMKAX, 0603Ha4YaeMble Kak «MOPLLMHUCTOCTb»),
nanbnupyembie Kpas npoTesa Win UCKPMBEHME MpOoTe3a MOXET 6biTb CBSA3aHO C
HECOOTBETCTBUEM MEXAY NPOTE30M M pasMepoM NOATOTOB/IEHHOIO A5 HEro kapmaHa wnu
HEAO0CTaTOYHbIM TKAHEBbIM MOKPbLITUEM.

e VHekymn. MNpucoegmHeHne MHGPEKLNA BCNeLCTBUE NOCTAHOBKN TPYAHLIX MPOTE30B
Habntogaetcs kpaiiHe pegko (0,114%, Brand, 1993).Pa3Bntne MHGHEKLUNIA HEACHON 3TNOMOTUK
nocne ycTaHoBKM TpebyeT HeMeA1eHHOTO eveHns. MoxXeT NoHafo6uTbCA UCNONb30BaHMe
aHTUOMOTMKOB, ApPEHaxa WUan sKcnnaHTauus. JomkeH 6biTb NMPOM3BEAEH MOCEB PAHEBOTO
cogepxmmoro. Hanbonee yacteiMy Bo3byautenamu asnawtcsa: Staphylococcus aureus.
Staphylococcus epidermis nam cTpenToKOKKU. He Bce MH(eKUMM noanatTcs nedeHunto 6es
yfaneHus npotesa. Mpy NocTaHOBKE NPOTE30B IPYAHbIX Xene3 pasButue CMHApoOMa
TOKCUYECKOTO LOKa 6bi10 OTMEYEHO B EAUHNYHBIX CyYasX.

MNMoKpacHeHne KoKW, B INTepaType ONUCLIBAEMOE KaK «CbiMb», MOXET Hab0AaTbCs C pasnnyHoii
4aCTOTOW, B 3aBUCMMOCTM OT CTPYKTYpPbl NOBEPXHOCTU (MpnbansnTtensHo B 1-5% cnyyaes npu
MCNOMb30BaHMM NPOTE30B C NOKpbITMEM Microthane). 310 NoOKpacHeHMEe KOXMW He JO/MKHO
NpMHUMAaTLCA 3a MHPeKLMo. OHO 0TANYAETCA OT MHGEKLMW HANUYMEM 3yaa WU OTCYTCTBUEM
CUCTEMHBIX CUMNTOMOB MH(eKunn. Kak npaeBnnio, nossnserca Ha 7-10 AeHb nocne ycTaHOBKMW 1
yAEepPXXMBaeTCa Ha NpoTsHKeHun 2-3 Hepenb. B cnydasx, korga nedyeHue abconTHO Heobxoaumo, B
nMTepatype pekoMeHAyeTcs UCMOb30BaHWe CTEPONA0B.
KancynapHasi KoHTpakTypa / ¢mbpo3: Obpa3oBaHne COeANHUTENbHO-TKAHHOW Kamncybl BOKPYT
npoTesa - 3T0 HopMa/bHaa peakuus opraHu3ma Ha Yy>kepofgHoe Teno. B pesynbtate
06pasoBaHNs KancynspHol KOHTPaKTypbl MOXET N3MEHUTLCA (hopMa 1 pacnosioXKeHne npoTtesa.
KnnHuyeckn 3Haunmman KoHTpakTypa kancynol (Baker lll, IV) MoXeT Bbi3BaTb 60/1b U NPUBECTMN K
3CTETUYECKMM U3MEHEHUAM BHellHero Buaa. MoxeTt 6biTb HE06X04MMO yAaneHne npoTesa.
3akpbiTas KancynoToMuUa He peKOMeHAYeTcs B CBA3M C BOSMOXHOCTbIO NOBPEXAEeHMs npoTesa.
Ecnn Henb3s n3bexkatb TaKOM KancynoToOMuUK, TO BNOC/IEACTBAN HEOOXO4MMO MPOBECTH
AvnarHocTuyeckme nccnefoBaHna AN UCKIIOYEHMSA BO3MOXHbIX NOBPEXAeHUI npoTesa.

= [leceHcubunusauuva uam runepceHcnounnmsanmss MoXxeT Habn4aTbCa BPEMEHHO Un
MOCTOAHHO (MOMHaA UK YacTUYHas, Hanpumep, B 061acTU MOMOYHON XKenesbl). Mpy nepu - um
TpaHCcapeonsipHON ycTaHOBKE NPOTE30B MOJIOYHOI XeNe3bl MOTyT HabNAaTbCA U3MEHEHUS
YyBCTBUTENBLHOCTY.

= Pa3pbIB NpoTesa WM UCTeYeHNE ero CoLEPXUMOro sBnaeTcs abContoTHLIM NoKasaHMem Ans
akcnnaHTtaumu. Mo Hawemy MHeHUI0, Hanbonee YacTbiMM NPUYMHAMU pPa3pbiBa SABAAKOTCS
noBpexJeHue npoTtesa (BO BPpeMs onepauuu, Hanpumep, Npu CMILKOM KOPOTKOM paspese,
NOBPEXAEHUN XUPYPTUYECKUM UHCTPYMEHTApMEM, UK Nocne onepauuu, Hanpumep, npu
HanoMHeHMW 3KcnaHaepa, B caydae NyHKUWiA, BMONCKA, 3aKpbITOWA KancynoToMum nt.4a.), a
TakXXe TpaBmMa WaM ycTanocTb MaTtepuana SBAAKTCA, N0 HalleMy MHEHWU0, Hanbosiee YacTbiMM
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NPUYMHaAMUK 3TOr0 OC/IOXHEHUSA. Tlocne paspbiBa NpoTesa, 3ano/IHEHHOTO refieM, KOHCUCTEeHL A
CU/IMKOHOBOTO refid NpensaTcTBYeT ero pacnpocTpaHeHuto. OAHaKo, HeNlb3a rapaHTUpoBaTh, YTO
reflb B AJaHHOM Cc/lyyae NOJIHOCTBLIO COXpaHuT hopmy. B cnyyae paspbiBa NpoTes JO/MKEH ObiTh
3aMEeHeH.

<« [lpornoTeBaHne CUINKOHA: BO3MOXHOCTb MPONOTEBAHUA HU3KOMOJIEKYAPHbIX CUIMKOHOBbIX
KOMMOHEHTOB HE MOXET OblTb MOMHOCTLIO UCK/OYEHA. B HOpME MUHUManbHOE KONMYecTBO
rens oCTaeTcs BHYTPW Karcynbl BOKPYr npotesa. [paHynema HEM3BECTHOrO reHesa ABnsfeTcs
nokasaHmem Ans 6UONCMM UK SKCMIaHTaLUN.

= PucK pasBuTuA paka: snngeMunonornyeckne UccnefoBaHua nokasanu, Yto yactora passutus
paka y XXeHLWWH, UMeLWmnX NpoTesbl, He NPeBbIlLaeT TaKOBY B KOHTPO/IbHOW rpynne. Ans
CPaBHEHUS: y XuTeneil pa3BuTbiX CTpaH 3anagHoi EBponbl puck passuTusa paka rpygu
cocrasniaet 1:9.

= B0O3MOXKHas CBSA3b ayTOMMMYHHbIX 3a60neBaHuii 1 3a6oneBaHnii COeANHUTENBbHO TKaHu ¢
npoTe3aMy MOJIOYHOI XKene3bl B HacTosAwee Bpems obcyxaaetcs. O4HaKo, B HAcTosLLEE BPEMS
[oKa3aTe/ibCTB HaMM4uMs NoA06HON CBSA3N He CyLLeCTBYET.

= BO3MOXHOCTb rpyAHOro BCKapM/MBaHUs MOXeT NocTpaaartb, 04HaKo, He B CBA3U C caMUMM
npoTe3amMu, a B CBSI3N C XMPYPrMYECKMM BMELIATENLCTBOM Ha MOJIOYHOM Xefese.

He cywecTByeT foKa3atenbCTB, YTO NPOTE3bl MOJIOYHOW XEeie3bl MOTYT HAHECTW Bpes, 340POBbIO

MiageHua.

= AHannactuyeckas KpynHoknetoydHas nammdgoma (ALCL): Uccnepgosatenu FDA goknagbiBatoT O
HanMuMM BO3MOXXHOI CBSI3M MeXAy npoTe3amu MOMOYHOIN Xenesbl 1 pa3sutuem ALCL.
MpeactaButenn FDA yBepeHbI, YTO XXEHLUHbI C MPOTe3aMy MOJIOYHO XXenesbl NMEKT OYEHD
He60/bLIOE YBE/IMYEHNE PUCKA Pa3BUTUS 3TOrO 3aboneBaHuns. Cneynannucram pekomeHayercs
MH(pOPMMPOBaTb CBOMX MaLMeEHTOB 06 3TOM BO3MOXHOCTM TAKOFO 3ab60/1€BaHUS.

TEXHUKA OMEPAL NN

dTa npoAykuus npedHasHayeHa ANns  YCTaHOBKM — UCK/IHOUUTENbHO  OMbITHBIMM
cneynanmctamu. [epen YCTaHOBKOM Kakapld MpoTe3 [AO/MKEH ObiTb  TruatesibHo
OCMOTPEH Ha MpeAMET BO3MOXHOIO MOBPEXAEHMS.. H npu Kakmx 06CTOATENbCTBAX
MpOTe3bl He AO0MKHbI ObITb MOBPEXAEHHBIMU HA [0, HA BO BPEMS YCTAHOBKM.
MoBpPEXAEHHbIA UK C U3MEHEHHOW (POPMON NPOTE3 He ycTaHaB/MBaTh!

Bo BpemMs onepauuu AO/MKEH 6biTb AOCTYNEH 3anacHoi npoTes!

MpAMOIN KOHTaKT NpoTe3a ¢ 06pabaTbIBaAKOLLMMM CPEACTBAMM AO/MKEH

ObITb WCK/OYEH. YCTAHOBKA MOXET OCYLLECTBATLCA C UCMNOMb30BAHWEM Pa3/INYHbIX
Xvpypruyeckux Metogyk. Cam Xvpypr BblGMpaeT MeTof, Haubosiee COOTBETCTBYHOLLMIA
MEAVLMHCKAM NOKa3aHUAM Y MHAMBUAYa/IbHbIM NMOTPEOHOCTAM MauueHTa.
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MpeaonepanMoHHoe 06cnefoBaHne A0/MKHO FapaHTMPOBaTh BO3MOXHOCTb paspesa U
MOKPbITUS MpoTe3a TKaHAMM 6e3 HaTshKeHUs. HeoGXoAuMO WCKMOUNTL [aBfeHue,
TPaKUMO 1 Apyrie CTPECCOBbIe (haKTOpbl, KOTOpble MOTYT BO3/EACTBOBATL Ha NPOTE3 U
06nacTb paspesa. YCTaHOBKa A0/MKHA OCYrLECTBATLCS OYeHb akkypaTHo. MpoTtes
MOXET ObiTb MOBPEXAEH B pe3ynbTaTe UYpPe3MEepHOro HaAaB/MBaHUS pPyKamm,
MaHUMYNSUWMA -~ WKW XUPYPTUYECKUMU  MHCTPYMEHTaMKU. B cliyyae  MoBpeXagHus
0060/104KM 3/1aCTOMEPA, HANOJHSAOLWWMIA MaTepuas MOXET BbITeUb M3 NPOTe3a.

[ns yCTAHOBKM  TEKCTYpPMPOBaHHbLIX  NPOTE30B PEKOMEHlyeM  UCMo/b30BaTh
MOMMITUNEHOBBIN «PyKaB» (CM. TEXHWKY [ONbCKOro), KOTOPbIA MOXET npunaratbest K
npotesy.

n [omKHbI cobnogaTheA cnegyoLw e ocHoBonoarakume npasuna:
. Pa3pes fo/mkeH COOTBETCTBOBATL pasMepy ¥ MOBEPXHOCTM npoTesa.
. FemocTas [AO/MKEH OCYLLECTBASATLCS TWaTeNbHO. Koarynstop MOXeT noBpeauThb
MOKPbITVE MpOTe3a.
. Pa3mep npoTe3a nogo6vipaetcs TuWaTeNbHO. PEKOMEHAYETCS VMMETb B HalMuuM
NpOTEe3bl Pa3/INYHbIX Pa3MepoB, 4YTO MO3BONSET BbIGpaTb Hambonee nOAXOAALLNI
pasvep. [ns onpedeneHns pasvepa BO BpeMs Onepauuy  Mbl  PeKOMeHAyeM
MCNONb30BaTh MNPMMEPOYUHbIE NMPOTE3bl (Cain3epbl) (CM. npac-1uncT).
. Paamep MMMMaHTAUMOHHOTO KapMaHa [O/DKEH COOTBETCTBOBaTb MNPOTE3Y.
MpoTe3 AoMKeH pacnonaratbCs POBHO, 6e3 CKaaok.
. [O/MKHO 6bITb 06ecneyeHO COOTBETCTBYHOLLEE MOKPbITUE TKAHAMW WK, B Criyyae
p HEOOXOANUMOCTM, NPEANOYTUTENBbHBIM MOXET ObITb NMOAMbLYIEYHOE PACMONOXKEHNE.

MpodunakTuKa 3apaxKeHus

Ha noBepxHOCTb MpOTe3a HW B KOEM C/lyyae He A0/MKHbI NonacTb Tanbk, Mbllb WK XUP.
BaTHble  BO/MOKHA, Tanbk W ApyrMe  BewlectBa  MONyT  NPUTArMBAaTbLCS
3NEeKTpOCTaTMYECKMM 3apsfamn. ITO MOXET MPOBOLIMPOBATb YCWMEHHYIO PeaKLMIo
OpraHM3Ma Ha Yy>KepoAHOe Teo Mocne YCTaHOBKM.
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Heobxogumo cobniogate  0COGYHD  OCTOPOXHOCTb A1 UCK/IKOYEHUA  MOA0OHbIX
3arps3HeHnid. Becb y4acCTBYIOTLMIA NepcoHan [o/mkeH o06pabarbiBatb CTepuUsbHble
nepyaTku  CTEPWUbHBLIM - (IM3NONOTMUYECKMM  PacTBOPOM Nepef, MPUKOCHOBEHMEM K
nportesy.

PekoMeHayeMasi nocneaoBaTeNbHOCTb AENCTBUIA

1 OTKpbITb Hapy>XHYH YMAaKOBKY B aCenTUYECKUX YC/OBUAX. YAaIUTb HapPYXHYHO
CTepUbHYIO YNakoBKy. MprKpenuTb MapKMPOBKY NpPOTe3a K KapTouKe nauueHTa.

2. OTKpbITb  HapyXXHYl0  CTepu/bHyl0  YnakoBky. [lepefatb  BHYTPEHHIOH
CTEPW/IbHYIO YMaKOBKY Ha CTEPW/bHBIA CTON OJ11 MHCTPYMEHTOB B CTEPWU/IbHbIX
YC/IOBUSX. Ty >ke npouefypy Heob6xoAMMO OCYrUecTBUTb C  OTAENIbHO
yNakoBaHHLIMW  AONO/IHUTE/TbHBIMU NMPUHALIEXXHOCTAMU.

3. OTKpbITb  BHYTPEHHIOW CTEPU/IbHYIO YMakoBKy B CTEPW/bHbLIX YC/OBUAX
HeNnocpeACTBEHHO Mepes YCTaHOBKOW, MPUrOTOBUTbL CTEPW/bHBIA NPOTE3 B
COOTBETCTBMM C MNJIAHMPYEMOW METOAMKOW XMPYPruYeckoro BmMelatesibcta U
nepegatb NpoTe3 XMpypry.

TexHuka JonbCcKoro

- O6paboTaiiTe NpoTe3 1 «pykaB» CTEPUbHLIM COMEBbLIM PACcCTBOPOM.

. Momectute npoTes B «pykas» (1).

. CorHute G6/MXKHUIA y4acTOK «pykaBa» Haf BEPLUMHOM npoTesa.

. 3akpyumBaiiTe AanbHUA OTAEN «pyKaBa» A0 TEX MOP, MOKa «pyKaB» M/IOTHO He
6ypeT npunerarb K npoTesy.

. BBeauTte «pykaB» C NPOTE30M O/IMKHUM KOHLIOM, OTKPOWTE «pyKaB» [epxa 3a
BEPXYLLKY (2).

. YcTaHOBUTE MPOTE3 B HEOOXOAMMOA Mo3vumn 1 yaepxute ero (3), noka He éyaert

yaaneH «pykae» (4).
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NMOCNEOMEPALMOHHbIA NEPNOL

CocTosiHMe nauyeHTa nocse YCTaHOBKM NpoTesa [O/MKHO KOHTPO/IMPOBAThCS Ha
MPOTSKEHWUWN ONPEeAENeHHOTo NPOMEXYTKA BPEMEHU C LE/NbI0 CBOEBPEMEHHOA
OKa3aHWsi KBa/IM(PULIMPOBAHHOM NOMOLLY (CM. OCNOXHEHMS).

FTAPAHTUN

MpoayKuua Npou3BOANTCA U KOHTPONUPYETCA B COOTBETCTBUM € TpeboBaHuaMU Medical Device Act
(3aKOH 0 MeANLMHCKUX N3aennax). Bce KOMNOHEHTbI GbIAN TWaTeNbHO OTOOPaHbI, W, TakXKe, Kak 1
NpPOM3BOACTBO, OTBEYAKT TPe60BaHNAM HOBEMLLIMX MEeAULMHCKNX CTAHAAPTOB M TEXHOMOTUA.

WHdopmawms, npuBeseHHas B 4aHHOW UHCTPYKLMM MO MPUMEHEHUIO, AO/MKHA ObITb NPUHATA BO
BHMMaHWe. BO3MOXHOCTb 3ameHbl npoaykumn POLYTECH Health & Aesthetics GmbH, paccmaTpuBaeTtcs
TOMLKO B C/ly4yae TOYHO A0Ka3aHHOro NPoM3BOACTBEHHOrO AedekTa.

HeT HMKaKMX rapaHTuii, 6yab TO NPSMO BbIPaXEHHbIX WX NoApasyMeBaeMblX, B TOM Uncie Kakux-nnéo
rapaHTUii No KOMMepUYecKoMy MNpaBy, a TakXKe Kakux-Nn6o rapaHTWil B OTHOLIEHUN U3MEHEHWIA, KOTopble
nosib30BaTeNlb MOXET BHECTU B NPOAYKLHIO.

HassaHue Cratyc Bepcus [Lata | O6o3HayeHne CTpaHuua
WMHCTPYKLNA NO NPUMEHEHMUIO - yTBepxieH 3 09.07.2021 AB 22/26
MpoTe3bl MONOYHOW Xenesbl

CU/INKOHOBbIE TeneBble cepumn

Sublime line ¢

MMWKPOTEKCTY pUpOBaHHO
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MpeacraBuTenn v AUCTPUOLIOTOPbI HE YNOMHOMOUYEHbLI M3MEHSATH NPUBEAEHHbIE BbIlle
NpeocTePeXeHns 1 NPeaoCTOPOXHOCTA. Hi (U3NUECKOMY NNLLY, HU HOPUAUYECKON CTOPOHE He
No3BONIAETCA 6paTh Ha cebsl HUKAKMX 0643aTeNbCTB UM OTBETCTBEHHOCTM KpOMe NpOou3BoAUTeNS.

BosBpaT npoayKuum

Mo Bcem BoMpocaM, Kacarlwmmca obpalleHnsa npoayKumm, obpauaiTeck K HaweMy ynoJIHOMOYEHHOMY
npeacrtasutento B Pe: OO0 "Bbbrotn Matpukc”, P®, 119002, r. MockBa, KanownH nepeynok, Aom 4,
cTpoeHue 1, aTax 3, nomeuleHne 3-K3; Ten. +7 (499) 918-77-70; info@bmatrix.ru

YTunusaums

YTUNn3auusa 3arps3HeHHbIX, MCMOMb30BaHHbIX UIN C UCTEKIIMM CPOKOM FOAHOCTU NPOTE30B
OCYLLECTBNSETCS B COOTBETCTBMM C METOA0M, O6LLENPUHATBIM B MEANLUHCKUX YUPEXAEHUSAX, U
MopsAKOM U NpaBunaMm, yCTaHOBNEHHbIMU MECTHbIMU, hefepanbHbIMU U FOCY4apCTBEHHbIMY
BNaCTAMMU.

MONOXeHNs Mo YTUNUZALMN XMPYPTUUYECKUX OTXOA0B TakK)Ke NPUMEHUMbI K NMPoTe3am, GbiBLIUM B

ynoTpe6neHnmn. O6e33apaxeHHble U CTepUIM30BaHHbIe MPOTE3bl MOTYT 6bITb YTUIM3MPOBAHbI Kak

6bITOBbIE OTXO/bl, U B MOPAAKE, YCTAHOB/EHHOM MECTHbIMU, (eflepanbHbIMU U TOCYAapPCTBEHHbLIMM
npaBuaamu 1 3aKOHOAATENbHBIMU HOpPMaMK

B cBoei AeAaTenbHOCTM Mbl PYKOBOACTBYEMCA HOpMAaTMBaMM KayecTBa,
yctaHoBneHHbIMU cTaHgapTomMm DIN EN ISO. MNMpon3soacTBo M ynpasieHue
NPOn3BOACTBOM M Ka4eCTBOM perynmpyertcad 3akOHOM O MeAULMHCKUX N3OeNnsax
(Medical Devices Act) 1 I1ISO 9001 /I1SO 13485, HaunHasa OT Bbl6bOpa CbIPbEBOTO
Martepuana, paspaboTku, N3roToB/IEHUA, CTepuIn3aLmn, XpaHeHns 1 4o AUCTpuobsLoLMn
KOHEYHOro uU3genuns v npefoctaBneHnsa yCnyr 3akasumky.

HactoAawmm 3aaBnato, 4to HactoAwasa VHCTPYKUMS Nno NPUMEHEHNI0 OTHOCUTCA K
npoTe3am MOJIOUYHOM XKenesbl ¢ TEKCTYPUPOBaHHON NoBepxHOCTLI MESMO.
HCTPYKLUMSt COOTBETCTBYET MNOCNEAHEN BEPCUM AAHHOTO AOKYMEHTa HA MOMEHT MOET0

3asiBJ/IeHUA.
1 HasBaHue Cratyc Bepcusa [fata 0O603HauyeHne 1 CTpaHuua
1VNHCTPYKUMS NO NPUMEHEHUIO - yTBEPXKAEH 3 09.07.2021 AB 23 26

MpoTe3bl MOMOYHOW Xenesbl
CMNIMKOHOBbIE TeneBble cepuun
Sublime line ¢
MUVKPOTEKCTYPUPOBAHHO
nopepxHoctbto MESMO cTepunbHblie,
B KOMMAeKTauum c pykaBom un 6e3
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Anbypr, 15.09.2021

/Mognwck/

[-p Onueep Berepcxay3eH

CTapLumii onepaumoHHbIA AUpeHTop

HasBaHune Cratyc Bepcus Jata j O6bo3HaueHne CrpaHuua
VIHCTPYKUUA MO NPUMEHEHUIO - yTBEPXAEH 3 09.07.2021 AB 24/26
MpoTe3bl MOMOYHOW Xenesbl

CUNINKOHOBbIE TeneBble cepumn

Sublime line ¢

MWKPOTEKCTYPUPOBAHHOW

nosepxHoctbto MESMO cTepunbHeble,

B KOMMAeKTauum ¢ pykaBom u 6e3 - J
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3aperncTpupoBaHo B peectne la Ne 781/2m21

HacToswmm, CBUAETENLCTBYO NOAIMHHOCTb
BbllleyKa3aHHOW nognucu, ¢
KOTOpas cAenaHa B MOEM NPUCYTCTBUK
4-pom OnmeepomM Berepcxay3eHoM
fata poxpaeHusa 14 ceHTtabpsa 1963 r.,
pabounin agpec: 64807 Anbypr, AnbTxalimep LU Tpacce 32,

JINYHO 3HAKOMOMY HOTapuycy.

r. Anoypr, 15 ceHTabpsa 2021 .
/nognucaHo/
Op. MaptuH ®ax
HoTtapuyc

(LW nocracce 14, 64807, r. Anbypr, epmaHns)

/TUCHeHas neyaTb HOTapuyca/
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HacTosawmin nepeBo € aHrIMNCKOr0 M HEMELKKOrO A3blKOB Ha PYCCKWMIA A3bIK BbIMOJAHUAA MEPEBOLUMK
KasakoBa Banepua ButanbeBHa.

MepeBogunk

Poccuitickas ®epepaums %
Nopog MockBa
MepBoro Hos6ps ABe TbicAYM ABafLaTb NepBOro roga

A, AdaHacbeBa Hapgexpga BwukTopoBHa, HoTapuyc ropofa MOCKBblI, CBUAETENbCTB;
NOANMHHOCTL NoAnucKu nepesofuynka KasakoBoil Banepun BuTanbeBHbI.

Mopgnucb caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb MognucaBlLero LOKYMeHT YyCTaHOB/eHa.

3apeructpuposaHo B peectpe: Ne 31/1-H/77-2021-5-10"

™ AyeH”N 33"leplWw eHMeE HOTApUANbHOIO AEACTBUS
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