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NCB® Polyaxial Locking Piate System
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Representative in the USA:
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ENGLISH

The CE mark is valid only if it is also printed on the product label.

NCB® Polyaxial Locking Plate System

Important information for the operating surgeon

Before using a product placed on the market by Zimmer, the operating surgeon should study carefully the
following recommendations, warnings and instructions, as well as the available product-specific information
(e.g. product literature, surgical technique). Zimmer is not liable for complications that may arise from the use
of the device in circumstances outside Zimmer’s control including, but not limited to, deviations from the
device’s indicated uses or surgical technique.

PRODUCT COMPATIBILITY
Plates, screws and accessories must only be combined with components listed in the product-specific surgical
technique.

DESCRIPTION

The NCB Polyaxial Locking Plate System is a plate solution for the treatment of complex fractures of the
distal femur, proximal humerus and proximal tibia. NCB holes allow for polyaxial screw placement (30°)
with subsequent screw locking. Before locking, the screws can act as lag screws and be used for fracture
reduction. In the locked mode, the plates act as an internal fixator without contact between the plate and the
bone surface reducing the risk of periosteal blood supply impairment.

An additional extension tuberculum minus plate can be assembled to the humeral plate with cerclage wire
technique for fixation of AP tuberculum minus fractures. NCB femoral, humeral and tibial plates, cortical,
cancellous and cannulated screws, locking cap, blind screw inserts and spacers are made from titanium alloy
Protasul®-64 (Ti6AI4V - ISO 5832-3/ASTM F1t36). The tuberculum minus plate is made from pure titanium
Protasul-Ti (ISO 5832-2/ASTM F67), cortical screws from titanium alloy Protasul-100 (Ti6AI7Nb ISO 5832-
11/ASTM F1295) and the cerclage wire from 1.4441 stainless steel Protasul-S (ISO 5832-1/ASTM F138-
F139).

INDICATIONS
The NCB Polyaxial Locking Plate System is indicated for temporary internal fixation and stabilization of

fractures and osteotomies of long bones.
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Metal sensitivity

Pain

Post traumatic osteoarthritis
Superficial and deep wound infections
Tendon rupture

Vascular and neurological complications
Wear

STERILITY
These devices are provided either sterile or non-sterile.

For non-sterile-packed devices:

Devices provided non-sterile are indicated by the |"**"* symbol on the label. It is highly recommended that
non-sterile implants are thoroughly cleaned. If the packaging is damaged then ensure that the product has not
also been damaged. All implants must be sterilized prior to use. Please follow the cleaning and sterilization
instructions described below.

For sterile-packed devices:

Gamma irradiation is indicated by the Arnwe e symbol on the label. These devices remain sterile as long as
the package integrity has not been violated and the expiration date has not been exceeded.

Inspect each package prior to use and do not use the component if any seal or cavity is damaged or
breached or if the expiration date has been exceeded. Once opened, the component must be used, discarded,
or resterilized. If the packaging is damaged or the sterility expiration date has been reached, the implants
must be returned to the manufacturer (not applicable for the USA).

RESTERILIZATION INSTRUCTIONS

* These sterilization instructions are consistent with ANSI/AAMI/ISO standards and guidelines. They
should be used for items supplied non-sterile, for reprocessing reusable devices, or for sterile items
that were opened but unused.

See Zimmer booklet 97-5000-170-00 (available in English from your distributor or at
www.zimmer.com) for detailed sterilization guidelines.

* Do not reuse instruments or devices labeled for single use only.

» All-metal implants without an articulating surface may be resterilized multiple times. This is subject to
the exceptions listed below.

« DO NOT RESTERILIZE:

- Single use only components that have been contaminated with body fluids or debris or
previously implanted.
- Components with a packaging expiration date that has been exceeded.

e  Sterilize only completely cleaned and dried products.

« Do not use the original packaging or one of its components for resterilization. Single devices should
be packed in a medical grade sterilization pouch or wrap which conforms to the recommended
specifications for steam sterilization provided in the table below. Ensure that the pouch or wrap is
large enough to contain the devices without stressing the seals or tearing the pouch or wrap.

e Sets of devices may be loaded into general or dedicated trays. Use a medical grade sterilization
pouch or wrap (double wrap method - ANSI/AAMI ST79). Sterilization should be performed
immediately prior to use.

* Items made from titanium and titanium alloys can form oxide layers from steam boiler treatment,
chemicals, or detergent residues. While these oxides are biocompatible, they can obliterate etchings
and stampings.

Recommended Sterilization/Resterilization Specifications
Follow the sterilizer manufacturer’s instructions for loading patterns and selection of sterilization parameters.
Drying times vary according to load size and should be increased for larger loads.

EN_D011500204 2016/09 Page 3 of 4 )Zimmer GmbH
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Single, All-Metal Implants
Steam Sterilization

Type Temperature Exposure Time Minimum Dry Time

UK Pre-vacuum/Pulsa-

. , 134 °C (273 °F) 3 minutes
ting Vacuum
) 15 minutes
Pre-vacuum/Pulsating 132 °C (270 “F) 4 minutes
Vacuum
’ This cycle is not for use in the USA.
All-Metal Implants In Sterilization Cases and Travs
Steam Sterilization
Type Temperature Exposure Time Minimum Dry Time
UK Pre-vacuum/Pulsa- 134 ¢ (273 °F) 3 minutes
ting Vacuum
Pre-vacuum/Pulsating o o . .
Vacuum 132 °C (270 °F) 4 minutes 30 minutes
Pre-vacuum/Pulsating 134 °C (273 °F) 18 minutes

Vacuum’

" This cycle is not for use in the USA.
AThis cycle is not to be used for the inactivation of prions.

For further information on cieaning, refer to Zimmer bookiet 97-5000-170-00 - “Orthopaedic Reusabie
Devices”, avaiiabie in Engiish from your distributor or at www.zimmer.com.

Please contact Zimmer at the following number if you have additional questions. In the USA, call 1-800-348-
2759. For calls outside the USA, call the local international access code -i-1-574-267-6131.

STORAGE AND HANDLING

e Itis recommended to store the product in a dry place at room temperature.

« Implants that are provided sterile must be stored unopened in their original packaging.

« Before sterile implants are removed from their packaging, the protective packaging must be examined
for possible damage to the sterile barrier. If an expiration date for sterility of the product is indicated,
this must be observed. If the sterile barrier system is damaged or the sterility expiration date has been
reached, the implants must not be used.

« Implants are extremely sensitive to damage. Therefore, careful handling is strongly recommended.
Implants, implant parts and instruments that can no longer be used may be returned to the
manufacturer for proper disposal free of charge (not applicable for the USA).

PATIENT COUNSELING INFORMATION

Complications and/or failure of temporary internal fixation devices are more likely to occur in patients with
unrealistic functional expectations, heavy patients, physically active patients and/or with patients who fail to
follow through with the required rehabilitation program. Physical activity or trauma can result in loosening, wear
and/or fracture of the implant. The prospective implant patient must be counseled about the capabilities of
the implant and the impact it will have on his or her lifestyle. The patient must be instructed about all
postoperative restrictions, particularly those related to occupational and sports activities and about the
possibility that the implant or its components may wear out, fail or need to be replaced. The implant is not as
strong, reliable or durable as natural, healthy bone and will fail under normal weight bearing or load bearing in
the absence of complete bone healing.

All trademarks and logos referred to within this package insert are the property of Zimmer, Inc. or its
affiliates.

not sterile Symbol for «Contents packed without sterilization»
“only Caution: Federal law restricts this device to sale by or on the order of a physician.
EN_D011500204 2016/09 Page 4 of 4 ©zimmer GmbH
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ENGLISH

The CEmark isvalid only ifit isalso printed on the product label.

NCB” Straight Narrow Shaft Plate «
Important information to the operating surgeon

Before using a product placed on the market by Zimmer, the operating surgeon should study
carefully the following recommendations, warnings and instructions, aswell as the available
product-specificinformation (e.g., product literature, written surgical technique). Zimmer is
not liable for complications that may arise from use of the device in circumstances outside
of Zimmer's contral including, but not limited to, product selection and deviations fromthe
device'sindicated usesor surgiul technique.

PRODUa COMPATIBILITY
Plates, screws and accessories can only be combined with components listed in the product-
specific Surgical Technique.

DESCRIPTION

The/VOB (Non-Contact-Bridging) Straight Narrow Shaft Plate isa line of polyaxial locking plates
for the treatment of humeral and tibial shaft fractures, including periprosthetic fractures. The
NOB System technology allows for polyaxial saew placement (30° cone) with screw locking
achievedwith the use of locking capsthat are threaded into the plate holes. Inthe locked
mode the NCB Straight Narrow Shaft Plate acts as an internal fixator without contact between
the plate and the bone surface, reducing the risk of periosteal blood supply impairment. This
Non-Contact-Bridging concept can be specifically controlled through the use of 1,2, or 3mm
spacers, which are threaded into the plate holes prior to plate insertion. Plates, saews, blind
saew inserts, spacersand locking caps are made of titanium alloy.

INDICATIONS

The NCB Straight Narrow Shaft Plate isindicated for temporary internal fixation and
stahilization of humeral and tibial shaft fractures and osteotomies, including:

*  Periprosthetic fractures

+ Comminuted fractures

+  Fractures in osteopenic bone

+ Nonunions

+  Malunlons

CONTRAINDICATIONS

+  All concomitant diseases that may impair the fixation of the implant and/or the success of
the intervention.

+  Lackof bone substance or poor bone quality which mekes stable seating of the implant
impossible.

+ Acute or chronic, local or systemic infections.

+  Allergytothe implanted meterials.

+ Severemuscular, neural or vascular diseases that endanger the extremities involved.

*  Loose prosthesis, which requires immediate revision.

WARNINGS

+  Donot reuse. Thisdevice issingle use only. Reuse may adversely affect device performance.

+  Reuse ofasingle use device that has come in contact with blood, bone, tissue or other
body fluids may lead to patient or user injury. Possible risks associated with reuse ofa
single use device include, but are not limited to, mechanical failure and transmission of
infectious agents.

> Failure to immobilize a delayed or nonunion of bone will result in excessiveand repeated
stresseswhich can cause eventual bending or breakage of the device.
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Do not mix dissimilar metals and alloys that can accelerate corrosion and enhance
fracture of implants. It isimportant that mechanical fit and metallurgical compatibility be
considered in selecting mating components.

Do not use this product for other than labeled indications (off-label use).

Plates, screws and accessories must only be combined with components listed in the
surgiGl technique. No liability isaccepted for products of third parties that a'resed by
the purchaser or the user. It isthe responsibility of the user to meke sure that the systems
are compatible.

Contact between screws, plates, Gbies, drilling tools and a previously implanted prosthesis
is to be avoided as it may result in the generation of metal particle debris and damage to
the existing prosthesis.

Use only instruments specifically designed for use with these devices to help ensure
accurate surgiGl implantation.

The load-bearing capacity of the implant Gn be compromised by notching, scratching or
striking the device.

Do not use any technique for implantation other than that described by Zimmer.

Do not use any component if damage isfound or caused during set up or insertion.
Damage could subject the plate to inaeased stresses, which may lead to device failure.
Do not use saews in this systemfor attachment or fixation of the posterior elements
(pedicles) of the cervical, thoracic or lumbar spine.

Drilling and inserting screws into the outer edge of the cortiGi bone may lead to bone
cortex breakage.

|f0nly unicortiGi saews are used, additional cables are required.

PRECAUTIONS
Continued surveillance for new or recurrent sources of infection should be continued as
long asthe device isin place.

These implants are designed for temporary usage and are generally removed oncethe
bone Gn resume its normeal function. The physicianin charge isresponsible for the
decision to remove the implants. The risk of adverse effects such as secondary infections,
allergies, material fatigue (breakage), implant failure and/or impaired blood circulation,
explantation related complications increaseswith the time the implant isimplanted,
delayed union, non-union, patient weight and activity level.

+  Implants must not be machined or altered in any way, unless this isexpressly envisaged in
the design and in the surgical technique.

+  Toprevent thread stripping and allow for adequate screw purchase, pess screns as
centrally through the bone as possible. In addition, irrigation may be used to help prevent
thermal necrosis as the screws are inserted.

+  Itmust be ensured that already implanted intramedullary systems, their fixation anc/or
anchorage elements are not affected or damaged by screws or drill bits.

+  Beaware that bending the plate may decrease its fatigue strength. Furthermore, the
locking mechanism of the NCB Plate hole may be damaged and, therefore, may no longer
function. Do not use a hole that has been altered by plate contouring for locking.

* MAmMmM RESCNANCE(MR) SAFETYAND COVPATIBILITY: IN THE EVENT OF EXPOSLRETO
FORESEEABLE ENVIRONVENTAL CONDITIONS SUCH AS MAGNETICHELDS THE USERANDIOR
PATIENT SHOULD BE INFORVED OF THE FOLLOWING:

- Thisdevice has not been evaluated for safety and compatibility in the MR environment.

- Thisdevice has not been tested for heating or migration in the MR environment.

- There isa potential for heating and migration in the MR environment.

- There isthe potential for metal implants to create MR imaging artifacts in the vicinity
of the implant.

ADVERSE EFFEaS

+  Displacementand loosening of implant
+  Deepwound infections

*  Vascular complications

*  Pseudoarthrosis
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Nerve damage

Corrosion of metal implants

Wear

Fatigue fracture

inflammatory reactionsand osteolysis

Bonefractures !
Metal sensitivity

Avascular necrosis

STERILITY

These devices are provided either sterile or non$terile.

Gamma Irradiation isindicated by thei s te rit e iTTI symbol on the labeling. These
devices remain sterile as long as the package integrity has not been violated and before
the expiration date isreached.

Inspect each package prior to use and do not usethe component Ifany seal or cavity is
damaged, breached, or ifthe expiration date has been exceeded.

Once opened, the component must be used, disarded, or resterilized.

If the packaging Isdamaged or the sterility expiration date has been reached, the implants
must be returned to the manufacturer (not applicable forthe USA).

STERILIZATION INSTRUCTIONS

These sterilization instructions are consistent with ANSIAAMI/1S0 standards and

guidelines. They should be used for items supplied non-sterile, for reprocessing reusable

devices, or for sterile items that were opened but unused.

- See Zimmer booklet 97-5000'170'00 (available ht)m your distributor or at
zimmer.com) for detailed sterilization guidelines.

Do not reuse instruments or devices labeled for single use only. All- metal implants

without an articulating surface may be resterilized multiple times. This issubject to the

exceptions listed below.

DONOT RESTERLZE

- Single use only components that have been contaminated with body fluids or debris or
previously implanted.

- Components with a packaging expiration date that has been exceeded.

Do not use the original packaging (e.g. plastic cavities or lids) for resterilization. Single

devices should be packaged in a medical grade sterilization pouch or wrap which

conforms to the recommended specifications for steam sterilization provided in the table

below. Ensure that the pouch orwrap is large enough to contain the deviceswithout

stressing the seals or tearing.

Sets of devices may be loaded into general or dedicated trays. Use a medical grade

sterilization pouch or wrap (double wrap method - ANSI/AAMIST79). Sterilization should

be performed immediately prior to use.

Items made hom titanium and titanium alloys can form oxide layers from steam boiler

treatment chemicals or detergent residues. While these oxides are biocompatible, they can

obliterate etchings and stampings.

Recommended Steriltzation/Resterilization Specifications

Followthe sterilizer manufacturer's instructions for loading patterns and selection of
sterilization parameters. Drying times vary according to load size and should be increased for
larger loads.
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Single. All-Metal Implants
Steam Sterilization

Type Minimum Minimum Minimum
Temperature Exposure Time Dry Time
Gravity Displacement 250T{121"C) 30 minutes
Gravity Displacement 270'F{132'T) 15 minutes .
. . 15 minutes
UK Pre-vacuum/Pulsating Vacuum'  273"F(134°C) 3 minutes
Pre-vacuum/Pulsating Vacuum 27(TF{132°Q 4 minutes

‘This cycleisnot for use in the USA

All-Metal Imolants In Sterilization Casesand Travs
Steam Sterilization

Type Minimum Minimum Minimum
Temperature BxposureTime DryTime

UKPre- vacuum/Pulsating Vacuun  273"F{134"C) 3minutes
Pre-vacuum/Pulsating Vacuum 270°F(132“Q 4 minutes 30 minutes

Pre-vacuum/Pulsating Vacuum'” 273F(134Q 18 minutes

*Ttiis cycle isnot for use inthe USA
" This cycle isnot to be used for the inactivation of prions.

Please contact Zimmer at the following number if you have addiitional questions. In the
USA call 1-800-348'2759. For calls outside the USA, g |l the local international access code
+1-574-267-6131.

STORAGE AND HANDLING

+  Implants/Instruments must be stored unopened in their original packaging and must be
examined for possible damage before use.

+  Beforesterile implants/instruments are removed from their packaging, the protective
packaging must be examined for passible damage to the sterile barrier. If an expiration
date fer sterility of the product isindicated, this must be observed. If the sterile
barrier system isdamaged or the sterility expiration date has been reached, the
implantsfinstruments must not be used

+  Implants/Instruments are extremely sensitive to damage. Even small scratches or
merks left by impacts on the surfaces will cause excessivewear and may give riseto
complications. Extremely careful handling is therefore strongly recommended.

PATIENT COUNSELING INFORMATION

Complications and/or Allure of implants are more likely to occur in patients with unrealistic
functional expectations, heavy patients, physiully active patients, and/or with patients who
Ail tofollow through with the required rehabilitation program. Physical activity or trauma can
result in loosening, wear, and/or fracture of the implant. The patient must be instructed about
all postoperative restrictions, particularly those related to occupational and sportsactivities,
and about the possibility that the implant or its components may wear out, fail or need to be
replaced. The implant isnot as strong, reliable, or durable as natural, healthy bone, and will ~il
under normal weight bearing or load bearing in the absence of complete bone healing.

Al names, trademarks, service merks and logos referred to within this package insert are the
property of Zimmer, Inc. and/or their respective subsidiaries.

“tonly Cavttion: Federal law restricts this device to sale by or on the order of a
physician

jNOT|STERILE| Symbol for «Contents packed without sterilization*
6
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ENGLISH

The CE mark is valid only if it is also printed on the product label.

NCB® PERIPROSTHETIC FEMUR POLYAXIAL LOCKING PLATE
SYSTEM

Before using a product placed on the market by Zimmer, the operating surgeon should study carefully
the following recommendations, warnings and instructions, as well as the available product-specific
information (e.g., product literature, written surgical technique). The manufacturer, the importer and the
suppliers of Zimmer products are not liable for complications or other effects that may occur for
reasons such as incorrect indications or surgical technique, use of the device outside of its indicated
uses, unsuitable choice of material or handling thereof, unsuitable use or handling of the instruments,
asepsis and so on. The operating surgeon is responsible for any such complications or other
conseguences.

PRODUCT COMPATIBILITY
Plates, screws and accessories can only be combined with components listed in the product-specific
Surgical Technique.

DESCRIPTION

The ncB (Non-Contact Bridging) Periprosthetic Femur Polyaxial Locking Plate System is a line of
polyaxial locking plates for the treatment of femur fractures, particularly of periprosthetic femur
factures. It consists primarily of Proximal Femur Plates, Distal Femur Plates, and Curved Shaft
Plates. The ncs System technology allows for polyaxial screw placement (30° cone) with screw
locking achieved with the use of locking caps that are threaded into the plate holes. In the locked
mode the ncB Periprosthetic Plate acts as an internal fixator without contact between the plate and
the bone surface, reducing the risk of periosteal blood supply impairment. This Non-Contact Bridging
concept can be specifically controlled through the use of 1, 2, or 3 mm spacers, which are threaded
into the plate holes prior to plate insertion. Plates, screws, blind screw inserts, spacers and locking
caps are made of titanium alloy.

INDICATIONS/INTENDED USE
The ~ncB Periprosthetic Femur Polyaxial Locking Plate System is indicated for temporary internal
fixation and stabilization of fractures and osteotomies of long bones, including;

87-6203-801-01 2014/09 Page 10of 5 ©ZimmerGmbH
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Periprosthetic fractures
Comminuted fractures
Supracondylar fractures
Fractures in osteopenic bone
Nonunions

Malunions

CONTRAINDICATIONS

All concomitant diseases that may impair the fixation of the implant and/or the success of
the intervention.

Lack of bone substance or poor bone quality which makes stable seating of the implant
impossible.

Acute or chronic, local or systemic infections.

Allergy to the implanted materials.

Severe muscular, neural or vascular diseases that endanger the extremities involved.

Loose prosthesis, which requires immediate revision.

WARNINGS A

Do not reuse. This device is single use only.

Reuse of a single use device that has come in contact with blood, bone, tissue or other
body fluids may lead to patient or user injury. Possible risks associated with reuse of a
single use device include, but are not limited to, mechanical failure and transmission of
infectious agents.

Do not use this product for other than labeled indications (off-label use).

Plates, screws and accessories must only be combined with components belonging to the
same system. No liability is accepted for products of third parties that are used by the purchaser
or the user. Itis the responsibility of the user to make sure that the systems are compatible.
Contact between screws, plates, cables, drilling tools and a previously implanted prosthesis is
to be avoided as it may result in the generation of metal particle debris and damage to the
existing prosthesis.

Use only instruments specifically designed for use with these devices to help ensure
accurate surgical implantation.

The load-bearing capacity of the implant can be compromised by notching, scratching or
striking the device.

Do not use any technique for implantation other than that described by Zimmer.

Do not use any component if damage is found or caused during set up or insertion.
Damage could subject the plate to increased stresses, which may lead to device failure.

Do not use screws in this system for attachment or fixation of the posterior elements
(pedicles) of the cervical, thoracic or lumbar spine.

Drilling and inserting screws into the outer edge of the cortical bone may lead to bone
cortex breakage.

If only unicortical screws are used, additional cables are required.

Do not insert three screws in one diagonal three hole pattern.

PRECAUTIONS

Continued surveillance for new or recurrent sources of infection should be continued as long
as the device is in place.

These implants are designed for temporary usage and are generally removed once the
bone can resume its normal function. The physician in charge is responsible for the
decision to remove the implants. The risk of adverse effects such as secondary
infections, allergies, material fatigue (breakage), implant failure and/or impaired blood
circulation increases with the time the implant is implanted, delayed union, non-union, patient
weight and activity level.

Implants must not be machined or altered in any way, unless this is expressly envisaged in
the design and in the surgical technique.

To prevent thread stripping and allow for adequate screw purchase, pass screws as
centrally through the bone as possible. In addition, irrigation may be used to help
prevent thermal necrosis as the screws are inserted.

87-6203-801-01 2014/09 Page2 of 5 ©ZimmerGmbH
SAP Document 186576 Rev. 03
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It must be ensured that already implanted intramedullary systems, their fixation and/or

anchorage elements are not affected or damaged by screws or drill bits.

The ncB Periprosthetic Femur Polyaxial Locking Plates are anatomically shaped. Be aware

that bending the plate may decrease its fatigue strength. Furthermore, the locking mechanism

of the ncB Plate hole may be damaged and, therefore, may no longer function. Do not use a

hole that has been altered by plate contouring for locking.

MAGNETIC REONANCE (MR) SAFETY AND COMPATIBILITY: In the event of exposure to

foreseeable environmental conditions such as magnetic fields the user and/or patient should be

informed of the following:

- This device has not been evaluated for safety and compatibility in the MR environment.

- This device has not been tested for heating or migration in the MR environment.

- There is a potential for heating and migration in the MR environment.

- There is the potential for metal implants to create MR imaging artifacts in the vicinity of the
implant.

ADVERSE EFFECTS

Displacement and loosening of implant
Deep wound infections

Vascular complications
Pseudoarthrosis

Nerve damage

Corrosion of metal implants

Wear

Fatigue fracture

Inflammatory reactions and osteolysis
Bone fractures

Metal sensitivity

Avascular necrosis

STERILITY

These devices are provided either sterile or non-sterile.

Gamma irradiation is indicated by the “Sterile-R":ELl’-)-TBg—alsymbol on the labeling. These
devices remain sterile as long as the package integrity has not been violated and before the
expiration date is reached.

Inspect each package prior to use and do not use the component if any seal or cavity
is damaged, breached, or if the expiration date has been exceeded.

Once opened, the component must be used, discarded, or resterilized.

If the packaging is damaged or the sterility expiration date has been reached, the implants
must be returned to the manufacturer. (Not applicable for the USA.)

STERILIZATION INSTRUCTIONS
These sterilization instructions are consistent with ANSI/AAMI/ISO standards and guidelines.

They should be used for items supplied non-sterile, for reprocessing reusable devices, or

for sterile items that were opened but unused.

- See Zimmer booklet 97-5000-170-00 (available from your distributor or at zimmer.com) for
detailed sterilization guidelines.

Do not reuse instruments or devices labeled for single use only. Reuse of a single use

device that has come in contact with blood, bone, tissue or other body fluids may lead to patient

or user injury. Possible risks associated with reuse of a single use device include, but are not

limited to, mechanical failure and transmission of infectious agents.

All-metal implants without an articulating surface may be resterilized multiple times. This

is subject to the exceptions listed below.

DO NOT RESTERILIZE:

- Single use only components that have been contaminated with body fluids or debris or
previously implanted.

- Components with a packaging expiration date that has been exceeded.

Do not use the original packaging or one of its components for resterilization. Single devices

should be packaged in a medical grade sterilization pouch or wrap which conforms to the
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recommended specifications for steam sterilization provided in the table below. Ensure that the
pouch or wrap is large enough to contain the devices without stressing the seals or tearing the
pouch or wrap.

e Sets of devices may be loaded into general or dedicated trays. Use a medical grade
sterilization pouch or wrap (double wrap method - ANSI/AAMI ST79). Sterilization should be
performed immediately prior to use.

¢ Items made from titanium and titanium alloys can form oxide layers from steam boiler
treatment chemicals or detergent residues. While these oxides are biocompatible, they can
obliterate etchings and stampings.

Recommended Sterilization/Resterilization Specifications
Follow the sterilizer manufacturer’s instructions for loading patterns and selection of sterilization
parameters. Drying times vary according to load size and should be increased for larger loads.

Single All-Metal Implants
Steam Sterilization

Minimum Minimum Exposure . .
Type Temperature Time Minimum Dry Time

Gravity Displacement 12rC(250°F) 30 minutes
Gravity Displacement 132°C(270°F) 15 minutes

15 minutes
UK Pre-vacuum/Pulsa- 134°C(273°F) 3 minutes

ting Vacuum

Pre-vacuum/Pulsating 132°C (270°F) 4 minutes

Vacuum

' This cycle is not for use in the USA.

All-Metal Implants In Sterilization Cases and Trays
Steam Sterilization

Minimum Minimum Exposure L :
Type Temperature Time Minimum Dry Time
UK Pre-vacuum/Pulsa- 134°C (273T) 3 minutes
ting Vacuum

Pre-vacuum/Pulsating o o - .

Vacuum 132°C(270°F) 4 minutes 30 minutes
Pre-vacuum/Pulsating 134°C(273T) 18 minutes

Vacuum’

This cycle is not for use in the USA.
AThis cycle is not to be used for the inactivation of prions.

Please contact Zimmer at the following number if you have additional questions. In the USA, call 1-
800-348-2759. For calls outside the USA, call the local international access code +1-574-267-6131.

PATIENT COUNSELING INFORMATION

Complications and/or failure of prosthetic implants are more likely to occur in patients with unrealistic
functional expectations, heavy patients, physically active patients, and/or with patients who fail to
follow through with the required rehabilitation program. Physical activity can result in loosening, wear,
and/or fracture of the implant. The prospective implant patient must be counseled about the capabilities
of the implant and the impact it will have on his or her lifestyle. The patient must be instructed
about all postoperative restrictions, particularly those related to occupational and sports activities
and about the possibility that the implant or its components may wear out, fail or need to be replaced.
The implant may not last the rest of the patient’s life, or any particular length of time. Because
prosthetic implants are not as strong, reliable, or durable as natural, healthy tissues/bones, all such
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devices may need to be replaced at some point.

All names, trademarks, service marks and logos referred to within this package insert are the property of
Zimmer, Inc. and/or their respective subsidiaries.

The manufacturer for each ncB Periprosthetic Femur Polyaxial Locking Plate System component is
listed in the table below:

Component Manufacturer
Plates Zimmer GmbH
Unicortical and Deep Thread Screws Zimmer, Inc.
All other Screws , Zimmer GmbH
Locking Caps and Spacers Zimmer GmbH
not sterile Symbol for «Contents packed without sterilization
4c only Caution; Federal law restricts this device to sale by or on order of a physician
87-6203-801-01 2014/09 Page 5 of 5 ©Zimmer GmbH
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[MepeBog ¢ aHrNMIACKOTO M HEMELKOTO I3bIKOB Ha PYCCKMI A3bIK\
[Ha 6nanke komnaHun «3ummep MM6X»]

«3nmmep MMoX»
3ynbuepannee 8,
CH-8404, BuHTepTyp,
LLIBeiuapms
(Sulzerallee 8,
CH-8404 Winterthur
Switzerland)
www.zimmer.com

MoATBepXKAeHME NHADOPMALIMK, COfiepXKaLLelics B 10Cbe

MpeacTaBneHHbIA JOKYMEHT npefHasHayeH A0S MpuMeHeHus B Poccum gns MeAMULMUHCKOro
n3genna «MmnnaHTatbl gna octeocMHTesa NCB - nnacTuHbl HECTEPUNbHBIE» U COAEPXKUT
cnefyoLLyo nHpopmaymio:

*  WHcTpyKums no npumeHeHuto DO11500204
e WHcTpyKums no npumeHeHuto D011500290
*  WHCTpyKumMa no npumeHeHunto 87-6203-801-01

A nopgTBepXgaw, 4TO NpeACTaBNeHHble AOKYMEHTbl, HAaCKONbKO MHE W3BECTHO, SBNSOTCS
[AOCTOBEPHbIMU 1 TOYHbIMKW. Kpome TOro, KomnaHusi «3ummep [M6X» 6GepeT Ha cebs
OTBETCTBEHHOCTb MO /106LIM HOPUANYECKUM 0653aTeNIbCTBAM, OTHOCALLMMCS K NpeAcTaBneHHbIM
[AOKYMeHTaM.

Inodnuchbl
MartTtnac broprep
Buue-npesnaeHT no ob6ecnevyeHWo KadvectBa W
HOPMaTUBHO-NPABOBOMY COOTBETCTBUIO
«3ummep MmoX»
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OdmymanbHoe yocToBepeHMe
3acBuaeTeNIbCTBOBAHO A1 YAOCTOBEPEHUS NOATMHHOCTM MPeALEeCcTBYOLWE NOLNNCH

r-ha Mattnaca BKOPIEPA, rpaxpgaHvHa [epmMaHun, npoxusawwero B r. BuHTepType,
LLIBeiLLapms, N3BECTHOTO HaM JINYHO,

BHECEHHOro B TOProBbIi peecTp KaHTOHa Lilopux B KayecTBe nuLa C NpPaBOM MNOAMMUCH,
[eiiCTBYHOLLEr0 MO AOBEPEHHOCTN B COOGCTBEHHOM /iMLIE OT MMEHM

«3ummMep TM6X», KOMAaHUW C OrpaHUYeHHO OTBETCTBEHHOCTbIO C 3apervCTPUpPOBaHHbLIM
rofI0BHLIM OUCOM B I. BUHTEpPTYpe, KaHTOH Litopux, LU Beliyapwus.

Mognuch Obina NOATBEPXAEHA B HalleM NPUCYTCTBUM MOMHOMOYHbIM TPETbUM JINLLOM: T-XKOM
B. Pebep.

MpoBepKa AaHHbIX B TOProBOM PeecTpe MNPOBeAeHa MyTeM 3anpoca 4epes CeTb VIHTepHeT
HENoCPeACTBEHHO Nepef OeyLLeCTBNeHMeM 0NLNANbHOTO YA0CTOBEPEHMUS.

BuHTepTyp, 23 mas 2017 T.
PeecTpoBbIii HOMep: 1272
B3bickaHo: 30,00 wBeliLapcknx gpaHKoB

HOTAPUAJIbHAA KOHTOPA OBEPBUHTEPTYP-BUHTEPTYP

/nognuce/

XaHcnetep /11, NOMOLUHHK HOTapuyca
MapTuH LWmykn

HoTapuyc

{MeyaTb HOTapuanbHoi KOHTOpPbI O6epBUHTEPTYP-BuHTEpTYP]
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\Ha 6naHke komnaHun «3nmmep M 6X»]

LLTpux-Kof ¢
pefakuuen
Cuctema nonvakcuanbHbix 61oKupyowmnx nnactuH NCB®

Zimmer GmbH

Sulzerallee 8

8404 Winterthur, Switzerland

Telephone +41/ (0)58 854 80 00

Fax+41/(0)52 244 86 70 ir
WWW.zimmer.com

Representative in the USA:

Zimmer, Inc.

1800 West Center Street

If Warsaw, Indiana, 46580, USA

DOI1500204 Ed. 2016/09

pycckuii
3Hak CE peicTBuTENEH, TOMbKO €C/IN OH TakXXe HaHeCeH Ha 3TUKETKY U3LeNnus.

CwucTtema nonnakcmasnbHbIX 610KMpytowmx naactmH NCB

BaxxHaa nHpopmauunsa 415 onepupyroLLLero xmpypra

Mepep MCNO/b30BAHMEM MOCTaB/ISEMONO Ha PbIHOK KOMMNaHWEN Zimmer n3fenvs onepupyroLuLmni
XWPYpr — OO/MKEH BHMMATENbHO  O3HAaKOMWUTbCS CO  CMEAyHLWMMU  peKOMeHAauusMMu,
MPeLoCTEPEXXEHNAMN U UHCTPYKUMAMM, a Takxe AOCTYMHON WHGoOpMauneldn 0 KOHKPETHOM
n3genun (Hanpvmep, CcofepXKalleiics B MeyaTHbIX Matepuanax 06 u3fenuu, B ONUCaHUAX
XVUPYPruyeckoi TexXHNKn n gp.). Komnaums Zimmer He HeCeT OTBETCTBEHHOCTb 3a OC/IOXHEHMS,
BO3HMKalOLWNe BCNeACTBME UCMOMb30BaHUA U3LeNnua npyu 06CTOATeNbCTBAX, HAXOAALMUXCA BHe
cepbl  BAMSHUA  KOMMOaHWM  Zimmer, BK/AYas, MNOMUMO MpOYero, OTKAOHeHWs OT
npeLycMOTPEHHOr0 NPUMEHEHUS U3LENNS UNN YKa3aHHON XMPYPTUYECKOW TEXHUKMN.

COBMECTWMOCTb U3OENNI
MNacTWHbl, BUHTbI W MNPUHALNEXHOCTU CnefyeT couyeTaTb TONbKO C  KOMMOHEHTaMu,
MepeyncneHHbIMN B PYKOBOACTBE MO XUPYPrUYECKOWR TEXHUKE ANt KOHKPETHOTO 13aenus.

OMMCAHME

CuctemMa nonvakcuanbHbix 6nokmpytowmx nnactuH NCB npepactaBnser co6oi cuctemy
NNacTUH [ANa  JIEYEHUS CMOXHbLIX MNEepenoMoB  AWCTalbHOro oThena OefpeHHON  KocTw,
NPOKCUMa/IbHOrO OTAena nae4yeBoil KOCTU U NMPOKCUMaNbHOro otaena 60nbLebepLo0Boin KOCTU.
OTtBepcTtna B nnactnHax NCB patoT BO3MOXHOCTb YCTaHOBUTb BUHTbI nonmakcnanbHo (30°) ¢
nX nocnegyrowmnm 61okmposaHuem. MNepen 6/10KNPOBAHMEM BUHTbI MOTYT CNYXUTb B KayecTse
CTArVBAOLWMNX BUHTOB M MCNOMb30BaTbCA AN8 penosvumu nepenomos. Mpu 6nokupoBaHUn
MCMONb30BaHHbIX  BWUHTOB  MAACTWHbI  WrpaldT  po/ib  BHYTPEHHero  (ukcatopa, He
KOHTaKTUPYIOLLLEro C MOBEPXHOCTLIO KOCTU, YTO YMEHbLLAeT PUCK HapyLLeHUsd nepnocTanbHoro
KPOBOCHAOXeHNS.
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LJONONHUTENbHYK  YAMHUTENbHYD NNAaCTUHY «Manblii  6Yropok» MOXHO WCNONb30BaTb
COBMECTHO C MJIeYeBOM MMACTUHON C MPUMEHEHWEM CEPK/ISHKHOW MPOBONOKU ANA (hmKcalmm
nepefHe-3afHUX MepefioMOB Manoro Oyropka. beapeHHble, nneyeBble U 60ONbLIEOGEPLOBbIE
LACTUHBI, KOPTUKa/IbHbIE, CMIOHTMO3HbIE U KAHIO/IMPOBAHHbIE BUHTbI, 6/10KMPYHOLLIME KOMaYKK,
3arnywkn wn cneicepbl cuctemMbl NCB wm3rotoBneHbl M3 TUTAaHOBOro cnnaea Protasul®-64
(TiI6A14V - ISO 5832-3/ASTM F136). MnacTnHa «manblil 6Yropok» M3roToB/ieHa U3 YMUCTOro
TutaHa Protasul-Ti (1ISO 5832-2/ASTM F67), KOpTUKanbHble BUHTbLI - U3 TUTAHOBOrO Cnasa
Protasul-I00O (Ti6A17Nb ISO 5832-11/ASTM F1295), a cepknsxHas MNpoBO/OKa - U3
Hep)xaBsetoLLein ctanu mapku 1.4441 Protasul-S (1SO 5832-1/ASTM F138-F139).

MOKA3AHVA K NMPUMEHEHUNIO
Cuctema nonvakcuanbHbiX 610KMpyOWMX nnactuH NCB npegHasHayeHa [Ans BPEMEHHO
BHYTPEHHEN (hmKcaunm n ctabunmsaumm nepenoMoB 1 0CTEOTOMUN ANUHHbBIX KOCTEN.

MPOTMBOIMOKA3AHUNA

» Bce conyTcTBytoWMe 3a60/1€BaHUSA, KOTOPbIe MOTYT YXYALWNTb (PUKCALUIO MMMNaHTaTa u/unm
pe3ynbTaTbl ONepaTMBHOIO BMeLLaTeNbCTBA.

» HefocTaToK KOCTHOW MacCbl UM MI0X0€ KayecTBO KOCTU, YTO AenaeT CTabunbHYK nocagky
MMMaaHTaTa HeBO3MOXHOIA.

» OCTpble NN XPOHUYECKME, TOKA/bHbBIE MK 06LWMe NHDEKL M.

* Anneprus Ha UMNNaHTUPYEMbIA MaTepuan.

o TsXKeNnble MblLLEYHbIE, HEBPONOTNYECKNE WM BaCKynspHble 60/1€3HM, KOTOpble MOABEPrakT
OMacHOCTMN MOPaXXeHHbIE KOHEYHOCTMW.

MPEAOCTEPEXEHUA

* [lOBTOpHOE nNpuMMeHeHWe He ponyckaetes. VmnnaHTaTbl npefHasHayeHbl TONbKO ANS
OLHOKpPATHOro MCcnosib3oBaHus. MOBTOPHOE MCMOMNb30BaHME MOXET OTpMLATENbHO CKa3aTbCA Ha
(hYHKLUOHUPOBAHMUW U3LENNS.

 [10OBTOPHOE NPUMeEHeHNe N3ennsa 0g4HOKPATHOrO MCMO/b30BaHMSA, KOTOPOe KOHTaKTMPOoBano ¢
KOCTbIO, TKaHblO, a TakKXXe KPOBbIO WAN APYTMMU (DU3NONIOTUYECKUMU XKUAKOCTAMMU, MOXKET
HaHecTV Bped NauWMeHTy WAM MOonb30BaTeNto. BO3MOXHbIE PUCKW, CBA3aHHbIE C MOBTOPHbLIM
NPYMeHeHneM W3fenud O4HOKPATHOrO WUCMOMb30BaHWA, BK/OYaOT, MOMUMO MPOYEro,
MeXaHW4YeCKyH HeUcnpaBHOCTbL M nepefavy Bo3dyauTenen UHPeKL UK.

* He ncnonb3yinTe KOMMOHEHT, ecin 06Hapy)XeH ero gedekT uam gedekT NosBuiCa BO Bpems
YCTaHOBKW U BBEAEHNS.

* IMnnaHTaTbl M WX 4acTu cnefyeT coyeTaTb TOJIbKO C KOMMOHEHTAMW TOW >K€ CUCTeMbl.
KomnaHusi He HeceT OTBETCTBEHHOCTW 3a MPOAYKUMIO TPeTbUX CTOPOH, MWCMO/b3yeMYHO
MOKyrnarTenem Wi rnosb3oBaTenem.

* YT06bI 06€CMEeYnNTb TOYHYIO XUPYPTrUYECKY0 MMMNAHTaLUI0, NOAb3YWTECh TONLKO CreunanbHo
npeAHasHa4YeHHbIMU ANS faHHbIX U3Je/INA MHCTPYMEHTaMU.

* CnocobHOCTb MMNMaHTaTa BblAepXMBaTb Harpyskm MOXeT ObiTb CHUXEHA B pe3ysbTarte
0b6pa3oBaHMA Haceyek W LapanviH Ha U3Lenn Uan y4apoB Mo Hemy.

* He nsrnbaite nnactmHbl NCB.

* HenpasunbHble noabop, BBeAeHWe, MO3NLUOHWPOBAHME U (PMKCALMA KOMIMOHEHTOB
MMNAaHTaTa MOryT MPMBECTM K MOBbIWEHHbIM Harpyskam, CHVXalWMM CPOK Cy>X6bl
MMNaHTATOB.

e YT06bl COXpPaHUTb LIEIOCTHOCTb KOHCTPYKUMU «BUMHT — nnacTuHa NCB», B KaXabli
(hparMeHT rMepenioMa, HeCcywnii Harpysky, Heobxo4MMO YCTaHOBUTb He MeHee [BYX
BMHTOB. Ecnn nepenom 3atparnBaeT NPOKCUMasbHbLIA UAN AUCTaNbHbIA 0TAeN, 6oraTbii
CMOHIMO3HOM KOCTbIO, HE0OX0AMMO MCMO0/Ib30BaTb BCE OTBEPCTUS 47151 BUHTOB.
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* He gonyckaeTca MCnonb3oBaHWe HACTOALWEro u3genus Ans Apyrux, KpoMe nepevyncineHHbixX B
NHCTPYKLUWK, Lenei.

MEPbI NMPEAOCTOPOXHOCTW

* HeobX04MMO OCYLLECTB/ATL KOHTPO/b 3a HOBbIMW W PeuuanBUpPYIOLWMMU UCTOUYHUKAMU
NH(EKLUK, NOKa N3[enne HaXoanTCS B OpraHn3me.

* VIMnnaHTaT SABNAETCA BPEMEHHbIM W, KaK Mpaswufio, yAandercd, Korgja BOCCTaHaB/IMBaeTCA
CMOCOBGHOCTb KOCTU BBIMOJMIHATL CBOK HOPMasbHYH (YHKUMIO. PeweHne 06 ypaneHun
MMnnaHTata NpUHUMaeT fevawmin Bpay. PUCK MO6GOYHbIX 3PHeEKTOB, BKIOYAA BTOPUYHYIO
NH(EKLMIO, annepruyeckyro peakuuto, ycTanoctb Matepuana (BeAyLLyto K nepesiomy), noaoMKy
UMnNaHTaTa U/unm HapylieHme KpoBoobpalleHus, BO3pacTaeT B 3aBUCUMOCTU OT BPEMEHU
HaxoXJeHUsa MMNNaHTarta B opraHn3mMe, 3aMefIeHHOro cpalleHns, HecpalleHus, Beca 1 YpPOoBHSA
aKTUBHOCTW NauueHTa. V.

* He pgonyckaetca M3MEHEHVEe UM MexaHuyeckas 06paboTka MMMIAHTATOB, EC/IN 3TO fBHO He
NPefyCMOTPEHO KOHCTPYKLUMEN U XUPYPTrUUYECKON TEXHUKOMN.

« BE3OMACHOCTb W COBMECTUMOCTb C MAIHUTHO-PE3OHAHCHOW (MP)
CPEJOW, Ha cnyyaii BO3[eNCTBMA WM3BECTHBLIX BHELIHWUX YCMOBUIA, HanpuMep, MarHUTHbIX
nonei, Nonb3oBaTeNb U/UN NaLneHT JO/MKHbI 3HATb ClieAytoLLee:

- OueHka 6e30MacHOCTM M COBMECTUMOCTU 3TUX W3LeNui Npu WUCNOJSIb30BAHUM B MarHUTHO-
pe3oHaHcHon (MP) cpeae He NpoM3BOANNIACS.

- OueHKa HarpeBa W murpaymm 3TUX W3AeNUIA B MarHUTHO-pe3oHaHcHol (MP) cpege He
npoun3Boaunach.

- CyllecTBYyeT BepOATHOCTb Harpesa v MUrpaLum B MarHUTHO-pe3oHaHcHon (MP) cpefe.

- CylecTByeT BEpPOATHOCTb MOSAB/IEHNS apTedakToOB M3-3a METa/IMYECKMX WUMMNMNAHTATOB MNpu
MarHuTo-pe3oHaHcHol (MP) Bu3yanusauumn B6/1M3nM MMNIaHTATOB.

MOBOYHbLIE SPPEKTDI

Coobwanochk 0 cnegyowmx Nno60YHLK A gekTax:
* ABaCKYNSIpHbIA HEKPO3

* Mepenomsbl KocTei

» Koppo3usa meTannnyeckmx MMNIaHTaToB

* CMelLeHMe 1 ocnabneHune KpenjeHUs nMniaHTaTa
* VIMMUHIKMEHT-CUHAPOM

* [TonoMKa nmnniaHTaTa

» BocnanutensHble peakymm 1 0CTEONN3

* BHyTpucycTaBHas nepopayms BUHTOM
 PasgpaxkeHne, BbI3BAHHOE KOHUMKOM BUHTA

* HectabnnbHOCTL CycTaBa

* TyronogsmxHoCTb CycTaBa

* [loTepsa peno3nymmn

* HenpaBu/ibHOE NN 3amef/IeHHOEe cpalleHne 1 HecpalleHue
* YyBCTBMTE/NIHOCTb K MeTannam

*bonb

e [MocTTpaBMaTMyeCcKnii 0CTe0apTPO3

* [MoBepxHOCTHAA 1 rny60oKas paHeBas UH(EKLNA
* Pa3pbiB cyxoxunus

» BacKynsipHble 1 HEBPOJIOTUYECKNE OCIOXHEHNA

* VI3HOC

CTEPUJIBHOCTb

[JaHHble n3genvs nocTaBnAOTCA CTEPUIbHBIMUA UKW HECTEPUIIBHBIMU.
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[na n3genvii B HeCTEPUNbHON yNaKoBKe:

W3genna, noctaBnsemMble HecTepuibHbiMW, uMeloT cumBon NOT STERILE Ha 3TuKeTke.
HacToaTenbHO pekoMeHAyeTCs TULATENIbHO OuullaTb HECTepUbHble WMNAaHTatel. Ecnn
yNakoBKa MoBpexAeHa, T0 y6eanTech, YTO U3ge/nne He NOBpPexXAeHo. Bce nMmniaHTarbl JO/KHbI
OblTb CTEpPUNN30BaHbl Mepes MNpuUMeHeHuem. CreayiTe WHCTPYKUMAM MO OYUCTKE W
CTepunn3aLunm Hmxe.

[nsa n3genuii B CTepUbHOM yNaKoBKe:

Ctepununsaums ramma-usnyyeHvem o6o3HayeHa cumeonom STERILE R Ha aTukeTke. Takue
N3Lennsa OCTalTCA CTEPUIbHLIMM, MOKA COXPaAHAETCHA LEeNOCTHOCTL YNAKOBKU U HE UCTEK CPOK
rofHOCTH.

Mepes NPMMEHEHNEM OCMOTPUTE KaXXAYH YMaKOBKY M HE UCNOJb3YITe KOMMOHEHT, eCiv Kakoi-
Nn60 LWOB UMW MOMNOCTb MOBPEXAEHbl MO0 MMEKT O0TBEPCTME, a TaKXe ec/ii CPOK TOAHOCTM
nctek. Cpasy nocse BCKPbITUS YNakKOBKM KOMMOHEHT HeoO6XOAMMO MCMOJ/b30BaTb, BbIGPOCUTH
WM MNOBTOPHO CTepuiv3oBatb. B cryyae NOBpPexAeHWA YMakoBKW WM WUCTEYEeHUs CpokKa
COXPaHeHUs CTEPUILHOCTM MMMIAHTaTbl HEO6X0AUMO BEPHYTbL nponssoauTento (kpome CLUA).

NHCTPYKLUWMW no MOBTOPHOW CTEPUNN3ALINA
e [JlaHHble WHCTPYKUMM NO CTepuaM3auum COOTBETCTBYKOT TpebOBaHWAM CTaHLapTOB U
pykoBoactB ANSI/AAMI/ISO. 3T MHCTPYKUMM  chefyeT MNPUMEHATb  AAsS  U3LeNNi,
NOCTaBNAEMbIX HECTEPU/IbHLIMK, TMNpPU MOBTOPHOW 00paboTke wm3A4eNuii  MHOTOKPaTHOro
NCNONb30BaHNA, a TaKXKe AN1A CTEPUbHbLIX U3LENNIA, KOTOpble Obln pacnakoBaHbl, HO KOTOPbIMY
He Mo/1b30Ba/IUCh.
- Moapo6HbIe peKOMeHAaL MM MO CTEPUIM3ALUM CM. B OyKeTe KomnaHum Zimmer 97-5000-1 TO-
Q0 (MMeeTCHs B HaIMYUW Ha aHIUACKOM A3blke Yy AUCTPUOLIOTOpPA WM  Ha caiTe
WWWw.zimmer.com).
* He ncnonb3yiiTe NOBTOPHO MHCTPYMEHTbI UMW U3JENNSA, Ha YNaKOBKY KOTOPbIX HAHECEH 3HaK
O[HOKPaTHOr0 MCMo/ib30BaHNS.
* LlenbHoMeTan/iMyeckne uMnNAaHTaTbl 6e3 CyCTaBHOM MOBEPXHOCTUM MOXHO MHOro pas
CTepun3oBaTb NOBTOPHO C yUYETOM MEPEUNCIEHHbIX HUXE NUCKIOYEHWIA.
»HE BbINMONTHANTE MOBTOPHYO CTEPUTN3ALINIO:

- KOMMNOHEHTOB OAHOKPATHOrO MCMNOJb30BaHWA, 3arpAa3HeHHbIX  (U3MONOTUYECKMMN

XWAKOCTAMM UM OCTaTKaMU TKaHel, a TakxKe paHee UMNIaHTUPOBaHHbIX KOMMOHEHTOB;

- KOMMOHEHTOB, Y KOTOPbIX UCTEK CPOK FOAHOCTU, YKa3aHHbIV Ha ynakoBKe.
o CTepunn3yiTe TOIbKO NOMHOCTbIO OYULLEHHbIE U BbICYLLIEHHbIE U3LENUS.
* He ucnonb3yiite Ana NOBTOPHON CTepuan3aLmn 3aBOACKYH YNaKOBKY WAN €€ KOMMOHEHTHI.
OAHOKOMMOHEHTHbIE U3AeNNsA JO/MKHbI ObITb MHAMBUAYANbHO YNaKoBaHbl B CTEPUAN3ALNOHHbIN
NakeT WAM YMakoBKY MeAWUMHCKOrO HasHayeHus, COOTBETETBYHOLNE PeKOMEHAYeMbIM
YCNOBUAM N8 NapoBOW CTepuan3aLun, npuBeLeHHbIM B Tabnmue HUXe. Yb6eLnTecb B TOM, YTO
nakeT MAN ynakoBKa A0eTaToYHO 6o/bline ANA pasMeLleHns U3Lennin 6e3 HaTsHKeHUs LUBOB U
paspbiBa.
o KomMnnekTbl M34eNniA MOXHO PasMecTUTb B 0ObIYHbIX WM CReLnann3vpoBaHHbIX /IOTKaXx.
Ncnonb3yinTe CTepuan3auMOHHbIA NakeT WAM YNakoBKY MeAMLMHCKOrO HasHadeHus (MeTog
[BOVHOro ob6epTbiBaHns - ANSI/AAMI ST79). Crepunusaums [0MKHA BbIMNOMHATHLCA
HenocpeACTBEHHO Nepes NCMoJb30BAHWEM U3LENNS.
e V3genus n3 TuTaHa WAM TUTaHOBbLIX CMNABOB MOTYT 00pa3oBblBaTb OKCUAHbIE CNOU U3
XUMUKATOB npu 06paboTke B NapoBOM KOT/e UM M3 0CAAKOB fAeTepreHta. XoTsa 3TU OKCUAb
61OCOBMECTMMbI, OHV MOTYT HapyLUTb YNTAEMOCTb FPaBMPOBOK U LLITAMMNOB Ha U3JeNnsax.

PeKOMeHyeMble YC0BUS TEXHUYECKOW CTEPUM3aLM/NOBTOPHON CTepuamsaumnmn
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Mpn BbIOOPE CXeMbl 3arpy3km W napamMeTpoB CTepUIM3auUn  CnegymnTe WMHCTPYKUUAM
Npou3BOANTENS CTepunm3atopa. Bpems cylwku 3aBUCUT OT 06beMa 3arpy3km M AO/MKHO ObiTb
YBENNYEHO B C/lydae 60/bLLIOI0 06beMa.

OLHOKOMMOHEHTHbIE Lie/IbHOMEeTan/InvyecKme MMnaaHTarbl

Bpems MwuHumansHoe
an Temnepatypa 06paboTKu BPEMS CYLLKM
MpenBapuTenbHOe BaKyymuposaHue /
NMNY/NbCHOE BaKyyMMUpoOBaHue 134 °C 3 MUH.
(BenukobputaHus) ' 15 MuH.
MpenBapuTenbHOe BakyymumposaHue / 132 °C | 4 MUH.

NMNYNbCHOE BaKyyMuUpoBaHue
‘NaHHbIA LMK He npeAHa3HadveH ans npuMeHeHuns B CLUA.

LlenbHOMeTanIMyeckme MMnaaHTaTbl B CTepUNN3aLMOHHbIX KOHTeﬁHean N NOTKaxX

T TeMnenaTypa Bpewms MuHuMansHoe
vn patyp 06paboTKM BPEMS CYLLIKM
MpenBapuTenbHOe BakyymuposaHue /
UMNYNbCHOE BaKyyMuMpoBaHue 134 °C 3 MUH.
(BenukobputaHua)'
MpeaBapuTenbHOe BakyymumposaHue / 132 °C 4 MUH. 30 MUH.
NMMNYNbCHOE BaKyyMUpOBaHue
MpenBapuTenbHOe BakyymuposaHue / 134 °C 18 MUH.

UMNYNbCHOE BaKyyMuUpoBaHue
" LUlukn He npefHasHadeH ana npumeHeHua B CLUA.
ALMKN He npefHa3HayYeH 415 MHAKTMBaLUM MPUOHOB.

[ononHnTenbHble CBeleHUs 06 0UMCTKe CM. B ByKneTe KoMnaHum Zimmer 97-5000-170-00
- «Orthopaedic Reusable Devices» (OpTonegnyeckne u3LemMa  MHOIOKpPaTHOro
NCMNO/b30BaHUA) (MMeeTCA B Ha/IMYUN Ha aHT/IMACKOM f3blKe Yy AUCTPUOLIOTOPa UM Ha
canTe www.zimmer.com).

Mpu BO3HWKHOBEHUWN BOMPOCOB CBSXXWUTECb C KOMMaHWel Zimmer no CcrefytowmM HOMepam.
Ona CLUA: 1-800-348-2759. Ana 3BOHKOB 3a npegenamu CLUA HabepuTe Kop AocTtyna K
MeXAYHapOoLHOWN TeNe()OHHON NMMHUM N HOoMep +1-574-267-6131.

XPAHEHWE M OBPALLEHVE

* N3penns peKoMeHAyeTCca XpaHUTb B CyXOM MeCTe Npu KOMHATHOW TemnepaType.

e VIMnnaHTaTbl, KOTOPble MOCTAaBAAKTCA CTEPUNbHLIMW, AO/MKHbI XPAHUTLCA B HEBCKPbITbIX
3aBOACKMX ynaKoBKax.

» [llepef wv3BNEYEHWEM CTEPWUIbHBIX WMMNAAHTATOB W3 YMNakKOBKM HE06XOAMMO OCMOTPETb
3alWMTHYH0 yNakoBKY Ha MpeAMeT BO3MOXHbIX MOBPEXAEHWUIA CTepunbHOro 6Gapbepa.
Heobxoammo cobniogath yKasaHHbIA Ha U3AENNUU CPOK COXPaHeHWUs CTepuibHOCTU. B cnyuae
NOBPEX/AEHNS CTEPUNbHOro 6Gapbepa WAM MPU UCTEYEHUM CPOKa COXPaHEHUS CTEPUIbHOCTM
MCMNOMb30BaTb MMMNAHTAThI 3anpeLyaeTcs.

* VmnnaHTaTbl O4YeHb YYBCTBUTENbHbI K MOBPEXAeHUAM. [103TOMy HaCTOATENIbHO
PEKOMEHYETCA OCTOPOXHOe 0bpaLLeHme.
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MmnnaHTaTbl M UX 4acTW, a TakXKe WHCTPYMEHTbl, HEenpurofHbole Ans [anbHeiLlero
MCMOMb30BaHNA, MOryT OblTb 6ecnnaTHO BO3BpaLLeHbl MNPOU3BOAUTENIO A8  Haj/exallei
ytunusauun (kpome CLLUA).

NMHPOPMALUNA OANA KOHCY/TbTUPOBAHWA MALUMEHTOB

OCNOXHEeHNS /MW 0TKa3 BPEMEHHbIX U3L4eNUiA BHYTPEHHel (uKcauum, cKopee BCEro, MoryT
BO3HMKHYTb Y MaLWEHTOB C HEPEAIMCTUYHBLIMU OXWUAAHWUSMU OTHOCUTENbHO (PYHKLMOHANbHbIX
pe3ynbTaToB, Y NaUMEHTOB C 6GOMbLUMM BECOM, (DM3MYECKM aKTMBHbIX MaLMeHTOB W/WNM He
BbINONHUBLUMX Tpebyemyto mporpammy peabunutaunu. ®dusmyeckas akTUBHOCTb UM TpaBMa
MOTYT NPMBECTU K OCNabneHnto KpenneHus, M3Hocy W/wnm nonoMke uMmnnaHTtata. MaumneHTsl,
KOTOpPbIM MPeACTOUT MMMNAAHTMPOBaTb MpPOTe3, [O/MKHbI  ObiTb  MPOMH(OPMUPOBAHbI O
BO3MOXHOCTAX MMMNAaHTaTa M BAMSIHUM ero yCTaHOBKM Ha 06pa3 u3Hu. CnepyeT pacckasaTtb
nauueHTy 060 BCeX MOCNEONEPaLMOHHbIX OrpaHUYeHNsX, OCOGEHHO CBSA3aHHbLIX C €ro
[eATeNbHOCTbIO M 3aHATUAMMW CMOPTOM, a Takke O TOM, YTO UMMMAAHTAT UM ero KOMMOHEHTI
MOTYT W3HALIMBATLCSA, MPUXOAUTb B HEroAHOCTb U MOXET noTpeboBaThCa MX 3aMeHa.
MmnnaHTaT He o06nafaeT MNPOYHOCTbIO, HAAEXHOCTbO U [0/ITOBEYHOCTbIO ECTECTBEHHOM
3[0pPOBOIA KOCTM, MO3TOMY OH MOXXET NepeloMUTLCA NPU HOpMa/bHOM Bece Tefna W AonyCTUMOiA
Ha Hero Harpyske, ecny He MPOM30LL0 NOJIHOE CpaLleHne KOCTel.

Bce Toprosble Mapku ¥ IOrOTWUMbl B [aHHOM /IUCTKe-BKMajbllle ABNAKTCA COOCTBEHHOCTbLHO
KoMnaHmm Zimmer Inc. unu ee a@uaMpoBaHHbIX KOMMNaHWA.

CumBon NOT STERILE «YnakosaHo 6e3 cTepuimsauunm».

Cumson Rx only. BHumaHue! CornacHo (efepanbHoMy 3akoHogatenbctsy CLUA paHHoe
n3genve MoXxet 6biTb MPOAAHO TOMbKO B COOTBETCTBMM C MpeAnucaHWem Bpaya WAM Mo ero
yKa3aHuo.
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MpamMble y3kue gnapm3sapHble nanactuHel NCB

Zimmer GmbH

Sulzerallee 8

8404 Winterthur, Switzerland
Telephone +41/ (0)52 262 60 70
Fax+41/(0)52 262 01 39
WWW.zimmer.com

Representative in the USA:Zimmer, Inc.
1800 West Center Street
Warsaw, Indiana, 46580, USA
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PYCCKUIA
3Hak CE feliicTBUTENEH, TONIbKO €C/IN OH TaKXXe HaHeCeH Ha 3TUKeTKY U3LeNuns.

MpamMble y3kune guagumsapHble nnactuHbl NCB®
BaxHas nHopmalmsa gns oneprpyroLLero xmpypra

Mepea MCNONb30BaHNEM MOCTAB/SEMOr0 Ha PbIHOK KOMMNaHWeil Zimmer u3genns onepupyoLunii
XUPYPr  AO/MKEH  BHUMATeNbHO  03HAKOMUTbCS CO  CMEAYHLWMMU  PeKOMeHAaLusamu,
NPefoCTEPEXEHUAMN W MHCTPYKUMSMKU, a Takke AOCTYNHOW WHhopMauueid 0 KOHKPETHOM
n3gennu (Hanpumep, COAepXalleica B MeyaTHbIX MaTepuanax 06 M3Aenun, B OMNMUCaHUAX
XVPYPrMYecKoin TeXHUKN 1 gp.). KomnaHusa Zimmer He HeCceT OTBETCTBEHHOCTb 3a OC/IOXHEHMUS,
KOTOpble MOTyT BO3HWKaTb BCMEACTBME WUCMONb30BaHWUS W34eNMs Npu  06CTOATENbCTBAX,
HaxoasaLMXca BHe cepbl BAUAHMS KOMMaHUMM Zimmer,lwkaoyas, noMuMo npoyero, nogéop
M3nenns M OTKNOHEHUS OT MpPefyCMOTPEHHOrO MNPUMEHeHWUs W34enns WNWM  yKa3aHHOM
XUPYPrUYeCcKoin TEXHUKMN.

COBMECTVMOCTb U3AENUIA
MNacTWHbl, BWHTbI U NPUHAANEXHOCTM CNefyeT CcoveTaTb TOMbKO C  KOMMOHEHTamu,
MepeynCNeHHbIMI B PYKOBOACTBE MO XUPYPrUYECKO TEXHUKE A1 KOHKPETHOTO M3LeNus.

ONMMCAHME

Mpamble y3kne guadusapHble nnacTuHbl NCB (6eCKOHTaKTHOro MOCTOBUAHOIO COefMHEHUS)
npeAcTaBnsoT CcO6GOWA Cepuio  MOMMAKCUabHbIX  OIOKMPYIOLWNUX NAACTUH  AN8  JIeYEHUS
nepenomMoB Aunadu3sa nieyesor n 60nbLLE6EpPLOBOM KOCTKW, BK/IOYAA NEPUNPOTE3HbIE MEPESIOMbI.
TexHonoruns cuctembl NCB no3BonsieT ycraHaB/ivMBaTb MoOMMakcuanbHble BUHTHI (KOHYC 30°),
obecneumBas (MKcauMlO BWHTOB C MOMOLLIO  GNOKMPYIOLWMX  KOMMAayKoB, KOTOpble
BKPY4YMBAKOTCA B OTBEPCTUA MNacTuHbl. [py 6/10KMPOBAHMM MCMNOMb30BAHHBIX BUHTOB NpsmMas
y3kaa auausapHas nnactmHa NCB  wrpaeT pofib BHYTPEHHero  (uMkcaropa, He
KOHTaKTMPYIOLLEro ¢ NOBEPXHOCTLIO KOCTW, YTO YMEHbLUAET PUCK HapYLLUeHUsA nepuocTanbHOro
KpoBOoCHabXeHusa. ObecrneyeHne Takoro 6ECKOHTAKTHOrO MOCTOBWAHOIO COEAVMHEHUA MOXeT
OCYLLECTBNATLCA C MOMOLLbIO cneicepoB 1, 2 n 3 MM, KOTOpble BKPY4YMBalOTCA B OTBEPCTUA
NNacTUHbl [0 ee YCTaHOBKW. [MnaCTUHbI, BWHTbI, 3arfywKuW, crencepsl U 610KUpYytoLLKe
KOMNayKn U3roToBfieHbl U3 TUTAHOBOIO CrJiaBa.

NMOKA3AHUNA K MPUMEHEHWNIO

MpsmMble y3kne anadusapHble nnacTHbl NCB nokasaHbl 419 BPEMEHHON BHYTPeHHen ukcayum
n cTabunusaymm nepesioMoB M OCTEOTOMMM Auadu3a nnevyeBori U 60nbLWE6epLOBO KOCTH,
BK/IOYasa CrefytoLme:

* [MepunpoTe3Hble Nepesiomsl;

» OCKO/IbYaTble Nnepenomsl;

* MepenoMbl KOCTER € 0CTeoneHven;

* HecpavyeHue;

* HenpaBuibHble CpaLLeHns nepenoma.

MPOTUBOMOKA3AHUA

» Bce conyTcTBylowme 3a60/1eBaHNA, KOTOPbIE MOTYT YXYALWUTL (PUKCALMIO UMNNaHTaTa u/nnm
pe3yfibTaTbl ONEepaTUBHOIO BMeLLAaTe/IbCTBa.

» HepocTaTtok KOCTHOM MaccChbl MM MNJIOX0€ KayecTBO KOCTW, YTO AenaeT CTabunbHyl nocagky
MMnNnaHTaTa HeBO3MOXHOIA.

» OCTpble UM XPOHUYECKUNE, NOKaNbHbIE UNN 06LLMEe NHPEKLNN.

* Anneprus Ha UMNAaHTUpyemble MaTepuanbl.
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o TsXesnble MbIlEYHbIe, HEBPONOTMYECKME WM BacKynsapHble 60/1€3HM, KOTOpble NoABeprawT
OMacHOCTU NOPaXKEHHbIe KOHEYHOCTM.
» OcnabneHune KpenneHns npoTtesa, TpebytoLwwee HeMea1eHHOW PeBU3NN.

MPEAOCTEPEXEHUNA

» [MoBTOpHOE MNpuUMeHeHMe He fJonyckaetcs. [laHHOe u3genue npefHa3HA4YeHO TOMNbLKO ANS
OAHOKPATHOr0 MCnonb3oBaHus. MOBTOPHOE NCNONb30BaHME MOXET OTpULATENIbHO CKa3aTbCA Ha
(YHKLMOHNPOBAHNMN U3LENNS.

* [MoBTOpPHOE NMPUMEHEHMEe M3LeNns OAHOKPAaTHOrO MCMO/b30BaHUS, KOTOPOe KOHTaKTUMpPOBano ¢
KPOBbIO, KOCTbIO, TKaHbIO WY APYTMMU (PU3NONOTNYECKUMUN XKULKOCTAMMU, MOXET HAHECTUN Bpef
nauveHTy WaM nonb3oBaTento. BO3MOXHble PUCKKU, CBA3AHHbIE C MOBTOPHbIM MPUMEHEHUEM
n3genusa OLHOKPaTHOrO WCMO/Mb30BaHWA, BK/IKOYAOT, MNOMWMO MPOYEro, MexXaHWYecKyHo
HemcnpaBHOCTb W Nepegavy Bo3dyauTenen nHpekyumn. V.

* HepoctatouHas MMMOOMAU3ALMSA HeCcpalleHHOW KOCTM WAM KOCTW, cpalieHne KOTOpPOM
3amefneHo, NprMBeaeT K N36bITOYHOMY M NMOCTOSHHOMY HamnpsXXeHWI0, YTO 3aTeM MOXET Bbl3BaTb
crnbaHue v NOMOMKY U3Lenus.

» He ycTaHaBnuBaiiTe BMecTe M3[4enus M3 pasHbiX MeTannoB W CMAaBOB, TaK Kak 370 MOXeT
BbI3BaTb KOPPO3UIO WU YBENUYUTL PUCK NONOMKW UMNIaHTaTtoB. Mpu nogbope coefuHAEMbIX
KOMMOHEHTOB BaXHO YUMTbIBATb UX COBMECTUMOCTb C TOYKMN 3PEHUS MeXaHUYeCKUX CBOMCTB U
mMaTepuana UCnosiHeHus.

» He fonyckaeTcsi MCNO/Mb30BaHMe HACTOALLEro U3genvs AN ApYrux, KpOMe nepeyncneHHbIX B
WHCTPYKLUUK, Leneidl (He4OKYMEHTUPOBAHHOE MUCMO/b30BaHe).

e [nacTuHbl, BWHTbI U MNPUHALNEXHOCTU CnefyeT co4yeTaTb TOMbKO C KOMMOHEHTamu,
NnepeyncneHHbIMM B PYKOBOACTBE MO XWUPYPrMYecKoin TexHuKke. [pou3BouTeNb He HeceT
OTBETCTBEHHOCTM 3a MPOAYKUWIO TPeTbMX CTOPOH, WCNOMb3YyeMyI MOKynaTenem wan
nonb3oBaTenemM. OTBETCTBEHHOCTb 3a NPOBEPKY COBMECTUMOCTU CUCTEM HECET MO0Jib30BaTeNb.

» Heo6xoanMo n3beratb KOHTaKTa BUHTOB, NACTVUH, NPOBONOKW, MHCTPYMEHTOB /15 CBEPNEHNS
C WUMMNIAHTMPOBaHHbIM paHee MNPOTE30M, MOCKOJ/IbKY 3TO MOXeT MNpuMBECTUM K 06pa3oBaHuio
MeTan/IMYeCKNX YacTuL, U NOBPEXEHNIO YCTaHOBNEHHOMO NpoTesa.

* UT06bI 06€CNeYnTb TOUHYIO XUPYPrUYECKY0 NMMAaHTaLMI0, UCMOMb3YiTe TONLKO CrneLmanbHo
npegHasHavyeHHble NS AaHHbIX U3/ UHCTPYMEHTBI.

» Cnoco6HOCTb MMMMaHTaTa BbIJEpPXWBaTb HArpy3ku MOXET ObiTb CHMXKEHa B pesynbTaTe
06pa3oBaHMA Haceyek 1 LapanuH Ha U3gennmm Uan yaapos rno Hemy.

e [pn wuMNNaHTaLUUM MPUMEHAWTE TONMbKO XUPYPTrMYECKYKD TEXHWKY, OMWUCaHHYK B
JOKYMeHTauuy KoMnaHum Zimmer.

* He ncnonb3yiite KOMMOHEHT, ecvM 06HapYyXeH ero AedekT uan LedekT NosBUACA BO BPeMs
YCTaHOBKWN unv BBeLeHUA. [0BpexAeHNne MOXET NMPUBECTU K YBE/IMYEHNIO CTPECCOBOW Harpysku
B MNAaCTMHe, YTO MOXET BbI3BaTb MOIOMKY WU3AeNus.

* He wucnonb3yinTe BWUHTbI W3 3TOW CUCTEMbl ANA (TPaHCNEAWKYNSPHOr0) KpenjaeHns unm
(hmKcauum 3afHNX 3N1eMeHTOB B LUEAHOM, FPyAHOM M NOACHUYHOM OTAeNax NO3BOHOYHMKA.

o CBep/ieHMe BHELIHEro KOPTUKANbHOrO C/I0S KOCTW W YCTAHOBKA B HEM BWHTOB MOXeT
MPUBECTM K PaspyLUEHNI0 KOPTUKaNbHOIO CNosi KOCTY.

e Ecnv ncnonb3yloTcAd TONMbKO MOHOKOPTUKANbHbIE BWHTbI, HEO6XOAMMO [OMNOAHWUTE/bHOE
MPUMEHEHMNe CePKISHKHON hukcauuu.

MEPbI NMPEAOCTOPOXHOCTU

* Heo6X0o4MMO OCYLLECTBNATb HEMpPepbiBHbIA KOHTPO/b 3a HOBbIMW W PeLUUBUPYIOLLUMU
NCTOYHMKAMMN MHMEKL MM, NOKa N3[eNe HaX04UTCA B OpraHu3me.

* IMnnaHTaT fBNseTes BPEMEHHbIM W, KakK MNpaBuo, yfansercs, Korja BOCCTaHaB/MBAaETCH
CMOCOBHOCTb KOCTU BBIMOJMIHATL CBOK HOPMa/bHYHO (yHKUMIO. PeleHne 06 ypaneHuu
MMnNnaHTata NpUHUMaeT fevawnin Bpay. PUCK MO60YHbIX 3(MEKTOB, BKIKOYAA BTOPUYHYIO
NHMEKL IO, anneprnyeckyto peakuuto, ycTasocTs maTepuana (BeAyLLlyto K nepenomMy), nosomMmKy
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MMnnaHTata uW/unM HapylleHWe KpoBOOOpalleHWs, a TakXe CBfi3aHHble C W3B/IeYeHUEM
OC/I0O)XHEeHUs, BO3pacTaeT B 3aBMCUMOCTM OT BPEMEHW HaxXOXAEHWA VMMMaHTata B OpraHusme,
3aMe/l/IEHHOr0 CcpaLlleHns, HecpalleHns, Beca U YPOBHSA aKTUBHOCTM MaLlMeHTa.

* He gonyckaetcs M3MEHEHME UM MexaHuyeckas 06paboTka MMMNIaHTaToB, ec/iv 370 ABHO He
NpesyCcMOTPEHO KOHCTPYKLMEN U XUPYPTrUYeCKO TEXHUKOMN.

* Bo n3bexaHne cpbiBa pe3bbbl U C LENbI0 afeKBaTHOro 3aKpenyieHus BUHTOB BKPy4uMBanTe
BUHTbl B KOCTb HACKOJ/IbKO BO3MOXHO O/IM3KO K OCEeBOM NMHUKM KOCTW. Kpome TOro, B Lensx
npefoTBpaLLEeHNs TENI0BOr0 HEKPO3a Npu yCTaHOBKE BMHTOB MOXXHO MPUMMEHATbL Uppurauuio.

* Heobxoaumo crneguTb 3a TeM, YTOObI He MOBPEAUTbL M He 3aTPOHYTb BUHTAMMW WM CBepiamu
MMNaHTaTbl, paHee yCTaHOB/IEHHbIe MHTPaMefyNNapHO, UX (PUKCUPYIOLLUE 3N1eMEHTbLI U/Uan
AKOPHbIE (PUKCATOPBI.

* MMomMHWTe, 4TO M3rmbaHuWe nNAacTUHbl MOXET MNPUBECTUM K YMEHbLUEHWIO ee YCTa/noCTHOW
NMpoYyHocTW. Bonee TOro, 3To MOXET MPUBECTM K NMOBPLEHUIO OGNOKUPYIOLWEro MexaHusma
oTBepcTMa nnactuHbl NCB 1, cnefoBatentHo, yTpaTe ero hyHKUMOHaNbHOCTU. He ncnonb3yiite
ANns 610KMPOBAHUSA BUHTOB OTBEPCTUSA, M3MEHEHHble BCNeACTBME NPUAAHUA NIacTUHe APYroW
(hopMbl.

« BE3OMACHOCTb W COBMECTUMOCTb C MAIFHWTHO-PE3OHAHCHOW (MP)
CPELON: HA CNYYAN BO3AEWCTBUA W3BECTHbIX BHELUHWX YC/IOBUW,
HAMPUMEP MATHUTHbIX MOMEW, NOMB3OBATE/b WAV NALUMEHT AO/KHbI
3HATb CNEAYOULEE:

- OueHka 6€30MacHOCTN M COBMECTMMOCTM 3TUX MW3Ae/IMA NpU MCMONb30BAHUU B MarHWTHO-
pe3oHaHcHoW (MP) cpeae He Npon3BOAMNACH.

- OueHKa Harpeesa W Murpaumum 3TUX W3LeNnid B MarHUTHO-pe3oHaHcHon (MP) cpege He
npoun3BoAmnnach.

- CyLyecTByeT BEpPOATHOCTb Harpesa v MUrpaunm B MarHMTHO-pe3oHaHcHoin (MP) cpege.

- CyllecTByeT BEpPOATHOCTb MOABNEHUA apTe(akTOB M3-3a MeTal/IMYeCKUX WMMNIaHTaToB npu
MP-Busyanusauuu 86131 UMMNIAHTATOB.

MOBOYHbIE SO PEKTbI

» CMeLLeHne unm ocnabneHune KpenneHns nMmnnaHTara
» Fnyb6okasa paHeBas MH(EKUUSA

* BackynsipHble 0C/OXHEeHUA

* [ceBpoapTpo3

 [loBpexaeHne HepBOB

» Koppo3us mMeTanimyecknx MMnIaHTaToB
* MI3HOC

* YCTaNnoCTHbIV nepenom

» BocnanutenbHble peakuun n 0CTeonn3

* Mepenombl KocTel

* YyBCTBUTENLHOCTL K MeTannam

» ABacKynsapHbIi HEKPO3

CTEPUNBHOCTb

* [laHHble N3[ennsa NocTaBATCA CTEPUIbHBIMU N HECTEPUTIbHBIMMA.

» CTepunusaums ramma-usnyyeHvem o6o3HayveHa cumsoniom STERILE R Ha aTukeTke. Takue
N34ennsa oCTatoTCA CTEPU/IbHBIMU [0 HAPYLUEHUS LEeNOCTHOCTN YNaKoBKY M 0 UCTEYEHUS CpoKa
rOLHOCTH.

* lMepen NpuMeHeHWEM OCMOTPUTE KaXKAyH YNakOBKY W He WCMNO/Mb3yiNTe KOMMOHEHT, ecnu
Kako/-nm60 LWOB WM MONOCTb MOBPEXAEeHbl NM60 MMEKT OTBEpPCTMe, a TakXKe ec/n CpokK
rOAHOCTM UCTEK.

» Cpa3sy nocsie BCKPbITUS YNaKOBKM KOMMOHEHT HEOOXOAMMO WCMO/b30BaTb, BbIOPOCUTL WK
MOBTOPHO CTepuIN30BaTh.
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* B C/lyyae MOBPEXAEHWS YMakKOBKW WAN WUCTEYeHUS CPOKa COXpaHeHUs CTepUSIbHOCTU
UMMaHTaTbl HEO6X0AMMO BEPHYTL NponssoanTento (kpome CLLUA).

NHCTPYKUWW MO CTEPUNNTN3ALNIN
o [laHHble WHCTPYKUMM MO CTepuau3auuy COOTBETCTBYIHOT TpeboBaHMAM CTaH4APTOB U
pykoBoactB  ANSI/AAMI/ISO. 3TM  WHCTPYKUMW cnedyeT MNPUMeHATb And  U3Aenuii,
MocTaB/sieMblX HeCTEPU/IbHbIMW, TpW  MNOBTOPHOW 06paboTKe W3LENUA  MHOrOKPaTHOro
NCNONb30BaHNA, a TaKXKe 419 CTePUbHbIX U3LeNNiA, KOTOpble OblM pacnakoBaHbl, HO KOTOPbIMY
He NoJIb30Ba/IUCh.

- Moapo6HbIe peKoOMeHAauumn no ctepuamsalmm cm. B byknete komnaHum Zimmer 97-5000-

170-00 (MmeeTCst B HANMUUKM Yy ANCTPMOLIOTOPA UK Ha caliTe zimmer.com).
* He ncnonb3yinTe NOBTOPHO MHCTPYMEHTbI UAN U3JENNSA, HA YNaKOBKe KOTOPbIX HAHECEH 3HaK
OLHOKpPaTHOro  Mcnonb3oBaHuA.  LlenbHOMeTannyectoTe  MMMNaHTaTbl 6e3  cycTaBHOW
MOBEPXHOCTU MOXHO MHOrO pa3 CTepun30BaTb MOBTOPHO C YYETOM MeEPeUYMUCIEHHBIX HUXe
NCKHOYEHWNIA.
«HE BbIMONHAWTE MOBTOPHYO CTEPUNM3ALNIO:

- KOMMOHEHTOB OAHOKPATHOro WCNOJSIb30BaHWSA, 3arpA3HeHHbIX  (U3MONOTMYEeCKUMHU

XWUAKOCTAMM UK OCTaTKamMy TKaHel, a TakxkKe paHee MMMNIaHTUPOBaHHbIX KOMIMOHEHTOB;

- KOMMOHEHTOB, Y KOTOPbIX UCTEK CPOK FOAHOCTU, YKa3aHHbIA Ha yrNaKoBKe.
* He wcnonb3yiite ANnd NOBTOPHOW CTepunv3auuy  3aBOACKYH YNakoBKY (Hampumep,
NMacTUKOBbIE TMOAMOXKN C  YrnyoneHUAMnM unM  Kpblwkun). OJHOKOMMOHEHTHble W34enus
JO/MKHbI  6bITb  MHAMBMAYaNbHO YMakoBaHbl B CTEPU/IN3ALMOHHBIA MakeT MeAULUHCKOrOo
Ha3HaYeHUs WM YNakoBKY, COOTBETCTBYIOLU:ME PEKOMEHAYEeMbIM YCMOBUAM AN NapoBOWA
cTepununsauun, npvBefeHHbIM B Tabnuue Hmke. Y6eamTecb B TOM, YTO NakeT UAM ynakoBKa
JIOCTAaTOYHO 60MbLUME ANA pa3MeNnreHns n3aennii 6e3 HaTsSHXKEHUS LLBOB U pa3pblBa.
o KomnnekTbl M34eNnii MOXHO pasmMecTUTb B 0ObIYHbIX WAM CMeunann3mpoBaHHbIX 0TKaXx.
Wcnonb3yiiTe CTepUIM3aLMOHHbIA MakeT MeAUUMHCKOrO Ha3HayeHWs Wau ynakoBKy (MeTof
ABOMHOro o6epTbiBaHUs -  ANSI/AAMI  ST79). Crepunusayma [O/HKHA BbINONHATLCS
HernocpeACcTBEHHO Mepes UCMo/b30BaHNEM U3LENNA.
* N3genna n3 TUTaHa WAM TUTAHOBLIX CMJaBOB MOTYT 06pa30BbiBaTb OKCWUAHble COM U3
XUMWUKATOB Npu 06paboTke B NapoBOM KOT/ie WAN U3 OCAAKOB feTepreHTa. XOTd 3TW OKCUAbI
61OCOBMECTMMbI, OHU MOTYT HapyLUNTb YATAEMOCTb FPaBUPOBOK M LUTAMIMOB Ha U34eNnsX.

PekomeHAyeMble YCNOBUS CTepunm3aumMmn/noBTOPHON CTepumM3auLmm

Mpu BbIGOpe CXeMbl 3arpy3kM W nNapameTpoB CTepuan3auumn  cnefyite WUHCTPYKLUSAM
Npon3BOANTENS CTepuim3aTopa. Bpems Cywku 3aBUCUT OT 06bema 3arpy3kum U AOMXKHO ObiTb
YBe/INYeHO B c/iydae 60/bLLIOro o6bema.

OJHOKOMMOHEHTHbIE LeNbHOMEeTan/InyecKe MMNNaHTaThl
MapoBas cTepunnsauuns
MuHManbHas MwuH1ManLHoe MuHuMansHoe
v Temnepatypa  Bpems 06paboTKM  Bpems CYLUKM

paBMTaLMOHHbI METO/ OTKaYKM

121 °C 30 MUH.
BO34yxa
paBMTaLMOHHbLIA MeTOf OTKAuKu 132 °C 15 MUH.
BO3ayxa
MpenBapuTenibHOE BaKyymuposaHue / 15 MuH.
NMMYbCHOE BaKyyMUpoBaHue 134 °C 3 MUH.
(BenvukobputaHus) ’
MpenBapuTenibHOE BaKyymuposaHue / 132 °C A MU

UMNY/IbCHOE BaKyyMUpOBaHue
" Lnkn He npepgHasHayveH ans npumeHeHus 8 CLUA.
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LlenbHomMeTannnyeckne NMnaaHTaThbl B CTeEPUNN3alNOHHbIX KOHTeﬁHean N NOTKax

MwuHWUManbHas MWuHUManbHOE MuHUManbHoOe

Tun
Temnepatypa  Bpems 06pabOTKM  BPeMs CYLUKM

LipeaBapuTenbHOe BakyymupoBaHue /

NMMY/IbCHOE BaKyyMupoBaHue 134 °C 3 MUH.
(BenukobpurtaHua)'
LipeaBaputenbHoOe BakyymumpoBaHue / 132 °C 4 MUH. 30 MUH.

MMNYbCHOE BaKyyMupOBaHue
LipeaBaputenbHoe BakyymuposaHue /
MMNYNbCHOE BaKyyMUpOBaHue
" Lnkn He npefHa3sHayeH ang npumMmeHeHns B CLLA.
ALIMKN He NpeAHasHayeH And MHaKTUBaL My NPUOHOB.

134 °C 18 MuH.

Lipn BO3HWKHOBEHWMW BOMPOCOB CBSXWTECb C KOMMaHWeid Zimmer no cnefyrolWmM HOMepam.
Ona CLUA: 1-800-348-2759. [Ana 3BoHka 3a npegenamm CLUA HabepuTe Ko foctyna K
MeXAYHapoAHON TeneOoHHON NMHMUN N HOoMep +1-574-267-6131.

XPAHEHWVE N OBPALWEHWE

* AMNNaHTaTbI/MHCTPYMEHTbI AO/IKHbI XPaHUTLCS B HEBCKPbITbIX 3aBOACKUX YNaKOBKax U Mepej
NPUMeHeHMeM NoANeXaT NPOBepKe He NpeAMeT NOBPEXAEHWIA.

* Llepes M3BNEYEHMEM CTEPUNbHBLIX UMMAAHTAaTOB/MHCTPYMEHTOB M3 YNakKOBKM HEO6XOAMMO
OCMOTPETb 3alMTHYH YNaKoBKY Ha npeiMeT BO3MOXHbIX MOBPeXAeHWli CTepUIbHOro Gapbepa.
HeobxoaumMo co6n04aTh yKasaHHbIA Ha M3A4eNNU CPOK COXPaHEeHWs CTEpPUIbHOCTM. B cnyuae
MOBPEXAEHNST CTepuibHOro Gapbepa WAU MPU UCTEYEHUU CPOKA COXPaHeHUs CTepU/IbHOCTM
MCMo/b30BaTh MMMAAHTATbI/MHCTPYMEHTbI 3anpeLLaeTcs.

e MNnaHTaTbI/MHCTPYMEHTbI O4Y€Hb YYBCTBUTENIbHbI K MOBPEXAeHMsAM. [axe Hebonbliune
LapanuHbl WK OTMETKW, OCTaBNEHHble B pe3ynbTaTe yAapoB MO MOBEPXHOCTU, MpuBedyT K
YBE/MYEHUIO M3HOCA W MOTYyT CTaTb MNPUYMHOA OCNOXHEHWIA. LLO3TOMY HacToSTeNbHO
PEKOMEH/YyeTCsi 04eHb OCTOPOXXHOe 0bGpaLleHMe.

NMHPOPMALUMA ONA KOHCY/TIbTUPOBAHUA MALUMNEHTOB

OcnoxXHeHUs n/unn NnospexaeHne UMNIaHTaTOB, CKOPee BCero, MOryT BOSHUKHYTh Y NaLMeHTOB
C HEPEAIMCTUYHBIMU 0XNAAHUSMWU OTHOCUTENBbHO (PYHKLUMOHANbHbIX PE3YNbTaToB, Y NaLMEHTOB
c 60nbWNM BECOM, (PU3NYECKN aKTUBHbLIX MauMeHTOB W/MAW He BbINOMHUBLUUX Tpebyemyto
nporpammy peabunutaumn. Pusmyeckas akTUBHOCTb WM  TpaBMa MOFyT MPUBECTM K
ocnabfieHU0 KpenjeHus, U3HOCY U/uMnM Nonomke uMmnnaHtata. CrefyeTt pacckasaTb MauueHTy
060 BCeEX MOCNEONEPALMOHHbIX OrPaHNYEHNSAX, 0COOEHHO CBSA3aHHbIX C €ro AesaTeNlbHOCTbIO U C
3aHATUAMM CMOPTOM, a TakKXkKe O TOM, 4YTO WMMNAAHTAT WU ero KOMMOHEHTbl MOryT
N3HaLWNBATLCA, NPUXOAUTL B HErOAHOCTb M MOXeT MoTpeboBaTbCAa MX 3amMeHa. MIMnnaHTaTt He
ABMAETCA TAKUM >XXe KPEernkKuMm, HafeXHbIM U A0/ITOBEYHbIM, KaK eCcTeCTBEeHHas 340p0oBas KOCTb,
NMO3TOMY OH MOXeT MepeNoMUTbLCA MNPU HOpPManbHOM Bece Tena M AOMYCTUMOM Ha Hero
Harpyske, ecnu He NPou30LLISIO NOJIHOE CpacTaHne KOCTeil.

Bce HasBaHWA, TOProeble MapKu, 3HaKW OOCMYXWBAHUA W NIOTOTUMbI B AAHHOM BKNafbllle
ABMIAIOTCA COOGCTBEHHOCTHHO KOMMNaHuMM Zimmer, Inc. W/unn ee COOTBETCTBYIOLUX [OYEPHUX
npeanpuaTUii.

Cumson Rx only. BHumaHue! CornacHo (egepanbHoOMy 3akoHopgaTensctsy CLUA paHHoe

N3[enne MOXeT 6biTh MPOAaHO TO/bKO B COOTBETCTBMM C MpPEANMUCaHUEM Bpaya WM Mo ero
YKa3aHuio.
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LLITpux-Kog 87-6203-801-01 Ed. 2014/09
CUCTEMA MEPUMNPOTE3HbLIX MOJIMAKCUAJIbHBbIX BTIOKUPYHOLL X
BEAPEHHbLIX MJIACTVIH NCB®

ECIREP
y y Zimmer, U.K. Ltd.
Zimmer GmbH Zimmer, Inc. 9 Lancaster Place
South Marston Park
Sulzerallee 8 1800 West Center StreetWarsaw swindon. SN3 4FP. UK
8404 Winterthur, Switzerland) Indiana, 46580, USA ' '

Telephone +41/ (0)52 262 60 70
Fax+41/(0)52 262 01 39
WWW.zimmer.com

Ci A ®

pycckKnm
3Hak CE felicTBUTENEH, TOMbKO €C/IN OH TakKXe HaHeCeH Ha 3TUKEeTKY M3Lenus.

CNCTEMA  TIEPUNMPOTE3HbIX  TMOJMIMAKCUNAJIbHBIX  BJIOKNPYHOLWWNX
BEAPEHHbIX NM/TACTUH NCB®

Mepes “CNob30BaHWEM MOCTAB/ISEMOrO Ha PbIHOK KOMMaHWeNn Zimmer n3genus onepupyoLLnii
XUPYPr  JO/DKEH  BHUMATE/IbHO  03HAaKOMWUTLCA  CO  CNeAyHWUMU  PEKOMEHAALMAMY,
NPefoCTEPEXEHNAMU N UHCTPYKUMAMU, a Takke AOCTYMHON MHGOpMaunein O KOHKPETHOM
n3genun (Hanpumep, cofepxalleiics B MeyaTHbIX MaTepuanax 06 M3Aennn, B ONUCAHUAX
XVUPYPrUYECKON TEXHUKN 1 Ap.). Mpou3BoANTENb, UMNOPTEP M NOCTABLMKN U3LENNIA KOMMNAHNN
Zimmer He HecyT OTBETCTBEHHOCTb 3a OC/IOXHEHUS NN pYrue MOCNeACTBUS, KOTOPblE MOTYT
BO3HMKATb 13-3a He COOTBETCTBYHOLLErO NOKA3aHWAM NPUMEHEHUS N3AENNI NN XNPYPTUYECKOIA
TEXHWKW, UCNO/b30BaHNS U3LENUA B LiENsSX, HE COOTBETCTBYHOLWMX YKa3aHHbIM, HEMPaBU/IbHOTO
BbIGOpA U3LeNns UM 06palleHnst C HUM, HEHaa/ieXxKallero MCnoib30BaHUsS MWHCTPYMEHTOB UK
06palleHNs C HUMK, HeCOONMIOAEHUA NpaBWU acenTUKN U T.4. 3a TaKue OCNOXHEHUS U [pyrue
MocneACTBUA HECET OTBETCTBEHHOCTb OMEPUPYIOLLNI XMPYPT.

COBMECTUMOCTb U3LENUNI
MNacTuHbI, BWHTBI W NPUHAANEXHOCTU CcliefyeT coYeTaTb TONbKO C  KOMMOHeHTamu,

nepevymcneHHbIMn B pPyKOBOACTBE MO xmpyprmquKon TEXHNKE ANA KOHKPETHOI0 U3aenus.

OIrNMMCAHWME

Cuctema nepunpoTe3HbIX MNOAMAKCUaNbHbIX OAOKMPYHOLWMX 6eapeHHbIX nnactuH NCB
(6€CKOHTAKTHOIr0 MOCTOBMAHOIO COEAMHEHMA) npeAcTaBnseT cOO0M ceputo MOAMaKcuanbHbIX
O6MOKMPYHOLWMX NAacTUH AN NeYeHUs MepenomoB OGeApeHHON KOCTW, B YaCTHOCTH,
nepunpoTesHbIX MepesioMoB 6efpeHHO KOCTU. OCHOBHbIM KOMMOHEHTOM CUCTEMbl CHYXWUT
nnacTuHa 6efpeHHas NpoKCMManbHas, AucTanbHas uam guadusapHas U3orHytas. TexHOonorus
cuctembl NCB no3BonsieT ycraHaenvMBaTb BWHTbLI MosmMakcuanbHo (KoHyc 30°), obecneunsas
6/10KMpOBaHMe BUHTOB C MOMOLLbK ONOKMPYHOLWMX KONNAykoB, KOTOPble BKPy4YMBaKTCs B
0TBEepCTUA MNacTuHbl. Mpn 610KMPOBaHUM UCMO/b30BAHHbLIX BUHTOB MepunpoTe3Has naacTnHa
NCB wurpaet ponb BHYTPEHHEro (hmKcaTopa, He KOHTaKTUPYHOLLEro ¢ NOBEPXHOCTbK KOCTU, YTO
YMEHbLIAET PUCK HapyLIeHUs nepuocTasibHOro KpoBocHabXeHus. ObecneyeHne Takoro
6EeCKOHTAKTHOr0 MOCTOBMAHOIO COEAMHEHUS OCYLLECTBASETCA C MOMOLLbI cneicepos 1, 2 u
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3 MM, KOTOpPble BKPYy4YMBaKOTCA B OTBEPCTUA NMAACTUHbLI A0 €€ YCTaHOBKMW. MnacTuHbI, BUHTHI,
3arnywku, cne|7|cepb| n 6}'IOKI/IpyI-OLIJ;I/Ie KONnavykn n3rotoBsieHbl N3 TUTAHOBOTO ChnJiaBa.

MOKA3AHNA K NMPUMEHEHWIO N1 HASHAYEHUE

CuctemMa nepunpoTesHbIX MOMNAKCUaNbHbIX ONOKMPYHOLWMX OGeAapeHHbIx nnactuH NCB
npefHasHayeHa A1 BPEMEHHOW BHYTPeHHel Qukcaymm u cTabunuMsauum nepesoMoB
OCTEOTOMMWIA ANIMHHBIX KOCTEN, BKOYas ciegytoLuee:

e [lepunpoTesHble Nepenombl;

* OCKOMbYaTbIe NEpPenombl;

* HagmblILeIKOBbIE Mepenombl;

* Mepenombl KOCTEN C OCTeONeHUEN;

* HecpalueHue;

* HenpaBunbHOE cpalleHre nepenoma. V.

MPOTUBOTNOKA3AHWA

» Bce conyTcTBytOWMe 3a601€BaHNSA, KOTOPbIE MOTYT YXYALWNTb PUKCaLUO MMniaHTata n/unm
pe3ynbTaTbl ONepaTMBHOIO BMeLLaTeIbCTBa.

» HepgocTaToK KOCTHOM MaccCbl MM MNOX0e KayecTBO KOCTWU, YTO fAenaeT cTabu/ibHYt nocagky
MMNaaHTaTa HeBO3MOXKHOIA.

» OCTpble UM XPOHUYECKIME, NOKaNbHbIE UK 06LMe NHDEKLMN.

* Anneprus Ha UMNIaHTUPYyeMble MaTepuansbl.

o TSKenble MbILEYHbIE, HEBPOMOTrMYECKME UM BaCKYNspHble 60NME3HM, KOTOpble MOABeprakT
OMaCcHOCTM MOPaXXEHHbIE KOHEYHOCTH.

» OcnabneHune KpenneHus NpoTesa, Tpebytollee HEMEANEHHON PEBU3UM.

MPEAOCTEPEXEHUA

e [MOBTOpPHOE MNpPUMEHEHUE He fonyckaeTcsd. [aHHOe u3genve npefaHasHayeHO TONMbKO ANS
OfHOKPaTHOro MCNo/b30BaHuA.

* [OBTOPHOE NMPUMEHEHUE WU3AENUS OAHOKPATHOIO MCMO/b30BaHMA, KOTOPOe KOHTaKTMPOBaso C
KOCTbHO, TKaHbt0, KPOBbIO AN APYTMMU (PU3MONOTUYECKUMMN XULKOCTAMU, MOXET HaHeCTN Bpes,
nauneHTy WAM Nofb3oBaTeNito. BO3MOXHbIE PUCKMW, CBSi3aHHble C MOBTOPHbLIM MPUMEHEHMEM
n3genns  OAHOKPATHOrO MCMNOMb30BaHWA, BKAKOYAOT, MNOMUMO MPOYEro, MeXaHU4ecKyto
HeMcnpaBHOCTb M Nepefavy Bo3dyanMTenein NHPEeKUNN.

* He gonyckaeTcs MCMonb30BaHWe HaCTOSALLEr0 M3AeNUs ANs APYrUX, KPOMEe NEPEeYnCNeHHbIX B
NHCTPYKUMW, uenei (HeAOKYMEHTUPOBAHHOE MCMO/b30BaHME).

 MNacTWHbI, BUHTbI U MPUHAANEXHOCTU CnefyeT Co4veTaTb TOMbKO C KOMMOHEHTaMU TOW e
cuctembl. ponsBoauTeNlb He HECET OTBETCTBEHHOCTM 3a MPOAYKUUIO TPeTbUX CTOPOH,
NCMONb3yeMyH0  MOKynaTenem unuM  nonb3oBateneM. OTBETCTBEHHOCTb 3a  MPOBEPKY
COBMECTMMOCTM CUCTEM HECeT NONb30BaTeb.

» Heo6x04MM0 n3beratb KOHTaKTa BUHTOB, MNACTWH, MPOBO/IOKWA, MHCTPYMEHTOB AN CBEP/IEHUS
C MMNNAHTMPOBAHHbLIM paHee MpPOTe30M, MOCKONbKY 3TO MOXET MpUBECTM K 06pa30oBaHUO
MeTaNIMYeCcKMX YacTUL, 1 NOBPEXAEHMIO YCTaHOB/IEHHOTO NpoTe3a.

* YT06bI 06€CNeYnNTb TOUHYIO XMPYPrMUECKY0 UMNIaHTaLNI0, NONb3YNTECh TONBKO CMeLnanbHo
npegHasHavyeHHbIMW 415 AaHHbIX U34eNWiA UHCTPYMEHTaMMU.

¢ Cnoco6HOCTb MMNAaHTaTa BbIAEPXMBATb Harpy3kum MOXeT ObiTb CHMXeHa B pe3ynbTaTe
o06pa3oBaHMA HaceYeK 1 LapanuH Ha U3Lenuu amn yaapos no Hemy.

e [py wuMNNaHTauUMM NPUMEHANTE TONMbKO XWUPYPrUYECKYHD TEXHWKY, OMUCAaHHYK B
AOKYMeHTauMn KoMnaHuym Zimmer.

* He ncnonb3yiite KOMMOHEHT, eCnn 06Hapy>XeH ero AedekT unm aedekT MosBMACA BO BPeEMS
YCTaHOBKW UNv BBeAeHMA. [OBPeXAeHNe MOXXET MPUBECTM K YBEIMYEHMIO CTPECCOBOI Harpy3Ku
B N1aCTMHE, YTO MOXET BbI3BaTb MO/IOMKY M3LeNus.
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e He ucnonb3yiiTe BWMHTbI M3 3TOW CUCTEMbI AN (TPAHCMEAWKYNSPHOTO) KPEMNIeHUs uamn
(hukcauum 3aaHNX 3NEMEHTOB B LLEAHOM, FPYAHOM M MOSICHUYHOM OTAEeNax N03BOHOYHUKA.

o CBepneHMe BHELIHEro KOPTWKa/bHOTO Cflos KOCTM WM YCTaHOBKA B HEM BWHTOB MOXET
MPUBECTY K Pa3pyLLUEHNIO KOPTUKAIbHOTO €105 KOCTH.

e Ecnv nCnonb3yrTCH TONbKO MOHOKOPTWKANbHblE BUHTbI, HEOOXOAMMO [AOMOAHUTENbHOE
MPUMEHEHNE CEPKSHKHON (uKcaumm.

¢ 3anpelyaetcs yCTaHaBnMBaTb TPW BWHTA B TPW PacMofIOKEHHbIX B Psf MO AuvaroHanu
0TBEPCTUS.

MEPbI MPEAOCTOPOXHOCTW

* Heob6Xx04MMO OCYLLEeCTBMIATb HeNpepbiBHbIA KOHTPO/b 3@ HOBbIMW W PELUAUBUPYHOLLUMMN
NCTOYHMKAMWN MHDEKLNN, NOKa U3LeNne HaXoANTCA B OpraHu3me.

* VIMNNaHTaT ABNSAETCA BPEMEHHbLIM W, KaK npasuno™-rygandercd, Korga BoCCTaHaB/MBaeTcs
CNOCOOHOCTb KOCTW BbIMOMHATL CBOK HOPManbHYK (YHKLUMIO. PelleHne 06 ypaneHuu
MMnnaHTata MpUHUMaeT fevawmii Bpay. PUCK MOBOYHbIX 3((EKTOB, BK/KOYAsA BTOPUYHYIO
NH(EKUNIO, aniepruyeckyto peakumio, yctanocTb maTeprana (BefyLLyto K rnepesiomy), nosioMKy
nMnnaHTata w/uny HapyleHne KpoBOOOpalleHMs, BO3pacTaeT B 3aBUCUMMOCTU OT BPEMEHU
HaxoXeHUsa MMnIaHTaTa B opraHusmMe, 3aMefIeHHOro cpalleHuns, HecpalleHuns, Beca N YpPOBHSA
aKTMBHOCTW NaLMeHTa.

* He ponyckaeTcq M3MeHeHWe UM MexaHu4yeckas o06paboTka MMMNAHTaToB, eC/k 3TO ABHO He
NpesyCcMOTPEHO KOHCTPYKLUMERA N XUPYPTrUYECKOA TEXHUKON.

* Bo n3bexaHue cpbiBa pe3bbbl Y C LeNbl agekBaTHOro 3akpensieHus BUHTOB BKpy4uBamnTe
BUHTblI B KOCTb HACKO/IbKO BO3MOXHO O6/1M3KO K OCEBOW NUHUKM KOCTW. Kpome TOro, B Lenax
npefoTBpaLLEeHNs TENIOBOr0 HEKPO3a NPW YCTaHOBKE BUHTOB MOXXHO MPUMEHATb PPUraumio.

* HeobxogmMmo cneguTb 3a TeEM, YTOObI He MOBPefVUTb BUHTAMW WAW CBepnamm MMMNAHTaThI,
paHee YCTaHOB/IEHHbIe WHTPaMeAYNIAPHO, WX (QUKCUPYIOLLNE 3N1eMEHTLI WU/MNN  AKOPHbIEe
(hMKcaTopsbl.

e [MepunpoTe3Hble MNOAMAKCUaNbHble O6MOKUPYIOLLNE 6GeapeHHble nnacTuHbl NCB  umetoT
aHaTomuyeckyto hopmy. NMoMHUTE, YTO U3rMbaHMe NAacTUHbI MOXET NMPUBECTU K YMEHbLLEHWUIO
ee yCTa/loCTHOW NPOYHOCTU. Bosee TOro, aT0 MOXET NPUBECTU K NOBPEXAEHNI0 6/10KMPYIOLLErO
MexaHu3ma oTBepcTusa nnactuHbl NCB 1, crnepoBaTenibHO, yTpaTe ero (oyHKuMoHanbHocTu. He
ncnonb3ynte And 6/0KMPOBaHWA BWHTOB OTBEPCTUS, W3MEHEHHble BC/EACTBME MpUAAHUSA
nnacTuHe 4pPYroin hopmbl.

« BE3OMACHOCTb W COBMECTVMMOCTb C MATHUTHO-PE3OHAHCHOW (MP)
CPEJJON: Ha cnyuaili BO3AeNCTBMS WM3BECTHLIX BHELIHWX YCMOBWIA, HanpuMep MarHUTHbIX
nosen, Nofb3oBartelb U/MNN NaLNEHT AO/MKHbI 3HATb CNnefytoLee:

- OueHka 6e30MacHOCTM M COBMECTUMOCTM 3TUX W3LENNA NPU UCMOMb30BaHUN B MarHUTHO-
pe3oHaHcHolW (MP) cpefe He Npon3BOAMNACH.

- OueHKa Harpeea W MWrpaunu 3TUX W3AENUiA B MarHMTHO-pe3oHaHcHoi (MP) cpease He
nponsBogmnnace.

- CyLuecTByeT BepOSAITHOCTb Harpeea v MUrpauny B MarHMTHo-pe3oHaHcHol (MP) cpege.

- CylecTByeT BEpOATHOCTb MOSAB/IEHUA apTe(aKTOB M3-3a MeTa//IMYEEeKNX WMMNIaHTaToB npu
MP-Busyanusayuv B6/M31 UMNIAHTATOB.

MOBOYHbIE SODEKTbI

» CMeLLeHne unmn ocnabneHune KpenneHns nMnnaHTara
» [nybokas paHeBas NHPEKLUSA

» BackynsapHble 0e10XHeHuns

* [1ceBaoapTpos

* [NoBpexaeHne HepPBOB

» Koppo3unsa MeTanimyecknux NMnaaHTaToB
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* /I3HOC

* YCTanoCTHbIN nepenom

» BocnanutenbHble peakuuu 1 ocTeonns
* Mepenombl KOCTei

* YyBCTBMTE/NIbHOCTb K MeTasnam

* ABaCKyNApHbIA HEKPO3

CTEPUJIbHOCTb

» laHHble N34enns NOCTaBAATCA CTEPUSIBHBIMU NN HECTEPUSIbHBIMU.

o CTepunusauusa ramma-usnydyeHnem o6o3HayveHa cumBonom STERILE R Ha aTukeTke. Takue
N3Lenns OCTalTCA CTEePUSIbHBIMUN L0 HAPYLUIEHNS LLeIOCTHOCTM YMakKoBKU U 10 UCTEYEHUSA CpoKa
roOA4HOCTMU.

» Mepes NPUMEHEHMEM OCMOTPUTE KaXAyl YMNakoBKY-, M HE WCMNOMb3YWTEe KOMMOHEHT, ecnu
Kakoi-nnbo LWOoB WAM MNOMOCTb MOBPEXAEHbl MO0 WMMEKT OTBEPCTUE, a TakKXe ecnnm Cpok
roAHOCTU UCTEK.

» Cpa3y nocne BCKpbITUS YNakoBKW KOMMOHEHT HeOO6XOAMMO WCMONb30BaTb, BbIOPOCUTL WU
MOBTOPHO CTEPUIN30BATD.

* B cnyyae noOBpeXAeHWA YNakoBKW WAM WUCTEUYEHUA CPOKA COXPaHeHUs CTepUSIbHOCTM
MMNNaHTaTbl HEO6XOANMO BepHYTbL NponssoauTento (kpome CLLA).

MHCTPYKUWMWN no CTEPUTN3IALNIN
[aHHble MHCTPYKLUMM NO CTEPUIM3auMM  COOTBETCTBYHOT TpeboBaHWAM CTaHLapToB MU
pykosoacTs ANSI/AAMI/ISO.
* OTU WHCTPYKUWUWU cnefyeT NPUMEHATb 1A W3LeNNiA, NOCTaBNSeMbIX HECTEPUSIbHbIMU, MPU
NOBTOPHOM 006paboTKe M34eNnii MHOFOKPaTHOro WCMNONb30BaHMA, a TakKXke A5 CTepUIbHbIX
N3Lennid, KoTopble GblIM pacrnakoBaHbl, HO KOTOPbIMU He M0J1b30Ba/UCh.
- Mofpo6Hble peKkoMeHZauuy No cTepuansaumm cm. B byknete komnaHuu Zimmer 97-5000-
170-00 (nmeeTcs B HaMuUK y AUCTPUOBLIOTOPA UK Ha cailTe zimmer.com).
* He ncnonb3yiite NOBTOPHO WHCTPYMEHTbI AN U3LENUSA, Ha YNaKOBKe KOTOPbIX HaHeCeH 3HakK
O4HOKpaTHOro  ucnonb3oBaHus.  [MOBTOpHOE  NpUMEHEHWe  u3fenns  OLHOKPATHOro
MCMOMb30BaHNA, KOTOPOE KOHTAKTMPOBANO C KOCTbO, TKaHbi, KPOBbK WU  ApYyrumu
(hM3M0NOrNYECKUMUN XUAKOCTAMU, MOXET NPMBECTU K TpaBMe nauueHTa WauM Mnonb3oBaTens.
B0O3MOXHble pUCKM, CBfA3aHHble C MOBTOPHbIM MPUMEHEHWEM WU3JeNMA  OLHOKPATHOro
MCMOMb30BaHNA, BK/KOYAOT, NMOMMWMO MPOYero, MexaHW4YecKyr HeucrnpaBHOCTb W Mepegadvy
BO36yauTENnel NHGEeKLUN.
* LlenbHOMeTaNIMYECKME UMMNIAHTaTbl 6€3 CYCTaBHOW MOBEPXHOCTM MOXHO MHOro pas
CTepunn30BaTb NOBTOPHO C YYETOM NEPEUUCIEHHbIX HUXE UCKIHOYEHWA.
« HE BbINO/THANTE MOBTOPHYO CTEPUNUSALNIO:
- KOMMOHEHTOB OAHOKPATHOr0 WCMO/b30BaHUA, 3arps3HeHHbIX  (U3NMONOTMYeCKUMU
XUAKOCTAMU UM OCTaTKaMM TKaHel, a Takxxe paHee MMMNIAHTUPOBAHHbIX KOMIMOHEHTOB;
- KOMMOHEHTOB, Y KOTOPbIX UCTEK CPOK FOAHOCTU, YKa3aHHbI Ha ynakoBKe.
* He ucnonb3yiiTe Ang NoBTOPHOW CTepuAM3auuMy 3aBOACKYH YNakOBKY WAN ee KOMMOHEHTI.
OLHOKOMMOHEHTHbIE U3LeNns LOKHbI ObITb MHAUBUAYANBHO YNaKOBaHbl B CTEPUIN3ALNOHHbIA
nakeT MeMLMHCKOrO Ha3HayeHWs WM YNakoBKY, COOTBETCTBYIOLME PEKOMEHAYEMbIM
YC/IOBUAM N5 NapoBOW CTepUAn3aLun, npuseleHHbIM B Tabnuue HWXe. YbeauTtecb B TOM, YTO
nakeT WAW yNakoBKa [OCTaTOYHO 6ONblUMe ANS pasMeLLeHUs U3Lennii 6e3 HaTSXeHWUA LBOB U
paspblBa.
* KomMnnekTbl U3gennmin MOXHO pasmMecTUTb B O6bIYHbIX WM CNeunann3vpoBaHHbIX NOTKax.
Wcnonb3yinTe CTepPUNU3ALUOHHBIA NakeT MeAMLMHCKOrO Ha3HayeHWUs WAM ynakoBKy (MeTof

ABoHOro ob6epTbiBaHna - ANSI/AAMI  ST79). Crepunusayms [OMKHA  BbIMOMHATLCA
HenocpeACTBEHHO Nepes UCNob30BaHUEM U3AeNNS.
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e M3genus u3 TWTaHa WA TUTAHOBbIX CMIaBOB MOryT 06pa30BbiBaTb OKCWUAHbLIE C/IOM U3
XMMUKATOB Npu 06paboTKe B MapoBOM KOTNe WM W3 OCAfKOB feTepreHTa. XOTS 3TV OKCUAbI
6MOCOBMECTUMBI, OH/ MOTYT HapyLUWNTb YNTAEMOCTb FPABUPOBOK ¥ LLITAMMOB Ha U3AENMNSAX.

PekomeHayeMble YC/I0BUS CTEPUIN3ALMU/NOBTOPHON CTepuansaumm

Mpn BbIGOPE CXeMbl 3arpy3ku W MapameTpoB CTEPUAN3ALUU  CNeayinTe WUHCTPYKUUAM
MpPou3BoOAMTENS CTepuaM3aTopa. Bpems CyLiKM 3aBUCUT OT 06bemMa 3arpysku W [O/KHO ObiTh
YBE/IMYEHO B C/lyyae 60MbLIOro o6bema.

OAHOKOMMOHEHTHbIE LieIbHOMEeTan/In4yecKe UMMIaHTaThl

MwuHMManbHas MWUWHUManbHOE MuHUManbHoOe

Twun
Temnepatypa.- BpeMs 06paboTKy Bpems CyLUKM

paBMTALMOHHbIV MeTOA yaaneHus

121 °C 30 MUH.
BO34yXxa
["paBMTaALMOHHbIA MeTOg yaaneHus 132 °C 15 MUH.
BO34yXxa
MpenBapuTenbHOE BaKyymuposaHue / 15 MuH.
MMNY/NbCHOE BaKyyMMUpOBaHue 134 °C 3 MUH.
(BenukobputaHus) ’
MpeaBapuTenbHOe BaKyymMupoBaHue / 132 °C 4 MUK,

NMMYJ/IbCHOE BaKyyMupoOBaHue
Linkn He npefHa3HayeH ana npumeHeHusa s CLUA.

LlenbHoMeTanmyeckme MMnaHTaTbl B CTepPUNnN3ayNOHHbIX KOHTeVIHean N NOTKax

MwuHWUManbHas MuHUManbHOE MuHUManbHoe

Tuvn
Temneparypa BpeMs 06paboTKM  BpEMS CYLLUKM

MpenBapuTeNbHOE BaKyyMupoBaHue /

UMMY/bCHOE BaKyyMuUpoBaHue 134 °C 3 MUH.
(BenukobputaHua)'
MpeaBapuTenbHOE BaKyyMupoBaHue / 132 °C 4 MUK 30 MUH.

MMMNYNbCHOE BaKyyMUPOBaHMe
MpeaBapuTeNbHOE BaKyyMupoBaHue /
MMMNYNbCHOE BaKyyMUpOBaHue

134 °C 18 MUH.

LIMKn He npeAHa3Ha4yeH AN UHAKTMBAL UK NPUOHOB.

Mpn BO3HWKHOBEHWW BOMPOCOB CBSXXKUTECH C KOMMNaHMel Zimmer no cnegylowmm HOMepam.
Ons CLUA: 1-800-348-2759. [Ana 3BOHKOB 3a npegenamu CLUA HabepuTe Kof AocTyna K
MeXAYHapOoAHOW Tene)OHHON NMHUKN 1N HoMmep +1-574-267-6131.

NMHPOPMALUNA ANA KOHCY/IbTUPOBAHUWA MAUMNEHTOB

OCnoXHeHUs N/Mnn NoBpeXAeHne MMNNAHTaTOB, CKOpee BCero, MOryT BO3HUKHYTh Y NaLMeHTOB
C HEPeaMCTUUYHBIMU OXMAAHUAMU OTHOCUTENILHO (hYHKLMOHANbHbIX Pe3ynbTaToB, Y NaLMeHTOoB
C 60MbLUIMM BECOM, (DU3NYECKM AKTUBHBIX MALWMEHTOB W/WAWM Y He BbIMOMHMUBLUUX TPebyemyto
nporpammy peabunutaumm. dusmyeckas akTUBHOCTb MOXET TNPUBECTU K 0ClabneHunto
KpenneHus, U3HOCY W/Mnn nofoMKe uMnnaHTara. MayueHTbl, KOTOPbIM MPeACTOUT YCTaHOBUTH
MMNNaHTaT, JO/DKHbI GbITb MPOUMHBOPMUPOBAHLI O BO3MOXHOCTSAX MMMNAAHTaTa U BAUSHUK €ro
YyCTaHOBKM Ha 06pa3 »u3Hu. CneayeT pacckasaTb NauueHTy 060 BCEX NOCNEONepaLyoHHbIX
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OrpaHNYEHNAX, OCOBEHHO CBSI3aHHbIX C €ro AeATeNIbHOCTbIO U C 3aHATUAMYK CNOPTOM, a TaKXe 0
TOM, YTO UMNAAHTAT UM ero KOMMOHEHTbl MOTYT M3HALUMBATLCS, MPUXOLUTb B HErO4HOCTbL U
MOXEeT MoTpeboBaTbCA MX 3aMeHa. NS MMMNaHTaTa He NPUMEHUMO MOHATUE CPOKa CNYX6bl,
COCTaBNAOLWEr0 KakoW-TO OnpeAenéHHbIA 0TPe30K BPpeMeHU, 160 ANAWErocs Ha NPOTAXKEeHUN
BCEM XW3HW NauueHTa. MoCcKonbKy MMNNaHTaTbl He 06/1aAal0T NPOYHOCTHIO, HAAEXHOCTHLH W
JIONTOBEYHOCTbH €CTECTBEHHOW 3[10POBOM KOCTM WAN TKaHW, B KaKOW-TO MOMEHT MOXeT
noTpe6oBaTbCa 3aMeHa 060ro U3 aTUX U3LENUNIA.

Bce HasBaHWsA, TOProBble MapKu, 3HaKM 06CNY)XXMBAHUS M NOrOTUMNLI B [JAHHOM BKAafbllle
SBNAKOTCA COOCTBEHHOCTbIO KOMNaHuu Zimmer, Inc. n/wnn ee COOTBETCTBYHLLUX A0YEPHMUX
npeanpuaTui.

lMpou3soauTeNb  KaXAOro  KOMMOHEHTa  CUCTEMbl-  NEPUNPOTe3HbIX  MOJNAKCUanbHbIX
6nokupyoLwmnx degpeHHbIx nnactuH NCB ykasaH B Tabnmue HUXe:

KOMMOoHeHT MpounssoanTenb
MnactuHbl Zimmer GmbH
MOHOKOpPTUKaA/IbHbIE BUHTLI U BUHTbLI C Zimmer, Inc.
rny6oKon pe3b6ol
Bce ocTanbHble BUHTbI Zimmer GmbH
Bnokupyroume Konnayuku n crnericepbl Zimmer GmbH

CumBon NOT STERILE «YnakosaHo 6e3 cTepuimsauum».

Cumson Rx only. BHumaHue! CornacHo efepancHoMy 3akoHogaTensctsy CLUA pgaHHoe
n3genvme MOXeT ObiTb MPOJAHO TO/MIbKO B COOTBETCTBMM C MpeAnMcaHueM Bpaya WaM Mo ero
yKaszaHuto.
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Mepesena LLlopoxosa Mapw CepreesHa

Poccuiickas Pegepayms. Mopos Mocksa.

CeMHajLaToro Hosbps ABe ThiCAYM CEMHAALATOro roja.

A, XamugynnumHa Airynb  AMWpPOBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOANMHHOCTb Nognucu nepesogunka LLlopoxosoit Mapumn CepreesHbi.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NoAnucaBLUEro AJOKYMEHT yCTaHOB/EeHa.
3aperncTtpupoBaHo B peecTpe; Ne
B3bickaHO no Tapugy: 100 py6.
YnnayeHo 3a OKasaHue ycnyr npaBoBOro M TEXHUYECKOro xapakTepa: 50 py6.

A. A. Xamungynnnta

Bcero npownTo, NpoHymMeo(HO 1
CKpEensieHo nevyaTbio nmct(-a,-oB).
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