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Instructions for Use of Expanders

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 aesthetic, 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 temporary implants (expanders): expanders equipped with a valve are delivered empty
and are gradually filled intra- and postoperatively after their implantation. They have a
smooth or textured surface. For more information on the shell and the surface, please
refer to the chapter “Information on materials”. Design as well as production, delivery and
customer service are subject to our quality management control according to EN 1SO
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.

INFORMATION ON MATERIALS

Implant shells

POLYTECH implants and expanders have a chemically and mechanically resistant, soft
silicone elastomer shell which consists of several polydimethylsiloxane layers. The shell
surface is smooth or textured. Wall thickness of the shell depends on the size of the
product: for smooth shells it is approximately 0.3 - 0.9mm, for textured (POLYtxt®) shells
it is roughly 0.45 - 1.2mm. The average surface roughness of textured shells is approx.
250pm. Mechanical stability: elongation > 450%, tensile strength > S5MPA, tensile set
<10%: Strength of seams and seals must not fail when elongated to 300% and held for a
period of 10s.

Filler material: for the filling of expanders, we recommend to use a sterile, pyrogen-free,

0.9% physiological saline solution.

Allowable maximum filling of the expander for the safe use of it after implantation is not

more than two-fold excess of the nominal volume.
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Expanders, sterile
Packaging includes:

Instruction on use for expanders - 1 ( ea);

Instruction on use for Delivery Sieeve - (1ea);

Labels — 8 (ea);

Expander passport — 1 (ea); .

Delivery sleeve for POLYtxt implants , Reference ID 72001 -1(ea) (if necessary);
Magnet finder for expanders with integrated valve , Reference 1D 20738-012 - 1
(ea) (if necessary);

Injection valve with silicone lengthened tube and connector for expanders

' with remote valve. Reference ID 1409 - 1 (ea) (if necessary);
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Reference codes for expanders:
Méme POLYtxt (textured) — integrated valve with magnet
Referonce D | Volume [m] Alem) | Blem] Clom)
40627-200 200 96 96 48
40627-300 300 14 14 54
40627-400 400 12,1 12,1 58
40627-500 500 13,1 13,1 6.2
40627-600 600 136 1368 | 6.4
40627-700 700 14,8 14,6 68
40627-300 800 15,1 15,1 7.0
- N Méme POLYDd (textured) ~ remote valve .~ ‘
41627-100 ' 100 T 76 76 40
¢ 41627-200 200 9,6 0.6 438
41627-300 300 111 11 54
41627-400 400 121 121 58
41627-500 500 13,1 13,1 6,2
41627-600 600 13,6 13,6 6.4
41627-700 700 14,6 14,6 6.8
41627-800 800 151 15,1 7.0
_Méme jmooth surfgoe - integrated valve with magnet .
50627-200 200 9,6 9.6 48
50627-300 300 11.1 14 54
50627-400 400 12,1 12,1 58
50627-500 500 13,1 13,1 6.2
50627-600 600 13,6 13,6 64
9 50627-700 700 14,6 14,6 68
50627-800 800 15,1 151 7.0
51627-100 ' 00 7.6 76 40
51627-200 200 9,6 9.6 48
51627-300 300 1.1 14 54
51627-400 400 12, 12,1 58
51627-500 500 13,1 131 6.2
51627-600 600 136 13,6 64
51627-700 700 14,6 14,6 638
51627-800 800 15,4 15,1 7.0
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| Repiicon POLY®X (textured) - integrated vave with magnet
Reférence 0 ' ' Volume [mi] Alem] | Biom] Clem)
40837200 Y 200 10,1 10,1 5.0
40637-300 300 11,6 11,6 56
40637-400 400 12,6 12,6 6.9
40837-500 500 136 136 8.4
40637-600 600 14,6 146 6.8
40637-700 700 151 15,1 7.0
- _____ReploonPOLYod (isdured) - remolevaive
41637-200 200 ] 101 | 101 50
41637-300 300 1,6 11,6 5.6
41637-400 400 12,6 12,6 6.9
¢ 41637-500 500 13,6 13,6 64
41637-600 600 14,6 14,6 68
41637-700 700 15,1 15,1 7.0
§ ~ " Repliconf smaoth suface - integrated valve with magnet o
Reference ID ’ Volumeml] Acn |Bem [Com
50637-200 200 10,1 10,1 50
[ 50637-300 300 11,8 11,6 56
" 50637-400 400 12,8 12,6 6.9
50637-500 500 13,6 136 64
50637-600 600 146 14,6 6.8
50637- 700 15,1 15,1 7.0
51637-200 200 10,1 10,1 50
¢ 51637-300 300 116 11,6 56
51637-400 400 12,6 12,8 6.9
51637-500 500 13,6 136 64
51637-600 600 148 14,6 6.8
51637-700 700 154 15,1 7.0
4
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, ~ Optioon POLY! (lextured) — intsgraied vaive with magnet _
Reference ID Vokime [mi] —Ajem) | Biom) Ciom]
30647-200 200 14 9.3 54
40647-300 300 126 10,6 6.0
40647-400 400 136 14 64
40647-500 500 14,6 123 68
40647-600 600 156 134 7.2
40647-700 700 16,1 135 | 74

, ~— Opticon POLYixt (textured) - remote vaive |

41647-200 200 ~ 14 | 93 | 54

41647-300 300 126 10,6 6.0

41647-400 400 138 14 64

41647-500 500 148 123 68

¢ 41647-600 600 15,6 13,1 7.2
- .. ~Opficon bmooth suface - integrated vaive witf magnet - - -

50647-200 200 T 9.3 5.4

- 50647-300 300 126 10,6 6.0

50647-400 400 138 14 54

50647-500 500 148 12,3 8.8

50647-600 00 158 134 7.2

51647200 200 T 9.3 5.4

51647-300 300 126 | 106 6.0

51647-400 400 136 114 6.4

51647-500 500 146 123 6.8

¢ ’ 51647-600 600 158 13 72

5
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— Opfimam POLY® (textured) = Integrated vaive with magnet
Reference iD — Volume [mi] | Alem) Blcm) Clcm)
40677-200 200 10,1 11,7 50
, 40677-300 300 1.1 12,9 54
| 40677-400 400 12,1 14,0 58
' 40677-500 500 134 15,2 6.2
40677-600 600 13,6 1538 6.4
40677-700 700 146 169 6.8
40677-800 800 15,1 17,5 7.0
- . . Replicon MeshForce POLYixt (textured) - integrated valve with magnet

42637200 | — 200 101 | 104 50

42637-300 300 11,8 11,6 56

42837-400 400 12,6 12,6 6,0

’ 42637-500 500 13,6 13,6 6.4
42637-600 600 148 146 6.8

42637-700 700 151 15,1 7.0

"~ Opton Meshroron POLYEH (lexhifed) ~ ieoraied vaive wih magnet
42647-200 200 TTK] 9,3 54
42647-300 300 12,6 10,6 6.0
42647-400 400 136 1,4 6.4
42647-500 500 14,6 123 68
42647-600 600 15,6 13,1 7.2
42647-700 700 16,1 135 7.4

¢
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" Reclangular POLYGA (18xiured) — infegrated vaive with magnet
40630-160 160-200 51 38 10
40680-200 200-220 50 7.0 6,0
40680-250 250-280 59 50 9.6
40680-320 320-400 6.2 a7 134
40680-400 400-430 55 56 13,6
40680-500 500-540 6,9 51 158
40630-600 600-650 50 7.0 18,0
40680-700 700-720 5,0 5,0 28,0
40680-800 800-960 8,7 5,7 18,5
o TeoRuaPONY (e reneve T
, 41680-050 50-60 3.8 38 38
’ 41680-100 100-130 48 53 6,0
41680-160 160-200 51 38 11,0
41680-200 200-220 50 7,0 6,0
41680-250 250-280 59 50 9,6
41680-320 320-400 6.2 4,7 14,1
41680-400 400-430 55 56 136
41680-500 500-540 6.9 51 15,8
41680-600 600-650 50 7.0 180
41680-700 700-720 50 50 28,0
41680-300 800-960 8.7 5.7 18,5
T Ractanods,smoofh suiecs ~ egrated vawe wib Thegnel
50680-160 160-200 5.1 38 11,0
) §0680-200 200-220 5.0 7.0 6,0
50680-250 250-280 59 50 9.6
50680-320 320-400 6.2 47 14,1
50680-400 400-430 55 56 13,6
50680-500 500-540 6.9 5.1 158
50680-600 600-650 50 7.0 18,0
50680-700 700-720 50 50 280
50680-800 800-960 87 57 185
- ' " Rectangular, smooth surface —remotevaive - :
51680050 — 5080 38 3.8 3.8
51680-100 100-130 46 53 6.0
51680-160 160-200 5,1 338 11,0
51680-200 200-220 50 7.0 6,0
51680-250 260-280 5.9 5.0 96
7
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51680-320 320-400 6.2 37 141
51680-400 400-430 5.5 56 13,6
51680-500 500-540 6.9 51 158
51680-600 600-650 5,0 70 180
51680-700 700-720 5,0 50 28,0
51680-800 800-960 87 | &7 18,6

: Crescent POLYixt (textured) - integrated valve with magnet

Reference ID Volume [mf] Acm [ Bem [Cem | Dem
40690-200 200 9,5 60 | 45 | 7.0
40690-300 300 10 | 70 | 60 | 85
40690-400 400 125 | 75 | 65 | 95
40890-700 700 15,0 9,0 75 | 115

| i . Crescent POLYbd (lexiured) ~remote viive
41690-200 00 95 | 60 | 45 | 70
41600-300 300 10 | 70 | 60 | 85
41600-400 400 125 | 75 | 65 | 95
41690-700 700 150 | 00 [ 756 | 115

- Crescent smooth surface — inisgrated vaive with magnet .,

50690-200 200 9,5 60 | 45 | 7.0
50690-300 300 101 70 | 60 | 85
50690-400 400 1225 | 75 | 65 | 95
50690-700 700 150 | 90 | 7.5 | 115
51600-200 200 T 95 T 60 [ a5 | 70
51600-300 300 10 | 70 | 60 | 85

' 51690-400 400 12,5 75 65 | 95
51680-700 700 150 | 90 | 75 | 115

Materials and technical characteristics of components:
1.For textured expanders: 1 polyethylene (open-ended) insertion sleeve.
Low density polyethylene, CLEANFLEX®; Technical characteristics of the sleeve:
Length: 370 mm 1 10 mm, width: 165 mm 1 10 mm; thickness: 0.05 mm £0.01 mm,
weight : 4.1 g - 7.4 g, tensile strength : warp direction 2 15 MPa; cross direction 2 10
MPa; Manufacturer: Polytech Health & Aesthetics GmbH, Germany,
2. Magnet Finder for Expanders with integrated valve

Following implantation via a magnet finder (polycarbonate Makrolon 2405) the
physician determines the location of the integrated valve, which is equipped with a
permanent magnet. Magnet finder length is 122mm £ 2 mm, weight is not more than 6
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grams. Integrated valve {inner diameter ’is 18mm = 2 mm, outer diameter is 50mm % 2
mm) fixed on the front surface side of the expander. Integrated valve consist of silicone
elastomers MED- 4830 and MED-4870 manufactured using an injection mouiding
procedure. Integrated magnet valve { Nd2Fe14B) is placed into housing of stainless steel
material number 1.4401;
Manufacturer: Polytech Health & Aesthetics GmbH, Germany;

3.Injection valve with silicone lengthened tube and connector for expanders  with
remote vaive. Remote valve (inner diameter is 17mm+ 2 mm, outer diameter is 34 mmz
2 mm) consist of the silicone elastomer MED-4830 manufactured using an injection
moulding procedure. To avoid that the injection needle pierces the valve when filling the
expander, a disk made of titanium ( material numberb3.7035) has been integrated in the
valve. The valve is connected to the expander by a silicone tube with connector made of
PVDF HD1000 {polyvinylidene fluoride). Length of tube is 50 + 2 mm, inner diameter is
1.58+ 2 mm, outer diameter is 3.18+ 2 mm, silicone MED-4755,Nusil. One tube end is
glued to a silicone flange (MED-4830), which is fixed inside the shell. Injection valve weigh
is not more than 9 g. Manufacturer: Polytech Health & Aesthetics GmbH, Germany;

" INDICATIONS AND POSSIBLE CONTRAINDICATIONS
Indications: temporary extension of tissue and skin {(e.g. for reconstruction after ablation
mammae, bums, posttraumatic loss of tissue) and correction of defects (e.g. Poland
Syndrome). We recommend to replace expanders by final implants after 6 months
implantation at the latest.

Possible contra-indications
General clinicat 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 extraordinary
immune response to implants abscesses, cysts or tumours in the area of expanders,
especially cancer and recurrent metastases, advanced fibrocystic diseases, severe
radiation injuries in the prospective area of expanders, heavy burn scars in the
prospective area of implants insufficient tissue covering in the prospective area of
implantation (e.g. after preceding breast reduction) or reduced vascularization, wound
healing impairments, existing costal injuries, pregnancy, breast feeding (concerning
implantation in the area of mammae), pace-makers in case of skin expanders with
9
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integrated magnet valves, MRI (magnetic resonance imaging) examinations scheduled
for the implantation period-of the expander

Custom-made implants

Customer-specific expanders (normally mouldbased) 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 imptant
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.

Each package includes:
¢ Double sterile blister packaging with one expander
« Delivery sleeve ( for POLYbxt implants) Reference ID 72001 ;
o Magnet finder for expanders with integrated valve , Reference ID 20738-012 ;

o Injection valve with silicone lengthened tube and connector for expanders  with
remote valve. Reference ID 1409 ;

s [Instruction on use for expanders

¢ Instruction on use for Delivery Sleeve
e Label (8ea) '

¢ Expander passport

10
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Expander passport includes the following information and is completed by physician:

Symbols:

REF Order number

Serial number

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

il | Sterilisation with steam or dry
heat

single use only

Consult instructions for use
70% Humidity limitation (0% - 70% rH)

)[.35°C Upper limit of temperature: 35°C
maximum for storage

Dimensions A, B, C and if applicable
dimension D; as shown in the
schematic drawings.

Ji

N o
o—l

IQ
di

CE marking
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STERILIZATION, STORAGE, SHELF-LIFE
WARNING: The expanders 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 expander should be available during implantation
surgery. Product sterility is not guaranteed when the sterile packaging is damaged. We
do not recommend to use such an expander. When in doubt, please contact POLYTECH
Heallth & Aesthetics or your local distributor. i
Products are sterilized using dn} 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 8 YYYY-MM).
Sterility of products is not guaranteed with damaged packaging. in the operating theatre,
product sterility is ensured as iong as the sterilized inner package has neither been
damaged nor opened.
The components are placed in a standard cardboard packing box with
expanders.

Components

Delivery sleeve: delivered sterile by gamma irradiation, disposable.

Magnet finder is delivered non sterile, reusable. For cleaning it can be used usual
anticeptic spirituous wipe.

Injection valve with silicone lengthened tube and connector: is delivered sterile by dry
heat, disposable.

Materials of packaging for components:

Delivery sleeve is packed inside a double sterile packaging ( two sealed pouches) made
from Perfecseal, supplier is Perfecseal L.td, Germany.

Magnet finder is packed inside a polyethylene packaging Hekofolit, supplier is Hekofolit
Heinz Koch GMBH, Germany.

Injection valve with silicone lengthened tube and connector is packed inside a peel off
pouch (made from Stericlin, supplier is Stericlin, Germany.

Components are packed into standard cardboard box together with expanders.

Products must be stored under dry conditions at room temperature so as not to exceed a
relative ambient humidity of 70% and a temperature of 35°C.
12
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Transportation conditions: -28°C 2°C and 60°Ci 2°, relative humidity
30%+5%- 85% % 5.
Since the product packaging is gas-permeable, do not allow exposure of the product
package to steam or gas. Implants should be stored in horizontal position so that labels
can be easily read. Products are made for single use only and must neither be reused
nor resterilized. This is due to the following: the surface quality does not permit safe
decontamination and no adequate decontamination procedure can be recommended.,
the products are low pressure / vacuum-sensitive and may not be subjected to the usual
sterilization procedures.
» The product integrity especially of the shell is subject to a maximum of mechanicali
stress during implantation and explantation and cannot be sufficiently rated by the
’ user.
, e The mechanical safety limits as required by intemational standards for new
, products cannot be guaranteed after implantation / explantation of the product
, because of the mechanical forces applied during the procedure. Therefore, the
3 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 expanders and
implants. Patients should be advised in a professional and very responsible way so that
i 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. Expanders are for temporary implantation only; we recommend
a maximum implantation time of 6 months.

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

The physician in charge should advise patients on how to distinguish the expander {and
the valve in case of expanders with remote valve) from tissue after surgery and how to

13
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examine for tumours themselves. Also it ié advisable to inform patients that magnet valves
integrated into products may interfere with data carriers, computer screens and watches.

Expander passport

Expander 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 diagostics

Siticone implants/expanders 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 or expanders.

i Patients having expanders with integrated valves should not undergo magnetic
‘ resonance imaging (MRI) examinations as there may be an interference with magnetic
fiekds which may impair patients health and lead to false MRI results.

ATTENTION: All of your patients who have an expander with integrated valve and
permanent magnet have to be advised without fail that before undergoing an MRI |
(magnetic resonance imaging) examination it is absolutely compulsory to inform the
corresponding physician of this magnetic valve.

POSSIBLE COMPLICATIONS

Possible complications assoclated with expanders may be due to individual anamnesis,
J medication, operation tech-nique, and postoperative care. Intra- and postoperative risks

related to implants and expanders are specified below:

o Skin necroses, sloughings and extruslons may occur due to excessive tension
of the skin overlaying the implant (e.g. oversizing the implant in relation to the
implant space or accelerated expander-triggered tissue extension) 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
im-paired. Revisions may be necessary.

o 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
14
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displacement of impiants. Non-res'orbable haematomas may require an immediate
explantation. Meticulous haemostasis during a surgery is the best prevention.
Seromas, due to traumatization or excessive postope-rative mobility, may cause
swellings and pain. Possible therapies: immobilization, compression, drainage or
explantation, if necessary.

Excessive swellings may be caused by serous fluid (re-fer to “seromas”).
Displacement or continuous pain may be due to im-properly sized or placed
implants. Over-sized implants, capsular contracture as well as irritations due to
exces-sive implant movement may provoke such symptoms. Pain may occur in the
operated area as well as in pec-toralis and shoulder-arm areas after mammary
surgery.

Folding (also referred to as “wrinkiing” in medical lite-rature): palpable implant
edges or distortions may be due to a discrepancy between implant size and cavity,
insufficient tissue covering.

Infections in connection with breast implants are very scarce (0.114%, Brand,
1993). Infections with unclear etiology after implantation should be treated
immedia-tely. 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 epidermis or Streptococcus. Not all
infections can be treated with the product remaining im-planted. 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 struc-ture
(approx. 1-5% for Microthane®-surfaced mamma-ry implants). 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 sym-ptoms. it usually occurs 7 to 10
days after the implan-tation 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 re-levant (Baker 1ll, V)
contracture may incur aesthetic impairment and pain. An explantation may
become necessary. A closed capsulotomy is not recommended since this may

15

& 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU




POLYTECH- _

health & aesthetics <l
damage the product. If such a éapsulo-tomy cannot be avoided, a screening
procedure should be empioyed to investigate possible implant damage.
Desensibilization or hypersensibilization may occur transiently or permanently
(e.g. totally or partially of breast or scrotum). There may be changes in sensibility
in the presence of mammary implants, especially when a peri- or transareolar
incision was made. Sometimes, a transient change in sensibility is reported when

- using facial implants.

Permeation of saline solution: silicone elastomers are permeable to gas and
steam and hence to saline solu-tion. Permeation of saline solution through the
expan-der shell may cause a loss of liquid and a decrease of volume.

Implant rupture or implant leakage are absolute indications for an explantation.
Damaging of the expander (intraoperatively, e.g. by too short incislons, by surgical
instruments, or postoperatively, e.g. when filling expanders, in case of punctures,
biopsies, closed capsulotomies etc.), traumata or material fatigue are, in our
opinion, the most frequent reasons. Deflation of expanders: if the recommended
6-month implantation period is exceeded, the expander shell may fold — as a
possible side-effect of the expansion phase — which may weaken the sheli and
lead to a de-flation of expander.

Overfilling of expanders may lead to ischaemia and other complications (e.g.
necrosis, extrusion). Filling of expanders should be adapted to individual
conditions.

Cancer risk: epidemiologic studies of women having implants reveal that breast
cancer risk for them is not higher if compared with control groups. Degradation of
micropolyurethane-foam may, under certain condi-tions, incur a release of 2,4
toluenediamine (2,4 TDA) concentrations which are, however, extremely low.
Benign caicification around the impiant is possible.

The ability of breast feed may, imespective of breast implants, be affected by
breast surgery.

There is no evidence that breast implants/expanders could be detrimental to the
health of Infants.

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

16
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increased risk to deveiop ALCI'.. it is recommending that the responsible
) physicians inform their patients accordingly. There are no data for expanders.

: SURGICAL TECHNIQUES

i Products, as supplied, are exclusively intended for implantation by skilled surgeons.

| The physician in charge should be experienced in filling expanders in order to avoid
hurting the patient or damaging the product.

In no case should expanders be modified prior to or during implantation. Before
=. implantation, each product should be checked for possible damage. Before implanting an
i expander, the shell integrity has to be tested, if need be, by partially filling it with sterile
saline solution and applying moderate hand pressure to the shelt. Damaged or modified
products must not be implanted!

A replacement expander should be avallable during the implantation!

A direct combination of the expander with a medicinal preparation has to be avoided.
Implantation may be performed by a varlety of surgical techniques. It is only up to the
surgeon to decide on the technique which shouid 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
re-act, must be avolded.

Implantation must be performed carefully. Implants can be damaged by excessive manual
strain, manipulation or surgical instruments. Shouid the elastomer shell beidamaed. filler
material might leak from the implant.

We recommend to use a polyethylene sleeve (as part of the delivery) for implantation of
textured expanders (refer to “Dolsky Technique®).

Following recommendations should be observed:
¢ Incisions should be made so as to correspond with the implant size and surface.
o Haemostasis shoulkd be carried out meticulously. Cauterizers may damage the
implant shell.
¢ Implant size should be selected carefully. It is recom-mended to store different
sizes of implants in order to have the appropriate one availabie. We recommend
using sizers to determine the appropriate size during surgery (see current price

list).
17
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¢ Implant cavity should correspond to implant size. im-plants should be placed flatly
and without wrinkles.

e Appropriate tissue covering must be ensured or, if ne-cessary, preference be given
to submuscular place-ment of implants.

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
contamina-tion. Medicai staff involved should, therefore, clean steri-le gloves with sterile
saline solution before touching the implant.
Recommended passing procedure
1. Open outer package under aseptic conditions. Remove outer sterile packaging. Attach
seif-adhesive product label to patient’s records.
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 components, 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.
Filling of expanders
ATTENTION: Expanders are intended for temporary implantation only. We
recommend a maximum implantation time of 6 months.
Expanders are filled by injecting through a valve sterile, pyrogen-free physiological (0.9%)
saline solution using a 23-gauge needle (e.g. Sterican® article no. 4857667 and 4665635,
B.Braun, Melsungen). Also, cannulas with a smaller diameter, i.e. gauge 24, 25 etc., can
be used. Inside the self-sealing valve is a cannula stop serving as a puncture barrier.
Prior to the implantation, integrity of shell and functionality of valve should be checked by
filling the expander partially and by slightly pressing upon the shell. Damaged or modified
products must not be implanted. Air bubbles, if any, should be aspirated before the
implantation. First or subsequent filling volumes are dependent on the individual
anatomical needs. Successive filling intervals should be agreed between physician and
patient. Care should be taken not to overextend tissue or expander.
Before finally closing a wound it has to be ensured that the expander fits smoothly in with
the surrounding tissue. After surgery, successive filling may incur formation of new folds
18
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in the expander shell which, however, must be considered a possible side-effect of the
expansion phase. Exceeding the recommended 6-month implantation pe-riod, folds may
weaken the shell and lead to deflation of expander.

Such an effect is more likely to occur if the time intervals between individual fillings are
extended. Therefore, expanders should be filled as quickly as circumstances allow. Once
the expansion phase has been completed, the expander should be removed.

Expanders with remote valve

Please follow instructions below when handling the valve and trimming the tube:

1. The remote valve is permanent-ly connected to a tube of 5cm length that must not be
shortened.

2. If necessary, cut the tube attached to the expander down to the ne-cessary length.

3. Fit the expander tube onto the connector at the end of the 5-cm valve tube. The two
tube ends should be ar-ranged so as to reach at least the shoulder of the raised middle
section of the connector.

4. Check the correct position and the firm hold of the two tubes on the connector.

5. We recommend fixing the two ends of the tube by using non-absorbable suture material
to intensify the hold. Care should be taken not to perforate the tube.

6. Tube and expander should be kept free of tension when positioning the remote valve,
taking into account the patient’s normal movements.

Expanders with integrated valve and permanent magnet

ATTENTION: expanders with integrated magnets are not eligible for patients having
pace-makers or patients who need an MRI examination during the implantation
period. :

Before the expander pocket is ciosed, please ensure that access to the integrated valve
is not blocked by folds of the expander shell pushed over the valve. The use of permanent
magnets in the valve guarantees an easy localization of the valves after implantation. To
this effect, please use the enclosed magnet detector. The car-danic mechanism of the
indicator magnet allows to exactly locate the magnet in the valve and determine the
direction of injection: move the magnet detector up and down, right and left over the skin
in the area of the magnet valve. When the detector’s indicator is in a vertical position
above the valve, press the magnet detector tip lightly against the skin to provoke an
inflammatory reaction serving as injection mark.

19
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Post-operative care : 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 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.

Any information laid down in the “Instructions for use” must be followed. Replacement of
products by POLYTECH Health & Aesthetice GmbH is only possible if manufacturing
faults are definitely proven. There is no warranty whatever, expressed or implied,
including any warranty under commercial law and any warranty for modifications the user
may apply to products.

No representative or distributor of the manufacturer is entitied 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 Pereuiok, 4, build. 1.; Tel. 7499 918-77-70;
info@bmatrix.ru

Disposal

Products that have expired should be destroyed as an epidemiologically non hazardous
waste, close in composition to the municipal solid waste; Used, damaged parts thereof
shall be destroyed as an epidemiologically hazardous waste.

Disposal of contaminated or used expanders and expanders of end shelf-life must be
made in accordance with standard practice, adopted in the medical institution, and
procedure established by local, federal and state regulations and the rules of law.
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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 ISO 9001 / EN ISO 13485, ranging from the choice of
raw material, product design, production, sterilization, storage, final distribution to
customer service.

Herewith | declare, that the present Instruction for Use is applicable to expanders. It is
the latest version of this document at time of this declaration.

Dieburg, 05.12.2017

. Oliver Bégershausen
nior Director Operations
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Nr. 1018 der Urkundenrolle fir das Jahr 2017 ¢

Die vorstehende, heute vor mir vollzogene Namensunterschyitt des mir persdnlich bekannten
Hemmn Dr. Cliver Bogershausen,
geb. am 14.09.1963,
geschafil. Anschyift: 64807 Dieburg, Altheimer StraBe 32,
ich,

den 5. Dezember 2017
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MepeBOA C aHINMNIACKOTO M HEMELKOTO sI3bIKOB

NHCTpYKUMSA MO NPUMEHEHUIO
AkcnaHaepb! cTepunbHble (Expanders sterile)

OC06eHHOCTbI0 (hM3NYECKOT0o CTPOEHUA UMNaHTaTa ABNSeTCS MaKCMManbHOe COOTBETCTBUE
OCHOBHbIM CBOICTBAaM Y€/10BEYECKON TKaHW. B CBA3M € 3TUM, MMNNAHTATbI LWMPOKO
NMPUMEHAIOTCSA B 3CTETUYECKON N PEKOHCTPYKTUBHOW XUpyprun. Kaxablii Tun nsaenms
npeacTaB/ieH B Pa3NIMyHbIX pasmepax U GopmMax.

HacTosias VIHCTPYKLMS N0 NMPUMEHEHWIO OTHOCUTCS K CNeAYIOLLEMY U3AENNIo;

AOkcenaHgeps! ctepunbHble (Expanders sterile)

B COCTaBe:

1. VIHCTpyKUMS N0 NPUMEHEHUI0 3KcnaHaepos (1 wT.);

2. VIHCTpYKUMSA MO NPUMEHEHUIO pyKaBa NoJIN3TUIEHOBOr0 BCMOMOraTe/ibHOro CTePUIbHOTO AN
YCTaHOBKM 3KCMaHAepoB C TEKCTYPUPOBAHHON MOBEPXHOCTbIO (1 wWT.);

3. NHdopmaumoHHaa aTukeTKa - namartka (8 wr.);

4. MacnopT 3kcnaHaepa (KapTouka nayuneHTa) (1 wr);

5. PykaB nonmaTUNEHOBbIA BCNOMOraTe/lbHbI cTepunbHblii (Delivery sleeve) ans ycTaHOBKMK
3KCMNaHAepoB C TEKCTYPMPOBAHHON NOBEPXHOCTbIO. ApTukyn 72001 (1 wT.) (npwn
Heob6xoaMmocTH);

6. VickaTenb MarHUTHbIW 418 9KCMaHLEPOB CO BCTPOEHHbLIM MarHUTHbIM KnanaHoMm. ApTUKY
20738-012 (1 wT.)(npy HEOBXOAMMOCTHN);

7. NHBbEKUNOHHBIV NOPT C YANMHEHHO CUIMKOHOBON TPYOKO U KOHHEKTOPOM ANA
3KCNaHAepoB C BbIHOCHbIM MarHUTHbLIM KnanaHom. Aptukyn 1409 (1 wt.) (npw

HeobxoAnMoCTHN);

JKcnaHaepbl € KnanaHOM, KOTOpble NMOCTaBAAOTCA MYCTbIMU C BOSMOXHOCTbIO BHYTPU- U
nocneonepayMoHHOro NOCTeneHHOro 3anoIHeHUs. JKcnaHgepbl MOTyT UMeTb FNaAKyo Uamn
TeKCTYPMPOBaHHYH MOBEPXHOCTb.

Pa3paboTka, NpOM3BOACTBO, A0CTaBKa U 06CNYXMBaHNe U3[eNns COOTBETCTBYIOT TPe6boBaHUAM
KOHTPO/IA KayecTBa NMpon3BOACTBa cornacHo aupektusam EN ISO 9001 / EN ISO 13485.
Mpoaykumnsa nmeet CE cepTudukart, 1 NO3TOMY MONHOCTbIO COOTBETCTBYET TpeboBaHUAM
Medical Device Directive (AMpeKTuBbl N0 MeAULUHCKUM U3LENUAM) U LPYTUM
rocyfapCTBEHHbIM HOpMaTUBaM.

Bce ncnonb3yemMble MaTepuanbl TeCTUPOBaHbl Ha GMOCOBMECTUMOCTb M COOTBETCTBYIOT
cTaHAapTam KauyecTBa AN MeAULUHCKUX n3genvii. Bce nagenns npoxoasT TeCTMPOBaHMe
MeXaHWYeCKNX CBOMCTB MaTepuana Ha: 3/I0Hrauui, CUy paspbiBa 1 YTOMIEHME.
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W H ® OPM AL M A O M ATEPW AN AX 3 KCNDAHJLEPOTB

O6onouka

JkcnaHgepsl nponssoactea POLYTECH Health & Aesthetics GmbH nmeroT XuMnyecku u
MeXaHNYeCKN Pe3NUCTEHTHYIO MATKYH 060/104KY, KOTOpas COCTOUT U3 HECKO/IbKMUX C/I0EB
nonuanmMmeTmncuaokcaHa. O6ono4Ka sKCNaHAEPOB MMEET CrneuuanbHbli 6apbepHblil CNONA.
MOBEPXHOCTb 3KCNAHAEPOB MOXET 6bITb MNafKOW WAN TEKCTYPUPOBAHHOW. TOMLMHA CTEHKN
0060/104KIN 3aBUCUT OT pasMmepa nsgenuns. NMpubnnsnTenoHble nokasaTenn: 4N rnagkom
NoBEPXHOCTU OHa cocTasnseT 0,3-0,9 mm, gns TekcTypupoBaHHoi 0,45- 1,2 mMm. CpefHas
rny6rHa nop NOBEPXHOCTUN Yy TEKCTYPUPOBAHHbLIX 060/104eK cOCTaBAAeT NPpU6An3nTenbHO 250
MKM.

MPOYHOCTHbIE XapaKTePUCTUKM 060104KN: yannHeHne 450%, NpoYHOCTb Ha paspbiB >5 Mla,
ocTaTouyHasa geopmauns npu pactxeHnn < 10%, NPOYHOCTb LWBOB U YNAOTHEHWI
coxpaHsetca npu yanuHerum go 300% v Bbigep>kku B TeyeHune 10 cek

HATMOMHWTENb

[ns 3anofHeHns aKcnaHAepa peKOMeHAYeTCA MCNOo/b30BaTb CTEPUSIbHBIN (DU3MONOTUYECKNIA,
anuporeyHbiii 0,9% pacTBop xnopufa HaTpus. PEKOMeHAyemMoe MaKCMMasibHOe HanosHeHne
3KCnaHAepa XuAKOCTbIo AnF 6e30nacHOro ero NpMMeHeHus nocse uMnaaHTauum- He 6osnee
[BYKPaTHOr0 NpeBbIlWEHNS HOMUHANILHOIO 00bema.

Huxe npuBOAATCS BapUaHTbl UCNOHEHMS 3KCMAHAEPOB CTEPU/bHBLIX (TUMOpPa3Mepbl):

I".9KcnaHgepbl MOMOYHON Xenesbl Mogens MeTe

3KcnaHAepbl MOJIOYHON Xefe3bl TEKCTYPUPOBaHHbIE CO BCTPOEHHBIM MarHUTHBIM K/lanaHoM MOojenu
MeTe,BapuaHT ucnosHeHns MemePOLYtxt (textured) - integrated valve with magnet

A B C
HOMUHAbHBI 0GLEM (wmrpuHa) (BbICOTA) (MaxkcmmasbHas
ApTUKYn cM cM NpoeKuus)

[wi] cM

40627-200 200 9,6 9,6 4,8
40627-300 300 111 111 54
40627-400 400 121 121 58
40627-500 500 131 131 6,2
40627-600 600 13,6 13,6 6,4
40627-700 700 14,6 14,6 6,8
40627-800 800 151 151 7,0

JKcnaHaeps! MOJIOYHOI Xenesbl TEKCTYPUPOBaHHbIE C BLIHOCHDLLY, MarHWTHbLIM KnanaHom mMogenu MeTe, BapuaHT

2
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ncnonHeHns MSmePOLY1xt (textured) - remote valve

A B C
ApPTUKY N HomnHanbHbIA (wmpuHa) ( BbICOTA) (MaKcMmanbHasmnp
06veM [mn] cM oM cekyus)
cMm
41627-100 100 7,6 7,6 4,0
41627-200 200 9,6 9,6 4,8
41627-300 300 111 111 54
41627-400 400 12,1 121 58
41627-500 500 131 131 6,2
41627-600 600 13,6 13,6 6,4
41627-700 700 14,6 14,6 6,8
41627-800 800 151 151 7,0
3KcnaHaepbl MONOYHOM Xenesbl rMajKue co BCTPOEHHbIM MarHATHbIM KnanaHoMm mogenn MéTe, BapuaHT
ucrnonHeHns MeTe smooth surface - integrated valve with magnet
A B C
(wwnprHa) (BbICOTA) (makcumanbHasnp
ApPTUKYN HoMuHanbHbIR 06beM [Mn] oM oM ceKuys)
cM
50627-200 200 9,6 9,6 4.8
50627-300 300 111 11,1 54
50627-400 400 121 121 58
50627-500 500 131 131 6,2
50627-600 600 13,6 13,6 6,4
50627-700 700 14,6 14,6 6,8
50627-800 800 151 151 7,0
o 3KcnaHaepbl MONOYHON YKenesbl rnagkme ¢ BbIHOCHbIM MarHUTHBLIM KnanaHoMm mogenu Méte , BapuaHT
ucnonHeHns Méte smooth surface - remote valve
A B C
HoMUHanLHbIH o6Lem (wmpuHa) (BbICOTA) (mMakcmMansHasanp
ApTUKYN [wi] oM oM CeKLmsa) cMm
51627-100 100 7,6 7,6 4,0
51627-200 200 9,6 9,6 48
51627-300 300 111 11,1 54
51627-400 400 121 121 58
51627-500 500 131 131 6,2
51627-600 600 13,6 13,6 6,4
51627-700 700 14,6 14,6 6;8
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51627-800 800 151 151 7,0

IM.9KcnaHAepbl MOJIOYHO Xene3bl Mogenb Replicon

~OKcnaHaepbl MOMIOYHOM XeNe3bl TEKCTYPUPOBaHHbIE CO BCTPOEHHbLIM MarHUTHBIM KnanaHoM mogenu Replicon,
BapuaHT ncnonHenus Replicon POLYtxt (textured) - integrated valve with magnet/ TeKCTypupoBaHHbI O
BCTPOEHHbIM MarHWTHbIM K/anaHoM

A B C
HOMUHaNTbHBIT 06BeM (wmpuHa) ( BbICOTA) (MakcumMansbHasanp
ApTUKYN [wi] oM oM 0eKLums)
cM

40637-200 ./ 200 101 10,1 50
40637-300 300 11,6 11,6 5,6
40637-400 400 12,6 12,6 6,9
40637-500 500 13,6 13,6 6,4
40637-600 600 14,6 14,6 6,8
40637-700 700 151 151 7,0

3KcnaHgepbl MOOYHOI Xene3sbl TEKCTYPUPOBAHHBIE C BbIHOCHBIM MarHWTHbIM knanaHoMm mogenu Replicon,
BapuaHT ucnonHeHna Replicon POLYtxt (textured) - remote valve

A B C
HOMUHa/bHBI 06beM (wwmpurHa) (BbICOTA) (MakcrmMansbHasanp
ApTUKYN [wi] oM oM 0eKuma)

cM
41637-200 200 101 10,1 50
41637-300 300 116 116 5.6
41637-400 400 12,6 12,6 6,9
41637-500 500 136 13,6 6.4
41637-600 600 14,6 14,6 6,8
41637-700 700 151 151 7,0

JKcnaHgepbl MOIOYHOW XKenesbl rNagkue co BCTPOEHHbIM MarHUTHbIM KnanaHom Mogenu Replicon,BapHaHT
ncnonHeHnsa Replicon smooth surface - integrated valve with magnet

A B C
ApTHKYN HOMMHaﬂ[mI]:IVI 06bem CM(mmpMHa) N ( BbICOTA) (MaléceT(l\Sa;n;;iﬂnp
50637-200 200 101 10,1 50
50637-300 300 11,6 11,6 5,6
50637-400 400 12,6 12,6 6,9
50637-500 500 13,6 13,6 6,4
50637-600 600 14,6 14,6 6,8

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



50637-700

700

151

151

7,0

JKcnaHaepbl MosouHON2YKesesbl F1afK1e € BbIHOCHBIM MarHWTHbIM KianaHom mogenu Replicon, BapuaHT

ncnonHeHns RepliCon smooth surface-" remote valve

ApTUKYN

51637-200
51637-300
51637-400
51637-500
51637-600
51637-700

LLl.9kcnaHgepbl MONOYHOI Xenesbl Mogens Opticon

HomrHanbHbIA 06beM

(]

200
300
400
500
600
700

A

(wmpuHa)

CcM

101
11,6
12,6
13,6
14,6
151

B
(BbICOTA)
cM

10,1
11,6
12,6
13,6
14,6

151

C

(makcumanbHasn
poekLus)

CM

50
5,6
6,9
6,4
6,8
7,0

3KcnaHaepbl MOJIOYHOW YXene3bl TeKCTYPUPOBaHHbIE CO BCTPOEHHbIM MarHUTHBIM KnanaHom mogenu Opticon,
BapuaHT ncnosnHeHus Opticon POLYtxt (textured) - integrated valve with magnet

ApTUKYN HoMuHanbHbIi 06bem [Mn]
40647-200 200
40647-300 300
40647-400 400
40647-500 500
40647-600 600
40647-700 700

(wwmpurHa)

CM

A

111
12,6
13,6
14,6
15,6
16,1

CcM

B
( BbICOTA)

93

10,6
114
12,3
131
135

C
(MakcumManbHas
NnpoeKuus)cm

5,4
6,0
6.4
6.8
7,2
7.4

JKcnaHaepbl MOSIOYHOW YKene3bl TEKCTYPUPOBAHHbIE C BbIHOCHLIM MarHUTHBIM KnanaHom Mogenu Opticon,
BapuaHT ncnonHeHus OpticonPOLY1xt (textured) - remote valve

ApTUKYN HoMmuHanbHbIN 06bem [mn]
41647-200 200
41647-300 300
41647-400 400
41647-500 500
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(LwmpmnHa)

A

CcM

11

12,6

13,6

14,6

B
(BbICOTA)
cM

93
10,6

114
12,3

C(makcunmanbHas
NpoeKums)cm

54
6,0
6,4
6,8



41647-600

600

15,6

131

7,2

3KCI'IaH,qepr MOJIOHHOIA XXene3bl rnaikneco BCTPOEHHbIM MarHUTHbIM KnaraHoOM MOAENN OptiCOI’], BapunaHT

ncnonHeHus Opticon smooth surface - integrated valve with magnet

ApTUKYN

50647-200
50647-300
50647-400
50647-500
50647-600

HomMunHabHbIR 06beM [Mn]

200
300
400
500
600

A
(LwmpmHa)
cM

111
12,6
13,6
14,6
15,6

B
( BbICOTA)
cM

9,3

10,6
114
12,3
131

C
(MakcumManbHas

npoeKLms)
cM
54
6,0
6.4
6,8
7,2

3KCHaH,qepr MOJIOUHO XXeNe3bl rnagkne ¢ BbIHOCHbIM MarHUTHbIM KiarnaHoM MOoAenn OptiCOﬂ, BapuaHT

ncnonHeHua Opticon smooth surface- remote valve

ApTuKyn HomMuHasbHbIR 06beM [Mn]
51647-200 200
51647-300 300
51647-400 400
51647-500 500
51647-600 600
V. JKcnaHAepbl MOMOYHOW Xenesbl Mogens Optimam

A
(wnpuHa)
cM

11
12,6
13,6
14,6
15,6

B
(' BbICOTA)
cM

93

10,6
11,4
12,3
131

C
(mMakcmmasbHas
npoekLms)
cM

5.4
6,0
6,4
6,8
72

SKcnaHzepbl MOMIOYHON XeNle3bl TEKCTYPUPOBAHHbIE CO BCTPOEHHBIM MarHWTHBLIM KnanaHom mogenn Optimam,

T)) BapuaHT ncnonHeHms OptimamPOLYtxt (textured) - integrated valve with magnet
A B
(wwnpuHa) ( BbICOTA)
ApTUKYN HomuHanbHbI 06bem [Mn] oM oM
40677-200 200 101 11,7
40677-300 300 11,1 12,9
40677-400 400 121 14,0
40677-500 500 131 15,2
40677-600 600 13,6 15,8
40677-700 700 14,6 16,9
40677-800 800 151 175
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C

(makcumManbHasanp
ceKuus)

CM

5,0
54
58
6,2
6,4
6,8
7,0



V. SKcnaHgepbr MOMOYHOM Xenesbl Mogens Replicon MeshForce

SKCnaHAepbl MOMOYHOW YXenesbl TEKCTYPUPOBaHHbIE CO BCTPOEHHbIM MarHUTHbIM KnanaHom mogenm Replicon
MeshForce, BapuaHT ncnosHeHus Replicon MeshForcePOLYtxt (textured) - integrated valve with magnet

ApTnKyn HomuHanbHbIA 06bem [Mn]
42637-200 200
42637-300 300
42637-400 400
42637-500 500
42637-600 600
42637-700 700

A

(LumpurHa)

CM

10,1
11,6
12,6
13,6
14,6

151

YT.3KcnaHgepbl MOMOYHON Xenesbl mogens Opticon MeshForce

B

( BbICOTA)

CM

10,1
11,6
12,6
13,6
14,6

151

C makcumarnbHas
NpoeKuus)CcM

50
5,6
6,0
6,4
6,8

7,0

3KcnaHaepbl MOMOYHOM Xene3bl TEKCTYPUPOBaHHbIE, YCUIEHHbIE, CO BCTPOEHHbLIM MarHWTHbIM K/ianaHoM MOogen
Opticon MeshForce, BapuaHT ucrnonHeHus Opticon MeshForcePOL Ytxt (textured) - integrated valve with magnet

ApTUKYn HomuHanbHbIn 06bem ]
42647-200 200
42647-300 300
42647-400 400
42647-500 500
42647-600 600
42647-700 700

VII. SucnaHgepbiTKaHeBbIe NMPAMOYTOJibHbIe

A

(WwWrpmHa)

CM

11
12,6
13,6
14,6
15,6

16,1

B

( BbICOTA)

CcM

9,3

10,6
114
12,3
131
13,5

C
(makcumanbHas
MPOEKLMA)CM

5,4
6,0
6.4
6,8

' 7,2
74

3KcnaHaepbl TKaHEBbIE NMPAMOYTO/bHbIE TEKCTYPUPOBaHHbIE CO BCTPOEHHbIM MarHUTHbIM K/1anaHoM, BapuaHT
ncnonHeHnsa Rectangular POLYtxt (textured) - integrated valve with magnet

HoM1HanbHbIA 06beM

ApTUKYN

40680-160
40680-200
40680-250
40680-320
40680-400
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160-200
200-220
250-280
320-400
400-430

A

(wrpmHa)

CM
51
50
59
6,2
55

B

( BbICOTA)

CM
3,8
7,0
5,0
4,7
5,6

C
(MakcumMabHas npoekuus)
cM

11,0
6,0
9,6
141
13,6



40680-500
40680-600
40680-700
40680-800

500-540
600-650
700-720
800-960

6,9
5,0
5,0
8,7

51
7,0
5,0

57

15,8
18,0
28,0
18,5

3KCI'IaH,qepr TKaHeBble NPAMOYT0/IbHbIETEKCTYPUPOBAHHbLIECBLIHOCHBIM MarHUTHbIM KnanaHOM,BapuaHT UCMO/THEHNA

Rectangular POLY1xt (textured)- remote valve

HoM1HanbHbIA 06beM

ApPTUKYN

41680-050
41680-100
41680-160
41680-200
41680-250
41680-320
41680-400
41680-500
41680-600
41680-700
41680-800

[wn]

50-60
100-130
160-200
200-220
250-280
320-400
400-430
500-540
600-650
700-720
800-960

(wrpmHa)

A

CM

3,8
4,6
51
50
59
6,2

55

6,9
50
5,0
8,7

B

( BbICOTA)

CM

3,8
53
3,8
7,0
50
4,7
5,6
51
7,0
5,0
57

C
(MakcumManbHas nNpoekLms)
cM

3,8
6,0
11,0
6,0
9,6
141
13,6
15,8
18,0
28,0
18,5

3KCI'IaH,CI,epr TKaHeBble NMPAMOYro/ibHble I/1agKmne co BCTPOEHHbIM MarHUTHbIM KnanaHoM, BapnaHT UCNO/THEHUA

Rectangular, smooth surface - integrated valve with magnet

HomuHanbHbI 06beM

ApTUKYN

50680-160
50680-200
50680-250
50680-320
50680-400
50680-500
50680-600
50680-700
50680-800

[wn]

160-200
200-220
250-280
320-400
400-430
500-540
600-650
700-720
800-960

(wrpunHa)

A

CM

51
5,0
59
6,2
55
6,9
50
50
8,7

(BbICOTA)

B

CM

3,8
7,0
5,0
4,7
5,6
51
7,0
50
57

C

(makcumanbHas
NPoeKLNUs)
cM

11,0
6,0

9,6

141
13,6
158
18,0
28,0
18,5

3KcnaHaepbl TKaHEeBblE NPAMOYTOMbHbIE FNaAKNE C BbIHOCHBIM MarHWTHbLIM KnanaHoM, BapuaHT UCMOTHEHUS
Rectangular, smooth surface - remote valve

ApTrKyn HomuHanbHbIN
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51680-050
51680-100
51680-160
51680-200
51680-250
51680-320
51680-400
51680-500
51680-600
51680-700
51680-800

VIII. OKcnaHgepb! TKaHeBble CeprnoBuaHbIe

06bemM [mn]

50-60
100-130
160-200
200-220
250-280
320-400

400-430
500-540
600-650
700-720
800-960

(LumpuHa)
cM

3,8
4,6
51
50
59
6,2
55
6,9
5,0
50
8,7

( BbICOTA)

CcM

3,8
53
3,8
7,0
5,0
4,7
5,6
51
7,0
50
5,7

(makcumanbHas
MPoeKLXs)
cM

3,8
6,0
11,0
6,0
9,6
141
13,6
15,8
18,0
28,0
18,5

3KcnaHaepbl TKaHeBble CE]3MoBMAHbIE TEKCTYPUPOBAHHbLIE CO BCTPOEHHLIM MarHUTHLIM  KnanaHoM, BapuaHT
ncnonHeHns CrescentPOLYtxt (textured) - integrated valve with magnet

ApTUKYN HomuHanbHbIii
06bem [mn]
40690-200 200
40690-300 300
40690-400 400
40690-700 700

A
(WwrpmHa)
cM

9,5

11,0
125
15,0

B
( BbICOTA)
cM

6,0
7,0
7.5
9,0

(makcuma

NbHas
NpoeKums)

C

CcM

4,5
6,0
6,5
75

O(paccTosiHMe
MeXgy camoi
BbICOKOI TOYKO
MPOeKLMU 1
HWKHUM Kpaem
UMMIaHTaTa)CM

7,0
8,5
9,5

11,5

3KcnaHaepbl TKaHEBbIE CEPTIOBUAHbIE TEKCTYPUPOBAHHbIE C BbIHOCHBIM MarHUTHBLIM KfianaHoM,BapuaHT
HcnoHHeHHBCrescent POLY'txt (textured) - remote valve

ApTUKYN HoMUHasbHbIA 06beM
[wn]
41690-200 200
41690-300 300
41690-400 400
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A
(WwmpmHa)
cM

9,5
11,0
125

B
( BbICOTA)
cM

6,0
7,0
75

C(makcuman

bHas

NPoeKLms)

CcM

4,5
6,0
6,5

O(paccTosiHNe
MEeXay CaMoi
BbICOKOW TOUKO
MPOeKLMA 1
HWKHUM Kpaem
UMIMaHTaTa)CM

7,0
8,5
9,5



41690-700 700 15,0 9,0 75 11,5

3KcnaHaepbl TKaHEBbIE CEPNOBUAHBIE [NaAKMe CO BCTPOEHHbIM MarHUTHBIM K/1anaHoM, BapuaHT UCMOHEHUS
' Crescent, smooth surface - integrated valve with magnet

ApTUKYN HomuHanbHbIi A B C Oi(paccTosiHne Mexay
06bem [m] (mpnHa) ( BbICOT) (MaKcman camoli BbICOKOM
oM oM BHas TOUKOV NMPOEKLUM 1

MPOEKLMs)  HMXHWM KpaeMm

cM MMNIaHTaTa)CM
0690-200 200 9,5 6,0 4,5 7,0
50690-300 300 11,0 7,0 6,0 8,5
50690-400 400 125 75 6,5 9,5
50690-700 700 15,0 9,0 75 15

AKcnaHaepbl TKAHEBbIE CEPMOBUAHBIE TaAKMe C BbIHOCHLIM MarHUTHBIM KnanaHoM, BapuaHT ucnosHeHus Crescent,
smooth surface - remote valve

ApTUKYn HOoMVUHANbHBIN A B C D (paccTosiHue
obvem [wn] (LmpnHa) ( BbICOTa) (makcn ~ MEXAYy camon
oM oM Ma/lbHass  BbICOKOV TOYKO
MPOEKL,  MPOEKLAM 1 HIKHUM
ns) Kpaem MMM/aHTaTa)
™
o™
51690-200 200 9,5 6,0 4,5 7,0
51690-300 300 11,0 7,0 6,0 8,5
51690-400 400 125 75 6,5 9,5
51690-700 700 15,0 9,0 75 115

Matepuasnbl U TEXHUYECKME XapaKTEPUCTUKN W3AeNniA, NOCTaBNSEMbIX BMECTE C
aKcnaHgepamu.
lMocTaBnATCA B e4UHCTBEHHOM pasMepe C AOMYCKOM.
n 1.PyKaB NONMITUNEHOBLIA BCNoMoratenbHblii cTepunbHblid ( Delivery sleeve) ans
YCTAHOBKM 3KCMaHAepoB B C TEKCTYPUPOBAHHON NOBEPXHOCTbLIO.
Mnocknin, npo3payHblii, 6eCLBETHbI PyKaB, M3rOTOBNEHHbIN N3 NONN3TUNEHA HU3KO
nnotHocT Mapku CLEANFLEX®. Pasmepbl pykaBoB: - gamHa: 370 mm = 10 mm; -
WwurpnHa: 165 mm £ 10 mm ; -tonwmnHa cteHok: 0.05 mm = 0.01 mm; - macca 4.1 r-7.4r;
[MpoYHOCTb NpU pacTsHXKEeHUW: B A0NE€BOM HanpasneHun > 15 MTlla, B nonepevyHoMm
HanpasfeHun > 10 MMMa ;
Mpounssoautens Polytech Health &Aesthetics GmbH,;

2. NickaTeNlb MarHUTHbIA A5 3KCNaHA4EepoB CO BCTPOEHHbIM MarHUTHbIM KnanaHoM.
Mocne vmnnaHTauuy C NOMOLLLIO MarHUTHOro uckarens (nonukapboHat Mapku
Makrolon  2405) Bpay 6bICTPO onpeaensieT MECTOMNOMOXeHNEe BCTPOEHHOrO KnanaHa,
KOTOpPbIA OCHaWeH MNOCTOAHHbIM MarHUTOM. [I1IMHAa MArHUTHOIO UCKaTeNns He MeHee
122+ 2 mm, Macca He 60nee 6 r. BCTpoeHHbI KnanaH (BHYTpPeHHWIA gnametp 18 £2mwm,
BHELWHWI gnameTp 50+2 MM) 3auKCUpoBaH Ha MepefHeli CTOPOHE MOBEPXHOCTH
aKcnaHgepa. BCTpoOeHHbIN KnanaH Npon3BOAUTCA C UCMONb30BaHWEM MpoLeAypbl MNTbA
noj [faBfieHMEM M3 CUIMKOHOBOro afiactomepa mapkn MED- 4830 u MED-4870.
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BerpoeHnslli B knanan maraut (cruaB  Ha ocHoee coemHerna Nd2Fel4B) nomemacres B
KOpITyC B3 HepxkaBerowmel cramu Mapky 1.4401;
Ilponasonurens Polytech Health &Aesthetics GmbH;

3. MHBexIMOHHE IOPT ¢ YANKHEHHOM CHUIMKOROBOH TpyOKo# B KOHHEKTOPOM ANA
SKCMAHACPOB ¢ BRIHOCHBIM KJIANAHOM,
BrizocHoi xxanan ( BEyTpennuit quametp 17 £2MM, pHemHAH anametp 3422 MM)

* MPOH3BOAATCA ¢ HCIIONE30BAHECM NMPONCAYPH JATHS  MOR AABNCHAEM H BHIIONHEH H3
CHIHKOHOBOro dMacroMepa MED-4830. s Toro, 9ro6sn1 m30¢:xats CHTYalnn, KOrja
HHBEXITHOHHAA MIJIA MOXCT MPOKOJIOTH KIANaH Npy 3an0HeHNH SKCnanjepa, B KIanad
noMemaeTcs AUcK K3 THTaHa (Mapka 3.7035). Knanan coeMBgeTCS C 2KCIAHACPOM 4epes
KOHHEKTOP ¢ MOMOIIBIO CHIIMKOHOBOK TpyOkn ymHON S0+2MM, BEYTPEHRHAN nuaMeTp
TpyOxn 1.58+2mM, BRemAMI muamMerp 3.18 +2MM (cHmkoR, Mapka MED-4755, Nusil).
Konuexrop msrorosnen 3 [lomerammpengropaaa (PVDF mapxe HD1000 ).
INonme3oraresns 0Tpe3acT TPYOKY O HYXKHON MIHHEL, H COSAMHNET KIANAR ¢ TpyOkoi. Omun
KOHen TpyOKH npHKJIeeH K CHINKOoHOBoMY dumanny (MED-4830), xoTopiit 3akpennex
BHYTpH 06on09kn. Macca HuRbeKIHOHEOTO HopTa He Sonce 9 r. Ilporspoaurens Polytech
Health &Aesthetics GmbH;

NTOKA3AHHA H BO3MOXHBIE ITIPOTHBOIIOKA3ZAHHSA

Hoxaszanus:

¢ BpeMmennoe pacTaeHue TKAHA H KOXH (HATIPAMED, VIA PEKOHCTPYKITHA NOCHe
AMITYTAIIME MOTOYHOR 3MENIE3bl, MOCNE 0XOr0B, NOTEPH TKAHHK BC/ICACTBHE TPABMLI) H
KoppeKuns Aedexros (HanpaMep, npu cuHApomMe Tonarna). Uepes 6 Mecanes nocne
YCTAHOBKH SKCIIAHASPOB OHH JOJIKHE! GHITH 3aMeHE! Ha MTOCTOAHHEIH WMILIAHTAT.

Bosmoxcuvie npomusonoxasanus
B nono;menne x 06IHM NPOTHBONOKAZAHHAM /i HHBA3HBHEIX BMEIIATENLCTR, KIHHHYCCKHE
MPOTHBONOKA3AHHS MOTYT BKJIOUATS:

Ilcuxonornueckylo HeCTAGHILHOCTL NALMEHTA;
IToBTOpHEIE HEYAAYHEIE MOMNTKH KOHTYPHO#H IVIACTHKR TeN8;
TlepcucTHpyiomas HAGEXIHS HIIM CACTEMHOE 3a00/1cBaRAC;
Annepriu WK HeOpAMHAPHELE HIMMYHHLIR OTBET HA YCTAHOBKY HMIUIAHTATA;
Hamuuue abcieccoB, nuct wan omyxoneit B o6NacTH YCTAHOBKH MMIUIAHTATOB, 0COOCHHO
pax ¥ OTAXICHHKIC METACTA3Hl (MEePCHCTHPYIOMUN H HETEPMHTTHPYIOMMYN pak MOJOYHOMH
KeJIE36l), CHCTeMHARIC 3200/ICBAHAA COCAMHATENBHOM TKAHH,
*  Taxenste noBpeXkACHNN 00MyueHHEM B NIPEAMIONaracMol o6nacTH YCTARHOBKH HMIUIAHTATA;
» Tlocneoxoronnie pyGirsl B npeanonaracMoif 061acTh YCTAHOBKE HMIUIAHTATS;
* HecocToATENIBHOCTD TKAHEBOIO MOKPHITHA B INpeAnonaraeMoif obnacTH  yCTaHOBKH
AMIUIAHTATA (HanpaMep, NpeANIeCTBYIOMAsA PSAYKIHA) HIH HapyIICHHAS BaCKY/ISpPH3AIHS;
¢ HapymeRus npoleccoB 3aXWBICHUA PaH;
* TloBpexacrue pelpa (KacaeTces TONBKO KMIUIAHTANHE B 00IACTH MOJIOYHEIX XKejle3);
*  BepeMeHHOCTE H KOPMIICHHE rpYAbIO (KAcaeTcs TONLKO HMILIAHTAIMH B 00IACTH MOJIOYHEIX
xenes).
Hannavse HCKyCCTBEHROIO BOAMTENA PUTMA B CTy9ae ACTIONB30BAHHS SKCRARZCpa CO
BCTPOSHHEIM MarHHTHERIM KNAMAHOM.

¢ &5 o ¢ &
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Mamumo—pezouaucuau muorpa(l)m, JaITAHHPOBAHHAA HA NCPHOA HAXOXKACHMA
3KCNAHACPa B opra’nime !

Jxenanaepsl N0 MHAHBRAYAILHOMY 38KA3y
OKCMAH/ICPhl, H3TOTOR/EHHBIE O HHAHBHAYAILHOMY 3aKa3y (KAK MPABHJIO, HA OCHOBAHUH
MYJUDKA), HMEIOT T€ ¢ KPHTCPHH KaqyeCTBa, YTO H BHINCYKA3AHHAA  TIPOAYKLIUS.

YIIAKOBKA H JOCTABKA

JKcnaHaepb! NOCTABRAIOTCS B ABOHHON yITakoBKe, CTEpIILHBIE U NOIITYYHO YNAKOBAHHBIE,
BryTpeHHsA ynaxkoBka He JOMKHA BCKPHIBATCA HIH GbITL NOBpEXAEHHON HEMOCPEACTBEHHO
JO MOMEHTa MMIIAHTALHY. YTIaKOBKa KKIOTO HAHMEHOBAHHA HMEET COOCTBEHHYIO
MapKHPOBKY, YKa3hIBAIOULYIO NPOH3BOANTENA, 0GBEM HIIH pa3Mep COOTBETCTBEHHO,
KaTATOXHEIH HOMEP H HOMEP CEPHA.

JTa MapKHpoBKa A0MKHA OLITb HEMOCPEACTBEHHO NIPHKPEIUICHA B KAPTOUKY NALHEHTa WIH
NAacHopT IKCIanjepa.

KoMnaeKT nocTABKH W3JETHE NOTPeOATETIO

¢ Jxcnanjep B ABOHHOI OnucTepHO# ynakoske
o MucTpykuus no npuMenenwio sxcnangepos (1 mr.);

» UHCTpYXKuns no NPHMEHEHHIO PyKaBa NONHATHICHOBOTO BCIOMOTaTebHOIO
CTEPHIIBHOIO AN YCTRHOBKH YKCHAHACPOB C TEKCTYPHPOBARHON NOBEPXHOCTHIO (1
IT.);

o MudopMauuonnas srukerxa - naMsarka (8 mr.);

¢ Ilacnopr axcnanaepa (Kaprouka nauventa) (1 mr);

¢ Pyxas noansTHneHoBLIN BerioMoraTelbHblH crepuwibHbll (Delivery sleeve) ansa
YCTAHOBKH 3KCNIAHACPOB C TeKCTYPHPOBAHHON NOBEPXHOCTHIO. ApTakyn 72001 (1 wr.)
(mpu neobxoanMocTH);

o Hckarens MarHHTHBIH )18 JKCHAHAEPOB CO BCTPOCHHRIM MAarHHTHBIM KJIANIAHOM.
Aptakyn 20738-012 (1 wrr. }(npu Heo6xomMoCTH);

e Hunexunonublil MOPT ¢ YAUIMAECHHO!H CHIIMKOHOBON TpYGKO# M KOHHEKTOPOM A
3KCMIAHACPOB ¢ BLIHOCHBIM MarHUTHBIM KlanaHoM. Aptuxyn 1409 (1 wr.) (npu

HeobX0oAUMOCTH);

MacnopT 5xcnanaepa (KapTouxa naunesTa) 3an0/JHRETCE BPAYOM H COACPKHT
cneayomy1o nHpopManHio;

BHHUMAHME:

Iloxanyficra, He TepsiiTe nacnopr sxcnanaepa u Gepure ero ¢ coGolt Ha KaXAYIO

KOHCYNIbTalHIO ¢ BpauoM. Hudopmupyiite ceoero peRTresosora o ToM, ITo y Bac ycraHornex
12
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ObrTe 3aMeHeH Ha HOBBIH,

TIpoussogurens: POLYTECH Health&Aesthetics GmbH,
Altheimer Strasse 32,D-64807 Dieburg, Germany, epmanus
Ten. +49 - (0)6071-98630

http://www.polytech-health-aesthetics.com.

®amunus, Ums, OTuecTso naunenta
JlaTa poXKACHUs

apeC MECTA KHTEILCTBA.

Ileyats KTHHHKH H IOANHCH Bpaya

akcnauzep, 0coGeHHO Nepesi MarHHTHO-pe3oHaHCHOH Tomorpaduelt. DxcnaHaep ssnaerca
MEAHMIHHCKAM H3ACIHEM, KOTOPBIN PEryaspHo NPOBEPACTCA H NPH HEOOXONHMOCTH MOXKET

IIpoexT nudopMannonHoi YTHKETKH HA PYCCKOM S3biKe:

IKenanaep MOJIOYHON MENE3bI  CO BCTPOCHHBIM MarHBTHEIM KNANAHOM
Apraxyn: XOX2X- xxx ( monens Meme)

Marvepuan 060104KN: CHIHKOH

Tlosepxnocts: TXT (TexcTyprpoRanHax)

Homunanouniii obvem: XXX mn

Homep ceprm: XXXXXXXXXX

CTEPHJBHO (cyxum Tennom)

Jns onHOXPATHOrO NPHMEHEHNHSR

T'open a0: mecau/ron

B cocras ynaxosxu sxoanv: HucTpyxuma mo nprmenernio axcnanacpa (1 wr.); HucTpyxuns no npuMenenmo
pYkaBa NONHITHIICHOBOTO BCHIOMOraTentHoro crepuistoro (1 wm.); HudopMausonHas 3THKeTKa - NaMaTka (8
wr.); [Tacnopr 3xcnanaepa (Kaprouka naumenta) (1 mr); Pyxas noansTunenopsii BCIOMOraTebHu CTepHABLHEIH
(Delivery sleeve) Apraxyn 72001 (1 wrr.); Hekatene marnnmhnii Apraxyn 20738-012 (1 wr.);

Mpomwssoanrens: POLYTECH Health& Aesthetics GmbH, T'epmanns

Mecro nposssonacTea: POLYTECH Health& Aesthetics GmbH , Altheimer Strasse 32,D-64807 Dieburg,

Germany, Fepmauun

Yenosns xpanenns: npy KOMHaTHO#H TemmepaTtype He Gosiee + 35°C u OTHOCHTENBHON BRAXHOCTH He Gosiee

70%

VYcnosng TPAHCMOPTHPOBANNA NPH TeMnepatype © -29°C + (2°)C u 60°C % (2°) C, OTHOCHTENLHOMN

BraxuocTH : 30% £ (5) % - 85% x(5)%

Ynoanomouennbiil npeacrasuTens Ha Teppuropunu P®: OO0 «Bsiots Matpukey, IOpunmwvecknit anpec: PP,
119146, r Mocksa, yn. 1-a @pynsenckan, a3 A, cp 1; Iouroswit anpec: PO 119002, r. Mockea Kanommu

nepeynok, A 4, c1p. 1; Ten: 7 499 918-77-70; www. bmatrix. ru

PervcTpausonuoe yaocTobepensie
& L2 12 221 27

nﬂﬂ"‘. L2131

S

3naucHNA CHMBOJOB CACAYIOIMIHE:
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ApTUKYN
Howmep cepun

Vcnonb3oBath Jo* (Mecs/ron)
ISTEWLE] | Crepunusaums Cyxmm Tenaom

[ng 04HOKPATHOrO UCNO/Mb30BaHNA
CM. VIHCTPYKLMIO MO NPUMEHEHNIO

70% OTHOCUTE/NbHAA BAXHOCTb (0% - 70% )
0%,

r'35°C MakcumanbHas TeMnepaTypa XpaHeHus:
35°C
A- WMpuHa cMm, BbicoTa B ¢, C -
MaKcUMaslbHasi Npoekumsi B ¢M , D -
paccTosHNEe MeX[y Camoii BbICOKOI TOUKOI
BN MPOEKLMM 1 HKHUM Kpaem UMnaHTaTa. 310
PacCTOsHVE MOKa3bIBAaET COOTHOLLIEHUE MEXaY

PacroNoXeHeM apeonbl U NOATPYAHO
CKNafKoii B CM;

Mapkuposka EC
TXT MOBEPXHOCTb TEKCTYPUPOBaHHaS
SMO MOBEPXHOCTb T/1ajKas

CTEPUITN3ALUNA, XPAHEHWNE, CPOK TOAHOCTWU

BHVMAHWE: 3kcnaHgepbl NOCTaBNAKOTCA B CTEPU/IbHOW ABOMHOW ynakoBke. B
ornepauyoHHOM CTepUIbHOCTb NPOAYKTa rapaHTUPYeTC 0 MOMEHTA, MOKa BHYTPEHHSS
yrnakoBKa MMMiaHTaTa He Oblna BCKPbITa UM NOBpeXeHa. B onepaunoHHO Bcerga f0/mKeH
ObITb €LLle OAMH 3anacHOM 3KCnaHAep Ha cnydart He06XoAMMON 3aMeHbl B MpoLecce
XUPYPruyeckoit npouenypbl. 415 NpogyKuum ¢ NOBPEXAEHHON YNaKOBKON CTEPUIbHOCTL He
rapaHTupyetcs. Ecnm ynakoBKa NoBpeXaeHa, Mbl He PEKOMeHAYeM fasibHeliLlee
MCMO/Mb30BaHKeE TaKoro UMMNIaHTarta.

B cnyyae comHeHuin obpaluaiitec B KomnaHnto POLYTECH Health & Aesthetics nnm kK
CBOEMY MECTHOMY ANCTPUOLIOTOPY.

AKcnaH4epbl MPOXOAAT CTepunn3aumio Cyxum Tennom. CTepunbHOCTL rapaHTUPYeTCs Ha
MPOTSHKEHMMN 5 16T C MOMEHTa CTepum3aLmn 1 4o Tex rnop, NokKa BHYTPEHHAS YNaKoBKa He
OyfeT OTKpbITa UK NoBpeXxaeHa (MakCMMa/lbHbIA CPOK XpaHeHUs yKaszaH Ha Mapkuposke (O
YYYY-MM).

[ns npoayKuumn ¢ NOBPeXAeHHOW YNakoBKON CTEPU/IbHOCTb He rapaHTupyeTcs. B
orepauyoHHOM CTePUIbHOCTb NPOAYKTA rapaHTUPYeTCA 0 MOMEHTa, NMoKa BHYTPEHHSA
ynakoBKa MMMiaHTata He 6bl1a BCKpbITa UM NOBPeXAeHa.

JKcnaHgepbl AO/MKHbI XpPaHUTbLCA MPU KOMHaTHOW TeMnepaT>ge B 3al,MULULEHHOM OT
Bfarum mecTe; Npu Temnepar)'pe He Bbiwe 35°C 1 OTHOCUTE/IbHOI BNa/ICHOCTU HE BbILLIE
70%. T1oCKO/bKY ynakoBKa NpoHuMLaemMa A/11 rasos, NPOAYKUMA He AO/MKHA NoABepraTbCs
BO3ENCTBUIO Napa UM rasos. .OKCMaHAepbl XPaHATCA B FOPU30HTA/IbHOM MOMIOXEHUN, TaK
Kak 3TO MO3BOJIAET /lyylle UAEHTUHNLMPOBATL MApPKNPOBKY.

TpaHcrnopTMpoBaHue mgenus npu temneparype : -29°C £( 2°)C n 60°C x( 2°)C
OoTHOCUTesNbHasA BNaXHOCTb : 30% £ (5 )% - 85% % = (5) %.
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IKCTIAHIEPB! MPOH3BOMAATCH HCKITMOUHTENBHO JUIS OHOKPATHOTO MCNONL3oBaHud. Hu nmpu kakux
OOCTOATENLCTBAX NPORYKIMR HE MOXET ObITHHCTIONE30BAHA HIIH CTEPHIH30BAHA NIOBTOPHO:

o Tak kaK HEBO3MOXHO NpOACIHH(HUMPOBATL 3KCNanHAcpH 6e3 MoGounkx 3¢dexTos,
OTPaXKAIONMXCH HAa Ka4uecTse 000JI04KH.

e [Ipomyxuma He MOXET CTEpHAH30BAThCS OOBMHBIM cmocoGOM H3-3a €¢ BaKyyMHoOMH
YYBCTBHTENBHOCTH,

¢ Bo Bpems yCTaHOBKM HMAM yHaneHWs OSKCIAHAEpAa €ro LEJNOCTHOCTH, M ofomouxa B
0COOEHHOCTH, MOABEPracTCA MAKCHMAILHON MEXaHMYECKOH KOMIpeCCHH, KoTopasd He
MOXeT ObITh NOJHOCTHIO PACCUHTaHA NIOTL30BATENEM,

e MexayHapoaHble CTAaHAAPTDLI NPEAYCMATPHBAIOT ONpEAENEHHE ypoBeHb MEXaHH4YecKol
6e30MacHOCTH HOBBIX HMIUIAHTATOB, KOTOPHIH He MOXeT ObiTh TAPAHTHPOBAH MNocie
YCTAHOBKH MAW YAAICHHS H3NENHA, TaK KaK OHH MOABEPralliCh MEXaHHYECKOMY
po3neficTerio. [ToatoMy nmpH NOBTOPHOM HCIONB3OBAHHH TpeOyemas Ge30macHOCTH He
rapaHTHpYyeTCA.

-PyxaB noymmasTHACHOBLIH NOMEINACTCA B CTEPHITH3AMHOHHYIO YITAKOBKY, COCTOSINYIO H3 ABYX
NaKeToB (BAYTPEHREro H HapyxHoro), Mapku Perfecseal, nponssonurens Perfecseal Ltd,
BenuxoGpuranns

-Hckarens MarauTHelli ioMeniaeTca B nonusTHaeHoBYlo ynakoeky Hekofolit, nponssoanrens
HEKOFOLIT HEINZ KOCH GMBH, I'epmanns

- Ynpexiuonnslii nopT noMewaeTcs B CTEPHIM3AIMOHHYIO YNaKoBKy Mapku Stericlin,
nponssoaurens Stericlin, 'epmanns.

-PyxaB nonusmunenonsiii Bcniomorarensmit crepunpHbbi { Delivery sleeve) ana ycranosku
MMIUIAHTATOB ¢ TEKCTYPHPOBAHAOH NOBEPXHOCTHIO CTEPRITHIOBAH TaMMa-H3JIy4CHHEM,
H3pnenue ofHOpazosoe.

-Hickarens MarnuTHell HCNONB3yeTcs NNOC/E YCTAHOBKHA SKCNAaHAEpa, NOCTaB/IAeTCA
HECTEPHNIbHBIM.

WUznenue mHoropazopoe. /g o6paboTKH MOXHO HCNOML30BATL OORIMHYIO AHTHCENTHYECKYIO
CITHPTOBYIO cangeTxy.

~MibextHOHHBIH NOPT ¢ YAUTMHCHHON CHIIMKOHOBOH TpyOKOH H KOHHEKTOPOM JUIA 3KCTIaHAEPOB
¢ BHIHOCHBIM knananoM. CtepunnsoBan cyxum TennoM. Usnenue onnopasosoe.

HHOOPMAIINA ANA MAHEHTOB

Kaxaplit nauneHT #M €ro npeACTaBHTENb NEPefl XHPYPrUYeCKHM BMEIUATELCTBOM JOMKEH
6bITh HHDOPMHPOBAH BPauOM O BOIMOXKHBIX NOCNEONEpalliOHHBIX OCNOKHEHHAX Boofile, a
TaKe HEMOCPEACTBEHHO CBA3AHHEIX C YCTAHOBKOH 3KCMAaHAEPOR H HMIIAHTaTOB. [lauueHTs!
JONKHBI HMETD peaNbHble NPEICTABNCHNS 0 BOIMOXKHBLIX KOCMETHYECKHX Pe3Y/IBTATaX.
Jxcnaxaepsl HCHONBL3YIOTCA TONBKO IUIS BPEMEHHOH YCTaHOBKH; MBI peKOMEHAYeM
MaKCHMANbHLINA IepUO WIS KX UMILIAHTAUHH B 6 MeCsLEB.

[ManwenTamM HEOOXOMMMO PEKOMEHA0BATD PErYJSPHO NOCEWIATh BpaYa-CnelHalnCTa
(xaxarie 6 - 12mec.) T8 KOHTPONS COCTONHKA IKCNAHAEPA, BKAIOYAA COCTOSHHE
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OKpyXatouux Tkane#t, [launent gonxen GLITL NPEAYNpexaEH, YT0 HEAACKBATHOE
NOBEAEHKE, PE3KHE BHKCHHA # TPABMATH3AIMA OKPYKAIOLHMX TKaHEe# MOTYT NPHBECTH K
pa3speiBY HMIUIAHTATA NOK KOXKel H, CNeJOBATENBHO, €T0 YAANCHHUIO.

Yrobn: unopmaima 06 HCNONL30BAHHOM 3Kcnaxaepe Gbuia AOCTYIIHA AN CNELUANKCTOB B

_ moGoe BpeMs, pEKOMEHYETCA BLIAABATH NallHeHTaM MACNOPT COOTBETCTBYIOLIETO
3KCmangepa.
PexoMenayeTcs HaydHTh NAIMEHTOB OTANUATH SKCHaHAep (M MOPT, B CIy4ae HCMONB3OBAHHA
3KCMIAHACPOB ¢ BLIHECEHHBIM NOPTOM) OT COOCTBEHHEIX TKaHeH B NPOBOAHTD
CaMOCTOSATENBHEIN OCMOTP € LENBIO BHIAB/ICHHA OnyXonel.

IpenynpenuTe TaKike NALHEHTOB, YTO BCTPOSHHBIC MATHHTHAIC KNANAHE! HMILIAHTATOB H
IKCMAHACPOB MOTYT BLI3LIBATE MOMEXH B paboTe 3NEKTPOHHBIX CHCTEM, 3KPAHOB
KOMNBIOTEPOB U YacoB,

ITacnopm sxkcnandepa

IMacnopt 3xcnannepa nocrapnsetcs ¢ kaxasiM usnenveM «POLYTECH Health &
Aesthetics GmbH », 3anonnsercs BpayoM ¢ yKazaHHEM JaThi YCTAHOBKH SKCTaHACPA.

Huaznocmuyecxuii ckpurunz

CuanukoHoBbIE YKCNaHAEPs! MOTYT BAHATHL Ha KAYECTBO BH3yanH3aluy TKaHel npy
NPOBEACHHH Pa3NIUUHBIX HCCNIEAOBAHNH, U KAK CIEACTBHE, OBITh NPRYHHON JIOKHBIX
pe3ynbTaroB. [TosToMy HeoGxoauMmo, YTo6h nauHeRTE! HHEPOPMHEPOBAIH MEANLIKHCKHI
nepcoHan O CYIECTBYIOWEM IKCIaHAepe.

VyuTHIBad BO3MOXHOE B3aHMMOAEHCTBHE MATHHTHLIX BOJIH, MALHEHThI, HMEIOLIHE
3KCIAHZEPH! CO BCTPOSHHBIMH KJIalaHaMH, He JOJXHBI NPOXOAMTL MarHHTHO- Pe30HAHCHOE
ucenenopanue (MPT).

BHUMAHHE! Bce naupenTs! ¢ 3KCHaHAePaMA, HMEIOIMHAMH BCTPOSHHEIA MarHUTHBI!
KNanaH ¥ NOCTOARHBI! MarHHT, HOMKHK GLITH NPOUH(POPMHPOBAHEL, YTO B CIy4ae
HeoOXOAMMOCTH NPOBEACHHA M MArHHTHO-PE30HAHCHOTO 00CNEI0BAaHHUA, OHH B
06s3aTeNIbHOM NOPANKE ACTKHBI COOOILIHTL: Bpavy O HANHYHH Y HHX MATHHTHOIO KJanaHa.

BO3MOXXHBIE OCJIO>KHEHHSA

Bo3MOXHEIE OCNIOXKHEHHA MOTYT GBITh CBS3aHE ¢ HHAUBUAYATHHBIM aHAMHAE30M,
MCIMIHHCKHMH NPENapaTaMH, TEXHHKON IPOBEJCHHA ONepalii WM BeAlCHUEM
NIOCNEONEPALMOHHOrO nepuoAa. IIpH ycTaHOBKe 3KCNaHAEPOB CYMIECTBYIOT BHYTPH - H
NOCNEONEPALMOHHEIC PHCKH BO3MOXHOTO Pa3sBHTHA TAKHX OCNOXHECHHH, KaK;

Hexkpo3 kosmn, NPONEKEHD H BLINAZICHHES MOXET PasBHUTLCA BCICACTBHE YPE3MEPHOroO
HATSOKCHKA NOKPLIBAIOMIEH sKcnaaep KoxH, (HANPHMEp, NPH HeCOOTBETCTBHH OOABIIOTO
pasmepa 3KCnanziepa BeTHYHHE NOANOTORNEHHOIO U HETO KapMaHa HilM CITHIIKOM ObICTpoM
PacTSDKEHHM TKaHel SKCnanjepaMu); BCICACTBHE HAPYIICHHOR WK CHH)XEeHHOMN
BaCKyNAPHU3ALMH KOXH (HalpUMep, B CTyvac TPABMATH3ALNM KOXHOIO JIOCKYTa BO BpeMst
XHPYPrHYECKOTO BMellaTe/beTRa). JleyeHHe CTepoHaaMi MOXKET TaKKe NPUBOANTD K PA3BUTHIO
Hexpo3a. Kypuiibiiitb! mMe1oT Gonee BHICOKRI pHCK BOSHUKHOBEHHS HAPYIICHUH
KpoBooOpailleHHs B NOKPHIBAIOMKX SKCTIAHAEP ¢NOoAX koxH. [Tpn noao6HLIX ocnoxHennax
MOXET BOSHHKHYTL HCOOXOAMMOCTb PEBH3HH KCIAHAEPA.

I'emaToMa MOXET NOBLIATL PHCK NPHCOSARHEHHS HHGEKUNN U PA3BUTHA KANCYAPHOTO
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¢$u6Gposa. B cBa3M ¢ 3THM reMaTOMBI IOMKHH GHITH POeYeHs HeMewTeHHo. CKolleHne
GonbIOro KONMYECTBa KUAKOCTH TIOC/E ONEpaIHY HITH NeMaTOMa, B CITy4ae OTCYTCTBHA
NEUCHUA, MOTYT NIPHBECTH K BLITECHEHHIO WK CMELIERHIO dxcnanaepoB. Hepaccocasuasca
reMaToMa MOXET MoTpeGoBaTh NPoBEACHNE HEMEUICHHOMN KCIUIaHTAUMH. TinarensHbii
reMoCTa3 BO BPEMS ONEPALIHH OCTACTCH OCHOBHBIM METOZIOM NPOHAKTHKH.

Cepoma. B pesynnrare TpaBMaTH3aUMK HIH N30BITOYHOrO ABMXEHHUS B NOCACONIEPALIMOHHOM
NEPHOAE MOTYT BO3HUKATE OTEKH ¥ 60s1b. Bo3MOXHBIM NeveHneM B JAHAOM ClIyvae ABISETCH:
HMMOGHIIH3aLMS, KOMIIPECCHA, IPEeHaX H, eCTH HeOOXO0AMMO, YaNEHHE IKCIIAHIEpa.

Orex MOXeET GBITh BLI3BAH HAKOIICHHEM CEPO3HON MKHIKOCTH (CM. CEpoMa).

Cmemenne niau qnurensHans 601b MOXeT OLITh CICACTBACM HENPABHILHO NOA0SpaRHOr0
pa3sMepa KM HENPABWIBHOTO pasMelleHHs axkcnanaepa. Eciv sHaonpoTes CIMLIKOM BEJTHK,

' IPHYHAHOM STHX CHMITIOMOB MOTYT GBITH KAINCY/ISPHAA KOHTPAKTYPa H BOCHIANNTENbHAR PeaKilis,
CBABAHHAA C Ype3MepHO NOABHKHOCTHIO MMIUTaHTaTa. B cirydae onepatiuy Ha MONO4HOMH
#enese 60Ib MOXKET BO3HHKATD KaK B 00N1aCTH XHPYPrHUeCKOro BMEILIATESIECTBA, TaK H B
TpYAHO#H KneTke, pyxe, mieqe.

Cxnaaxn (B nHTEpaTYpHLIX HCTOMHHKAX, 0003HaYaEMble KaK «MOPLOMHHCTOCTD))
nassNHpyeMble Kpas SKCAaHAepa WK HCKPHRIICHHE SKCNaHAEpa MOXKET OBITh CBA3aHO C
HECOOTBETCTBHEM MEXAY SKCNMAaHACPOM W Pa3MEPOM NOATOTOBICHHONO ISt HEIO KApMaHa WM
HEAOCTATOMHBIM TKAHEBLIM NOKPLITHEM,

Undexumn. flpucoeannenne undekimit BenecTBHE NOCTAHOBKH KCNaHACPOB Habmonaercs
kpaiine peaxo (0,114%, Brand, 1993). PazeuTue uudexumit nescHolt aruonoruu nocje
HMIUIaHTALHH TpeOyeT HeMEUIEHHOTO leueHNA. MoxeT NoHaA06UTECA HCNOABIOBAHHE
aHTHOHOTHKOB, APEHAXA HNH IKCIVaHTAIMA. Jio/mkeH OLITh NIPOH3BEeH NIOCEB PAHEBOrO
coziepxumoro. Haubonee uacroman BosSyanrensmu spnmores: Staphylococcus aureus,
Staphylococcus epidermis wm crpenrokokki. He Bee mudekumn noamaiotcs  nedeHuio Ge3
YAAICHHUS JKCNAHAEpa.

Tloxpacnenne KoXH, B INTEPATYPe ONMHCLIBAEMOE KAK «CHINKY», MOXET HabmomaTses ¢
pavingHON 4acToTOH, B 3aBHCHMOCTH OT CTPYKTYPHI NOBEPXHOCTH, TO NOKPACHCHHE KOXH HE
ROJDKHO MPHHUMATLCA 32 HHpekunio. OHO oTMuaeTcs OT MHGEKLNM HATHYHEM 3Yaa H
OTCYTCTBHEM CHCTEMHBIX CHMITOMOB HH(pekuuu. Kak npasuno, noasaserca Ha 7-10 nens nocine
HMIIAHTALUY B YACPKUBACTCA HA IPOTHXNENHH 2-3 HEZeNb.

B cnyuasx, koraa jeyeHne abcomoTHO HeoOXOANMO B ANTEPATYpe PEKOMEHIYETCA
HCMONB30BaHHE CTEPOHAOB.

Kancyaspnas xourpakrypa / dnbpo3: OGpazosanue COCAMRUTENLHO-TKAHHON KATCYbI
BOKDYT SKCIIAHAEPA - 3TO HOPMAIbHAA peaKlHa OpraHHu3Ma Ha JyxepoaHoe Teno. B pesynsrare
00pazoBaHuns KanCYNAPHON KOHTPAKTYPEI MOXKET W3MEHHTECA GOpPMA ¥ Pacnonoxente
skcnaiaepa. Kimnunveckn 3aaunmMan KoHTpakTypa Kancyns (Baker II1, IV) Moxer BrzBaTh Gosp
Y IPHBECTH K 3CTETHHECKHAM H3MECHEHHAM BlICIIHET0 BHIa, Moxer OuiTh HeoGX0aMMO yrancuue
sKkcnanaepa. 3akphiTas KancyaoToMHA He PeKOMEHAYETCs B CBSI3H ¢ BO3MOXKHOCTLIO
NIOBPEXKACHHA sKcnaHaepa. Ecim Henwbas n3bexars Takol KancyJI0OTOMHUHK, TO BIOCASACTBHH
HeoOXOMMO NPOBECTH JHATHOCTHYECKHE HCCNSAOBAKKS JUIS HCKITIOYECHHS BOSMOXHBIX
NOBpEXACHHUI FKCnaHaepa.

Hecencnbnnmanus nan ranepeencubuanzanmus MoXeT HaGMOAATHECA BPEMEHHO HIH
NOCTOAHHO (NONHAR MY HACTHYHAA, HaNpHMeED, B o6nactu Mosouro xenessl. [Tpu nepu - wm
TPaHCAPEONAPHON YCTAHOBKE HMILIAHTATOB MONOYHOM! XKene3bl MOTYT HabMIOAATHC HIMEHEHHNA

9YBCTBHTENILHOCTH. MHOrAa, pn ycTaHOBKE JIMLIEBLIX HMILIAHTATOB, COO0INAcTCR O
NPEXOAALIEM H3IMEHEHHH YyBCTBHTENLHOCTH.,

TIpocaunBanne co1e80ro GUIPACTROPA: CHNHKOHOBEIE 3/JACTOMEPE! MPOHKIAEMbI JUIA ra3a, U
napa, a 3HaUMT K JUIA CONeBoro pactsopa. [IpocaunBalmne MOXET NPHBECTH K IIOTEPE XUIKOCTH
H K CHHXKEHHIO ofbeMa SKCnaHaepa.
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PazphiB dKCNANAEPA WM HCTEYEHHE EN0 COICPNHUMOTO ABIACTCH A6COMOTHEIM NOKa3aHHEM
Aans 3xcnnanTauyy. Ilo Hamemy Muenmio, Haubosnee YacTHIMK NPHYAHAMH Pa3pbIBa ABNNIOTCH
NOBPEXKIEHHE IKCNAHACPa (BO BpeMA ONepalny, HApHMED, NP CIIMIIKOM KOPOTKOM paspese,
! NOBPEKACHHA XUPYPTHIECKHM HHCTPYMCHTapHEM, HH NOc/e Onepaliui, HanpuMep, TIPH
HANIONHEHHH SKCTNanAepa, B Cirydae MyHKuu, OHolchit, 3aKpEIToit KancynoTOMHH 1 T.4.), 8
TAKXKE TPABMA HITH YCTANOCTh MaTEpHana ABIAIOTCS, 110 HalleMy MHEHHIO, Hanbonee YacTHMH
NPHYVHAMH 3TOr0 ocnoxHenns. Cnanenye o0beMa IKCNaHAEpa: eC)TH NPeBLIIACTCR
_ peKOMEeHAYEMBIH CPOK B 6 MECALIEB NOC/IE MMILITAHTALMH, TO IKCNAHACP MOXKET CNIOKHTHCA — KaK
BO3MOXHBIA MoOOWHEIH 2¢MpeKT pacTHKEHUA, YTO MOXKET OCNabHUTh HATAXKEHHE 00OJIOUKH H
NPHBECTH K CNAACHUIO JKCTIaHAepa.
Ilepenoanenne sxcnanepa MOXET NPHBECTH K CHIXKEHHIO KPOBOCHAGKEHHA TKaHeR ¥ APYraM
OCJIOKHEHHAM (HEKpO3, BEIIABIHBAHNE IKCTIAHAEPa). 3aNoNHEeHNe SKCNIAHASPOM JOJKHO
MPOBOAMTLCSH B COOTBETCTBHM ¢ HHAMBHTYaNbHbIMH NTOKa3aHHAMH [TalHeHTa.
Puck pasBHTHA PaKa: SNHACMHONOIHYCCKIE HCCNCAOBAHUA NMOKA3AH, YTO YACTOTA Pa3BUTHA
paKa y JKeHIIMH, HMEIOIMX 3KCIaHAEePbl, HE NPEBHIIACT TAKOBYIO B KOHTPONBHOM rpynne.
Bo3moxno Bo3nuknoBenne 100pokavdecTBeRHON KabURGAKANIE BOKPYT IKCNaHAEpa.
J Bo3MOXHOCTD rPYANOro BCKAPMINBAHUA MOXET NTOCTPAJIATh, OAHAKO, HE B CBA3H C CAMHMH
.

3KCMIaHAEPpaMH, a B CBA3H C XHPYPrHYECKHM BMEILIATS/IGCTBOM Ha MOJIOUHON xenese.
Anannacruveckas kpynuoxaerounas sumboma (ALCL): Heenenosarenu FDA
JOKNAABIRAIOT O HAIMYKH BO3MOXHOM! CBA3Y MEXAY 3kcnanjepamu u passutnem ALCL.

" CnennamicraM peKOMEHIyeTcst HHPOPMHPOBATL CBOMX NALHEHTOB 00 ITOH BO3ZMOXHOCTH
Takoro 3aonesanus.

TEXHHKA OITEPALTHH

STa npoayKUNAA NpeAHaHaueHa IS EMIUTAHTALHH HCKTIOYUTENBHO ONBITHBIMH
CTICHHATHCTAMH,

Bo u3bexanne npHYNHEHHA Bpea NalHEHTY WM NOBpPEXACHHS NPOAYKLHH, 3aN0THEHHE
IKCNanAepoOB NOMKHO MPOBOAUTHCR TONBKO ONBITHEIMK CTIEUHATHCTAMH.

Hu nipa xaxnx obcTosrenscrpax sxcnaHaeps! He JOJXKHLI ObITE H3IMEHEHB! HH 10, HH BO
Bpems HMIUIaHTaumy. [lepen ycranoBko# kaxaplif sxcnanaep AomkeH ObITh TIHATEAbHO
OCMOTPEH HA NPEAMET BO3MOXHOTO NoBpexaeHnd. [lepen ycranoBKko# skcnanzepa,
LENOCTHOCTh NOKPLITHA NPOBEPAETCH ¢ NOMOIIBIO YaCTHYHOTO 3aIIOJHEHNS CTEPHIBHBIM
COJIEBBIM PACTBOPOM H YMEPEHHLIM HAllaBNHBAHKEM Ha 0600uKy. [ToBpexaeHnan

(’. NPOAYKIMS HE JOJKHA NCNONE30BaTHCH!

3anacuoil sxcnmanaep Aosaxen ObIThH AOCTYNeH BO BpeMa onepanuu!
Tpenonepanuonnoe obcneaoBaHNe AOMKHO FAPAHTHPOBATH BO3MOXKHOCTS paspesa H
NOKPBLITHA IKCanaepa TKaHAMH Ge3 HaTmxeHus. Heobxoanmo nckmounTs nasneune,
TPaKUMIO ¥ APYTHE CTPECCOBLIE CHTYAIMH, KOTOPLIC MOTYT BO3ACHCTBOBATE HA SKCNAHICP H
ofnacTs paspesa.

YcTanoBKa J01KHA OCYILECTBAATLCA OYEHDL AKKYPaTHO. JKCNaHAep MOXeT GBITh
NOBPEXKIECH B PE3YNBTATE YPEIMEPHOrO HARABIHBAHUSA PYKAMH, MAHHIIYIALUHA HITH
XHpYPru4eckHMH HHCTpyMeHTaMH. B cnyuae noBpexaeHus o6onouky anacromepa,
HaNOAHAIOWMKA MAaTEpHAN MOXET BEITEYL W3 IKCTIaHACpa. ,ﬂnx NOCTAaHOBKH IKCINIAHACPOB C
mxc'rypnpoaaanoﬁ TNOBEPXHOCTHIO PCKOMCHAYCM HCNONB30BATH NOJH3ITHICHOBLIH «PYKaB»
(cM. Texnuky JlonbCKOro), KOTOPLIA OCTARIAETCA BMECTE ¢ SKCTIAHACPAMH,

Homxusl cobmonaThca cicAyIoUIHe OCHOBOTIONATAIONIHE MPABAJA:

* Paspes J0MmKEH COOTBETCTBOBATE PasMePy ¥ NOBEPXHOCTH KCIaHAEpa.
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» ['eMocTa3s HOMKEH OCYILECTRIATLCA TIIATENBHO. Koarynsarop MoXeT NoBpeuTs NOKPHTHE
sKCnanaepa. '
* PazMep 3xkcnanzepa noadHpaeTcs TINaTeNbHO. PEKOMEHAYESTCH HMETH B HANTHYHH

_ 3KCHIAHAEPH Pa3IKYHBIX pa3MEpoOB, YTO No3soiseT BHGpaTs Hanbonee noaxoAsLIHit pasMep.
Jns onpenencHus pasMepa BO BpeMA ONEPallHl PEKOMEHAYEM UCTIONB30BATH IPUMEPOYHLIE
HMIUIAHTATH! (cali3ephl)
* Pasmep HMANAHTALMOHHOTO KapMaHa OJDKEH COOTBETCTBOBATH Pa3Mepy IKCHIaRAEpa.
IKCanAep JOMKEH pacronaraTbesi poBHO, 6e3 CKNamoK.
* JlonxHo 6bITL 06ecneyeHO COOTRETCTBYIOMIEE NOKPHTHE TKAHAMH MIIH, B Cllyuae
HEOOXOMMMOCTH, MPEATIOYTHTENBEHBIM MOKET ObITh NOAMBILIEYHOE PaCcIIONOXKEHHE.

. IIpedomspauernue Konmamunayuu

Ha noBepXHOCTD SKCIaHREpa HH B KOEM CIIyyae He JIOMKHbE NIONACTL TANBK, NEUTE HITH XKHP.

BatHble BONIOKHA, TAJILK ¥ APYTHE BELIECTBA MOFYT NPHTATHBATLCS INCKTPOCTATHYECKUMH

3apaaaMH. ITO MOXKET NPOBOLIHPOBATH YCHICHHYIO PEaKIIHIO OPraHH3MAa Ha YY)XKEPOAHOEe

Teso nocae uMmiantauuu, Heobxoanmo cobmonars 0cobGyio ocTopoxHOCTD ANs

HCKMIOUEHHS NOAOOHBIX 3arpasuennii. Bech ygacTByionmit nepcoHan aomxeH o6pabarsisars
4 CTEPHIIbHBIC NEPYATKH CTEPHIILHBIM (DH3HONOTHYECKHM PaCTBOPOM Iiepell IPHKOCHOBEHHEM

K 3KCnaHgepy.

Pexomendyemas nocaedosamenvnocms oeticmeii

1. OTKpHITL HAPYXHYIO YNIAKOBKY B aCENTHUYECKHX YCAOBHAX, Y AANHTD HAPYXKHYIO
CTEpHNbRYIO ynakoBKy. IIpHKkpenuTh MapKupOBKY 3Kcnasiepa K KapTouke NnaunenTa.

2. OTXpLITE HAPYXHYIO CTEPHALHYIO YNnakoBky. [lepesiaTh BHYTPEHHIO CTEPHIILHYIO
YAAKOBKY HA CTEPHIILHBIA CTON AT HHCTPYMEHTOB B CTEpHIIBHBIX ycnoBuaX. Ty ke
npoueaypy Heo6XoAMMO OCYLIECTBHTD C OTACNBHO YNAKOBAaHHEIME IOTIONIHUTEIbHBIMH
H3AENHAMH, €CJIH TaKOBble MMEIOTCA.

3. OTKpPBEITE BHYTPEHHIOIO CTEPHJIBHYIO YNAKOBKY B CTEPHJIBHBIX YCIOBHAX HENOCPEACTBEHHO
nepen HMIUTAHTaLHER, MPHroTOBHT CTEPHILHEIN SKCNAHAEP B COOTBETCTBHH C
nnaHupyeMoli METOAUKON XMPYPrHYecKOro BMEIIATENLCTBA U NEpeAaTh IKCNaHAep XHPYpry.

Hanonnenue sxcnandepos:

". NMPEAOCTEPEXEHHNE: Bce >kcnanaepsl npeHasHa4ueHbl TONBKO WIS BPpEMEHHOMN
uMnaanTanun! TloBTOpHAN CTEPIIN3AUAN H NOBTOPHOE HCMOJL30BANNE SKCTIAHAEPOB
3anpemensb!!

MBsI pexoMeHyeM MakCHMAJILHEIH IEPWOL MMIJIAHTAUWH B 6 MeCsLeB.

JIns HAIONHEHNA FKCNaHepa Yepe3 HHHEKUMOHHDIN KNanaH CTEPHNBHEIM aNHPOTeHHbIM,
¢usnonoruteckum (0,9%) pacteopoM uenonsayerca kaHons 23 G (Hanpumep, Sterican
article no. 4657667 u 4665635, B.Braun, Melsungen.) TakXke MOryT HCIIONIB30BaThCA
KAHIONH C MEHbINUM AuaMeTpoM: 24, 25 1 1.4. BHyTpu KnanaHa Haxoautcs 6apbep s
NYHKIHH KaHioNei,

TNepen aMnianTaumeit UENOCTHOCTL 060/0MKH H GYHKIIHOHANBHOCTD KJIANAHa AOMIKHBI
NPOBEPATLCA MPH NOMOINM YACTHYHOIO HAaNOJHEHN UMILUIAHTATa H YMEPEHHOM AaBJICHUH Ha
obonouxy. lNospexnenHoe H BUAOWIMEHEHHOE U3ACTHE HE JONKHO HMITAHTHPOBATHCA.
[My3p1ppku BO3AYXa HEOGXOAUMO YARIUTE A0 HMITIAHTALIHH.

[Tepsoe wiH nochaeAyIoUee HANONHEHHE 3aBUCHT OT HHAMBHAYATEHLIX AHATOMHUYECKHX
norpedHocTel. nTepBansl Mexily NOCACAYIOIMAUMH 3aNlOJHEHHAMH 3KCTIaHAEpa
YCTaHABAHBAIOTCA O COTJAUICHHIO MeXAY BpatoM W nauueHToM, Henn3s nonyckars
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Ype3MEPHOTO PaCTIKCHUA TKaHEH UAN IKCNanaepa
[lepen oxoHYaTeNbHBIM YIUHBAHHEM PaHBI HEOBXOAUMO YOEAHTHCA, YTO SKCTIAHAEP JICKUT Ha
TKaHH POBHO, 0€3 CKIaaoK.

Mocne onepauyy, Npy NOCNEAYIOUIMX NOAKAYMKAX MOFYT COPMUPOBATHECA HOBLIC CKNAJIKH B
oGonouke KCNaHAepa KOTOPbIE, OIHAKO, AOMKHB YYHTHIBATLCA KaK noGounsii sddext
PacLIHpPEeHHS.

[IpeBnliiieHne peKOMEHAOBAHHOIO 6-MECAYHOrO NIEPHOAA HMIIAHTALHE MOXET NPHBECTH K
ocnabneHuIo 0GONOYKH M AeuALMH SKCIAHAepa.

Taxoit adpdexT Haubosee BeposTeH, eCH MPOMEXYTKH MEXAY MOAKAYKAMH YBEINYEHBI.
[To3ToMy 3Kcnangep cleAyeT 3anoJHATh Tak OBICTPO, KAK MO3BOJNAIOT 06CTOATENLCTRA.
Korzaa 2ran pactaxenus OyneT 3aBepileH, SKCanAep AOKEH ObITh yaaneH.

xcnandepsi ¢ BuIHOCHbIM KAGNAHOM:
Tpu ycranoske knanana w o6paborke Tpybku cobmonalite HHXKECTERYIOIIHE YKA3aHNA:

1. BeiHocHoO# knanan cHaOXeH S5-CM OTpe3koM TPYOKH, KOTOpbIH HENb3S YKOPAUHBATb.
2. Ecnu HeobxoauMo, oTpexbTe TPYOKY, COSAMHEHRYIO ¢ SKCTIAHACPOM Ha HeoOXoarmMoM
PacCTOAHWH.

3. Coenunure TpyOKy IKCnaHaepa ¢ KOHHEKTOPOM, PacNoONOXKEHHOM Ha KOHLE 3-
canThMeTpoBoll TpyOkn. O6a xoHua TPYOKN pacnonokuTe TakuM 06pasoM, 4ToOH OHH
JAOXOAMIIK KaK MUHHMYM 110 Tieya cpennelt pensednoli HacTH KOHHEKTOpA.

4. [TposepbTe NPABUALHOCTD MOJOKEHNA U TIPOYHOCTD YACPKUBAHHA ABYX TpyGOK B
KOHHeKTOpe.

5. Jna ycuneuus Gpukcauuy peKOMEHIYEM 3aKpenisTh 00a koHua TpyOKky, HCIONL3ys
HeabcopOupylonmii mosHBIA MaTepran. Byasre akKypaTHbl, 4ToOb! He nepdopHpoOBaTh
TpyOKy.

6. Ipn pasMenIeHHY BEIHECEHHOIO KnanaHa Heo6XoAuMO NPHHAMAThH BO BHHMaHHE
yRoGCTBO Npy ABMXEHHH NaHEHTa; TpyOKa M SKCIaHAEp He JIOJKHbE pacTATHBATHCA.

Ixcnarndepvt co 8CMPOEHRBIM KAANAHOM

[MPEJOCTEPEXEHUE: Jxcnanepsl O BCTPOCHHBMH MATHHTHBIMH KIaNIAHAMH HE
AOKHBI UCTIONB30BATLECA Y NANMEHTOB, HMEIOIMUX CepAeyHbI BOTHUTENb PATME, & TAKKE Y
AAUHEHTOB, KOTOPHIM B IEPHOJ HMITNAHTALMA HEOOXOAHMO MATHUTHO-PE30HAHCHOE
o6cneaoBanue.

Tlepen TeM Kaxk ymuTs kapMaH, 06s3aTenbHO YOSARTECh B OTCYTCTBHH CKIIAZIOK 06010YKH
JKcniaHaepa B obnacTn BCTpOeHHOro MarnaTNoOro nopra. Menonpsyiite MarHuTHLIN HCKaTens
JUIS OTIPEACICHHS MECTA PACIIONOXEHH Kiuanana. MexaHH3M MarHUTHOIO HCKaTens
TIO3BOJISET TOYHO ONPEALNATh PACNONOKEHHE MATHUTHLIX KNAaNAHOB H HATIPaBJICHHE
HHBeKIHH. C 3Tl NENbI0 MArHUTHEIR UCKATENb BOAKTCSA BBEPX H BHH3 CJIEBAa HANpPaBo 110
NOBEPXHOCTH KOXH B 06/1aCTH PacnioNioXKeHAs MarHUTHOTO K/Ianana, Jo Tex nop, noka
MarHdT He CTaHeT NEePNeHANKYIAPHO Haj KiananoM. KOHYHKOM MarHMTHON CTpENKH cnerka
HOXMHTE Ha KOXY, 0003Ha9nB, TakuM 06pa3oM, MECTO BBEACHHUA,
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ITocneonepayuonnsiit yxo0

INocne onepauyu nawHeHT AOMKCH HEKOTOPOE BPEMA HAXOAMTLCA NoA HabmoaeHHeM Ans
NPHHATHA CPOYHLIX MEP B CIY4ac Pa3BHTHA PEaKUHH "X034UHA" Ha SKCTIAHACP WJIH MaTepHal
HanoJHHUTENS.

" TAPAHTHH

[Tponyxuns npon3BOAMTCA H KOHTPOJHPYETCH B COOTBETCTBHH ¢ TpeGoBannsmu Medical Device
Act. Bce xoMnoHeHTH! GBUTA TIIATENBHO OTOGPAHKL, B, TAK e, KaK ¥ MPOH3BOACTBO, OTBEHAIOT
TpeOOBaHHAM HOBSHIINX MEAHIHHCKHUX CTAH)[APTOB H TEXHONOTHHA.

Hudopmauus, nprsenenHas B JaHRo#t HucTpyxumn no npumenennro, AomkHa G5ITh IPHHATA BO
BauManue, BoamoxnocTs 3aMensl npoaykuus POLYTECH Health & Aesthetics GmbH,
PacCMaTPHBAETCS TOABKO B CIyYae TOHHO JOKA3aHHOTO ITPOU3BOACTBEHHOIO eheKkTa.

Her nnxaxux rapantuif, 6yap T0 IpAMO BHIPaXKCHHBIX HAH NOAPA3yMEBAEMBIX, B TOM YHCE
Kakux-mu60o rapaHTHil 110 KOMMEPECKOMY NPaBy, a TAKKe KaKuX-TH00 rapanTuil B OTHOIDEHUH
N3MEHEHHH, KOTOpbIE NONb30BATENb MOXKET BHECTH B IPOAYKUMIO. [IpencraBurenu 1
AMCTPUOBIOTOPSI HE YNOIHOMOUCHE! H3MEHATL NIPHBEACHHEIE BHILIE NpeaocTepexenns. Hu
dusuueckoMy UL, HH IOPHAKYECKOH CTOPOHE HE No3BoNAeTca 6paTs Ha ceba HUKaKuX
0623aTEIECTB HITH OTBETCTBEHHOCTH KPOME IIPOH3BOANRTENS.

Bosspawgenue npodyxyuu

o scem BonpocaM, Kacarommmea obpaiesus NpoayKiMHM, obpamatitecs K HallleMy
ynoanoMouenHomy npeacrasuremo B P@: OO0 "briotn Marpaxc™ , nourossiii anpec
119002 r. Mocksa, Kanommun nepeynok 14, crp 1 ; info@bmatrix.ru. Ten. +7 499 918-77-70;

Yrunnzauus

HMCJIHH € HCTCKIIIHM CPOKOM TO/THOCTH NOANCKAT YHHYTOXCHHIO KaK MTHACMHOJIOTHYECKH
Gesonachble OTXOALI, NPHOAMHKEHHBIE NO COCTABY K TBEPABIM GHITOBLIM OTXOMAM;
Hcnone3osanbie, NOBPEXKAEHHDIC H3ACIHA WIH HX YACTH NOLICKAT YHHYTOXCHHIO KakK
SMHAEMHOJIOTHYECKH ONACHEIE OTXOAb! B NOPAZIKE, YCTAHOBJICHHOM MECTHBIMH,
denepansHLIMH 1 rOCYAAPCTBEHHBIMH NPABWIAMM H 33KOHOAATENBHEIME HOPMaMH.
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B cBoeif nesTennHOCTH MBI PYKOBOACTBYCMCH HOPMATHBAMH KAYECTBA,

* yeranosiennbiMu craEaapToM DIN EN IS0, Iiponssoacrso u ynpasienne
NIPOM3BOACTBOM H KRCCTBOM PEryaHPYIOTCH 3RKOHOM 0 MENIARCKHX HIAIHAX
(Medical devices Act) m EN ISO 9001/ EN ISO 13485, naunas o1 BL6opA cLIpbeBOro
MATEPHANR, PA3paloTKH, HITOTOD/ICHNS, CTEPHIHIAINN, XPAHEHHS A X0 AHCTPHOY A
KOHCUHOIO H3AC/IHS H NPEAOCTABICHHS YCAYT 3AKAITHKY,

Hacrosmmm sagenmo, wro  macTosmas HHCTpYXmMA NO NpPHMEHEHHIO OTHOCHTCE K

skcrauacpaM. HHCTPYKIHA COOTBETCTBYET NOCKeAHEH BEPCHH AAHHOTO JOKYMCHTA HA MOMEHT
- MOCTO 3a%BNICHHS.

Hubypr 05.12.2017

<Hoonuce>

Homp Onugep Bérepexaysen
Crapnmit AHpexTOp NO NPOH3BOACTBY

Nr. 1013 B HoTapKanuHoM peectpe 3a 2017 roa

Hacrosiuwm 3aBepsio NOCTABNEHHYIO COroaHA B MOBM NPUCYTCTBUN BLILLENPUBEAEHHYIO
NoANMCH

r-Ha Ap. Onueepa bérepcxayseHa, UIBSCTHOIO MHE NIUMKO,
Aava poxpexna 14.09.1963,
aapec odmca: 64807 [inbypr, yn. AnbTrasimep wrpacce 32.

AnGypr, 05 nexabpn 2017 r.

<flodnuce>

Hotapuyc
HaknaaHas nevartb:
XUNbMAP ®AX
HOTAPWYC B INBYPIE

' epeBOf ¢ SHIMACKOND H HEMBLIKORO AILIKOB HA PYCCKHA
BLINONKKAN NSPeBOAMK Mop03aos Anexceil KOHCTAHTHHOBIN,
nacnopt cepin 45 11 Ne 353642, euinar otpenetmem YOMC Poccym no rop. MOCKBE 1O paNioHy

W‘Wﬂm
— -
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Poccuiickas Qenepauma
ropon Mocksa
‘ JlBaanaTs BTOPOro MapTa IBe THICAHH BOCEMHAALATOrO IoAa

51, Nemunosa Haranna BranumuposHa, HOTapHyc ropoaa Mockssl
TOUTHHHOCTD NOAIMCH nepeBoaunka Mopo3sosa Anekces KOHCTE
Hopnmcs cfienasa B MOEM NPHCYTCTBHH.

JingxocTs fiOANMCABINETO JOKyMEHT YCTAHOBJICHA.

3aperncTpupoBaKo B peectpe: Ne GAEHS P . £ 2L e

]

B3BICKaHO rocyapcTBeRHOM nowmHEI (o Tapidy): 100 p}(ﬁ

YnnaueHo 3a OKa3aHAe YCIyr MPaBoOBOr0 H TEXHHYECKOTO xi:palq'epa: 200 py6.

4

Bcieaa npomujlﬁilaauo, npoHyMen
CKpenneno nesamuio 44 (copox uemuipe) nucma

Homapuy: | M

t

Beero npoywn ;
YPOBaH
nponymepoaa% cxpen?;eno

fevarsio ¢ %, '
Howapm .
. o _ }’occniicnan Degepanns
TI'opoi Mocksa .

CemnraanaToro anpesif ABe THEICAYH BOCEMHAANATOTO roaa

h 4

B peectpe: Ne 63/28-1/77-2018-1-1255 ~




