POLYTECH

health & aesthetics

Instructions for Use of Body Contouring Implants (gluteus, pectoral

and testicular implants)

The physical properties of the POLYTECH Health & Aesthetics implants have been
optimized as to closely resemble body tissue, thus allowing implants to be ideal for use
in aestbetic, corrective or reconstructive surgery. Every type of implant is available in
different sizes and shapes (see current price list).

The present instructions for use applies to permanent bodycontouring implants: pectoral,
gluteus and testicular implants.

All implants have a multi-layered silicone shell. The bodycontouring implants offered by
POLYTECH differ regarding shell surface. They have a smooth or textured surface. For
more information on the shell and the surface, please refer to the chapter “Information on
materials". Bodycontouring implants are filled with one type of silicone gel.

Design as well as production, delivery and customer service are subject to our quality
management control according to EN ISO 9001 / EN ISO 13485. The products are CE-
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. Furthermore, using different standard tests, the materials’ mechanical
properties such as elongation, tear resistance and fatigue have been investigated.
Polytech health & aesthetics GmbH offers several types of body contouring implants in

various shapes, sizes and also partial with different surfaces.

Testicular Implants:

With needle guide or with reinforced cap
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Gluteus Implants;

Gluteus implant: oval, concave

Gluteus implant: round, concave

Gluteus implant: oval, planar

/[ 'hi

Gluteus implant: round, planar

Pectoralis implants with smooth or textured surface
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Reference codes for body contouring implants:

Testicular Implants

Nominal dimensions Nominal

Reference ID A [mm] B [mm] Volume [ml]

10100-005 20 22 5

10100-012 26 33 12

10100-021 32 42 21

10100-027 33 48 27

10100-036 39 50 36

10101-005 20 22 5

10101-012 26 33 12

10101-021 32 42 21

10101-027 33 48 27

10101-036 39 50 36

ectoral Implants

Reference ID Nominal dimensions Nominal

POLYsmooth A [mm] B [mm] C[mm] Volume [ml]

10500-190R 147 102 24 190

10500-190L 147 102 24 190
4 10500-230R 160 107 27 230

10500-230L 160 107 27 230

10500-300R 169 116 29 300

10500-300L 169 116 29 300

MESMO

15500-190R 147 102 24 190

15500-190L 147 102 24 190

15500-230R 160 107 27 230

15500-230L 160 107 27 230

15500-300R 169 116 29 300

15500-300L 169 116 29 300
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Gluteus implants (Concave posterior side)

Reference
ID

A [mm]

Oval, POLYsmooth

10300-115
10300-215
10300-290
10300-360
10300-450

Oval, MESMO

15300-115
15300-215
15300-290
15300-360
15300-450

Round, POLYsmooth

10301-200
10301-250
10301-300
10301-360

80

105
114
125
132

80

105
114
125
132

107
112
118
127

120
142
152
163
174

120
142
152
163
174

107
112
118
127

Nominal dimensions

B [mm] C [mm]

27
30
33
34
38

27
30
33
34
38

35
4
44
43
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Nominal

Volume [ml]

115
215
290
360
450

115
215
290
360
450

200
250
300
360

Posterior
side

Concave
Concave
Concave

Concave

Concave
Concave
Concave
Concave

Concave

Concave
Concave
Concave

Concave
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Gluteus implants (Planar posterior side)

Oval, POLYsmooth

10300-240 90 130 40 240 Planar
10300-305 95 139 45 305 Planar
10300-365 100 148 48 365 Planar
10300-420 109 152 50 420 Planar
Oval, MESMO

15300-240 90 130 40 240 Planar
15300-305 95 139 45 305 Planar
15300-365 100 148 48 365 Planar
15300-420 109 152 50 420 Planar
Round, POLYsmooth

10301-225 107 107 35 225 Planar
10301-275 112 112 a1 275 Planar
10301-340 118 118 44 340 Planar
10301-390 128 128 44 390 Planar
10301-560 141 141 49 560 Planar

Accessory: Delivery Sleeve

The package with gluteal and pectoral implants with microtextured surface (MESMO),

includes an sterile sleeve (Delivery sleeve) for implant insertion.
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INFORMATION ON MATERIALS

Elastic, solid implants consist of polymerized polydimethylsiloxane and have smooth or

textured surfaces.

Implant shells

POLYTECH implants have a chemically and mechanically resistant, soft silicone
elastomer shell which consists of several polydimethylsiloxane layers. The shell of gel-
filled implants is additionally equipped with a special barrier layer. The implant shell
surface is smooth or textured (Mesmo®). Implants 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. Smooth-walled silicone membranes have
been successfully used since the 1960s. Wall thickness of the shell depends on the size
of the product: for smooth implants it is about 0.3 - 0.9mm; for textured (Mesmo®)
implants it is roughly 0.35 - 1.0mm. The average surface roughness of textured implants
is approx. 150pm. Mechanical material properties : elongation: > 450 % ,tensile strength
not less > 3 MPa, tensile set < 10%, strength of seams and seals will not fail when
elongated to 300% for period of 10 s. The deviation from the nominal size of the implant

size is not more than = 10%.

Filler material

Implants are made of solid silicone or are filled with a definite amount of clear, highly
elastic silicone gel. Silicone gel fillers consist of polydimethylsiloxane. Silicone gel shows
a “memory effect”, which means that after moderate compression it returns to its original

form.

Included accessories

For textured implants: 1 polyethylene (open-ended) insertion sleeve.
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INDICATIONS AND POSSIBLE CONTRA-INDICATIONS

Testicular Implants

Indications

reconstruction after orchidectomy
congenital defects

asymmetry

reconstruction (e.g. post-traumatic)

implant replacement

Gluteus Implants

Indications

augmentation
contour correction
reconstruction (e.g. post-traumatic)

implant replacement

Pectoralis Implants

Indications

contour augmentation and contour correction

defect covering (e.g. after trauma)

combined breast and thorax deformities (e.g. Poland Syndrome, pectus
excavatum, pectus carinatum)

implant replacement

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

clinically persistent infections or systemic diseases

expected allergies or extraordinaty immune response to implants

abscesses, cysts or tumours in the area of implants, especially cancer and

recurrent metastases, advanced fibrocystic diseases
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» severe radiation injuries in the prospective area of implants

* heavy burn scars in the prospective area of implants

* insufficient tissue covering in the prospective area of implantation or reduced

vascularization

* wound healing impairments

» existing costal injuries (concerning pectoralis implants)

e pregnancy
Custom-made implants
Customer-specific implants (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 implants.

TRANSPORT AND PACKAGING

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 implant
is to be definitely implanted.

Any sterile product packaging is provided with self-adhesive labels showing
manufacturer, volume or size, order and serial numbers. Labels should be affixed to the

patient’s records and to the implant passport.

Symbols

International symbol Meaning
Gluteus implant Model

Material
Silicone gel- filled
Order number

REF
Serial number
fsiTl
.,use-by date* (month/year)
Sterile] j Sterilisation with steam or dry heat
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single use only

Consult instructions for use

m

0%y~ Humidity limitation (0% - 70% rH)

| 35X Upper limit of temperature: 35°C
maximum for storage

CE CE marking

A Width cm ( mm)

B Heigh cm (mm)

C Maximum projection cm (mm)

VOL Volume ml

MESMO microtextured surface

SMO Smooth surface

EAN European barcode

sterilization, storage, shelf-life

WARNING: The implants 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 implant should be available during implantation
surge-ry. Product sterility is not guaranteed when the sterile packaging is damaged. We
do not recommend to use such an implant. 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 ('dYYYY-MM).

Sterility of products is not guaranteed with damaged packaging. In the operating theatre,
product sterility is ensured as long as the sterilized inner package has neither been
damaged nor opened.

Products must be stored under dry conditions at room temperature so as not to exceed a

relative ambient humidity of 70% and atemperature of 35°C. Since the product packaging
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is gas-permeable, do not allow exposure of the pro-duct package to steam or gas.
Implants should be stored in horizontal position so that labels can be easily read.
Transportation conditions at: -29°C + 2 °C and 60.2 °C, relative humidity: 30% + 5% -
85% + 5%.

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
products cannot be guaranteed after implantation / explantation of the product
because of the 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 implants.
Patients should be advised in a professional and very responsible way so that no
unrealistic expectations in terms of possibilities and cosmetic results can arise. It is
necessary for patients to know that implants are not intended for life and may have to be
replaced after some time.

Patients should be invited to consult their physicians at regular intervals (every 6 to 12
months) to have the implants including surrounding tissue checked. Also, they should be
informed that abnormal strain, excessive movement or traumatization of surrounding
tissue can result in implant rupture under the skin and, therefore, in a premature

reoperation and explantation.

10
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The physician in charge should advise patients on how to distinguish the implant from
tissue after surgery and how to examine for tumours themselves.

Implant passport

Implant 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 implant type in case of need.

Screening diagnostics
Silicone implants 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 implants.

POSSIBLE COMPLICATIONS

Possible complications associated with implants may be due to individual anamnesis,
medication, operation technique, and postoperative care. Intra- and postoperative risks

related to implants are specified below;

» Skin necroses, sloughings and extrusions may occur due to excessive tension
of the skin overlaying the implant (e.g. oversizing the implant in relation to the
implant space) or by interrupted or reduced skin vascularization (e.g.
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. 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 implants. Non-resorbable haematomas may require an immediate

explantation. Meticulous haemostasis during a surgery is the best prevention.
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Seromas, due to traumatization or excessive postoperative mobility, may cause
swellings and pain. Possible therapies: immobilization, compression, drainage or
explantation, if necessary.

Excessive swellings may be caused by serous fluid (refer to “seromas”).
Displacement or continuous pain may be due to improperly sized or placed
implants. Over-sized implants, capsular contracture as well as irritations due to
excessive implant movement may provoke such symptoms. Pain may occur in the
operated area.

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

Infections in connection with implants are very scarce. Infections with unclear
etiology after implantation should be treated immediately. The use of antibiotics,
drainage or explantation can be necessary. A culture of 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 implants.

Reddening of the skin, in the literature described as “rash”, can be observed with
specific indications in different frequencies, depending on the surface structure.
This reddening of the skin should not be confused 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.

Capsular contracture / fibrosis: formation of a fibrous capsular around an
implant is a normal host response to the implant. Form and position of the implant
can change due to a capsular contracture. A clinically relevant (Baker Ill, 1V)
contracture may incur aesthetic impairment and pain. An explantation may

become necessary. A closed capsulotomy is not recommended since this may
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damage the product. If such a capsulotomy cannot be avoided, a screening
procedure should be employed to investigate possible implant damage.
Desensibilization or hypersensibilization may occur transiently or permanently
(e.g. totally or partially of scrotum).

Implant rupture or implant leakage are absolute indications for an explantation.
Damaging of the implant (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 implant the consistency of the silicone
gel prevents migration. However, it is not guaranteed that the gel remains a
complete unity. After a rupture the implant should be exchanged.

Permeation of silicone; permeation 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 implants 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.

Autoimmune and connective tissue diseases are discussed in connection with
mammary implants. However, there is no proof of a causal coincidence.

Benign calcification around the implant is possible.

Anaplastic large cell lymphoma (ALCL): Investigations by the American FDA
have shown a possible link between breast implants and the development of ALCL.
The FDA believes that women with breast implants may have a very small
increased risk to develop ALCL. It is recommending that the responsible

physicians inform their patients accordingly.
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SURGICAL TECHNIQUES

Products, as supplied, are exclusively intended for implantation by skilled surgeons. In no
case should implants 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 implant should be available during the implantation!

A direct combination of the implant 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 implant and the incision. Pressure, traction or other stress
factors, to which implant and incision area may react, must be avoided. Implantation must
be performed carefully. Implants can be damaged by excessive manual strain,
manipulation or surgical instruments. Should the elastomer shell be damaged, filler
material might leak from the implant. We recommend to use a polyethylene sleeve (as
part of the delivery) for implantation of textured implants (refer to “Dolsky Technique”).
Following recommendations should be observed:

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

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

« Implant size should be selected carefully. It is recommended to store different sizes
of implants in order to have the appropriate one available. We recommend using
sizers to determine the appropriate size during surgery (see current price
list).

* Implant cavity should correspond to implant size. Implants should be placed flatly
and without wrinkles.

* Appropriate tissue covering must be ensured or, if necessary, preference be given

to submuscular placement of implants.

14
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Prevention of contamination

The implant 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.

Extraordinary care has to be taken to prevent contamination. Medical staff involved
should, therefore, clean sterile gloves with sterile saline solution before touching the
implant.

Recommended passing procedure

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

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

3. Open inner sterile package under sterile conditions shortly before implantation.
Prepare the sterile implant according to the requested surgical technique and hand it to
the surgeon.
Caution with testicular implants!
If the implant is not to be fixed, the teflon needle guide can be removed before
implantation. The needle guide must always be removed before closing a wound.
Post-operative care

i The patient’s condition should be controlled after surgery during an appropriate period of
time in order to follow up as quickly as possible on possible host response to implants or
filling material (refer to “complications”).
Warranty
All products are produced and tested for quality and con-sistency 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.
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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 is any natural person nor legal party 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 Kaloshin Pereulok, 4, build. 1.; Tel. 7499 918-77-70; info@bmatrix.ru

Disposal
Implants of end shelf-life can be disposed of as domestic waste. Disposal of
contaminated or used implants must be made according to standard practice, adopted

in the medical institution, and procedure established by local, federal and state

regulations and the 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 EN I1SO 9001 / EN ISO 13485, ranging from the choice of

raw material, product design, production, sterilization, storage, final distribution to

e customer service.

Herewith | declare, that the present Instruction for Use is applicable to bodycontouring
implants (gluteus, pectoral and testicular implants) with smooth and textured surface

(Mesmo®). It is the latest version of this document at time of this declaration.
Dieburg, 29.03"EN7

)r. Oliver Bogershausen
'Senior Director Operations

16
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Nr. 299 der Urkundenrolle fiir das Jahr 2017

Die vorstehende, heute vor mir vollzogene Namensunterschrift des mir personlich bekannten
Herrn Drx, Oliver Bogershausen,
geb. am 14,09,1963,
geschdfti, Anschrift; 64807 Dieburg, Altheimer StraBe 32
I
begiapbige ich,

Dieburg, den 29, Mdrz 2017

Notgr
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MepeBop C aHIr INIACKOTOo U HEMEeLKOIro A3blIKOB

[HA BJTAHKE NMONNTEX XENC 3HA, 3CTETUKC]

VHCTpYKLUMA MO NPUMEHEHUI0 UMMNNAHTaTOB CU/TIMKOHOBbIX FefleBblX CTEPU/IbHbIX ANS
KOHTYPHOW NiacTUKN Tena

OCc06eHHOCTbIO (IM3NYECKOI0 CTPOEHUA MMIaHTaToB KomnaHnum POLYTECH Health & Aesthetics
Implants sBnseTCA X MakCMMaslbHOe COOTBETCTBME OCHOBHbIM CBOMCTBAM YesI0BEYECKOW TKaHW,
YTO MO3BOJIAET LUMPOKO WCMO/b30BaTb MMIMIAHTaTbl B 3CTETUYECKON U PEKOHCTPYKTUBHOW
XUpYpruuv. Kaokaplid TUN usgenvsa npeLcTas/ieH B pas/iMyHbIX pasMepax 1 hopmax.

HacTosAwye MHCTPYKUMW 1O NPUMEHEHNIO NPeaHa3HavY€eHbl A/1A NOCTOAHHbLIX MMMNJIAaHTaToB C
Lenbto KOHTypHOI7I NacTUKM Tena: NEKToOPaVibHbIX, ATOANYHBLIX N TECTUKYNAPHBK MMMN/1aHTAaTOB.

Bce MnnaHTaTbl UMEHOT MHOTOC/TIOMHYH CU/TMKOHOBYH 060/104KY. IMNNaHTaThl, Npegiaraemble
KoMnaHwen POLYTECH, oTan4yaloTcs TMNOM HanonHUTeNst U CTPYKTYPOiA 060/10UKMN.
MoBepPXHOCTb 060/104KN NPEACTAB/IEHA B HECKOMIbKUX TUMNAxX: Nagkast M TeKCTypUpOBaHHasi.
ViMnnaHTaTbl AN KOHTYPHOW N1acTUKM Tena 3ano/siHeHbl OAHUM TUIMOM Fensi.

Pa3paboTka, NPon3BOACTBO, OCTaBKa U 06C/Y>KMBaHWe COOTBETCTBYHOT TPeboBaHMAM

KOHTPO/IA Ka4yecTBa NPou3BOACTBa cornacHo aupektusam EN 1SO 9001 / EN 1SO 13485.
MpoayKumsi meeT cepTudmkat CE v NonHOCTLIO cOOTBETCTBYET TpeboBaHusM Medical Device
Directive (MDD) u gpyrum rocyfapCTBeHHbIM HOpPMaTVBaM.

Bce ncnonb3yemble MaTeprasibl TECTUPOBaHbI HA GMOCOBMECTMMOCTb U COOTBETCTBYHOT
CTaHZapTaM KauecTBa /151 MeAULMHCKUX M3ennid. Bee n3genns NpoxoasT TeCTUpOBaHMe
MeXaHWYeCKMX CBOMCTB MaTepuana Ha: 3/10Hraumio, Culy paspbiBa U yTOM/IEHUE.

AroAnyHbIe , NEKTOPa/IbHbIE U TECTUKYNAPHbIE MMM/IaHTaTbl UMEIOT 04HY KaMepy. ArofnyHble U
NeKTOPa/IbHble MMM/IaHTaTbl 3aN0HAKT O4HMM TUMOM rens. Vicnonb3yemblii renb SIBNSIETCS
BbICOKOKOIre3auBHbIM. TeCTUKYNsPHble MMMNIaHTaTbl 06/1a4at0T TOMbKO MNagKoi 060/104K0M 1
3anoMHAKTCA /IM60 CUMKOHOBLIM refieM ( UMNIaHTaTbl C NPOBOAHUKOM 4151 UM/Ibl) IGO0 MSArKUM
CUIMKOHOBbIM 311aCTOMEPOM ( UMMaHTaTbl C YCUNEHHOW KPbILLEYKOIA).

C NPOBOAHUKOM [NS UMbl C YCUNEHHOW KPbILLEYKOIA.

MMnnaHTaTbl AroguMyHble 0Ba/IbHbIE NN KPYT/ble

C BOTHYTOW 3aJHeil MOBEPXHOCTbIO UK C NIOCKOW 3aHel MOBEPXHOCTLIO
O . I
[ l....A ®mH 1C i A Fey FA—
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ViMnnaHTaTbl NeKTopasibHble
A- anameTp nmnnadTtaTa (Mm); B- BbicoTa nmnnaHTarta ( Mm); C- npoekums (Mm)

Tunopasmepbl KOHTYPHbIX UMMN/IaHTaTOB:

HomMuHasibHbIe pasmepbl HomMmuHabHbI

ApPTUKYN A [vm] B [MM] o6bem [Mn]

Mnagkve (SMO) ¢ NpoBOAHUKOM /1S UMbl

10100-005 20 22 5
10100-012 26 33 12
10100-021 32 42 21
10100-027 33 48 27
10100-036 39 50 36
Fnagkne ( SMO) ¢ YCUNEHHOW KPbILLEYKOM
10101-005 20 22 5
10101-012 26 33 12
10101-021 32 42 21
10101-027 33 48 27
e 10101-036 39 50 36

Il. MmnnaHTaTbl NnekTopasnbHble ( Pectoralis implants)

HoMuHasibHbIe pasmepbl HomuHasibHbI
06be
ApPTUKYN veu [wn]
A [mv] B [mm] C[mm]
Mnagkue (SMO)
10500-190R 147 102 24 190
10500-190L 147 102 24 190
10500-230R 160 107 27 230
10500-230L 160 107 27 230
10500-300R 169 116 29 300
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10500-300L

169

116

29

MwukpoTeKcTyprpoBaHHble (MES VIO) B KOMMeKTaLMn ¢ pyKasom

15500-190R 147 102 24
15500-190L 147 102 24
15500-230R 160 107 27
15500-230L 160 107 27
15500-300R 169 116 29
15500-300L 169 116 29
I1l. UmnnaHTaTbl arognyHble (Gluteus implants)
-Mogenwu ¢ BOrHyTOW 3aHe NOBEPXHOCTbIO
HoMnHasibHbIe pasmepsl
ApTUKYN A [mm] B [Mm] C [mm]
OBanibHble rnagkune (SMO)
10300-115 80 120 27
10300-215 105 142 30
10300-290 114 152 33
10300-360 125 163 34
10300-450 132 174 38

HoMWHabHbIM

06bem [M]

115
215
290
360
450

300

190
190
230
230
300
300

3agHAa4 no-
BEPXHOCTb

BOrHy Tas
BOrHy Tas
BOrHy Tas

BOrHyTas
BOrHy Tas

OBa/lbHble MUKPOTEKCTYpUpPoBaHHble ( MESMO) B KOMM/IEKTaUumM ¢ pyKaBoMm

15300-115 80 120 27
15300-215 105 142 30
15300-290 114 152 33
15300-360 125 163 34
15300-450 132 174 38

Kpyrnble rnagkue (SMO)

10301-200 107 107 35
10301-250 112 112 41
10301-300 118 118 44
10301-360 127 127 43

Mogenn ¢ NJ0CKOW 3ajHein NOBEPXHOCTbIO

ApPTUKYN HoMnHasbHbIe pasmepbl

A [MM] B [Mm] C [mm]

OBanibHble rnagkue (SMO)
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115
215
290
360
450

200
250
300
360

HoMuHanbHbIN
o06bem [mn]

BOrHyTas
BOrHyTas
BOrHyTas
BOrHyTas

BOrHyTas

BOrHyTas
BOrHyTas
BOrHyTas

BOrHyTas

3agHA4a no-
BEPXHOCTb



10300-240 90 130 4 240 nnockas
10300-305 95 139 4 305 rniockas
10300-365 100 148 4 365 nnockas
10300-420 109 152 5 420 rnnockas

OBa/lbHble MUKPOTEKCTYpUpoBaHHble (MESMO) B KOMNNeKTaLMN ¢ pyKaBoM

15300-240 90 130 4 240 nnockas
15300-305 95 139 4 305 rnnockas
15300-365 100 148 4 365 M/10CKas
15300-420 109 152 5 420 nnockas

Kpyrnble rnagkve ( SMO)

10301-225 107 107 3 225 nnockas

10301-275 112 112 4 275 nnockas

10301-340 118 118 4 340 nsockast

10301-390 128 128 4 390 nsockast

10301-560 141 141 4 560 naockas
MpuHaanexxHocTu:

PykaB nosmaTuIeHOBbIW BCOMOraTe/lbHbln CTepusbHbIi (Delivery sleeve) ans ycTaHOBKM
NMMNIAHTaTOB ArOAMYHbIX Y MEKTOPasIbHbIX C TEKCTYPUPOBAHHOM NMOBEPXHOCTHIO.

B KOMNneKTaunio ArofMyHbIX Y MEKTOPasIbHbIX UMMIAHTATOB, VMEHLLLNX
MUKPOTEKCTYPUPOBAHHYIO MOBEPXHOCTb, BXOAUT PyKaB MoMN3TUNEHOBbIV
BCromoratefibHblin cTepubHbIi (Delivery sleeve) ans ycTaHOBKM MMMaHTaTOB

NHPOPMALINA OM/TTEPUAJIAX

4 AnacTuyHbIe, LieSibHble UMM/IaHTaTbl COCTOAT M3 NONMMEPU3MPOBAHHOIO
noNMaMMeTUNCUNIOKCaHA. MoBEPXHOCTb MOXET ObITb INafKoOA UM TEKCTYPUPOBAHHOIA.

O6ono4yka MNNaHTaTOoB

MmnnaHTtatbl POLYTECH UMeT XUMUYECKN U MEXaHUYECKMN PEe3UCTEHTHYIO MATKYHO
060/104KY, KOTOpasAs COCTOMT U3 HECKO/IbKUX C/I0eB nonugumeTuncunokcaHa. Obonovka
WUMMN1aHTaTOB UMeEET crieunasibHbI 6apbepHbI CMo. MOBEPXHOCTL agkas uam
TeKCTypupoBaHHasa (Mesmo)

Vcnonb3oBaHne TEKCTYPUPOBaHHbIX CU/IMKOHOBbIX UMIM/IAHTATOB BeLET K CHUXKEHWUIO pycKa
pa3BUTUA KarcynsapHOW KOHTPaKTypbl 3a CYET OPUTMHAIbHON NOBEPXHOCTHOM CTPYKTYpPbI 1 0CO60WA
OpveHTaUMM 1 SJINHE BO/IOKOH B TKaHAX Karicysibl. VIMnnaHTaTbl C rN1ajgKol NoBepXHOCTbIO Takke
yCMNeLwHo ncnonb3yTed ¢ 1960-x rogos.

TonwmHa 060/104KN 3aBUCUT OT TUMNA UMMNIaHTaTa, ero NoBepXHOCTN K
pa3mepa. [Ana rnagkux nMmnnaHTaTos oHa coctasnset 0.3-0.9 MM, 4119 TEKCTYPUPOBaHHBIX
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(Mesmo) 0.35-1.0 mm. CpefHsa rnybuHa nop noBepxXHOCTWN y UMMIaHTaTtoB  Mesmo
cocTas/ifeT NPUeNN3NTeNIbHO 150 MKM.

OTK/I0HEHNE pa3MepoB UMMMIAHTATOB OT HOMUHaNIbHLK padmepoB (A,B>C) + 10 %
OTKNOHeHNe 06bema (Maccbl) OT HOMMHaNbHOM + 3 %

MPOYHOCTHbIE XapaKTePUCTUKM 060/104KN; OTHOCUTE/IbHOE YA/IMHEHME NMPU pa3pbiBe 060/104KN
He MeHee 450%, NPOYHOCTbL Ha pa3pblB He MeHee 3 MIa, ocTaTouHada geopmauunsa npu
pacTshkeHUM He 6onee 10%, NPOYHOCTb LIBOB M YMIOTHEHUIA COXPaHAETCA NPU YAMHEHUN [0
300% u Bblgep>Kku B TeveHue 10 cek.

HanonHuTenb

VIMnnaHTaTb! 3ano/iHeHbI OnpefeneHHbIM KOMIMYECTBOM YMCTOMO U BbICOKO 3/1aCTUYHOrO
CWINKOHOBOIO rens. HanonHuTenb, CUAMKOHOBBIN Feflb, COCTOUT M3 NONUAUMETUICUIOKCaHA.
3TOT CUWINKOHOBbIN refib 06/1aaeT Tak HasblBaeMbIM «3PEEKTOM NamsATI», TaK Kak crnocobeH
BO3BpALLATLCA K CBOEN MepBOHAYas1bHO 33jaHHOIN hopme Mocsie yMepeHHON KOMMPECCUN.

JOonoNHWTeNbHbIE npUHaAANEXHOCT MU

[Na TeKCTYPUPOBaHHbIX UMMNIAHTATOB MpWiaraeTca 04MH NONSTUEHOBbIN, OTKPbITLIA Ha
KOHLLaX pyKas.

MOKA3AHNA NN BOSMOXXHBIE TTPOTUBOIMOKA3AHWNA

TeCTUKYNsipHble UMMNNAHTaTbI

MokasaHuA:

. PeKOHCTPYKLMSA Moc/ie 0pX03KTOMUN;

. BpoxgeHHble fedeKTbl;

. AcnMMeTpus;

. PeKOHCTpYKUNA, Hanpumep, nocse TpasMbl;
. 3amMeHa nmMmniaHTara

ArognyHble UMNIaHTaThbI

MokasaHus:
. YBe/nyeHue;
KoppeKuunsa KoHTypa;
. PeKOHCTpYKUMA noc/ie Tpasmbl;
. 3amMeHa umnnaHTara.

lMekTopasnbHble MMMAHTAaThI
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MokasaHua:
» KOHTYpHasA nnactuka n Koppekuus;
* [edexTbl NoKpoBa (Hanpumep, Nocsie TpaBmbl);
*  KoM6uHMpoBaHHble gedopMaunmn rpyaHon KIeTKU U MOSIOYHOW YXene3bl
(Hanpumep,cuHapom MonaHza, Bnanas v KneBuaHas rpyaHas KneTka)

3amMeHa umnnadTara.
B03MOXHble NPOTUBOMOKa3aHUA:

B gononHeHme K 06LMM MPOTMBONOKa3aHNAM 151 NPOBeAEHNA NHBA3UBHbLIX BMELLIATENbCTB,
K/IMHUYECKME NPOTUBOMNOKa3aHUs MOryT BK/OYATb:
* MNcnxonornyeckyro HecTabuibHOCTL MaLMEHTa;
* MNOBTOpPHbIe HeyAauHble MOMbITKN KOHTYPHOW MIacTUKWY;
* MepcucTupyrowwan NHGEeKLMS UM CUCTEMHOE 3a60/1eBaHME;
* ANNeprum Uan HeoOpANHapPHbI UIMMYHHbIA OTBET Ha YCTaHOBKY UMM/aHTaTa;
» Hannuwe abcueccoB, LUMCT WK OMyxosieit B 06/1aCTW yCTaHOBKM MMMN/1aHTaTOB
N » C1CTeMHble 3a00/1eBaHNA COEANHUTENbHOM TKaHW;
* Tsxenble NOBPEXAeHUA 06/1yYeHWeM B Npeanosiaraemoii 061acTy yCTaHOBKM UMIMIAHTATa,;
* Mocneoxxorosble pybLbl B NpeanosaraeMoil 06/1acT yCTaHOBKM UMIMNaHTaTa;
* HecocToATeNbHOCTb TKAHEBOI0 NMOKPbLITUS B Npearnosiaraemor 061acTu yCTaHOBKM MMM/laHTaTa
(Hanpumep, NpefLUecTBYOLLAA PefyKLUNS) WK HapyLUeHHasA BacKy/ispusaums;
» HapyLueHMsa npoueccoB 3aXKMB/IEHUS PaH;
Hanunuuve nospexaeHus pebep
BepemeHHOCTb

MmMmnnaHTaThbl Mo MHOnBMAyanbHOMY 3aKasy
VIMnnaHTaTbl, M3roToB/EHHbIE MO MHAMBUAYaIbHOMY 3aKa3y (KaK NpaBw/io, Ha OCHOBaHWM
MysDKa), UMetOT Te XKe KPUTEPUM KayecTBa, YTO M BbilleyKasaHHas NpoayKums. COOTBETCTBEHHO,
nHopmaLms, cogepalllasicss B 3TOM opoLutope, AeACTBMTENbHA A/151 BCEX MMMIAHTATOB,
NPON3BOAUMbIX MO0 UHAVBUAYA/IbHOMY 3aKasy.

YTAKOBKA N AOCTABKA

VIMnnaHTaTbl NOCTaBASKOTCSA B ABOMHOW YNaKOBKe, CTEPU/IbHBIE M MOLUTYYHO YMaKoBaHHbIE.
BHYTpeHHSA ynakoBKa He [JO/HKHA BCKPbIBATLCS UM ObITb NOBPEX/AEHHOM HENMOCPeACTBEHHO A0
MOMEHTa UMMaHTaUuK.  YNaKoBKa KaXK4oro HaMMeHOBaHWSI UMEET COBCTBEHHYHO MapKUPOBKY,
yKa3blBaloLLyt0 MPON3BOANTENSA, 06BEM UM Pa3Mep COOTBETCTBEHHO, KaTa/IOKHBIA HOMep U
HOMep cepun. ITa MapPKUPOBKA [10/1KHA 6bITb HEMOCPEACTBEHHO MPUKPEN/IeHa B KAPTOUKY
nauueHTa U NacnopT UMMIaHTaTa.
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3HayeHns CUMBO/I0B CriefyHoLLve:

REF ApTUKYN
Howmep cepuun
1SN 1
Cpok rogHocTu (MecsiL/roa)
STERILE 1 Crepunusaums cyxmm Ternsiom

CHu

0 %(35\le0””

~n35°C

CE

He ncnonb3oBaTb NOBTOPHO

CM. VHCTPYKUMIO MO NPUMEHEHUIO

YposeHb BriaxkHocTn (0%-70%)
MakcrmMasibHas TeMneparypa XpaHeHUs
35° C

Mapkupoeka EC: un3genve cooTBeTCTBYeT
OCHOBHbIM TpeboBaHusAM AupeKTus EC

A wmpmHa cMm ( iMbo mMm)

B BbicoTa CM( N1M60 MMm)

C MaKcuMMasibHasA NpoeKunsa cMm( imbo Mm)
VOL 06beM B M/

MESMO MOBEPXHOCTb MUKPOTEKCTYPUpPOBaHHasA
SMO NOBePXHOCTb rNajkas

CTEPUNTN3AUNA, CPOK TOAHOCTW, XPAHEHWE

BHUMAHWE: ImnnaHTaTbl NOCTaBAAKTCA B CTEPU/IbHOM ABONHONM YNaKOBKe.

B onepaunoHHO CTepUIbHOCTL MPOAYKTa rapaHTUPYeTCs L0 MOMEHTA, MOKa BHYTPEHHSSA yrNakoBKa
nMmnaaHTaTa He 6bl1a BCKPbITa UM NoBpeXxaeHa. B onepauyoHHON Beeraa AoskeH ObiTb eLe 0auH
TaKoW >Ke MMM/aHTaT Ha c/lyvai Heo6X04MMOI 3aMeHbl B NPOLLecce XMPYPruyeckon npoueaypbl. 4ns
NPOAYKLNN C NOBPEXAEHHOWN YNakOBKON CTEPUNbHOCTb He rapaHTupyeTca. Ecnm ynakoBka
NnoBpeXxaeHa, Mbl He PEKOMeHYeM AafibHeliLee 1Crosib30BaHWe Takoro uMniaHTara. B cnyyae
COMHeHUI, obpatnTecb B KoMnaHuio POLYTECH Health & Aesthetics nin K ceoemy MeCTHOMY
ANCTPUOBLIOTOPY.

MpoayKumMs NPOXOAUT CTEPUINZALMIO CYXUM TersioM. CTePUIbHOCTb MPU HEMOBPEXAEHHO
yNaKoBKe rapaHTUpyeTCs Ha NPOTSHXKEHMM 5 NleT 0T MOMeHTa cTepunmnsaumm. MakcumasibHbI CPOK
XpaHeHus yKasaH Ha MapkupoBke (YYYY-MM).

VIMnnaHTaTbl JO/MKHbI XPaHUTLCA NPY KOMHATHON TeMnepaType B 3allMLLeHHOM OT Bfiarv MecTe; npu
OTHOCUTE/IbHOM BNaXXHOCTW He Bblle 70% 1 TeMnepatype He Bbile 35°C. Tak Kak ynakoBka
NpoHVLaeMa 151 rasos, NPOAYKLMA He JO/KHA NOABePraTbCa BO3LENCTBUIO Mapa Uin rasos.
ViMnnaHTaTbl XpaHATCA B FOPU30HTa/IbHOM MOJIOXKEHWM, TaK Kak 3TO MO3BOJIAET JlyyLLe
NOEHTU(MLMPOBATL MaPKUPOBKY.
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¢

VIMnnaHTaTbl MPOM3BOAATCA UCKIHOUMNTENIbHO A1 O4HOKPATHOIO MCMNOJIb30BaHMA.

TpaHcriopTnpoBaHue nsgenunsa npu temnepatype: -29°C+2 °C n 60 °C+2 °C, oTHOCUTeNIbHasA
BNaXHOCTb: 30%+5% - 85%0+5%.

Hun npu Kakux 06CTOATENbCTBAX MPOAYKLUMSA HE MOXET ObITb UCMOb30BaHa UM CTEPUIM30BaHA

NOBTOPHO:
. Tak Kak HEBO3MOXHO MPOAE3NHMULMPOBATL NMIMIaHTaTbl 6e3 NO60YHLIX 3NPEKTOB,
OTPaXKAIOLLMXCA Ha KayecTBe 060/104KN.
. MpoayKuMs He MOXET CTepuUIn30BaTbCs 06bI4YHbLIM CNOCO60M U3-3a ee BaKyyMHO
YyBCTBUTE/TIbHOCTU.
. Bo BpemA ycTaHOBKW WK yaasieHUst MMNaHTaTa ero LesfioCTHOCTb, M 060/104Ka B
0CO6EeHHOCTK, MOABEepPraeTcs MaKCMMalbHON MeXaHNYeCKON KOMMPeccun, KOTopast He MOXeT
ObITb MOMHOCTLIO paccyMTaHa rosib30BaTesIeM.

MexayHapoaHble CTaHAapTbI NpesycMaTpMBatoT onpeae/ieHHbIV YPOBEHb MeXaHUYECKO
6e30MacHOCTU HOBbIX MMM/AHTATOB, KOTOPbIA He MOXET ObITb rapaHTMPOBaH Moc/e YCTaHOBKU
VN YAANEHUSt UIMMNIAHTATOB, TaK Kak OHW NOABEPra/iCb MeXaHNYeCKOMY BO3AeCTBUIO BO BPEMS
npoueaypbl UMNIaHTauMKn. Mo3ToMy Npy NOBTOPHOM MCMO/Ib30BaHMM Tpebyemasi 6e30nacHOCTb
He rapaHTVpyeTcs.

VHOOPMALIIA /A MALEHTOB

Kaxapblil naumeHT uam ero npeacTaBUTe b Nepes XMPYpPruvyecKUM  BMELLATEIbCTBOM LOJDKEH
ObITb MH(POPMUPOBaH BPa4OM 0 BO3MOXKHbIX OC/Ie0NepaLNOHHbBIX OC/TOKHEHUSX BOOOLLe, a
Takke HEMOCPELACTBEHHO  CBSA3aHHbIX C YCTAHOBKOM MMM/IaHTaToB. MauneHTbl JO/DKHbI UMETh
peasibHbIe

npeAcTaB/ieHNst 0 BO3MOXKHbIX KOCMETUYECKNX pesynibTaTax. MayneHTbl  JO/MKHbI ObITb
WHOPMUPOBaHLI 0 TOM, UTO UMMJ/IAHTaTbl He UMEKOT  6e3rpaHnUYHbIX CPOKOB CYLLECTBOBaHUSA, U
YTO CO BPEMEHEM WX, BO3MOXKHO, MPUAETCA 3aMeHUTb. [MauueHTam Heo6Xxo4MMOo
peKoMeHA0BaTb PerysiipHo noceLwarb CBOero spava (Kaxkable 6 unm 12mec.) 41a KOHTPOA
COCTOSIHUA MMM/IaHTaTa Y OKPY>XatoLMX TKaHel. MauneHT Jo/MKeH ObITb NpeaynpexaeH,  4To
HeaZleKBaTHOe MoBefeHNE, Pe3Kne ABVXKEHNS N TpaBMaTM3aUMa  OKPY>KatoLLMX TKaHein MoryT
NPUBECTU K paspbIBY MMM/IaHTaTa Nnog KOXen W, criefoBaTeslbHO, ero NpeXxaeBpeMeHHOMY
yaaneHuio.
Bpauy peKomMeHAyeTCsi Hay4uTb MauMeHTOB OT/INYATbL UMMIAHTAT  OT COOGCTBEHHbLIX TKaHel U
NPOBOAUTb CaMOCTOSATE/IbHbIA OCMOTP C LIENbO BbISIB/IEHWUSA  OMyXO0J1ei

|_|aCI'IOpT nMmnaHTaTa

MacnopT nmnnaHTaTta, npunaraeTca K kaxgomy nsgenuio «POLYTECH Health & Aesthetics
GmbH»; oH 3anonHAeTcA BpavoM C yKasaHeM aTbl UMMAaHTaLMM U BUAa UMNIaHTaTa.

ﬂ,VIaFHOCTVIHECKMM CKPUHWHT

CUW/IMKOHOBbIE UMMNJIAHTaTbl MOTYT B/IMSITb HA KAYeCTBO BU3yasm3aLum TKaHeli Npyu NpoBeseHnn
PasIMYHbIX UCCNEA0BaHWIA, N KaK CNeAcTBuMe, ObiTb NPUUMHOW NOXKHbIX pPe3y/ibTaToB. Mo3Tomy
Heo6X04MMO, UTOObI NALMEHTbI MHPOPMMPOBAIN MEANLMHCKIMI NEPCOHAN O CYLLECTBYOLLEM
MMM1aHTaTe.

8
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BO3SMOXHBbBIE OCNTOXHEHNA

B0O3MOXHbIe OCNIOXHEHWSI MOTYT ObITb CBA3aHbI C MHANBUAYa/IbHbIM aHaMHE30M, MeAULUHCKUMMU
npenapatamu, TeEXHUKOW NPOBEAEHMS ornepaLmm UM BefeHWEM MOC/1eonepayMoOHHOro nepuoga.
Mpn ycTaHOBKE MMMMAHTATOB CYLLECTBYIOT UHTPA - 1 NOCTOMEPaLMOHHbIE PUCKN BO3MOXHOIO
pasBUTUA TaKNX OC/TIOKHEHUI, KaK:

. HeKpo3 KOoXu, NposieXeHb 1 BbINafeHNe MOXeT pa3BUTLCA BCEACTBME YPE3MEPHOI0
HaTSHKEHNSI NOKPbIBAtOLLE UMMNAAHTAT KOXW, (HanpymMep, Npy HECOOTBETCTBUMN 60/1bLLONO
pasmepa umnaaHTaTa Be/IMvmMHe NoaroToB/IEHHONO A1 HEFr0 KapMaHa 1Uam CIMLWKOM 6bICTPOM
pacTsHKeHUW TKaHel akcnaHaepamm); BCNeACcTBME HAPYLLEHHON UM CHYKEHHOW BacKynsapusaunm
KOXW (Hanpumep, B C/lyyae TpaBMaTusaumm KOXHOI0 JIOCKyTa BO BPEMSI XMPYPrUYeCcKoro
BMeLLaTeNlbCTBa). JleveHue CTepomaamMmm MOXeT TakKe NPUBOANTL K PasBUTUIO HEKPO3a.
KypunbLLMKN NMEKOT 60/1ee BbICOKUIA PUCK BO3HUKHOBEHWS HAPYLLEHN KPOBOOOpaLLIEHNS B
NOKPbIBAOLLMX UMMIAHTAT CNOAX KOXKW. Mpr Nof06HbIX 0CIOXKHEHUAX MOXET BO3HUKHYTb
Heo6X04MMOCTb PEBM3NM NMIaHTaTa.

CemaTomMa MOXXET MOBbILWATbL PUCK NPUCOEAMHEHNS MHDEKLUN 1 Pa3BUTUSA KanCysipHOro
(hnbpo3a. B cBA3M C ITUM remaToMbl JO/DKHbI 6bITb NPOSiIeYeHbl HeMeA1eHHO. CKonsieHve
60/1bLLOr0 KOMMYeCTBa XUAKOCTM NOCe onepauun uam reMatoma, B c/iyvae 0TCYTCTBUSA NIeHeHUS,
MOTYT NPUBECTU K BbITECHEHUIO W/ CMELLLEHNIO MMMNIaHTaToB. HepaccocaBLuascs remaTtoma
MOXKET NnoTpe6oBaThb NPoBeAeHNE HEMeL/TeHHOW 3KCnIaHTaumn. TuwaTenbHbIA reMocTas BO Bpems
orepawmm ocTaeTcs OCHOBHbIM METOLOM MPONIAKTUKMN.

. Cepoma. B pesynbTarte TpaBMaTusaLmm UM n3obITOYHOIO ABKEHUSA B
nocsieonepauoHHOM Mepuoge MOryT BO3HUKATb OTEKM U 60/1b. BO3MOXKHbLIM Nle4eHVEM B JaHHOM
c/yyae SIB/ISIeTCA: MMMOBUNN3aLNS, KOMNPECCUA, APEHAX W, eCi HE06X04MMO, yaasieHne

nMnaHTaTa.
OTeK MOXET 6bITb BbI3BaH HaKOMIEHVEM CEPO3HOM XMAKOCTU (CM. cepoma).
. CmeLlleHne unu gamTenbHasa 60/b MOXET ObITb C/IEACTBMEM HeMNpasuibHO

NoAo6paHHOro pasmepa Uan HenpaBUIbHOIO pa3MeLLeHNst UMniaHTaTa. Ecnmn sHgonpoTes
C/IMLLKOM BENMK, NMPUYNHON 3TUX CUMNTOMOB MOTYT ObITb KarcynspHas KOHTpaKTypa 1
BOCMa/IMTeNbHasA peakuysi, CBsI3aHHas! C YpPe3MepPHOI NOABMYXHOCTbLIO MMMNIaHTaTa.

. Cknagku (B nMTepaTypHbIX UCTOYHMKAX, 0603HaYaeMble KaK «MOPLLMHUCTOCTb»)
nanbnupyemMbie Kpasi UMMNJiaHTaTa Uan UCKPUB/IEHME UMMIaHTaTa MOXeT 6bITb CBSI3aHO C
HECOOTBETCTBMEM MEXAY UMMNIaHTaTOM 1 pasMepPOM MOArOTOB/IEHHOIO /151 HEFr0 KapMaHa WUn
HeAoCTaTOUYHbIM TKaHEBbIM MOKPbLITUEM.

. MHdekumn. Pa3Bntne WHMEKLMIA HEACHOR 3TMOMOrNK MOCc/e UMMIaHTauun TpebyeT
HemMef/1IeHHOro  siedeHns. MOXeT NOHagobMTbLCA NCMOb30BaHE aHTUONOTUMKOB, ApeHaxa unn
aKcnnaHTaums. Jo/mkeH ObITb NPOM3BEAEH NOCEB PaHEBOI0 COAePXKMMOro. Hanbonee yactbiMun
BO36yanTenamu asnaoTea: Staphylococcus aureus. Staphylococcus epidermis nnm cTpenTOKOKKMU.
He Bce MHeKLUMKM NOAAAIOTCS NeHeHNto 6e3 yaaneHns nvniaHTara.

MoKpacHeHMe KOXW, B INTepaType ONMCbIBaeMOe KakK «CbliMb», MOXeT HabnoaaTbes ¢
pa3/IMYHON YacTOTON, B 3aBUCUMOCTU OT CTPYKTYPbI MNOBEPXHOCTU ITO NOKPACHEHWE KOXMW He
LO/DKHO MPUHUMATBCA 3a MHGeKLUMI0. OHO OT/IMYAETCA OT MHMEKLMW Ha/TMUYMeM 3yja u
OTCYTCTBMEM CUCTEMHbIX CUMMTOMOB MH(PEKLUMKN. Kak npasusio, nosisnseTca Ha 7-10 geHb nocne
UMNIaHTaUMn N YOepXUBAETCH Ha NMPOTSXKeHUU 2-3 Hefienlb. B cnyyasx, Korja eyeHue
abCcosloTHO HeobX0AMMO B IUTepaType PEKOMEHLYETCS UCMOMb30BaHWE CTeEPOULOB.
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. KancynspHasa KoHTpakTypa / ¢mbpo3: Obpa3oBaHme COeAMHUTENTbHO-TKAHHOM Kancysbl
BOKPYT MMM/1aHTaTa - 3T0 HOPMa/lbHasi peakLys opraH1M3Ma Ha Yy>XepogHoe Teno. B pesynbTate
06pas3oBaHNA KancynspHON KOHTPaKTypbl MOXeT U3MEHUTLCA hopMa U PacnosioXKeHne
nmniaHTaTa.

KnnHunyeckn 3Haunmasi KoHTpakTypa Karncynbl (Baker 111, 1V) MoXeT BbI3BaTb 60/1b U MPUBECTU K
3CTETMYECKUM N3MEHEHMAM BHELLUHEro Buaa. MoxeT 6bITb HE06X04MMO YAaneHne UMrnaHTara.
3aKpbITan Kancy/sioToMust He PeKOMEeHAYeTCSH B CBA3M C BO3MOXHOCTbLHO MOBPEXAeHUS
nUMMNaHTaTa.

Ecnn Henb3s n3bexxaTb Takoi Karcy/10TOMUK, TO BMOC/1e4CTBUN HEO6XOAMMO NPOBECTH
AMarHoCTUYeCKMe UCCnefoBaHUA A1 UCK/THOUYEHUS BO3MOXKHbIX MOBPEXAEHUA UMINaHTaTa.

[eceHcnbunmnzaumns UM rmnepceHcnbmnnmsal s MoXkeT HabnoaaTbCs BPEMEHHO UM MOCTOSIHHO
(nonHaa nnm YacTnYHas, HanpyMep, B 06/1aCTN MOLLIOHKN.

Pa3pbIB MMMnaHTara WM UcTeyeHe ero CoAepXXMMOro sBNseTcA abCoMoTHbIM NoKasaHvem AN
akcrnaHTauun. o Hallemy MHeHW, Hambonee 4YacTbIMU MpPUYMHAMK paspbiBa ABASAKOTCA
noBpeXxzaeHne MMniaHTara (B0 BpeMs onepauuuv, Harnpumep, Npy CAULLKOM KOPOTKOM paspese,
NOBPEXAEHUN XUPYPrUYECKUM WHCTPYMEHTapueM, WM TMoc/e Oonepauuy, Hanpumep, npw
Hano/IHeHMM 3KCNaHAepa, B cyvae NyHKUWA, GUONCUIA, 3aKPbITON KancyI0TOMUN U T.4.), a Takke
TpaBMa WM YCTasiocTb  MaTepuvasia SBASKOTCH, MO HalleMy MHEHW, Haubosnee 4acTbiMu
npuyYMHaMM  3TOr0  OCNIOXKHeHMs. [locne  paspblBa WMMIAHTaTa,  3ano/IHEHHOro  resiem,
KOHCWCTEHLMSA CUNIMKOHOBONO Fefist MPensTCTBYET ero pacnpocTpaHeHnto. OAHaKo, Henb3s
rapaHTVMpoBaTb, YTO reflb B JAHHOM C/lyyae MoJIHOCTbIO COXpaHuT opMy. B cnydae paspbiBa
WUMMaHTaT JO/MKEH ObITb 3aMEHEH.

lMponoTeBaHMe CUIMKOHA: BO3MOXXHOCTb MPOMOTEBAHUS HU3KOMOJEKY/IAPHBIX CUIMKOHOBBIX
KOMTMOHEHTOB He MOXeT ObITb MO/IHOCTLIO UCK/IIOYeHa. B HOpMe MVYHMMasIbHOE KOMIMYECTBO rens
OCTaeTCA BHYTPW Karcy/bl BOKPYr uMMiaHTata. [paHynemMa Hen3BecTHOro reHesa SB/SETCA
nokasaHvem /18 61MONCUn N 3KCIJTaHTaLUN.

PuvcK pa3BuTuA paka: anuaeMunonormyeckKune UCCnefoBaHNA MokKasan, YTo YacToTa pasBUTUS paka
Y OKEeHLUMH, UMEKLNX MMMNIaHTaTbl, He MpeBbIllaeT TaKOBYH B KOHTPOSIbHOW rpynne. [ns
CpaBHEHVA: Y XUTeNel pa3BUTbIX CTPaH 3anafHou EBponbl pyUcK pasBUTUA paka rpyav coctasnsieT
1:9.

Bo3MOXHaa CBA3b ayTOMMMYHHbIX 3a60/71eBaHWii 1 3a00/1eBaHU  COeLMHUTENIbHON TKaHU C
UMMaHTaTaMy MOJIOYHOWN >Kefe3bl B HacTosilee BpeMsi o6cyxpaaetcs. OfHako, B HacTosLlee
BpPeMs JOKa3aTeNIbCTB HAIMUNA NOA06HOM CBA3W He CYLLECTBYET.

B03MOXXHO BO3HMKHOBEHWE 06POKAYeCTBEHHON Ka/lbLM(MKaLMN BOKPYT UMI/IaHTaTa.
AHannactnyeckas KpynHoknetoyHasa numdgoma (ALCL): WccnepoBatenn FDA pfokniagbiBaloT 0O
Ha/IMYMM BO3MOXKHOWM CBSI3M MEXY MWMMIaHTaTaMn MOJIOUHOM >Xenesbl 1 passutnem ALCL.
Crieupanuctbl FDA yBepeHbl, YTO YEHLLMHbI C UMMIaHTaTamMy MOJIOYHOW >Kefe3bl UMEKT 0YeHb
Hebo/bLLIOE  YBe/IMYeHVWE pUCKa pasBUTUA 3TOro 3abonesBaHus. Bpayam peKoMeHAyeTcs
NH(OPMMPOBATb CBOMX NaUMEHTOB O BO3MOXHOCTW Pa3BUTUA TaKoro 3aboeBaHus.
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TEXH/KA OINEPALMA

OTa npoayKuna npegHasHayveHa anga nMmniaHtTaunm NCKNIYNTENbLHO ONbITHBIMU CneUnaincTtamu.

HW npu Kaknx o6CTosATeNIbCTBAX UMMN/IAHTaTbl He J0/HKHbI ObITb  MOBPEXAEHHBIMWU HU 10, HX BO
Bpemsi UMnaHTaumn. Mepes MMNAaHTaumen Kakablii UMMNAaHTaT AO/MKEH ObITb TLUATEIbHO
OCMOTPEH Ha NMpeaMeT  BO3MOXHOr0 MOBPeXAeHUs. MoBpeXxaeHHast NPoayKLUMS He A0/HKHA

ncnonb3oBaTbesA!  3anacHoi MMNaHTaT J0/DKeH 6bITh JOCTYNeH BO BpeMs onepayumu!
MpAMOI KOHTaKT MMM/iaHTaTa ¢ 06pabaTbIBaOLLMMN CPeACTBaMU LO/DKEH  ObITb MCK/IHOYEH.

VIMnnaHTaumsi MOXeT OCYLLECTB/IITLCSA C UCMO/Ib30BaHNEM Pa3/INYHbIX XUPYPTrUYECKNX METOAMK.
Cam xupypr BblovpaeT MeToj, Hanbosiee COOTBETCTBYOLMNIA MEAMLMNHCKIM NOKa3aHUSIM U
WNHAVMBUAYIbHBIM MNOTPE6HOCTAM NauumeHTa.

MpeponepaunoHHoe 06cnefoBaHMe JO/HKHO rapaHTUPOBaTb BO3MOXKHOCTb paspesa 1 NnoKpbITUS
NUMMIaHTaTa TKaHAMU 6e3 HaTshkeHUs. Heo6X0AnMOo NCKIUNTL AaBrieHne, TPakLumio 1 apyrue
CTPeccoBble CUTYyaunn, KOTopble MOryT BO3eNCTBOBaTb Ha UMMaHTaT U 061acTb paspesa.
ViMnnaHTaums f1o/mKHa OCYLLECTBIATLCA 0YeHb aKKypaTHO. IMNiaHTaT MOXeT 6bITb MOBPeX/eH B
pe3y/nibTare Ype3MepHOro HajaBIMBaHUA pyKamu, MaHUNyNaUMin nan XmpypruvyeckuMmm
WMHCTPYMeHTamu. B cnyyvae noBpexaeHnsi 060/104KN 3/1aCTOMePa, HanoHALWMI MaTepuan
MOXeT BbITeUb U3 UMMNaHTaTa. [N yCTaHOBKM TEKCTYPUPOBAHHbBIX UMM/IAHTATOB Mbl
pPeKOMeHAYyeM UCMO/b30BaTb  MOMNITUIEHOBBIN «pyKaB» (CM. TEXHUKY [JONbCKOro), KOTOpbIi
npunaraeTca K UMnnaHTary.

LomKHbI CO6M04aTbCA CieayloLLMe OCHOBOMOMAralLL e npaslla:
. Paspes J0/KeH COOTBETCTBOBATL pasMepy M MOBEPXHOCTU MMM/IaHTaTa.
. feMocCTa3 [JO/IKEH OCYLLECTBIATLCS TLATENbHO.
Koarynsitop MokeT NoBpeanTb NMOKPbITME UMMIaHTaTa.
Pasmep umnnaHTarTa noA6mpaeTcs TLiaTe/lbHO. PEKOMEHAYETCA UMETb B HA/TNUNM
VMMNIaHTaTbl Pa3/IMYHbIX Pa3MepPoB, YTO NO3BOJISET BbIGpaTb HaMboee NOAXOASALLMNIA pasmep.
Pa3mep UMMIaHTaLMOHHOIO KapMaHa Jo/hKeH COOTBETCTBOBATb MMM/IaHTaTy. MMnnaHTart
[O/DKEH pacronaraTbCsi POBHO, 6e3 CKafoK.
. [LoMKHO BbITb 06eCNeYeHO COOTBETCTBYHOLLEE MOKPbITME TKAHAMU WK, B C/lyYae
Heo6X04MMOCTU, NPEANOYTUTENIbHBIM MOXET 6bITh MOAMbILLEYHOE PACMOJIOKEHNE.

Mpoh TakTrKa 3apa>keHuns

Ha noBepXHOCTb MMMIaHTaTa HU B KOEM C/lydae He A0/KHbI MoNacTb TaslbK, Mbllb UM XKKMP.
BaTHble BO/IOKHA, Ta/IbK U Apyrve BeLeCTBa MOryT — MPUTArMBaTLCS 3/1EKTPOCTATUYECKUMM
3apsgaMun. 3TO MOXET MPOBOLMPOBATb  YCUIEHHYH pPeaKkLuio opraHM3mMa Ha YyKepoAHoe Teno
nocsie UMNAaHTauum.

Heo6xog1Mmo cobnogatb 0co6yH 0CTOPOXHOCTb A/St UCK/THOUYEHNST  MOA06HbIX
3arpsisHeHNiA. Becb yyacTBYHOLLMIA NEPCOHa A0/IKEH  06pabaTbiBaTb CTEPU/IbHBLIE MEPUATKU
CTEPUIbHBLIM (PU3MONOTMYECKUM  PacTBOPOM Mepes NPUKOCHOBEHWEM K MMM/IaHTAaTY.
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PekomeHayemasi noenefoBaTe/lbHOETb AeieTBU
1 OTKpbITb HAPY>KHYH0 YNaKOBKY B acenTUYECKNX YCNOBUSIX
Y[anuTb HapY>KHYK  CTEPUSIbHYIO YNaKoBKY. MPUKPenTb MapKMPOBKY MMMIaHTaTa K
KapTouke  nauueHTa.
2. MepenaTb BHYTPEHHIOW  CTEPWU/IbHYHO YMAKOBKY Ha CTEPWU/bHBIA CTON A5t UHCTPYMEHTOB
B CTEPUNIbHBIX  yCroBUAX. Ty XXe npoLeaypy Heo6xoanmmo npogenatb Anst 0TAe/bHO
yNaKoBaHHbIX MPUHALNEXHOCTEN, eC/IN TaKOBble UMEHOTCS.

3. OTKpbITb BHYTPEHHIOK CTEPUSIbHYHO YMAaKOBKY B CTEPU/IbHBIX YENIOBUAX
HenocpeACTBEHHO Nepes UMMNIaHTaUuer, NPUroToBUTL CTEPU/bHBIA MMMIAHTAT B
COOTBETCTBUM C NIAHMPYEMOI METOAMKOM XMPYPrMUECKOro BMeLLATeNNbCTBA U NepefaTh
UMNNaHTaT XMpYpry.

onLIJe‘-IaHI/Ie ona TeCTUKYNAPHbIX UMIM/1IaHTaTO0B.
Ecnv He npeaycmaTpyBaeTcst (oUKcaUMsi MMIMIaHTaTa, TO NPOBOAHUK- Tep/IOHOBYIO Iy noese
MUMNaHTaUMM MOXHO yaanuTb: Mepes 3aKpbITUEM paHbl MPOBOAHWK BCErAa Hafo0 yaaisiThb.

MocneonepayoHHbIA Neprog

CocTosiHMe nauuyeHTa nocse UMMIaHTaumMmn 4O/HKHO KOHTPOIMPOBATLCA Ha NPOTSHXKEHUN
COOTBETCTBYIOLLEr0 NPOMEXYTKA BPEMEHU C Lie/Tbi0 CBOEBPEMEHHOW OKa3aHUA
KBa/IM(DMLMPOBAHHOM NOMOLLU (CM. OC/IOKHEHMS).

MapaHTUNN

MpoayKumsi NPOM3BOAMTCS U KOHTPO/IMPYETCA B COOTBETCTBUM ¢ TpeboBaHuAMu Medical Device
Act (3aKoHOAATeNIbCTBO MO0 MEAVLMHCKUM U3LeNnsm). Bce KOMMNOHEHTbI ObINN TLLATE/TbHO
0T06paHbl, U, TaK Xe, KaK 1 NPOM3BOACTBO, OTBEYAIOT TPe60BAHMAM HOBEMLLMX MEeAULMHCKNX
CTaH4apTOB M TeXHOMOruii. Bea nHgpopmaums, npyueefeHHas B JaHHOM UHCTPYKLUN N0
Mcnonb30BaHMIO UMNIAHTATOB, AO/HKHA ObITb MPUHATA BO BHUMaHWe. BO3MOXXHOETb 3aMeHb!
npogykuun POLYTECH Health & Aesthetics GmbH, paccmatprBaeTcsa TONbKO B C/lyvae TOUHO
[OKa3aHHOro NpPomn3BOACTBEHHOIO AetheKTa.

HeT H1KaKuMx rapaHTuii, 6yAb TO NPSIMO BbIPXKEHHbIX MW NOAPa3yMeBaeMbIX, B TOM UMC/e
KaKUX-nM6o rapaHTui N0 KOMMEPUEEKOMY NMpaBy, a TakKe KaKUX-MB0 rapaHTWii B OTHOLLIEHWM
N3MEHEHWIA, KOTOPbIE M0/1b30BaTe/lb MOXET BHECTU B NMPOAYKLMIO.

MpeAcTaBUTENN U AUCTPUOLIOTOPbI He YNOSIHOMOYEHbI U3MEHSITb NPUBEEHHbIE BbILLE
NpesoCcTEPEXEHNS 1 NPELOCTOPOXHOCTU. HY (hn3nyecKomy ULy, HU FOPULNYECKON CTOPOHE He
No3Bo/ISETCA 6paThb Ha Cebsl HUKaKUX 00513aTeNIbCTB UM OTBETCTBEHHOCTU KPOME MPOU3BOAUTENS.
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Bo3BpalueHne npogykuunm

Mo Bcem Bonpocam, KacatoLmmes obpalleHns NpoLyKumm, obpalyaitecb K Halemy
YnonHomodeHHoMY npeactasutento B PP: OO0 "Bbrotn Marpukce'', 19002 r. Mocksa,
KanowmH nepeynok g4, ctp. 1;info@bmatrix.ru. Ten. +7 499 918-77-70;

YTnnnsayms

V3aenusi ¢ UCTEKLUMM CPOKOM FOAHOCTM MOAJ/IEXAT YHUUTOXEHUIO KaK 3NnAeMUOI0rNYecKn
6e3onacHble 0TX0Abl, MPUB/VKEHHbIE MO COCTaBY K TBEPAbIM ObITOBbLIM 0TX0faM.
Vicnonb3oBaHHbIe, MOBPEX/AEHHbIE U3LENNA UM UX YaCTW NOANEXAT YHUUTOXKEHUIO KaK
3MWAEMMONOTMYECKN OMacHble 0TX0Abl B NMOPSAKE, YCTAHOB/IEHHOM MECTHbIMU, (efepasibHbIMU U1
rocyapCcTBEHHbIMU NPaBUIaMU 1 3aKOHOAATE/IbHbIMY HOPMaMM.

B cBOoei fieATeNbHOCTM Mbl PYKOBOACTBYEMCA HOpMaTMBaMy KayecTBa, yCTaHOB/IEHHbIMU
ctaHgaptom DIN EN ISO. MNpownssoacTBO U yrpaBieHue Npon3BoACTBOM N KAYECTBOM
perynnpytoTca 3aKoHOM 0 MegnumMHcKuX nsgenmax (Medical devices Act) 1 EN 1SO 9001 /
EN ISO 13485, HaunHasa oT Bblbopa CbipbeBOro Matepuasna, pa3paboTKn, N3roToBNEHNS,
cTepuan3aLnmn, XpaHeHa U1 L0 AUCTPUOYLMN KOHEYHOI0 U3fenuns 1 NpeaocTaB/ieHNs yenyr
3aKa3uuKy.

HacToawmm 3aaBnst0, YTO HacToAwas VHCTPYKUMSi MO NMPUMEHEHMIO OTHOCUTCS K MMIM/aHTaTam
ANS KOHTYPHOW NNacTUKU (SroguyHbIM,  MEeKTOpaslbHbIM U TeCTUKYNSIPHbIM) C FNagkod u ¢
TEeKCTYPUPOBaHHOM MNOBEPXHOCTbIO Mesmo. VIHCTPYKUMS COOTBETCTBYeT MOC/efHein Bepcum
[AAHHOr0 JOKYMeHTa Ha MOMEHT MOEero 3asiB/ieHusl.

[n6ypr, 29.03.2017

<Mopgnuce>
Joktop Onueep BérepcxayseH

CTapLumii AUpeKTop No NPOU3BOACTBY
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Nr. 299 B HoTapuasnibHOM peecTpe 3a 2017 rog,

HacToswwymM 3aBepsto NOCTaB/IEHHYIO CErofHsi B MOEM MPUCYTCTBUM BbILLENPUBEAEHHYIO
noAannchb

r-Ha ap. Onuneepa BérepcxayseHa, N3BECTHOTO MHE JINYHO,
pata poxaeHua 14.09.1963,
agpec ochuca: 64807 Anbypr, yn. AnbTxainmep wrtpacce 32.
Onéypr, 29 mapTta 2017 T.
<Mopnuce>
Hotapuyc

HaknagHas nevarb:

XNNBbMAP ®AX
HOTAPNYC B ANBYPIE

MepeBof C aHIIMIACKOTO N HEMELIKOTO A3bIKOB Ha PYCCKUIA
BbINO/IHWA NepeBoUYnK Mopo3os Anekceli KOHCTaHTMHOBWY,
nacnopt cepusa 45 11 Ne 353642, BbigaH otaeneHnem YOMC Poccun no rop. Mockee no panoHy
OcTaHkmHckuin 17.09711, kog nogpasgen”ns 770-084

I Poccuiickan deaepaumst
ropoz Mocksa
OpanHHaAUATOro anpens ABe TbiCAYM CeMHaALaToro roga
A, Jemugosa Hatanma BragmumposHa, HoTapuyc ropoga MoCKBbI, CBUAETENLCTBYHO
MO4/IMHHOCTL MoAnucy repesogynka Moposoa Anekcess KoHCTaHTUHOBMYA.

Mognuck caenaHa B MOeM MPUCYTCTBUN.
JInyHoCTL MognmcasLLero JOKYMEHT YCTaHOB/IeHa.

3apernucTprpoBaHo B peectpe: Ne Y 'h3N0
B3bICKaHO rocyfapCTBeHHON MOLLIMHBI (N0 Tapudy

YnnayeHo 3a OKasaHvie YC/yr NMpaBoBOro U TexH:

H.B. [em'
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Bcero npowHypoBaHo, NPOHYMEpOBaHo U
CKpenjeHo neyaTbio 31 (TPUALATL OAUH) INCT

HoTapuyc
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