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ATRIX
USA

eets Science

DOCUMENT CERTIFICATION STATEMENT

As a responsible official of Matrix Surgical Holdings LLC,, | hereby certify that the

following attached Instruction for Use was issued and approved by Matrix Surgical USA
and all information listed is true and correct:

m  Matrix Surgical USA - Instructions for Use of OMNIPORE Surgical Implants

John T. O’'Shaughnessy
President/CEO

Name and Title Sign

Subscribed and sworn to before me on this day of August 2023.

Matrix Surgical USA 98 Bledsoe Road Newnan, GA 30265 U.S.A. T +1 404.855-4592 F +1 404.344.0283

info(® matrixsurgicalusa.com www.matrixsurglcalusa.com
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MATRIX
USA

Where Art Meets Science

CE O0AIl3 STERILEEO

IMPLANT. NON-PYROGENIC, FOR SINGLE USE ONLY Date: July 9, 2023
Stenirty guaranteed unless inner package ts opcfiod. damaged or wet

Matrix Surgical USA, 98 Bledsoe Road, Newnan, Georgia, 30265, USA
d Tel: 1-404-855-4592 Fax: 1-404-344-0283

www.matrixsurgicalusa.com

MedEnvoy Globa! B. V.
Prinses Margrietplantsoen 33-Suite 123
2595 AM The Haque, The Netherlands

EC HEP

INSTRUCTION FOR USE

Omnipore Surgical implants for craniofacial surgery, sterile,

models:

1 Micro Thin Sheet, including:

1.1. Micro Thin Sheet OP8438 30mm x 50mm x 0.45mm placed in two sealed lyvek Chevron
pouches - 1ea.

11 Instruction for use - lea.

1.2 Nurses label - Sea.

13. Patient information card - lea. :
1.4. Plastic thermoformed tray - lea.

2. Ultra Thin Sheets, including:

2.1. Ultra Thin Sheets placed in two sealed Tyvek Chevron pouches - lea, models:
1 0OP7210 38mm x 50mm x 0.85mm,

- OP7212 50mm x 76mm x 0.85mm.

2.2. Instruction for use - lea.

2.3. Nurses label - Sea.

2.4. Patient information card - lea.

2.5. Plastic thermoformed tray - lea.

3. Sheets, including:

3.1. Sheets placed in two sealed Tyvek Chevron pouches - lea, models:

- OP6330 38mm x 50mm x 1.5mm,

- OP6331 50mm x 76mm x 1.5mm,

- OP9562 38mm x 50mm x 3mm.

3.2. Instruction for use - lea.

3.3. Nurses label - 5ea.

3.4. Patient information card - lea.

3.5. Plastic thermoformed tray - lea.

4. Orbital Spheres, including:

4.1. Orbital Sphere placed in two sealed Tyvek Chevron pouches - lea, models:

‘i-itiih
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- OP6316 Sphere - @ 14mm,
- OP6326 Sphere - @ 16mm,
- OP6327 Sphere -~ @ 18mm,
- OP6317 Sphere — @ 20mm,
- OP6322 Sphere — @ 22mm.
4.2, Instruction for use ~ 1ea,
4.3, Nurses label — Sea,
4.4, Patlent information card — lea.
4.5, Plastic thermoformed tray - lea.
5. Two-Piece Chin, including:
5.1, Two-Plece Chin placed in two sealed Tyvek Chevron pouches — 1ea, models:
- OP8320 Two-Piece Chin - 62mm x 27mm x Smm,
- OP8321 Two-Piece Chin - 64mm x 32mm X 7mm,
- OP8322 Two-Plece Chin- 64mm x36mm x 9mm.
5.2. Instruction for use — 1ea,
5.3. Nurses label — 5ea.
5.4, Patient information card ~ 1ea.
5.5. Plastic thermoformed tray — 1ea,
6. Enophthalmos Wedge, including:
6.1. Enophthalmos Wedge placed in two sealed Tyvek Chevron pouches — 1ea, models:
- OP9541 Enophthalmos Wedge- Regular-Left 31mm x 22mm x 6.5mm,
- OP9542 Enophthalmos Wedge-Regular-Right 31mm x 22mm x 6.5mm,
- OP9543 Enophthalmos Wedge- Large-Left 39mm x 28mm x 7.5mm,
- OP9544 Enophthaimos Wedge- Large-Right 39mm x 28mm x 7.5mm.
6.2. Instruction for use - lea.
6.3. Nurses label - S5ea.
6.4, Patient information card ~ 1ea.
6.5. Plastic thermoformed tray — 1ea. .
7. Malars (Design Y malar), including:
7.1. Malars (Design Y malar) placed in two sealed Tyvek Chevron pouches — 1ea, models:
- OP9513 Design Y Malar-Small-Right S2mm x 26mm x 3mm,
- OP9514 Design Y Malar-Small- Left S2mm x 26mm x 3mm,
- OP9515 Design Y Malar-Medlum- Right 52mm x 27mm x 4mm,
- OP9516 Design Y Malar-Medium- Left 52mm x 27mm x 4mm,
- OP9517 Design Y Malar-Large- Right 52mm x 28mm x Smm,
- OP9S18 Design Y Malar-Large- Left S2mm x 28mm x Smm.
7.2. instruction for use — 1ea.
7.3. Nurses label - Sea.
7.4. Patient information card — 1ea.
7.5. Plastic thermoformed tray - 1ea.
8. Nasal Sheet, Including:
8.1. Nasal Sheet OP9536 40mm x 9mm x 1.1mm placed In two sealed Tyvek Chevron pouches =1
ed,
8.2. Instruction for use - 1ea.
8.3. Nurses label — 5ea.
8.4. Patient information card — 1ea.
8.5. Plastic thermoformed tray — lea,
9. Ear Base Shapes, including:
9.1. Ear Base Shapes placed In two sealed Tyvek Chevron pouches - 1ea, models:
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- OP8330 Ear Base Extended - Right - 35mm x 53mm,

- OP8331 Ear Base Extended - Left - 35mm x S3mm.

9.2, instruction for use — lea.

9.3. Nurses label - Sea.

9.4, Patlent Information card - 1ea.

9.5, Plastic thermoformed tray — 1ea.

10. Helical Rims, including:

10.1. Helical Rim placed in two sealed Tyvek Chevron pouches — 1ea, models:
- OPB328 Helical Rim - Right - 50 mm x 61mm,

- OP8329 Helical Rim - Left - SO mm x 61mm.

10.2. Instruction for use — 1ea.

10.3. Nurses label - 5ea.

10.4. Patient information card - lea.

10.5. Plastic thermoformed tray — 1ea.

11, Block, including:

11.1. Block placed in two sealed Tyvek Chevron pouches — 1ea, models:

- 0P6332 13mm x 38mm x 3mm,

- 0P6333 13mm x 38mm x 6mm,

- OP6335 25mm x 50mm x 3 mm,

- OP6336 25mm x 50mm x 6mm,

- OP6338 38mm x 63mm x 3mm,

- OPE339 38mm X 63mm x 6mm.

11.2. Instruction for use — lea.

11.3. Nurses label - 5ea.

11.4. Patient information card - 1ea.

11.5. Plastic thermoformed tray - 1ea.

12 Design Y Mandible Onlay implants, including:

12.1. Design Y Mandible Onlay implant placed in two sealed Tyvek Chevron pouches ~ lea,
models:

- OP7541 Small Left 57mm x39mm x5 mm,

- OP7542 Small Right 57mm x39mm x5 mm,

- OP 7543 Middte Left 57mm x39mm x7.5mm,

- OP7544 Middle Right 57mm x39mm x7.5mm,

- QP7545 Large left 57mm x39mm x10mm,

- OP7546 Large Right 57mm x 39mm x10mm.

12.2. Instruction for use — lea.

12.3. Nurses label - Sea.

12.4. Patient information card — 1ea.

12.5. Plastic thermoformed tray — 1ea.

13. Design Y Chin implants, including:

13.1. Design Y Chin implant placed in two sealed Tyvek Chevron pouches — 1ea, models:
- OP8313 Small with round projection 35 mm x 32mm x 4mm,

- OP8314 Middle with round projection 37 mm x 32mm x 6mm,
- QP8315 Large with round projection 40mm x 32mm x Smm,

- OP8316 Small with square projection 35mm x 32mm x 4mm,

- OP8317 Middle with square projection 37mm x 32mm x 6mm,
- OPB8318 Large with square projection 40mm x 32mm x Smm,
13.2. Instruction for use — 1ea.

13.3. Nurses label — Sea.

L 3
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13.4. Patient information card - lea.

13.5. Plastic thermoformed tray — lea.

14. 3S Sheets, including:

14.1. 3S Sheet placed in two sealed Tyvek Chevron pouches -~ 1ea, models:

-0P8312 38mm x 50mm x 1mm,

- 0P9312 38mm X SOmm x 1.7Zmm.

14.2. Instruction for use — 1ea.

14.3. Nurses label - Sea.

144, Patient information card — 1ea.

14.5. Plastic thermoformed tray — 1ea.

15. Bendblock Cranial Grid implants, inciuding:

15.1, Bendblock Cranial Grid implant OP9524 110mm x 97.5mm x 5.25mm placed in two sealed
Tyvek Chevron pouches -1 ea.

15.2. instruction for use - lea.

15.3. Nurses label - Sea.

15.4. Patient information card — 1ea.

16. Channel! Sheet Implants, including:

16.1. Channel Sheet Implant OP9530 SOmm x 50mm x 2mm placed In two sealed Tyvek Chevron
pouches —1 ea.

16.2. Instruction for use — 1ea.

16.3. Nurses label - 5ea.

16.4. Patient information card — 1ea.

16.5. Plastic thermoformed tray - 1ea.

17. Extended Orbital Rims, including:

17.1. Extended Orbital Rim placed in two sealed Tyvek Chevron pouches ~ 1ea, models:

- 0P9539 Left S3mm x 31mm,

- OP9540 Right 53mm x 31mm.

17.2. Instruction for use — 1ea. -
17.3. Nurses label — Sea.

17.4. Patient information card - lea.

17.5. Plastic thermoformed tray — 1ea.

18. Cranial Hemisphere, including:

18.1. Cranial Hemisphere placed in two sealed Tyvek Chevron pouches - 1ea, models:

- OP82000 Right 174mm x 133mm x Smm,

- OP82001 Left 174mm x 133mm x 5mm.

18.2. Instruction for use — lea.

18.3. Nurses label - Sea.

18.4. Patlent information card ~ 1ea.

19. Sellar Buttress implants ($8l), including;

15.1. Sellar Buttress implant (SBI} placed in two sealed Tyvek Chevron pouches — 1ea, models:
- 0P82007 20mm x 20mm x 2.45mm x 0.45mm,

- OP82008 Large 40mm x 40mm x 2.7mm x 0.7mm,

19.2. Instruction for use — 1ea.

19.3. Nurses label — Sea.

19.4. Patient information card -~ lea.

19.5. Plastic thermoformed tray - lea.

20. Craniotomy Gap Wedge, including:

20.1. Craniotomy Gap Wedge OP82011 102mm x 10mm x 4.70mm x 0.6mm placed in two sealed
Tyvek Chevron pouches - 2ea.
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20.2. Instruction for use - lea.

20.3. Nurses label ~ Sea.

20.4. Patient information card - lea.
20.5. Plastic thermoformed tray — 1ea.

DESCRIPTION

OMNIPORE Surgical Implants are manufactured of porous high- density polyethylene, a biomaterial
that is easily contoured or carved to suit the anatomical and functional requirements of the patient. CAS
number: 25213-02-9. Chemical name: Ethylene-Olefin Copolymer.

The interconnecting pores of the Porous HDPE material permits fibrovascular ingrowth into the implant.
Because of the white color of the material, it witl not show through overlying soft tissues. In vitro and in
vivo biocompatibility studies have shown OmniPore Surgical Implants to be free from any observable
systemic or cytotoxic effects. Porous HDPE Surgical Implants are provided STERILE (ethylene oxide) and
NONPYROGENIC.

STRENGTH CHARACTERISTICS

Average Stress 5% Strain with Stress Tolerance Based on Maximum and Minimum Stresses: 935.2 psi +
72.8/ - 125.2 (0,657kgf/ mm2 +0,051/-0,088)

Average Yield Strength with Strength Tolerance Based on Maximum and Minimum Strengths: 174 psi + 18/
- 19 (0,122 kgf/mm?2 +0,012/-0,013)

INTENDED USER OF MEDICAL DEVICE

Omnipore 1mp1ants must be vsed only by surgeons with proper education. The selection of the implant,
its composition, size, and shape is made by the surgeon after evaluating the anatomical and functional

requirements of the patient. The surgeon must be thoroughly familiar with the implants, the method of
application, and the surgical procedure. Responsibility for completion of adequate training, proper

patient selection, and choice and placement of the implants rests with the physician -
INTENDED USE . ‘
Implants are used in non-load bearing applications for reconstruction or augmentation of the craniofacial
skeleton

INDICATIONS

OmniPore Surgical Implants in block, sheet, and anatomical shapes are intended for non-weight bearing
applications for reconstruction or augmentation of the craniofacial skeleton. OmniPore Implants in block,
sheet, and anatomical shapes are intended for non-weight bearing applications of craniofacial
reconstruction/plastic surgery and repair of craniofacial trauma. OmniPore Surgical

Implants are also intended for the augmentation or restoration of contour in the craniomaxillofacial skeleton.
CONTRAINDICATIONS

The following are specific contraindications, adverse effects, and warnings that must be understood by
the surgeon and explained to the patient. The general surgical risks that are not included should also be

explained to the patient prior to surgery.

1 Active infections.

2 . Patients who are unwilling or unable to follow postoperative in- structions due to
accompanying conditions {mental or physical).

2 Foreign body sensitivity. Where material sensitivity is suspected, appropriate tests should be

made to rule out this possibility prior to implantation.

- Use in tissue that has been compromised by cancer therapies.

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.
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e Any degencrative disease process that would adverseiy affect proper plmme?r
implants.
7. Inadequate coverage with healthy tissue.

s. Procedures in which a non-sterile environment exists, such as sinuses.
s». Usein load bearing areas such as the temporal mandibie joint.

POSSIBLE ADVERSE EFFECTS

1. Vascular changes.

2 Allergic reaction to the implant.

» Nerve damage due to surgical trauma.

«. Deformation or fracture of the implant.

s. Migration or ioosening of the implant.

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

WARNINGS

1. OmniPore Surgical Implants must never be re-used or re-sterilized.

2, Adequate patient instruction is a key factor in determining the success of the surgical procedure.
Postoperative follow-up and care are very important. The patient must be made aware that the implants
are not as strong as natural bone and that excessive physical activity or load bearing may cause loosening,
migration, deformation, or fracture of the implants.

1. The success of any implants is dependent upon careful handling and good surgical technique. When
shaping and contouring the implant, sharp edges should be avoided to minimize trauma to the surrounding
tissue. The implants must never be shaped by use of devices that produce intense heat such as
electrosurgery devices, heated knives, or lasers, .

« Porous materials are particularly at risk of contamination by foreign materials and particulate matter,
including glove powder, lint from draping material, and cleaning agents. All efforts should be made to
limit handling of the implants. Do not place or contour the implant on any surface that could transfer
contaminants to the implant.

s. The surgeon must be thoroughly familiar wnth the 1mplants, the method of app!tcatlon, the
instrumentation, and the surgical procedure. - igr . i
1oad bearing applications, The patient must be made aware of the nsks of usmg the lmplants, mcludmg
possible adverse effects.

. Responsibility for completion of adequate training, proper patient selection, and choice and
placement of the implants rests with the physician.

INSTRUCTIONS FOR USE

The following is a guide for informational uses only. Since a number of surgical techniques may be
employed, the surgeon may wish to alter details in accordance with his or her clinical experience and
medical judgment. The selection of the implant, its composition, size, and shape is made by the surgeon
after evaluating the anatomical and functional requirements of the patient.

SHAPING THE IMPLANT
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# OmniPore Surgical Implants are provided as basic anatomical shapes, which may be customized by the

surgeon to suit the implantation site. The material may be carved using scissors or scalpel without
fearing of coliapsing the pores, taking care to feather the edges of the implant where it transitions to
bone. The implants may be recontoured by immersing them in a basin of sterile saline heated to its
boiling point. At this temperature the implant will relax, allowing it to be gently formed to the desired
shape. If the implant 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 ¢ool. OmniPore DUROMAX
Surgical Implants can be easily manipulated by hand to achieve the desired shape and will keep the
revised shape due to the embedded titanium in the porous high-density polyethylene biomaterial.

PLACING THE IMPLANT

An ample tissue pocket should be prepared to ensure that tissue is not stretched over the implant.
Incisions located directly over the implant site should be avoided. If the potential exists for the implant to
move before tissue ingrowth, fixation can be accomplished with sutures. K-wire, or surgical fixation
screws. Fixation screws or bone screws should be sized specific to the bone thickness and at least 2 to 3
mm greater than the thickness of the implant so that it is long enough to come in contact with and
purchase the underlying skeletal bone. Fixation screws should be tightened until they are flush with the
surface of the implant. Matrix Surgical USA recommends the use of screws that are 1.5 mm diameter
head titanium screws marketed within Facial or Neuro plate system. Multiple pieces of implant material
may be stacked and sutured together. A cutting needle can easily penetrate the surface of the implant
enabling the surgeon to re-suspend tissue or muscle by attaching it to the implant. If the implants are to
be placed using the intaoral route, precautions should be taken to reduce, as far as possible, the risk of
contaminating the implant.

DEVICES USED TOGETHER

The choice of fixation method is at the discretion of the surgeon.. .
The manufacturer makes the following recommendations:
» for plates:

Material: titanium for medical use and implantation.

The thickness and width of the plate are at the discretion of the surgeon, depending on the required degree
of fixation and the individual characteristics of the patient. The plate should not protrude beyond the
boundaries of the implant. The plate is flxed with screws; screw material - titanium for medical use and
implantation; screw diameter - 1.5mm; the length of the screws should be 2-3 mm greater than the
combined thickness of the implant and the plate, that is, long enough to capture the underlying bone. The
holes in the plate must match the diameter of the screws.

Note: In the case of the Channel Sheet Implant, the width of the fixation plate must be less than 3.65 mm
and the thickness of the fixation plate must be less than 2 mm.,

o for screws:

Material: titanium for medical use and implantation.

Screw diameter - 1.5mm; the iength of the screws should be 2-3 mm greater than the thickness of the
implant, that is, long enough to capture the underlying bone.

* for suture materials:

Any surgical suture material at the discretion of the surgeon may be used. Thus, the choice of suture
material remains at the discretion of the surgeon.

DATA ABOUT REMOVING OR REPLACING PRODUCT
The Standard Protocol does not intend to remove Omnipore products (they are set for life, grown by
tissues). In the case of complications (inflammation or aesthetic dissatisfaction of the patient ) removal



of the implant is possible. Within two or three months implants are removed easily and wntha
traumatizing. After this period - the implant has to be withdrawn by cutting scar capsule

"
WARRANTY

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

Shelf life of Omuipore implants is 5 years since the date of manufacture.

CAUTION
Federal law (USA) restricts this device to sale by or on the order of a physician,

Additional information pertaining to specific devices or issues may be obtained from Matrix Surgical
USA.,

SUPPLY

The OmniPore Surgical Implants are packaged in two sealed Tyvek Chevron pouches with a label
applied to the inside and outside pouch. The Instructions for Use (IFU), nurses’ labels, and patient
information card are added and placed into a plastic thermo-formed tray package with a label
applied that closes and seals the tray. The trays are packaged into cartons or shipping boxes of
specified quantities. The shipping boxes are filled with padding (foam, cardboard, etc.) to meet
packaging requirements. The shipping box is labeled.

MARKING

Marking of the outer plastic contalner {tray)/ carton package.

Label artwork of the outer plastic container (tray)/ carton package
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OMNIPORE Surgical Implant

LBIf) Q.
Qe
Om

i

VVVy-M.V-DD fAYVYY-M.V. C C 0/113

»» Ustbauv
WCijrtn» uw I*Only
siwfw XK uu

4 ¢ jwu'l werree B
J e e V<o>r>45b>]»

+ Axrecn.see nsarjicBvts sv ijse
{] Fi"iTts
< B T34
@s<RA T Hawer NEbSlg

<9 Je Matl-se r eaeuf< s Osragee

‘CexCTioes; Qy

T
K3/

O3
113~1 3

«  MITY.«WHL'3

MATRIX
rs\

W]

S KSW 20523 o i*)20:5:7 -8

Symbols, used on the marking

International symbols Meaning
REF Catalogue number
LOT Batch Code
o Quantity
Use by date
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n Only
Desc

Dim

LUl
©

Date of manufacture

CE marked

Sterilized by ethylene oxide

Authorized Representative in the European
Community
MedEnvoy Global B. V.
Prinses Margrietplantsoen 33-Suite 123
2595 AM The Hague
The Netherlands
Legal manufacturer
Matrix Surgical USA
98 Bledsoe Road
Newnan, Georgia 30265 USA

Do not Re-sterilize

Do not Reuse

Keep dry

Do not use the product if the package has been

opened or damaged

Caution

US FEDERAL Law restricts this device to sale by
or on the order of a licensed physician

Description
Size In mm
Device Identification

Product is sterile

There is also a label with information in Russian.
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Marking of the combined double package

Artwork of the label of the combined double package

OMNIPORE Surgical Implant  aty:
*Description

Dim:
(D7 ] Lot s YYYY-MM-DD
Symbols on the marking
International symbols Meaning
Catalogue number
Batch Code
ary Quantity
g Use by date
[ Device identification
Dim Size in mm
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Nurses label

Nurses label artwork

OMNIPORE Surgical Implant  Qty;

IREF|  “Lcipdart

Dim
FpM lot m YYVY-MM-DD
Symbols used on the label
International symbols Meaning
et Catalogue number
LOT Batch Code
uantit
oTy ! Q y
Use by date
cl Device Identification
Dim

Size in mm

Patient information card

Side 1
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Matr x Surg-zal USA ‘mplamt Ublizat-on Card

Y IR T AN

e .

SILIRCINTL,

PLACE LABEL HERE
For additional information, comments and feedback, piease Visit vs at ;.
' www, matrixsurgicolusa.cam or call Customer Care ot 1-4D8-855-4592 P
Side 2
MA‘I’I!IX flace
RERNEE [ﬁ_& Saitaze
MATRIX SURGICAL USA ik
98 BLEDSOE ROAD
NEWNAN GEORGIA 30268 .
CUSTOMER CARE
MATRIX SURGICAL USA
98 BLEDSOE ROAD '
NEWNAN GEORGIA 30265
Model range:
Product Cat # Description Packed | Unpacked | Pictures
Name in in
framms | gramms
Micro Thin | OP8438 | 30mm x 50mm x 80 6 H
| Sheet 0.45mm
Ultra Thin OP7210 | 38mm x 50mm x 80.5 6.5
Sheets 0.85mm
OP7212 | 50mm x 76mm x 81 9
0.85mimn
Sheets OP6330 | 38mm x 50mm x 81 7 -
1.5Smm
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Product
Name

Orhital
Spheres

Two-Piece
Chin

Enophthalm
os Wedge

Malars
(Design Y
malar)

Cat#

OP6331
OP9562

OP6316
OP6326
OP6327
OP6317
OP6322
0OP8320

OP8321

OP8322

OP954|

0OP9542

0OP9543

OP9544

OP9513

OP9514

OP9515

OP9516

OP9517

OP9518

Description

50mm x 76mm X
1.5mm

38mm x 50mm x
3mm

Sphere- 0 14ram
Sphere-0 16mm
Sphere- 0 18mm
Sphere- 0 20mm
Sphere - 0 22mm
Two-Piece Chin—
62mm x 27mm X
5mm

Two-Piece Chin-
64mm x 32mm X
7.0mm

Two-Piece Chin-
64mm x36mm X
9.0mm
Enophthalmos
Wedge- Regular-Left
31mm x 22mm X
6.5mm
Enophthalmos
Wedge- Regular-
Right 31mm x 22mm
X 6.5mm
Enophthalmos
Wedge- Large-Left
39mm x 28mm X
7.5mm
Enophthalmos
Wedge- Large-Right
39mm x 28mm x
7.5mm

Design Y Malar-
Small-Right
52mmx26mm x3mm
Design Y Malar-
Small- Left
52mmx26mm x3mm
Design Y Malar-
Medium- Right
52mmx27mmx4mm

Design Y Malar-
Medium- Left
52mmx27mmx4mm
Design Y Malar-
Large- Right
52mmx28mmx5mm
Design Y Malar-
Large- Left
52mmx28mmx5mm
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cramms
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82.5

80
8l
80.5
815
82.5
815

80.5

83.0

815

79.5

80.5

80.5

82

825

835

835

Unpacked  Pictures

in

gramms \

9
9

7
7
75
85

oo ©

8 I,

V*

85

95

105

105



Product
Name

Nasal Sheet

Ear Base
Shapes

Helical Rims

Block

Design Y
Mandible
Onlay
implants

Design Y
Chin
Implants

Cat#

OP9536

OP8330

OP8331

OP8328

OP8329

0OP6332

OP6333
OP6335
OP6336

OP6338

OP6339

OP7541
OP7542

OP 7543

OP7544

OP7545

OP7546

OP 8313

OP8314

OP8315

Description Packed
in
eramms

Nasal Sheet- 40mm x 795
9mm X 1.1mm

Ear Base Extended - 8l
Right - 35mm x 53mm

3ar Base Extended - 815

..eft - 35mm x 53mm

Helical Rim - Right m60 80
mm x 61mm

Helical Rim - Left - 50 79.5
mm X61mm
13mm X38mm x 3mm 80.95
13mm x 38mm x6mm 81.0!
25mm x 50mm x 3mm 815
25mm x 50mm x 83.70
6mm
38mra x 63mm x 84.17
3inm
88.09
38mm x 63mm X
6mm
Small Left 82
57mmx39mmx5 mm
Small Right 82
57mmx39mmx5 mm
Middle Left 835
57mmx39mmx7.5m
m
Middle Right 83.5
57mmx39mmx7.5m
m
Large left 8
57mmx39mmxI0mm
Large Right 8
57mmx39mmxI0mm
Small with round 815
projection 35
mmx32mmx4mm
Middle with round 80.5
projection 37
mMmx32mmxe6mm
Large with round 83
projection 40mm x
32mm X9mm
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Unpacked Pictures

in
gramms
6.5

75 [ 53

0.86
172
85

443

4.29

8.40

119
11.9

14

14

10



& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



Product Cat# Description Packed | Unpacked | Pictures
Name in in
gramms | gramms
implants OP82008 | Large 40mm x 40mm 81.56 071
(SBIi) x 2.7mm x 0.7mm
Craniotomy | OP82011 | 102mm x [0mm X 81.25 0.63
Gap Wedge 4,7mm x 0.6mm LI fNr S pte 1
I 1 c*.;__.;;":a!

Storage and Transportation conditions

Temperature -18°C to 49°C
Relative Humidity 10% - 91% RH
Atmospheric Pressure 86 - 106 kPa

Terms of use:

Temperature: +32°C - +42°C
Relative Humidity: not more 80% ;

Atmospheric pressure 650-800 mmHg

Devices are used imside human body

Waste hazard class )
Products that have expired should be utifized as medical waste of Class A (epidemiologically

nonhazardous waste, close in composition to domestic waste). =

Used, damaged articles or parts thereof shall be destroyed as medical waste Class B

(epidemiologically hazardous waste).

DISPOSAL OF OMNIPORE SURGICAL IMPLANTS

Matrix Surgical USA provides high-quality innovative medical devices and biomaterial products
that meet the needs of patients and surgeons and aid in providing superior healthcare delivery in
countries around the world.

Matrix USA manufactures products that are provided sterile and non-sterile.

Our Instructions for use (IFU) can be found within packaged materials or on our website
www.matrixsurgicalusa.com

Omnipore surgical implants can not be re-sterilized or reused, as they are products single use only.

Disposal of contaminated, expired or used Omnipore surgical implant and accessories should
follow the hospitals norms and any local, state, federal and governmental rules and laws.

Packaging materials shouid also be eliminated according to the hospitals norms and any local,

state, federal and governmental rules and laws.
No returns are to be made to Matrix Surgical USA without prior approval.

STANDARDS APPLIED

SO 13485:2016Medical devices — Quality management systems — Requirements for regulatory purposes

o v
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ASTM F983-86 ((Reapproved 2018)) Standard Practice for Permanent Marking of Orthopaedic :
Components

’.!
ISO 10993-1 (2009/Cor1:2010) Biological evaluation of medical devices, Part 1: Evaluation and tes®
1SO 10993-5 (2009) Biclogical evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity
1SO 10993-6 (2007) Biological evaluation of medical devices - Part 6: Tests for local effects after

implantation

ISO 10993-10 (2010) Biological evaluation of medical devices - Part 10: Tests for irritation and skin *
sensitization
1SO 10993-11 (2009) Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

ISO 10993-7 (2008/ R2012) Biological evaluation of medical devices, Part 7: Ethylene oxide sterilization
residuals

ASTM F67 (2013/R:2017) Standard Specification for Unalloyed Titanium, for Surgical Implant Applications
(UNS R50250, UNS R50400, UNS R50550, UNS R50700) '

ISO 5832-2 (1999) Implants for surgery -- metallic materials - part 2: unalloyed titanivm. (Materials)

ISO 11607-1 (2006) Packaging for terminally sterilized medical devices-Part 1: Requirements for materials,
sterile barrier systems and packaging systems -

ISO 11607-2 (2006/AM1:2014) Packaging for terminally sterilized medical devices-Part 2: Validation
requirements for forming, sealing and assembly processes

ISO 14971 (2012) Medical devices - Application of risk management to medical devices

BS EN 556-1 (2001) Sterilization of medical devices - Requirements for medical devices labeled "STERILE"
- Part 1: Requirements of terminally sterilized medical devices

ANSI/AAMI ST67 (2011) Sterilization of health care products - Requirements, for products labeled
"STERILE"

ISO 11135 (2014) Sterilization of health care products - Ethylene oxide - Part 1: Requirements for
developiment, validation and routine control of a sterilization process for medical devices’
EN 1041 (2008 + A1:2013) Information supplied by the manufacturer with medical devices "

IS0 15223-1 (2016) Medical devices, Symbols to be used with medical device labels, labelling and
information to be supplied. General requirements EN 62366-1 (2015/Cor1:2016) Medical devices -
Application of usability engineering to medical devices

1SO 14644-1 (2015) Cleanrooms and associated controlled environments -- Part 1: Classification of air
cleanliness by particle concentration

1SO 14644-2 (2015) Cleanrooms and associated controlled environments-Part 2: Monitoring to provide
evidence of cleanroom performance related to air cleanliness by particle concentration

1SO 14630:2012 Non-active surgical implants - General requirements

1

DESIGN AND MANUFACTURING LOCATION
Matrix Surgical Holdings, LLC DBA Matrix Surgical USA
98 Bledsoe Road,

Newnan, Georgia, 30265

USA

AUTHORISED REFRESENTATIVE IN RUSSIA
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TNepeBon ¢ aHrUHCKOro A3bika Ha PyCCKHUi A3bIK

Meuars: Lltat Hrxopmkus. O6beanHéHHOE YnpaBieHHe CeKpeTapHara
Beicwero cyna wrara Hxopaxus 1776

OBBbEJUHEHHOE YIIPABJIEHHUE CEKPETAPHATA
BBICIHEI'O CYJA LITATA JOKOPIDKHS

Omoen no HOMAPUANBHBIM U NE2aANUIAYUOHHYIM ycayzam 1875
Cenuypu Bynveap, Ogpuc 100
Amnanma, wumam Jcopoxncun 30345 (404) 327-6023

ATIOCTHUJIb

(laarckas koHBeHUHA OoT S okTa0pa 1961 r.)

1. Crpana: COEAUHEHHBIE WITATbBl AMEPHKHA

Hacroswmii opuunanbHbid JOKYMEHT

|
| 2. noanucan MAPHSA C. MAPTHH

sbictynaouest 8 kauectse HOTAPHYCA, MITAT JDKOPKHAA

4. CKperuleH NneyaTbio/IuTaMnoM MAPHA C. MAPTHH
HOTAPHYC
OKPYT CIIOJLIIMHT, IITAT

JOKOPDKHAA
YAOCTOBEPEHO

5. BATJIAHTE, LITAT
JOKOPJOKUSA

7. xem OBBEJUHEHHBIM YIIPABJIEHHEM CEKPETAPHATA BBICHIETO CYJA
IITATA JOKOPIOKUA
3a Ne 1-723447

9. TIleuars/wiTamn:

6. 9ABI'YCTA 2023TOJ1A

10. Moanuck /noonuce/

Meuars: LUTAT JDKOPIDKUA 1776.
JDKOH E. EPJI

WCMOJIHUTEJIbHbIA TUPEKTOP

JlaHHbii ANOCTHAb YAOCTOBEPSET TONBLKO NOLIHHHOCTD MOAMMCH M MOJTHOMOYMA JIMLA, MOANKCABLIErO
ohHUMANbHBIN ZOKYMEHT, H, NPH HEOGXOAUMOCTH, NMONIMHHOCTD MEYaTH HWIH WITaMNa Ha opHLHaNbHOM
aoKymeHTe. JlaHHbli AOCTHIb HE YAOCTOBEPAET COAEPKAHHE NOKYMEHTA, U1t KOTOPOro OH GbLi BbiaaH.

Jannbili ANOCTHAL He JeiiCTBHTENIEH /I HCNOJIb30BaHHA Me-a1n6o B npeaenax CoeaHHEHHBIX
IlITaTroB AMepHKH, HX TePPHTOPHE HJIH BJIafeHHH.
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/Mozomun: Mampuxc Cépoxcuran CLUA (Matrix Surgical USA)
Ha cmuixe ucxycemea u nayxu/

IAAB/IEHHE OF YAOCTOBEPEHHH JJOKYMEHTA

BobicTynas 8 KaYeCTBE OTBETCTBEHHOTO AWHKHOCTHOTO AMiia komnakuu Matrix Surgical USA (Marpuxe
Cépmxuxan CILIA), HacTOAWMM 3 NOATBSPHRAAIO, YTO NpunaracMas Hiwke HHCTPYKUMKA NO NPUMEHEHHIO
Gbina BhigaHa H oopmnera komnanueid Matrix Surgical USA (Marpuke Ce&pmxuxan CLIA) u uTo Bce
YKa3aHHbIC CBECACHHA ABARIOTCA BEPHEIMH H TOUHBIMH:

o Matrix Surgical USA (Marpaxe Céppankan CIA)- Hucrpyxkuns no npaMenensio
Xupypruvecknx umananrarons Omnipore

Joxou T. O’Llioneccu

MNpeznpent/eHepanbblil ,
upexTOp Oxcon T. Q'Lloneccu
HmMs 1 aonmxHOCTL MNMoanuce

YnocToBepeHO B CBOEH MOLTHHHOCTK B MOEM nipHcyTeTend 07 aBrycera 2023 .
Mapna C. Maptus Mapus C. Mapmun

Uma HoTapuyca Doarmcs

Odmumansnan nevwarb:

HNeuars: OKPYT CIIOJIUHT, IUTAT JDKOPIDKHA. MAPUA C. MAPTHH Cpox aelicTBus nuueHIun
HerekaeT 12 anpens 2027 . Horapuyc.

Matrix Surgical USA (Marpurc Cépazxuran CILLA) 98 Breaco-poya, Hutonan, wrar Jxopaxua 30265 CIIIA
Ten.: +1 404.855-4592 daxc: +1404.344.0283
info@matrixsurgicalusa.com www.matrixsurgicalusa.com
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<Ha 6naHke «Matrix Surgical USA»>
Ha cThike HCKyccTBa H HayKH

CE o412 STERILEJEO

MMIUIAHTAT ATTUPOIrEHHbIH, TOJILKO AJ11 ONHOKPATHOI'O
[MPUMEHEHUSA

CTepHHbHOCTb rapaHTHpOBaHa, €CJIH BHYTPCHHASA YIAaKOBKa HEC BCKPbITA, HE
TMOBpPEXKACHA H HC HAaMOKJIa

Jlara: 9 uions 2023

Newnan, Georgia, 30265, USA, CLIIA
Ten.: 1-404-855-4592 dakc: 1-404-344-0283
www.matrixsurgicalusa.com

l Matrix Surgical USA (Matpukc Cépmxkuxan CIIIA), 98 Bledsoe Road,

MedEnvoy Global B. V.

Prinses Margrietplantsoen 33-Suite 123
2595 AM The Hague, The Netherlands, Hunepnanas

HHCTPYKLHA 10 TIPUMEHEHHIO

HUmnnanrarsl Omnipore JUis YepenHO-THLEBOH XHPYPruu, CTEpHIIbHbIE
B BApHAHTaX UCMOJHEHHA:

1. Mukpotonkas nnactuia/ Micro Thin Sheet, B cocTase:

1.1. Mukporonkas nnactuHa/ Micro Thin Sheet OP8438 30mMM x 50mMM x 0.45MM,
noMelleHHas B ABYXCIOHHBIH naker u3 mueHku Tyvek Chevron — 1t

1.2. HHCTpyKuMS 11O NPHMEHEHHIO — 1 T,

1.3. DTHKeTKa-namMATKa V1s BKJIEHKH B HCTOPHIO 6ONe3HH nalueHTa — SIIT.
1.4. UnenTHdHKalMoOHHas KapTa NauueHTa — 1wt

1.5. TepmodopMoBaHHbIi N1aCTHKOBbIA JIOTOK (KOHTEAHEP) — 1 UT.

2. Ynsrparonkue nuactulbl/ Ultra Thin Sheets, B coctase:

2.1. Ynbrparonkas ninactuHa/ Ultra Thin Sheet, nomelueHHas B AByXCIOHHBIN NakeT U3
mneHkd Tyvek Chevron — 1 1T, BapyaHTbl HCIIOJTHEHHUSA:

- OP7210 38MM x SOMM x 0.85MM,

- OP7212 50mMM x 76MM x 0.85MM.

2.2. UHCTpYKLMS O IPUMEHEHHIO — 1T,

2.3. DTHKeTKa-MaMATKa U1 BKJIEHKH B UCTOPHIO 60ne3HU naldeHTa — ST,
2.4. UnenTHHKaUMOHHAA KapTa NalHeHTa — 1 mT.

2.5. TepmodopMoBaHHbI# NNACTHKOBLIHA IOTOK (KOHTEHHEp) — 1.

3. ITnactunbl/Sheets, B cocTase:

3.1. [nactuHa/Sheet, noMeleHHas B AByXCNOHHBIH nakeT U3 mieHkH Tyvek Chevron —
| 1T, BApHAHTLI HCTIOJHEHHA:

- OP6330 38MM x 50MM X 1.5MM,
- OP6331 50MM x 76MM X 1.5MM,
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- OP9562 38MM x 50MM X 3MM.

3.2. UHCcTpyKLHS MO NPHUMEHEHHIO — 1 mT.

3.3. OTHKeTKa-naMATKa Ui BKJIEeHKH B HCTOPHIO 60J1€3HH NalHeHTa — SIIT.
3.4. UneHTH}HKaUMOHHAs KapTa naluenTa — 1mT.

3.5. TepmodopMoBaHHBIN NIACTHKOBBIHA JIOTOK (KOHTEHHEp) — 1T,

4, Op6uransubie cpepnr/ Orbital Spheres, B cocrase:

4.1. Opburanbhas cdepa/ Orbital Sphere, nomemenHas B JABYXC/IOMHBIA INaKeT H3
nneHku Tyvek Chevron — 11uT, BapHaHTbl HCIONHEHHUSA:

- OP6316 — O 14MM,

- OP6326 — O 16MM,

- OP6327 - O 18mm,

- OP6317 — O 20MmMm,

- OP6322 - O 22MM.

4.2. UHCTpYKLMA NO NPUMEHEHHIO — 11T,

4.3. DTHKeTKa-naMATKa )1 BKJIEHKH B HCTOPHIO 60NIE3HH NalMeHTa — SIIT.
4.4, UneHTHdUKaIlMOHHASA KapTa NanueHTa — | .

4.5. TepmodpopMOBaHHbIit N171aCTHKOBBIH OTOK (KOHTEHHep) — 11T.

5. CocTaBHble HMIUIAHTaTHl AN IulacTHkH nopbopoaka/Two-Piece Chin, B
cocrase:

5.1. CocraBHON MMIJIAHTAT A1 MIacTHKH nogboponka/ Two-Piece Chin, noMmeteHHbIiH
B ABYXCJOMHbIH naket u3 nieHku Tyvek Chevron — 11T, BApHaAHTL! HCMONHEHHUA!

- OP8320 - Manbriii 62MM X 27MM X SMM,

- OP8321 - Cpennuii 64mMm x 32MM X TMM,

- OP8322 - bonbwioit 64MM X36MM X IMM.

5.2. UHCTpyKLUHMA 10 NpHUMEHEHHI0 — 1 IT.

5.3. DTHKeTKa-namMATKa 418 BKJIEHKH B HCTOPHIO 6ONE3HH MalHeHTa — SIUT.
5.4. UnenTHdHKaLUMOHHAs KapTa NauueHTa — 1.

5.5. TepmodopMOBaHHLIA NNACTHKOBBIA JIOTOK (KOHTEHHEp) — 1mT.

6. KnuHoBHAHbIE MMIUIAHTATHI Ui KoppekuuH sHodTansMa/Enophthalmos Wedge,
B COCTaBe:

6.1. KinHoBuaHbIi HMMIUIAaHTAT i koppekuuH 3Ho¢TanbMa/Enophthalmos Wedge,
noMelleHHbIi B ABYXCOMHbIM naketr u3 miaeHku Tyvek Chevron — 1 T, BapuaHThI

HCMOJIHEHHA:
- OP9541 CranaapTHblii neBblit 31MM X 22MM X 6.5MM,

- OP9542 CrannaprHblii npasbiii 31MM X 22MM X 6.5MM,

- OP9543 bonbluoit nesblii 39MM X 28MM X 7.5MM,

- OP9544 bonbiuoif npasbiit 39MM x 28MM X 7.5MM.

6.2. UHCTpYKLMS MO ITPUMEHEHHIO — 1 11T,

6.3. DTHKeTKa-MaMATKa U1 BKIEeHKH B HCTOPHIO 00JIe3HH NMaLMeHTa — SIUT.
6.4. UnenTndHKauHOHHas KapTa NauHeHTa — 1 wr.

6.5. TepmogopMOBaHHbI# NIACTHKOBBIA JIOTOK (KOHTEHHep) — 1mT.

7. Ckynosble umnianTarsl /Design Y Malar, B coctase:
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7.1. Cxynoso#i umnnanTtar /Design Y Malar, noMelmeHHbi#l B 1BYXCJIOWHEBIA MakeT H3
mieHku Tyvek Chevron — 11T, BApHaHTHI HCNOIHEHHA:

- OP9513 Maunsiii npaBbiii 52MM X 26MM X 3MM,

- OP9514 Manslit neBblit S2MM X 26MM X 3MM,

- OP9515 Cpeanuit npaBbiit 52MM X 27MM X 4MM,

- OP9516 Cpeauwit neBbiii S2MM X 27MM X 4MM,

- OP9517 bonbluoit npaBbii S2MM X 28MM X SMM,

- OP9518 Bonbiuoii nesblit 52MM x 28MM X SMM .

7.2. UHCTpYKUMSA O NPUMEHEHHIO — | IUT.

7.3. DTHKeTKa-naMATKa JUIA BKJICHKH B HCTOpPHIO 60/€3HH nauueHTa — SIUT.
7.4. UnenTudHnKaunoHHas Kkapra nauueHTa — [t

7.5. TepmodopMOBaHHBIif MIACTHKOBBIH JIOTOK (KOHTEHHEp) — 1T
8. [InactuHa ans pudonnactuku/Nasal Sheet, B cocTase:

8.1. Ilnactruna ana puHomactuku/Nasal Sheet OP9536 40MM x 9mvm x l.1MmMm,
noMelleHHas B ABYXCIOMHHBIH naker u3 mieHku Tyvek Chevron — 1 w.

8.2. UHCcTpyKiMs 110 NPHMEHEHHIO — 1 IUT.

8.3. OTHKeTKa-naMATKa U1 BKJICHKH B HCTOPHIO 60JIE3HHM NMalHEeHTa — SIUT.
8.4. HnenTHdHKaLMOHHAsA KapTa nauueHTa — 1T

8.5. TepmodopMoBaHHbIH IJIaCTHKOBBIH JIOTOK (KOHTEHHep) — 1T.

9. ®opma ocHoBanus yxa/Ear Base Shapes, B cocTaBe:

9.1. ®opma ocHoBanusa yxa/Ear Base Shapes, noMeleHHas B AByXCNOMHBIH NMakKeT H3
mneHku Tyvek Chevron — | 1T, BapyaHThl HCMIOTHEHHS:

- OP8330 I1paBas — 35MM x 53MM,

- OP8331 JleBas — 35MM x 53MMm.

9.2. UncTpykuus no npumMeHeHHIo — 11T,

9.3. DTHKeTKa-namMsATKa V1A BKIEHKH B MCTOPHIO 60JIE3HH MalHeHTa — SIUT.
9.4. UnentndukaumoHHas KkapTa nauneHTa — lwr.

9.5. TepmogopMOBaHHbIif MIACTHKOBBIN JOTOK (KOHTeHHep) — 1 mT.

10. CnupansHslit 06on/Helical Rim, B cocrase:

10.1 Cnupanbhbiit 06on/Helical Rim, nomeuieHHbI# B AByXCIORHBIA NakeT U3 NIEHKH
Tyvek Chevron — 1 wt, BapHaHTbl HCITOJIHEHHS:

- OP8328 Ilpasbiit - 50 MM x 61MM,

- OP8329 JleBblii - 50 MM X 61MM.

10.2. UHCTpYKUMA MO NpUMEHEHHIo — | WT.

10.3. DTukeTKa-namATKa 1)1 BKJIEHKH B UCTOPHIO 00JIe3HH NMalMeHTa — SIUT.
10.4. UnenTHuKallMOHHAsA KapTa NalHEHTa — 11T,

10.5. TepmodopMOBaHHbIii MJIACTHKOBBIH JTOTOK (KOHTEHHEP) — 11UT.

11. BJIOK/Block, B cocTase:

11.1. BJIOK/Block, noMeweHHbli B aByxcinoHbli naket u3 miueHkH Tyvek Chevron - 1
IUT, BADHAHTbI HCMIOJIHEHHA:

- 0P6332 13mMM x 38MM X 3MmM,
- OP6333 13MM x 38MM X 6MM,

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



- OP6335 25MM x S0MM X 3 MM,

- OP6336 25MM x S0MM X 6MM,

- OP6338 38MM x 63MM X 3MM,

- OP6339 38MM x 63MM X 6MM.

11.2. UHCTPYKUMs NO NPHMEHEHHIO — 1T

11.3. DTuKeTKa-naMATKa [Ul8 BKJICHKH B HCTOPHIO O0/le3HHM NallMeHTa — SIUT.
11.4. UnentHdHuKaunoHHas kapra nauueHTa — 1.

11.5. TepmodopMOBaHHBII NIACTHKOBBIHA JIOTOK (KOHTE#HHep) — lwT.

12. WmMnnanTarsl JUId MIaCTHKH YIa HikHel yemoct/ Design Y Mandible Onlay,
B COCTaBe:

12.1. UMnnanTaT Mg NAaCTHKH yria HuxHe# democtu/ Design Y Mandible Onlay,
NOMEILEHHBIA B ABYXC/IOWHbIH maker u3 rueHkH Tyvek Chevron — lmt, BapHaHTBI
HCIONIHEHH:

- OP7541 Maulii neBblit S7MM X 39MM X SMM,

- OP7542 Mansiit npaBblit 57MM X 39MM X5 MM,

- OP 7543 Cpenuuit neBolit S7MM X 39MM X 7.5MM,

- OP7544 Cpennnii npasbiit S7MM X 39MM X 7.5MM,

- OP7545 Bonbuioit nesbiif 57MM X 39MM X 10MM,

- OP7546 Bonpoii npassit S7MM X 39MM x 10MM.

12.2. MHcTpyKUMS 110 NPUMEHEHHIO — 1 IUT.

12.3. DTukeTKa-naMATKa U1 BKJIEAKH B HCTOPHIO O0NIE3HH NALHEHTa — SIUT.
12.4. UnenTuduxaunoHHas kapra naunesTa — lwr.

12.5. TepmodopMOBaHHbIii NIACTHKOBBIA JIOTOK (KOHTEHHEp) — 11T,

13.  VYBenuueHHble WMIIAHTarhl i Iactukky noabopoaka/Design Y Chin, B
cocTaBe:

13.1. VYBenuueHHblii uMmuaHTar s Iiactukd  noabopoaka/Design Y  Chin,
noMelleHHbIA B ABYXcoiHbli naker u3 miaeHkd Tyvek Chevron — 1 wt, BapHaHTHI
UCMOJIHEHHS:

- OP8313 Manblii ¢ kpyrnoii npoekuueit 35 MM x 32MM X 4MM,

- OP8314 Cpeannii c kpyrnoit npoekuueit 37 MM x 32MM X 6MM,

- OP8315 Bonbiuoit ¢ kpyrnoii npoekunei 40mMM x 32MM X IMM,

- OP8316 Manslit ¢ kBanparHoit npoekuue# 35MM X 32MM X 4MM,

- OP8317 Cpeanuii c kBaaparHo# npoekuuer 37MM X 32MM X 6MM,
- OP8318 bonbwo# ¢ kBaaparHo#t npoekuned 40MM X 32MM X IMM.
13.2. UHCTpYKUHA MO NPUMEHEHHIO — | WUIT.

13.3. DTHKeTKa-NMaMATKa I BKJICHKH B HCTOPHIO O0NIe3HH NMalMeHTa — SIT.
13.4. UnenTHdHKauMoHHas Kapra nai4eHnTa — 1T,

13.5. TepmodopMOBaHHBIiH NIACTHKOBBIHA JOTOK (KOHTEHHED) — 1WIT.
14.  IlnactuHBI ¢ raako# noBepxHocThiO/3S Sheets, B cocTase:

14.1. TnactuHa ¢ rnaakoi noBepxHOCTbiO/3S Sheet, nmoMelneHHas B ABYXCJIOHHbIHA
nakeT u3 ek Tyvek Chevron — 1T, Bap#aHThl HCMOJTHEHHA:

-OP8312 38MM x 50MM X 1MM,
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- OP9312 38mm x SOMM x 1.7MM.

14.2. UHcTpyKUHS NO MPUMEHERHIO — | 1UT.

14.3. DTHKeTKa-NaMATKa [l BKJIEHKH B HCTOPHIO 60NE3HH MauHeHTa — SIIT.
14.4. UnenTudukanrorHas kapra naudedTa — lur.

14.5. TepmodopMOBaHHbIH NIACTHKOBBIA JIOTOK (KOHTEAHEP) — 1WIT.

15.  HWmnnaurar kpauuanbHbiit/Bendblock Cranial Grid implant, B cocrase:

15.1. Umnnantar kpauuansHbli/Bendblock Cranial Grid implant OP9524 110mMM x
97.5MM X 5.25MM, noMelleHHLIA B AByXCio#iHbIA nakeT u3 mieHkH Tyvek Chevron — 1

ILT.
15.2. MHCTpYKUHS MO NPUMEHEHHIO — 11T

15.3. DTHKeTKa-NaMATKa A1 BKJIEHKH B HCTOPHIO 00/1e3HH NnalMeHTa — SIIT.
15.4. UnenTuduxaunorHas kapra naudedTa — lur.

16. [TnacTuHa KaHajnbHas VIS TUIACTHKU OHA M cTeHok rnasHuubsl/Channel Sheet
Implant, B coctase:

16.1. TlnactuHa KaHanbHasA Ui TUIACTMKH AHA M cTeHok masHuubl/Channel Sheet
Implant OP9530 S0MM x 50MM X 2MM, MOMELIEHHAs B ABYXCIOHHbIA MaKeT U3 IJIEHKH
Tyvek Chevron — 1 wr.

16.2. UHCTPYKUHA NO NPHMEHEHHIO — 1 T

16.3. DTHKeTKa-naMATKa /Ui BKJICHKH B HCTOPHIO 60JIe3HH nmalHeHTa — Smr.
16.4. UnenTnduxaumoHHas KaprTa nauqueHTa — 1 r.

16.5. TepmodopMOBaHHbIit NIACTHKOBLIH JNOTOK (KOHTeHHep) — 1wT.

17. HmnnaHTtarhl QA MIAcTMKH Kpas rasHHubl yBenuyeHHbie /Extended Orbital
Rims, B cocrase:

17.1. UMnnaxTar a8 1acCTHKM Kpas rmasHuusl ysennueHHbld /Extended Orbital Rim,
NOMELIEHHbI B ABYXcnoiHbI nmaker M3 mueHkH Tyvek Chevron — liut, BapuaHTBhI
HCNOJIHEHHA:

- OP9539 JleBslit 53MM X 31MM,

- OP9540 Ipasbrii S3MM X 31MM.

17.2. MHCTpYKLMA NO NPUMEHEHHUIO — 11T

17.3. OTHKeTKa-naMATKa Ui BKJIEHKH B HCTOPHIO 60s1e3HH nauueHTa — Swrt.

17.4. UnentndukaunoHHad kapra nauveHnrTa — 1wt

17.5. TepmodopMOBaHHbIii IIJIACTHKOBBINA JTOTOK (KOHTEHHEP) — 1 1UT.

18.  Hmnnanrarsl kpaHuaibHble reMucgepryeckue/Cranial Hemisphere, B cocrase:

18.1. UMnnanTar kpaHHaibHbI# remucdepuyeckuit/Cranial Hemisphere, nomemeHHbIi#
B ABYXchnoiiHslii naket u3 mieHkd Tyvek Chevron — 11ut, BApHaHTbI HCIOJIHEHHA:

- OP82000 ITpasebrit 174MM x 133MM X SMM,

- OP82001 JleBsit 174MM X 133MM X SMM.

18.2. UHcTpyKLMS O NpHMeHeHHIo — 1 T

18.3. DTHKeTKa-TaMATKa /1 BKJIEHKH B HCTOPHIO 00JIE3HH NALHEHTa — SIUT.
18.4. UnenTHduKaunoHHas kapra nauveHTa — lur.

19. HmnnaHTarel A IUIaCTHKM JHa Typeukoro ceana/Sellar Buttress Implants
(SBI), B cocrase:

19.1. UMnnanTar ang niaacTHKH aHa typeukoro ceana/Sellar Buttress Implant (SBI) ,
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MOMEHICHHBIA B ABYXCIONHBIA mnakeT M3 miueHku Tyvek Chevron — lmt, BapuaHThI
HCIIOJIHCHHA:

- OP82007 20MM x 20MM X 2.45MM X 0.45MM,

- OP82008 Bonboit 40Mm x 40MM x 2.7MM x 0.7MM.

19.2. UucTpyKuHMs MO NpHMEeHEHHIo — 1.

19.3. DTHKETKa-NaMATKa /I8 BKIEHKH B HCTOPHIO 60JIe3HH NalMeHTa — SWT.

19.4. UpenTnduKauMOHHas KapTa MalHeHTa — 1 WT.

19.5. TepmodopMOBaHHbIH NIACTHKOBBIH JIOTOK (KOHTeHHep) — 11T

20.  HWmnnanTtar KpaHHaibHBI KiMHOBUAHBIH/Craniotomy Gap Wedge, B cocTase:
20.1. Wmnnautar kpaHHaubHbIH KnHHOBHAHLIA/Craniotomy Gap Wedge OP82011
102MM x 10mMM x 4.70MM x 0.6MM, MOMeELIEHHBIH B NBYXCIONHBIA MakeT M3 IJICHKH
Tyvek Chevron — 2wr.

20.2. UHcTpyKUHMS O NpHMEHEHHIo — 11T,

20.3. DTHKeTKa-naMsATKa Ui BKJICHKH B HCTOPHIO 60JI€3HH NalHEeHTa — SIIT.

20.4. UpentHdukauHoHHas kapTa nauMeHra — 1.

20.5. TepmodopMOBaHHbIH NIACTHKOBbIHA JIOTOK (KOHTEHHEpP) — 1.

OIIMCAHHUE

Hmnaantarsl Omnipore H3roTasiMBalOTCs M3 IOPUCTOrO MOJIMITHIICHA BbICOKOIA
naotHoctH Paxon. Homep CAS Ne 25213-02-9; xuMH4ecKoe Ha3BaHHE: COIMOJIMMEDP ITHJICH-
osniepun. JlaHHOMY MaTepHaty JIerko nNpuaaTth (OpMy HJIM NPOU3BECTH €ro NOApeE3Ky B
COOTBETCTBHH C MHAWBHAYATbHBIMH aHATOMHYECKHMH OCOOEHHOCTAMH H
(GYHKUMOHAJIbHBIMH TpeOGOBaHHAMH.

Bnaronaps Hamuuio coobmarommxcs Mexay coboit nop B ctpykrype nopucroro [19BI1,
BO3MOXXHO NpopacTaHHe UMILTaHTaTa GUOpoBaCKy/IAPHBIMU TKAHAMH PELIMITHEHTA.
MOCKOJIbKY LIBET UCIOJIb3yeMOro Marepuana Gennlii, MMIJIAHTaT OCTAETCA HE3aMETHAIM Mo
NOKPBIBAIOLMMH €ro MArkUMH TKaHsMH. MiccnenoBanus 6HOCOBMECTHMOCTH,
NpoBOAMBLIKECH in Vitro M in vivo, moka3sanu, 4ro UMnnanrarsl Omnipore He BBI3BIBAIOT
CKOJIbKO-HHOYAb 3aMETHBIX CHCTEMHBIX HJIM IMTOTOKCHYECKHX 3¢ ¢exToB. UMniaHTaThl U3
MOPHCTOro NMOJIM3THIIEHA BbICOKO#H muioTHocTH nocrasisiorcs CTEPUJIBHbBIMHA
(3THJIEHOKCH ) ¥ aNTHPOr€HHBIMH.

3HAYEHHS ITIPOYHOCTHBIX XAPAKTEPUCTHK

Yeunue npu u3ru6e npu 5% nepopmaunu: 935.2 +72.8/-125.2 ¢yur/kB. moiim (0.657 xrc/mm?
+0.051/-0.088)

Yceunne npu pacTskeHuH npH 5% aedopmauuu: 174 +18/-19 dynt/kB. mroiiM (0.122 kre/mm? +
0.012/-0.013)

MPEAIIOJIATAEMBIHN NOJIB30OBATEJIb MEJULIMHCKOI'O U3IEJIUS

HWmnnantarsl Omnipore i1 4epenHO-JIMUEBOH XHPYPruu, CTEpUJIbHbIE MNpeJHa3HaYeHbI
JUIA HKCIOJB30BaHUA XHUpYprami, MNpouleXIIMMH COOTBeTCTBYIoLlee oOyueHue. Bpibop
MMILUIaHTATa, ero COCTaBa, pa3Mepa U pOpMbI JOJKEH OCYLIECTBIATh XUPYPr MOCJIE OLIEHKH
aHaTOMHYECKMX OCOOEHHOCTeH nmauMeHTa ¥ ero ¢GyHKUMOHaANbHBIX TpeboBanmii. Xupypr
JIOJDKEH JIOCKOHAJIbHO 3Harb MMIUIAHTAT, cnocod ero MpUMEHEHHs, MHCTPYMEHTapu# s
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€ro YCTAHOBKM H XMpPYpPrudeckyio npoueaypy. OTBETCTBEHHOCTb 3a COOCTBEHHY!O
NOArOTOBKY, HaJ/IeXKallHii 0TOOp NMalMEHTOB U BLIOOP H pa3MELLICHHE HMILJIAHTATA JIEKHT Ha

XHupypre.
HA3HAYEHHUE

HWMmnnanTatbl npeaHa3HauyeHbl AJIi PEKOHCTPYKTHBHOW M ayrMEHTALMOHHON IUIaCTHKH
KOCTHBIX CTPYKTYp JIHLIA H Yepena Ha y4acTKax, He HECYLIUX Harpy3Ky.
MNOKA3AHMSI

Umnnanrarel OmniPore B BHae 6710KOB, MJacTHH W (AaCOHHBIX H3ACIHI MNpefHa3HauyeHbl
IUIS WUCIMONb30BAHHS MNPH PEKOHCTPYKTHBHOM /KOCMETHYECKOH IUIaCTHKE JIMLA W 4depena u
yCTpaHEHMH Ae(EKTOB [MOCNe 4YepenHO-JIMLEBbIX TpaBM Ha Y4YacTKaX, HE HECYLIHX
Harpy3ky. Mmmnantatei OmniPore Takke  mnpefHa3Ha4yeHbl JUIA HapallWBaHHA WM
BOCCTAHOBJICHHSI KOCTHBIX CTPYKTYp deperna, YemocTeif 1 1mua.
NPOTHBONOKA3AHUA

Huxe nepeuncasiorcs cneunduyeckue NpoTHBONOKa3aHUA, HebnaronpusaTHele 3¢ eKTnl U
NPENOCTEPEIKEHHS, KOTOpble XHpPYpPr IO/DKEH XOpOLIO 3HaThb H KOTOpPbIE XHpPypr ob6si3aH
JIOBECTH A0 CBelaeHUsA mauueHTa. Kpome Toro, 10 onepauun xupypr obs3aH npeaynpeanTb
nalHeHTa o6 oKX pucKax, CBA3aHHbIX ¢ MOOOH XHpypruyeckoi npoueaypon.
1.Undekunun B akTuBHO#H (ase.

2.JTauueHTs, HE JXeNlalolIHe HJIH HecrnocoOHele cobmonark npaBuJla NOBEACHHS B
NOCJIeONEPALMOHHBIH MEPHOA B CHJIY HalW4YMA Yy HHX COMYTCTBYIOIMX 3aboneBaHui
(MCUXHYECKHX HJIH COMarH4YeCKHX).

3.UyBCTBUTENLHOCTL K 4YXEpPOoOHbIM TmpeameTraM B Tene. Ilpu nomo3peHun Ha
YyBCTBUTEJILHOCTh K MaTepHany HMMILIAHTaTa 10 €ro BXXHUBJIEHUA HEOOXOAMMO MpOBECTH
COOTBETCTBYIOLIHE NMPOOHI IS €€ HCKITIOYEHH .

4 ViMnnaHtauus B TKaHHW, MOBPEXKIEHHbIE B pe3yjbTaTe NPHUMEHEHHS MPOTHBOPAKOBOMH
TepanuH.

5.Hapyuienns KpoBooOpalleHHs W/MJIH CHCTeMHble 3a0osieBaHMs, Ha (OHE KOTOpBIX
3aMeUIAETCA PAaHO3aKHBJICHHE H MOBBILIAETCSH BEPOATHOCTb MHPEKUHUH H/MJIH OTTOPXKEHHUS
HMILIAHTATA.

6.Jlio6bie nereHeparuBHble 3aboneBaHMA, IPH KOTOPbIX HEBO3MOXKHO HajUiexallee
pa3MellleHHe UMIUTaHTaTa.

7.deduumT 310pOBO TKaHH JJIA NOKPLITHA HMIUIAHTATA.

8.Ucnonp3oBaHue Ha y4dacTtkax, ri€¢ HEBO3MOXHO cobIoCTH Tpeﬁoaaﬂue CTEPHIIbBHOCTH
ONEpallHOHHOIO NnoJid, HaNpUMEpP, B HOCOBLIX MNMa3yxax.

9.Mcnonb3oBaHHe Ha y4acTKax, HCNBITHIBAIOWMX Harpy3Ky, HanpuMep, B 06J1aCTH BUCOUHO-
HI)KHEYETIOCTHOrO CyCTaBa.

BO3MOXHBIE HEBJIATOIIPUSATHBIE 3OPEKTbHI
1.CocynucTbie H3MEHEHHS.

2.Annepruyeckas peakiHs Ha HMILIAHTAT.

3.IloBpexxaeHne HepBa BCIEACTBHE XHPYPrHYECKOH TPaBMBl.
4.leopmalius WK pa3pyLEHHE HMILIAHTaTa.

5.Cmemtenne unu ocnabnenne pUKcallMi UMIIAHTATA.
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6.b011b, AMcKOMGOPT H/HIIH MOBBILICHHAA Yy BCTBUTE/IbHOCTD BCJIEACTBHE NIPHCY TCTBHSA
MMIIaHTaTa.

7.1ToBepxHOCTHas HHPEKLUA H/HIH IMTyOOKOE HAarHOEHHE

NPEAOCTEPEXEHMHSA

1. UMnnanTarsl OmniPore He nmoaexar NOBTOPHOMY HCIOJIb30BaHHIO HIIH MNOBTOPHOH
CTEPHIIM3ALIHH.

2. Haanexxaluee HHCTPYKTHPOBaHHE MALMEHTA ABJIAETCA KIIOYEBBIM GaKTOpOM,
onpeaesIoIMM YCIIEX XHpyprudeckoit npoueaypbl. OueHp BaXXHOE 3HaYEHHE HMEIOT
nocieonepalMoHHoe HabmonaexnHe u yxoa. IlauneHToB cneayer npouHGOPMHPOBATh O TOM,
YTO MMILIAHTAThl HE TaK MPOYHBI, KaK KOCTH, H YTO Ype3MmepHas ¢pu3n4ecKas akTHBHOCTD
WJIM Harpy3ka MOXXeT BbI3BaTh oc/abneHne ¢pukcaumny, cMeleHue, aepopmaumio 1
pa3pylLIeHHe UMIIJIaHTaTa.

3.BaxHoe 3HaYEHHE A YCrexa XMpypru4ueckoi npoueaypsl o ycraHoBKe Jio60ro
HUMIUIAHTaTa HMEET OCTOPOXKHOE oOpallleHHE C U3AENHEM H HCNOJIb30BaHHE HaUIeKalleH
XUpypruueckoit Metonuku. IIpu noapeske HMIUIAHTATOB C LENbIO NMPHAAHHA UM HYXHOI
¢opMbl H pa3Mmepa crieayeT u3berarb MoTy4eHUs: OCTPhIX KpaeB JUIS CBEAEHHS K MHHHUMYMY
TPaBMHPOBAHHA OKPYXKAIOWHKX TKaHe#. [[na npuaaHusg HyxHoi GopMbl HMIUIAHTaTaM
HEJb31 MCI0/1b30BaTh YCTPOICTBA, Bhiaesiomue 60nbi0e KOJIHYECTBa TeIUIa, TaKHe Kak
3/IEKTPOXHUPYPrudecKHe armnaparsl, pasorpeTble HOXXH HJIH Jla3epEl.

4. IMopucteie MaTepHabl MOABEPKEHbI 0COOOMY PHCKY 3arps3HEHHs NOCTOPOHHHMH
BELlECTBAMH H HHOPOAHBIMH YacCTHLIAMH, BKJIIOYas YaCTHLBI TasjlbKa C epyarok,
TEKCTHJIbHYIO MbUTb M YHCTALIHE areHThl. Heo6xoquMo npuIokHThL BCce yCHIHA, YTOObI
OI'PaHHYMTb MAHHMYJIAUKHK ¢ HMILIaHTaToM. He cnienyer knacTe M nmoape3ars HMIUIAHTAT Ha
MOBEPXHOCTAX, C KOTOPBIX Ha H3JeJIHe MOTYT nepeiTH KOHTaMHHAHTHI.

5. Xupypr 10/KeH ZOCKOHaIbHO 3HaTh UMILIAHTAT, COCO0 ero NpuMeHeHus,
HHCTPYMEHTApPHIi JUIA €ro yCTaHOBKH W XMPYPru4ecKylo npoueaypy. JlaHHble HMIJIAHTATbI
He npeaHa3Ha4YeHbl Ha HMIUTAHTALMH Ha y4acTKax, HECYIIHX HJITH HCIBIThIBAIOLIMX
Harpy3ky. [lauueHT fo/mkeH 6b1Th NPOHH(GOPMHPOBAH O PHCKaX, CBA3AHHbBIX C YCTaHOBKO#H
MMILIAHTaTa, BKJII0Yas BO3MOXHbIE HeOnaronpusTHole 3¢ dexThl

6. OTBETCTBEHHOCTb 32 COOCTBEHHYIO MOATOTOBKY, Haaexaluii orbop nauMeHToB U BbIGOp
H pa3sMellleHHe UMIIAHTATa JIEXKHUT Ha Xupypre.

HHCTPYKUHUH ITO UCTIOJB3OBAHHIO

JlaHHBIA JOKyMEHT He ABIAETCA HCYEPIbIBAIOIUM PYKOBOICTBOM IO MPOBEAEHHIO ONEPALIUH.
BBH/ Iy BO3MOXXHOCTH HCINOJIb30BaHHS Pa3sHbIX XHPYPruueckKHX METOIHK XHPYPI' BIpaBe BHECTH
H3MEHEHHS B COOTBETCTBHH C COOCTBEHHBIM KJIHHHYECKHM ONBITOM H OLCHKON CHTyallMH.
BriGop uMnnaHTara, ero cocraBa, pasMepa # GOpMBbI JI0JIXEH OCYILECTBIAATH XHUPYPT Nnocjie
OLIeHKH aHaTOMHYECKHX 0COOEeHHOCTeH nauueHTa ¥ GpyHKUMOHAILHBIX TpeGoBaHMUIA.

NMMPUJAHHUE ®OPMbI UMIUVIAHTATY

AccopTHMeHT nMIu1anTatoB Omnipore BKJIOYaeT W3ienus 6a30BbIX aHaTOMHYECKHX HopMm.
[lpu Heo6xoaAMMOCTH XHpPYpr MOXeT MoaHdHUHPOBaTL HOPMY HMILIAHTATa MO MECTY
uMmaHTauuu. g noape3ky HMIIAHTaTa MOXKHO HCIOJIb30BaTh HOXKHHIIBI WIIM CKaJlbNelb,
He ornacasich pa3pyllieHHs NOPHUCTOMH CTPYKTYpbl Marepuasa, NpH 3TOM Kpas MMIJIaHTara
cllielyeT yTOYHHTD 18 MPUIOHKH MPH CONPAXEHHH C KocTblo. [Uis Moandukauuu Gopmel
MMIUIAHTATa €ro MOXKHO MOrpy3HuTh B CTEPHIbHbIA (PHU3HONIOrHYECKHii pacTBOpP, HarpeThIii
210 Temneparypsl kuneHus. [Ipu 3Toif TeMneparype marepHa HMIJIAHTaTa CTAHOBHTCS
fonee NOAATIMBBIM, UTO NO3BOJIAET NPHUAATH H3AETHIO HYXHY10 ¢popmy. Ecnin umnianTar
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yTpaTHJ1 IJIACTHYHOCTD, €ro CJIEAYET BHOBb IOMECTHTh B ropsa4nii GQHU3HONIOrHYECKHH
pactBop. [To qocTHxeHuH xenaeMoii GopMbI clleayeT NOAOXKAATD, OKA OH OCTBIHET.

PASMEUWEHHE UMIIJIAHTATA

Ilepen ycraHoBKoOi MMIUIaHTara cieayer cGopMHpoOBaTh MPOCTOPHBII KapMaH, 4ToObl He
JIONYCTHTh PAacTHXKH TKaHH, MOKpbIBalolleii UMIUaHTaTr. Paspes caenyer aenarte B TakoM
MecTe, 4ToObl M30eXaThb YLIMBAaHWA paHbl HENOCPEACTBEHHO Haa umnnaHtarom. [lpu
OMAacCeHHsAX B CBA3H C BO3MOXHBIM CMEIIEHHEM HMIUJIAHTaTa A0 €ro IpopacTaHHUs
PELIMITHEHTCKUMH TKaHAMH €r0 MOXKHO 3a()HKCHpPOBaTb IIOBHBLIM MATEPHAJIOM, MJIACTHHOIA
HJIM XMpYpPrHYe€CKMMH BHHTamH. B cilyuyae BHHTOBO# (HKCAaLHMH pa3sMEp BHHTOB IOJDKEH
COOTBETCTBOBAaTh TOJILIMHE KOCTH, BHHTbI JOMKHBI ObITh Ha 2-3MM OONBHIE TOJILIMHbI
HMIIJIAHTaTa, TO €CTh AOCTAarOYHO JUIMHHBIMH, 4TOOBI 3axXBaTrbiBaThb HHU3JIEXKALUYH KOCTb.
BuHTHI clieayeT 3aTAHYTh TakK, YTOObI MOBEPXHOCTh IOJIOBKH BHHTa OKa3ajach BPOBEHb C
NMOBEPXHOCTHhIO HMIMIaHTara. Matrix Surgical USA (Marpukc Cépmxuxan CIIA)
PEKOMEHIyeT MCNOJIb30BAHUE THTAHOBBIX BUHTOB AHaMETpoM 1,5MM, npeaHasHauyeHHbIX
IUTS MCIIOJIb30BaHMA C JIMLEBBIMH WIH Helipo-miacTiHaMu. OTaenibHble 4acTH HMILJIAHTaTa
MOXHO CJIOXHTb M CLIHTb BMecTe. Pexyluas Hria jierko NnpoHUKaeT 4yepe3 MOBEPXHOCTh
MMILIAHTaTa U M03BOJISET XHPYpPry BHOBb MOABECHTh TKaHb MJIM MBILILYY, MPHKPENHB €€ K
uMmnnantary. [Ipy ycTaHoBKe HMILIAHTara uepe3 pOT HEOOXOAMMO TMPHHATHL MEpbI
NPEAOCTOPOXKHOCTH U1 MAaKCMMAaJbHO BO3MOXHOIO CHHIKEHHS PHCKa 3arpA3HEHHA
WUMILIaHTAaTA.

COBMECTHO INTPUMEHSIEMBIE U3EJIUS

Bruibop cnocoba ¢ukcauuu ummiantara Omnipore OCYINECTBIAETCA Ha YCMOTpPEHHE
XHpypra.

[pou3BoauTenb AaeT cAEAYIOUIHE PEKOMEHAALIHH:

® [0 NnacTHHaM.

MaTepua.n: THTaAH )18 MEAHLUHHCKOIro NpUMCHCHHA H HMIUJIAaHTAIlHH.

Tonmuuua u LWHAPHHA IUIACTHHBI OCTANOTCA Ha YCMOTPCHHC XHpypra, B 3aBHCHMOCTH OT
HeoOXoaMMOH CTEneHU (bm(cauuu H HHAUBHAYAJIBHBIX ocobeHHocTeit mauuenTa. Ilnactuna He
AOJKHA BBRIXOAHWTH 3a rpaHMIIbl HMILJIAHTATaA. [NnacTuna KPCIMHTCA C NOMOIIIBIO BHHTOB, MATCpHAJI
BHHTOB — THTaH 1A MCOAULHHCKOIO NpUMCHCHHA H HMIUIAHTALHH; IHAMETP BHHTOB - l,SMM; no
JUIMHE BHHTBI J0/KHBI ObITh Ha 2-3MM Oonblie COBOKyHHOﬁ TOJILIHHBI UMIUJIAHTATA H IIJIACTHHbI,
TO €CTh NOCTAaTOYHO JUTHHHBIMH, YTOOLI 3aXBaThIBaTh HH3JICXKaIlYO KOCTb. OTBCPCTHSI NJACTHHbI
JAOJDKHBI COOTBETCTBOBATh IHAMETPY BHHTOB.

anMC‘laHHCZ B ciiydae C [InacTuHOM KaHaNbHOW JUIA [UIACTUKH JHA MW CTEHOK

rnasHuub/Channel Sheet Implant wmupHHa niaacTHHL VIS QUKCALMH A0DKHA OBITh MEHbILE 3,65
MM., a TOJILIMHA MIaCTHHBI 18 (PUKCALIMH JIOMKHA ObITh MEHbLIE 2 MM.

® 10 BUHTaM:
Marepuain: THTaH UIS MEAULIMHCKOTO NPUMEHEHHS H UMILJIAHTaLIHH.
JluameTp BHHTOB - 1,5MM; No IJIMHE BHHTHI JOMKHBI ObITh Ha 2-3MM GosibLu€ TOJILMHBI
MMIUIAHTATa, TO €CTh JOCTATOYHO JUTMHHLIMH, YTOObI 3aXBaThiBaTh HU3JEXKALLYIO KOCTb.

® [0 LIOBHBIM MaTepHaiaM:
MoxeT ObITh HCIOJIL30BaH 000 XUPYpPruyeckuii LOBHbIA MaTepHan Ha yCMOTpEHHE XHpypra.
Takum o6pa3oM, BbIOOp LLIOBHOIO MarepHaia OCTaeTCs Ha YCMOTPEHHE XHpypra
CBEJIEHHMA OB U3BRIEYEHHMHA WIH 3AMEHE U3IEJIUA

B cranaapTHOM NpOTOKOJIE HE MPEANoiaraeTcs H3RIEYEHH 31/ (YCTaHaRMBacTCA
NO)XH3HEHHO, POPacTaeT TKaHAMH). B ciyyae BOSHHKHOBEHHA OCJIOXKHEHHIH (BOCTIAVIEHHE WK
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3CTETHUYECKAas HEYIOBIETBOPEHHOCTb NMALMEHTA) yaleHHEe HMIUIAHTaTa BO3MOXKHO. B cpokH a0
JBYX-TpEX MeCALEB ylaleHHE MPOMCXOIUT JIerko U HeTpaBMaruyHO. CIyCTst 3TOT CpOK -
HMILIAHTAT IIPUXOAUTCA U3BJIEKATb, paccekas pyOLIOBYIO KarcCyily.

TAPAHTHUSA
KoMnaHus rapaHTHpYeT OTCYTCTBHE A€(PEKTOB KaieCTBa MaTEPHAIOB H H3TOTOBJICHHS BO
BCEX HU3JEIHAX.

KomnaHus He naeT HHKaKkHX ApPYTrHX rapaH'mﬁ, 34 HCKITIOYCHHUCM COACPIXKaLIHUXCA B
CHCIIHQ)HKaIIHH Ha NPOAYKT H HHCTPYKUHH IO HCIIOJIb30BAHHIO,

CpOK roAFHOCTH HMILJIAHTATOB Omnipore COCTABJISIET S JieT ¢ AaThl H3rOTOBJIEHH .

BHUMAHMHME
®denepanbHoe 3akoHonarenbcTBo (CLLIA) paspewaer oTiyck H3A€aHH TOJBKO BpayaM HIH
MO UX NPeANHCAHHIO.

JIONOMHHUTENBbHYI0 HHPOPMALIMIO IT0 KOHKPETHBIM H3/IS/IHAM HIIH BONPOCaM MOXHO
noxy4yuTh B KoMnanuu Matrix Surgical USA (Marpuxc Cépmxukan CIIIA).

IIOCTABKA

HWmnnanTars Omnipore ynakoBbIBalOTCS B AByXcioiHble makeThl H3 miueHkH Tyvek Chevron.
H3HyTpH H cHapy>kH nakera HakjienBaeTcs 3THkeTka. M3nenus sMecte ¢ MHCTpYKUKMeEH no
ncnonb3opannio (UIMH), sTukeTKaMH-naMATKaMH JUIA MEACECTPBI H HACHTHHKAUHOHHON
KapTo#i nalMeHTa NOMEIAITCA B TepMOoGOPMOBaHHBIH MIAaCTHKOBBIA KOHTEHHED, KOTOPLIH
3aKpbIBAETCA H 3aKJIEHBaeTCA 3THKETKON. KoHTeHHepE! (JIOTKH) NOMEIIAIOTCS B YIaKOBOYHbIE
KOpoOKH M3 roppHpOBaHHOIO KApTOHA B YKa3aHHOM Ha HHUX KONH4YecTBe. BHYTph ynakoBo4HbIX
KOpoOOK NMOMELIAlOTCA YIaKOBOYHbBIE HAMOJTHUTENH (BCIIEHEHHBIE MarepHasbl, KapTOH H Ap.) B
COOTBETCTBHH C TpeOOBaHMAMH K YNakoBke npoaykuuu. Ha ynakoBouHyio Kopo6ky
HaKJICMBAETCA ITHKETKA.
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MAPKWUPOBKA U3OENTNIA

MapKMpoBKa BHELUHEr0 NJAaCTUKOBOrO KOHTeliHepa/ ByMaXXHO KOPOOKW.

MakeT MapK1POBKU BHELLHErO NJaCTMKOBOIO KOHTeHepa/ 6yMaXHO KOpo6KM

OMNIPORE Surgical Implant

Qty:
D»*e:
Dim:
Ml
MoT]
YYYY-MM-DD rYYYY-MM C€ 0413
00N
Osiy
m | Hinwi, BUx¢<90KUM
Anl— nB»
IN«r]
tdNa—
A [>c3ewa. MC MaNe x W » fer L/le
0 Enr]eea; ?
DBNetftRee ~ OoNetReserMc ECR %sé
T OoNMUMifPloaBe»0»<yoed
Keqi Br
nP~1 Overun olr
v
Mp~~1 w
A TT-MM-0)
MATRIX
Sijk(.kaj nun
a Yarb =l |I.
L] HFI H
tmint - ppppp Hill

;:J;.D03S5d21 005127 ;i0; 121if«7B»(:7)2t12907-C1

MTXOfVnfrills Vad*neiaU (s
Omnipore Surgical Implant VmnnaHtat Omnipore ans xvpyprum
*Description +OnvcaHve

YYYY-MM-DD rmrrr-mMmm-ag,

Made in the USA W3rotosneHo B CLLIA

CuUMBO/IbI, UCMOMIb3YyeMble Ha MapKUPOBKE
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MeXayHapoAHble CYMBO/bI

REF

LOT

QTY

CE o413

[aTTaado]

y . Only

Desc
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3HayeHune

ApTUKYN

Homep napTtum

KonnyecTtso L.

Cpok rogHocTtu

Jara nsrotoeneHms

Mapkuposka EC

Crepunnsanms aTUNeHOKCUA0M

YNOMHOMOYEHHbI NpeACcTaBUTENb B
Esponeiickom CoobLiecTse

MedEnvoy Global B. V.
Prinses Margrietplantsoen 33-Suite 123
2595 AM The Hague
The Netherlands
MpounssoguTens
Matrix Surgical USA
98 Bledsoe Road
Newnan, Georgia 30265 USA
He cTepununsosatb NOBTOPHO

He ncnonb3oBatb NOBTOPHO

XpaHUTb B CYXOM MecTe

He ucnonb3oBatb n3fenue, eciv ynakoska

rnoBpexaeHa

BHuMmaHKe

3HaK «TONbKO MO Ha3Ha4YeHUIO Bpaya»

OnuncaHne

Pasmepbl B MM



NaeHTudmkaTop naenus

3eneHblii MHAMKATOP Ha YNakKOBKe 03HAYaeT,

. 4TO n3genne CTtepusibHo

Ha ynakoBKe TakXe 1MEeeTCs STUKETKA C MH(OPMALIMEN Ha PyCCKOM SI3bIKE.

MapK1poBKa KOMGMHMPOBAHHOTO ABOHOrO MakeTa
MaKeT MapKV1pOBKN KOMBVHMPOBAHHOTO BOHOIO NakeTa

OMNIPORE Surgical Implant  Qty:

’ Description
Dinmy
01 LOT YYYY-MM-DD
Omnipore Surgical Implant Wmnnantat Omnipore Ans xupyprum
*Description *OnucaHue
YYYY-MM-DD rmrrr-mmM-ag

CrMBO/bI, UCMOJIb3YEMbIE HA MapKMPOBKe

MeXayHapoaHble CUMBObI 3HauyeHue
[ref| ApPTUKYN
LOT Homep naptum
Konunyectso Wt
1 1
Cpok rogHocTu
XK 1 M aeHTUmKaTop n3genms
Dim Pasmepbl B MM

ATUKeTKa-namaTKa gns BKNEWKN B NCTOPUIO 601€e3HU nauneHTa
MakeT 3TUKeTKN-NaMATKN Ans BK/IENKN B NCTopunto 60ne3HM nauneHTa

OMNIPORE Surgical Implant  Qty:

’ Description
Diny
DI LOT YYYY-MM-DD
Omnipore Surgical Implant VmnnaHTat Omnipore gna xvmpypruv
*Description *OnucaHve
YYYY-MM-DD rrrr-mmMm-ga
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CMMBONbI, UCMOMb3yeMble Ha 3TUKETKe

MexayHapoaHble CUMBObI 3HaueHwne
REF ApTUKYn
LOT Homep naptum
Konunyectso wt
Qry

Cpok rogHoctu

nAn NpeHTndmkaTop nsgenns

Dim Pa3mepbl B MM

MOEHTUNDPUNKAULVMOHHAA KAPTA MAUVEHTA

CTopoHa 1

Matrix Surgical USA Implant Utilization Card

&URSCDN NAME

mHOtfIFALMURCIiRY aN Tin .

(VAL
CMINS

PLACE LABEL HERE

1
For additional Information, comments andfeedback, please visit us at 5
www.matrixsurgicolusa.comor call CustomerCare at I-AOd-SSS-dSBI jg

CTopoHa 2
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SuK AT’R I)SSA
uKcaijri.
«OWMt I!hO
MATRIX SURGICAL USA

98ftLCOSOE ROAD
NCWNAN GEORGIA 302C5

CUSTOMER CARE

Plnc«
POIUf*
Heft

MATRIX SURGICAL USA

98 BLEDSOE ROAD

NEWNAN GEORGIA 30265

Matrix Surgical USA Implant Utilization Card

SURGEON NAME
HOSPITAL/SURGERY CENTER
EMAIL

COMMENTS:

PLACE LABEL HERE

For additional information, comments and
feedback, please visit us at
wwvv.matrixsuruicalusa.com or call Customer Care

at 1-404-855-4592

MATRIX SURGICAL USA
98 BLEDSOE ROAD
NEWNAN GEORGIA 30265

Place Postage Here

CUSTOMER CARE
MATRIX SURGICAL USA
98 BLEDSOE ROAD
NEWNAN GEORGIA 30265

BAPVMAHTbI MCIMOJTHEHNA:

HanmeHoBaHue ApTukyn OnucaHwue,

Bec

KapTa co cBegeHuamu 06 umnnaHtate Matrix
Surgical USA (Martpukc Céppxukan CELIA)

NMA XNPYPIA

BEONbHULA/ XUPYPTUYECKUW LIEHTP
EMAIL

KOMMEHTAPUN:

STUKETKY PASMELWATbL 34ECH

Ans [ononHUTENbHOM MHBopMaLmK,
KOMMeHTapueB 1 06paTHON CBS3M MOCETUTE Halll
BebcaiT www.matrixsurgicalusa.com nnm
obpatuTech B Cyx0y no paboTte ¢ KAMeHTaMu Mo
TenethoHy 1-404-855-4592

MATPUKC CEPIXXVNKA CLUA

98 BLEDSOE ROAD

NEWNAN GEORGIA 30265
MomecTuTe MOYTOBYH MapKy 34€eCb

KNVMEHTCKAA MOAAEPXXKA
MATPUKC CEPIXXVKA CLUA
98 BLEDSOE ROAD

NEWNAN GEORGIA 30265

Bec H3o06paxenne

MM MMNIaHTaTa MMNaaHTaTa
B yNaKoBKe B 6e3 ynakoBKMU

rpammMmax
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HanmeHoBaHue Aprukyn OnucaHue, Bec Bec MN306paxkeHne
MM MMnNNaHTaTa UMMNJIaHTaTa
B YNaKoBKe B 6e3 ynakoBKu
rpammax B rpammax

MUKpOTOHKas 0OP8438  30mMm X50mMMm 80
nnactuHa/ Micro X0.45mm
rhin Sheet
YnbTpaToHKune OP7210  38MMm x 50MM 80.5 6.5
nnactuHel/ Ultra X0.85Mm
Thin Sheets OP7212  50MM x 76MM 81
K 0.85MM
MnactuHbl/ Sheets OP6330  38MM x S0MM 81
K 1.5Mm
OP6331  50MMm X76MM 82
X1.5Mm
OP9562  38MMm X50MM 825
X3.0mMM
OP6316 Cdepa-0 80
14mm
Opbutanbhble ~ OP6326  Cdepa- 0 81
bipepbl/ Orbital 16Mm
Spheres OP6327 Cdepa-0 80.5 7.5
18vm
OP6317 Cdepa-0 815 8.5
20MMm
OP6322 Cdepa-0 82.5
22MMm
CoCTaBHble OP8320  Manblii 62MMm 815 BWEETILVY
UMnNIaHTaTbl Ans X27MM X5MM
NNacTUKn
noaéopoaka/Two-
iece Chin
0OP832 CpegHwii 80.5
64mMm X32MMm
X7MMm
OP8322  bosbLuon 83.0
64MM X36MM
x 9MM
CnnHoBMAaHbIe 0OP9541 CTaH,g,apTHblVl 81.5
MMNNAHTAaTbI AN TesbId 31Mm X
KOpPEKLMH 22MM X6.5MM
aHopTansma/ OP9542  CraHgapTHbIi 79.5
inophthalmos npasblii 31Mv
Wedge K22MM x
6.5MMm i
OP9543  BonbLuoit 80.5
NEBbIA 39MM x
28MM X7.5Mm
OP9544  BonbLUOl 82
npasin 39vMm X
28MM X7.5MMm
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HanmeHoBaHue ApTukyn OnucaHwue,

Ckynosble
NUMMNaHTaTbI
'‘Design Y Malar)

MnacTuHa ans
pvHonnacTuku/
Nasal Sheet

dopma 0CHOBaHMA
yTca/Ear Base
Shapes

CnmpanbHblit
o6og/Helical Rim

B/TOK/Block
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OP9513

OP9514

OP95I5

OP9516

OP9517

OP9518

OP9536

OP8330

3P8331

OP8328

3P8329

OP6332

OP6333

OP6335

OP6336

3P6338

MM

Manblii
npasblil
52MMX26MMX
3Mm

Manblii
NeBbI
52MMX26MMX
3mm

CpefHwii
npasbIii
52MMX27MMX
4mm

CpegHuii
NeBbliA
52MMX27MMX
4Avm

BonbLuoi
npasblIi
52MMX28MMX
5mm

BonbLuoit
NeBbIi
52MMX28MMX
5Mm

40MM X 9MM X
dvm

MpaBas -
35MM X 53MmMm
JleBast - 35MMm
%X53MM
MpaBblii - 50
MM X61MM

NeBbili - 50
MM X 61MM

13Mm X 38mMMm
X3mm

13mMm X 38MM
X6MM

25MM X 50MMm
X3 MM

25MM X 50MM
X6MM

38mm X63mMMm

Bec Bec
MMnnaHTaTa MmnaaHTarta
B yraKoBKe B 6e3 yaKoBKM

N306paxkeHne

rpaMmmax B rpammax
80.5 8
82 85 o
82
82.5 95
83.5 105
83.5 105
79.5 6.5
81
81.5
* a
80 75 v
79.5
80.95 0.86
81.01 1.72
81.5 8.5
83.70 4.43
84.17 4.29



HanmeHoBaHve ApTukyn OnucaHwue,

2P6339

WmnnaHTtatel gnd PP7541
lnacTukm yrna
fivokHeld ventocTu/

Design ¥ OP7542

Mandible Onlay
3P 7543
OP7544
OP7545
3P7546

YBenunyeHHble OP 8313

UMNNaHTaTbl 4Ns

NNacTuKm

noaoéopoaka/

Design Y Chin
OP8314
OP8315
OP8316
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MM

X3MM

38MM x 63MM
K 6MM

Manblii
aeBblii 57MM
39MM x 5MMm

Manbiit
npaB.bliA 57MM
K 39MM X5MMm

CpeaHwia
neBbliA 57MM
K 39mm X
7.5MMm
CpegHuii
npasblii 57MMm
K 39MMm
»C7.5VM

BonbLLoi
neBblA 57MM
K 39MM x
10Mm

BonbLLol
npasblii 57MM
K 39MMm
>c10Mv

Manbliii ¢
Kpyroin
NpoeKL el
35Mm X32MMm
K4MM

CpefHuii c
KpyTriow
npoekumeii 37
MM x 32MM x
6MM

BonbLuoi ¢
Kpyrno
npoeKuyei
40MM x 32MM
K 9vM

Manblii ¢
KBagpaTHOM

Bec

Bec MN306paxkeHne

MMNNaHTaTa MMNAaaHTaTa
B YyNakKoBKeE B 6e3 ynakKoBKu

rpammax

88.09

82

82

83.5

83.5

85

85

81.5

80.5

83

81.5

B rpamMmmax

8.40

LK

11.9

11.9

14

14

10



HanmeHoBaHve ApTukyn OnucaHue,

2P8317

OP8318
[MnactuHbl € OP8312
;' NaaKoi

MOBEPXHOCTbIO/3$ | pg312
Sheets

OP8333
MmnnaHTaT OP9524
KpaHuanbHbIA/
3en6block Cranial
rid implant
MnactnHa 39P9530

KaHa/ibHast AN
NIaCTUKM fHa 1

;; TEHOK
rnasHuubl/Channel
Sheet Implant

WmnnaHTatel g 3P9539
NNacTMKKN Kpas
rNasHULbI
yBeNnYeHHble /
Extended Orbital
;iims

OP9540

VimnnaHTaThl OP82000

KpaHUa/IbHble

memmchepuyeckme
Cranial

Hemisphere

DP82001
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MM

npoekuyei
35MM x 32MM
X4MM

CpepfHuii ¢
KBaapaTHOM
npoeKuyuen
37MM x 32MM
K 6MM

BonbLuoii ¢
KBaapaTHOM
npoeKLuyeit
40Mm X 32MMm
K 9vM

58mMm X
50MM X 1MM

38MM x 50MmMm
K 1L7MM

[JeBas 63mm X
MM x 17MM

110MM x
?7.5mMm X
5.25Mm

50MM x 50MMm
X2MM

MeBbliA 53MM
ix 31 MM

Mpa.blit
53mMMm x 31mm

1pasblit
74mm X
33MM X5mMMm

MeBbIAl74MM
133mMM x
5mMm

Bec Bec

MMnNNIaHTaTa MMNIaHTaTa
B YNaKOBKE B 6e3 ynakKoBKHU

rpamMmmax B rpaMmmMmax
80.5
83 10

82.30 1.04
82.21 2.15
83.38 2.89
143.52 22.48
83.42 3.03
82.71 1.74
81.48 1.74
195.02 65.14
190.17 65.14

(50t )

N306pakeHne

0 41001



HanmeHoBaHue ApTukyn OnucaHwue, Bec Bec N306parkeHne
MM MMNNaHTaTa UMMNJIaHTaTa
B ynaKoBKe B 6e3 yrnakoBKU
rpammax B rpammax

VmnnaHtatel gng 9P82007 20mMm X 20mMM 80.92 011
NNacTUKM gHa K2.45MM X
lypeLikoro 3.45Mm | -;a
:eAna/Beflar OP82008  BOMbLLO} 81.56 0.71 L
Buttress Implants 40MM X 40MM

SBI) K2.7mm X

3.7Mm

VmnnaHTtar 0OP82011 102mm X 81.25 0.63
(haHManbHbIiA 10mm X criiiiix iise : IH
K/MHOBUAHbIN/ 4.7mm X

raniotomy Gap 3.6MM 1
Wedge

YCNOBUA XPAHEHNA NN TPAHCIMOPTUPOBKI
Temnepatypa: 18°C + 49°C

OTHocUTeNbHaA BNaxHocTb: 10% - 91%

ATmocepHoe gaBneHne 86-106 klla

YCNOBUA IKCMNYATALUNN MIA:
Temnepartypa: ot +32°C po +42°C

OTHOCcUTEeNbHaA BNaXHOCTb: He 6osiee 80% npu 25°C;
ATMmochepHoe gasrieHue: 650-800 mm pT.CcT

N3penna npegHasHadeHbl 414 UCNOMb30BaHWUA B Ye/I0BEUYECKOM Tesle.
KNACC ONMACHOCTN MEANUVNHCKNX OTXOA40B

MN3penna ¢ NCTeKWMM CPOKOM FOAHOCTU noAnexar yTuansaumn Kak MejuLumnHCcKue otTxoabl
Knacca A (SI'IVIABMVIO!'IOI'VI‘-IGCKVI 6esonacHble oTXoAbl, ﬂpVI6ﬂVI)KeHHbIe Mo CoCTaBy K TBEPAbIM
ObITOBbIM OTXO,an). Vcnonb3oBaHHbIe, NOBPeXAEHHbIE U3eNA UMK UX YacTW noasiexar
YHUUTOXEHUIO KaK MeAULUMHCKNE 0TX0o4bl Knacca b (SI'II/I,D.EMVIOJ'IOI'VI‘-IGCKVI ornacHble OTXOAbI).

YTUNN3AUNA MMMNJTAHTATOB OMNIPORE

KomnaHua Matpukce Cepmixmkan CLUA (Matrix Surgical USA) npoussoanT
BbICOKOKaueCTBEHHbIe MHHOBALNOHHbIE MeANLMHCKNE U3AENNA U NPOJYKLUI0 13
BMOCOBMECTMMbIX MaTepuanoB ANs YA0BNETBOPEHNS HYX/ NauMeHToB U XMPYPros 1 B
obecneyeHne BO3IMOXHOCTM NPeSoCcTaB/IeHUS MeAULMHCKON MOMOLLY BbICLLEro KayecTBa B
pasHbIX cTpaHax Mupa.

Mpoaykumna komnaHnm Matpuke Cepixxnkan CLUA noctaBiseTcs Kak B CTepU/IbHOM, Tak U B
HecTepuibHOM Bufe. VIHCTpYKuun no npumeHeHuto (UNMTM) BKNaAbIBAOTCA B YNAKOBKY C

COOTBETCTBYHOLLNMN MEAULNHCKUMU U34eNNSMU, a TaKXKe NpeAcTaB/IeHbl HA caiTe KOMMNaHUu
www.matrixsurgicalusa.com

MimnnaHTatbl Omnipore Ansi YepenHo-MLEBO XUPYPIUn, CTePUbHbIE He noasexar
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HOBTOPHOﬁ CTEpPHJIM3aLHH HJIH NOBTOPHOMY HCIOJIb30BaHHIO, NOCKOJIbKY ABJIAIOTCA H3ACIIUAMH
AN OAHOKPATHOrO NpHMCHCHHA.

Yrunusauus 3arpA3HCHHbIX HJIK HCMOJIb30BAHHLIX HMIIJIAHTATOB, @ TAKIKC HU3OENIHI C UCTEKIIUM
CPOKOM rOAHOCTH AOJDKHA MPOHU3BOAHUTLCA B COOTBETCTBHH CO craxmapmoﬁ MpaKT HUKOH,
ﬂpHHﬂTOﬁ B MEAHLHHCKOM YUYpPCXKIACHHH, H B IMTOPAAKE, YCTAHOBIIEHHOM MECTHBIMH,
(benepanbﬂbmu H roCcyJapCTBEHHBIMH MNpaBHJIAMH H 3aKOHOAATC/IbHBIMH HOpPMaMH.

YTunu3auus MaTepyanoB YMNaKOBKH TAaKXKE A0JXKHA NPOH3BOAHTLCA B COOTBETCTBHH CO
CTaHIAPTHOMN NMPAKTHKOM, MPHHATOH B MEIHLIHHCKOM YUPEXKRCHHH, H B ITOPAAKE,
YCTaHOBJICHHOM MECTHBIMH, (efiepaibHbIMH H rOCYIapCTBEHHBIMH NPaBHIaMH H
3aKOHOIATE/IbHBIMH HOPMaMH.

Bo3sBpar u3aenunit BO3MOXEH TOMBLKO NMOCe NONyUYEHHs COIiacHs OT KoMnaHuu Marpuxe
Cepmxukan CLLA.

NMPUMEHHUMBIE CTAHJAPTDI

ISO 13485:2016 «MeauuuHckue u3genus — CucteMbl obecneuenns kayecTsa — TpeboBanus 1s
uenei peryJupoBaHUsa».

ASTM F983-86 (2018) «CrannapTHas npakTHKa HAaHECEHUS HECTHPAIOWEHCS MapKHPOBKH
KOMMOHEHTOB OPTONEAHYECKHX HMILJIAHTATOBY.

ISO 10993-1 (2009/1:2010) «Buonoruyeckas oLeHKa MEAHLIMHCKUX U3AeIHUi, yacTh 1: OueHka
M HCMBITAHUSY.

ISO 10993-5 (2009) «buonoruueckas oleHka MEAMUMHCKHX U3aemnuit, yacth S: UccnenoBanus
LIMTOTOKCHYHOCTH in vitro».

ISO 10993-6 (2007) «Buonoruyeckas oueHka MEAMUMHCKHX H3aenumii, yacTthb 6: MccnenoBanus
MECTHBIX peaKUHH ocae HMILUIAHTALUHY.

ISO 10993-10 (2010) «bHonoruyeckas oLeHKa MEAHLIHHCKUX H3aeNuH, yacTh 10:
HccnenoBanus pasapaxarowero H CEHCHOMIH3UPYIOLLEro ACHCTBHAY.

ISO 10993-11 (2009) «Buonornyeckas oueHKa MEAMUMHCKHX H3nenuH, yacts 11: Uccnenosanus
CHCTEMHOH TOKCHYHOCTH».

1SO 10993-7 (2008/ R2012) «buonoruyeckas oueHKa MEAHLUHHCKHX H34eMH, YacTh 7:
Onpenenenye 0CTaTOYHBIX KOHUEHTPALMHA 3THIICHA OKCHAA 110CJI€ CTEPHUITH3ALIMHY

ASTM F67 (2013/R:2017) «CranaapTHble cnieitipHKauuy Ui YUCTOro THTaHa, s
npuMeHeHHus Xupyprudeckux ummiaantaroB» (UNS R50250, UNS R50400, UNS R50550,
UNS R50700)

ISO 5832-2 (1999) Xupypruyeckue HMIUIAaHTAThl — METAJUIHYECKHE MAaTepHalbl - 4acThb 2:
YHCTBIH THTaH. (Marepuassl).

ISO 11607-1 (2006) « YnakoBka A1 MEAHLMHCKUX H3/IENHii, MOJBEPraloHXCs (PHHHILHOM
cTepuiM3alMy, YacTh 1: TpeGoBaHHA k MarepHaiaM, CHCTEMaM CTEPHIIbHOTO Gapbepa H
yNaKOBOYHbIM CHCTEMaM»

ISO 11607-2 (2006/AM1:2014) « YnakoBKa 11 MEAHLIMHCKHX H3JE/HIH, NOABEPralOIIHXCS
GHHHIIHOIM CTEpHIN3aUMH, YacTb 2: TpeGoBaHHUs K BaHIALHH NPOLECCOB GOPMHPOBaHHS,
repMETH3aLUH H COOPKH.

ISO 14971 (2012) «MeanuuHckHe H3aenus — YpasjieHHe PUCKaMH NPHUMEHHTEIBHO K
MEIMLHHCKUM H3JCTUAM»

BS EN 556-1 (2001) «Crepunu3auns MeMIUMHCKUX H3aenuit — TpeboBaHHA K MEAHUIHHCKHM
n3nenusaM, o6osnagaeMbiM kak CTEPUJIBHBIE, vacts 1: TpeboBaHus k MEAHLIMHCKHM
H3JENTUAM, NOABEpracMbIM QUHHIIHON CTEPHIIM3ALIUHY
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ANSI/AAMI ST67 (2011) «Crepunu3sanus npoayKUHH MEAHLIHHCKOTO Ha3HAUYCHUS —
TpeGoBanusa k npoxykuuu, o6o3Hauaemoi kak CTEPUJIBHAS»

ISO 11135 (2014) «Crepunuzaumns npoayKLUHH MEAHLIMHCKOIO Ha3HaYEHHA — DTHJICH OKCHI,
yacth 1: TpeGoBanus kx pa3paboTke, BTHAALIMH H CTAHJAPTHOMY KOHTPOJIIO npouecca
CTEpHIIM3aLHH MEAHLIHHCKHX H3AETHH»

EN 1041 (2008 + A1:2013) «Mudopmauus, npeaocrasiseMas NPOH3BOLHTENIEM BMECTE C
H3ENMAMHU MEAULIHHCKOTO Ha3HaYEHHUs»

ISO 15223-1 (2016) «MeauunHckue usgenus — [papuueckne CHMBOJIBI, HCIIOb3YEMbIE Ha
ITHKETKE, B HHCTPYKLUHUAX H HHPOPMALIHOHHBIX MarepHanax. Obuue TpebosaHus»

EN 62366-1 (2015/Cor1:2016) «MeauunHckue uzaenus — SproHoMHYHOE MPOEKTHPOBaHHE
NPHMEHHUTEIBHO K MEAHLIMHCKHM H3JCTHAM

ISO 14644-1 (2015) «UncTeie NOMEIIEHHS H CBA3aHHbIE C HHMH KOHTPOJIMpYEMBbIE Cpe/ibl, 4acTh
1: Knaccuukauus YHCTOTH BO3AYXa MO KOHLUEHTPAUHH YaCTHI»

ISO 14644-2 (2015) YucTble noMeLLEHHA H CBA3aHHbIE C HHMH KOHTPOJIHpyeMble cpeabl. YacTb
2. Texkymuii KOHTPONb AJIs TOATBEPKACHHUA MOCTOAHHOIO COOTBETCTBUA YHCTOThI BO3AyXa

MO KOHUCHTPAUHH 4YaCTHL

ISO 14630:2012 «MMnnanTHpyeMble MEIHLIMHCKHE H3AENH, paboTaloinie 6e3 HCTOYHHKa
sHepruu. O6uue TpeboBaHuA»

NPEANPHATHE, 3AHUMAIOUIEECS IPOEKTHPOBAHHEM H
HU3rOTOBJIEHUEM H3AEJINA

Matrix Surgical Holdings, LLC DBA Matrix Surgical USA

(Marpukc Cépmxukan Xonauure, JUJIC, nefictByromuit kak Marpuke Cépmxukan CILIA)
98 Bledsoe Road,

Newnan, Georgia, 30265

USA, CLIA

YNNOJIHOMOYEHHBIA NPEJACTABUTEJbD B PO

000 «KJIOBEPME[l» - 121099, r. Mocksa, yi1. Hosuift Apbart, a. 34 ctp. 1, nom. I, at. §,
KoM.1, Ten. +7 495 787 17 72; www.clovermed.ru
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ITepesod dgntozo mexcma enoRHEN NEPEOOUUKOM Kunax Banenmunoii Hempossioi.

Poccudickan Dedepayun
Topoo Mocxea
Jeaduans 4emeepmozo aszycma 08e MyCANY OeAdHAMS MPEMe20 200a
A, Ksumxo Qedop Anexcandposuy, nomapuyc 20poda Mockes:, CeudemesbCmsyio ROORUNHOCIIL ROONUCY
nepesodvuxa Kunax Barewmwris Ilemposnui.
Hoonucy coerana 6 Moém npucymemeus.
Jhsunocmy noonucasue20 OOKyMenm ycmarnosaeHa.

3 0 ebeecnipBhIG 62/137-1/77-2023. & 0 —72 4
Yiua'mtz m_n : no2o deticmaus: 400 pyb. 00 xon.

(Corueco

D.A. Koy,

Beezo npo..
RpOHyMEPOS.
3 CKPENAEHO NENAMBIO Rucma)(os)

Homapuye RO '
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Poccuitckas depepanms
"opog Mocksa

[BajLuaTb YeTBEpTOro aBrycra [iBe TbiCAYMN ABajLUaTb TPETbEro
roga

A, KButko ®depop AnekcaHaposud, HoTapuyc ropoga MOockBsbl,

CBMAETENbCTBYIO  BEPHOCTb  KOMWW, C  MPEACTaB/IeHHOro  MHe

[OKyMeHTa.

3apervcTpuposaHo B peectpe: Ne 62/137-H/77-2023- A
YnnayeHo 3a coBepLUeHMe HOTapUaNbHOrO AEWCTBUS: u b (N1 / Pyob.

®.A, KBUTKO

Bcero npowwmnto, NpoHyMepoBaHo, CKpenJie
neyatbld yo  nncT(a) (oB)

HoTapuyc
®.A. KBUTtko
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