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MEDICAL DEVICE NAME
Su-Por Surgical Implants

MANUFACTURER

Poriferous, LLC

535 Pine Road Suite 206

Newnan, GA 30263, USA

Phone+1 770-683-3855,+! 877-631-1594
Fax+1 877683-7459

DESCRIPTION

SU-POR Surgical Implants are manufactured using porous high-density polyethylene, a
biomaterial that is readily modified and shaped to suit the functional and anatomical
requirements of the patient. The interconnecting pores of the Porous HDPE material permits
fibrovascular ingrowth into the implant. The implant will not show through overlymg tissue due
to its light color. In vitro and in vivo biocompatibility studies have shown SU-POR Surgica
Implants to be free from any observable systemic or cytotoxic effects. SU-POR Surgica
Implants are provided STERILE and NONPYROGENIC. SU-POR Surgical Implants ye MR

Safe and pose no known hazards in all magnetic resonance imaging environments. SU-POR
Surgical Implants are not made with natural rubber latex.

TECHNICAL CHARACTERISTICS

TthtSU-POR (biomaterial) Sheet provides surgeons with an excellent option tor
craniofacial reconstruction and augmentation
Weight A B C

m¥gr  38mm.  50mm  0.25mm

*64gr 50mm  76mm  0.25mm

Algr  38mm  50mm  0.35mm

87gr 50mm  76mm  0.35mm

*43gr 30mm  50mm  0.40mm

*56gr 38mm  50mm  0.45mm

Ugr 50mm  76mm  0.45mm

90gr  38mm  50mm  0.85mm

2.0gr 50mm  76mm  0.85mm

1.5gr 38mm  50mm 1.5mm

3.29r 50mm  76mm 15mm

29gr 1 38mm  50mm 3.0mm
2. Membrane Sheet
The SU-1POR Membrane She€t is designed to selectively prevent tissue attachment to one
side of tile implant surface. »'ne membrane layer is comprised of solid polyethylene and
heat bonded to the porous @™ without adhesives or additives. Tissue integration occurs
in the porous layer ust as wit! the fully porous Sheet implant.
Weight A B C

.80gr 38mm  50mm  0.60mm

l.Igr 38mm  50mm 1.0mm

1.7gr 38mm  50mm 1.6mm

2.3gr 50mm  76mm 1.0mm

3.7gr 50mm  76mm  1.6mm

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



Flor-Tec Composite Orbital Floor A
The Flor-Tec is a composite structure of SU-POR biomaterial comprlsed of a solid
primary section and a leading porous strip. Solid high-density polyethylene acts to prevent
ISSUC UIgs w v w in

Weight A B C

«60gr  38mm  50mm  0.30mm

*63gr 38mm  50mm  0.40mm

78r  38mm  50mm  0.50mm

Enophthalmos Wev\?e ) ) o . - a
The Enophthalmos Wedge is designed to mimic the shape of the orbital floor and designed

UICIUC 12 Vi

Weight  Description A B C
1.3gr Regular - 24mm  33.5mm 7mm
Left
1.3gr Regular - 24mm  33.5mm 7mm
Right
2.1gr Large - Left 28mm  40mm 7.5mm
2.1gr Large - 28mm 40mm 7.5mm
Right
Micropiaie single v*naimei oiicci n a

The Microplate Single Channel Sheet is designed for repair of significant orbital floor and

wall trauma where the addition of a rigid fixation plate provides structural support. The

Microplate Single Channel Sheet accepts plates 1.0mm wide and smaller.

Canal diameteris 2.2  mm.

Weight A B C C
1.8gr  38mm S0mm  0.85mm

2.2mm

A

B
Membrane Microplate Single Channel Sheet
The Membrane Microplate Single Channel Sheet is designed for repalr of S|gn|f|cant
orbital floor and wall trauma where the addition of a rigid fixation plate provides structura
support. The Membrane Microplate Single Channel Sheet accepts plates 1.0 mm wide and
smaller. Canal diameteris 2.2 mm.
Weight A B C C

.9gr  38mm  50mm  0.85mm 2 2mm

A

|
n
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7. Miniplate Channel Sheet
The Miniplate Channel Sheet is designed for repair of significant orbital floor and wall
trauma where the addition of a rigid fixation plate provides structural support.

Canal diameter is 22 mm. Number of canals - 5 . Distance between canals is
11 mm.
Weight A B C A .n 5
20gr  40mm  52mm  2.3mm R ArsT
'B

8  Microplate Channel Sheet
The Microplate Channel Sheet is designed for repair of significant orbital floor and wall
trauma where the addition of a rigid fixation plate provides structural support.
cans] diameter is 2.2 mm. Number of canals - 5 . Distance between canals is 11 mm.
Weight A B C

2.0gr 40mm 52mm 2.3mm a/ ] OAf 2 3mm

B
9. Membrane Minip ate Channel Sheet

The Membrane Mihiplate Channel Sheet is designed for repair of significant orbital floor
and wall trauma where the addition of a rigid fixation plate provides structural support,
The Membrane La)”er acts to inhibit tissue ingrowth.

Canal diameter is 2.9 mm Number of canals - 5 . Distance between canalsis 11 mm.
Weight A B C

24gr  40mmi  52mm  2.3mm A ey /0 r
' 4mm

B
10. Iviemorane iviiciupmic v/ iiauuti Ljitwi
The Membrane Microplate Channel Sheet is designed for repair of significant orbital floor
and wall trauma where the addition of a rigid fixation plate provides structural support.
The Membrane Layer acts to inhibit tissue ingrowth.
Canal diameter is 2.2 mm. Number of canals - 5 . Distance between canals is 1.I_mm.
Weight A B
2.49r 40mm 52mm  2.3mm A C
2.3mm

11. Sﬁhere _ _ _
The SU-POR Sphere provides surgeons with an excellent fully porous option tor
enucleation and evisceration procedures. The Sphere is available in multiple sizes to
ensure the best possible fit.

Weight Diameter
mo5gr 14mm
LOgr 16mm
L4gr 18mm
1.7gr 19mm

_2a 20mm
2.30r 21mm
2.7gr 22mm
3.0gr 23mm
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17, Inferior Medial Orbital Rim
The Inferior Medial Orbital Rim is designed to be placed over the inferior orbital rim and

Weight  Description A B C
*39gr Left 25mm 26mm 2.5mm
*39gr Right 25mm 26mm  2.5mm

18. Superior Lateral Orbital Rim
The Superior Lateral Orbital Rim is designed to augment the lateral and superior orbital
rims, and is designed to be trimmed to meet the needs ot the individual patient.

Weight  Description B
1.Ogr Left 33mm 45mm
1.Ogr Right 33mm 45mm
L
ﬂ""‘""‘-—___‘_-’

19. Extended Orbital Rim
The Extended Orbital Rim provides surgeons with a large amount of implant to work with,
allowing for trimming as required, to fit a large array of orbital rim defects.

Weight  Description A B C
ESgr Left 47mm  40mm  6.33mm
1.5gr Right 47mm 40mm 6.33mm

20. Orbital Rim Onlay
The Orbital Rim Onlay is designed to augment the lateral and inferior orbital rims and

Weight  Description A B C
1.6gr Left 40mm 40mm  8.45mm
1.6gr Right 40mm 40mm  8.45mm
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21. Midface Contour
The Midface Contour is an onlay designed to augment or repair the non- |oad bearing bony

bu uUvJLUiCJ) VIi liiic ix uw

Weight  Description A B C
2.50r Left 60mm 40mm 4mm
2.5gr Right 60mm 40mm 4mm

22. Midface Rim ) ) )
The Midface Rim is designed to augment and repair non-load bearing bony structures ot

Weight  Description A B C
1.3gr Left 47mm  28mm 3mm ¢
1.3gr Right 47mm  28mm 3mm

23. Inferior 2/3 Orbit ] _
The Inferior 2/3 Orbit is designed to replace non-load bearing bony structures ot the

Weight  Description A B C
18.2gr Left 61lmm 97mm  60mm
18.2gr Right 61lmm 97mm  60mm

24. Complete Orbit
The Complete Orbit is designed to replace non-load bearing bon}/2 structures of the orbit.

Weight  Description A B C c
22.5gr Left 77mm  97mm  63mm
22.5gr Right 77mm  97mm  63mm

25. Extended Malar ) )
The Extended Malar is designed to add more volume to the malar or to rebuild the contour

Weight  Description A B C
1.2gr  Small - Left 45mm 24mm  3mm
1.2gr Small - 45mm 24mm  3mm
Right
2.1gr Medium -  50mm 26mm  4mm
Left
2.1gr~~ Medium - 50mm 26mm  4mm
Right L —— A "
2.6gr Large - Left 55mm 27mm  5Smm [E— A\
2.69r Large - 55mm 27mm  Smm
Right
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A SPl Malar
The SPI Malar is designed to subtly augment the malar bone.

Weight  Description A B C
1-lgr ~ Small - Left 50mm  19mm 3mm
I.Igr Small - 50mm 19mm  3mm

Right
1.6gr Regular -  50mm 19mm  Smm
Left
1.6gr Regular 50mm 19mm  5Smm
Right
27. SP2 Ma ar
The SP2 Malar is designed to subtly augment the malar bone.
Weight  Description A B C
L5gr  Small - Left 64mm  19mm  3mm
1.5gr Small - 64mm 19mm  3mm
Right

2.1gr Medium - 64mm 19mm 4.5mm
Left

2.1gr Medium 64mm 19mm 4.5mm
Right

29gr Large - Left 64mm  19mm 7mm

2.9gr Large - 64mm 19mm  7/mm
Right

28. Orbito-Zygomatic _ ) )
The Orbito-Zygomatic is designed for reconstruction of the superior and lateral surtaces ot
the orbital roof.

Weight  Description A B C JL
1.3gr Left 33mm 38mm  0.8mm
1.3gr Right 33mm 38mm  0.8mm

iC
29. Contoured Two-Piece Chin
The Contoured Two-Piece Chin is designed with a gradual taper and concave posterior

Weight  Description A B C
*80gr Small 72mm  42mm  3mm
1.6gr Medium 74mm 42mm  5mm
2.49r Large 78mm 50mm  7mm

3.5gr Extralarge 80mm 55mm  9mm

3. Two-Piece Chin C A
The Two-Piece Chin is designed to allow for easy insertion and placement ot the |mplant
Weight  Description A B C

1.9gr Small 56mm 33mm  5mm
2.9gr Medium 56mm 36mm  7/mm
3.7gr Large 57mm 38mm  9mm
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32.

33.

3L Button Chin

The Button Chin is designed for subtle augmentation to the medial anterior point of the
chin. Having multiple sizes allows the surgeon to select the most natural looking

Weight  Description A B C Small
1.3gr Small 40mm 25mm 4mm
1.8gr Medium 47.5mm  37.5mm  5.5mm
2.2gr Large 48.5mm 38mm mm

The Round Extended Chin is designed to provide tri-dimensional projection (anterior,

Weight  Description A B C
3.5gr Small 45mm 47mm 3mm i)
S.Igr Medium 45mm  47mm  5mm W orn A
6.4qr Large 45mm 47mm 7mm

The Square Extended Chin is designed to provide tri-dimensional projection (anterior,
lateral and inferior).

Weight  Description A B C g
3.80r Small 45mm 47mm 3mm ' \\
5.7gr Medium 45mm 47mm 5mm \\ e
7.29r Large 45mm  47mm 7mm ¢ \\:
.

.

The Geniomandibular Groove is designed to augment the geniomandibular groove. The
implant is divided medially for se )arate insertion of the left and right pieces.

Weight A B

2.8gr 45mm 41mm

Contoured Mandibular Angle

Weight  Description A B C
3.1gr Left 59mm  29mm  7mm
31lgr Right S9mm  29mm  7mm
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X SP Mandibular Angle
The SP Mandibular Angle is designed to conform to the posterior and inferior borders of

Weight  Description A B C
2.4gr  Small - Left 65mm  35mm 3mm
2.4gr Small - 65mm  35mm 3mm
Right

3.8gr Medium -  65mm  35mm 7mm
Left

3.80r Medium - 656mm  35mm 7mm
Right

5.1gr Large - Left 65mm  35mm 11mm

5.1gr Large - 65mm  35mm 11mm
Right

37. Lateral Augmentation Mandible
The Lateral Augmentation Mandible is designed to subtly augment the lateral projection
of the mandible.

Weight  Description A B C D

3.30r Regular 47mm 38mm 3mm 3mm 6.5mm
Left

3.30r Regular 47mm 38mm 3mm 3mm 6.5mm
Right

5.6gr Large - Left 57mm 40mm 4mm 3mm 10mm

5.69r Large - 57mm 40mm 4mm 3mm 10mm
Right

38. Ramus of the Mandible
The Ramus of the Mandible is designed for augmentation of the ramus of the mandible.

Weight  Description A B C D
5.6gr  Large Smm 79mm 32mm Smm 10mm 7mm
- Left
5.6gr Large 5mm  79mm )2mm Smm 10mm 7mm
- Right
6.29r Large 79mm 32mm 10mm 10mm 7mm
10mm -
Left
6.29r Large 79mm 32mm 10mm 10mm 7mm
10mm -
Right
4.1gr Regular 79mm 32mm smm 4mm 5mm
5mm - Left
4.1gr Regular 79mm 32mm smm 4mm Smm
smm -
Right
4.5gr Regular 79mm 32mm 10mm 4mm smm
10mm -

10
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Left

39. Two-Piece Auricular Implant

The design of the SU-POR Auricular implants allow for surgeons to custom shape the
height and projection of the helical rim to match the contralateral ear of the patient. The
porous material provides a structural base for a temporal parietal fascia flap and skin
grafts. The success of the implant depends on the technique of the surgeon; the porous
f- structure requires a vascular tissue flap such as a temporal parietal fascia flap and skin

graft, to prevent late exposure of the implant.

Weight  Description A

B
63mm

63mm

63mm

63mm

The Ear Wedge is designed to enhance the projection of a surgically reconstructed ear. The

3.0gr Ear Base 32mm
Left

3.0gr Ear Base - )2mm
Right

.Ogr  Helical Rim 39mm
- Left

.Ogr  Helical Rim 39mm
- Right

40. Ear Wedge
2 eeeeemeees 1
Weight  Description A
1.2gr Right 15mm
1.2gr Left 15mm

41. Nasal Dorsal Shell

B

44mm
44mm

The Nasal Dorsal Shell provides surgeons with an excellent option for augmenting or

correcting deformities of the nose.
Weight A B C
«35gr 43mm IB6mm 22mm
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42.

45.

Nasal Batten
The Nasal Batten is designed for nasal reconstruction procedures involving the external
nasal valve. Nasal Battens are packaged 2 per package.

Weight B C A
m09gr 25mm 12.5mm 0.60mm
B
X.
Nasal Sheet

The Nasal Sheet provides surgeons with a solution for when nasal tip projection is
required. The Nasal Sheet can be used to support the tip by implantation between the
medial crura of the alar cartilage.

Weight A B C

21gr 30mm 9mm 1.1mm

C 3>1&

Nasal Radix
The Nasal Radix offers surgeons an excellent option to augment a low nasal radix.
Weight A B C

*30gr 24mm 3mm 10mm
Nasal Arch

The Nasal Arch can be used effectively to create a nasal onlay where subtle augmentation
of the dorsum is required. Care should be taken to place the Nasal Arch appropriately in
the dorsum area and to avoid extending the Nasal Arch proximally into the soft nasal
cartilage area of the tip. The edge of the Nasal Arch should be feathered to promote a

Weight  Description A B C
Small 70mm 13mm 2mm
I-3gr Medium 70mm 15mm  2mm
1.5gr Large 70mm 17mm 2mm

Nasal Dorsum

Weight  Description A B C
75gr Tapered 55mm 6mm 9mm
o77gr Small 54mm 6mm 11mm
1.99r La"ge 67mm 9mm 14mm

12
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47.

49

Tapered Small/Large

11
I et
Paranasal
Paranasal implants are designed for augmentation and restoration of the midface in

Weight  Description A B C
*63gr Small - Left 28mm 26mm 4.5mm
*63gr  Small - Right 28mm 26mm 4.5mm
1.2gr Large - Left 30mm 28mm  7mm
1.2gr  Large - Right 30mm 28mm  7mm

4
A

Pterional

The Pterional is designed to correct temporal hollowing in patients who have had surgery
involving the pterional approach to the brain. The implant is placed deep to the temporalis
during closure.

3.0 mm.
Weight  Description A B C
1.7gr Left 6mm 43mm  44mm
1.7gr Right 6mm 43mm  44mm
C
A
Mastoid

The Mastoid provides surgeons with an excellent option for repair of mastoid defects. The
regular Mastoid is available in left and right configurations while the small Mastoid

Weight  Description A B C A
2.3gr Small 36mm  45mm 1mm
2.3gr Left 56mm  53.3mm 1.5mm
I.lgr Right 56mm  53.3mm 1.5mm
Left/Right
Small

13
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50. Cranial Flex Grid
he Cranial Flex Grid is designed to fill full thickness cranial defects as an option to
calvarial bone grafts. The Cranial Flex Grid has a design that is strong and fiexible and
allow's for the implant to be cut to the desired shape. Number of protrusions - 144.
Distance between protrusions is 3.0 mm.
Weight A B C
24.1gr  97mm 106mm 6mm

f 51. Temporal Flex Grid _ N _ _
The Temporal Flex Grid is designed to augment deficient soft tissue in the temporal
region. The Temporal Flex Grid has a thin contoured temporal surface designed for a
proper anatomical fit and a more natural result.
Number of protrusions — 54 . Distance between protrusionsis 2.0 mm.

Weight  Description A B C
6.8gr Small - 6lmm 78mm  18mm
Left
6.8gr Small - 6lmm 78mm  18mm
Right
9.1gr Medium -  74mm  93mm  20mm
Left
9lgr Medium -  74mm  93mm  20mm
Right
10.4gr Large - 82mm 105mm 20mm
Left
10.4qr Large - 82mm 105mm 20mm
Right
4.3gr SP- 70mm  70mm  10mm
Small P
9.9gr SP- 88mm 86mm  15mm
Medium
13.8gr SP- 98mm  95mm  18mm
Large

52. Sellar Floor
The Sellar Floor is designed to repair the sellar floor. It is available in two sizes and
configurations. The larger Sellar Floor is designed with tliree small tabs to facilitate
handling and placement while the regular has a single tab. Ihe Large Sellar Floor also has
a membrane layer to aid in preventing tissue ingrowth.
Number of protrusions —1 (Regular) and 3 (Large + Membrane). Distance between
protrusionsis 7.0 mm.

Weight  Description A B C D
13gr Regular 20mm 20mm 2.5mm 0.45mm
82¢gr Large + 40mm 40mm 2.5mm 0.73mm

Membrane

14
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Cc
A A C Regular Large + Membrane
L 010 X
v, J

D

53. Cranial Hemisphere
The Cranial Hemisphere is designed to provide surgeons with a reconstructive option tor

large cranial defects. The Cranial Hemisphere provides alternatives to customized

Weight  Description A B C

58.0gr Left 124mm  170mm  4.5mm
F 580gr  Right  124mm 170mm  4.5mm

78.8gr Left 124mm 170mm  6mm

78.8gr Right 124mm  170mm  6mm

54. Cranial Dome
The Cranial Dome is designed to provide surgeons with a reconstructive optlon for Iarge
cranial defects. The Cranial Dome approximates the contour ot the superior 1/3 ot the
Liiainuiu ¢
Weight A B C
59.1gr  150mm  180mm  4mm
79.0gr 150mm  180mm  6mm

55. Flex Sheet ) ) ) ) _ -
The Flex Sheet is designed for small to medium sized cranial defects and detormities. It

has a smooth exterior surface and a series of pedicles on the interior surface that are
designed to provide volume and flexibility.
Number of protrusions - 104 . Distance between protrusions is 1.5 mm.

Weight ~ Description A B C -
6.6gr Regular 56mm 91mm  4.5mm “9000000000000)
7.4gr Regular +  56mm 91mm 4.5mm 0000000000000

Membrane a9499q0Q0Q0Q0Q
-%§%§%%§%%%§%§-
IQQQQRQRQQAOQQAQQ]
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56. Block
The SU-POR Block gives surgeons excellent options for craniofacial reconstruction and
augmentation. SU-POR Block implants are available in multiple sizes and thicknesses to
ensure that the surgeon has the proper amount of biomaterial for almost any possible

Weight A B C
*83gr 13mm  38mm 3mm
20gr  25mm  50mm 3mm
28gr 38mm  63mm 3mm
l4gr  13mm 38mm 6mm
40gr 25mm  50mm 6mm
S.gr 38mm 63mm 6mm
25gr  13mm  38mm 9.5mm
6.6gr 25mm  50mm 9.5mm
t- 124gr 38mm  63mm 9.5mm
57. Burr Hole Cover
The Burr Hole Cover is designed to fit into and over holes made by a cranial perforator.
The large Burr Hole Cover has a 14mm diameter with a stem that is easily modified. The

Weight  Description A B C
*16gr Small 15mm  3mm 5mm
.82qr Large 29mm  7mm 14mm

Small

All the characteristics of the Implants have a permissible deviation of £7%.

Average stress 5% strain with stress tolerance based on maximum and minimum stresses:
220psi(1517 kPa) + 15psi (103.4 kPa) / - 15psi (103.4 kPa).

Average stress 5% yield strength with strength tolerance based on maximum and minimum
strengths: 680psi (4688.435 kPa) + 15psi (103.4 kPa) / - 15psi (103.4 kPa).

Implant do not need to be connected to other medical devices or equipment in order to operate
as required for its intended use.

The device does not have a measuring function.

INDICATIONS

SU-POR Surgical Implants in block, sheet and anatomical shapes are intended for non-weight
bearing applications of craniofacial reconstruction/cosmetic surgery and repair of craniofacial
trauma. SU-POR Surgical Implants are also intended for the augmentation or restoration of
contour in the craniomaxillofacial skeleton.

CONTRAINDICATIONS

1 Active infection.

2 Inareas where there are prolonged, significant, compressive stresses.

3 Foreign body sensitivity. Where material sensitivity is suspected, appropriate testing should
be made to rule out this possibility prior to implantation.

4. Patients who are unwilling or unable to follow postoperative instructions due to
accompanying conditions (mental or physical).

5 Limitations in blood supply and/or systemic disorders that may slow healing and increase

the possibility of infection and/or rejection of the implants.

Use in tissue that has been compromised by cancer therapies.

Inadequate coverage with healthy tissue.

~N O
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8. Any degenerative disease process that would adversely affect proper placement of the
implants.

9. Procedures in which a non-sterile environment exists, such as sinuses.

10. Use in weight bearing area such as the temporal mandible joint.

POSSIBLE ADVERSE EFEECTS

Vascular changes.

Allergic reaction to the implant.

Deformation or fracture of the implant.

Surgical trauma related nerve damage.

Pain, discomfort, and /or abnormal sensation due to presence of the implant.
Superficial and/or deep infection.

Loosening or migration of the implant.

~No gk Wb

WARNINGS

1 SU-POR Surgical Implants must never be re-used or re-sterilized. Re-use may increase the
risk of infection.

2. Sufficient patient instruction is a crucial factor in the success of the surgical procedure.
Postoperative follow-up and care are essential. The patient must be made aware that
excessive physical activity or load bearing may cause implant migration, loosening,
deformation, or fracture. The patient must be informed of the risks of using the implants,
including possible adverse effects.

3. The success of any implant is dependent upon careful handling and proper surgical
technique. When shaping and contouring the implant, sharp edges should be avoided to
minimize trauma to the surrounding tissue.

4. The implant must never be shaped by use of intense heat producing devices such as
electrosurgical devices, heated knives, or lasers.

5 Because of the porous nature of the implant material, there is an increased possibility of
contamination. Therefore, it is most important, when handling and preparing porous
polyethylene implants that the highest level of aseptic care be used. Do not store, place, or
carve the implant on surfaces which may contaminate it with lint or other particulate matter
such as: surgical drapes or cloth.

6. The surgeon must be thoroughly familiar with the implants, the method of application, the
instrumentation, and the surgical procedure. These implants are not designed for
applications with weight or load bearing requirements.

7. Responsibility for completion of technical training, appropriate patient selection, and choice
and placement of the implants is at the discretion of the physician.

INSTRUCTIONS FOR USE

Only a physician, having the necessary qualification, should use SU-POR Surgical Implants.

This document is in no way intended to be a comprehensive manual of surgical techniques.
Surgeons should utilize their surgical training, clinical experience, and applicable surgical
techniques to determine appropriate surgical procedures. Experienced surgical judgment should
ke utilized in the selection and use of SU-POR implants.

The success of an implant is dependent upon surgical technique. The incision should be made
such that the closure does not occur directly over the implant whenever possible. The implant
shape may be modified with the techniques outlined in the following sections.

SHAPING THE IMPLANT

SU-POR Surgical Implants are provided as block, sheets, spheres, and basic anatomical shapes,
which may be modified by the surgeon to produce the desired result. The material may be carved
wsing scalpel, burr, or cut with scissors, care should be taken to smooth the edges of the implant
where it transitions to bone. Trim any poorly attached implant material from the edges. After
caving and sculpting is complete, wash the implant with sterile saline to remove any loose

17
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particles from its surface and edges. To help the shaping process, the implarit can be submerged
ina hot, sterile saline bath (82° - 100°C, 180° - 212°F). Having been heated the implant wdl be
more flexible allowing for modification to the shape. If the implant cools and becomes difficult
to bend it should be returned to the hot saline. Once the desired shape is obtained, the implant
should be held in that shape and allowed to cool. A cold, sterile bath can be used to accelerate
the cooling process. Repeat the above steps if further molding is required.

PLACING THE IMPLANT

As a prophylactic measure, the implants should be rinsed m a sterile antibiotic solution prior to
implantation. Surgeons should remove all carved debris from the surgical site with care,
sufficient tissue pocket should be prepared to ensure that tissue is not pulled taut over Jle
implant Incisions located exactly over the implant site should be avoided. If the potential for t e
implant to move before tissue ingrowth exists, fixation can be accomplished with sutures
surgical fixation screws, or K-wire. Fixation screws should be tightened until they are flush with
the surface of the implant. Multiple pieces of implant material can be stacked and joined by
suturing. A cutting needle ean easily penetrate the surface of the implant enabling the surgeon to
re-suspend tissue or muscle by attaching it to the implant. For implants placed using the intraoral
route, a rubber dam or impervious plastic film should be used to isolate the incision to reduce the
risk of contaminating the implant.

SURGICAL REVISIONS .mn
The porous nature of SU-POR Surgical Implants allows for soft tissue ingrowth and
vascularization of the implant. In patients that may require later surgical revision, the surgeon
should be aware of this vascular and soft tissue ingrowth. In the event revision or removal of the
implant is required after ingrowth has occurred, the surrounding soft tissue may be raised with a
surgical instrument and the implant dissected out with a scalpel or surgical scissors.

REMOVING OR REPLACING n
SU-POR Surgical Implants when being implanted are not intended to be removed or replaced
Implants can be removed in case of complications during 2-3 months without any traumatizing.
If removal is needed in the later period scar capsule should be cutted.

AVAILABILITY OF MEDICINAL PRODUCTS, MATERIALS OF ANIMAL AND (OR)

HUMAN ORIGIN N n
SU-POR Surgical Implants do not contain any medicinal substances, materials ot animal ana
human origin.

STERILIZATION CONDITIONS N

The implants are provided sterile by ethylene oxide (EO) terminal sterilization. The devices are
non-pyrogenic. Note the product “Use By” date specified on the package. DO NOT use the
device if the “Use by” date has passed.

The implants are intended for single-use only; do not reuse. Do not resterihze, as this can
compromise device performance and increase the risk of cross contamination due to
inappropriate reprocessing. Inspect all product prior to use. Do not use if the package is open or
damaged, or if product is damaged.

TRANSPORTATION, STORAGE, USE TERMS

Handle with care. Store in original packaging. Keep dry. Keep away from sunlight.

Devices packaged by manufaeturer may be transported by all modes of transport m covered
vehicles in accordance with the rules of transportation of goods for each type of transport.

The temperature at transportation should be between -50°C to +50°C with a range of +2 C and
Relative Humidity from 30% to 75% with a range of £ 5%.

18
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Products should be stored at -40°C + 50°C in an enelosed space in the original manufacturer’s

pt of operation a. nontinal temperature values from v32»C
tola2°C. Implants are resistant in biological fluids and secretions of the body tissues.

SHELF LIFE
The shelf life of SU-POR Surgical Implants is 24 months.

ENVIRONMENT PROTECTION REQUIREMENTS
SU-POR Surgical Implants do not adversely impact the environment.

Surt”which had eontact with blood and/or other biological liquids of patients should be
d[lsed aC elimTnated in aecordanee with the requirements for handimg medical waste.
estLiished by SanPiN 2.1.7.2790-2010 for class B and other normative legal acts of the Russian

ul'sed products including the ones which expired (which had no eontact with the biological
liquids of patienis) should be disposed in accordance with the procedure “f A
domestic waste established by the legislation of the Russian Federation for clas y
2.1.7.2790.

I ARFT INC SYMBOLS

Keep dry

Do not use if packaging is damaged

MR safe

Do not resterilize

For single use only

STERILE EO Sterilized with ethylene oxide

Non-pyrogenic

AN |

D\M \ Dimensions

v c AT # \Catalog number
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Ea Caution, consult accompanying documents

Manufacturer:
Poriferous, LLC
d 535 Pine Road Suite 206, Newnan, GA 30263, USA

WARRANTY

All products are warranted to be free from defects in material and workmanship. No warranty is
made for any purpose other than in the product specifications and labeling.

Additional information pertaining to specific devices or issues may be obtained from Poriferous,
LLC.

AUTHORIZED REPRESENTATIVE IN RUSSIA
LLC “Arion”,

Repischeva str., bld.4-2A, office 1,

Saint-Petersburg, 197349 Russia
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Su-POK

Surgical Implant

MHCTPYKUWNA

t- Xnpypruyeckue nmnnaHTarhbl

SU-POR

PORIFEROUS, LLC

535 MainH Poan, Odmc 206
HboHaH, [kopmxkua 30263
CLLA

Ten. +1 678-683-3855, +1 877-631-1594
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| AAMIMEHOBAHVIE MEAVUWVHCKOITO U3AEJTNA

J-POR Xupypruyeckne mmnnaHTaTthl

|[M3rOTOBUTE/1b

| Poriferous, LLC/ Mopudepoc NNC.

|535 MaiiH Poap, Ocduc 206

[HotoHaH, Oxoppaxua 30263, CLW A

|Ten.+1 678-683-3855,+! 877-631-1594, dakc+1 877683-7459

ONCAHVE U3AEJTNA

Xunpypruyeckme wumnnaHtatel SU-POR wu3rotasnueawTcA U3 NOPUCTOro MNOAM3ITUNEHA
BbICOKOW NNOTHOCTKU; 3TOT 6uomaTepuan nerko MoaumduuupyeTca MU MOXHO npupgaTtb emy
opMy B COOTBETCTBUM C PYHKLUMOHANBbHBIMW U aHATOMMUYECKUMMN TpebOBaAHUAMUN NayueHTa.
B3anmocBsizaHHble NOPbl NOPUCTOTO0 NONIM3TMIEHA BbICOKOW MNOTHOCTM MO3BONSAKT cocyfam
N GUO6PO3HOK TKaHM npopactaTtb uMNOAaHTaTt. MmnnaHTaT He npocBeymsaeTcss 4yepes
Bblllenexaume TkaHM wn3-3a ero 6enoro useta. WccnepoBaHusa in vitro u in vivo Ha
61M0COBMECTUMOCTD MCnonb3yemoro MaTepuana nokasanmu oTCyTCTBUE Kaknx-nnbo
CUCTEMHBbIX peakuuii " LUTOTOKCMYECKOTO appekTta Ha MMnNnnaHTaThl SU-POR.
Xupyprnyeckune MMnaaHTaThbl SU-POR nocrtasnfawTCA CTEPW/NbHBIMN " He
MNPOTEHHBLIMWN. Xupypruyeckune wumnnaHtatel SU-POR a6contwTHO 6e3o0nacHbl npu
npoBefeHUN MarHMTHO-pe3OHaHCHOW Tomorpaduu. Mpum npousBoaCcTBe umMnnaHTatoB SU-

POR He ncnonb3yeTcs HaTypa/lbHbIl naTekc.

TEXHUYECKN XAPAKTEPUNCTUKW

1. [lnactuHa
MnactnHa SU-POR (6unomaTepuan) obecneuymBaeT XWUPYProB OT/IMYHLBIM BapuaHTOM nAnNs

knaHuno/lannanbHoin oeKOHCTDVKNHH n ayrmeHTauunu.

Bec A B C
.34r 38MMm 50MM™m 0.25MM™m
.64r 50MM™m 76MM 0.25MM™m
A4lr 38MMm 50mMm™m 0.35MM
.87r 50MM™m 76MM 0.35mMM
43r 30MMm 50Mm 0.40MMm
J 56T 38MMm 50MM 0.45MM
1.1r 50mMmMm 76MM 0.45MM
.90r 38mMMm 50MMm 0.85mM M
2.0r 50Mm 76MM 0.85mM M
1.5r 38MMm 50MM™m 1.5mMm
3.2t 50mMm 76MM 1.5mMm
2.9r 38MMm 50Mm 3.0Mm

2. MnactunHa ¢ MeM6paHOI71 npeaHasHayeHa AN CeNEKTUBHOIO NpeaoTBpal,eHns
NpUKpenneHns TKAHW K NOBEPXHOCTM MMNaaHTaTa C 04HON CTOPOHbLI. MeM6paHHbI Cnoii
COCTOUT U3 CNNOWHOTO MONMITUNEHA U B pe3ybTaTre TeMnepaTypHOro Bo3geicTeuns
npuknenmBaeTcss K NOPUCTOMY C/io 6e3 kKnees UNuM fo6asok. HTerpayns TkaHeil

nponcxoaontT B NOPUCTOM C/i0e TakK Xe, KaK M C NTO/ZTHOCTb NOPUCTbIM TUCTOM MMNNaHTaTa.

Bec A B Cc

.80r 38MMm 50MMm 0.60MM
1.1r 38MM 50MM™m 1.0mMm
1.7r 38mm 50mMmMm 1.6mMm
2.3r 50mMM™ 76MM 1.0Mm™
3.7t 50mMmMm 76MM 1.6MMm
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KomnosnTtHasa nnactuHa Flor-Tec 4na nnacTMKM AHA rAasHuLbI
Flor-Tec — npepactaBnsieT cob6oil komno3uuukw 6Guomatepmana SU-POR, cocToswyhw
TBEPAOr0o NONM3TU/IeHA BbICOKON NAOTHOCTK (NpejoTBpalw,aeT BpacTaHWa TKaHW) 1 NOPUCTOMN

Bec A B Cc

.60r1 38Mm 50Mm 0.30MM
.63r 38Mm 50MMm 0.40MMm
.78r 38mMMm 50Mm 0.50mMm

MmnnaHTar ANa Koppekunmn 3HO¢)TaJ'IbMa
KnuHoo6pasHble NMpoTe3bl AN KOPPeKuuuW sHopTanbmMa UMUTUPYIOT KOHTYPbl [A3HUUYHOTO

[Ha W npejHa3HaueHbl AN co3faHWa o6beMa B LEeNsAX BOCCTAHOB/EHUS HOPMAaNbHOW (hOpPMbI

Bec OnucaHune A B C

1.3r CTaHfapTHbIW 24Mm 33.5mMMm MM
- NTeBbliA

1.3r CTaHpapTHbI i 24Mmm 33.5MMm 7T™MM
- MNpaBblii

2.1r Bonbwoinn - 28mMm 40MM 7.5MMm
NeBbl i

2.1r Bonbwon - 28mMm 40MM 7.5MMm
MpaBblii

MI/IKDOI'II'IaCTI/IHa OAHOKaHa/IbHAA npepgHa3HayeHa 4N BOCCTAHOBMAEHUSA 3HAUYNTENbHDbIX
TPaBM CTEHOK W AHA rNas3Huy, r4e NOMUMO XeCTKON hukcauuu nanacTuHel obecnednsaeTt
CTPYKTYPHYI noaaepxky. OAHOKaHaNbHAas MUKPONaacTMHA NO3BONSAET ycTaHaBNINBaTh

NNacTUHKN WupuHon 1,0 MM U MeHbWwe. JnameTp KaHana 2,2 MM.

Bec A B C C
1.8r 38mMM S50mm 0.85MMm -

A

B

6. MI/IKpOI'II'IaCTI/IHa OfHOKaHa/IbHasA C MeM6paHOI7I npefHasHayeHa AN BOCCTAHOB/EeHUS
3HAYMTENbHbIX TPABM CTEHOK U IHA rNa3HuL, r4e NOMUMO XEeCTKOA puKcaumum nnacTuHbl
o6ecneunBaeT CTPYKTYPHYI NOAAEpPXKY, NO3BONAET yCTaHaBNNBATb NAACTUHKU WUPUHOIA

1,0 MM M MeHbWwe. JnameTp KaHana 2,2 mMMm.
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MuHMNNacTMHa KaHa/IbHAA npepgHasHaveH NS BOCCTAHOBAEHUS 3HAYUTENbHbLIX TPABM
CTEHOK W AiHa rNasHuL, rAe NOMUMO XECTKOW (pukcauuu nnacTuHel obecneunsaeT
CTPYKTYPHY NOoAAEpPXKY. lnameTp kaHana 2,2 MM., YUAC/I0O KaHanoB - 5, paccTosiHUue Mexay

kaHanamu 1,1 mm.

Bec A B C A
2.0T 40MM 52MM 2.3MM C

|V|I/IKpOI'IJ'IaCTI/IHa KaHaJ/IbHAA npegHa3HaueH AnA BOCCTAHOBMEHWS 3HAUYUTENbHbIX TPaBM
CTEHOK W AHa rNa3Hul, rge NOMUMO XeCTKONW hukcauum naacTuHel obecneunsaer

CTPYKTYpPHYI0 noaaepxky. JuameTp KkKaHana 2,2 MM., HUC/IO KaHaNoB - 5, paccTosiHWe MexXAay

if
%‘ kaHanamun 1,1 mMmm.
Bec A B A .C
2.0r 40Mm 52Mwm™m 2.3MM

2,3 MM

B

0. MwuHMnNacTuHa KaHanbHas ¢ MeMﬁpaHOVI npefHasHayeHa AN BOCCTAHOB/EHUS
3HAUYUTENbHbIX TPABM CTEHOK U AHA FNa3HWL, TAe NOMUMO XeCTKOol hukcayumm naacTuHbI
o6ecneynBaeT CTPYKTYPHY NOoAAepXKY. MeMGpaHHbIA CNoli npenaTcTByeT BpacTaHuto
TKaHun. AnameTp KaHana 2,2 MM., YUC/I0O KaHanoB - 5, paccTodHMe Mmexay KaHanamu 1,1 mMm.

Bec A B C A C

2.4r 40Mm 52mMm 2.3MM

10. MI/IKDOI'II'IaCTI/IHa KaHa/1bHaA C MeM6paHOI7I npeaHasHayeHa AN BOCCTAHOBNEeHUS
3HAUYUTENbHbIX TPABM CTEHOK W AHA rNnas3HuLy, rge NnoMUMO XeCcTKOW hMKcauum NaacTuHbI
o6ecneynBaeT CTPYKTYPHYI noanepxky. MemGpaHHbIA enoli npenAaTcTBYeT BpacTaHuU
TKaHu. AnameTp KaHana 2,2 MM., YUC/IO KaHanosB - 5, paccToaHne mMexay kKaHanamu 1,1 mm.

Bec A B C A C

2.4r1 40MMm 52MM™m 2.3MM
2,3 MM

B

1. WmnnaHTaT ctheprnyecKnia
Cgepa SU-POR ob6ecneuymBaeT XUPYyproB OTAMUYHbLIM BapuaHTOM AN 3aNO0fTHEHMWUA FNa3HuUUb

npu 3Hykneauuu u 3Bucuepauymum. Cdrepa [JOCTynHa B HECKONbKUX pasamepax, 4YToGbl

obecneunTb Hannydyuwee npumneraHune.

Bec Ouamertp

.65r1 14mm

1.0r 16mMM™m , \
1.4r 18mm o w \
1.7r 19mm /
2.0r 20mMm Y /
2.3r 21mm

2.7r 22MM

3.0r 23MMm
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MmnnaHTaT chepmnuecknin Cor-Tec
Cqpepa Cor-Tec aBnsetcs rnasHbIM MMMNIaHTaTaM C TOHKMM C/I0EM MOPUCTOro marepuana,

OKpY>KatoLLEero Teepfoe Aapo. MonHas UHTerpauys TKaHu NPOUCXOAUT B TOHKOM Hapy)XHOM

Bec JdnameTp
1.3r 16MMm
2.0r 18mm
2.9r 20Mm
3.8r 22MM

13 WmnnaHTtaT  opGUTaNbHbIA  CEPUUECKUIA  UeTbIPEX-MOPTOBbIA  TYHHENbHBbII
npescTaBnseT cob0i rnasHoM UMMNAHTAT C rNafKon nepefHeit MOBEPXHOCTbIO Y rOTOBLIMU
KaHanamun 471 NpojeBaHns HUTEen Yvepes rnasofsurate/ibHble Mbiwupl. AuameTp kaHana 2,2
MM., YAC/IO KaHaNoB - 4, pacCToAHNe MeXay KaHanamu 4,1 Mm.

Bec OnameTp
1.1r 16Mm
1.4r 18vm
2.1r 20Mm
2.8r 22MM

14' n nooAN MAUID INNAM = H TYVWNKAXK 1K

npoBeeHNs NPOLEAYp 3HYKNeaLmn 1 aBrcLepaumu, rae Tpebyetcs 6o/blie 06bema

Bec O6bem OnamveTp
14r 3.0 mn 16Mm
2.0r 4.2 mn 18mm
21T 5.6 mMn 20Mm
3.51 6.0 mn 22MM
15,
KoHnueckunii  opbutanbHblii - umnnadTat  Quadro-Port  npefcTtaBnseT co60OM  rnasHol
WUMNMIaHTaT C rNafKon nepefHeil NMOBEPXHOCTbIO M FOTOBLIMW KaHanamu A/isi NpojeBaHus
HWUTEN 4epes rnasogpuratesibHble Mblwuypl. KoHuYeckas topma obecrneyvBaeT 6OMbLUNINA
06beM c3aaun; NPUONM3NTENIbHO paBeH 06beMy Cdepbl 60/bliero gvamerpa (Npubn. Ha 2
MM). [MameTp kaHana 2,2 MM., YUCN0 KaHasoB - 4, pacCTosiHWE MeXay kKaHanamu 4,1 Mm.
Bec O6bem Onamvetp
1.6r 3.0 mn 16Mm
1.9r 4.2 mn 18mm
2.8r 5.6 mn 20mMm
3.or 6.0 Mn 22MM
16.

IMNnaHTaT HWXHEro rNasHUYHOTO Ba/iKa MOXET 06ecrneunTb [0 5 MM B nepegHeli
NPOEKLUMM 1 MOXET ObITb NOAPe3aH, YTOObl COOTBETCTBOBATb MOTPEOHOCTAM KOHKPETHOIO

naLyeHTa.
Bec OnucaHue A B C
.59r JeBblii 43mm - 18Mm 3.2MMm

50r Mpasblii 43vm  18vm  3.2Mm
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17 NmnnaHTaT Ans NAacTUKU  HWXKHe-MeAMasibHOro Kpasi TnasHulbl yCTaHaB/IMBAETCS
HWKHWIA Kpail rnasHuLUbl M NPOCTUPAETCS BBEPX W BHW3 MEAMASIbHO MO OTHOLLEHWIO K
HWXHEMY TNla3HUYHOMY HeEpBY.

Bec OnucaHue A B C
.39r JeBblIiA 25MM  26MM 2.5MMm
.39r Mpa.blii 25MM  26MM  2.5MM

18 VIMnnaHTaT Ana NnacTMKXM BepxHe-naTepasibHOrO0 Kpas rfiasHuubl NpeAHasHayeH Ans
ayrMeHTaLUuKM natepanbHbIX M BEPXHWX KpaeB INa3HuLbl, MOXET OblTb MOApe3aH, YToObl
COOTBETCTBOBATb MOTPEGHOCTAM OTAENbHOrO MaLMeHTa.

Bec OnwucaHune A B
1.0r NeBbiin 33Mm 45MMm
1.0r MpaBblii 33mm 45MMm

19. WmunaHTaT Ans uiacTUKU Kpasi rnasHuubl yBe/IMYeUHbIn obecneyviBaeT XUpYpros
MMMNNaHTaTaMyM ¢ 6oNMbWKMM 06BEMOM, YTO MO3BOAWT MPOM3BOAWUTL UX OOPE3Ky Mo Mepe
Heo6X0AMMOCTH, 4TOObI COOTBETCTBOBATH 6O/MbLUMM BapuaHTaM AeEKTOB Kpasi rNasHuULbI.

Bec OnwucaHuve A B C
1.5r JeBbIiA 47mm - 40MM 6.33MM
1.5r Mpa.blii 47vm  40MM  6.33MM

20. VMunaHTaT HaknagKa Ha Kpai rnasHuubl npegHasHadeHa fns pacluMpeHvst GOKOBOW W
HUXKHEI YacTy Kpast rnasHULbl A4S HEGOMbLLIOFO YBENNUYEHUS NepeaHei NPoeKLuN.

Bec OnuncaHue A B C
1.6r JleBbli 40Mm  40MMm 8.45MMm
1.6r Mpasblii 40Mm  40Mm  8.45MM
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2 MiMnnaHTaT AN NNacTUKN cpeHei TPETU NMLA KOHTYPHbIN NpeaHas3HaueH ans
[OMNONTHEHWS! UMM BOCCTAHOBNEHMS HE HECYLLMX OMOPY KOCTHbIX CTPYKTYP CPeaHei TpeTu

nnua.
Bec onucaHue A B C
2.5r NeB.blli 60MmM  40MMm 4AMM

2.51 MpaBbIit 60MM  40MM AMM

22.  JAMnNaHTaT ANs NAacTUKW CpedHei TPeTW nvua npeAHasHauyeHbl ANs YBENMYEHUs U
BOCCTAHOB/IEHMSI KPaeB HECYLMX KOCTHbIX TKaHeil cpefHein TPeTu imua M HWXKHEro Kpas
¢ i rnasHULbL.

Bec OnuncaHune A B C
1.3r NeBbiin 47mMm - 28MMm 3mMm
1.3r Mpa.blii 47MM  28MMm 3Mm

23.
KOCTHbIX TKaHEN BHELLIHEro Kpas rnasHuLpl.
Bec OnucaHe A B C
18.2r JeBblIiA 61lMm  97MMm 60MMm
18.2r MpaBblii 6lMm  97MM 60MMm
24,

KOCTHbIX TKaHeli BCeil rnasHuLpl.
Bec OnwcaHue A B C 1 ¢
22.5r IeBbiin 7™M 97MM 63MMm
22.5r MpasbIii 7TMM  97MM 63MM

ViMnnaHTaT CKyN0BOW YBE/TMYEHHbIN NpefHas3HayeH 415 npuaaHus 60bLuero obbema

Bec OnwucaHue A B C
1.2r Manbid - 45MM  24MMm 3MM
JeBbiin
1.2r Manblin - 45mmM  24MMm 3Mm
MpasbIii
2.1r CpegHuid -  50MM  26MM 4MM
NeBbli C
2.1r CpegHuin - 50MM  26MM 4MM
MpasbIit r
2.6r Bombwon - 55mMm  27Mm 5Mm
JeBbiin
2.6r Bombwion - 55MM  27MMm 5Mm
MpasbIii
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2. mnnaHTat SPI cKynoBoli npefHa3HayeH 418 He3HaYNTENbHOTO YBENNYEHMS

Bec OnucaHue A B C

1.1r Manblii - 50Mm  19vm 3Mm
NeBblit

1.1r Maneblii - 50Mm 19w 3MM
MpaBblii

1.6r CraHgapTHelii  50MM  19MmMm 5MMm
- JleBblIiA

1.6r CraHgaptHeiii  50Mm  19MM 5Mm
- Mpasbiit

21.  mnnaHTaT SP2 CKy/0BOI NpefiHa3HaueH A8 He3HaUMTENbHOr0 YBENNYEHNS

fm Bec OnwucaHwne A B C

15r Manbiii - 64MM  19vm 3mMm
JeBbin

1.5r Ma/TbIN - 64MM  19vm 3mMm
MMpaBb i

2.1r CpegHvid - 64vMm 19wm 4.5Mm
JeBbin

2.1r CpegHuii - 64mM 19wm  4.5MM
[MpaBbii

29r Borbwoin -  64Mm  19mM MM
JeBbin

29r borblion -  64Mm  19MM MM
MMpasbiii

28, IMnnaHTaT opbUTasibHO-CKY/I0BOM
NasHMYHO-CKYNOBOM MMMAaHTaT MNpeAHasHayeH [N PEKOHCTPYKUUN BEPXHUX W
GOKOBbIX MOBEPXHOCTEN BEPXHEro Kpas rnasHuubl.
Bec OnwucaHne A B C
1.3r NeBbliA 33vm  38mm 0.8Mm
1.3r MpasbIit 33vm  38mm 0.8Mm

20. VmnnaHTaT gna nnacTMKu noabopofka KOHTYPHbIN [BYXCOCTABHOWM CMPOEKTMPOBaH C
KOHWYECKOW W BOFHYTOM 3afHE MOBEPXHOCTbK, UTOObI 06ECneYnMTb  OT/IMYHYIO

Bec OnucaHwne A B C

.80r Manblii 2Mm - 42MM 3vMM

1.6r CpepHwiA 74vm  42Mm 5Mm

2.4r BonbLuoii 78um  50MMm 7mv

3.5r OueHb 80MM  55MMm IMMm
60MbLLUOM

MMnnaHTaT gns nnacTUKM nofbopoAKa [ABYXCOCTABHOW npefHasHadeH [nis 6onee
MPOCTO YCTAaHOBKM W pasMellieHns MmnnaHTata. [locne YCTaHOBKM B paHy, 4acTu
MMNaHTaTa CoeaNHATCS BMECTE.

Bec OnuncaHve A B C

1.9r Manbliin 56MM  33MM 5mMm
2.9r CpepHuit 56MM  36MM 7™M
3.7r BonbLuoii 57mm  38MMm 9MM
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H MMnnaHTaT Ans nNnacTMKW MoAGopPoA0YHOro BbICTyNa MpefHa3HayeH A1 HeGO/MbLLOro
[OMONHEHUS NepefiHe-MeananbHO YacT NoA6opoaKa. Hanmuve HECKONMbKUX pasMepoB
Mo3BONSET XUPYPrY BblbpaTb Hanbonee eCTeCTBEHHYO (opMy NoA60POAKa.

Bec OnwucaHwne A
1.3r Manblii 40Mm
1.8r CpepfHui 47.5Mm
2.2r BonbLuomn 48.5MM

B
25MM
37.5MMm
38mm

C
4Amm

5.5Mm

™M

2. MnnaHTaT ans naacTMKW MoAGopoaKa YBe/MUEHHbI KPYrbliA npefHasHauyeH a/1s
yBeNMYeHUs MoLo0poaKa M 06ecrneyeHns TPexXMepHOW npoekumn (nepesHero, 6OKOBbLIX W

Bec OnucaHwne A

3.5r Manblii 45Mm
51r CpefHuin 45Mm
6.4r BonbLuomn 45MMm

B
47Mm
47Mm
47Mm

C .
3MM N\ -y ;f’ﬁ?
-'};\_ prmuﬁ ,f,
5mMm ‘___w ,,,,, /7
™M
1==t-'/

l.

VIMnnaHTaT gna nnacTUKM noabopoaka yBennUeHHbI NPsIMOYro/ibHbIA NpegHasHaueH

AN yBeNMYeHMs NoA6opoAKa 1 obecreyeHns TPeXMepHO Npoekumn (nepeaHero, 60KoBbIX

Bec OnucaHwne A

3.8r Manblii 45Mm
5.7r CpepHwiA 45MM
12T BonbLuoi 45Mm

B
47Mm
47Mm
47Mm

C
3MM
5Mm
™M
KeaemHb i

7Tl'/

VIMnnaHTaT Ans NNacTUKN reHnoMaHanbynsipHoli 60po3abl NpeaHasHadeH ans

YBENIMYEHNS| TEHNOMAaHANOYNSPHOW 60p03/abl HKHEN YentocTu. IMnnaHTaT pasaenieH Ha

[1BE YacTu NS OTAENbHON BCTaBKW N1EBOI M NPaBOI YacTeil.

A
45Mm

B
41mm

Bec
2.8r

4Amm

35 MMnnaHTaT NAacTUKM Yr/ia HUXKHEN YenioCT KOHTYPHbI NpefHasHaueH ans

Bec OnucaHue A
3.1r JleBbli 59Mm
3.1r MpasbIit 59Mm
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B
29MMm
29MMm

C
MM
MM



V>1

MmMnnaHTaT NNacTUKKM yrna HWKHEN YenocTy pa3paboTaH, YToObl COOTBETCTBOBATb
3aHeli 1 HVXKHEN rpaHuLIe Yrnia HUXKHEN YentoCcTu.

Bec
2.4r

2.4r

3.8r

3.8r

51r

51r

OnucaHue
Manbin -
JeBbliA
Manbiin -
Mpa.blii
CpenHuii -
JNeBbii
CpepgHuin -
MpaBbIit
Bonbwon -
NeBbiin
BonbLion -
Mpasblii

A
65MM

65MM

65MM

65MM

65MM

65MM

B
35MMm

35MMm

35MM

35MM

35MM

35MMm

3

3

7

7

C
MM

MM

MM

MM

11mm

MM

37. VImnnaHTar A1a natepasibHON ayrmMeHTaLmm yria HKHe YenocTu 5
npeAHa3Ha4YeH Ans He3HAUYNTENbHOTO YBENMYEHNS GOKOBOI MPOEKLIMM HUXKHEN YentocTu.

Bec
3.3r

3.3r

5.6r

5.6r

OnucaHne
CraHfapTH
biti - J1eBbIi
CraHfapTH
bIiA -
Mpa.blii
BonbLuon -
NeBbIin
BonbLuomn
Mpasblii

A
47MMm

47MMm

57Mm

57Mm

B
38MM

38MMm

40MMm

40MMm

C
3MMm

3MMm

4Mm

4MMm

MmnnaHTaT 4nsa naacTUKN BETBU HUDKHEN HencTn
npegHasHa4vyeH na yBenvyeHna BeTBU HMDKHEN YENHOCTN.

Bec
5.6r

5.6r

6.2r

6.2r

4.1r

4.1r

OnucaHve
BonbLuoin
5MMm -
NeBbliin
BonbLuoii
5Mm -
MpaBblii
BonbLuoi
10MM -
JNeBbii
BonbLuomn
10MMm -
MpasbIit
CraHfapTH
bl 5MM -
JNeBbii
CraHgapTH

A
79MM

79MMm

79MM

79MM

79MMm

79MM
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B

32MMm

32MM

32MMm

32MMm

32MM

32MMm

C
5Mm

5Mm

10MMm

10Mm

5mMm

5Mm

D
3MMm

3MMm

3MM

3MM

10Mm

10Mm

10Mm

10mm

4Amm

4Mm

6.5MMm

6.5MMm

10Mm

10Mm

™M

MM

MM

MM

5mMm

5mMm



blil 5MM -
Mpasblii
4.51 CraHgapTbl 79MMm 32Mm 10Mm 4mm SMM
bl 10MM -
JeBbil

39, MIMnnaHTaT aypuKynspHbIA 4BYXCOCTaBHOW
KOHCTpYyKUMa  aypukynsipHbiX umMmnnaHtatoB SU-POR N03BONSET Xupypram BblbupaTb
(hOpMbI, BbICOTbI M MPOEKUMM Kpas 3aBUTKa YLUHOM PakOBWHbI, YTOOblI COOTBETCTBOBATb
(hopMe KOHTpasaTepasbHOr0 yxa nauveHTa. YcCnex MMMAaHTaumm 3aBUCUT OT TEXHUKM
XUpypra; nopucras CTPyKTypa npesnonaraeT Haauyme pasBuTon COCYAMCTON CETKU MAMKUX
TKaHeN NOCKyTa BMCOYHOM (Pacumm M NI0CKyTa KOXW, YTOObl MPesoTBpaTUTb OTTOPXKEHUe

UMMNnaHTaTa.
Bec OnucaHne A B
3.0r OcHoBaHMe  32vM  63MM
yxa -
NeBbiin
3.0r OcHoBaHMe 32vMM  63MM
yxa -
Mpas.blii
1.0r Kpaii 39vM  63mMm
3aBUTKaA -
NeBblIin
1.0r Kpaii 39vm  63mMm
3aBUTKaA -
Mpas.blii

XMPYPrMYecKn-BOCCTAHOBNEHHOTO yXa. KNMHOBMAHBIV YLLIHOM MMNIaHTaT MOXHO MOApe3aTb
QNS COOTBETCTBUSA MPOEKLIMI KOHTpanaTepasbHOro yxa.

Bec OnuncaHue A B C
12r Mpasblii 15vvm  44mm 11vm
1.2r JleBbli 15MMm 44Mm 11vm

MmnnaHTaT ANs CNUHKU HOca 0GecrneYnBaeT XMPYProB OT/IMYHbIM HabOPOM BapvaHTOB Al
YBE/IMYEHNS N UCMPABNEHMS Pa3/InyHbIX aehopMauuii Hoca.

22MM
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ViMnnaHTaT Ana nnacTMKM HOCOBOMO K/lanaHa npeAHasHaueHbl A8 PEKOHCTPYKLMK
YYaCTKOB, CBSI3aHHbIX C HOCOBOV NePeropoAKoiA, ynakoBaHbl M0 2 LUTYKW B YMaKOBKe.

Bec A B C
«09r 25MMm 12.5mMm 0.60Mm

= .C3

X

4. VIMnnaHTaT nnacTvHa Anst PUHOMMACTUKIN 06ecreUnBaeT XMPYpros BapuaHTaMut asis
BOCCTaHOB/IEHMSA NPOEKLMN KOHUMKA HOCA. [nacTnHa MOXET MCNONb30BaThCs A1
MOAAEPKKN KOHYMKA HOCa NOC/e MMNNaHTaLMN MeXAy MeAnabHbIMA HOXKaMMN XPsiLLEei

" KpbI/IbeB HOCa.
ym
Bec A B C A
21r 30Mm OMM 1.1vm
C 3T8B
C
T

44, |/|MI'II'IaHJ'aT NS NIacTUKKM OCHOBaHMA Hoca MaeasibHO NOAXOANT A1 KOpPeKumnn
3anaBLLUen nepeHocULpl
A B C
30r 24MMm 3MM 10Mm

B
VimnnaHTaT anst pUHONNACTUKN apoYdHBbIii
VIMnnaHTaTbl MOFYT WMCNOMb30BaTbCA A8 CO3L4aHWSt HOCOBbIX HaKNafoK, A1 HebO/bLLIOro
yBe/NMYeHne CNMHKN Hoca. CnepyeT no3aboTUTbCs O NPaBU/IbHOM pasMeLLEHUN UMMNaHTaTa
B 0611aCTV CMMHKM HOCa BO U306eXaHWe CMeLLEeHNs ee MPOKCUMabHO. Kpail HocCOBOro cBoja

[0/MKeH 6bITh NMoape3aH As NaBHOTO Mepexoda OT UMMIaHTaTa K eCTECTBEHHOMY KOHTYpY
HOCa NaLyeHTa.

Bec OnuncaHmne A B C

1.2r Manbliin 70Mm  13vM  2MM
1.3r CpepHuiA 70Mm  15MM  2mM
1.5r BonbLuomn 70Mm  17vMm  2MMm

npu3BaHbl 06ecrneynTb He3HaUNTENbHOE YBEeIMYEeHNE CIIMHKM HOCA.
Bec 1 OnucaHne 1 A 1 B 1 C

JBr  \ KoHwuyeckuini \  55Mm B6MM OMMm
nir Manbiin 5AMM 6MM \\M M
\.9T Bonutoii 61Mm IMMm \dmm
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j He6onbluoit/6onbLuoii

47. | ImnnaHTaT napaHasa/ibHbIi
MapaHasasbHble MMMNaHTaTbl MpeAHasHayYeHbl Ans ayrMeHTauuMyM U BOCCTAHOB/IEHUS CpeaHei

Bec OnucaHune A B C

63r Manbiii - 28MM  26M.M  4.5MMm
NeBblili

63r NeBbIi - 2BMM  26MM  4.5MMm
Mpasblii

12r Bonbwoin -  30MM  28mm ™M
NeBblili

12r Bormbwoin -  30MM  28mMm ™M
Mpa.blin

npefHasHayeH [ANA  YCTpaHeHWA BPEMEHHbIX TpewuH Yy naumeHsoB, MepeHecLUnx
XMpyp! nyeckoe BMeLLAresIb,Creo Ha /IOGHO-BUCOYHOM [0NM TO/0Bbl. UMCNO NpoTpy3nii —,
paccTosHne mMexay Humn 3,0 M.

Bec OnwucaHwne A B C

17r IeBblli 6MM  43mM  44Mm

17r Mpa.blit 6Mm  43mMMm 44mm

4. MnnaHTaT cocLeBUAHBIN
npeanaraeT Xupypram OT/IMYHbIE BapuaHTbl BOCCTAHOBNEHWS| AE(EKTOB COCLEBMAHOIO
OTPOCTKa. MMnnaHTaTthl AOCTYMHbI B NEBO W NpaBoii KOHAMUrypauuu, B 30 BpeMs Kak
HeGO/bLLOK MMMAAHTAT YHUBEPCA/IEH.

Bec OnucaHwne A B C
231 Manbin 36MM 45Mm Ivm
2.3r NeBblili 56MM  53.3mMm 1.5Mm
11r MpaBbIii 56MM  53.3vm 1.5Mm
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50. VMnnanraT KpaHuasibHbI N30MHYTbIN CETOUYHbIN

npegHasHayeHa [/19 3ano/iHeHUs AeeKTOB YepernHor KOPOOKM M Kak BapuvaHT B KayecTse
WUMNIAHTATOB MOJ, MOAB3LOLUHYKO KOCTb. VIMNiaHTaT MMeeT TBepAylo, HO BMeCTe C TeM
MMOKYH0 KOHCTPYKLMIO, 32 CHET Yero Mo3BosIsSieT BblpesaThb /10y (opmy.

Uuncno otBepcTuii - 144, paccTosiHME Mexay HUMK 3.0 MM.

Bec A B C
241r 97MM 106MM 6MM
M A
t AN
5T
B c
Y _ r
ll(4 e

oL MMnnaHTaT BUCOYHBIN N30THYThIN CETOUHbIN
npegHasHayeH Ana yBenmueHUs obbemMa MsArkn.X TKaHeil B BMCOYHOW 061acTu. VMnnaHTar
NMEET TOHKYH KOHTYPHYH MOBEPXHOCTb, NOBTOPSHOLLYHO aHAaTOMUYECKYH (hOpMY BMCOYHOM
obnactu, "énarogapsi Yemy MeCTO WMMNIaHTaumMn OyAeT BbIrNAAeTb €CTeCTBEHHO. UYumcno
NPOTPY3uWiA - 54, pacCTosHME MeXay HumK 2,0 MM.

Bec OnucaHune A B C
6.8r Mablii 6lMMm  78Mmm 18mm
-JleBbIA
6.8r Manblii - 61lMM  78MM 18vm
Mpa.blin
9.Ir  CpepgHuit -  74mm  93uM  20MM
NeBbliiA
9.1r  CpegHuii -  74Mm  93MM  20MM
11paBblit
104r  Bonbwoi - 82vMM  105MM  20MM
NeBbliiA
10.4r  Bombwoi - 82vMM  105MM  20MM
MpaBbIii
4.3r SP- 70MM 70MM 10Mm
Heb6onbLLol
9.9r SP- 88Mm 86MM 15mMm
CpeaHui
13.8r SP- 98vM  95MMm 18mm
Bonbinoi
%2 —_— U vcMlia umpcamcraHayeH Ans ucnpaeneHns

Ce/N0BUAHON AechopMaLv iHa, OH JOCTYMEH B IBYX pa3Mepax v KOH(QUrypaLusax. 5ombLLoii
MMMNMaHTaT OCHaWeH TpeMsi HebOMblUMMMK BKNaAKamy ansa obnerdyeHust obpalleHns u
pa3MeLLeHns, B TO BPeMSl KaKk HOPMasibHbI UMEET OfHY BKIagKy. B 60/bLIOM mMMniaHTaTe
Takke eCTb MeMOpaHHbIA C/IO, KOTOPbIA MpeaoTBpallaeT BpacTaHue TKaHeil. Uucno
npotpy3uin - 1(CtaHaapTHbIA) 1 3 (Bonbluoii+meMbpaHa), pacCTosiHME MeXay HUMK 7,0 MM.

Bec OnwucaHwne A B D
A3r CTaH,EI,vapTI/I 20mMm 20Mm 2.5Mm 0.45MM
bilA
.82r  bonbwoi + 40MM 40MM 2.5MMm 0.73Mm
Memb6paHa
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1 CraHpapTHbIin 1

B“@
v 111 B (

D
D
ViMnnaHTaT KpaHWasibHbIN remMuchepnyecKnia
npefHasHaueH Ans Toro, 4Tobbl obecneynTb XUPYPros OOMbLUMM BapuaHTOM Bbi6opa npu
PEKOHCTPYKLUMM [eeKTOB uepena. MMMnaHTaT Ha 4epenHoe nonyllapue npegocTtasnser
aNbTepHATUBY HeCTaH4APTHLIM UMMIaHTaTaM, TpaHCNAaHTaTam, U ApyruM matepuanam.

- Bec OnvcaHune A B C
58.0r INeBbiin 124vm 170MM  4.5Mm
58.0r MpaBbIit 124vm 170MM  4.5Mm
78.8r NeBbIin 124mm  170MMm 6MM
78.8r Mpasblii 124vm  170MM 6MM

% YmnnanTar Kynon Ans nnacTuku vepena
npeAHasHaueH ans Toro, YTo6bl 06ECMEUNTb XMPYProB GO/bLLIMM BapUaHTOM PEKOHCTPYKLWM

AeheKToB Yepena. VIMnnaHTaT rapaHTUPYeT YNyuyllieHne KOHTYpPOB Yepena Ha 1/3 yepena u
[OCTYMeH B IBYX TO/LMHAX.

Bec A
59.1r 150Mm 180mm
79.0r 150mMm  180Mm

MmnnaHTaT rmbkas nnactnHa

npefHasHavyeH [N19 yCTpaHeHUs [Ae(heKTOB M AehopMaumii yeperna Manoro U CpesHero
pasmepa. OH VMeeT [/1afKyt0 BHELUHIOK MOBEPXHOCTb U Psif HOXEK HA BHYTPEHHel
MOBEPXHOCTK, KOTOPble NpeAHa3HauveHbl 415 npuaaHus o6bema 1 rmbkocTu

Uwncno npoTpysuil - 104, pacCTosiHME MeXay HUMK 2,0 MM.

Bec OnucaHve A B C c B
6.6r CraHaapTHbl  56MM  91MM  4.5MMm rr
i ' QO000QAOQO00Q)
1.4r CrtaHAapTHbl  56MM  91MM  4.5MMm Q@gg@go @ Q @ Q(@g
i 2883058338353
Memb6paHa 0QQO0QO00000QQQ
QQO0QOG00QQQQQ
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MmnnaHTaT 610K

Wmnnantatel SU-POR B (hopme 6/10Ka Aat0T  Xupypram OT/IMYHbIE BapuaHTbl [And
KpaHuoauunanbHbIX PEKOHCTPYKUMK 1 yBennyeHusi. MmnnaHtatel SU-POR B dopme 610Ka
[OCTYMHbI B Pa3/InyHbIX pasMepax M TOMLWMHAX, YTO MO3BOJISET LO3MPOBaTb NpPaBU/bHOE
KOMMYeCTBO bruomaTepmrana ans nNHoodbIX BO3MOXHbLIX KOHTYPHBIX M UHbIX BMELIATENbCTB.

Bec A B C

.83r 13vm  38MM 3MM

2.0r 25Mm  50Mm 3MM

2.8r 38mm  63MM 3MM

14r 13vm  38MMm 6MM

4.0r 25mMm  50MMm 6MM

8.1r 38umm  63mMMm 6MM

2.51 13vm  38MM 9.5MM

6.6r 25Mm  50Mm 9.5MM

124r 38vm  63MM 9.5MM

57. VIMnnaHTaT 3arnylka KpaHuaibHas

paccuMTaHa Ha YCTaHOBKY B W 4epe3 OTBEPCTUSA, CAeNlaHHble XUPYPrUYecKOn [Jpenblo.
Bonbluas 3arnylwka umeet avameTp 14 MM Ha HOXKe, KOTOPbIA IErKO MOAM(ULMPYeTCA.
Manas 3arnyllka Ha TpenaHalMOHHOE OTBepCTUe npefHasHayeHa 418 OTBepCTUs 5 MM B
AnameTpe. B ynakoBke 3 LUTYKW.

Bec Onuncaxue A B C
der Manast 15mMm 3MM 5Mm
.82r BonbLuast 29Mm ™M 14vm

Miren

Bce xapakTepuCTUKM UMMIAHTaTOB UMEHOT A0MYCTUMOE OTK/IOHEHNE £ 7%.

CpepHee HanpsbkeHve 5% C yCTOMYMBOCTBLIO K CTPECCY, OCHOBAHHOW Ha MaKCUMa/lbHbIX W
MUHUMaSTbHBIX HanpsXkeHusxX; 220 PyHTOB Ha KBagpaTHbI Atoiv (1517 kPa) + 15 (hyHTOB Ha
KBagpaTHbI Atoiim (103.4 kPa).

CpepHee HanpsbkeHve 5% € yCTONYMBOCTbLIO K AehopMaLMmn ¢ MPOYHOCTHLIM COMPOTUB/IEHWEM
Ha OCHOBE MaKCHMMa/lbHO M MUHUMA/IbHOM MPOYHOCTW: 680 (PYHTOB Ha KBajpaTHbIN [HONM
(4688.435 kPa) + 15 (hyHTOB Ha KBagpaTHbIin AtoriM (103.4 kPa).

MMnnaHTaT He HY)XHO COeAMHATb C  APYTUMU  MEAUUMHCKAMW  YCTPOMCTBaAMU WK
06opynoBaHveM Ans paboTbl B COOTBETCTBUM C €ro NpeAnosiaraeMbiM Ha3HaYeHNEM.

W3penvie He MeeT M3MepUTENIbHON (DYHKLMM.

MOKA3AHUNA

Mpotesbl SU-POR B Buge 6/10Kka, MembpaHbl 1 aHaTOMUYeCKMe (PopMbl npegHasHayeHbl Ans
NPUMEHEHMA B YEPENHO-YENOCTHO-TNLIEBON PEKOHCTPYKTUBHOM M KOCMETUYECKON XMpYprm
Ha y4acTKax, He HecyLliMx Harpysku, 41 UCnpasneHns Aed)eKTOB Moc/se YepernHOo-Ye/oCTHO-
NUEBBLIX TpaBM. Xupyprudeckune wumnnaHTatel SU-POR Takxe npegHasHayeHbl A4
YBE/IMYEHUS UM BOCCTAHOB/EHUS 06beMa KOCTHBIX CTPYKTYP /hLa 1 Yepena.

MPOTUBOIMNOKA3AHUNA

1 Hanimume MH(EKLMOHHOIo npoLecca B aKTUBHOIA (hase.

2 B cutyaumsx, Korga uMeeTcs AIMTeNIbHOE U 3HAUUTE/IbHOE [aB/ieHNe Ha UMMNaHTaT.

3. MoBbILLIEHHAA YYBCTBUTE/NILHOCTL K MHOPOAHLIM TenaMm. [NoBbIleHHasa YyBCTBUTENbHOCTL K
matepuasly mMmnnaHTatos. [Mpy Heo6XoAMMOCTU Heob6XOAMMO MPOBECTM AOMOSHUTENbHOE
nccnefoBaHMe Ao Havana UMnaaHTauun.

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



|FaupieHTbl, KOTOpble He XOTAT WU He MOryT cobofaTh NOC/eonepauroHHbIA PeXUM B
benctB/e CBOEro MCUMXMYECKOro UN (In31YeCKOro COCTOAHMS.
|He focTaTOuHOE KPOBOCHAGXEHME UM CUCTEMHbIE HapyLUEHWUs, KOTOpble MOTYT 3amMe/InThb
KVB/IEHVE 1 YBENNUYNTL BO3MOXHOCTb MH(EKLMIN U/MIN OTTOPXKEHUA UMM/IAHTATOB.
(Mcnonb3osaHre B TKaHSX, KOTOpble MOABEPraincb 067y4YeHWO NpU NPOTUBOPAKOBOWA
Kparmn
(HepocTaTtouHoe KOMMYECTBO 340POBOA TKAHW A/151 YKPbITUS UMIaHTaTa.
[ to60e pereHepaTBHOE 3a60/1€BaHME, KOTOPOE MOXET HEraTVBHO MOB/IMATL Ha NpaBU/IbHOE
PacroNOXeHVe MMMNaHTaTOB.
5 Vcnonb3oBaHWe UMMMIAHTaTOB B HE CTEPU/IbHOW cpefe, Takol Kak MpuaaToyHble Mnasyxu

HX&a
110 Vicnonb3oBaHWe B 30He MOBbLILLEHHOIO AaB/eHus, TaKoM KaK BMCOYHO-HWKHEYE/THOCTHOM

' oyCTER

BO3MO>XHbIE HEXKEJTATE/IbHbIE ABJIEHUNA

1CocyamncTble U3MEHEHNUS.

2 Annepryeckas peakums Ha UMniaHTar.

3 [edhopmarinm nm NOBpeXaeHve UMMIaHTaTa.

4 Xvipyprudeckas TpaBma, CBA3aHHas C NOBPeXAEHUA HepBa.

5 Borib, ANCKOMAOPT, U/Man AUCKOMGOPT M3-3a MPUCYTCTBMA UMMNIaHTaTa.
6 MoBepPXHOCTHbIE W/MNK TNYyBOKME UHDEKLMW.

7. OTTOpXKeHWe NNy MUrpaumsa MMnaaHTara.

NPEAYTPEXXKAEHNA

1 Mpotesbl SU-POR He [0/MKHbI UCNO/b30BaTbCA NMOBTOPHO, HE MOA/EXAT NMOBTOPHOW
cTepunmsaumn. NMoBTOPHOE UCMOb30BaHWE MOXKET YBEIMYUTL PUCK MHULMPOBAHNS.

2 TwarenbHOe MH(OPMUPOBaHME MaumMeHTa fBMSETCA peLlatolMM (aKTOpPOM YCNeLHOCTH
onepauumn. ocneonepaumoHHbIN YXOL TakKe WUMEeeT BaXKHOe 3HayeHue. MauueHT [O/mKeH
ObITb OCBEAOMJIEH, YTO ype3MepHas (M3MYeckas akTUBHOCTb WAW [aB/ieHVWe Ha MMMaHTart
MOXET MpPUBECTU K CMELUeHW0 WMMJIaHTaTa, OTTOPXKEHWIO, [JedopmauumM  uam - ero
NnoBpeXaeHWto.  MauneHT  [Jo/MKeH ObiTb  MPOUH(OPMUPOBAH O PUCKAX, CBSA3aHHbLIX C
CMO/b30BaHNEM MUMMNAHTATOB, B TOM YKC/IE BO3MOXHbBIMU NMOG0YHbLIMK 3(DheKTaMK.

3 Ycnex uMMNnaHTaumMu  3aBMEUT  OT  MNPaBWIbHOW  XUPYPIrUYEcKOW  TeXHUKW.  [Mpu
(hopMMpOBaHM KOHTYPOB WMMMaHTaTa, crefyet u3beratb (POPMUPOBAHWUSA OCTPbIX KpPaes,
4TO6bI CBECTM K MUHUMYMY TPaBMy OKPYXKatoLLMX TKaHew.

4 Tlpn  HeobxoAUMOCTM  M3MeHeHWs  (JOpMbl  MMMMaHTaTa  HeMb3s  UCMO0/b30BaThb
3NEKTPOKOArynaTop, HarpeTble HOXN UK Nnasepsbl.

5. VI3-3a nopucTor Npupoapl matepuana MMnIaHTara, CyLlecTByeT MOBbILLEHHAsA BEPOSATHOCTb
KOHTaMuHauyn. [103TOMy O4eHb BaXKHO, Npu 06paboTKe U MOArOTOBKE WMIMNIAHTATOB
cobnogatb

npasuna acenTuku. llocne BCKPbITUA YMAKOBKM WMMMNAHTAT He PEKOMEHAYETCA KMacTb Ha
MOBEPXHOCTK, KOTOPble COAEPXKaT BOJIOKHA WM M06ble Apyruve 4acTuupbl, KOTOpble MOryT
0CTaTbCA Ha NMOBEPXHOCTU UMMNIaHTaTa.

6. Xnpypr Ao/mKeH ObITb XOPOLUO 3HAKOM C MMM/aHTaTaMu, crnocobamu MX NpPUMEHeHus, a
Taloke XMPYPrmyeckon TeEXHUKON nx npumeHeHus. Mpotesbl SU-POR He npefHasHayeHbl 415
NPUMEHEHMS B CUTyaumsax, Korga WMeeTca MOBbILUeHHOE [aB/fieHWe Ha WMNAaHTaT Win
136bITOYHbINA BEC.

7. OTBETCTBEHHOCTb 3a TEXHUYECKYHO MOArOTOBKY, COOTBETCTBYHOLMIA OTOOP MaLMEHTOB, a
TaKKe BbIOOP ¥ pasMeLLeHne UMMIAHTATOB NEXUT Ha evalllemM Bpave.

MHCTPYKUUMI IO SKCIJTYATAUNN

Torbko  Bpay, WMEHLWMA  HEoOXoAMMYK  KBaIM(DMKaLMIO,  [O/DKEH  WCMO/b30BaThb
xvpypruyeckune nmnnaHTatbl SU-POR. [JaHHbIN JOKYMEHT He MOXET ObITb PYKOBOACTBOM /11
XVPYPruyeckon onepaumn. Xupypru  [O/MDKHbI  NPUMEHSATb  3HaHUSA, MNOJYyYeHHble npu
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(hyprinveckoii NoAroToBKe, KIIMHUYECKWIA OMbIT 1 MPUMEHUMbIE XMPYPruyeckne MeToAbl 41
(hefenieHss  MOAXOAALLE TEXHWKW OMepaTMBHOIO BMeluaTenbcTBa. [pu  BbiGope U
|cnomb3oBaHMM - MMniaHTatoB  SU-POR  Heo6XoAMMO  PyKOBOACTBOBATHCA — PELUEHUEM
PAMULLMPOBAHHOTO XMPYpra,

LeX MMMMaHTaUMM 3aBUCUT OT MPaBWILHOW XMPYPruyeckor TexHWKW. Pa3spes cnegyet
NOV3BOAUTL TakUM 00pa3oM, 4TOObI MPU 3aKPbITUM paHbl OMePauVOHHHBIA  JOCTYN He
Hexomred  HenocpeACTBEHHO  Haf, uMMfaHTaTtom. dopma  UMMaHTata MOXeT  ObiTb
%aMdmLmMpoBaHa C NOMOLLLHO METOLO0B, OMUCaHHbLIX B CNefyoWwmnx pasgienax.

VBMEHEHVE ®OPMbI MMIMTAHTATA
[Mporesbl  SU-POR  noctaBnawotcs B Buge 6/10K0B, MembpaH, cdep M OCHOBHbIX
aHaTOMMYECKUX  (POPM, KOTOpPble XMPYPr MOXET MOAM(ULMPOBATL A/19  [AOCTUXKEHUA
MEMaeMoro pesynbtata. Matepran MOXeT ObITb BbIpe3aH C NMOMOLLbIO CKasbnens, 6opa wuiu
f e Xupyprnuyeckmx HOXHUML; cneayeT Mo3aboTUTbCA O TOM, YTOObl B MeCTe MpuieraHms
VMIVIaHTaTa K KOCTW KPOMKa Oblna rnagkoin. O6pexxksTe N0y Na0X0o NpuieratoLlyo 4acTb
MMIVIaHTaTa no Kpasm. llocne Toro, Kak (hOpMUpPOBaHWe MMMIaHTaTa 3aBepLuUeHo, creayet
MPOMbITb  €ro  CTEPW/bHLIM - (PU3MONOTMYECKUM  PAcTBOPOM, YTOObl yAaiuTb  ko6ble
CBOOOZHbIE YAaCTULbI C MOBEPXHOCTY U KpaeB MaTtepuana. [ng Toro, 4tobbl NOMOYb MpoLeccy
(hOPMOBKY, MMIMJIAHTAT MOXET ObITb MOrPY)XeH B TOPAYYD) BaHHY CO CTepU/IbHbIM
(hmsmonornyeckum pactsopom (82°-100 °C, 180°-212°F). HarpeTbii umnnaHTar 6ygeT 6onee
rMOKUM, YTO NO3BOJIAET Nlerye NpuaaBaTb eMy HYXXHYHO opmy. Eciv mmniaHTaT oCTbiBaeT U
CTAHOBMWTCA TPYZLHO ero u3rnbarb, ero CHoBa HeobXOAMMO MOMECTUTbL B rOpAYYH0 BaHHY CO
CTEPWIbHbIM (PU3MONIOTMYECKMM PacTBOPOM. [ocnie TOro, Kak »enaemas popma nosyyeHa,
HYKHO [aTb eMy OCTbITb. [1/1i YCKOpEeHMs MpoLiecca OX/MaXAEHUs MOXHO WCMo/b30BaTh
XO/IOAHYH0 BaHHY CO CTEPW/bHbIM (PM3MONOTMYECKUM pPAcTBOPOM. [lOBTOpUTE YKasaHHble
BblLLE JEVCTBUA, ecnu TpebyeTcs AOMNOHUTEIbHAas MOAMMNKaLMA (opMbI.

YCTAHOBKA NMIMJTAHTATA

B KauecTBe MpO(MNAKTUUECKO Mepbl, Nepef YCTaHOBKOM MMMNNAHTaTbl [AO/MKHbI GbiTh
MPOMbITbI B CTEPU/ILHOM PacTBOPe aHTUOMOTMKA. XMPYPry AOMKHbI aKKypaTHO YAanuTb BCe
VHOPOAHblE YacTuUpbl M3 061acTU  OnepaLMoOHHOr0 BMeLLaTeNbcTBa. TKAaHEBOW KapMmaH
JO/MKEH ObITb [OCTATOYHbIM, YTOBbI MMMNNAHTAT B HEM pacrnonarancs cBo6oaHo. Cneayet
13Geratb Pa3pe3oB HEMOCPeACTBEHHO Haj MMMMaHTaToM. Ecnm B Moc/eonepaLyoHHOM
neprofe CyLLECTBYET PUCK CMELLEHWS! MMMaHTaTa [0 ero BpacTaHusi B TKaHW, TO mKcaLus
MpoTe3a BO3MOXKHA C MOMOLLbHO KpeneXHbIX XMPYPrinyeeknx BUHTOB UK cnuubl KunpLuHepa.
KpenexHble XMpypruyeckue BUHTbI CrieflyeT 3aTarvMBaTb A0 Tex Mop, MoKa OHW He 6yayT
HaXoAWTbC Ha OAHOM YPOBHe (3aMOAnMLO) C MOBEPXHOCTbIO MMMNaHTaTa.  HeckonbKo
VMNMAHTaTOB  MOTYT ObiTb COEAMHEHbl MNyTeM YLUMBaHUS MecTa paspe3a  Harnyxo.
Xupypruyeckasi pexxyllas uria rno3Bo/isieT NIerko M 6bICTPO MPOHMKATb B MOBEPXHOCTb
VMMNMaHTaToB, 61arofapst YemMy XMpYpr MOXET BEpHYTb MPEXHIOW CTPYKTYPY TKaHein wnm
MbILLIL, MPUCOEAMHSS MX K MMnniaHTaTy. [py MHTpPOOpa/bHOW YCTaHOBKe WMM/aHTaTa,
CNefyeT Wernonb3oBaTb CMELManbHYyH MNNEHKY WM MOKPbITVe, KOTopas YMEHbLUUT pPUCK
baKTepuanbHOrO 3arpsA3HEHNs UMMaHTaTa.

MNOBTOPHBIE OMNMEPALUNU

MopucTas CTpyKTypa XmMpypruyeckmx nmnnaHtatos SU-POR no3BonseT npopoetarb MArkK1M
TKaHW 1 BaCKyNsapmn3npoBaTb MMMIaHTar. Xupypr 4O/DKeH 3HaTb, YTO NPU NMOBTOPHOIA
onepauymn y nauyeHToB, KOTOPbIM YCTaHOB/IEHbI UMMIAHTbI, UMEETCS BpacTaHue TKaHel 1
cocyzioB. B criyyae He06X0AMMOCTY PeBU3NM UNW YAaNeHUs UMMN1aHTaTa noese Toro, Kak
BpacTaHu1e NPou30LLIIO, OKPYXXatoLLme MArKMe TKaHW MOTYT ObITb OTAeNleHbl XUPYPruyecKum
WHCTPYMEHTOM, a MMMNIaHTaT pacceyeH C MOMOLLLIO CKa/bMens Unn Xupypruyecknx HOXHUL

YOANEHVE TN 3AMEHA
Mocne ycTaHOBKW B TKaHW Xupypruyeckune mmnnaHatel SU-POR MOBTOPHO MCNO/b30BaTHCA
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He MOryT.
B cnydyae OCNOXHEHUs, UMMNMAHTaTbl MOFYT ObITb aTPaBMaTWUYHO YAaneHbl B TeueHue 2-3

mecsueB. Ecnum ypaneHve notpebyetcs B 6Gonee no3gHvin nepuog, O6ydeT Heob6Xoammo
pacceyb pyoLoBYHO Karicyny.

AJOCTYTNHOCTb MEANUNHCKUMX MNMPOAYKTOB, MATEPVAJIOB XXMBOTHOIO
n (MNN) HENOBEYECKOI'O NMPONCXOXAEHWNA

Xupyprudeckne umnnaHtatel SU-POR He cogepXaT HUKakKUX MeAMLMHCKMX BeLLECTB,
MaTepuasioB XXNBOTHOIO N Y€10BEYECKOr0 MPOUCXOXAEHWS.

CTEPUNN3ALUNA
A MiMnnaHTatbl NPeAoCcTaBNATCA NPOCTEPUIN30BaHHbIMU aTUneHokeugom (EO). Wsgenus He
- SBNAKOTCA NUpoOreHHbiMuM. O6paTuTe BHMMaHWe Ha faty «Use by/lAcnonb3oBatb [0,
yKazaHHyt0 Ha ynakoBke. HE wcnonb3yiite mnsgenvie, ecnm gata «Use by/lcnonb3oBaTb [o»
npoLua.
MmnnaHTaTthl npegHasHavyeHbl TOMbKO [AJ19 OAHOPAa30BOro WCMO/b30BaHUS;, He WCMO/b3yinTe
A MOBTOPHO. He nopsepravite MOBTOPHOM CTepunu3aumn, TaK Kak 3T0 MOXET MOBAUATb Ha
3(ptheKTMBHOCTb U3AENNSA W MOBBLICUTL PUCK NEPEKPECTHOrO 3arpA3HEHNS 13-3a HEHANeXaLLei
MOBTOPHOM 06paboTKM. OCMOTPUTE BECb MPOAYKT Mepes UCronb3oBaHMEM. He mcnonb3yite,
€CNM YNaKoBKa OTKPbITa WU NMOBPEXAEHa, UKW eCNU N3AeNNE NOBPEXIEHO.

YCNoBUNA TPAHCINOPTUPOBKW, XPAHEHUA, MCIMNOJ/1Ib3OBAHUA
ObpalLaTbCsi OCTOPOXHO. XpaHWTb B OPUrMHa/IbHOW YMakoBKe. XpaHWUTb B CYXOM MeCTe.
XpaHWTb BAAN OT COMIHEYHOIO CBeTa.

> VI3genus, ynakoBaHHbIe M3rOTOBUTE/IEM, MOTYT MepeBO3UTLCA BCEMU BMAaMM TPaHCMopTa Ha
KPbITbIX TPaHCMOPTHLIX CpPeACcTBax B COOTBETCTBUMM C MpaBWiaMu MepeBO3KM rPy30B A4
KaXK0ro BvAa TpaHcnopTa.

Temnepatypa nNpy TPaHCNOPTUPOBKe Ao/KHa 6bITh OT -50 °C fo + 50 °C ¢ Amana3oHoM + 2

A °C 1 OTHOCMTENbHOI BNaXKHOCTbIO 0T 30% A0 75% ¢ Anana3oHoM + 5%.

] MpoayKTbl fOMKHBI XpaHUTees npu Temnepatype -40 °C + 50 °C B 3aKpbITOM MOMELLEHUN B
YMakoBKe OPUTrMHa/IbHOTO MPOU3BOAMTENA B TEUEHME YKA3aHHOI0 CPOKa rofHOCTW.
MnnaHTaTbl MCNOMb3YHOTCA B NpoLecce paboTbl NP HOMUHA/IbHbIX 3HaYeHUAX TeMMepaTypbl
or + 32 °C go + 42 °C. WmnnaHTaTbl YCTOMYMBbLI K OGMOMOrMYECKUM XKUAKOCTAM W
BbleNIeHNAM TKaHAMW opraHm3mMa.

CPOKrogHocTM
Cpok rogHocTi xupyprudeckmnx nmnnadtatos SU-POR cocTasnseT 24 mecaua.

TPEEOBAHVA OTHOCUTE/IbHO 3ALLUTBI OKPYXXAIOLWE CPEAbI
Xupypruyeckre nmnnaHTaTbl SU-POR He 0KasblBalOT HEraTMBHOIO BANAHUSA Ha

OKPY>KAIOLLY'HO cpeqy.

YTUNN3ALNA

MMpo4yKTbl, KOTOpble KOHTAaKTUMPOBa/IM C KPOBbO W [/ wan Apyrumuv  61onormvecKuMm
YXNOKOCTAMM NaLMeHTOB, A0/MKHbI ObITb YTWUM3MPOBaHbI B COOTBETCTBUM C TpeboBaHWUAMM
OTHOCWUTENIbHO 06palleHns C  MeAULUMHCKUMK  OTXOAamMK, yCTaHOB/IEHHbIMU  CaHlMuH
2.1.7.2790-2010 gns oTxofoB Knacca B wn apyrMmMy HOpMaTMBHbLIMW MPaBOBbIMW aKTamu
Poccuiickoi Pegepaumn.
Hewncnonb3oBaHHbIE MPOAYKTHI, B TOM YMC/e Te, CPOK FOAHOCTM KOTOPbIX UCTEK (KOTopble He

KOHTaKTUpOBa/IM  C  OMOMIOTMYECKMMM  KMUAKOCTAMM  MAUMEHTOB),  JO/KHbI  ObITb
YTUIN3MPOBaHbI B COOTBETCTBMU C MPOLELYPON yTUAMU3aLMM TBEPAbIX ObITOBbIX OTXOZ0B,
YCTaHOB/EHHOM 3aKOHOAaTeNIbCTBOM Poccuiickoii Peflepaumn And OTXOA0B Kracc A Mo
CaHlMH 2.1.7.2790.
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cumBosibl MAPKUPOBKI

XpaHutb B Cyxom MecTte

\ ® He venonb3yiiTe, eenn ynakoBKa noBpex/jeHa

I besonacHo npy MPT

4- [MOBTOPHO He CTepuInM30BaThb

TonbKo Ans 0[HOPa30BOr0 MCMO/L30BaHNA

by
STERILE EO MpocTepnnn30BaHO 3TUIEHOKCULAOM
HenuporeHHo
MabapuTHbIE pasmepsl
CAT#H KaTanoxHblIii Homep

BHMMaHWe, 03HaKOMbTECh C COMPOBOAMTE/LHOW AOKYMEHTaLMel

MpowusBoguTenb:
Poriferous, LLC/IMopudepoyc SI1C.
535 MaitH Poag, Ogmc 206, HbtoHaH, dxopmpkua 30263, CLUA

FTAPAHTUA
Bce npoayKTbl UMEKOT rapaHTUIO Ha OTCYTCTBME eDeKTOB B MaTepuasie U NpPou3BOACTBEHHbIE

AedekTbl. HUKaKMX rapaHTWiA HW ANS Kakux APYrvX Leneid, KpoMe Kak ansi MapKvpOBKU U

COOMOAEHNS TEXHUYECKMX TpeboBaHWiA, He AaeTcs.
LONoNHUTENBHYI0 MH(OPMaLMIO, KacatoLyoCs KOHKPETHBIX YCTPOWCTB WM MHbIX BOMPOCOB
Bbl MOXKETE NOMYYUTb Yy npeaeTasuTenein komnaHum Poriferous, LLC.

ABTOPW30BAHHbI MPEACTABUTE/Ib B POCCUM

000 «ApUOH»,
yn. Penuwesa, [.4-2A, opuc 1,
CaHkT-lMNeTepbypr, 197349 Poccus
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mmmmmmmmmmeeoeee KoHeL, nepeBoa
A, nepeBofunK PelueToBa Hatasbsi HUKoNaeBHa, Braferolias pyeCKUM M aHIIMACKUM Si3bIKamu,

nogreep>garo, 4To BbINO/IHEHHbIA  MHOKO nepesoa rMpunoXkeHHoOro [AOoKyMeHTa ABJIAETCA
npaBWibHbIM, TOYHLIM U MNOJTHLIM.

Poccuiickan degepaums, CaHkT-MNeTepbypr.

[BaguaTb AeBATOr0 Masi jBe ThICAYN BOCEMHAALATOr0 roja.

A, LasxmetoB [amump DapuToBUY, BPEMEHHO WCMOMHSAIOWMIA 006513aHHOCTM  HOTapuyca
HoTapuasibHoro  okpyra  CaHkT-lMetepbypr  O6oneHueBoin  Onbrv  BAvecnaBOBHBbI,

CBWIETENLCTBYHO TMOA/IMHHOCTL MOAMUCU NepeBoAunKa PelueToBoii HaTanbu HMKoNaeBHbI.
Moanuck cagnaHa B MOeM MPUCYTCTBN.

JIMYHOCTb NMognmcaBLLErO JOKYMEHT YCTaHOB/IEHA.

3apervcTpupoBaHo B peecTpe 3a Ne 78/342-H/78-2018 ~

B3bICKaHO rocyapcTBEHHOM MoLIMHBLI Mo Tapudly: 100 py6. 00 Kon.

Ynna4eHo 3a 0KasaHue YC/1yr npaBoBOro M TeXHMYeCcKoro xapakrepa: 200 py6. 00

P, LULAAXMETOB
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TOro B HacCTOSILLEM AOKYMEHTE

HOTAPNYC:"-
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