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Instructions for Use of Sterile Sizers

The physical properties of the products are designed for optimal intraoperative estimation
of the implant size and form needed. Therefore, sizers simplify the choice of the right
implant in aesthetic, corrective or reconstructive surgery. Sizers are to be used intraope-
ratively only and not for implantation.

Each type of product is available in various sizes and forms. Design as well as production,
delivery and customer service are subject to the control of a quality management
according to EN 1SO 9001 and EN ISO 13485.

The products are CE-certified and thus comply with the current requirements of the
Medical Device Directive. All materials used are of medical quality and tested regarding
their biocompatibility. Mechanical material properties have been evaluated according to
EN I1SO 14607:2009-08. .Elongation: s 450 %, tensile strength not less 5 MPa, tensile set
< 10%, strength of seams and seals will not fail when elongated to 300% for period of

10s.

INFORMATION ON MATERIALS

Shells

Sizer shells are smooth and consist of polydimethylsiloxane, a chemically and
mechanically resistant, soft silicone elastomer. Permeation of low-molecular silicone
through the elastomer shell is considerably reduced by a barrier layer. The thickness of
the shell wall depends on the product type and size; it is approx..0.60 mm.Weight 15-713
g. On the anterior side you find the following information: the word “Sizer" to clearly
indicate the device's function, its reference number, its volume, colorline indicating right
location of the product.

On the back of the sizer, you will find the company name POLYTECH, the devices's

reference number and its serial number.
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Filler material
The sizers are filled with a definite amount of clear and highly elastic silicone gel. The
silicone gel filler is also made of polydimethylsiloxane. The silicone gel has a so-called

“memory”, which means that it returns to its original shape after moderate compression.

INDICATIONS AND POSSIBLE CONTRA-INDICATIONS

Indications
» estimation of form and size of the implant needed (indications for implants see
“Instructions for use of implants”™)

» for repeated, exclusively intraoperative use, not for implantation

Possible contraindications
The following contraindications refer to reconstruction and augmentation surgery in
general, they do not explicitly pertain to sizers.
In addition to general contraindications against invasive measures (see also “Instructions
for use of implants”), clinical contraindications may include:
» patients exhibiting psychological instability
* repeated attempts and failures of contour correction
» aclinically persistent infection or systemic disease
» expected extraordinary foreign body reactions or allergies
» abscesses, cysts or tumors in the region of the implants, especially cancer and
recurrent metastasis (e. g. persistent or intermittent breast cancer), proceeding
fibrocystic diseases
» severe radiation damage in the prospective region of the implant
* heavy burn scars in the prospective region of the implant
* insufficient tissue covering in the prospective region of the implant (e. g. with
preceded reduction) or diminished vascularization
» disturbances in wound healing
» existing rib damage

* pregnancy and breast feeding
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FORM OF DELIVERY

Products are supplied individually packed and sterile as well as non-sterile. Sizers

supplied sterile are clearly labelled "sterile”.

Additionally, sizers put in circulation as sterile and such as non sterile differ regarding

their order number (REF), for example:

REF 20725-145H = sterile
Models:

Replicon*
' round base,
anatomical profile

[Opticon*
short base,
anatomical profile

Optimam*
oblong base,
anatomical profile

20774 20775 2077S 20777
Size range:
Meme®
(TLS) Low Projection
REF Product A [mm] B [mm] C [mm] D [mm] Volume [ml]
20724-055H 70 70 23 43 55
20724-065H 75 75 24 46 65
20724-085H 80 80 24 49 85
20724-095H 85 85 25 51 95
Title ' Status Version Date Identification | Page
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20724-11 CH 90 90 26 54 110
20724-125H 95 95 27 57 125
20724-150H 100 100 28 60 150
20724-165H 105 105 29 62 165
20724-185H 110 110 29 65 185
20724-215H 115 115 30 68 215
20724-235H 120 120 31 71 235
20724-270H 125 125 32 73 270
20724-295H 130 130 33 76 295
20724-330H 135 135 34 79 330
20724-365H 140 140 35 82 365
20724-400H 145 145 35 85 400
20724-440H 150 150 36 87 440
20724-485H 155 155 37 90 485

(TMS)Moderate Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [ml]
20725-070H 70 70 28 47 70
20725-090H 75 75 30 50 90
20725-1 OSH 80 80 3 53 105
20725-120H 85 85 32 56 120
20725-145H 20 90 33 59 145
20725-165H 95 95 35 62 165
20725-195H 100 100 36 65 195
20725-220H 105 105 37 68 220
20725-255H 110 110 38 71 255
20725-285H 115 115 40 74 285
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20725-300H 118 118 40 75 300
20725-320H 120 120 41 77 320
20725-360H 125 125 43 80 360
20725-400H 130 130 44 83 400
20725-445H 135 135 45 86 445
20725-495H 140 140 a7 89 495
20725-545H 145 145 48 92 545
20725-600H 150 150 49 95 600
20725-660H 155 155 51 98 660

THS) High Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [ml]
20726-090H 70 70 34 51 90
20726-11 CH 75 75 36 54 110
20726-125H 80 80 37 58 125
20726-155H 85 85 39 61 155
20726-180H 90 90 40 64 180
20726-21 CH 95 95 42 67 210
20726-235H 100 100 44 71 235
20726-275H 105 105 45 74 275
20726-315H 110 110 47 77 315
20726-360H 115 115 49 80 360
20726-400H 120 120 51 83 400
20726-450H 125 125 53 87 450
20726-505H 130 130 55 90 505
20726-560H 135 135 57 93 560
20726-620H 140 140 59 96 620
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20726-690H 145 145 61 100 690

rXS) Extra-high Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [mi]
20727-1 OH 70 70 40 55 105
20727-125H 75 75 43 59 125
20727-155H 80 80 45 62 155
20727-180H 85 85 a7 66 180
20727-215H 90 90 49 69 215
20727-250H 95 95 51 73 250
20727-285H 100 100 53 77 285
20727-330H 105 105 55 80 330
20727-380H 110 110 57 84 380
20727-430H 115 115 59 87 430
20727-485H 120 120 61 9 485
20727-545H 125 125 63 94 545
20727-61 CH 130 130 65 98 610
20727-675H 135 135 67 101 675

Replicon®
(TLS) Low Projection

REF Product A [mm] B [mm] C [mm] D [mm]  Volume [ml]
20734-050H 70 70 23 33 50
20734-060H 75 75 24 34 60
20734-070H 80 80 24 36 70
20734-085H 85 85 25 38 85
20734-1 CCH 20 90 26 40 100
20734-1 tOH 95 95 27 42 110
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20734-125H 100 100 28 44 125
20734-150H 105 105 29 46 150
20734-165H 110 110 29 48 165
20734-185H 115 115 30 50 185
20734-21 CH 120 120 31 52 210
20734-235H 125 125 32 54 235
20734-265H 130 130 33 56 265
20734-290H 135 135 34 58 290
20734-320H 140 140 35 59 320
20734-350H 145 145 35 61 350
20734-390H 150 150 36 63 390
20734-425H 155 155 37 65 425

(TMS) Moderate Projection

REF Product A [mm] B [mm] C [mm] D [mm)] Volume [ml]
20735-065H 70 70 28 37 65
20735-075H 75 75 30 39 75
20735-095H 80 80 31 41 95
20735-11 CH 85 85 32 44 110
20735-125H 90 90 33 46 125
20735-150H 95 95 35 43 150
20735-170H 100 100 36 50 170
20735-195H 105 105 37 52 195
20735-220H 110 110 38 55 220
20735-255H 115 115 40 57 255
20735-280H 120 120 41 59 280
20735-320H 125 125 43 61 320
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20735-350H 130 130 44 63 350
20735-390H 135 135 45 66 390
20735-435H 140 140 47 68 435
20735-480H 145 145 48 70 480
20735-530H 150 150 49 72 530
20735-580H 155 155 51 74 580

(THS) High Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [mi]
20736-075H 70 70 34 42 75
20736-095H 75 75 36 44 95
20736-115H 80 80 37 47 115
20736-1 30H 85 85 39 49 130
20736-160H 90 90 40 52 160
20736-180H 95 95 42 54 180
20736-21 CH 100 100 44 57 210
20736-240H 105 105 45 59 240
20736-275H 110 110 47 62 275
20736-315H 115 115 49 64 315
20736-350H 120 120 51 67 350
20736-395H 125 125 53 69 395
20736-445H 130 130 55 72 445
20736-495H 135 135 57 74 495
20736-550H 140 140 59 77 550
20736-605H 145 145 61 79 605
20736-670H 150 150 62 82 670
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(TXS) Extra High Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [ml]
20737-095H 70 70 40 46 95
20737-11 CH 75 75 43 49 110
20737-1 30H 80 80 45 52 130
20737-160H 85 85 47 55 160
20737-185H 90 90 49 58 185
20737-220H 95 95 51 61 220
20737-255H 100 100 53 63 255
20737-290H 105 105 55 66 290
20737-330H 110 110 57 69 330
20737-380H 115 115 59 72 380
20737-425H 120 120 61 75 425
20737-480H 125 125 63 78 480
20737-535H 130 130 65 80 535
20737-600H 135 135 67 83 600
20737-665H 140 140 69 86 665

Opticon®

REF Product A [mm] B [mm] C [mm] D [mm]  Volume [ml]
20744-045H 70 59 23 30 45
20744-050H 75 63 24 32 50
20744-060H 80 67 24 34 60
20744-070H 85 71 25 35 70
20744-085H 90 76 26 37 85
20744-095H 95 80 27 39 95
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20744-11 CH 100 84 28 41 110
20744-120H 105 88 29 42 120
20744-140H 110 92 29 44 140
20744-160H 115 97 30 46 160
20744-175H 120 101 31 48 175
20744-200H 125 105 32 49 200
20744-220H 130 109 33 51 220
20744-240H 135 113 34 53 240
20744-270H 140 118 35 55 270
20744-295H 145 122 35 56 295
20744-325H 150 126 36 58 325
20744-360H 155 130 37 60 360

(TMS) Moderate Projection

REF Product A [mm] B [mm] C [mm] D [mm)] Volume [ml]
20745-055H 70 59 28 35 55
20745-065H 75 63 30 37 65
20745-075H 80 67 31 39 75
20745-095H 85 71 32 41 95
20745-105H 90 76 33 43 105
20745-125H 95 80 35 45 125
20745-145H 100 84 36 47 145
20745-165H 105 88 37 49 165
20745-185H 110 92 38 51 185
20745-21 CH 115 97 40 53 210
20745-235H 120 101 41 55 235
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20745-265H 125 105 43 57 265
20745-295H 130 109 44 59 295
20745-330H 135 113 45 61 330
20745-365H 140 118 47 63 365
20745-400H 145 122 48 65 400
20745-445H 150 126 49 67 445
20745-490H 155 130 51 69 490

(THS) High Projection

REF Product A [mm)] B [mm] C [mm] D [mm] Volume [ml]
20746-065H 70 59 34 40 65
20746-075H 75 63 36 42 75
20746-095H 80 67 37 44 95
20746-115H 85 71 39 47 115
20746-1 30H 90 76 40 49 130
20746-155H 95 80 42 51 155
20746-175H 100 84 44 54 175
20746-205H 105 88 45 56 205
20746-230H 110 92 47 58 230
20746-265H 115 97 49 61 265
20746-295H 120 101 51 63 295
20746-335H 125 105 53 65 335
20746-375H 130 109 55 68 375
20746-420H 135 113 57 70 420
20746-460H 140 118 59 72 460
20746-51 CH 145 122 61 75 510
20746-560H 150 126 62 77 560
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20746-615H 155 130 64 80 615

(TXS) Extra-High Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [ml]
20747-075H 70 59 40 44 75
20747-095H 75 63 43 47 95
20747-115H 80 67 45 50 115
20747-1 30H 85 71 47 52 130
20747-160H 90 76 49 55 160
20747-185H 95 80 51 58 185
20747-215H 100 84 53 61 215
20747-240H 105 88 55 63 240
20747-280H 110 92 57 66 280
20747-320H 115 97 59 69 320
20747-360H 120 101 61 71 360
20747-400H 125 105 63 74 400
20747-450H 130 109 65 77 450
20747-500H 135 113 67 79 500
20747-560H 140 118 69 82 560
20747-615H 145 122 71 85 615
20747-680H 150 126 73 87 680

Optimam®

REF Product A [mm] B [mm] C [mm] D [mm] Volume [mI]
20774-060H 70 8L 23 35 60
20774-070H 75 87 24 37 70
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20774-085H 80 93 24 39 85

20774-1 CCH 85 99 25 41 100
20774-1 1OH 90 104 26 43 110
20774-1 30H 95 110 27 45 130
20774-150H 100 116 28 a7 150
20774-170H 105 122 29 49 170
20774-195H 110 128 29 51 195
20774-220H 115 133 30 54 220
20774-240H 120 139 31 56 240
20774-275H 125 145 32 58 275
20774-305H 130 151 33 60 305
20774-335H 135 157 34 62 335
20774-375H 140 162 35 64 375
20774-415H 145 168 35 66 415
20774-450H 150 174 36 68 450
20774-495H 155 180 37 70 495

(TMS)Moderate Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [ml]
20775-075H 70 81 28 39 75
20775-090H 75 87 30 41 90
20775-105H 80 93 31 44 105
20775-125H 85 99 32 46 125
20775-150H 90 104 33 48 150
20775-170H 95 110 35 51 170
20775-200H 100 116 36 53 200
20775-225H 105 122 37 56 225
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20775-260H 110 128 38 58 260
20775-290H 115 133 40 60 290
20775-330H 120 139 41 63 330
20775-370H 125 145 43 65 370
20775-405H 130 151 44 67 405
20775-455H 135 157 45 70 455
20775-505H 140 162 47 72 505
20775-555H 145 168 48 74 555
20775-610H 150 174 49 7 610
20775-670H 155 180 51 79 670

(THS) High Projection

REF Product A [mm)] B [mm] C [mm] D [mm] Volume [ml]
20776-095H 70 81 34 44 95
20776-11 CH 75 87 36 46 110
20776-1 30H 80 93 37 49 130
20776-155H 85 99 39 52 155
20776-180H 90 104 40 54 180
20776-215H 95 110 42 57 215
20776-250H 100 116 44 60 250
20776-280H 105 122 45 62 280
20776-320H 110 128 a7 65 320
20776-365H 115 133 49 68 365
20776-415H 120 139 51 70 415
20776-460H 125 145 53 73 460
20776-515H 130 151 55 76 515
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20776-570H 135 157 57 78 570

20776-640H 140 162 59 81 640

(TXS) Extra High Projection

REF Product A [mm] B [mm] C [mm] D [mm] Volume [mi]
20777-110H 70 81 40 48 110
20777-1 30H 75 87 43 51 130
20777-160H 80 93 45 54 160
20777-185H 85 99 47 57 185
20777-220H 90 104 49 60 220
20777-255H 95 110 51 63 255
20777-290H 100 116 53 66 290
20777-335H 105 122 55 69 335
20777-385H 110 128 57 72 385
20777-440H 115 133 59 75 440
20777-495H 120 139 61 78 495
20777-555H 125 145 63 81 555
20777-620H 130 151 65 84 620
20777-695H 135 157 67 87 695
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The following symbols are used for sizers on the packing:

R

SN

US

0% >y

n35°C

JSTERLE 1
Ci

VOL
TXT

EAN Code

Ordner number
Serial number
Consult instructions for use

Humidity limitation (0% - 70% rH)

Upper limit of temperature: 35°C maximum for storage

,,Use-by date" (month/year)

Sterilisation with steam or dry heat

CE marking, the product complies with requirements of
EU directives

Volume in ml

Sizer can also be used to measure the size of the
textured implant

European Article Number

The following symbols are used on the sizer itself:

SIZER

20xxx-yyy[H/M]

XXX cc/ml
SMO TXT MPS

Shell of sizers is white and on the front side of anatomical sizers, there is a colored bar
for the right location of the product during implantation; On the back side you will find the

name of the company POLYTECH, reference number of the product and serial number.

Title

Instructions for Use - Sizers 1 approved 2 2017-10-05 AB 16/24

Description of the product

reference number of the sizer specific to the respective product,
e.9.20736-350H for a sterile REPLICON® sizer for the respective
anatomical breast implant with a volume of 350 ml. ( H=sterile,

M=non sterile)
Volume of the sizer

The abbreviations refer to the different surfaces. This means that the
respective sizer may be used to assess the size of the permanent

smooth, textured or micropolyuretane-foam covered implant.
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Sizers supplied sterile
Products are supplied individually packed using sterile double packaging systems. Care
should be taken that the inner package is neither opened nor damaged before the sizer

is definitely implanted.

Independent of the form of delivery, any product packaging is provided with self-adhesive
labels showing, among others, the name of the manufacturer, volume, size, order and

serial numbers.

DECONTAMINATION, STERILISATION, STORAGE

CAUTION: Sizers are to be used intraoperatively only and not for implantation!

a) Sizers supplied sterile
WARNING: The sizers are supplied 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. Product sterility is not guaranteed when the sterile packaging is
damaged; we do not recommend to use such a sizer. When in doubt, please contact
POLYTECH Health & Aesthetics or your local distributor.

Products are sterilized using dry heat. Sterility is guaranteed for 5 years from sterilization
date as long as the sterile double packaging has not been compromised (see label for

maximum storage period 2 YYYY-MM). Product sterility is not guaranteed when the
sterile packaging is damaged. In the operating theatre, product sterility is ensured as

long as the sterile inner package has neither been damaged nor opened.

b) Sizers supplied non sterile

The packaging of sizers supplied non sterile is not suited for sterilisation.

Prior to initial use, take the sizer out of the packaging and follow the instructions given
below, in the chapters “Decontamination” and “Sterilisation”. National or regional
regulations for sterilisation have to be considered. Should these regulations require

sterilisation methods differing from the methods described in these instructions for use,

Title Status Version Date Identification ; Page
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please get in touch with POLYTECH Health & Aesthetics GmbH or your local distributor.
If a cross infection cannot be ruled out definitely, the product has to be destroyed and

must never be re-used.

Restriction of Resterilisation

The product is intended for repeated use. Sizers are consumables with a limited life. The
product shell was tested and came out unimpaired after having been subjected to a
repeated sterilisation of 10 cycles. The vacuum created during the sterilisation procedure
may cause air to converge inside the sizer, thus changing the product shape. Tests have
shown that this inevitable formation of air bubbles occurs marginally enough to justify
using the sizers 10 times. In extreme cases, products with a slightly damaged shell (e.g.
due to inappropriate handling) may rupture during sterilisation. The use of damaged or
deformed sizers has to be ruled out by careful, optical controls.

It is not recommended to re-sterilize sizers more than up to 10 times. Sizers which have
been re-sterilized might be used for the same (for example in two-stage reconstruction of

the breast) or for any other patient.

Preparation at the point of use

After the operation, put the contaminated sizers onto a grid suitable to hold them during
the cleaning process. For dry disposal, the contaminated sizer is to be inserted in a closed
container. It is recommended to arrange for the resterilisation of a sizer as soon as
possible after its having been used. There are no special requirements to be observed

for the decontamination.

Decontamination (cleaning and desinfection)
Decontamination may be performed automatically or manually. Carefully observe all

regulations for safety at work. Do not wear powdered gloves!

* Automatic decontamination
When loading the machine, care must be taken that the grid shelves are not overloaded
and that accompanying products do not “shade" the sizer or collect and spill contaminated

water over the sizer. Use a VARIO-TD or a comparable programme and a neutral

Title Status i Version Date Identification , Page
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detergent (tenside-based or enzymatical, e. g. Sekumatic FRE 0.3%, Henkel). The use
of alkaline detergents (pH12) has also been proven to be successful. Use demineralised
water for thermal disinfection. Products going through the procedure at the same time as
the sizer should only be contaminated to a minor degree. Avoid sizer damage through

other products in the machine, e. g. surgical instruments.

e Manual decontamination
Wash and rinse the entire surface of the sizer under running water with a commonly used

disinfection solution. Finally rinse carefully with demineralised water.

Control and functional check
Optically check each sizer for damages by applying gentle pressure to the shell.

Damaged products must not be used and have to be discarded.

Packaging

Use, for example, a paper / film bag consisting of a vapor-permeable paper side and a
vapor-impermeable transparent film side according to EN ISO 11607.

Choose a packaging twice the size of the actual device because the sizer may reversibly
increase in volume during sterilization.

1. Pack the Sizer individually, with the posterior side facing down.

2. Seal the packaging.

CAUTION: A too tight packaging and/or incorrect loading can incur a lasting deformation

of the sizers.

Generally, when using dear-peel pouches or paper bags, ensure that they are double the

volume of the sizer (volume of sizers can reversibly increase during sterilisation).
Sterilisation

Only use a suitable validated steam-sterilisation procedure for sizers (no ethylene-oxide

gas or irradiation sterilisation!). Sterilise single-packed, dry and undamaged sizers

Title Status Version 1 Date Identification Page
Instructions for Use - Sizers approved 2 i 2017-10-05 AB 19/24

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



POLYTECH ~

health & aesthetics

individually, placing them in horizontal position in a strainer with the posterior side down

(lettering “sizer” must face upwards).

There are two different reliable steam sterilisation procedures:
1. Validated steam sterilisation procedures with a low, fractionated prevacuum (not
falling below 830mbar) at 134°C. Such procedures are usually called alloplast or rubber
programme (e.g. “Alloplast 134", sterilisers by MMM). Pressure must not fall below
830mbar even during drying phase.
2. Validated standard procedures at 134°C, e.g. the P2 Universal 134°C programme by

MMM. To improve desiccation, adjust setting to “super dry” (sd) during drying phase.

CAUTION: As sizers are vacuum-sensitive products, we recommend to use procedures
providing for a low, fractionated prevacuum in order to prevent inclusion of air (bubbles)
and thus deformation of sizers. In extreme cases, products with a slightly damaged shell
(e.g. due to inappropriate handling) can rupture during sterilisation.

Prior to re-use, sterilised sizers must cool down completely to room temperature.
POLYTECH Health & Aesthetics GmbH assumes no liability for any damage to sterilisers

or other sterilising products.

Storage

The products are to be stored at room temperature under dry conditions; 35°C and 70%
relative humidity should not be exceeded. Sizers are to be stored horizontally with the
posterior side down. The shelf life of the sizers depends on their packaging and storage.
The user is responsible for correct labelling. Sizers Sterility is guaranteed for a period of
5 years from the date of sterilization. Transportation at : -29BC+2°Cand 60° C+2° C;
Relative humidity: 30% + 5% -85% * 5%

Patient information
Every patient, who undergoes a surgical procedure, or her / his representative is to be
informed by the physician in charge about the possible operative and postoperative

consequences in general and with regard to implants (see also “Instructions for use of

implants”).
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POSSIBLE COMPLICATIONS
The possiblecomplicationscausedbyimplantsareassociatedwiththe individual anamnesis,
themedication, the operative techniqueandthe postoperative care. Forpossible intra- and

postoperative risksforimplantsreferto “Instructionsforuseofimplants”.

Possible intra- and postoperative risks, relatedtosizers:

 Hematoma may occur preceding an infection and increasing the risk of a
capsular fibrosis, therefore, hematomas have to be avoided or be treated
immediately. Meticulous hemostasis during surgery remains the primary method
of prevention.

* Infections in connection with breast implants are very seldom (0.114%, Brand,
1993). After intraoperative rupture of a sizer, infections should be treated
prophylactically. Infections with unclear etiology after the use of sizers should be
treated immediately.

The use of antibiotics may be necessary. A culture of the wound secretion should
be made. Typical germs are: staphylococcus aureus, staphylococcus epidermis
or streptococcus. The “toxicshock” syndrome has been reported in isolated cases
in connection with breast implants.

» Desensibility or hypersensibility may occur transiently or permanently, e.g. of
the breast in toto or partially. Especially after peri- or transareolary incision,
changes in sensibility may occur.

* Rupture or emptying are absolute indications for removing the sizer
immediately. Damaging of the sizer preoperatively, during decontamination or
sterilisation or intraoperatively, e.g. by too short incisions or damaging by surgical
instruments, are, in our opinion, the most frequent reasons.

After rupture of a gel-filled sizer, the consistency of the silicone gel prevents ist
migration. However, it is not guaranteed that the gel remains a complete unit.
After a rupture, we recommend thorough inspection of the wound, if necessary
removing silicone gel and performing infection prophylaxis.

* Permeation of silicone; permeation of low molecular silicone oils cannot be

completely excluded.

Title Status Version Date Identification Page
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Autoimmune and connective tissue diseases are discussed in connection
with mammary implants. However, there is no proof of a causal coincidence.
The abiiity to breastfeed may be affected, irrespective of sizers, by breast
surgery.

There is no proof that sizers represent a risk to the health of babies.

SURGICAL TECHNIQUES

These products are to be used as delivered only and exclusively by experienced
physicians. Under no circumstances should the sizers be altered in any way prior to or
during use. Before use, each product should be examined regarding possible damage.
Shell integrity has to be tested by applying easy manual pressure to the shell. Damaged
or modified products should not be used.

Recently sterilised sizers have to have cooled down prior to re-use. They are not to be
rinsed with coolants to speed up the cooling process!

An alternative sizer should be available during the surgical procedure.

A direct combination of the sizer with a medicament has to be avoided.

Sizers may be applied using a variety of surgical techniques. It is exclusively the surgeon
who decides on the technique which primarily meets the medical requirements based on
the individual medical needs of the particular patient.

A preoperative examination should be conducted to ensure that a sufficient and tension-
free tissue covering of sizer and incision is possible. Pressure, traction or other stress
situations, to which sizer and incision area may react, must be avoided. Application of the
sizers must be carried out carefully. The product may be damaged by excessive manual
force, manipulation or surgical instruments. If the elastomer shell is damaged, filler

material may diffuse from the sizer.

The following basic rules are to be observed:
* The incision should be proportionate to the dimensions of the sizer.
 The hemostasis should be carried out meticulously. Cautery instruments may
damage the sizer shell.

Title Status Version Date Identification Page
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* The sizer's form and dimensions are to be determined carefully. It is recommended
to store sizers of various forms and dimensions in order to be able to choose the
most appropriate sizer (see current product catalogue).

» The size of the implant pocket should correspond to the sizer. The sizer should be

positioned flatly and free from creases.

Avoiding contaminations

The sizer’'s surface must not be contaminated with talcum, dust or skin oils. Through
electrostatic charging, cotton fibres, talcum or other surface contaminations could be
attracted to the sizer surface. These may provoke a foreign body reaction.

Extraordinary care is necessary to avoid such contaminations. Therefore, all people
involved in the surgical process should clean their sterile gloves with sterile saline solution

before touching the sizer.

Recommended passing procedure

The procedure depends on your packaging material. In general, the following applies:

1. Open outer sterile packaging and pass inner sterile packaging to nurse/sterile
instrument table under sterile conditions.

2. Open inner sterile packaging under sterile conditions shortly before use and prepare

the sterile sizer according to the requested surgical technique.
Postoperative care

The situation of the patient after the operation should be controlled for a certain period of

time to ensure an early diagnosis of possible complications.

WARRANTY

All products are produced and tested for quality and consistency 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.

Title ! Status Version Date 1 Identification Page
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Any information laid down in the “Instructions for use” must be obsen/ed. Replacement of
products by POLYTECH Health & Aesthetics GmbH is only possible if manufacturing
faults are definitely proven.

Sizers have a limited life. Prior to every usage, they have to be sterilised by the user.
Products delivered sterile only do not have to be sterilised prior to their first usage. For
sterilisations performed by the user, the user alone is responsible. There is no warranty

For risks or damage due to decontamination or sterilisation or incorrect decontamination
or sterilisation.

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.

No representative or distributor of the manufacturer is entitled to change the above-listed
warnings or precautions. Neither any natural person nor legal party is allowed to assume

any liability or responsibility except the manufacturer.

Return of products

On all matters relating to the circulation of this medical product in Russia please apply to
our authorized representative in LLC "Beauty Matrix"; Russian Federation 119002,
Moscow KaloshinPereulok, 4, build. 1.; Tel. 7499 918-77-70; info@bmatrix.ru

Disposal

Disposal of contaminated or used sizers and sizers of end
shelf-life must be made in accordancewith standard practice, adopted in the medical
institution, and procedure established by local, federal and state regulations
and the rules of law.The regulations for the disposal of surgical waste also apply to

used sizers. Decontaminated and sterilized sizers can be disposed of as domestic waste.

Dieburg, 05.10.2017

Dinliver Bogershausen
Senior Director Operations
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Die vorstehende, heute vor mir volizogene Namensunterschritt des mir personlich bekannten
Herrn Dr, Oliver Bogershdusen,

geb. am 14.09.1963,

geschdfti, Anschrift; 64807 Dieburg, Altheimer StraBe 32

begldubige ich.

Dieburg, den 5, Oktober 2017
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MepeBoa C aHIIMIACKOTO U HEMELIKOTO A3bIKOB
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(MO NWNTE X xenc aHg acTeTuke)

VIHCTPYKLUMA N0 NPUMEHEHUIO

«LLlabnoHbI 3HA0MPOTE30B MOJIOYHON XKese3bl CUNIMKOHOBbIE refieBble
ctepunbHble» (Silicone-gelfilled sizers sterile)

dun3nyeckme CBOWNCTBA AaHHbIX U3denuii paspaboTaHbl 415 ONTUMa/IbHON OLLEeHKU - B npouecce
onepauum - Heobxoaumoro pasmepa K OpMbl MMnnaHTata. LWa6noHbl 3HAONPOTE30B
MOJIOYHOWM XKenesbl ynpowakwT BbI6OP NPaBUILHOTO UMMNAAHTata B  3CTETUYECKON,
KOPPEKLMOHHOM 1 PEKOHCTPYKTUBHOW xmpyprun. LLIa6noHbI A40/MKHBI NCNOb30BaTbCS TO/IbKO
B X0/e onepauuu, HO He A1 UMIIaHTauun.

Kaxablii TMn mn3genusa npeactassieH B pas/iMuHbIX pasmepax u copmax. PaspaboTtka, a Takke
NMPOM3BOACTBO, [JOCTaBka W 06CAYyXMBaHUE KIWEHTOB nNogfiexaTr KOHTPOJIK0 CUCTEMOI
ynpaBfieHNs Ka4yeCcTBOM B COOTBETCTBUM cO cTaHZapTamy EN ISO 9001 1 EN ISO 13485.
N3penna wumetoT MapkupoBky CE u©, crefoBaTesibHO, COOTBETCTBYHT COBPEMEHHbIM
TpeboBaHuAM [MpeKTUBbI 0 MeAULUHCKUX wu3genuax. Bce wncnonb3oBaHHble Martepuanbl
COOTBETCTBYIOT MeAULUHCKOMY Ka4yecTBy W MNPOTECTMpOBaHbl Ha WX OGUOCOBMECTUMOCTb.
OueHKa MexaHM4YecKnx CBOWCTB MaTepuasioB npoBegeHa no ISO 14607:2009-08.

MpOYHOCTHbIE XapakTepUCTUKMN 060/104HKN: YO/IMHEHUE He MeHee > 450%, NPpOYHOCTL Ha paspbiB
He MeHee 5 MIlla, ocTtaTouHasa gedopmaumss npu pactsxeHun < 10%, NPOYHOCTb LUBOB U

YNOTHEHUI coxpaHsaeTcsa npu yoanHeHun ao 300% v BbliAepXku B TeueHne 10 cek.

NMH®POPMALUWMNA OMNTEPUNANAX

0O60n04KM

O60/104kM  WAGNOHOB 3HAOMPOTE30B MOJIOYHOM XKenesbl rnagkMe u  COCTOST 13
NoANANMETWUICUIOKCAHA, XUMUYECKA N MEXaHUYEeCKA PE3UCTEHTHOro, MSATKOTO CUSIMKOHOBOIO
anactomepa. lpoHMLAaHNE HU3KOMOJIEKYNIAPHOTO CWU/MKOHAa 4Yepe3 3M1acTOMepHYy 060/104Ky
3HAYNTE/IbHO CHUXEeHa 6apbepHbIM CI0EM.

TonwmHa ob6onoykn He meHee 0.60 mM. Macca wa6bnoHoB ot 15 r go 713 r. Ha nepepHeli
CTOpoHe wWwabsioHa Bbl HalifeTe crefywwy WHGOpMauuio: C€noBOo «Sizer» AN 4YeTKoro
yKazaHus QyHKUuUM wusgenns; ApTuKys, o6bem © LUBETHyW Mofaocy A/ MpaBuibHOro
pacronoxeHus n3genus (c aHaToOMMYECKUM npodounem) npu npumepke.
Ha o6paTHoii cTopoHe wWwabnoHa Bbl HalgeTe HasBaHue KomnaHum POLYTECH,

NAEHTUMKALNOHHbBIA HOMEP M3OENNS N er0 CEPUIAHBIA HOMED.

Ha3BaHuve Cratyc Bepcusan Jata WpeHTndpmkaums CrpaHuua
WHCTPYKUMA MO NpUMEHEHUIO cornacoBaHo 2 2017-10-05 AB 1/24

SHA0NPOTE3bI MOJIOUHOW Xene3bl
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MaTepuan HanonHNTeNA
LL1a6/ioHbl 3HAOMPOTE30B MOJIOYHON >Kesie3bl 3anofIHEHbl ONpefeneHHbIM  KOIMYECTBOM
Npo3payYyHoOro M BbICOKO3/1aCTUYHOIO CU/IMKOHOBOTO rens. HanonHutenb U3 CUIMKOHOBOTO rend
o6nafjaeT Tak HasblBaeMOM «namMsaTblOo», YTO O3HaYaeT, YTO MOc/le YMEPEHHOro CXatus OH

BO3BpALLAETCs B CBOK WCXOAHYH (hOpMy.

MOKA3AHNA N BO3MOXHbBIETTPOTUBOTIMOKA3AHNA

Moka3aHus:
e OLEHKa HeobxoamMoi hopmbl M pasMepa uMmmnaHTaTa (MokasaHums CcM. B "MIHCTPYKLUK
Nno NPUMEHEHUI0 MMNIaHTaToB")

e O/ NMOBTOPHOrO TMNPUMEHEHUSI WCKIHUYMTENIbHO B MpoUecce onepauun, He /s

nMmnnaHtTauunn

B0O3MOXHble NPOTMBOMNOKa3aHWS:
HwxenpuBeaeHHble NPOTMBOMNOKAa3aHWs OTHOCSATCA K PEKOHCTPYKTUBHOW W ayrMeHTaLMOHHOA
XUPYPrMM B LEMOM, HO He OTHOCSATCS HEenocpeAcTBEeHHO K LabsioHaM 3HAOMNPOTE30B

MOJIOUHOW »efe3bl.

B [OMOJIHEHWE K O6LWWM MpPOTMBONOKA3aHUAM KacaTe/NlbHO WHBAa3WBHbLIX Mep (CM. Takxe
"MHCTPYKLUWIO MO MPUMEHEHUI0 UMMAAHTATOB") K K/AWHUYECKUM NPOTUBOMOKA3aHUAM

OTHOCATCA:

* [auneHTbl C NPOSAB/EHNEM MCUXNYECKON HEYCTONYNBOCTM

» [lOBTOpPHbIE MOMbITKA AN HEYAAYHbIE MOMNbITKN KOPPEKLMM KOHTYPOB Tena

* KnnHn4yeckue nepcucTeHTHbIe MHAIEKLUN UM CUCTEMHbIE 3a60/1eBaHNA

» [pepnonaraemsle anneprum nam HeOObIYHbIE peakun Ha MHOPOZHbIE Tena

» Ab6cuecchbl, KUCTbl UKW ONYyX0aM B 061acTV NOMELLEHNS UMMNAIAaHTATOB, OCOBEHHO pak u
peuuansupylowme metactasbl (Hanpumep, MNEPCUCTUPYIOWUIA WUAU pPeLngmBUpYIOLLNiA
pakK MOJI0YHOI Xenesbl), Nporpeccupytolmne prnbpo3HO-KNCTO3HbIE 3a60/1EBaHNS

» Tsxenble pagmauuoHHble NOPaXeHus B 06/1aCT NOMELLEHNS NMIM/IaHTaTa

» Tsxenble 0XOroBble pybubl B 06/1aCTV MOMELLEHNS UMIM/TaHTaTa

* HepocTaTOUHbIA KOXHbI/A NOKPOB B 06/1aCTU MOMELLEHUS umnaaHTata (Hanpumep, C
npeaLecTByOWER peayKumein) unn CHWKeHHasn BacKkynspumsauns

* HapylweHunsa 3aXuBIeHUs paH

e TpaBMbl pebep B Hannunn

» BepemMeHHOCTb 1 KOPM/IEHNE TPYAbHO

Ha3BaHuve Cratyc Bepcusan Jata NaeHTudnkaums CrtpaHunua
VIHCTPYKUMA NO NpUMEHEHNIo corsiacoBaHo 2 2017-10-05 AB 2124
OHAO0NPOTE3bl MOJIOYHOW Xeesbl
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®OPMA BbIlYCKA

N3genna noctaBnslOTCA B MHAMBUAYa/IbHOW  YMakOBKE KaK  CTEPWIbHbIMU, TaK W
HecTepuibHbIMW. LWabnoHbI, NOCTaBASEMbIE CTEPW/IbHBIMW, WMEIT 4YETKYH MapKUpPOBKY
"sterile" n apTukyn 3akasa (REF), Hanpumep:

REF 20725-145FI = cTepunbHbie

MogenbHblii pag Wa6IoHOB 3HAOMNPOTE30B MOIOYHOW Xenesbl

Tm npodunb
Mogerns OcHoBaHWA | orpa
TS B TS
VETE®
Kpyr/ioe ocHoBaHue,
KynosioBUAHbINA
npocune 20724 2072» 20726 20727
X

Replicon®
Kpyrnoe ocHoOBaHMe.

0
npogu 20734 20735 20736 20737

K
Opticon® P
KOPOTKOe OCHOBaHue P
aHaTOMUNYEeCKNii
npocpue 20744 20745 20746 20747
Optimam® )
YATMHEHHOE
OCHOBaHue
aHaToMUYecKuii W "
npochI 20774 20775 20776 20777
PasmMepHbI pag:

Mopgens MeTe
ApPTUKYN A [MM] B [mm] C [mm] D [mm] O6bem [mn]
20724-055H 70 70 23 43 55
20724-065H 75 75 24 46 65
20724-085H 80 80 24 49 85
20724-095H 85 85 25 51 95
HasBaHwue Crartyc Bepcusam [Jata NpeHTudmkauns CrtpaHuua
WHcTpyKuma MO npyMeHeHno corsiacoBaHo 2 2017-10-05 AB 3/24

SHAONPOTE3bI MOJIOYHOW Xese3bl
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20724-1 1OH 90 90 26 54 no
20724-125H 95 95 27 57 125
20724-150H 100 100 28 60 150
20724-165H 105 105 29 62 165
20724-185H no no 29 65 185
20724-215H 115 115 30 68 215
20724-235H 120 120 31 71 235
20724-270H 125 125 32 73 270
20724-295H 130 130 33 76 295
20724-330H 135 135 34 79 330
20724-365H 140 140 35 82 365
20724-400H 145 145 35 85 400
20724-440H 150 150 36 87 440
20724-485H 155 155 37 90 485

CpepHuii npodunb (TMS)

ApTUKyn A [mm] B mm] Cilmm] D [mm] O6bem [mn
20725-070H 70 70 28 47 70
20725-090H 75 75 30 50 90
20725-105H 80 80 31 53 105
20725-120H 85 85 32 56 120
20725-145H 90 90 33 59 145
20725-165H 95 95 35 62 165
20725-195H 100 100 36 65 195
20725-220H 105 105 37 68 220
20725-255H no no 38 71 255
20725-285H 115 115 40 74 285

HasBaHue Crartyc Bepcyisn Nata NaenTudpmkaumst  CTpanuua
VIHCTPYKLUMA MO NpUMEHeHNo corslacosaHo 2 2017-10-05 AB 4/24

SHAONPOTE3bl MOSIOYHOI Xenesbl
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20725-300H 118 118 40 75 300
20725-320H 120 120 41 77 320
20725-360H 125 125 43 80 360
20725-400H 130 130 44 83 400
20725-445H 135 135 45 86 445
20725-495H 140 140 47 89 495
20725-545H 145 145 48 92 545
20725-600H 150 150 49 95 600
20725-660H 155 155 51 98 660

Bbicokuii npodomnb (THS)

ApTuUKyn A [MM] B [MM] C [mM] D [MM] O6bem [m]
20726-090H 70 70 34 51 90
20726-1 tOH 75 75 36 54 110
20726-125H 80 80 37 58 125
20726-155H 85 85 39 61 155
20726-180H 90 90 40 64 180
20726-2 HOH 95 95 42 67 210
20726-235H 100 100 44 71 235
20726-275H 105 105 45 74 275
20726-315H 110 110 47 77 315
20726-360H 115 115 49 80 360
20726-400H 120 120 51 83 400
20726-450H 125 125 53 87 450
20726-505H 130 130 55 90 505
20726-560H 135 135 57 93 560
20726-620H 140 140 59 96 620

HassaHue Cratyc Bepcusm Jata NpeHTdpmKaums  CTpaHuua
VIHCTPYKLMS MO MPUMEHEHNIO cornacosaHo 2 2017-10-05 AB 5/24

SHAonporesbl MOJIOHHOW Xese3bl
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20726-690H 145 145 61 100 690

3KCTpa BbICOKMUA npodnnb (TXS)

ApPTUKYnN A [mm] B [Mm] C [vm] D [mm] O6bem [mn]
20727-105H 70 70 40 55 105
20727-125H 75 75 43 59 125
20727-155H 80 80 45 62 155
20727-180H 85 85 47 66 180
20727-215H 90 90 49 69 215
20727-250H 95 95 51 73 250
20727-285H 100 100 53 77 285
20727-330H 105 105 55 80 330
20727-380H 110 no 57 84 380
20727-430H 115 115 59 87 430
20727-485H 120 120 61 91 485
20727-545H 125 125 63 94 545
20727-610H 130 130 65 98 610
20727-675H 135 135 67 101 675

Mogenb Replicon
Hwusknii npogunb (TLS)

ApPTUKY”N A [MMm] B [mm] C [mm] D [mm] Obbem [mn]
20734-050H 70 70 23 33 50
20734-060H 75 75 24 34 60
20734-070H 80 80 24 36 70
20734-085H 85 85 25 38 85
20734-1 O0H 90 90 26 40 100
20734-1 tOH 95 95 27 42 no

HasBaHue Craryc Bepcusin Jata VpeHTudmkaums  CTpaHuua
VHCTPYKLMA MO NPYMEHEHNIO cornacoBaHo 2 2017-10-05 AB 6/24

QHA0MPOTE3bl MOJIOYHOM XKenesbl
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20734-125H 100 100 28 44 125
20734-150H 105 105 29 46 150
20734-165H no no 29 48 165
20734-185H 115 115 30 50 185
20734-2 1OH 120 120 31 52 210
20734-235H 125 125 32 54 235
20734-265H 130 130 33 56 265
20734-290H 135 135 34 58 290
20734-320H 140 140 35 59 320
20734-350H 145 145 35 61 350
20734-390H 150 150 36 63 390
20734-425H 155 155 37 65 425

CpegHuin npodnnb (TMS)

ApTuUkyn A [mm] B [mm] Cimm] D [mm] O6bem [mn]
20735-065H 70 70 28 37 65
20735-075H 75 75 30 39 75
20735-095H 80 80 31 41 95
20735-110H 85 85 32 44 no
20735-125H 90 90 33 46 125
20735-150H 95 95 35 48 150
20735-170H 100 100 36 50 170
20735-195H 105 105 37 52 195
20735-220H no no 38 55 220
20735-255H 115 115 40 57 255
20735-280H 120 120 41 59 280
20735-320H 125 125 43 61 320

HassaHue Cratyc Bepcusim Jata NpeHTudpmKkams  CTpaHuua
VIHCTPYKLMA MO NPUMEHEHNIO cornacosaHo 2 2017-10-05 AB 7124

SHAonporesbl MOJIOHHOW Xese3bl
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20735-350H 130 130 44 63 350
20735-390H 135 135 45 66 390
20735-435H 140 140 47 68 435
20735-480H 145 145 48 70 480
20735-530H 150 150 49 72 530
20735-580H 155 155 51 74 580

Bbicoknit npodomnb (THS)

ApPTUKYN A [MM] B [mm] C [mm] D [MMm] O6bem [MN]
20736-075H 70 70 34 42 75
20736-095H 75 75 36 44 95
20736-115H 80 80 37 47 115
20736-130H 85 85 39 49 130
20736-160H 90 90 40 52 160
20736-180H 95 95 42 54 180
20736-20OH 100 100 44 57 210
20736-240H 105 105 45 59 240
20736-275H no 110 47 62 275
20736-315H 115 115 49 64 315
20736-350H 120 120 51 67 350
20736-395H 125 125 53 69 395
20736-445H 130 130 55 72 445
20736-495H 135 135 57 74 495
20736-550H 140 140 59 77 550
20736-605H 145 145 61 79 605
20736-670H 150 150 62 82 670

Ha3BaHue Cratyc Bepcuiam JaTta VpeHTudmkaums  CTpanuua
WNHCTPYKLMA MO NPUMEHEHNIO cornacoBaHo 2 2017-10-05 AB 8/24

QHA0MPOTE3bl MOMIOYHOM Xefesbl
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DKcTpa BbicokuiA npodunnb (TXS)

ApPTUKYN A [Mm] B [mm] C [mm] D [mMm] O6bem [Mm]
20737-095H 70 70 40 46 95
20737-1 OH 75 75 43 49 no
20737-130H 80 80 45 52 130
20737-160H 85 85 47 55 160
20737-185H 90 90 49 58 185
20737-220H 95 95 51 61 220
20737-255H 100 100 53 63 255
20737-290H 105 105 55 66 290
20737-330H 110 110 57 69 330
20737-380H 115 115 59 72 380
20737-425H 120 120 61 75 425
20737-480H 125 125 63 78 480
20737-535H 130 130 65 80 535
20737-600H 135 135 67 83 600
20737-665H 140 140 69 86 665

Mogenb Opticon

ApPTUKYN A [Mm] B [Mm] C [vm] D [mm] Ob6bem [mn]
20744-045H 70 59 23 30 45
20744-050H 75 63 24 32 50
20744-060H 80 67 24 34 60
20744-070H 85 71 25 35 70
20744-085H 90 76 26 37 85
20744-095H 95 80 27 39 95

HasBaHue Craryc Bepcusin DNata WgeHTndvKkaumss  CTpaHuua
WNHCTPYKLMS MO NPUMEHEHUIO COrNacoBaHo 2 2017-10-05 AB 9/24

OHponpoTesbl MOJ/IOYHOW Xenesbl
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20744-1 1OH 100 84 28 41 no
20744-120H 105 88 29 42 120
20744-140H no 92 29 44 140
20744-160H 115 97 30 46 160
20744-175H 120 101 31 48 175
20744-200H 125 105 32 49 200
20744-220H 130 109 33 51 220
20744-240H 135 113 34 53 240
20744-270H 140 118 35 55 270
20744-295H 145 122 35 56 295
20744-325H 150 126 36 58 325
20744-360H 155 130 37 60 360

CpepgHuii npopunb (TMS)

ApTUKyn A [mm] B [Mm] C [vm] D [mm] O6bem [mn]
20745-055H 70 59 28 35 55
20745-065H 75 63 30 37 65
20745-075H 80 67 31 39 75
20745-095H 85 71 32 41 95
20745-105H 90 76 33 43 105
20745-125H 95 80 35 45 125
20745-145H 100 84 36 47 145
20745-165H 105 88 37 49 165
20745-185H 110 92 38 51 185
20745-2 OH 115 97 40 53 210
20745-235H 120 101 41 55 235

HaseaHue Cratyc Bepcusin Nata WaoeHTndbmKkaums  CTpaHuua
WNHCTPYKLMS MO MPUMEHEHNIO COrnacoBaHo 2 2017-10-05 AB 10/24

OHponpoTesbl MOJ/IOYHOW Xenesbl
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POLYTECH

healsb .& aestfletics,

20745-265H 125 105 43 57 265
20745-295H 130 109 44 59 295
20745-330H 135 113 45 61 330
20745-365H 140 118 a7 63 365
20745-400H 145 122 48 65 400
20745-445H 150 126 49 67 445
20745-490H 155 130 51 69 490

Bbicoknin npocomne (THS)

ApTUKYN A [mm] B [mMm] C [mm[ D [mm] O6bem [mn]
20746-065H 70 59 34 40 65
20746-075H 75 63 36 42 75
20746-095H 80 67 37 44 95
20746-115H 85 71 39 a7 115
20746-1 30H 90 76 40 49 130
20746-155H 95 80 42 51 155
20746-175H 100 84 44 54 175
20746-205H 105 88 45 56 205
20746-230H 110 92 47 58 230
20746-265H 115 97 49 61 265
20746-295H 120 101 51 63 295
20746-335H 125 105 53 65 335
20746-375H 130 109 55 68 375
20746-420H 135 113 57 70 420
20746-460H 140 118 59 72 460
20746-5 OH 145 122 61 75 510
20746-560H 150 126 62 77 560

HasBaHue Cratyc Bepcyisim Jata VpeHTudpnkaumss  CTpaHuLa
VIHCTPYKLMSA N0 MPUMEHEeHUIo COrNacoBaHo 2 2017-10-05 AB 11/24

QHAonNpoTesbl MO/IOYHOW’ Xenes3bl
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POLYTECH

heaitn $ ae5letCh.
20746-615H 155 130 64 80 615

JKcTpa BbICOKMA npochusib (TXS)

ApTUKyn A [mm] B [mm] C [vm] D [mMm] O6bem [mn]
20747-075H 70 59 40 44 75
20747-095H 75 63 43 47 95
20747-115H 80 67 45 50 115
20747-130H 85 71 47 52 130
20747-160H 90 76 49 55 160
20747-185H 95 80 51 58 185
20747-215H 100 84 53 61 215
20747-240H 105 88 55 63 240
20747-280H 110 92 57 66 280
20747-320H 115 97 59 69 320
20747-360H 120 101 61 71 360
20747-400H 125 105 63 74 400
20747-450H 130 109 65 77 450
20747-500H 135 113 67 79 500
20747-560H 140 118 69 82 560
20747-615H 145 122 71 85 615
20747-680H 150 126 73 87 680

Mogenb Optimam
Hwuskuii npocunb (TLS)

ApTUKYn A [mm] B [mm] C [mm] D [mm] O6bem [mn]
20774-060H 70 81 23 35 60
20774-070H 75 87 24 37 70

Ha3BaHwue Cratyc Bepcuan fata NaeHTndurkauma CtpaHuua
VHCTPYKUMA MO NpUMeHeHUo corsiacoBaHo 2 2017-10-05 AB 12/24

JOHponpoTesbl MOJIOYHOI Xenesbl
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POLYTECH
health s aestt'etiGS.

20774-085H 80 93 24 39 85

20774-1 O0OH 85 99 25 41 100
20774-1 1OH 90 104 26 43 no
20774-1 30H 95 no 27 45 130
20774-150H 100 116 28 a7 150
20774-170H 105 122 29 49 170
20774-195H no 128 29 51 195
20774-220H 115 133 30 54 220
20774-240H 120 139 31 56 240
20774-275H 125 145 32 58 275
20774-305H 130 151 33 60 305
20774-335H 135 157 34 62 335
20774-375H 140 162 35 64 375
20774-415H 145 168 35 66 415
20774-450H 150 174 36 68 450
20774-495H 155 180 37 70 495

CpepHwuii npodunb (TMS)

ApTUKYyn A [mm] B [MMm] C [mm] D [mMm] O6bem [mn]
20775-075H 70 81 28 39 75
20775-090H 75 87 30 41 90
20775-105H 80 93 31 44 105
20775-125H 85 99 32 46 125
20775-150H 90 104 33 43 150
20775-170H 95 no 35 51 170
20775-200H 100 116 36 53 200
20775-225H 105 122 37 56 225

HasBaHue Cratyc Bepcusiv Jata MaoeHTndomkaums  CTpanuua
NHCTPYKLMS TIO NPUMEHEHUIO COrnacoBaHo 2 2017-10-05 AB 13/24

SHAONPOTE3bl MOJIOYHON Xenesbl
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20775-260H 110 128 38 58 260
20775-290H 115 133 40 60 290
20775-330H 120 139 41 63 330
20775-370H 125 145 43 65 370
20775-405H 130 151 44 67 405
20775-455H 135 157 45 70 455
20775-505H 140 162 47 72 505
20775-555H 145 168 48 74 555
20775-6 IOH 150 174 49 77 610
20775-670H 155 180 51 79 670

Bbicokuii npodomnb (THS)

ApPTUKYN A [mm] B [mwm] C [mm] D Jmm] O6bem [mn]
20776-095H 70 81 34 44 95
20776-1 OH 75 87 36 46 no
20776-130H 80 93 37 49 130
20776-155H 85 99 39 52 155
20776-180H 90 104 40 54 180
20776-215H 95 no 42 57 215
20776-250H 100 116 44 60 250
20776-280H 105 122 45 62 280
20776-320H no 128 47 65 320
20776-365H 115 133 49 68 365
20776-415H 120 139 51 70 415
20776-460H 125 145 53 73 460
20776-515H 130 151 55 76 515

HasBaHue Cratyc Bepcusin fNata VpeHTucbrkauma  CTpaHuua
VHCTPYKUUA NO NPUMEHEHNIO cornacosaHo 2 2017-10-05 AB 14/24

QHAONPOTE3bl MOSIOYHOM Xese3bl
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POLYTECH!
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20776-570H 135 157 57 78 570

20776-640H 140 162 59 81 640

JKcTpa BbICOKM npodnnb (TXS)

ApTUKyn A [MM] B [mm] C [mm] D [mwm] O6bem [mn]
20777-1 tOH 70 81 40 48 no
20777-130H 75 87 43 51 130
20777-160H 80 93 45 54 160
20777-185H 85 99 47 57 185
20777-220H 90 104 49 60 220
20777-255H 95 110 51 63 255
20777-290H 100 116 53 66 290
20777-335H 105 122 55 69 335
20777-385H 110 128 57 72 385
20777-440H 115 133 59 75 440
20777-495H 120 139 61 78 495
20777-555H 125 145 63 81 555
20777-620H 130 151 65 84 620
20777-695H 135 157 67 87 695

HasBaHue Cratyc Bepcusin Nata VpeHTUdukaumst  CTpanuua
VHCTpPYKLUMA NO NpUMeHeHNto cornacosaHo 2 2017-10-05 AB 15/24

DHAONPOTE3bLI MOJIOYHON Xese3bl
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health & aes*tietics.i

MapKnpoBKa Ha yNnaKoBKe LLIa6/10HOB:

CMBOIJI 3HauyeHune
ApTUKYN
REF P y
SN Homep cepum
]'I 1 CM. VIHCTPYKUMIO NO NPUMEHEHUIO
0% A YpoBeHb BnaxHocTtn (0%-70%)

Jr35°C XpaHuTb NpU KOMHATHOW TemnepaTtype He Bbille
35°C makcmmym.
Cpok rogHocTu (Mecsau/ron)

sterile] ] Crepunusauma cyxum Tensiom
Mapkuposka EC, nsgenve cootBeTcTByeT
N N 0483 OCHOBHbIM TpeboBaHuaM anpekTus EC
VOL O6beM B MN
TXT LWa6soH MOXeT BbITb TAKXE MUCMNO/Ib30BaH /15

onpegeneHns Tpebyemoro pasmepa
TEKCTYPUPOBAHHbLIX MMM/IAHTATOB

EAN Code EBponenckuin WuTpmx Kog

A B, C, D LWIMPUHA; BbICOTA; MakCcmasibHasa npoekuns;
paccTosiHMe MeXxay camMoli BbICOKOI TOYKOW
NPOEKLUN 1 HMKHUM Kpaem MMniaHTata (4avHa

apku)
MapKunpoBKa Ha camoM LLab/IoHe:
SIZER La6noH 3HAOoNpoTE3a MOIOYHON Xenesbl
20xxx-yyy [H/M] ApTuUKyNn aHZoNpoTe3a, 06beM. (H=cTepunbHblii. M=HeCTepUunbHbIi)
XXX cc/ml O6beM aHAonpoTesa
SMO TXT MPS CokpallleHns 0603Ha4alT pas3/iMyHbIil BUA NOBEPXHOCTH, T.€.

WwabnoH MoXeT ObITb MCNO/Ib30BaAH A1 onpeaeneHns Tpedbyemoro
pasmepa NOCTOSIHHbIX UMMNIAHTATOB C [M1aAKUM U TEKCTYPMUPOBAHHbIX
NOKPbLITUEM U MMMNNAHTATOB C MMKPOMO/INYPETAHOBbLIM MOKPbLITUEM.

O60n04ka Wa6/IOHOB 3HAONPOTE30B OKpalleHa B Gesiblii UBET U Ha MnepedHell eTopoHe UMeeT
LUBETHYI MOsiocy ANS NPaBW/IbHOTO PacnonoXeHWs u3fenvs npu npuMepke; Ha 06paTHOl
CTOpOHe WabsioHa Bbl HageTe HasBaHWe komnaHum POLYTECH, apTukyn usgenvs u ero

CEePUNHbIA HOMeEp.

Ha3ssaHve Craryc Bepcusan Jara VpeHTndmkaumn CrpaHuua
VMHCTpYKUMA NO NpUMEHEHUNo corslacoBaHo 2 2017-10-05 AB 16/24
OHponpoTesbl MOIOYHOM Xesnesbl
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POLYTECH ~

healti*- a aest'“etie

N3penva noctaBnsAwTCA B MHAMBUAYA/IbHONM YNakoBKE C MCMOMb30BaHWEM CTEPUSIbHbIX CUCTEM
[BOIHON ynakoBku. Criegute 3a TeM, 4To6bl BHYTPEHHSISI ynakoBKa He 6blla OTKpbITa WM
noBpexaeHa elle [0 HenocpeacTBEHHOW MMNaHTauuy WwabsioHa.

iob6asn ynakoBka M3aenusi NOCTaBNAETCs C CAMOK/IELWMMANCS STUKETAMK, HA KOTOPbIX, MOMUMO
MpoYero, ykasblBalTCA Ha3BaHWe NPOV3BOAUTENS, 06bLEM, pasMep, HOMepa 3aKasoB 1 CepUitHble
HoMepa.

JEKOHTAMWHAUWA, CTEPUNTNSALUNA, XPAHEHWE

BHMUMMAHWE: La6noHbl 3H40NPOTE30B MOJIOYHON Xene3bl AO0/MKHbI MCNONb30BATLCSA TOILKO
B X0Ze onepawuun, HO He A1s umnaaHTauum!

NMPEAYMNPEXAEHWE: LWa6bnoHbl 3HAONPOTE30B MOJIOYHOW Xene3bl MNOCTaBMAKTCA B
CTEpPWbHOI ABOWHON ynakoBKe. B onepauuoHHOl CTEPUNbHOCTb U3AEeNnNA COXpaHsieTcs Ao Tex
nop, Noka BHYTPEHHAS CTEpWIbHAsA yMakoBKa He MOBpeXAeHa Un He OTKpbiTa. CTepUIbHOCTb
N3Jenus He rapaHTUpyeTcsl, ec/u CTepusbHas yrnakoBKa MNOBPEXAEHa; He pPEeKOMEHAyeM
ncnonb3oBaTh Takoh WabnoH. MNpy BO3HUKHOBEHUW COMHEHWUI CBSXWUTECh C BallMM MECTHbIM
ancTpnobioTopom komnaHun POLYTECH Health & Aesthetics.

Vi3HauyanbHO 13genma CTEPUIN3YIOTCA CyXuMM TensioM. CTepubHOCTb rapaHTupyeTcs Ha 5 feT ¢
Aatbl cTepuM3aumn 4o MOMeHTa Noka CTepubHas ABOMHaA ynakoBKa OCTaeTCsi HeHapYLLIEeHHO
(cm. 3TUKETKY  KacaTeNlbHO  MaKCMMabHOro nepyoga  xpaHeHus EOA-MECHLL).
CTepu/bHOCTbL M3fesMA He TrapaHTuMpyeTcs, ecnu CTepwulibHas YynakoBka nospexaeHa. B
onepaunoHHOI CTEPU/ILHOCTb M3AENNA COXPAaHSeTC A0 TeX Nop, Noka BHYTPEHHSS CTepusibHas
ynakoBKa He noBpexgeHa Win He OTKpbITa.

Ha3BaHue Craryc Bepcusan Jata NoeHTndukauma CrpaHunua
VHCTPYKUMA No NpUMeEHEHUIO cornacoBaHo 2 2017-10-05 AB 17/24
3H,qOHpOTe3bI MOJI0YHOW Xenesbl
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POIHYTECHI;’P

OrpaHnyeHre NOBTOPHON CTepunsauyum

N3genne MOXHO MCMOMb30BaTb MOBTOPHO, NOC/e MpeABapuTesibHOW CTepuIM3auny BJIaXKHLIM
TensioMm npu TemnepaTtype 134°C B TeueHue NATU MUH. LLa6noHbl SABNAKOTCA pPacXofHbIMM
MaTepvasiaMu C OrpaHnYeHHbIM CPOKOM Cnyx6bl. O6onoyka nsgenus Gblna NpoTecTupoBaHa u
okasaslacb He nospexaeHHoin nocne 10 UMKIOB cTepuausauun, Bakyym, KOTOPbIN co3gaeTcs B
TeyeHue npoueaypbl CTEPUIM3aUUKn, MOXET cTaTb NPUYNHOM TOr0, YTO BO34YyX MOXET COUTUCH B
O[IHOW TOYKe BHYTpU LWabnoHa, YTo NpMBeAEeT K U3MEHEeHMU0 (hopmbl n3genus. TecTbl nokasanu,
YTO HeusbexHoe obpasoBaHMe My3blpbKOB BO34yXa He3HauyuTeNbHO, 4YTO 0OOCHOBbIBAET

ncronb3oBaHne wabsioHos 10 pas.

B kpaliHem cnyuyae, n3genusa c He3HauMTes/IbHO NOBPEXAEHHOW 060104KOIN (Hanpumep, B CBA3M C
HeHag/iexallmmMm obpalleHneM) MOryT pas3opBaTbCs BO Bpems ctepunusaumu. Kcnonb3oBaHue
NMOBPEXAEHHbIX UM AehOpMMPOBaHHbIX LWAGMOHOB AO0/KHO ObiTb WCK/IKOYEHO MOCPEACTBOM
BHUMATE/IbHOTO BU3yasibHOTO KOHTpons. CTepunnsoBaTb W3genve BO3MOXHO He 6onee 10
pa3. [Mocne npefBapuTebHOM CTepuan3aLmMm MOXHO UCMOb30BaThb LWA6M0H ANA O4HOrO M
TOr0 >Ke nauveHTa (Hanpumep, B c/lydae [ABYX3TanHOW PEKOHCTPYKLUM MOJSIOYHOM
Xenesbl) Uan gna noboro gpyroro nauneHTa.

MofAroTOoBKa BMeECTE UCMNO/b30BaHNS

Mocne onepauuy NOMECTUTE KOHTAMWUHMPOBAHHbIE U3AENNA HA PeLeTKy NOAXOASLLYH AN UX
yAepXxaHusi BO BpeMsi npoLiecca oYnCTKU. [Ansi cyxoli 06paboTkM, KOHTAMUHUPOBAHHbIV Wa6/IoH
B 3aKpbITblli KOHTEHEP. PekomeHayeTcsi o6ecneunTb NOBTOPHY CTepUaM3aumio WwabsioHa Kak
MOXHO CKOpee foc/fie ero WCrnosib3oBaHus. HeT cneumasibHbliX TpeGoBaHWii K COGM0AEHMI0 B
OTHOLLIEHUN AEKOHTaMUHAaLWW.

JekoHTamunHauusa (ouncTka v fe3nHieKLms)
JekoHTaMnHauUmMi MOXHO MPOBECTM aBTOMATMYECKM WM BPYUHYH. BHUMAaTenbHo wusyuute
NosIoXeHUs no 6es3onacHocTN Ha paboyeM MecTe. He HageBaliTe onyapeHHble nepyartku!

* ABTOMaTM4eckas jeKontTamuHauums
Mpwn 3arpy3ke MallvHbl HEOH6XOAMMO YOeaNTbCA B TOM, YTO MOJIKU peLIeTKU He neperpyxeHsl u
4yTo Apyrve wu3genusa He «3aTeMHSAT» wWabfioH uaM He BOMpalT W He pacnbiisioT
KOHTaMMWHMPOBAaHHYO BOAy MNoBepx WabnoHa. Mcnonb3yiite VARIO-TD wnn cpaBHUMYHO
nporpamMmmMmy 1 HelTpasibHbIl AeTepreHT (C OCHOBOIM M3 MOBEPXHOCTHO-aKTUBHOIO BellecTBa uin
3H3MMaTnyecknin, Hanpumep, Sekumatic FRE 0.3%, Henkel). Takxe [gokasaHo, 4TO
MCMNO/b30BaHNe LWenoYHbIX geTepreHToB (pH 12) Toxe MOXeT ObiTb ycnewHbIM. Vcnonb3yinte
JeMUHepann3oBaHHyl0 BoAy A1 TepMasibHON AesvHgekumn. M3genns, KoTopble NpoOXoAaT
npoueaypy OLHOBPEMEHHO C LA6/0HOM 3HAOMNPOTE3a MOJIOYHOWN >Xenesbl, AO0/DKHbI ObITb
KOHTaMUHUPOBaHbl TOMILKO [0 He3HaunTesbHOW cTeneHu. M3beraiiTe noBpexaeHus LwabnioHa
ApPYTVMUY U34eNMaMy B MalluHe, Hanpuvep, XMpypruyeckumm MHCTPYMEHTamu.

Ha3BaHne Cratyc Bepcusan Jata VpeHTndpmkaumsa CTpaHuua
NHCTpyKUMA MO NPUMEHEHUI0 corsiacosaHo 2 2017-10-05 AB 18/24
OHponpoTe3bl MOIOYHOM Xenesbl
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e [eKOoHTaMUHaLUA BPYUHYIO
MomoiTe M MpoOnosioWMTEe BCH MOBEPXHOCTb LA6MoHa NoJ MPOTOYHOI BOAOWN, WMCNOMb3YS
yHMUBEpCcanbHbli  Ae3vHuunpylowmii  pactsop. 3artem  TuwlaTeNlbHO  MpoMoOliTe  ero
AeMnHepanM3oBaHHOl BOAONA.

KOHTpOoNnb 1 hyHKUMOHaNbHAsA NpoBepkKa
Br3yanbHO npoBepbTe KaxAblli Wab/ioHa Ha nNpeaMeT NoBpexAeHuli, HEMHOro HajaB/MBasi Ha
060/104Ky. [MOBpEXAEHHbIE U3AENNS HEMB3SI UCMO/b30BATD.

YnakoBka

Ncnonbaylite 6yMaXHO-MIEHOYHbI/ NakeT, y KOTOPOro naponpuHuuaemas 6ymaxHasi CTOPOHbI
N napoHenpoHuuaemas npospavyHasi CTopoHa cornacHo EN I1ISO 11607. LWWa6noHbl Takke mMoryT
6bITb HEMMOTHO ynakoBaHbl B TKaHb W CTEPWIN30BaHbl B KOHTeliHepe. BblGnpaiTk ynakoBky
BABOE MpeBbIWALLY0 (hakTuyecknii pasmep LWab/ioHa, KOTOpPbIA MOXET YBe/MuMBaTbCA B

npouecce cTepuansauuun
1 YnakoBbiBaliTe kaxAbli WabnoH oTAeNbHO 3a4HEN CTOPOHOM NNLOM BHU3

2. O6ecneybTe repMeTMHYHOCTb NakeTa

BHNMMAHWE: Cnuwkom nioTHas ynakoska n/mnu HenpaesubHasa 3arpyska MOXeT NpUBECTU K
ycTonunBon gecopmaumm wabnoHOB.

B uenom, mpyM MCNOMb30BaHWM MPO3payvHbIX paccnavBalWMXCA MakeToB WM ByMadKHbIX
naketos ybegumtecb B TOM, 4YTO WX 0ObEM BABOE MpeBbllaeT 06beM LWab/0HOB (06LEM
WabIoHOB MOXET yBenuumuBaTbcs (06paTMmo) B npouecce cTtepunansaunn).

CTepunusaums

Wcnonb3yiiTe TONbKO NPUroOAHYI BanAUPOBaHHY Mpoueaypy cTepunmsauvm Ans wabioHoB
(He cTepunuszauuio OKUCbKD 3TuneHa wnn  o6nydeHuem!). CTepunusyiite cyxme u
HenoBpeXxeHHble  WabfioHbl  OTAENbHO B WHOMBUAYaNbLHOW ynakoBke, noMmewas ux
rOpU3oHTas/IbHO Ha CeTKy, YTOObl UX 3a[HAS CTOpOHa Oblna Hanpas/ieHa BHU3 (HAANUCh «Sizer»
O0/DKHA 6bITb NULOM BBEPX).

Ha3saHwue Cratyc Bepcusan Jata NaeHTudunkaums CrpaHuua
VHCTPYKUMS NO NpUMeEHeHUto corsiacoBaHo 2 2017-10-05 AB 19/24
3HAOoNpoTe3bl MOJSIOYHOI Xenesbl
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health & aest»»etic-s

[nsa nNOBTOPHOW cTepunusauum CcywecTBYeT [Be pas3/INuyHble HafeXHble npoLeaypbl
cTepuan3aynum BnaKHbIM TEMI0M:

1 BanugupoBaHHble Mpouenypbl  CTEpPWIM3aUUM C  HU3KUM,  (PPAKLMOHUPOBAHHBLIM
npegsapuTesibHbIM BakyyMoOM (KOTOpbIA He onyckaeTcs Hwke 830 mbap) npu Temnepatype B
134°C . Takune npouenypbl 06bIYHO Ha3bIBAKTCA aslionjacTmyeckas unn pesvHoBas nporpaMmmMa
(Hanpumep, «Annonnact 134», ctepunusatopbl KomnaHum «MMM Group»). [asneHve He
OO/MKHO onyckaTbes HMke 830 mb6ap gaxe BoO Bpems iasbl BbICYLUMBAHUS.

2. BanugupoBaHHble CTaHZapTHble npouenypbl npu Temneparype B 134°C, Hanpumep,
nporpamma P2 Universal 134°C komnaHun «MMM Group». Ons ynydlleHust Aeccukalmm
HaCTpoOiTe peryimpoBKy Ha «cynep cyxoi» (sd) Bo Bpemsi thasbl BbICYLLMBaAHUS.

BHUMAHWE: Mockonbky Wa6/ioHbl 3HAOMNPOTE30B MOJIOYHON Xesfe3bl ABASTCA U3LeNaMu
YyBCTBUTE/MIbHbIMM K  BakKyymy, pPEKOMEeHAyemM WCMOo/b30BaTb Mpouesypbl, B KOTOPbIX
npesycMOTPEHO MPUMEHEHME HU3KOTo, (PpakuMoOHMPOBAHHOIO NpefBapuTesIbHOro Bakyyma A/s
npeaoTBpalleHnss BKIKYEHMs Bo3gyxa (My3bIpbKOB) W, cnefoBaTesibHO,  Aedopmauiu
WabnoHoB. B cambIx KpaliHUX cryyasx, U3gennst ¢ He3HauuTeslbHO NOBPEXAEHHOW 060/104KON
(Hanpumep, B CBA3WM C HeNpaBW/bHbIM OOpalleHneM) MOTyT pasopBaTbCA BO Bpems
cTepunnsauun.

Mepes MOBTOPHbLIM WCMO/b30BAHWEM CTEPWUIN30BaHHbIE LWAa6/I0HbI 3HAOMPOTE30B MOJSIOYHOW
Xenesbl f0/KHbI NOTHOCTBK OCTbITh A0 KOMHAaTHOW TemnepaTypbl

KomnaHua POLYTECH Health & Aesthetics GmhH He HeceT HUKakoii OTBETCTBEHHOCTU 3a
Kakoe-nbo NoBpeXxaeHne CTepunnm3aTopoB UM APYrmx CTEPUANIYIOLLNXCA N3AENNIA.

YcnoBus xpaHeHnsa N TpaHCnopTUpoBaHuA

LLabnoHbl 3HAONPOTE30B MOJIOYHOI Xene3bl A0/KHbl XPaHUTbCA NMpU KOMHATHOI TemnepaTtype
B CYXUX ycnosusx; Temnepatypa B 35°C 1 OTHOCUTE/bHOW BNaXHOCTb B 70% He AO0MXHbl ObITb
npeBbIleHbl. N30enusa 0Oo/MKHbI XPaHUTLCA B FOPU3OHTa/IbHOM MOJIOXKEHUN 3aHEeil CTOPOHON
BHM3. CpOK rogHOCTM LWabioHOB 3aBUCUT OT UX YNakoBKU WM YCNOBUIA XpaHeHUs. NMonb3oBaTtesib
OTBETCTBEHEH 3a NPaBW/IbHY0 MapKMpoBKY. CTepusibHOCTb LWAaG/IOHOB rapaHTMpoBaHa CPOKOM
Ha 5 neT c gaTbl cTepunu3aunn. TpaHcnopTupoBka Npu Temnepatype: -29°C + 2 °C n 60°C £ 2
°C; OTHocuTenbHas BaaxHocTb: 30%+5% - 85%+5%

MHopmaumusa o naumeHTe

Kaxgbllii nayneHT, KOTOPbIA NPOXOAUT XMPYPrUYEeCcKyo npoueaypy, Wiv ero/ee npeactaBuTesb,
OO/DKHbI  ObITb  YBEAOMJ/IEHbl  fledallM  BpayoM O BO3MOXHbIX  OMNEPauUOHHbIX U
nocsfieonepaunoHHbIX MOCNeACTBUSAX B LE/IOM UM KacaTe/NlbHO WMMNNaHTatoB (CM. Takxke
«HCTPYKLNIO NO NPUMEHEHNIO UMMNIAHTATOBY).

Ha3BaHne Craryc Bepcuan Jata NaeHTndukauma CrpaHuua
VHCTPYKUMA No NpUMMeEHEHUIo corsnacosaHo 2 2017-10-05 AB 20/24
OHponNpoTe3bl MOJIOYHO Xenesbl
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*  AYTOMMMYHHble 3a60/1eBaHUS COEAMHUTE/IbHON TKaHW 06CYXAAalTCA B OTHOLLUEHUM
MMnN1aHTaToOB MOJ10YHOWA Xenesbl. O,D,HaKO, HeT AokKasaTesibCTB NMPUYNHHO-

cnencTtBeHHOro cosnageHuA.

« Onepauusi Ha MOJIOYHOIN >Kenese, He3aBUCMMO OT LWAG/MOHA, MOXeT OKas3aTbh

OTpULATe/IbHOE BO3AENCTBYE Ha CMOCOOHOCTL KOPMJIEHUS TPYAbIO.

e HeT gokasarenbCTB, UTO LWA6GI0HbI NPEACTABNAAT PUCK A5 340P0BbS MNIaAEHLEB.

XNPYPITMUYECKAA TEXHUKA

Wa6oHbl 3HAONPOTE30B MOJIOYHON Kenesbl WCMOMNb3YHTCSA WCKNHUYNTENBHO  OMbITHBIMU
Bpayamm.

Hu npu Kakux o6CTOSITENbCTBAX M3AE/NA He A0J/KHbI NojBepraTbCsl KaKMM-M60 M3MEHEHUAM
[0 UM BO BpeMsi UCMosib3oBaHusi. lepeq WCNosib30BaHUEM Kaxgoe W3fAenve AO/HKHO 6biTb
OCMOTPEHO Ha npegMeT BO3MOXHOIO noBpexaeHusi. LienbHOCTb 0607104k HEOBXOAMMO
MPOBEPUTb HEGO/BLUNM HaXXaTUeM pykamu Ha 060/104ky. MoBpexXaeHHbIe NN BUAOU3MEHEHHbIE

n3genna ncrnosib3oBatb HEJb3A.

HepaBHO CTEpPUIM30BaHHbIE LWAGMIOHbI A0/MKHbI OCTbITh NEepes NOBTOPHbLIM UCMO/Ib30BaHMEM. VX

HeNb3si NPOMbIBaTb OXNAAUTENAMU [J/151 YCKOPEHMSA NpoLecca OXNaxaeHus!
B npouecce xvpypruyeckoin npoueaypbl B HaIMUMN AO/MKEH BbiTb 3anacHOii WabG ioH.

Heobxoaumo nsberatb NPSAMOro coyetaHus wabioHa ¢ ekapCTBEHHbLIM CPeACTBOM.

LlabnoHbl 3HAONPOTE30B MOJIOYHON >Xene3bl MOryT NPUMEHSTLCA MPU UCMOJb30BaHUM psaa
XUPYPTMUYECKMX TEXHUK. TOMIbKO XWPYPr NPUHUMAET peLleHue Mo TeXHWKe, KoTopas, npexae
BCEro, COOTBETCTBYET MEAULMHCKAM TpeboBaHMAM MUCXOAS U3 MHAUBUAYANIbHbIX MEANLNHCKNX

noTpe6HOCTeli KOHKPETHOro NauveHTa.

HeobxoaMmo npoBOoANTb NpeaonepaunoHHbIi OCMOTP, 4YTOObI y6eanTbCs, 4YTO BO3MOXHO
JoctaroyHoe n cBobogHoe nokpbIiTUE TKaHbO wabnoHa u Hagpesa.
Heo6xoanmo mn3beratb AaBNEHUs,, HATSHXKEHUS UAN APYTUX CTPECCOBbLIX CUTyauWid, Ha KOTopble
MOXEeT oTpearMpoBaTb LWA6GMOH wuAn o6nacTb Hagpesa. Obpalwaintecb € LWab6noHamu
3SHAONPOTE30B MOJIOYHOWN Xesie3bl C OCTOPOXHOCTbIO. M3genne MOXeT ObiTb MOBPEXAEHO
N30bITOYHOW CUMOA PYKWU, MaHUNYNSaUMein WIn XUPYPruyeckumMyu MWHCTPyMeHTamu. Ecnm

3nacTomMepHasa 060/104Ka NoBpexXaeHa, HanoAHUTENb MOXeT AMddyHANPOBaThL N3 LWaboHa.

Heob6xoanmo cobniogatb cneayrolme OCHOBHbIE NpaBuna:
* Hagpes go/mkeH 6bITb NPONOPUNOHANEH pa3mepam LWaboHa.

« TlemocTas Heo6xoAWMO MpPOBOAWTL TWATeNbHO. [Mpu6opbI ANs MNPUXKUTaHWS  MOr3r

noBpeanTb 060/104KY LWabIoHa.

Ha3BaHue Craryc Bepcusan Jata NaeHTudukaums CrpaHuua
WNHCTPYKUMA NO NPUMEHEHUIO corniacoBaHo 2 2017-10-05 AB 22/24
3H,q0ﬂp0Te3bI MOJI0YHOW Xenesbl
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e ®opmMy M pa3mepsbl WabnoHa HEOGXOAUMO ONpenensiTb BHMMATE/IbHO. PekoMeHayeTcs
MMETb B Ha/Muny WaboHbl pas3NINYHbIX (QOPM M PasmMepoB A1 TOT0, YTOOGbl MOXHO
6b1N10 BbIOMPATb U3 HUX Hanbonee (CM. AECTBYIOLLINIA KaTanor n3genuin).

e Pasmvep kapmaHa QA8 uUMMaHTaTa MOJIOYHOW Xenesbl [OO/HKEH COOTBETCTBOBATb

wabnoHy. WabnoH sHAoONpoTe3a AOMKEH padMeLlaTbCsi YBEPEHHO 1 6e3 CKnagok.

Bopbba c KOHTamuHaumei

Ha noBepxHOCTW wWwabsioHa He AO/HKHO ObiTb Tasibka, MbIIUM UM Macna g/1sa yxoaa 3a KOXen.
CTtaTnyeckoe 3/1eKTpUYEeCTBO MOXET CTaTb MPUUYMHON NPUTSXKEHNS XNTONKOBbLIX BOJIOKOH, Taslbka
UM APYrnx KOHTaMuHauuii K MOBEPXHOCTU WwabnoHa. OHWM MOTyT CMpOBOLMPOBaTb Peakuyio
KakK Ha UHOpPOZHOE Teno.

UT0o6bl u3bexarb KOHTaMUHAUUW K3LEeNVsl, HEO6XOA4MMbI TuiaTesibHble Mepbl. [loaTomy, Bce
Mua, KOTOpble Y4YacTBYKOT B XWPYPrMyeckom npouecce, nepes TeEM KakK MNPUKOCHYTbCS K
WabMoHy 3HAO0MPOTE3a MOJIOYHOW Xenesbl A0/HKHbl 06paboTaTb CBOW CTEPU/IbHLIE MepyaTKu

CTepPuUbHbIM COJ1IEBbLIM PacTBOPOM.

PekomeHaoBaHHast NOC/1eA0BaTENbHOCTb AEACTBWIA

Mpoueaypa 3aBMCMT OT ynakoBOYHOro Martepuana. B uenom, nocnepoBatefnbHOCTL AeicTBUlA
cnepywouias:

1.BckpoiiTe BHELUHIOK CTEPU/IbHYID YNAaKOBKY W nNepefainTe BHYTPEHHIOKW  YNakoBKY
MeZcecTpe/nepenoxunTe Ha CToN 418 CTEPUIbHBIX UHCTPYMEHTOB B CTEPU/IbHBIX YC/TOBUSIX.

2. BcKpoliTe BHYTPEHHIOK CTEPU/IbHYIO YNaKOBKY B CTEPW/IbHBLIX YCMOBMAX HE3AJ0Nr0 nepes
MCMNONb30BaHWEM W MNOATOTOBbTE CTEPWIbHbIA WA6GMOH B COOTBETCTBMM C Tpebyemol

XUPYPruvyeckom TeEXHUKON.

MocneonepaLoHHbIN yXos4
CocTosiHMe naumMeHTa Mocne onepauuy  HeoO6X0AMMO  KOHTPO/MpOBaTb B Te4eHue
onpefesieHHOro nepuoja BpeMeHU Ans obecneyeHus paHHel AMarHOCTUKM  BO3MOXHbIX

OCJ/TOXXHEHUIA.

FAPAHTUNIN
Bce usgenusa npom3BoasaTCca U KOHTPOIMPYIOTCSA B COOTBETCTBUM € TpebdoBaHnamu Medical Device
Act (3akoHa 0 MegULMHCKMX n3genusax). KoMnoHeHTbl TuwatenbHO OTobpaHbl, U, TakK Xe, KakK u

MPOM3BOACTBO, OTBEYAlT TPEGOBaHMSIM CaMbIX MOCAEAHUX MEeAMLMUHCKUX CTaHAapToB W

TEXHOJOTNA.
Ha3BaHue Craryc Bepcusn Jata VpeHTndmkaumsa CrpaHuua
WNHCTPYKUNA NO NpUMEHEHNIo cornacosaHo 2 2017-10-05 AB 23/24

JHAoNpoTe3bl MOJIOYHOI Xenesbl
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WNHdopmaLums, npuBefeHHas B AaHHONW MHCTPYKLMWM MO MCMOJ/Ib30BaHUIO, AO/HKHA ObITb NPUHATA
BO BHMMaHue. BO3MOXHOCTb 3ameHbl npogykumm POLYTECH Health & Aesthetics GmbH,
paccmaTpvBaeTcs TO/IbKO B C/lydae TOYHO A0Ka3aHHOro Npon3BOACTBEHHOIO AediekTa.

LWa6noHbl UMEKT OrpaHUYeHHbI CPOK CNyXObl. WM3penus, nocrtaBnsieMble CTEPU/IbHLIMU, He
OO/DKHBI CTEPUNN30BATLCA Nepes NepBbiM NPUMEHeHMeM. 3a CTepuM3auuio, OCYrUecTBIEHHYHO
nonb3oBartesieM, OTBeYaeT TOJIbKO MOoMb30BaTe/lb. [apaHTMA NO MOBPEXAEHUSM B pe3ysbrare
OEKOHTamMuHauum unu cTepunmn3aumm WM  HenpaBWIbHOW  cTepunmsaumun/gekoHTamuHauum

OTCYTCTBYET.

HeT HWKakux rapaHTuii, 6yap TO MPSIMO BbIPaXKEHHbIX WM MnoApasymMeBaeMblX, B TOM uuce
KakKux-mm6o rapaHTuii Mo KOMMepPYeCKOMY MpaBy, a TakkKe Kakux-iM60 rapaHTWili B OTHOLLEHUM
M3MEHEHUIA, KOTOpPbIE MOJIb30BATE b MOXET BHECTM B NMPOAYKLMIO.

MpepcTtaButenn u  AUCTPUOLIOTOPbLI  HE  YMOSTHOMOYEHblI W3MEHATb MPUBEAEHHbIE  BbIlLE
NpefoCTePEeXEHNsT U NPefOCTOPOXHOCTA. HI hrn3nyeckoMy nmuy, HU IOPUANYECKO CTOpoHE He

no3BoJideTCcA 6paTb Ha cebs HUKaKUX 0653aTeNibCTB UM OTBETCTBEHHOCTH Kpome npon3BognTens.

Bosspart npogykKuunm
Mo Beem BoMpocaM, Kacarlnmcst obpalleHns gaHHO MeanLMHCKON NpoAyKuumn, obpallaidTecs K
HalleMmy yrnosiHomoyeHHoMy npeactasutesnto B PP: OO0 "Bbiotn Matpukc™ , 119002 r. Mocksa,

KanowwH nepeynok g 4, ctp 1; info@bmatrix.ru. Ten. +7 499 918-77-70;

YTtunumnsaynsa

MonoxeHnss No yTunmsauum LWaGMOHOB 3HAONPOTE30B MOJIOYHON >Kenesbl M LWabsIoHOB C
NCTEKW MM CPOKOM CNAYXObl [O/MKHbI  YTWIM3MPOBATLCS B COOTBETCTBMM C  METOAaMM,
O6GLLENPUHATEIM B MEAUUMHCKUX YUPEXAEHMSIX W MOPSAKOM W MnpaBwuiaMu, YCTaHOBEHHbIMM
MECTHbIMK, defepasibHbIMA U TOCYAAPETBEHHLIMU BMACTAMU. MOTYT NPUMEHSTLCA NpaBuna,
[ecTByoWMe B OTHOWEHUN YTUIM3ALUM XUPYPrMYEcKoro Matepuana. MpocTepuin3oBaHHbIe 1

AEKOHTaMWHUPOBaHHbIE WwabnoHbl MOXHO YTUIN3NpoBaTb Kak 6bITOBbIE oTXoAbl.

An6ypr 05.10.2017

<[loanuncb>
Op. Onusep bBerepcxayseH
CTtapwuin  gupekTtop N0  onepauyoHHbIM

Bonpocam
Ha3BaHne Craryc Bepcusn fata NaeHTndurkauma CrpaHuua
VIHCTPYKUMA MO NpUMeHeHUto cornacoBaHo 2 2017-10-05 AB 24/24

QHAonNpoTe3bl MOJIOYHOW Xenesbl
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Nr. 853 B HoTapuanbHom peectpe 3a 2017 rog

HacTosuium 3aBepsito NOCTaBNEHHYIO CEroAHS B MOEM NPUCYTCTBUN BblLLENPUBEAEHHYIO
noanuchb

r-Ha gp. Onueepa bérepcxay3eHa, U3BECTHOINO MHe JINYHO,
Jata poxgeHusa 14.09.1963,
agpec odwmca; 64807 Anbypr, yn. AnbTxanmep wrpacce 32.

Anbéypr, 5 oktabpa 2017 r.

<[oanuncb>
HoTtapwuyc

HaknagHas nevars;
XNTTBMAP ®AX
HOTAPYC BANBYPTE

[MepeBop, C aHIIIACKOrO M HEMELIKOMO S13bKO0B Ha PyCCKUIA
BbINOHWT NepeBoaqnK Mopasos Anekceit KoHCTaHTVHOBIM,
nacropT cepus 45 11 Ne 353642, BblgaH otaeneHvem YOMC Poccum no rop. Mockse 1o paiioHy
OctaHkHekvin 17,M90M1, [*nopapasaenenus 770-084
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Poccuiickaa degepauus
ropoz Mocksa
BoceMHaLaToro oktabps Ase TbICAYM CeMHaLAaToro roga
A, emnpoBa Hatanua BnagummnpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO

NoA4/IMHHOCTL nognucuy nepesoayrka Mopo3sosa Asekces KOHCTaHTUHOBMYA.
Moanuck coenaHa B MOEM NPUCYTCTBUN.

JInYHOCTb NoAnMcaBLLIEro JOKYMEHT YCTaHOB/IEHA.
3apernctpupoBaHo B peectpe: Neo
B3blekaHo rocygapCTBeHHOM nownvHbl (no Tapudy): 100 pyo6.

YnnayeHo 3a okasaHue yenyr npaBoBOro 1 TeXHNYecKoro xapakrepa: 200 pyo6.

H.B. JemnpoBsa

45,
Bcero npoLuHypoBaHo, MpPoHYMEN.
CKpervieHo nevaThbio 50 (MATbAECAT) MCTOB.

HoTapuyc
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