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MULTIFIX® P Knotiess Fixation Device
Instructions for Use
DESCRIPTION

The MULTIFX® P Knotless Fixation Device facilitates the attachment of tissue to bone and
consists of an implant and associated instruments. The implant can accommodate 2, 3 or 4
suture strands or a maximum volume of 2 strands of suture and 2 strands of ULTRATAPE".
The implant is manufaciured from polyetheretherketone (PEEK) and is preloaded onto a
disposable handle designed to facilitate direct insertion info bone. The suture anchor is a
knotless fixation device, in other words surgical knots are not necessary for fixation of suture
to fissue.

INDICATIONS FOR USE
The MULTIFIX P Knotless Fixation Device is indicated for use in the fixation of soft tissue to

bone. Examples of such procedures include:

Shoulder: Bankart Repalr, SLAP lesion repair, acromio-clavicular separation, rotator cuff
repair, capsule shifi/capsule-labral reconstruction, biceps tenodesis and delloid repair.
Anlde: Lateral instability, medial instability, Achilles tendon repair/reconstruction and
midfoot reconstruction

Foot: Hallux reconstruction

Etbow: Tennis repair, biceps tendon reattachment

Knee: Extra-capsular repairs; reattachment of medial collateral ligament, posterior oblique
Hganerﬁorioimmdoaletoamemrprmdmalﬂbia extra capsular reconstruction, ITB
tenodesis; patetlar igament and tendon avuisions.

CONTRAINDICATIONS
SuglcalprooeduraomefﬂmﬂmellstedlnthelNDlCATIONS FOR USE section.
bone conditions, such as cystic changes or severe osteopenia, which would
Impalrtlwseuxefmaﬁondme
Pamologicaldmgeslnmeaﬁectedsoﬂﬂssueswhichwould prevent secure suture

-Cmanedbmesuﬂacamkhcmldcanpmnlsemﬁmﬂonofﬂveimplam
» Physical conditions that would eliminate or tend to eliminate adequate implant support or
retard heating, i.e., blood supply limitation, previous infections, etc.
-Oondﬁonswd\assemmyamnalllmssmichmaytnpadﬂlepaﬂenfsabiw«
willingness fo restrict activities or comply with physician instructions during the healing

period.

« The implant is not designed for and should never be used to attach artificial ligaments or
« Consider the potential risk of a second surgical procedure before deciding to remove the
device after wound closure. implant removal should be followed by adequate
postoperative management.

« This device has been designed for use with a 3.3mm drill or 3.4mm punch. Use of other
drill bits or punches may compromise implant insertion and/or retention.
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A WARNINGS AND PRECAUTIONS
Wamings
Do not use if package is opened or damaged.
» Do not resterilize or reuse as this may result in product malfunction, failure, or patient
injury and may also expose the patient to the risk of infectious diseases.
* The implant with inserter handle is a single use device 1o be used only once for a single

patient.
+ Do not use the product after the “use by” date printed on the label. Device
and patient safety may be compromised if the product is used after its expiration date.
-Dono!inuammeandiorhpoorquaHbemeorvdmbmequmﬁlyisumned
incomplete insertion or poor bone quality may result in implant pullout.
« Failure to distribute proper tension through both suture ends may result in inadequate
suture lock and potential failure.
-Donoﬂwalmﬂnphnﬂnbabmeholewhaameadsmginphnispresmt This may
cause the previously placed implant to extrude out
-Domtbenda'wmehsemrhandedm;andaﬂermsuﬁmasdanagetome
implant or incomplete insertion may result. Do not deploy a bent or damaged implant.
* Detailed instructions on the use and limitations of the device should be given to the
patient. The implant with inserter handie is a single use device to be used only once for

a single patient.

mmmammmanwmmamwlmmm
Surgeons who plan to use this device should carefully review the instructions for use
prior fo diinical use. Additionally, completion of a skills laboratory and training by the
manufacturer or one of its appointed representatives, or observation of/ assistance with
similar implantation procedures, is recommended.
oPreopaaﬂvearﬂopaaﬁvewooedres:hdu&\gpropupaMsdecﬂon.thged
surgical techniques and proper selection and ptacement of the implant, are important
considerations in the successful utilization of this device.

It is the responsibility of the surgeon fo advise the patient of the known risks and
complications associated with the surgicat procedure and device.

¢ Any decision to remove the implant should take into consideration the potential risk to
the patient of a second surgical procedure.Implant removal should be followed by

adequate postoperative management.
-Aba?(eaupdewmdwu always be avallable to avoid any delay in surgery should it be
requi

Do not insert an implant into a bone hole where an existing implant is present. This may
cause the previously placed implant to extrude out through the bone.

POTENTIAL ADVERSE EVENTS

As with any surgical procedure, there is risk involved. Potential complications accompanying such
implant surgery may include, but are not limited to the following: complications with anesthesia;
pain at the incision or surgical site; infection, both deep and superficial; bone damage or fracture;
injury to surrounding tissues or vasculature; embolus or blood dotting issues {e.g., pulmonary
embolus, deep vein thrombosis, etc.); nesve injury or palsy; implant or treatment failure. Secondary
surgical interventions may include, but are not limited to: removal of implant; placement of new or
additional implantis).

OPERATOR TRAINING REQUIREMENTS
* Use of this medical device requires an appropriate level of surgical skil and experience.
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* Completion of a skills laboratory, fraining by the manufacturer or one of its appointed
mpresentaﬂves and/or observation of/assistance with similar surgical procedures is

Preopaaﬁveandopemﬁveptocedum including proper patient selection, knowledge of
surgical techniques, andpropefdevbeselecﬁonareimpoﬂamomsidenﬂonswhm
using this medical device.

= The surgeon shoukd advise the patient of the known risks and complications associated
with the surgical procedure and use of this device.

PREPARATION FOR USE

Caution: This device has been qualified for use with #2 MAGNUMWIRE®, ULTRABRAID®, and
ULTRATAPE sutures. Use of other suture is not recommended and may compromise suture locking
integrity and result in potential failure.

Caution: When requived, use only the approved drill, bone punch or bone tap instruments.

Use of other ancillary instrumentation may compromise implant insertion and/or retention.

DIRECTIONS FOR USE
1) Suture fissue using a suture passer utilizing the appropriate suture.

2)Using the Insertion Guide with Obturator is recommended. When using the insertion guide
in the portal, align the slit of the insertion guide in the direction of the stiich in the tissue.

3} Assess the patient's bone quality prior to use. If in the physician’s opinion the bone is hard,
create a bone hole using a 3.3mm ddll bit or a 3.4mm punch prior to anchor insertion. Advance
the drill or the punch unfil the shoulder reaches the bone surface. Alternately, a 4.5mm tapered
bone punch advanced to the 15mm depth marker may be used. Caution: Care must be taken fo
avoid creation of a shallow bone hole. A proper hole depth is accomplished when the 4.5mm
tapered punch is advanced to the 15mm mark.

4)Thread the sulure ends through the snare loop. Ensure about 6 cm of each suture end extends
past the snare (see diagram 1). Note: The device is intended 1o be used with 2, 3 or 4 suture
strands or a maximum volume of 2 strands of suture and 2 strands of ULTRATAPE.

5) To snare the sutures through the anchor, use a syringe type motion to pull the suture loader
cross bar (see diagram 2) away from the shaft and toward of the handle at approximately a 45°
angle. Discard the suture loader after the sutures have been passed through the anchor.

6} Holding the free ends of the suture, advance the loaded anchor efther percutaneously or through
a cannula o the surface of the bone. Take up suture slack by pulling on the suture tails until suture
can be clearly seen between the tissue and the implant. Confim that the suture is not wrapped
around the device. If wrapped, pull the device out and repeat this step.

7) Place the tip of the anchor at the desired location lateral to where the tendon is to be secured.
Establish axial atignment of the inserter shaft perpendicular to the bone during insertion. Assure
the eyelet of the anchor tip orients the sutures toward the tissue (see diagram 3). Do not split the
sutures with the implant. tf a bone hole was created, establish axial atignment of the inserter
handie with the bone hole.

8) Use a mallet to tap the proximal end of the inserter handie to drive the anchor tip until the
horizontat depth mark (see diagram 4) is flush or below the surface of the bone.

Caution: If the anchor tip does not penetrate the bone on the first strike, create a bone hole
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according to step 3. Use a new anchor into the bone hole.

Caution: Use care to proper align the implant and inserter handle with the bone hole during
pound-in. Avoid excessive probing. Do not bend or twist the inserter handle during and after
insertion as damage to the implant or incomplete insertion may result. Do not deploy a bent or

damaged implant.
Caution: Incomplete insertion or poor bone quality may result in the implant pulling out.

9} In order to maneuver the tissue to the desired location, pull the free suture tails in line with the
axis of the inserter while maintaining downward pressure on the inserter handle. When desired
fension is achieved, sacure the sutures in the jam cleat (see diagram 5).

Caution: Do not over tension the sutures as breakage or tissue pull through may occur.

10) While maintaining downward pressure on the inserier handie, deploy the suture lock by tuming
the deployment knob

{see diagram 6) two full tums clockwise. Continue fo turn the deployment knob clockwise until it
spins freely.

11} Check the location of the horizontal depth mark on the shaft isee diagram 7). If the mark is
visible, use the mallet to tap the device further into the bone until the depth mark on the shaft is
flush or below the surface of the bone,

12) Disengage sutures from the jam cleats prior to extracting the inserter handle. Trim remaining
loose suture ends at bone hole.

Caution: Do not pull on loose suture ends. This may result in implant pullout. f there is a need to
check fixation, probe the repaired tissue.

13) If placing more than one implant, assure that the anchors are located at least 7mm apart and
repeat steps 1 through 12.

MATERIALS

Implant: PEEK [polyetheretherketone]

Suture: Implant grade polyethylene and polypropytene.

Inserler Handle: Surgical grade stainless steel and medical grade plastic.
The product is not made with natural rubber latex.

The product does not contain DEHP.

HOW SUPPLIED

. The device is provided STERILE for SINGLE USE ONLY. The device is only sterile if the
packaging is not opened, damaged or broken.

* Do not use the product afler the “use by” date printed on the label. Device performance
and patient safety may be compromised if the product is used after its expiration date.

. Do not resterilize or reuse the device as this may result in product malfunction, failure or
patient injury, and may also expose the patient fo the risk of infectious diseases.

MAGNETIC RESONANCE (MR} IMAGING
The implant is MR safe.

STORAGE
Store away from moisture and direct heat.
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DISPOSAL

International and US regulations require controlled disposal of used and unused medical devices.
Used devices must be disposed of in accordance with applicable government regulations and
Medical Waste Management Plans/Acts.

CUSTOMER SERVICE

Warranty Information

This product is guaranteed for materials, function, and workmanship for single patient use only.
DO NOT REUSE THIS WARRANTY IS IN LIBJ OF ALL OTHER WARRANTIES. EXPRESS, IMPLIED,
AND/OR STATUATORY. INCLUDING BUT NOT LIMTED TO. WARRANTIES OF MERCHANTABILITY,
FITNESS. AND/OR SUITABILITY FOR A PARTICULAR PURPOSE, AND OF ALL. OTHER OBLIGATIONS
OR LUABILITIESON THE PART OF ARTHROCARE

Product Complaints & Return Authorization All questions, complaints, or return authorization
requests should be directed to Customer Service or an authorized Customer Service
representative.

Manufacturer
ArthroCare Corporation
7000 West William Cannon Drive Austin, TX78735 USA
Phone: 1800) 343-5717
www.arthrocare.com

Authorized European Representative
Smith & Nephew Medical Limited 101 Hessle Road
Hull Hn3 2BN
United Kingdom
ec.rep@smith-neDhew.com
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SYMBOLS UEGEND |

Svinbol Definition
Mol calaloeue number
Lot number

Use by

OW  Consultinstnxtiorts for use

P Do not reuse

® Do not resterttze
Do not use if package is damaged
Keep away from suiligN

f Keepdry
Caution

tii]. ;1jN  SlenGzalion using foadfotion

id Manufactuer
Authorized representative in the

Euooean COynurnty

Rx Only Caution: Federal (USA) Low
restricts this device to sale by or
on the order of a ohvsiciaa

C € CEmark and Idertification
number of Nodfied Body. The
0125 product meets the essential
reqirirenttnts of Medical Device
Directive (93/42/EEQ.

~Trademark of Smith & Nephew.

These products may be covered by one or more U.S. patents.

See smith-nephew.com/ patents to view a listing of patents that cover our products.
© Smith & Nephew 2017.

P/N 62536 Rev.C
February 2017
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MULTIFIX® S Knotless Fixation Device
instructions for Use
DESCRIPTION

The MULTIFX® S Knotless Fixation System consists of an implant {anchor) and associated
instruments which facilitate the attachment of fissue to bone. The implant, which is available in
5.5mm and 6.5mm sizes, can accommodate 2, 3 or 4 sulure strands or a maximum volume of 2
strands of sulure and 2 strands of ULTRATAPE’. The implant is manufactured from
polyetheretherketone (PEEK} and is pre-loaded onto a disposable handle designed 1o facilitate
direct insertion into bone. The suture anchor is a knotless fixation device, in other words surgical
knots are not necessary for fixation of suture o tissue.

INDICATIONS FOR USE

The MULTIFIX S Knotless Fixation Device is indicated for use in the fixation of soft tissue to bone.
Examples of such procedures include:

Shoulder: Bankart Repair, SLAP lesion repair, acromioclavicular separation, rotator cuff repair,
capsule shift/capsule-labral reconstruction, biceps tenodesis and deltoid repair.

Ankle: Lateral instability, medial instability, Achilles tendon repair/reconstruction and midfoot
reconstruction

Foot: Hallux valgus reconstruction

Ebow: Tennis elbow repair, biceps tendon reattachment

Knee: Exira-capsular repairs; reatiachment of medial collateral bigament, posterior oblique
ligament or joint capsule closure to anterior proximal tibia; exira capsular reconstruction, ITB
tenodesis; patellar ligament and tendon avulsions.

CONTRAINDICATIONS
J Surgical procedures other than those listed in the INDICATIONS FOR USE section.

. Pathologic bone conditions such as cystic changes or severe osteopenia, which would
impair secure fixation of the implant.
. Pathological changes in the affected soft tissues, which would prevent secure fixation.
. Inadequate bone stock or comminuted bone surfacels), which would compromise secure
fixation of the implant,
* Physical conditions that would eliminate or tend to eliminate adequate implant support or
retard healing, i.e., blood supply limitation, previous infections, etc.
« Conditions such as senility or mental iliness which may impact the patient’s ability or
willingness to restrict activities or comply with physician instructions during the healing

period.
« The implant is not designed for and should never be used to attach artificial ligaments or
other implants.
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AWARNINGS AND PRECAUTIONS

Wamings
Do not use if package is ed or dama
-mmwmgr@@umsmw%Whmwmm.fam«pam
injury and may also expose the patient to the risk of infectious diseases.
« The implant with inserter handle is a single use device to be used only once for a single
patient.
* Do not use the product afier the “use by" date printed on the label. Device performance
and patient safety may be compromised if the product is used after its expiration date.
*Do not implant the anchor in poor quality bone or where bone quantity is limited.
incomplete insertion or poor bone quality may result in implant pullout.

e Failure to distribute proper tension through both suture ends may result in inadequate
suture lock and potential fallure.

* Do not insert an implant into a bone hole where an existing implant is present. This may
cause the previously placed implant to extrude out thr the bone.

Do not bend or twist the inserter handle during and insertion as damage fo the
implant or incomplete insertion may result. Do not deploy a bent or damaged implant.

* Detalled instructions on the use and limitations of the device should be given to the
patient. The implant with inserter handle is a single use device to be used only once for

a single patient.

Precautions

simplantation of this device requires an appropriate level of surgical skill and experience.
Surgeons who plan to use this device should carefu revle\rglctgehsmdmsforwe
prior to clinical use. Additionally, completion of a skills laboratory and training by the
manufacturer or one of its appointed representatives, or observation of/ assistance with
sﬁnilartnplantaﬁonprooedmisrecommended

it is the responsi ofiheargeontoadmsehepaﬂe:ﬂoflheknmnrisksnd
wmmawmmm”mmamm °

»Arw decision 1o remove the implant should take into consideration kmﬂaldskiothe
paﬂerﬂofaseeondsugicalpmoedtmmplantrma!srnuldbe by adequate

-mmmmum&mmmmmmwwmue
«Do not insert an im ntintoabomholewhereane)dsﬂn% is present. This may
camethepreviousl‘yﬂaplaced implant to extrude out through

POTENTIAL ADVERSE EFFECTS |
As with any surgical procedure, there s risk involved. Potential complications |
aooompanyhgsud\mplant may include, but are not limited to the following
with anesthesia; pa attheincisionorsuglcalsite;hfecum bothdwgdus
ﬂwubawdanageorﬁme;iiwtoanm\dingﬂssuesorvmiam
clotlhglssuesle.g ptlmotwyembohs deep vein thrombosis, eic.); nerve injury |
implant or treatment failure. Secondary surgical interventions may include, but are |
notlimltedwremovalofhplam placement of new or additional implantis).

OPERATOR TRAINING REQUIREMENTS
*Use of this medical device requires an appropriate level of surgical skill and experience.
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*Completion of a skills laboratory, training by the manufacturer or one of its appointed
representatives, and/or observation of/a nce with similar surgical es is

-Preoperaﬂvea;\doperaﬂveprocedura.hdudh proper patient selection, knowledge of
ﬂ'llsmedicaldl:vlug'md grelm

«The surgeon should advise the patient of the known risks and complications associated
with the surgical procedure and use of this device. ples

PREPARATION FOR USE

Caution: This device has been qualified for use with #2 MAGNUMWIRE®, ULTRABRAID",
and ULTRATAPE sutures. Use of other suture may compromise suture locking integrity and
result in potential fallure.

Caution: When required use only the approved bone punch or bone tap instruments. Use
of other ancillary instrumentation may compromise impiant insertion or refention.

DIRECTIONS FOR USE

+ Suture tissue using a suture passer utitizing the appropriate suture.

» Using the Insertion Guide with Obiurator is recommended. When using the insertion guide
hﬂwwhl.dgnﬁesmdﬂwhwﬁmgudeil'}mﬁtmdﬂwmm::w
» Assess the s bone fo use. if in S Is
hard, aaategaMbom hole usi?;a 4% Tapered Bone WW tomanchor insertion. A
bone hole is also required if the implant is to be at an angle other than

perpendicular to the bone surface. Advance the punch until the 25mm mark is flush with

Caution: Care must be taken to avoid creation of a shatiow bone hole. A proper hole depth
fs accomplished when the punch is advanced to the 25mm mark.

« Thread the suture ends through the snare loop. Ensure about 3cm of each suture end
extends past the snave loop isee diagram 1).

Note: The device is intended to be used with 2, 3 or 4 suture strands or a maximum volume
of 2 strands of suture and 2 strands of ULTRATAPE.

» To snare the sutures through the anchor, use a syringe type motion to pull the suture
loadercrossbar(seedh&rammawayfromhe and toward the handle at
approximately a 45° angle. Discard the suture loader afier the sutures have been passed
through the anchor.

.l-bidinﬁthefreeendsofmesuwe.advmthebadedandwreﬂher neously or
through a cannula to the surface of the bone. Take up suture slack by pulling on the suture
tails until suture can be clearly seen between the tissue and the implant. that the
suture is not wrapped around the device. If wrapped, pull the device out and repeat this

step.

» Place the pound-in tip of the anchor at the desired location lateral to where the tendon is
to be secured. Assure the eyelet of the pound-in tip orients the sutures toward the tissue
{see diagram 3). Do not split the sutures with the implant. Establish axial alignment of the
inserter shaft perpendicular to the bone. If a bone hole was created, establish axial
alignment of the inserter handle with the bone hole.

« Remove desired slack in the sutures by pulling on the suture tails.

» Use a mallet o tap the mal end of the inserter handle to drive the pound-in tip into the
bone. Tap the proximal end of the inserter until the laser mark on the leading thread of the
saewboc;lfyﬂi;sub—caﬁcal(seediagmmﬂ. the bone on the f bone
Caution: pound-in tip does not penetrate on rst strike, create a

hole according to step 3. Use a new anchor in the bone hole.

Caution: Use care to y align the i and inserter handle with the bone hole
during pound-in. Avoid excessive probing. Do not bend or twist the inserter handie during
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and after insertion as damage to the implant or incomplete insertion may result. Do not
deploy a bent or damaged implant,
Caution: Incomplete insertion or poor bone quality may result in the implant pulling out.

= Tension will be to the tissue during advancement of the pound-in tip. K additiona
fension Is required individually pull the free suture talls in line with the axds of the inserter
while maintaining downward pressure on the inserter handle. Suture may be placed in the
suture cleats for suture management if desired [see diagram 5).
Caution: Individually tensioning the sutures may cause the device to back out of the bone
hole. If this occurs, advance the pound-in tip until the laser mark on the leading edge of
the screw is sub-cortical before applying tension to the next sulure.
Caution: Do not over fension the sutures as breakage or tissue pul through OCOAN.
W.mmmmmmmmmwemam nt pull

» While conti to maintain downward pressure on the inserter handle, deploy the screw
by tuming the knob (see diagram 6) dockwise uniil the screw is flush or below
the surface of the bone (see diagram 7) and the deployment knob has come o a hard stop.

umsmmmelnsawhmdlebymmgmemdcapwrwcbdwlseamddx
ﬁinﬂaﬂexuactlonaitindbated this poin deployment knob

o at t, turn counterclockwise
to remove the implant screw and pull on the suture tails to remove the implant. if implant
has detached from inserter handle, or for post-operative repair, insert the Anchor
Extraction tool and fum counterclockwise to remove the implant screw and then pull on
Ihesutwastorenmfa;:‘nimphm.ﬁ e hande.

" age sulures the cleats if needed prior fo inserter Teim
I:’‘!Beﬂgre:mahi'lggelooesesiulueendsatthebonehole. retracting

« If placing more than one implant, assure that the anchors are located at least 7mm apart

and repeat steps 1 through 14.

MATERIALS
eimplant: PEEK [polyetheretherketone]
< Suture: Implant grade polyethylene and polypropylene. The suture is USP size 2 (metric size 5)
except for diameter.

e nserter Handle: Surgical grade stainless steel and medical grade plastic.
*The product is not made with natural rubber latex.
« The product does not contain DEHP.

HOW SUPPLED
eThe Device is provided STERILE for SINGLE USE ONLY. The device is only sterile if the
packaging is not opened, damaged or broken.
*Do not use the product after the “use by” date printed on the label. Device performance and
patient safety may be compromised f the product is used after its expiration date.
« Do not resterilize or reuse the device as this may result in product malfunction, failure or patient
injury, and may also expose the patient to the risk of infectious diseases.

MAGNETIC RESONANCE (MR) IMAGING
The implant is MR safe.

STORAGE
Store away from moisture and direct heat.

DISPOSAL

Intemational and US regulations require controlled disposal of used and unused medical devices.
Product must be disposed of in accordance with applicable government regulations and Medicat
Waste Management Plans/Acls.

10
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CUSTOMER SERVICE

Warranty Information

This product is guaranteed for materials, function, and workmanship for single patient use only.
DO NOT REUSE THIS WARRANTY IS IN UEU OF ALL. OTHER WARRANTIES. EXPRESS, IMPUED,
AND/OR

STATUATORY. INCLUDING BUT NOT UMITED TO, WARRAN/IES OF MERCHANTABILITY.
FITNESS, AND/OR SUITABILITY FOR A PARMCULAR PURPOSE. AND OF avL OTHER
OBLIGATIONS OR UABIUNES ON THE PART OF ARTHROCARE.

Product Complaints & Return Authorization

All questions, complaints, or return authorization requests should be directed to Customer Senrice
or an authorized Customer Sen/ice representative.

ita Manufacturer
AvrthroCare Corporation
7000 West William Cannon Drive Austin, TX78735 USA
Phone: {800} 343-5717
www.arthrocare.com

EC REP Authorized European Representative
Smith & Nephew Medical Limited

101 Hessle Road Hull HU3 2BN United Kingdom
ec.rep@smith-nephew.com
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SYMBOLS LEGEND
Catalogue number
Lot number

Use by
MR Safis

Consult instructions for use
Do not reuse

Do not resterilize

Do not use if package is
damaged

Keep away from sunlight

Keep dry

Caution
Sterilization using irradiation
Manufacturer

Authorized representative in
the European Community

Caution; Federal (USA) Law
restricts this device to sale by
or on the orcter of a physician.

CE mark and Identification
number of Notified Body. The
product meets the essential
requirements of Medical
Device Directive (93/42/EEC).

~Trademark of Smith & Nephew.
These products may be covered by one or more U.S. patents.

See smith-nephew.com/ patents to view a listing of patents that cover our products.

© Smith & Nephew 2017.

P/N 62538 Rev. C  April 2017
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MULTIFIX® S ULTRA Suture Anchor
instructions for Use

DESCRIPTION

The MULTIFIX® S ULTRA Knotless Fixation System consists of an implant (anchor) and associated
instruments which facilitate the attachment of tissue o bone. The implant, which is available in
5.5mm and 6.5mm sizes, can accommodate 2 to 4 strands of suture thread or a maximum volume
of 4 strands of ULTRATAPE® suture. The implant is manufactured from polyetheretherketone (PEEK)
and is preloaded onto a disposable handie designed to faclitate direct insertion into bone. The
suture anchor is a knotiess fixation device, in other words surgical knots are not necessary for
fixation of suture o tissue.

INDICATIONS FOR USE

The MULTIFIX S ULTRA Knotless Fixation Device is indicated for use in the fixation of soft tissue to
bone. Examples of such procedures include:

Shoulder: Bankart Repair, SLAP lesion repair, acromio-clavicular separation, rotator cuff repair,
capsule shift/capsule-labral reconstruction, biceps tenodesis and deitoid repeir

Ankle: Lateral instability, medial instability, Achilles tendon repair/reconstruction and midfoot
reconstruction

Foot: Hallux valgus reconstruction

Ebow: Tennis elbow repair, biceps tendon reattachment

Knee: Extra-capsular repairs; reattachment of medial collateral ligament, posterior oblique
ligament or joint capsule closure to anterior proximal tibia; exira capsular reconstruction, ITB
tenodesis; patellar ligament and fendon avulsions

CONTRAINDICATIONS

o Surgical procedures other than those listedin the INDICATIONS FOR USE section.

*Pathologic bone conditions such as cystic changes or severe osteopenia, which would impair
secure fixation of the implant.

«Pathological changes in the affected soft tissues, which would prevent secure fixation.

elnadequate bone stock or comminuted bone surfacels), which woulkd compromise secure
fixation of the implant.

»Physical conditions that would eliminate or tend to eliminate adequate implant support or retard
healing, i.e., blood supply limitation, previous infections, etc.

*Conditions such as senility, mental fliness or akooholism, which may impact the patient's abiity
or willingness to restrict activities or comply with physician instructions during the healing
period.

*The implant is not designed for and should never be used to attach artificial ligaments or other
implants.
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AWAMGSAN)PRECAU‘HONS
Wamings
*Do not use if package is opened or damaged.
«Do not resterilize or reuse as this may result in product matfunction, failure, or patient injury and
may also expose the patient to the risk of infectious diseases.
*The implant with inserter handle is a single use device to be used only once for a single patient.
*Do not use the product affer the “use by” date printed on the label. Device performance and
patient safety may be compromised if the product is used after its expiration date.
Detailed instructions on the use and Bimitations of the device shoutd be given to the patient.
*Do not implant the anchor in poor quality bone or where bone quantity is limited. Incomplete
insertion or poor bone quality may resuli in implant pullout.
sFailure to distribute proper tension through both suture ends may result in inadequate suture
lock and potential failure.
*Do not bend or twist the inserter handle during and after insertion as damage to the implant or
incomplete insertion may result. Do not deploy a bent or damaged implant.

Precautions

simplantation of this device requires an appropriate level of surgical skill and experience.
Surgeons who plan to use this device should carefully review the instructions for use prior to
clinical use. Additionally, completion of a skills laboratory and training by the manufacturer or
one of its appointed represeniatives,or observation of/assistance with similar implantation
procedures, is recommended.
ePreoperative and operative procedures, including proper patient selection, knowledge of
surgical fechniques and proper selection and placement of the implant, are important
considerations in the successful utilization of this device. It is the responsibility of the surgeon
to advise the patient of the known risks and complications associated with the surgical
procedure and device.

*Any decision to remove the implant should take into consideration the potential risk to the
patient of a second surgical procedure. Implant removal should be followed by adequate
postoperative management.

A back-up device should always be available to avoid any delay in surgery should it be required.
* Do not insert an implant into a bone hole where an existing implant is present. This may cause
the previously placed implant 1o extrude out through the bone.

POTENTIAL ADVERSE EFFECTS

As with any surgical procedure, there is risk involved. Potential complications accompanying such
implant surgery may include, but are not limited to the following: complications with anesthesia;
pain at the incision or surgical site; infection, both deep and superficial; bone damage or fracture;
injury to surrounding tissues or vasculature; embolus or blood clotting issues le.g.. pulmonary
embolus, deep vein thrombosis, efc.}; nerve injury or palsy; implant or treatment failure. Secondary
surgical interventions may include, but are not limited to: removal of implant; placement of new or
additional implantis).

OPERATOR TRAINING REQUIREMENTS

¢ Use of this medical device requires an appropriate level of surgical skill and experience.
sCompletion of a skills laboratory, fraining by the manufacturer or one of its appointed
representatives, and/or observation of/assistance with similar surgical procedures is
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recommended.

»Preoperative and operative procedures, including proper patient selection, knowledge of
surgical techniques, and proper device selection are important considerations when using this
medical device.

«The surgeon should advise the patient of the known risks and complications associated with
the surgical procedure and use of this device.

PREPARATION FOR USE

Caution: This device has been qualifled for use with #2 MAGNUMWIRE®, ULTRABRAID®, and
ULTRATAPE sutures. Use of other suture may compromise suture locking integrity and result in
potential failure.

Caution: When required use only the approved bone punch or bone tap instruments. Use of other
ancillary instrumentation may compromise implant insertion and/or retention.

DIRECTIONS FOR USE

» Suture tissue using a suture passer utilizing the appropriate suture.

» Using the Insertion Guide with Obturator is recommended. When using the insertion guide in
the portal, align the slit of the insertion guide in the direction of the stiich in the tissue.

» Assess the patient’s bone quality prior to use. If in the physician's opinion the bone is hard,
create a bone hole using a 4.5mm Tapered Bone Punch prior {0 anchor insertion. A bone hole
is also required i the implant is to be placed at an angle other than perpendicular to the bone
surface. Advance the punch until the 25mm mark is fiush with the bone surface.

Caution: Care must be taken to avoid creation of a shallow bone hole. A proper hole depth is
accomplished when the punch is advanced to the 25mm mark.

« Insert the suture ends through the first snare loop. Ensure about 3cm of each suture extends
through the snare loop (see diagram 1). Note: The first snare loop can accommodate 2 suture
threads, 2 suture tapes or 1 sulure tape and 1 sulure thread.

» To snare the sutures through the anchor, use a syringe type motion to pull the suture loader
cross bar (see diagram 2} foward the handle.

« If additional strands of suture are to be used, thread those suture ends through the second
snhare loop. Ensure about 3cm of each suture thread or tape extends through the second snare
loop {see diagram 3). Note: The volume of suture the second snare loop can accommodate is
dependent on the volume of suture already threaded through the first snare loop. If the first
snare loop had 2 or less suture threads, do not place more than 2 suture threads info the second
loop. If the first snare loop already snared 2 suture tapes do not place more than 2 suture tapes
or 2 suture threads through the second loop. The total volume of suture through both snare
loops should not exceed 4 strands of suture thread, 4 strands of suture tape or 2 strands of
suture tape and 2 strands of suture thread.

» To snare the sutures through the anchor, pull the cross bar of the suture loader handle away
from the shaft of the anchor inserter handle at approximately a 45° angle and pull the suture
loader handle away from the anchor inserter. Discard the suture loader after the sutures have
been passed through the anchor.

« Holding the free ends of the suture, advance the loaded anchor either percutaneously or
through a cannula to the surface of the bone. Take up suture slack by pulling on the ends of the
suture until suture can be dearly seen between the tissue and the implant. Confirm that the
suture is not wrapped around the device. If wrapped, pull the device out and repeat this siep.

» Place the pound-in tip of the anchor at the desired location lateral fo where the soft tissue is to
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be secured. Assure the eyelet of the pound-in tip orients the sutures toward the tissue {see
diagram 5). Do not split the sutures with the implant. Establish axial alignment of the inserter
shaft perpendicular to the bone. if a bone hole was created, establish axial alignment of the
inserter handke with the bone hole.
wRemove desired slack in the sutures by pulling on the ends of the suture.
wlse a mallet to tap the proximal end of the inserter handle to drive the pound-in tip into the
bone. Tap the proximal end of the inserter until the laser mark on the leading thread of the screw
body is sub-cortical {see diagram é).
Caution: If the pound-in tip does not penetrate the bone on the first strike, create a bone hole
according to step 3. Use a new anchor in the bone hole.
Caution: Use care to properly align the implant and inserter handle with the bone hole during
pound-in. Avoid excessive probing. Do not bend or twist the inserter handle during and after
insertion as damage o the implant or incomplete insertion may result. Do not deploy a bent or
damaged implant.
Caution: incomplete insertion or poor bone quality may result in the implant pulling out.
aTension will be applied to the tissue during advancement of the pound-in tip. If additional
tension is required individually pull the free ends of the suture in line with the axis of the inserter
while maintaining downward pressure on the inserter handle. Suture may be placed in the
suture cleats for suture management if desired [see diagram 7).
Caution: individually tensioning the sutures may cause the device to back out of the bone hole. If
this occurs, advance the pound-in tip until the laser mark on the leading edge of the screw is sub-
cortical before applying tension to the next suture.
Caution: Do not over tenslon the sutures as breakage or tissue pull through may occur.
Additionally, over tensioning the suture may result in incomplete insertion or implant pull out.
wWhile continuing fo maintain downward pressure on the inserter handle, deploy the screw by
turning the deployment knob (see diagram 8) clockwise until the screw is flush or below the
surface of the bone (see diagram 9} and the deployment knob has come to a hard stop.
wDisengage sutures from the cleats if needed prior to retracting the inserter handle.
wDisengage the inserter handle by tumning the end cap counterclockwise a minimum of six tums
(see diagram 10).
« Trim remaining loose suture ends at the bone hole.
mAfter complete deployment or disengagement of inserter from anchor body, if revision/removal
of implant is deemed necessary, then proceed with the following steps: advance inserler handle
until hex pattern is reengaged with implant. Tum deployment knob counterclockwise to remove
the implant screw and pull on the ends of the suture to remove the remaining implant eyelet. if
implant is not able to be reengaged with the inserter handle, or for post-operative repair, insert
the Anchor Extraction ool and turn counterclockwise to remove the implant screw and then pull
on the sutures to remove the remaining implant eyelet.
«If placing more than one anchor, assure that the anchors are located at least 7mm apart and

repeat steps 1 through 16.

MATERIALS
e Anchor: PEEK [polyetheretherketone).
Suture: Implant grade polyethylene and polypropylene. The suture is USP size 2 imetric size 5)
except for diameter.
einserier Handle: Surgical grade stainless steel and medical grade plastic.
o The product is not made with natural rubber latex.
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*The product does not contain DEHP.

HOW SUPPUED
*The Device is provided STERILEfor SINGLE USE ONLY. The device is only sterile if the packaging
is not opened, damaged or broken.
« Do not use the product after the “use by date printed on the label. Device performance and
patient safety may be compromised if the product is used after its expiration date.
*Do not resterilize or reuse the device as this may result in product malfunction, failure or patient
injury, and may also expose the patient to the risk of infectious diseases.

MAGNETIC RESONANCE (MR) IMAGING
The implant is MR safe.

STORAGE
Store away from moisture and direct heat.

DISPOSAL

International and US regulations require controlled disposal of used and unused medical devices.
Product must be disposed of in accordance with applicable government regulations and Medical
Waste Management Plans/Acts.

CUSTOMER SERVICE

Warranty Information

This product is guaranteed for materials, function, and workmanship for single patient use only.
DO NOT REUSE. THIS WARRANTY IS IN UEU OF AU OTHER WARRANTIES, EXPRESS, IMPUED,
AND/OR STATUATORY, INCLUDING BUT NOT UMITED TO, WARRANTIES OF
MERCHANTABIUTY, FITNESS, AND/OR SUITABIUTY FOR

A PARTICULAR PURPOSE, AND OF ALL OTHER OBLIGATIONS OR UABIUTIES ON THE PART OF
ARTHROCARE.

Product Complaints & Return Authorization
All questions, complaints, or return authorization requests should be directed to Customer
Sen/ice or an authorized Customer Service representative.

mm Manufacturer

ArthroCare Corporation

7000 West William Cannon Drive Austin, TX78735 USA
Phone: (800) 343-5717

www.arthrocare.com

Authorized European Representative
Smith & Nephew Medical Limited 101 Hessle Road
Hull H13 2BN United Kingdom
ec.rep@smith-nephew.com
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Q-FiX° Soft Suture Anchor
instructions for Use

DESCRIPTION

The Q-FIX® Soft Suture Anchor Sysiem consists of an implant lanchor) and associated instruments
which facilitate the attachment of tissue to bone. The implant, which is available in 1.8mm (single
loaded} and 2.8mm double loaded) sizes, is manufactured from braided polyester with ultra high
molecular weight polyethylene suture and is pre-loaded into a disposable tool designed to facilitate
direct insertion into a pre-drilled/pre-punched bone hole.

INDICATIONS FOR USE

The Q-FIX Soft Suture Anchor System is intended to be used for soft tissue to bone fixation for:
Shoulder: Bankart lesion repair; SLAP lesion repair; acromio-clavicular repair; capsular
shift/capsulolabral reconstruction; deltoid repair; rotator cuff tear repair; biceps tenodesis.

Foot & Anlde: Medial/Lateral repair and reconstruction; midfoot and forefoot repair; Hallux valgus
reconstruction; Metatarsal ligament/tendon repair or reconstruction; Achilles tendon repair.
Ebow: Ulnar or radial collateral ligament reconstruction; lateral epicondytitis repair; biceps tendon
reattachment.

Knee: Exira-capsular repair: medial collateral ligament IMCL), lateral collateral ligament (LCL} and
posterior oblique tigament; Riotibial band fenodesis (IBT); patellar tendon repair; vastus medialis
obliquus advancement (VMO); joint capsule closure.

Hip: Acetabular labral repair.

CONTRAINDICATIONS
Surgical procedures other than those listed in the INDICATIONS FOR USE section.

»Pathologic bone conditions such as cystic changes or severe osteopenia, which would impair
secure fixation of the implant.

ePathological changes in the affected soft tissues, which would prevent secure fixation.

einsufficient quality or quantity of bone, inadequate bone stock or comminuted bone surfacels)
which would compromise secure fixation of the implant.

*The use of this device may not be suitable for patients with insufficient or immature bone. The
physician should carefully assess bone quality before performing orthopedic surgery on
patients who are skeletally immature. The use of this device and the placement of implants must
not bridge, disturb or disrupt the growth plate.

o Physical conditions that would eliminate or tend to eliminate adequate implant support or retard
healing, i.e., blood supply limitations, active or previous infections, etc.

eForeign body sensitivily o implant materials. Where material sensitivity is suspecied,
appropriate tests should be made and sensitivity ruled out prior to implantation.

oConditions such as senility, mental liness or alcoholism, which may impact the patient’s ability
or willingness fo restrict activities or comply with physician instructions during the healing
period.

*The implant is not designed for and should never be used to attach artificial igaments or other
implants.

» Use of suture other than ArthwoCare® USP #2 MAGNUMWIRE suture,

£\ WARNINGS AND PRECAUTIONS
Warnings
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*Do not use if package is opened or damaged.

*Detailed instructions on the use and limitations of the device should be given to the patient.

Do not resterilize or reuse as this may result in product malfunction, failure, or patient injury and
may also expose the patient to the risk of infectious diseases. The implant is a single use device
to be used only once for a single patient.

Do not use the product after the “use by" date printed on the label. Device performance and
patient safety may be compromised if the product is used afier its expiration date.

» Any decision to remove the device should take into consideration the potential risk o the patient
of a second surgical procedure. Implant removal should be followed by adequate postoperative
management.

*Do not implant the anchor in poor quality bone or where bone quantity is limited. Incomplete
insertion or poor bone quatity may result in implant pullout or suture breakage.

*Do not bend, apply excessive torque, or twist the inserter handle during and after insertion as
damage to the implant or incomplete insertion may result. Do not deploy a bent or damaged
implant.

+Do not attempt fo drill an anchor out of the bone hole. Should a placed anchor need to be
abandoned, frim the suture ends flush with the bone to avoid potential tissue irritation.

*Do not insert an implant into a bone hole where an existing implant is present. This may cause

the previously placed implant to extrude out of the bone.
* Do not use the inserter to probe the tissue or bone as damage may oocur to the device resulting

in potential patient injury.

Precautions
* A back-up device should always be available to avoid any delay in surgery should it be required.

POTENTIAL ADVERSE EFFECTS

As with any surgical procedure, there is risk involved. Potential complications
accompanying such implant surgery may include, but are not limited to the following: complications
with anesthesia; pain at the incision or surgical site; infection, both deep and superficial; bone
damage or fracture; injury to surrounding tissues or vasculature; embolus or blood clotting issues
(e.g.. pulmonary embolus, deep vein thrombosts, eic.); nerve injury or palsy; treatment or implant
failure; and secondary surgical intervention to address complications assoclated with surgery or
treatment.

OPERATOR TRAINING REQUIREMENTS

sUse of the Q-FIX Soft Suture Anchor System requires an appropriate level of surgical skill and
experience.

*Completion of a skills laboratory, fraining by the manufacturer or one of its appointed
representatives, and/or observation of/assistance with similar surgical procedures is
recommended.

*Preoperative and operative procedures, including proper patient selection, knowledge of
surgical technigues, and proper device selection are important considerations when using the
Q-FiX Soft Suture Anchor System.

»The surgeon should advise the patient of the known risks and complications associated with
the surgical procedure and use of this device.

PREPARATION FOR USE

Caution: Use only ArthroCare drill bits designed for use with these anchors. Use of other drill bits
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will compromise implant retention integrity.
Caution: Use only the ArthroCare Reusable Bone Punch designed for use with these anchors. Use
of other punches may compromise implant insertion and/or retention.

DIRECTIONS FOR USE

+ Using standard surgical fechnique, expose the bone at the desired insertion location for the
implant.

a Attach the appropriate size drill bit 10 a standard orthopedic drill. Be sure to chuck the drilt no
farther than the flats on the proximal end of the drill.

» Position the tip of the Drill Guide with Obturator against the bone surface at the desired position
isee figures, em 1), then remove the Oblurator (see figures, liem 2).

Caution: Do not advance the Drill Guide into the bone.
Doing so may compromise the corfical surface of the bone and reduce implant retention
capability.

« Insert the drill into the drill guide and drill the bone hole. Advance the drill until the shoulder on
the drill bottoms in the drill guide (see figures, ltem 3). Alternatively, insert the reusable punch
into the drill guide and drive the punch forward until the distal edge of the handie is aligned with
the proxdmal edge of the drill guide {see figures, ltem 4],

Caution: Do not use the drill or punch without the drill guide as the bone surface can be

damaged.

Caution: Care must be taken to not create too deep or too shallow a bone hole. To accomplish
this, be sure to drill the hole until the shoulder on the drill bottoms in the drill guide. If using the
punch, insure the handle lines up with the proximal edge of the drill guide. Care must be taken
{o not advance the Drill Guide into the bone as the implant retention force may be compromised.
Caution: Confirm that bone hole is clear of material by advancing and retracting the drill until
the flutes of the drill are visually clear of bone fragments upon withdrawal.

Failure to clear material from the bone hole may result in difficulty inserting the implant which
could compromise retention force.

» Remove the drill or punch. A PATHFINDER® may be used to confirm bone hole location and
depth. Caution: Do not attempt to insert the implant into the bone without first creating a bone
hole.

« Insert the Q-FIX implant through the drill guide info the bone hole {see figures, Item 5). Be sure
that the implant inserter is fully engaged with the drill guide throughout the deployment of the
anchor {see figures, ltem 6). This can be accomptished by holding the drill guide and inserter
together by hand or by applying downward pressure to maintain the engagement during
deployment

Also, be sure to maintain the alignment of the drill guide to the bone hole during insertion.
Caution: Do not use excessive force or pound the inserter into the bone hole as damage fo the
inserter/implant may occur or result in injury to the patient. if resistance is met on insertion, turn
the inserter handle clockwise while keeping a loose hold on the drill guide. If continued
resistance is met, remove the inserter and re-drill the existing bone hole.

Caution: Use care to properly align the implant and inserter handie with the bone hole during
insertion. A PATHFINDER may be used to confirm hone hole location and depth. Do not bend
or twist the inserter handle during and after insertion as damage to the implant or incomplete
insertion may result. Do not deploy bent or damaged inserter.

Caution: Be sure to advance the inserter fully into the bone hole. Incomplete insertion or poor

bone quality may result in implant pullout.
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» Rotate the activation knob clockwise on the proximal end of the implant inserter to deploy the
implant {see figures, ltem 7). Rotate the knob until a hard stop is reached and the suture cleat is
exposed at the proximal end of the inserter (see figures, liem 8).

« Release the sutures from the cleat (see figures, ltem 9} and remove the inserter and drill guide.
Pull on the suture tails to ensure that the implant is set in the bone hole.

« If placing more than one implant, assure that the anchors are located at least 7 mm apart and

repeat steps 1 through 9.

MATERIALS

Anchor implant: Braided Polyester.

Suture: Uifra High Molecular Weight Polyethylene.

inserter Handle: Surgical grade stainless steel and medical grade plastic.
The product is not made with natural rubber latex.

The product does not contain DEHP.

HOW SUPPLIED

The Device is provided STERILE for SINGLE USE ONLY. The device is only sterile if the packaging
is not opened, damaged or broken.

Do not use the product after the “use by™ date printed on the label. Device performance and
patient safety may be compromised if the product is used after its expiration date.

Do not resterilize or reuse the device as this may result in product malfunction, failure or patient
injury, and may also expose the patient to the risk of infectious diseases.

The device is sterilized using ethylene oxide.

MAGNETIC RESONANCE (MR) IMAGING
The implant is MR safe.

STORAGE
Store away from moisture and direct heat.

DISPOSAL
Intemational and US regulations require controlled disposal of used and unused medical devices.
Product must be disposed of in accordance with applicable government regulations and Medical

Waste Management Plans/Acts.
CUSTOMER SERVICE

Warranty information

This product is guaranteed for matertals, function, and workmanship for single patient use only.
DO NOT REUSE. THIS WARRANTY IS IN LIEV OF ALL OTHER WARRANTIES, EXPRESS, IMPLIED,
AND/OR STATUATORY, INCLUDING BUT NOT UMITED TO, WARRANTES OF
MERCHANTABILITY, FITNESS, AND/OR SUITABILITY FOR A PARTICULAR PURPOSE, AND OF ALL
OTHER OBUGATIONS OR LIABILITIES ON THE PART OF ARTHROCARE.

Product Complaints & Retum Authorization

All questions, complaints, or retum authorization requests should be directed to Customer Service
or an authorized Customer Service representative.
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mm Manufacturer

ArthroCare Corporation

7000 West William Cannon Drive Austin, TX 78735 USA
Phone: (800) 343-5/17

www.arthrocare.com

Authorized European Representative
Smith & Nephew Medical Limited 101 Hessle Road
Hull H13 2BN United Kingdom
ec.reD@smith-nephew.com
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Diagram 3 iigure 4}
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Diagram 5 {Figure 8-9)

Diagram 2 (Figure 3}
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SPEEDLOCK® KNOTLESS FIXATION DEVICE

INSTRUCTIONS FOR USE

DESCRIPTION

The SPEEDLOCK’ Knofless Fixation Device is an implant that facilitates the attachment of tissue to
bone. The SPEEDLOCK system consists of a fixation device pre-loaded with a suture snare in an
inserter handle. The SPEEDLOCK implant is a knofless fixation device, in other words surgical knots
are not necessary for fixation of suture to tissue.

INDICATIONS FOR USE

The SPEEDLOCK Knotless Fixation Device is indicated for use in the fixation of soft tissue to bone.
Examples of such procedures include:

Shoulder: Bankart Repair, SLAP lesion repair, acromio-clavicular separation, rotator cuff repair,
capsule shift/ capsule-labral reconstruction, biceps fenodesis and deltoid repair.

Ankle: Lateral instability, medial instability, Achilles tendon repair/reconstruction and midfoot
reconstruction.

Foot: Hallux valgus reconstruction.

Elbow: Tennis elbow repair, biceps tendon reattachment.

Knee: Exira-capsular repairs; reattachment of medial collateral ligament, posterior oblique
ligament or joint capsule closure to anterior proximal tibia; extra capsular reconstruction, ITB
tenodesis; pateliar ligament and fendon avulsions.

CONTRAINDICATIONS

* Surgical procedures other than those listed in the INDICATIONS section.

* Pathologic bone conditions such as cystic changes or severe osteopenia, which would impair
secure fixation of the implant.

»Pathological changes in the affected soft tissues, which would prevent secure fixation.

sInadequate bone stock or comminuted bone surface, which would compromise secure fixation
of the implant.

»Physical conditions that would eliminate or tend to eliminate adequate implant support or retard
healing, i.e., blood supply limitation, previous infections, eic.

*Corglitions such as senility, mental iliness or alcoholism, which may impact the patient’s ability
or willingness to comply with physician instructions during the healing period.

*The implant is not designed for and should never be used to attach artificial ligaments or other
implants.

*Use of suture other than ArthroCare USP #2 (metric size 5] MAGNUMWIRE suture.

AWARNNGSA&D PRECAUTIONS

Wamings

*Do not use if package is opened or damaged.

*Do not resterilize or reuse as this may result in product malfunction, failure, or patient injury and
may also expose the patient to the risk of infectious diseases.

*The implant with inserter handle is a single use device to be used only once for a single patient.

*Do not use the product after the “use by" date printed on the label. Device performance and
patient safety may be compromised if the product is used after its expiration date.

s Detailed instructions on the use and bimitations of the device should be given to the patient.

*Do not implant the anchor in poor quality bone or where bone quantity is limited. Incomplete
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insertion or poor bone quality may result in implant pullout.

«Failure to distribute proper tension through both suture ends may result in inadequate suture
lock and potential failure.

*Do not bend or twist the inserter handle during and after insertion as damage o the implant or
incomplete insertion may result. Do not deploy a bent or damaged implant.

* The SPEEDLOCK implant system requires tension to be distributed through both suture ends to
achieve suture lock. The use of a locking suture stitch fi.e. modified Mason- Allen} may cause
tensioning to be more difficult due to the inability of the suture ends to move freely through the
fissue.

Precautions

o implantation of this device requires an appropriate level of surgical skill and experience.
Surgeons who plan 1o use this device should carefully review the instructions for use prior to
clinical use. Additionalty, compietion of a skills laboratory and training by the manufacturer or one
of its appointed representatives, or observation of/assistance with similar implantation
procedures, is recommended.

» Preoperative and operative procedures, incduding proper patient selection, knowledge of surgical
techniques and proper selection and placement of the implant, are important considerations in
the successful utilization of this device. It is the responsibility of the surgeon to advise the patient
of the known risks and complications associated with the surgical procedure and device.

* Any decision to remove the implant should take into consideration the potential risk to the patient
of a second surgical procedure. implant removal should be followed by adequate postoperative
management.

« A back-up device should always be available to avoid any delay in surgery should it be required.

+ Do not insert an implant into a bone hole where an existing implant is present. This may cause
the previously placed implant to extrude out through the bone.

POTENTIAL ADVERSE EFFECTS

As with any surgical procedure, there fs risk involved. Potential complications accompanying such
implant surgery may include, but are not limited to the following: complications with anesthesia;
pain at the incision or surgical site; infection, both deep and superficial; bone damage or fracture;
injury to surrounding tissues or vasculature; embolus or blood clotting issues (e.g., pulmonary
embolus, deep vein thrombosis, etc.); nerve injury or palsy; implant or treatment failure. Secondary
surgical interventions may include, but are not limited to: removal of implant; placement of new or
additional implantis).

OPERATOR TRAINING REQUIREMENTS

» Use of this medical device requires an appropriate level of surgical skill and experience.
»Completion of a skills laboratory, training by the manufacturer or one of its appointed
representatives, and/or observation of/assistance with similar surgical procedures is
recommended.

= Preoperative and operative procedures, including proper patient selection, knowledge of surgical
fechniques, and proper device selection are important considerations when using this medical
device.

*The surgeon should advise the patient of the known risks and complications associated with the
surgical procedure and use of this device.

PREPARATION FOR USE
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Do not use sutures other than ArthroCare #2 MAGNUMWIRE suture.
Use of other suture may compromise suture locking integrity and resuit in potential failure.

DIRECTIONS FOR USE
» Suture fissue using #2 MAGNUMWIRE suture. Ensure both ends of the suture are of equal

length.

» Insert the drill guide and obturator at the desired bone hole site.

» Remove obturator and drill bone site using a compatible 3.0mm or 3.0mm+ drill.

Caution! Care must be taken to not drill the bone hole too deep or 100 shallow. To accomptish

this, be sure to drill the hole until the proximal edge of the depth mark on the drill is fully

subcortical,

« Insert PATHFINDER” instrument to maintain alignment with bone hole.

» Thread the two suture ends through the proximal snare wire loop (item 1). Pull the distal snare
fltem 2).

. Ensure about 6 cm of each suture end extends past the proximal snare {ltem 3).

» Rotate suture knob fitem 4) to pull suture ends through the SPEEDLOCK implant, until suture is
visible around the suture reel (item 5). If required, secure the suture ends onto a fixation slit on
the suture reel {item 5).

» Align slit on the drill guide in the direction of the stitch in the tissue.

. Remove PATHFINDER instrument prior o inserting SPEEDLOCK implant (item 6).

« Insert the SPEEDLOCK implant into the drill guide oriented such that the suture leading from the
implant is aligned with the slit on the drill guide (item 7). Advance the implant, confinuing to take
up the suture slack, until it is at the opening of the drilled hole.

« Confirm alignment of the implant such that the slot on the plug guide (item 8) orients the suture
towards the tissue (item 9). If not aligned, reposition prior to implant insertion into the drilled
hole. Insert/drive the implant into the drilled hole to the laser line {ttem 10) on the plug guide.
Note: Check that the entire length of the suture is visible, from the tissue to the implant. Do not
spiit the sutures with the implant.

Caution! Failure to align the suture exiting the implant to the stitch may result in a loose repair

or suture :

Caution! Use care to properly align the implant and inserter handle with the bone hole during
insertion. Do not bend or twist the inserter handle during and after insertion as damage to the
implant or incomplete insertion may resuit. Do not deploy bent or damaged implant.

Caution! Ensure the suture does not wrap around the inserter or drill guide when inserting the

implant into bone.

Caution! Incomplete insertion or poor bone quality may result in implant pullout.

Caution! Inserting the implant beyond the laser tine may result in difficully in removing the

inserter.

« Rotate the suture knob to take up the slack in the suture and tension the tissue to the desired
position (item 11). i suture tension needs to be released, push the coresponding raichet release
button.

Caution! Do not over-tension the suture.

» When desired tension is achieved, deploy the suture lock and detach the handle by tuming the
activation knob {item 12) in the direction of the arrow approximately 1.5 complete revolutions
until it stops.

« Remove handle. Trim remaining loose suture ends at drilled hole.

» if placing more than one implant, assure drilled holes are at least 5 mm apart and repeat steps
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1through 14.

MATERIALS
eImplant: PEEK [polyetheretherketonel.
eSuture: Implant grade polyethylene and polypropylene.
« Inserter Handle: Surgical grade stainless steel and medical grade plastic.
*The product is not made with natural rubber latex.
*The product does not contain DEHP.

HOW SUPPLIED

*The Device is provided STERILE for SINGLE USE ONLY. The device is only sterile if the packaging
is not opened, damaged or broken.

* Do not use the product after the "'use by'* date printed on the label. Device performance and
patient safety may be compromised if the product is used after its expiration date.

*Do not resterilize or reuse the device as this may result in product malfunction, failure or patient
injury, and may also expose the patient to the risk of infectious diseases.

MAGNETIC RESONANCE (MR) IMAGING
The implant is MR safe.

STORAGE
Store away from moisture and direct heat.

DISPOSAL

International and US regulations require controlled disposal of used and unused medical devices.

Product must be disposed of in accordance with applicable government regulations and Medical
Waste Management Plans/Acts.

Warranty Information

This product is guaranteed for materials, function, and workmanship for single patient use only.
DO NOT REUSE THIS WARRANTY IS IN UEU OF A a OTHER WARRANJIES. EXPRESS. IMPUED,
AND/OR STATUATORY,

INCLUDING BUT NOT LIMTED TO, WARRANTIES OF MERCHANTABIUTY, FITNESS. AND/OR
SUITABILITY FOR A PARTICULAR PURPOSE. AND OF ALL OTHER OBLIGA™ONS OR UABIUTIES
ON THE PART OF ARTHROCARE.

Product Complaints & Return Authorization
All questions, complaints, or return authorization requests should be directed to Customer Service
or an authorized Customer Service representative.

ww Manufacturer

ArthroCare Corporation

7000 West William Cannon Drive Austin. TX78735 USA
Phone: 1800) 343-5717

www.arthrocare.com
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Authorized European Representative
Smith & Nephew Medical Limited 101 Hessle Road
Hull H13 2BN United Kingdom
ec.rep@smith-nephew.com

SYMBOISLfGCND
w1 Catalogue mmber
Lot number
S Use-bydate
MR Safe
1l Cortsutt instructiors for use
® Do not re-use

Do not resterfize

Do notise if package is
damaged

Keep aiiBy from suitight

f Keep dry
A Caution
i« Sterftzation using ethylene
Imi«L£IEOI oodde
d Manufodurer

Authorized representative in
the Eifopean Commuiw

RxOnly Caution: Federal atSA) Law
restricts this device to sale by
or on the order ofa physician.

CeE C£ mark and Identfication

om number of Notfied Body. The
product meets the essential
reqdrements of MedKal
Device Directiw {93/42/EEa.

Trademark of Smith & Nephew.

This product may be covered by one or more US Patents.
See smith-nephew.com/patents for details.

© Smith & Nephew 2017.

March 2017 PN 62513 Rev. B

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



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

32



Addendum to the instruction for use
for Medical Devices (MD)

Non-absorbable arthroscopic suture anchors (fixation implants)
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When delivering a product to the Russian Federation, the information contained in this addendum to the Instruction for use is a priority.

1 Purpose of the medical device

1.1. Name of the medical device

Non-absorbable arthroscopic suture anchors (may be referred to as Suture anchors, medical devices,
devices)

Please consider the names of the variants of execution, specified in the application instructions,
identical names, presented in the table below:

Name in the IFU Identical name
The MULTIFIX P Knotless Fixation Device MuUItIFIX P 4.5 mm fixation implant
The MULTIFIXS Knotless Fixation Device MultiFIX'S 5.5 mm fixation implant

MUItiIFIX'S 6.5 mm fixation implant
The MULTIFIX S Knotless Fixation System
MULTIFX S ULTRA Suture Anchor MuItiFIX S ULTRA 5.5 mm fixation implant
The MULTIFX S ULTRA Knotless Fixation System  MultiFIX S ULTRA 6.5 mm fixation implant

Q-FIX Soft Suture Anchor Q-Fix 1.8 mm Fixation implant with 1
The Q-FIX Soft Suture Anchor System AAAGNUMWMRE # 2 suture (thread)
(white/blue co-braid)
Q-Fix 2.8 mm Fixation implant with 2
MAGNUMWIRE #2 sutures (threads)
(white/blue and white/black co-braid)

The SPEEDLOCK system SPEEDLOCK fixation implant

1.2. The purpose of the medical device

Non-absorbable arthroscopic suture anchors are designed for fastening soft tissue to bones during
arthroscopic surgery.

1.3. Operating conditions

The product is designed for use in the internal environment of the body and in the environment in
the operating system, presented below:

hnvironmeniai8slIfflIH!Iral™ilibBbtillEliriis device Tk 46bw M M Y

Temperature +32X to +42°C
Relative humidity 100%
Atmospheric pressure 86 kPa-106 kPa
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Environmental requirenrients for $un”~Gal intervention

Temperature +15°Cto + 25°C
Relative humidity 30% - 75%
Atmospheric pressure 86 kPa-106 kPa

1.4. Conditions for medical device use in medical organizations, mobile transport media,
field environment or home conditions, public or individual application and potential

device users

These medical devices should be used by specially trained personnel at medical and preventive
treatment institutions.

This Medical Device (IMD) is intended for use by trained medical personnel only:

» Use of this medical device requires an appropriate level of surgical skill and experience.

* Completion of a skills laboratory, training by the manufacturer or one of its appointed
representatives, and/or observation of/assistance \vith similar surgical procedures is recommended.
* Preoperative and operative procedures, including proper patient selection, knowledge of surgical
techniques, and proper device selection are important considerations when using this medical device.
» The surgeon should advise the patient of the known risks and complications associated with the
surgical procedure and use of this device.

This medical device has no antigenic properties and is apyrogenic.

1.5. Indication of possibilities and peculiarities of medical device application for patients
with implanted medical devices, pregnant women, women during lactation and

breast feeding periods, children and adults with chronic diseases

Use of this implant is allowed upon medical prescription and is forbidden in the event of
contraindications. This device may be used for patients of all age. sex and ethnicity.

2. Information on the medical device manufacturer

2.1. Name
ArthroCare Corporation

2.2. Legal address
7000 West William Cannon Drive Austin, TX78735 USA

2.3. Manufacturing site address

1 ArthroCare Corporation

7000 West William Cannon Drive, Austin, TX78735 USA

2. ArthroCare Corporation

15285 Alton Parkway, Suite 200, Irvine. CA 92618, USA

3. ArthroCare Corporation

B32.1, St2, Zona Franca Coyol, Coyol, Costa Rica, 20101, Costa Rica
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2.4. information on the authorized representative of the medical device manufacturer

LLC “Smith and Nephew”
Russia, 105120, Moscow, 2™ Syromiatnicheskiy lane, building 1, 9™ fioor, rooml, office 1.

3. Maedical device classffication

Class under potential risk of medical device | 2B

application

Electrical class Not applicable. Inactive medical device

Device class under type and duration of contact | constant contact with internal body environment
Frequency of use single-use medical device

Invasiveness invasive medical device, surgically installed
Sterility Sterile medical device

4. Description of the principles underlying operation of the medical device and its features

This device is implanted info the bone and attaches soft tissues by means of pre-installed or
intraoperatively installed sutures. An aperture is made in the bone prior to this device implanting.
Polyetheretherketone (PEEK) implants will be secure after the bone tissue regenerates. Implants do
not require further retrieval, except in the case described below:

- Loosening the product in the bone canal in violation of the rules of rehabilitation of the duration of
the immobilization of the joint appointed by the doctor, depending on the type of damage;

- Incorrect installation of the product (deep, angle of infroduction) in case of non-compliance with the
rules of installation of the product.

5. Instructions for the safe removal of MI from the patient's body

Used an MRI scanner for the diagnosis and the localization of the shoulder implant on the humerus
or joint frough of the shoulder blade.

Using a surgical scalpel, a skin incision of about 5 cm is performed, then the same instrument makes
a layered incision of fascia until the moment of visual detection of the strands of the shoulder implant
and the channel with the shoulder retainer installed. The strands installed in the shoulder retainer are
cut off by a surgical scalpel. A hollow drill/trepan is used to exiract the shoulder fixer, the diameter of
which is 2-3 mm larger than the diameter of the installed shoulder retainer. The hollow drill/trepan is
centered against the shoulder retainer, the bone block containing the shoulder retainer is drilled. This
bone block is then removed from the patient’s body.

if necessary, another part of the bone is undergoing an audit operation to refix soft tissues.

A control MRI examination is being caied out.
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6. Method of application

MUltiFIX P 4.5 mm fixation implant

PREPARATION FOR USE

Caution! This device has been qualified for use with #2 MAGNUMWIRE, ULTRABRAID, and ULTRATAPE
sulures. Use of other suture is not recommended and may compromise suture tocking integrity and
result in potential failure.

Caution! When required, use only the approved drill, bone punch or bone tap instruments.

Use of other ancillary instrumentation may compromise implant insertion and/or retention.

figura 2

Figure §

Figure 7
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DIRECTIONS FOR USE

1) Suture tissue using a suture passer utilizing the appropriate suture,

2) Using the Insertion Guide with Obturator is recommended. When using the insertion guide in the
porial, align the slit of the insertion guide in the direction of the stitch in the tissue.

3} Assess the patient’s bone quality prior to use. Iif in the physician’s opinion the bone is hard, create
abone hole using drill bit or punch (OM-9920) prior to anchor insertion. Advance the drill or the punch
until the shoulder reaches the bone surlace. Allernately, a 4.5mm tapered bone punch advanced to
the 15mm depth marker may be used.

Caution!

Care must be taken to avoid creation of a shallow bone hole. A proper hole depth is accomplished
when the 4.5mm tapered punch is advanced to the 15mm mark.

4) Thread the suture ends through the snare loop. Ensure about 6 cm of each suture end extends
past the snare (see figure 1}.

Note: The device is intended to be used with 2, 3 or 4 suture strands or a maximum volume of 2
strands of suture and 2 strands of ULTRATAPE.

5) To snare the sutures through the anchor, use a syringe type motion to pull the suture loader cross
bar (see figure 2) away from the shaft and toward of the handle at approximately a 45° angle. Discard
the suture loader after the sutures have been passed through the anchor.

6} Holding the free ends of the suture, advance the loaded anchor either percutaneously or through a
cannula to the surface of the bone. Take up suture slack by pulling on the suture tails until suture can
be clearly seen between the tissue and the imptant. Confirm that the suture is not wrapped around
the device. If wrapped, pull the device out and repeat this step.

7) Place the tip of the anchor at the desired location lateral to where the tendon is to be secured.
Establish axial alignment of the inserter shaft perpendicular to the bone during insertion. Assure the
eyelet of the anchor tip orients the sutures toward the tissue {see figure 3). Do not spiit the sutures
with the implant. If a bone hole was created, establish axial alignment of the inserter handle with the
bone hole.

8) If it is required, tighten threads.

9) Use a mallet to tap the proximal end of the inserter handle to drive the anchor tip until the horizontal
depth mark (see figure 4) is flush or below the surface of the bone.

Caution! If the anchor tip does not penetrate the bone on the first strike, create a bone hole according
to step 3.

Use a new anchor into the bone hole.

Caution! Use care to proper align the implant and inserter handle with the bone hole during pound-
in. Avoid excessive probing. Do not bend or twist the inserter handle during and after insertion as
damage to the implant or incomplete insertion may result. Do not deploy a bent or damaged implant.
Caution! Incomplete insertion or poor bone quality may resutt in the implant pulling out.

10} In order to maneuver the tissue to the desired location, pull the free suture tails in line with the
axis of the inserter while maintaining downward pressure on the inserier handle. When desired
tension is achieved, secure the sutures in the jam cleat (see figure 5).

Caution! Do not over tension the sutures as breakage or tissue pull through may occur.

11} While maintaining downward pressure on the inserter handle, deploy the suture lock by tuming
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the deployment knob (see figure 6) two full tums clockwise. Continue to fum the deployment knob
clockwise until it spins freely (see figure 7).

12) Prior to insertion tool handle exiraction, release suture material from the clamping brackets. Cut
off loose suture ends at near the bone hole.

13) If implant extraction is indicated at this point, turn deployment knob counterclockwise to remove
the implant screw and pull on the suture tails to remove the implant. If implant has detached from
inserter handle, or for post-operative repair, insert the Anchor Extraction tool and tum
counterclockwise o remove the implant screw and then pull on the sutures to remove the implant.
14) Disengage sutures from the jam cleats prior fo exiracting the inserter handie.

Trim remaining loose suture ends at bone hole.

Caution! Do not pull on loose suture ends. This may result in implant pullout. if there is a need to
check fixation, probe the repaired tissue.

15) In the event of multiple implants installation the anchors should be placed at not less than 7 mm
intervals between each other. Repeat steps 1 - 14 of the above procedure.

MultiRX S 5.5 mm fixation implant, MultifiX S 6.5 mm fixation implant

PREPARATION FOR USE

Caution! This device has been qualified for use with #2 MAGNUMWIRE, ULTRABRAID, and ULTRATAPE
sutures. Use of other suture is not recommended and may compromise suture locking integrity and
result in potential failure.

Caution! When required, use only the approved drill, bone punch or bone tap instruments.

Use of other ancillary instrumentation may compromise implant insertion and/or retention.

Fgure 5 Figure 6
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[T 1™

Figure 8

DIRECTIONS FOR USE

1) Suture tissue using a suture passer utilizing the appropriate suture.

2) Using the Insertion Guide with Obturator is recommended. When using the insertion guide in the
portal, align the slit of the insertion guide in the direction of the stitch in the tissue.

3) Assess the patient's bone quality prior o use. if in the physician’s opinion the bone is hard, create
a bone hole using a 4.5mm Tapered Bone Punch (OM-9220} prior 1o anchor insertion. A bone hole is
also required if the implant is to be placed at an angle other than perpendicular fo the bone surface.
Advance the punch until the 25 mm mark is flush with the bone surface.

Caution! Care must be taken 1o avoid creation of a shaliow bone hole. A proper hole depth is
accomplished when the punch is advanced to the 25mm mark.

4) Insert the suture ends through the first snare loop. Ensure about 3cm of each sulure extends
through the snare loop (see figure 1).

Note: Note: The device is inlended to be used with 2, 3 or 4 sulure strands or a maximum volume of
2 strands of suture and 2 strands of ULTRATAPE.

5) To snare the sutures through the anchor, use a syringe type motion 1o pull the suture loader cross
bar (see figure 2) away from the shaft and toward of the handie at approximately a 45° angle. Discard
the suture loader after the sutures have been passed through the anchor.

6) Holding the free ends of the suture, advance the loaded anchor either percutaneously or through a
cannula 1o the surface of the bone. Take up suture slack by pulling on the ends of the suture until
suture can be clearly seen between the tissue and the implant. Confirm that the suture is not wrapped
around the device. if wrapped, pull the device out and repeat this step.

7) Place the pound-in tip of the anchor at the desired location lateral to where the soft tissue is to be
secured. Assure the eyelet of the pound-in fip orients the sutures toward the tissue [see figure 3). Do
not split the sutures with the implant. Establish axial alignment of the inserter shaft perpendicular to
the bone. If a bone hole was created, establish axial alignment of the inserter handle with the bone
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hole.

8) Remove desired slack in the sulures by pulling on the ends of the suture.

9)Use a mallet to tap the proximal end of the inserier handle to drive the pound-in tip info the bone.
Tap the proximal end of the inserter until the laser mark on the leading thread of the screw body is
sub-cortical (see figure 4).

Caution! if the pound-in tip does not penetrate the bone on the first strike, create a bone hole
according to step 3. Use a new anchor in the bone hole.

Caution! Use care to properly align the implant and inserter handie with the bone hole during pound-
in. Avold excessive probing. Do not bend or twist the inserter handle during and after insertion as
damage to the implant or incomplete insertion may result. Do not deploy a bent or damaged implant.
Caution! Incomplete insertion or poor bone quality may result in the implant pulling out.

10) Tension will be applied to the tissue during advancement of the pound-in tip. If additional tension
is required individually pull the free ends of the suture in line with the axis of the inserler while
maintaining downward pressure on the inserter handle. Suture may be placed in the suture cleats for
suture management if desired (see figure 5).

Caution! Individually tensioning the sutures may cause the device to back out of the bone hole. If this
oceurs, advance the pound-in tip until the laser mark on the leading edge of the screw is sub-cortical
before applying tension to the next suture.

Caution! Do not over tension the sutures as breakage or tissue pull through may occur. Additionally,
over tensioning the suture may result in incomplete insertion or implant pull out.

11) While continuing to maintain downward pressure on the inserter handle, deploy the screw by
tumning the deployment knob (see figure 6) clockwise until the screw is flush or below the surface of
the bone see figure 7} and the deployment knob has come to a hard stop.

12) Disengage sutures from the cleats if needed prior to refracting the inserter handle and disengage
the inserter handle by turning the end cap counterclockwise a minimum of six tums (see figure 8).
13} After complete deployment or disengagement of inserter from anchor body, if revision/removal of
implant is deemed necessary, then proceed with the following steps: advance inserter handie until
hex patiern is reengaged with implant. Tum deployment knob counterclockwise 1o remove the implant
screw and pull on the ends of the suture o remove the remaining implant eyelet. If implant is not able
to be reengaged with the inserier handle, or for post-operative repair, insert the Anchor Extraction tool
and tum counterclockwise to remove the implant screw and then pull on the sutures to remove the
remaining implant eyelet.

14} Trim remaining loose suture ends at the bone hole.

15} if placing more than one anchor, assure that the anchors are located at least 7mm apart and repeat

steps 1 through 14.

MultifiX S ULTRA 5.5 mm fixation implant, MultiFIX S ULTRA 6.5 mm fixation implant

PREPARATION FOR USE
Caution! This device has been qualified for use with #2 MAGNUMWIRE, ULTRABRAID, and ULTRATAPE
sutures. Use of other suture is not recommended and may compromise suture locking integrity and
resuit in potential failure.
Caution! When required, use only the approved drill, bone punch or bone tap instruments. Use of
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other ancillary instrumentation may compromise implant insertion and/or retention.

Figure 3

Figure 10
DIRECTIONS FOR USE
1} Suture fissue using a suture passer utilizing the appropriate suture.
2} Using the Insertion Guide with Obturator is recommended. When using the insertion guide in the
porial, align the slit of the insertion guide in the direction of the stitch in the tissue.
3) Assess the patient’s bone quality prior to use. If in the physician’s opinion the bone is hard, create
a bone hole using a 4.5mm Tapered Bone Punch {OM-9220) prior to anchor insertion. A bone hole is
also required if the implant is o be placed at an angle other than perpendicular to the bone surface.
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Advance the punch until the 25mm mark is flush with the bone surface.

Caution! Care must be taken to avoid creation of a shallow bone hole. A proper hole depth is
accomplished when the punch is advanced to the 25 mm mark.

4} Insert the suture ends through the first snare loop. Ensure about 3cm of each suture extends
through the snare loop [see figure 1).

Note: The first snare loop can accommodate 2 suture threads, 2 suture tapes or 1 suture tape and 1
suture thread.

Note: The volume of suture the second snare loop can accommodate is dependent on the volume of
suture already threaded through the first snare loop. If the first snare loop had 2 or less suture threads,
do not place more than 2 suture threads into the second loop. If the first snare loop already snared 2
suture tapes do not place more than 2 suture tapes or 2 suture threads through the second loop. The
total volume of suture through both snare loops should not exceed 4 sirands of suture thread, 4
strands of suture tape or 2 strands of suture tape and 2 sirands of suture thread.

5) To snare the sutures through the anchor, use a syringe type motion to pull the suture loader cross
bar {see figure 2) away from the shaft and toward of the handle at approximately a 45° angle. Discard
the suture loader after the sutures have been passed through the anchor.

6) Holding the free ends of the suture, advance the loaded anchor either percutaneously or through a
cannula to the surface of the bone. Take up suture slack by pulling on the ends of the suture until
suture can be clearly seen between the tissue and the implant. Confirm that the suture is not wrapped
around the device. If wrapped, pull the device out and repeat this step.

7 Place the pound-in tip of the anchor at the desired location lateral to where the soft fissue is to be
secured. Assure the eyelet of the pound-in tip orients the sutures toward the tissue {see figure 4). Do
not split the sutures with the implant. Establish axial alignment of the inserter shaft perpendicular to
the bone. If a bone hole was created, establish axial alignment of the inserter handle with the bone
hole.

8) Remove desired slack in the sutures by pulling on the ends of the suture.

9Use a mallet to tap the proximal end of the inserter handie to drive the pound-in fip into the bone.
Tap the proximal end of the inserter until the laser mark on the leading thread of the screw body is
sub-cortical (see figure 5).

Caution! If the pound-in tip does not penetrate the bone on the first strike, create a bone hole
according to step 3. Use a new anchor in the bone hole.

Caution! Use care to property align the implant and inserter handie with the bone hole during pound-
in. Avoid excessive probing. Do not bend or twist the inserter handle during and after insertion as
damage to the implant or incomplete insertion may result. Do not deploy a bent or damaged implant.
Caution! Incomplete insertion or poor bone quality may result in the implant pulling out.

10) Tension will be applied to the tissue during advancement of the pound-in tip. if additional tension
is required individually pull the free ends of the suture in line with the axis of the inserter while
malintaining downward pressure on the inserter handle. Suture may be placed in the suture deats for
suture management if desired (see figure 7).

Caution! Individually tensioning the sutures may cause the device fo back out of the bone hole. If this
occurs, advance the pound-in tip until the laser mark on the leading edge of the screw is sub-cortical
before applying tension to the next suture.

Caution! Do not over tension the sutures as breakage or tissue pul through may occur. Additionally,
over tensioning the suture may result in incomplete insertion or implant pull out.
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11) While continuing to maintain downward pressure on the inserter handle, deploy the screw by
tuming the deployment knob (see figure 8) clockwise until the screw is flush or below the surface of
the bone (see figure 9) and the deployment knob has come to a hard stop.

12) Disengage sutures from the cleats if needed prior to retracting the inserter handle and disengage
the inserter handle by furning the end cap counterclockwise a minimum of six tums (see figure 10).
13) After complete deployment or disengagement of inserter from anchor body, if revision/removal of
implant is deemed necessary, then proceed with the following steps: advance inserter handle until
hex pattem is reengaged with implant. Turn deployment knob counterclockwise to remove the implant
screw and pull on the ends of the suture to remove the remaining implant eyelet. If implant is not able
to be reengaged with the inserter handle, or for post-operative repair, insert the Anchor Extraction tool
and tum counterclockwise to remove the implant screw and then pull on the sutures to remove the
remaining implant eyelet.

14) Trim remaining loose suture ends at the bone hole.

15) f placing more than one anchor, assure that the anchors are located at least 7mm apart and repeat
steps 1 through 14.

SPEEDLOCK Fixation implant
ODIRECTIONS FOR USE

Caution! Do not use sutures other than ArthroCare #2 MAGNUMWIRE suture.
Use of other suture may compromise suture locking integrity and result in potential failure.
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PREPARATION FOR USE

1.

2
3.

Ll

~ o

——h
o o©®

n

Suture tissue using #2 MAGNUMWIRE suture. Ensure both ends of the suture are of equal
length.

. Insert the drill guide and obturator at the desired bone hole site.

Remove obturator and drill bone site using a compatible 3.0mm drill.

Caution!

Care must be taken to not dkrill the bone hole too deep or 100 shallow. To accompilish this, be
sure to drill the hole until the proximal edge of the depth mark on the drill is fully subcortical.
Insert PATHFINDER instrument to maintain alignment with bone hole.

Thread the two suture ends through the proximal snare wire loop {Figure 1). Pull the distal snare
(item 2).

Ensure about 6 cm of each suture end extends past the proximal snare (iiem 3).

Rotate suture knob {item 4} to pull suture ends through the SPEEDLOCK implant, until suture is
visible around the suture reel (item 5). If required, secure the suture ends onto a fixation slit
on the suture reel {liem 5).

Align slit on the drill guide in the direction of the sfitch in the tissue.

Remove PATHFINDER instrument prior to inserting SPEEDLOCK implant (figure 4).

. Insert the SPEEDLOCK implant into the drill guide oriented such that the suture leading from

the implant is aligned with the slit on the drill guide. Advance the implant, continuing to take
up the suture slack, until it is at the opening of the drilled hole.

Confirm atignment of the implant such that the slot on the plug guide (item 8) orients the suture
towards the tissue (figure 4. if not aligned, reposition prior to implant insertion into the drilled
hole. Inseri/drive the implant into the drilled hole to the laser line on the plug guide. Note:
Check that the entire length of the suture is visible, from the tissue fo the implant. Do not split
the sutures with the implant.

Caution! Failure fo align the suture exiting the implant 1o the stitch may result in a loose repair or
suture breakage.
Caution! Use care to properly align the implant and inserter handle with the bone hole during

insertion. Do not bend or twist the inserter handle during and after insertion as damage to the implant
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or incomplete insertion may result. Do not deploy bent or damaged implant.

Caution! Ensure the suture does not wrap around the inserter or drill guide when inserting the implant

into bone.

Caution! Incomplete insertion or poor bone quality may result in implant pullout.

Caution! inserting the implant beyond the laser line may result in difficulty in removing the inserter.

12. Rotate the suture knob to take up the slack in the suture and tension the tissue to the desired

position {item 11). If suture tension needs to be released, push the corresponding ratchet
release button.
Caution! Do not over-tension the suture.

13. When desired tension is achieved, deploy the suture lock and detach the handle by fuming
the activation knob {item 12} in the direction of the arrow approximately 1.5 complete
revolutions until it stops.

14. Remove handle. Trim remaining loose suture ends at drilled hole.

15. I placing more than one implant, assure drilled holes are at least 5 mm apart and repeat steps

1 through 14.

Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE # 2 suture {thread) (white/blue co-braid)
Q-Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 sutures (threads} (white/blue and
white/black co-braid)

PREPARATION FOR USE

Caution! Use only ArthroCare drill bits designed for use with these anchors. Use of other drill bits

will compromise implant retention integrity.
Caution! Use only the ArthroCare Reusable Bone Punch designed for use with these anchors. Use
of other punches may compromise implant insertion and/or retention,

Diagram 1 {Figure 1-2} Diagram 2 {Figure 3)
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Diagram 3 (Figure 4) Diagram 4 (Figure 5-7)

Diagram $ (Figure 8-9)

DIRECTIONS FOR USE

1) Using standard surgical technique, expose the bone at the desired insertion location for the implant.
2) Attach the appropriate size drill bit 1o a standard orthopedic drilt. Be sure to chuck the drill no farther
than the flats on the proximal end of the dill.

3) Position the tip of the Drill Guide with Obturator against the bone surface at the desired position
(see diagram, ltem 1), then remove the Obturator (see diagram, ltem 2).

Caution! Do not advance the Drill Guide into the bone. Doing so may compromise the cortical surface
of the bone and reduce implant retention capability.

4) Insert the drill into the drill guide and drill the bone hale. Advance the drill until the shoulder on the
drill bottoms in the drill guide {see diagram, Hem 3). Altematively, insert the reusable punch into the
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drill guide and drive the punch forward until the distal edge of the handle is aligned with the praximal
edge of the drill guide [see diagram, Item 4).

Caution! Do not use the drill or punch without the drill guide as the bone surface can be damaged.
Caution! Care must be taken to not create 100 deep or too shallow a bone hole. To accomplish this,
be sure to drill the hole until the shoulder on the drill bottoms in the drill guide. If using the punch,
insure the handle tines up with the proximal edge of the drilt guide. Care must be taken to not advance
the Drill Guide into the bone as the implant retention force may be compromised.

Caution! Confirm that bone hole is clear of material by advancing and retracting the drill until the flutes
of the drill are visually clear of bone fragments upon withdrawal. Failure to clear material from the bone
hole may resutt in difficulty inserting the implant which could compromise retention force.

5} Remove the drill or punch. A PATHFINDER may be used to confirm bone hole location and depth.
Caution! Do not attempt to insert the implant into the bone without first creating a bone hole.

6) insert the Q-FIX implant through the drill guide into the bone hole (see figures, ltem 5). Be sure that
the implant inserier is fully engaged with the drill guide throughout the deployment of the anchor (see
figures, ltem 6). This can be accomplished by holding the drill guide and inserter together by hand or
by applying downward pressure 1o maintain the engagement during deployment. Also, be sure to
maintain the alignment of the drill guide to the bone hole during insertion.

Caution! Do not use excessive force or pound the inserier info the bone hole as damage to the
inserter/implant may occur or result in injury to the patient. f resistance is met on insertion, tum the
inserter handle clockwise while keeping a loose hold on the drill guide. If continued resistance is met,
remove the inserter and re-drill the existing bone hole.

Cautiont Use care to properly align the implant and inserier handle with the bone hole during
insertion. A PATHFINDER may be used to confirm bone hole location and depth. Do not bend or twist
the inserter handle during and after insertion as damage to the implant or incomplete insertion may
result. Do not deploy bent or damaged inserter.

Caution! Be sure to advance the inserter fully into the bone hole. Incomplete insertion or poor bone
quality may result in implant pullout.

7) Rotate the activation knob clockwise on the proximal end of the implant inserter to deploy the
implant {see diagram, {tem 7). Rotate the knob until a hard stop is reached and the suture deat is
exposed at the praximal end of the inserter (see diagram, item 8).

8) Release the sutures from the cleat (see diagram, item 9) and remove the inserter and drill guide.
Pull on the suture tails to ensure that the implant is set in the bone hole.

9) If placing more than one implant, assure that the anchors are located at least 7 mm apart and repeat

steps 1 through 9.

Configuration options

MultifiX P 4.5 mm Fixation implant
MultiftX S 5.5 mm Fixation implant
MultiFIX S 6.5 mm Fixation implant
MultiFiX S ULTRA 5.5 mm Fixation implant
MultiFIX S ULTRA 6.5 mm Fixation implant

thob W~ N

48
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



N o

white/black co-braid)
8. SPEEDLOCK Fixation implant

8. Means and possibilities of integration with other medical devices

Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE #2 suture {thread) {white/blue co-braid)
Q-Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 sutures ithreads) (white/blue and

MultiFIX S ULTRA 5.5 mm, 6.5 mm fixation implant, and MultiFIX S 5.5 mm, 6.5 mm fixation

implant

These devices are certified for use with Ne 2 MAGNUMWIRE suture thread and ultra-high molecular
polyethylene suture thread. Use of other suture materials may have an adverse effect on anchoring

and result in a failed outcome.

MultiFiX P 4.5 mm fixation implant

This fixation implant is intended for use with a 3.0 mm drill or a 3.4 mm awl for MULTIFIX P. Use of

other iools may adversely affect implant insertion and/or anchoring ffixation).

Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE #2 suture (thread) (white/blue co-braid)
Q-Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 sutures (threads) (white/blue and

white/black co-braid)
SPEEDLOCK fixation implant

These fixation implants are used together with a PathFinder obturator.

9. Medical device manufacturing materials and its core components

a. Llist of materials

Device {unif) name

Materials

1. MultiFX P 4.5 mm fixation implant

RIBBON- SUTURE LOADER : Stainless steel 302
DIE : Stainkess steel 316

TIE ROD: Stainless steel 304

ANCHOR, SLEEVE, SUTURE LOCKING : Polyetheretherketone
LOADER: Nylon

HANDLE (Top Half, bottom hatf) : PC

KNOB, ACTUATION: PC

SCREWS: Stainless steel 18-8

BLOCK, DRIVER, PTFE LOADED: PC

DOWEL PIN: Stainless Steel SAE 30302/30304
CAM, DRIVER PTFE LOADED : PC

CLIP DIE : Stainless Steel 301

2. MUttifIX S 5.5 mm fixation implant
MultiAX S 6.5 mm fixation implant

RIBBON-SUTURE LOADER: Stainless steel 302

DIE ; Stainless steel 17-4 PH

ANCHOR, SLEEVE, SUTURE LOCKING, SCREW :
Polyetheretherketone

SUTURE LOADER: Nylon

HANDLE (Top Half, bottom hatf): POLYCARBONAT
KNOB, ACTUATION: POLYCARBONAT
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SCREWS: Stainless steel 18-
DIE BLOCK: Nylon
END CAP : ABS

SCREW DRIVE: ABS

DOWEL PN : Stainless Steel 18-8

3. MultiFIX S ULTRA 5.5 mm fixation

implant
MultiFIX S ULTRA 6.5 mm fixation

implant

RIBBON- SUTURE LOADER: Stainless steel 302
DIE: Stainless steel 17-4 PH

TIE ROD: Stainless steel 304

ANCHOR, SLEEVE, SUTURE LOCKING, SREW :

Polyetheretherketone

SUTURE LOADER: Nylon

HANDLE (Top Half, bottom hatf): Polycarbonate
KNOB, ACTUATION: Polycarbonate

SCREWS: Stainless steel 18-8

DIE LOCK : Nylon

END CAP : ABS

SCREW DRIVE: ABS

DOWEL PIN : Stainless Steel 18-8

4, Q-Fix 1.8 mm Fixation implant with 1
MAGNUMWIRE #2 suture (thread)
(white/blue co-braid)

Q-Fix 2.8 mm Fixation implant with 2
MAGNUMWIRE #2 sutures (threads)
(white/blue and white/black co-braid)

Polyester Braided, Precut: Braided suture made of PET
Suture, white/blue cobraid (thread 1): ultrahigh molecular
weight medical potyethylene (UHMWPE).

Suture, white/black co-braid {thread 2): ulirahigh
molecular weight medical polyethylene (UHMWPE).
HANDLE (Top Half, bottom half): Polycarbonate
DRIVER ASSEMBLY : PC

TIE ROD: Stainless steel 304

SCREWS: Stainless steel 18-8

CLIP DiE : Stainless Steel 301 or 304

DRIVER BLOCK : PC

CAGE, FORCE LIMITING: ABS

SPOOL: PC

RATCHET PAWL, TWIST KNOB: NYLON

KNOB, DEPLOYMENT TWIST: PC

3. SPEEDLOCK fixation implant

IMPLANT/FLAT PIN: polyetheretherketone
DIE: Stainless steel 304

HANDLE (Top Half, bottom hatf): Polycarbonate
KNOB, ACTUATION: PC

TIE ROD : Stainless steel 302 or Stainless steel 304
WIRE: Stainless steel 304

DISTAL SNARE RING: Stainless steel 302 or Stainless Steel
316

SCREW : Stainless Steet 18-8
EXTENSION, DRIVER PUSH ROD: Stainless Steel 316
DRIVER, LASER CUT: Stainless steel 316

DIE BLOCK : Polyamide

REEL, SUTURE : PC

PLUG: Polyetheretherketone
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RATCHET RELEASE: Polyamide

KNOB : Polyamide

REEL RATCHET : PC
MAGNUM PI SPRING: Stainless Steel 302
CAM, DRIVER: Nylon.

10. Medical device basic parameters and performance characteristics

Tolerance for all characteristics specified therein constitutes + 5% unless indicated otherwise

MultifX P 4.5 mm fixation implant

Design drawing:

pe———a—} [

Weight 958

implant weight 02g

Total length 286,766 = 0,254 mm
Handle diameter 38,1 £ 0,254 mm
Handle length 38,) mm

Shatt length 145,29 = 0,254 mm
Shaft diameter 3,175 + 0,0127 mm
Implant length 17.02 mm

implant diameter 4.5 = 0,051 mm
Hinge length 17,018 £ 0,762 mm
Hinge hardness Not less than 40 HRC
Ra hinge roughness Not more than 0,8 ym
Ra shaft roughness Not less than 0,8 pm
Shaft hardness Not less than 41 HRC
DIE Length 215.3 mm

Outer diameter DIE 3,18 mm

Ra die Not more than 0,8 ym
Die hardness Not less than 41 HRC
Length of the loader of suture material 66,4 mm

Width of the loader of suture material 0,3 mm

Height of the loader of suture material 4,0 mm

Diameter KNOB, ACTUATION 38,1 mm

Length KNOB, ACTUATION 47,) mm

Length CLIP/DIE 14,7 mm
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Width CLIP/DIE 1,2 mm

Height CLIP/DIE 8,9 mm

Ra clip/die roughness Not more than 0,8 pm
Clip/die hardness Not less than 36 HRC
Length BLOCK / DRIVER/PTFE LOADED 38, 4mm

Diameter BLOCK/DRVER/PTFE LOADED 20,2 mm

Length PIN/SPIROL 9.5 mm

Diameter PIN/SPIROL 1,6 mm

Ra pin/spirol roughness Not more than 0,8 pm
Pirv/spirol hardness Not less than 40 HRC
Dimensions of the CAM, DRIVER,PTFE LOADED 23,0x24,9x12,4
MultiFIX S 5.5 mm fixation implant

Weight 98¢g

Implant weight 03g

Total length 291 mm

Handle length 38,1 m

Handle diameter 38 mm

Shatt length 137 min

Shaft diameter 4,1 mm

Implant length 14,99 mm

Iimplant diameter 4,2 mm

Hinge length 56 mm

Hinge hardness Not less than 40 HRC
Ra hinge roughness Not more than 0,8 pm
Ra shaft roughness Not more than 0,8 pm
Shaft hardness 40 - 45 HRC

Die length 284,8 mm

Die Outer diameter 2,6 mm

Ra die roughness Not more than 0,8 pm
Die hardness Not less than 40 HRC
Length of the loader of suture material 66,4 mm

Width of the loader of suture material 0.3 mm
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Height of the loader of suture material 4,0 mm

Diameter of the KNOB, ACTUATION 38,1 mm
Length of the KNOB, ACTUATION 47,1 mm

Length of the End Cap 21,6 mm

Diameter of the End Cap 9,5 mm

Diameter of the Die Lock 7.4 mm

Length of the Die Lock 7,9 mm
Length of the Screw Drive 84,8 mm

Inner diameter of the Screw Drive 3,2 mm

Outer diameter of the Screw Drive 11,3 mm

Length of the Dowel Pin 9.5 mm

Diameter of the Dowel Pin 1,6 mm

Ra dowel pin roughness Not more than 0,8 pym
Dowel Pin hardness Not less than 90 HRB
MultiFIX S 6.5 mm fixation implant

Design drawing:

Weight 98 g

Implant weight 027g

Total length 291 mm

Handle length 38,1 mm

Handle diameter 38 mm

Shatft length 137 mm

Shaft diameter 4,1 mm

Implant length 22 mm

Implant diameter 55mm

Hinge length 56 mm

Hinge hardness Not less than 40 HRC
Ra hinge roughness Not more than 0,8 ym
Ra shaft roughness Not more than 0,8 pm
Shaft hardness 40 - 45 HRC

Die length 284.8 mm

Die Outer diameter 2,6 mm

Ra die roughness Not more than 0,8 pim
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Die hardness Not less than 40 HRC
Length of the loader of suture material 66,4 mm
Width of the loader of suture material 0,3 mm
Height of the loader of suture material 4,0 mm
Diameter of the KNOB, ACTUATION 38,1 mm
Length of the KNOB, ACTUATION 47,) mm
Length of the End Cap 21,6 mm
Diameter of the End Cap 9.5 mm
Diameter of the Die Lock 7.4 mm
Length of the Die Lock 7.9 mm
Length of the Screw Drive 84,8 mm
Inner diameter of the Screw Drive 3,2 mm
Outer diameter of the Screw Drive N,3 mm
Length of the Dowel Pin 9,5 mm
Diameter of the Dowel Pin 1,6 mm
Ra dowel pin roughness Not more than 0,8 pm
Dowel Pin hardness Not less than 90 HRB
MUltiFIX S ULTRA 5.5 mm fixation implant
Design drawing:
I
Weight 97¢g
Implant weight 03g
Total length 291 mm
Handle length 35,9 mm
Handle diameter 38 mm
Shaft length 137 mm
Shaft diameter 4.1 mm
Implant length 22 mm
Implant diameter 5.5 mm
Hinge length 116 mm
Hinge hardness Not less than 40 HRC
Ra hinge roughness Not more than 0,8 pm
Ra shaft roughness Not more than 0,8 pm
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Shaft hardness

Die length

Die Outer diameter

Radie roughness

Die hardness

Length of the loader of suture material
Width of the loader of suture material
Height of the loader of suture material
Diameter of the KNOB. ACTUATION
Length of the KNOB, ACTUATION
Diameter of the Die Lock

Length of the Die Lock

Length of the End Cap

Diameter of the End Cap

Length of the End Cap

Diameter of the End Cap

Outer diameter of the Screw Drive
Length of the Dowel Pin

Diameter of the Dowel Pin

Ra dowel pin roughness

Dowel Pin hardness

MultiFIX S ULTRA 6.5 mm fixation implant

Design drawing:

Weight

Implant weight
Total length
Handle length
Handle diameter
Shaft length
Shaft diameter
Implant length
Implant diameter
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40-45 HRC
284,8 mm

2.6 mm

Not more than 0,8 pm
Not less than 40 HRC
124,6 mm

4.2 mm

0.3 mm

38,1 mm

471 mm

7,4 mm

7,9 mm

21,6 mm

9,5 mm

84,8 mm

3,2 mm

11,3 mm

9,5 mm

1,6 mm

Not more than 0,8 pm
Not less than 90HRB

979
0.27¢g
291 mm
35,9 mm
38 mm
137 mm
41 mm
22 mm
6,5 mm
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Hinge length 116 mm
Hinge hardness Not less than 40 HRC
Ra hinge roughness Not less than 0,8 um
Ra shaft roughness Not less than 0,8 pm
Shaft hardness 40 - 45 HRC
Die length 284,8 mm
Die Outer diameter 2,6 mm
Ra die roughness Not less than 0,8 pm
Die hardness Not less than 40 HRC
of the loader of suture material 124,6 mim
Width of the loader of suture material 4,2 mm
Height of the loader of suture material 0.3 mm
Diameter of the KNOB, ACTUATION 38,1 mm
of the KNOB, ACTUATION 47,1 mm
Diameter of the Die Lock 7.4 mm
of the Die Lock 7,9 mm
of the End Cap 21,6 mm
Diameter of the End Cap 9.5 mm
Length of the End Cap 84,8 mm
Diameter of the End Cap 3,2mm
QOuter diameter of the Screw Drive 1,3 mm
of the Dowel Pin 9.5 mm
Diameter of the Dowel Pin 1,6 mm
Ra dowel pin Not less than 0,8 um
Dowel Pin hardness Not less than 90 HRB
Q-Fix 1.8 mm Fixation implant with 1| MAGNUMWIRE #2 suture {thread)
Design drawing:
{
NP P P2 2
Weight 82¢g
Implant weight 03g
Total length 365 mm
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Shaft lenj?th

Shaft diameter
Handle length
Handle diameter
Thread type
Threads quantity
Thread (suture) color

Thread 1 length
Thread 1 diameter
Thread 3 length
Thread 3 diameter

The minimum diameter of the thread 3 after tightening (knot

diameter)

Durability of threads 1in simple knot

Durability of thread 3 in simple knot

Ra shaft roughness

Shaft hardness

Length of the Fixing part of the handle
Diameter of the Fixing part of the handle
Dimensions of the Clip, Die (LxWxH)

Ra Clip/die roughness

Clip/die hardness

Dimensions of the Driver Block (LAAS<H). mm
Dimensions Cage, Force Limiting (LxXWxH). mm
Length of the Spool, Jam Cleat

Outer diameter of the Spool, Jam Cleat

Inner diameter of the Spool, Jam Cleat
Dimensions of the Ratchet Pawl, (LxXWxH), mm
Outer diameter Knob, Deployment Twist

Inner diameter Knob, Deployment Twist
Length of the Knob, Deployment Twist
Maximum allowable pressure on the suture # 1

The Force required to tighten (fasten) the suture # 1 (Suture.

MagnumWire, white/btue co-braid)

The Force required to tighten (fasten) the suture # 3

(Polyester Braided 2.8mm, Precut)

220 mm

211 mm

95,1 mm

38 mm

Braided muttifilament. Non-absorbable
2

Thread 1: White/blue
Thread 3: white
1219.2+12, 7mm
0,500-0,599 mm
12,31 £0,6 mm

1.8+ 01 mm

3.8

>63,5 H

>22 H

Not more than 0,8 pm
Not less than 33 HRC
50,8 mm

25,4 mm
9,0x0,8x6,0

Not more than 0.8 pm
Not less than 26 HRC
83,2x17,2x16,1
13,7x10,2x13.0

46,0 mm

14 mm

2,2 mm

17,5x9.3x6,3

38,1 mm

14,2 mm

63,9 mm

Not less than 178 N

Not less than 70 N

Not less than MON

Q-Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 su ures (threads)

Design drawing;
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SECTION A-A
SCAL£4;S

Weight

Implant weight

Total length

Shaft length

Handle length

Handle diameter

Type of threads (suture)
Quantity of threads

Thread colors:

Thread! length
Thread 1 diameter
Thread 2 length
Thread 2 diameter
Thread 3 length
Thread 3 diameter

The minimum diameter of the thread 3 after tightening (knot

diameter)

Durability of threads 1and 2 in simple knot
Durability of thread 3 in simple knot

Ra shaft roughness

Shaft hardness

Length of the Fixing part of the handle
Diameter of the Fixing part of the handle
Shaft Diameter

Dimensions of the Clip. Die (LXWWxH)

Ra COp/die roughness

Oip/die hardness

Dimensions of the Driver Block (LxXVWxH), mm
Dimensions Cage, Force Limiting (LxXWWxH), mm
Length of the Spool. Jam Cleat

Outer diameter of the Spool, Jam Cleat
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84 ¢
0.3g
368 mm
224 mm
95,1 mm
38 mm

Braided multifilament. Non-absorbable

Thread 1: White/blue
Thread 2: White/black
Thread 3: White
1219,2+12.7 mm
0,500-0,599 mm
1219,2412.7mm
0,500-0,599 mm
14,78+0,8 mm

2,8 £0,15 mm

4,65

>63,5 H

>22 H

Not more than 0.8 pm
Not less than 33 HRC
50,8 mm

25.4 mm

3,0 mm

9,0x0,8x6,0

Not more than 0,8 pm
Not less than 26 HRC
83,2x17.2x16,1
13,7x10,2x13,0

46,0 mm

14 mm
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Inner diameter of the Spool. Jam Cleat 2.2 mm

Dimensions of the Ratchet Pam. (LxXWWxH), mm 17,5x9,3x6,3

Outer diameter Knob, Deployment Twist 38,1 mm

Inner diameter Knob, Deployment Twist 14.2 mm

Length of the Knob, Deployment Twist 63,9 mm

Maximum allowable pressure on the suture # 1 Not less than 178 N
Maximum allowable pressure on the suture # 2 Not less than 178 N

The Force required to tighten (fasten) the suture # 1 (Suture, Not less than 70 N
MagnumWire, white/blue co-braid)
The Force required to tighten (fasten) the suture # (2 Suture,  Not less than 70 N
MagnumWire, white/black co-braid)
The Force required to tighten (fasten) the suture # 3 Not less than 140 N
(Polyester Braided 2.8mm, Precut)

SPEEDLOCK fixation implant

Design drawing:

Or

cri LML
Weight 93¢
Total length 345 mm
Handle length 95,1 mm
Handle diameter 38 mm
Shaft length 170 mm
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Shaft diameter

Implant length

Implant diameter

Hinge diameter

Hinge hardness

Ra hinge roughness

Ra shaft roughness

Shaft hardness

Die length

Die diameter

Radie roughness

Die hardness

Diameter of the Knob, Actuation

Length of the Knob. Actuation

Hinge hardness

Length of the Extension, Driver Push Rod
Diameter of the Extension, Driver Push Rod
Ra extension, driver push rod roughness
Extension, driver push rod hardness
Length the Driver. Laser Cut

Outer diameter of the Driver. Laser Cut

Ra driver, laser cut roughness

Driver, laser cut hardness

Dimensions of the die block (LM&<H), mm
Length of the Block. Driver. PTHE Loaded, mm
Diameter of the Block. Driver. PTFE Loaded, mm
Diameter of the Reel, Suture, mm

Height of the Reel Suture, mm
Dimensions of the plug (LxXWxH). mm
Dimensions of the Ratchet release 1LXW), mm
Diameter of the Knob

Height of the Knob

Dimensions of the Reel Ratchet (LxXWxH)
Inner diameter of the Distal Snare Ring
Width of the Distal Snare Ring

Ra distal snare ring roughness

Distal snare ring hardness
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3.4 mm

12,3 mm

3.43 mm

3,4 mm

Not less than 38 HRC
Not more than 0,8 pm
Not more than 0,8 pm
Not less than 31 HRC
226, 2 mm

3,4 mm

Not more than 0,8 pm
Not less than 30 HRC
38,1 mm

47,1 mm

Not less than 29 HRC
29,0 mm

21 mm

Not more than 0,8 pm
Not less than 40 HRC
244.6 mm

21 mm

Not more than 0,8 pm
Not less than 30 HRC
35.0x15.2x12.4

38,4 mm

20,2 mm

26,9 mm

50,8 mm

8.3x1.3xl,3
26,6x27,3x15,2

24,9 mm

15,9 mm

8.0 X026.9

22,0 mm

3.0 mm

Not more than 0.8 pm
Not less than 43 HRC
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11. Draft Labeling in Russian language
Label in Russian contains the following information;

Ref:

Name: ®ukcaTtopbl aHKepHble apTPOCKONMYeckne Hepaccacblaalolwmecs, BapmaHT UCNOMHEHUSA:
®ukcatop O-Mx 1.8 mm ¢ 1 HnTblo MAGNUMWIRE #2 (6eno-rony6as|

Size: 1.8 MM. pasmep HUTK - USP2, MP -5, anuHa HUTK -1219,2+12,7 MM

O-ty: 1ur. b

Manufacturing date, best before, lot: CMm. Ha ynakoBke

Manufacture: ApTpoKap KopnopeiiwH, 7000 West William Cannon Drive Austin, TX 78735, CLLA
Authorized representative of the medical device manufacturer: OOO ‘Cmut aHg Hedblo*, 105120, Poccus, r. Mocksa. 2-ii
CblpoMSATHMYECKUI nep., 4. 1, 9 aTax, nom. 1, kom.1. Ten./pakc: + 7 495 755 55 03

Sterilization method : Okcupgom atuneHa. CtepunbHO. ANMpPOreHHo. HeTokcnyHo.

Registration Certificate:

Intended use, preparation for use. contraindications : Cm .MHCTPYKL /IO

Storage conditions: Bcyxom, 3aluLeHHOM OT cBeTa MecTe, Npu Temnepatype oT + 5°C go + 35°C
Precautions: CM.MHCTPYKUUto

IFU: http://wvw.smith-neDhew.com/about-us/whefe-we-ODerate/euroDe/russialifus/

Material of suture: UHMWPE, MHorocunameHTHas, naieteHas HUTb

Information about ""name of the medical product™ is provided in accordance with the registration
certificate, after it’s received.

Information about "'size" for configuration options MultiFIX P 4.5 mm Fixation implant. MultiFIX S
5.5 mm Fixation implant, MultiFIX S 6.5 mm Fixation implant. MultiFIX S ULTRA 5.5 mm Fixation
implant, MultiFIXS ULTRA 6.5 mm Fixation implant,

Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE #2 suture (thread) (white/blue co-braid), Q-
Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 sutures (threads) (white/blue and
white/black co-braid)

"Precautions' for all variants is provided in accordance with the data from the technical
documentation for this type of products.

Forthe MUItiIFIX P 4.5 mm Fixation implant, MultiFIX S 5.5 mm Fixation Implant, MultiFIX S 6.5
mm Fixation implant. MultiFIX S ULTRA 5.5 mm Fixation implant, MultiFIX S ULTRA 6.5 mm
Fixation implant, "*Sterilization method™ Is provided like “radiation sterilization"".

For the Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE #2 suture (thread) (white/blue co-
braid), Q-FIx 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 sutures (threads) (white/blue and
white/black co-braid), SPEEDLOCK Fixation implant is provided like ""ethylene oxide™.

The words "Apirogenic™, "Sterile™, "*non-toxic'" also presented on the marking for the all variants.
Information about the 'storage conditions’ - according to the data from the technical
documentation for this type of product.

Information about material of suture, suture structure, size, length for the Q-Fix 1.8 mm Fixation
implant \Mith 1 MAGNUMWIRE #2 suture (thread) (white/blue co-braid), Q-Fix 2.8 mm Fixation
implant with 2 MAGNUMWIRE #2 sutures (threads) (white/blue and white/black co-braid) is
indicated according to the technical documentation.

For each variant of execution the separate label is glued
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11.1Labeling symbols

Symbol Description
d Manufacturer
Consuit IFU
STERILE] R Radiation-sterilized
|S'I'Ellll.!i EOI ETO-sterilized
Single-use only
Do not re-sterilized

Do not use if package is damaged

Use by (YYYY/MM/DD: year/month/day)

Catalog number

Serial number/Lot

MR Safe

Rx Only f:haeu?dr; Fgfd:r;all1 Y(leg:lnl.aw restricts this device to sale by or on
%#l% Keep away from sunlight
‘e
Keep dry

Authorized representative in the EC
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Symbol Description

r C CE mark and lIdentification number of Notified Body. The product
meets the essential requirements of Medical Device Directive
0123 (93/42/EEC)
QTY: Quantity of devices
MADE IN Made in

12. Information about medical substances included to composition of the medical device

Non-absorbable arthroscopic suture anchors do not contain drug substances.

13. List of animal and(or) human-derived components included to composition of the

medical device

Non-absorbable arthroscopic suture anchors do not contain human or animal-derived components.

14. Package information

Device is placed in a plastic tray and sealed with Tyvek cover. Next, the device (in sterile package) is
placed inside consumer packaging along with an IRJ. Finally, consumer packages are placed in
shipping cartons.

Package properties (for all types of packing):

Transport packaging (for all types of packing)
Dimensions depend on the order, but not
exceeding 200x200x200 cm.
Transport packaging dimensions and weight Transport package weight depends on its
dimensions and content but not exceeding
100 pounds (45.36 kg).

Transport package material Package: cardboard boxes

15. Transportation and storage conditions

Keep in dry places away from heat sources.

conditions w w A9 M M conditions
Temperature From + 5°CHtill + 30 °C From -10°C till + 35 °c
Humidity Up to 75% Up to 80%
Pressure 86 kPa -106 kPa 86 kPa-106 kPa
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16. Service life, shelf life
Devices are intended for permanent implantation at nomal use conditions. Implant extraction is a
surgical operation compatible with implant installation procedure. Observe aseptic requirements and
compliant surgical methods. Implant extraction dedision should be property decided with assessment
of all possible risks related with additional surgical intrusion.

Medical device sheff life: 3 years.
17. Safety requirements and precaution measures *

MultiFiX P 4.5 mm fixation implant

Warnings

+ There are no possible wamings in the normal daily activities of the patient after implantation.

o There are no wamings to prevent harmful effects on the patient's health after implantation due to
changes in the functioning of the implant.

Precaution measures

. There are no possible warnings in the normal daily activities of the patient after implantation.
. There are no wamings to prevent harmful effects on the patient’s health after implantation due
to changes in the functioning of the implant.

MultiFIX S 5.5 mm fixation implant, MultiFIX S 6.5 mm fixation implant *

MultiFIX S ULTRA 5.5 mm fixation implant, MultiFIX S ULTRA 6.5 mm fixation implant

Wa

. mTh:rfare no possible wamings in the normal daily activities of the patient after implantation.

¢ There are no wamings to prevent harmful effects on the patient's health after implantation due to
changes in the functioning of the implant.

Precaution measures

. There are no possible warnings in the normal daily activities of the patient after implantation.

. There are no wamings to prevent harmful effects on the patient's health after implantation due

to changes in the functioning of the implant.

Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE # 2 suture (thread) (white/blue co-braid)

Q-Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2 sutures (threads) {white/blue and

white/black co-braid)*

Warnings

¢ There are no possible wamings in the normal daily activities of the patient after implantation.

» There are no wamings to prevent harmful effects on the patient's health after implantation due to
changes in the functioning of the implant.

Precaution measures

. There are no possible wamings in the normal daily activities of the patient after implantation.

* There are no warnings to prevent harmful effects on the patient's heelth after implantation due
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fo changes in the functioning of the implant.

SPEEDLOCK fixation implant *

Warnings

o There are no possible warnings in the normal daily activities of the patient after implantation.

» There are no wamings to prevent harmful effects on the patient's health after implantation due to
changes in the functioning of the implant.

Precaution measures

. There are no possible wamings in the normal daily activities of the patient after implantation.
. There are no wamings to prevent harmiul effects on the patient's health after implantation due
to changes in the functioning of the implant.

*Please follow the original IFU.

18. Equipment methods of decontamination and pre-sterilization cleaning

Non-absorbable arthroscopic suture anchors are supplied sterile and do not require slerilization.
Suture anchors are single use for one patient only.

19. Sterilization methods and conditions

Device Sterilization method
MultifiX P 4.5 mm fixation implant Radfiation
MultifiX S 5.5 mm fixation implant Radiation
MultiFIX S 6.5 mm fixation implant Radiation
MuitiFIX S ULTRA 5.5 mm fixation implant Radiation
MUiFIX S ULTRA 6.5 mm fixation implant Radiation
Q-Fix 1.8 mm Fixation implant with 1 MAGNUMWIRE #2 .
suture (thread) iwhite/blue co-braid) Ethylene oxide
Q-Fix 2.8 mm Fixation implant with 2 MAGNUMWIRE #2

sutures (threads) (while/blue and white/black co-braid) | Y ene 0%de
SPEEDLOCK fixation implant Ethylene oxide

Sterility period is at least 3 years old.

20. Maintenance information and valtidation data
Not applicable to this device.

21. Environment protection

21.1Requirements to environmental protection during medical equipment
apptication
Non-absorbable arthroscopic suture anchors have no environmental impact in process of use,
transportation and storage.
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21.2 Disposal and utilization order, indications (if any) for special precaution
measures, required in process of non-used medical devices disposal

Non-absorbable arthroscopic suture anchors should be disposed of in accordance with applicable
national regulations and plans/manuals for medical waste disposal.

Ifthe device package is damaged this device is disposed of in accordance with Class A medical waste
disposal procedures under SanPiN 2.1.7.2790-10.

Used medical device is disposed of according to Class B medical waste under SanPIN 2.1.7.2790-10.

22 Risks management summary

Summary (Overall Residual Risk):

The risk analysis performed provides assurance that the appropriate risks have been identified and
either eliminated or reduced as low as possible. For the risks that remain, risk controls appropriate to
each risk are provided to minimize the hazard from potential failures during the projected expected
service life of the device.

Results of the risk analysis demonstrate that use of the device as intended does not adversely affect
the health or safety of the patient, user, or other persons.

The Overall Residual Risk evaluation analysis shows that there are no risks which require further

controls.

23 List of national and international regulatory documents/standards applicable to the

medical device

Identification Nqg
93/42/EEC last revised
and amended by
2007/47/EC
BS EN ISO
13485:2016

BS BEN 1SO1497:2012
BS EN1041:2008+A1:2013

BS BN 980:2008
BS BN 15015233-
1:2012 +CORR:2012

ASTM 04169:2014
ASTM F88/F88M:2009
ASTMIM839 8" edition:
2012

BS BN 15014644-1:2015

BS BN 1S010993-
1:2010+CORR:2010
BN 15010993-5:2009
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Title
Medical Devices Directive

Medicat Devices - Quality management systems - Requirements for regulatory
purposes

Application of Risk Management to Medical Devices
Information supplied by the manufacturer with medical devices

Symbols for use in the labelling of medical devices

Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1: General requirements

Standard Practice for Performance Testing of Shipping Containers and Systems
Standard Test Method for Flexible Barrier Materials

Standard Specification for Rigid Polyurethane Foam for use as a Standard
Material for Testing Orthopedic Devices and Instruments

Cleanrooms and associated controlled environments - Part 1 Classification of
air cleanliness

Biological evaluation of medical devices — Part 1: Evaluation and testing within
a risk management process

Biological Evaluation of Medical Devices - Part 5: Tests for Cytotoxicity
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Identification Ne
15010993-10:2013

BN 15010993-6:2009

BS EN 15010993-3:2014
BS EN 15010993-11:2009
BS BN 14630:2012

BS EN 556-1:2001

BS EN 15011607-1:2009
BS BN 15011607-2:2010
BS BN 15011737-1:2006
+CORR1:2008,

+CORR2:2011
BS EN 15011737-2:2009

ASTMR980 7 editions:
2011
BS EN 15010993-7:2008

AAMITIR 28:2009
15011135:2014

EN 15011137-2:2007

BS BN 62366-1:2015
BS BN 15014155:2011

24 Warranty policy

Title

Biological Evaluation of Medical Devices - Part 10: Tests for lrritation and
Delayed Hypersensitization

Biological Evaluation of Medical Devices - Part 6: Tests for local affects of
implantation

Biological Evaluation of Medical Devices - Part 3: Tests for Genotoxicity,
Carcinogenicity & Reproductive Toxicity

Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity
Non-active surgical implants - General Requirements

Sterilization of medical devices - Part 1: Requirements for medical devices to be
designated "STERLE’

Packaging for terminally sterilized medical devices- Part I: Requirements for
materials, sterile barrier systems and packaging systems

Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

Sterilization of medical devices - Part I Microbiological methods.
Determination of a population of microorganisms on products

Sterilization of medical devices. Microbiological methods - Part 2: Tests of
sterility performed in the definition, validation and maintenance of a sterilization
process

Standard for Accelerate Aging of Sterile Barrier Systems for Medical Devices

Biological evaluation of medical devices—Part 7: Ethylene oxide sterilization
residuals

Product adoption and process equivalency for ethylene oxide sterilization

Sterilization of health-care products — Ethylene oxide — Requirements for the
development, validation and routine control of a sterilization process for
medical devices

Sterilization of health care products - Radiation. Part 2 - Establishing the
sterilization dose

Medical devices - application of risk management to medical devices

Clinical Investigation of medical devices for human subjects - Good Clinical
practice

This product is guaranteed for materials, function, and workmanship for single patient use only.

DO NOT REUSE. THIS WARRANTY IS IN LIBJ OF ALL. OTHER WARRANTIES. EXPRESS. IMPLIED. AND/OR
STATUATORY. INCLUDING BUT NOT LIMTED TO. WARRANTIES OF MERCHANTABILITY, FITNESS.
AND/OR SUITABILITY FOR A PARTICULAR PURPOSE. AND OF ALL. OTHER OBLIGATIONS OR LIABILITIES
ON THE PART OF ARTHROCARE.

The manufacturer guarantees conformity of declared characteristics, term of preservation of sterility,
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guarantee of safety and integrity of packing at correct transportation, operation and storage of the
product during 3 years from the moment of sterilization Products.

25 Complaints

All questions, complaints, or retum authorization requests should be directed to Customer Service or
an authorized representative.

Address for reclamations:

LLC *Smith & Nephew”
Russia, 105120, Moscow, 2™ Syromiatnicheskiy lane, house 1, 9* floor, room 1, office 1.

26. Version IFU
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(Mexars HoTapRyca Cpiozan M. bepnapa,
Maccauycerc, MoK noNHOMOYHA HCTEKAOT |
asrycra 2025 r.}

Bcero 70 crparn.

Hma Mapu CaMuuk

Jata 07 enpana 2020 .

ITepeeod ¢ anarutickozo A3LIKG HA PYCCKUTE RIVIK

YTBEPXAALO/
APPROVE

«AptpoKap Kopnopeitwn»
(ArthroCare Corporation)

7000 West William Cannon Drive

Austin TX 78735-8531, USA (CLUA)
{AdpeciAddress)

' Mapu Cunenux
—  [®RUName]
Cneyuarucm nopmamueno-

npasogozo omoena
(loaxcwocwss / Postion]

[ITeuars worapryca Coiozan M. Bepuapn,

Maccauycerc, Mou nmonsoMouns screxaior 1 arycra 2025 r.]

[TToarmcs Cetozan M. Beprapa])

HHCTPpYKIOHS 10 YKCILIyATAIHA
HA MEAHIHHCKOE H3ae/ne

@OukcaTOpH aHKEPHEIC aPTPOCKONMHYECKHE HEPACCACHIBAIOUIHECS
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Besyanosoe puxcapyiomee ycrpoiterso MULTIFIX P

HHECTpYKuHE no IKCIIYATALHN

OIMHCAHHE

Besyanosoe ¢puxcupyromee ycrpoitcteo MULTIFIX P cmocoGeTeyer 3aKpesieHHIO TKAHM Ha
KOCTH H COCTOMT H3 HMIUIAHTATA H CONPKCHHBIX HHCTPyMeHTOB. MMnnantar Moxer
pasmemiats 2, 3 HAK 4 WIOBHHIE HHTH WIH MAKCHMANLHBN 00beM — 2 HMTH WIBA ¥ 2 HHTH
ULTRATAPE. HUmnnantar usrotosned u3 noauspmpadupkerona (II93K) u Ha 3asone-
U3TOTOBHTENIE YCTAHORAEH B OHOPA3OBYIO PYKOSTKY, CTCLMANLHO NPCAHAIHAYEHHYIO A
obnerycHnE NpAMoit YCTaHOBKH NMNNaHTaTa B KocTh. LlloBuilk ¢ukcaTop npencrasaser coboit
¢pukcupyromee ycTpoHCTBO, B KOTOPOM KpeNfeHHe XMPYPruyeckoro mOBHOIO MarepHaia
ocyuiecTrisercs 6e3 y3nos.

MOKA3ZAHMS K IPHMEHEHHIO
Besyanosoe dpuxcupylomee ycrpotcrso MULTIFIX P npeanasnaveno ana pukcaumyu MAarkod
TKaHH Ha KocTd. Hixe npuBoaaTca HeKoTOpbie NprMepH NoaobHoilt npoueayps.

Inewo. BoccranosneHne npw nospexuennn Banxapra, neuenue SLAP-cunapoma (oTpeiBa
BEpXHEH 4acTH cycTaBHONM ryObl [Uie4eBOro CycTapa), BpAB/IeHHE BLIBUX2 AKPOMHANBHO-
KTIOUYHYHOTO COYNCHEHHA, JICYCHHE pasphipa Bpamalouiefica MaHXeThl Nneya, KOPPEKUHS
CMCLICHHA KANCYALY/PEKOHCTPYKUHR CYCTaBHONR ryGhi, TeHOME3 CYXOXHIUSA ABYTNABOH MBILLILIBI
njeYa K BOCCTAHOBICHHE ACIBTOBHAHOH MBILIIIEI

Fonenocronuni#t cycras. bokosas HecrabunbHOCTH, MeaManbHas  HECTAOHILHOCTD,
neycHHEe/BOCCTAHOBNCHHE AXRANOBA CYXOXKHANA H PEKOHCTPYKIHA CPEAHENO OTAENA CTOMNAL.
Crona. ¥icnpaBneHue BansrycHoit AejopmMaliuy nepporo nankila CTone,

Jlokotb. IInacTHka MNpH SMHKOHAMIMTE JIOKTEBOTO CYCTaBa ((TCHHHCHBI JIOKOTB»),
PeIIaHTaLHA CYXOXHIIAA ABYTNABON MBILIE ILICHA.

Koneno. JxcrpakancynspHas peKOHCTPYKIHS; MOBTOPHOE NpHKpenicHHe MeaHanbHOH
KoJularepanbHOH CBA3KHM, 3amHel XocoH CBA3KA WM cycTaBHON xamcynbl ¢ dukcauuedt x
nepeaHe#t NOBEPXHOCTH NPOKCHManbHON HacTH OoabiiebGepuoBoli KOCTH; BHeKancyaspHas
TUIACTHKA, TCHOAC3 NOAB3NOIIHO-0ONbIcOepLOBOro TPaxTa;, BOCCTAHOBJIEHHE MpPH pa3pbiBe
CYXOXHIIHR H CBA3KH HAAKONCHHHKA.

NMPOTHBONOKA3AHUA

. Xupypruueckue NpoUCAyphi, OTAHMHbEC OT onucaHHmX B pazaene [NOKA3AHHA K
TNPUMEHEHHIO.

. TlaTonornueckue H3IMCHCHHA XOCTel, HANMPHMEP KHCTO3HLIC HIMCHEHKR MAR TaXenas
OCTCONEHHS, KOTOPLIC MOTYT BOCIIPENATCTBOBATL HAACKHON (HXcaunn AMNIaHTaTa.

. IaTonornyeckne H3MCHCHHS B 3aACHCTBOBAHHBLIX MATKHX TKAHAX, KOTOpPHiE MOTYT
MOMEINaTh HaaeXHON PpUKCALMA UIBa.

. PaaapobneHHas NOBEPXHOCTh KOCTH, KOTOpas MOXET NPENATCTBOBATH HAACKHOM
(UKCALKA NMILIAHTATA.

. Knunuueckme COCTOSHHA, KOTOphie MOIYT MM CKJIOHHK NOMEIIaTh Haiexalel
NOANEPAKE WMIUIAHTATA MAM  3aMEUIMTL 32KHBICHHE, HANpHMEp OrpaHHYEHHOS
KpoBocHalxkeHHe, CYIIeCTBOBABINKE paHee HHPEXIHA.

. Takue yciaoBHs, KaK riyGokas CTapocTb HJIH NCHXHueckHe 3aboneBanus, KOTOpbic
MOTYT MOBJIHMATL Ha CNOCOGHOCTL MMM IOTOBHOCTL NAUMEHTA OTPAHMYHTL AKTHBHOCTHD MM
cofmonarh HHCTPYKIHY Bpaya B TEHCHHE NePHOJa BRI3AOPOBIICHNS.

. JlaHHplli HMMRIaHTaT HEe NpeaHAlHAWCH M HE JIOMXEH MCNOAb3OBATECA  AnA
TIPUCOCAMHEHUA HCKYCCTBEHHBIX CBA3OK HITH APYTHX HMIUIQHTATOB.
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. YuuTsiBaiiTe NOTCHUHANLHLIA PUCK, CBI3BHHEIN

€ BLIMONHCHHEM BTOPOTO XHPYPTHUCCKOrO BMEMATENLCTBA A0 NPHHATHA pelncHRA 00 yaanennu
yctpolictsa nocne 3akpeitHs paHul. [locne ynanenns mmmnanTara Tpefyerca majiexauee
NOCNEONePaAHOHHOE ICHCHHUS,

. Hannoe ycTpolicTBO NpeAHA3HAYCHO JUIN HCIIOAB3OBARKA ¢ APHABGOpOM AnameTpoM 3,3
MM HJH CO mMNUAMHA muameTpoM 3,4 MM. Mcnonb3oBaHRe ApYruX CBEPA CO LIMMUAMM MOXET
HApYIIHTD NPOLIECC BBEACHHUA H/HIK PHKCAIMY HMILTAHTATA.

NPEAYNIPEXAEHHA H MEPH TPEAOCTOPOXHOCTH

A [Ipeaynpexnenns

. He ucnons3oBath, €C/IH yNaKoBKa OTKPHITA HIH NOBpeXAeHA.

. 3anpeiaeTcs NOBTOPHO CTEPHIIM30BATH WIH NMOBTOPHO UCTIONB3OBATH, MOCKOJALKY 3TO
MOXET NPHBECTH K MOBPCKICHHIO WIH YXYAIICHHIO JKCITYaTAMOHHBIX XapaKTepHCTHK
yCTpoHiCTBA HIH TPABME NALMCHTA,

a TaKXe MOXeT CTaTh NPHYHHOI nepeaa s nauueHTy HHPEKLIHOHHLIX 3a0oneBanui.

¢ Hunnanrar ¢ PYKOSTKOM RHCTpYMCHTa AR BBCACHHN ABIAETCA ORHOPA30BHIM
yc‘rpoilcmou H ROMKCH MCTIONB3IOBATHCA OAHH PA3 VIS OAHOTO NAlHCHTA.
. SNIPGM HCMONBL30BAHUE YCTPOHCTBA MNMOCAE OKOHYAHMSA CpPOXa TOIHOCTH,

YKa3aHHOTO Ha STHKeTKe. DPPEeXTHBHOCTL yCTpolicTBa H (e30NacHOCTD MAaLMEHTa MOryT GHTh
CHUXEHBI IPH HCNONB3OBAHHH YCTPOHCTBA NOCIIE HCTEHEHHA CPOKA NOAHOCTH.

. 3anpemaercs HMITAHTHPOBaTh (PHKCATOP B KOCTh IUIOXOr0 KAYeCTBA HIIH B MECTa €
HEAOCTATOMHBIM KOMHYECTBOM KOCTHON Tkanu. Henmonuas BCTABKA MMINAHTATZ HAH JUIOXOE
COCTOSIHHE KOCTH MOTYT NPHBECTH K BHINAACHHIO KMILIAHTATA.

. Henannexatnee HaTRXEHHE N0 KAXKAOMY KORLY IIBa MOXCT MOBJHATL HA HAACKHOCTH
tuxcanuu ycrpo#icTsa B BH3BATH €70 HCHCITPABHOCT.
. He BBOAMTE HMINAHTAT B OTBEPCTHE B KOCTH, I YA€ YCTAHOBJICH WMIUIAHTAT. JTO

MOXET MPHBECTH K BHITCCHCHHIO PaHee YCTAROBJICHHONO HMILNAHTATA U3 KOCTH.

. He cruabaiite u He noBopaunBaitTe PyKOSTKY WHCTPYMCHTA JUIS BBEACHHA BO BpeMA MK
nocne BeACHHA, NOCKOALKY B TAKOM CRYHac BO3MOXKHBI HEMORHOE BBEACHHE UMILTAHTATA MK
€ro NOAOMKa. Y CTAHOBKA NMOTHYTOTO WM NOBPEXACHHOIO HMNAAHTATA JaNpelneHa.

. [NausieHTy cnexyer cooGMATE NOAPOGHEIE HHCTPYKIHHE NO HCMIONB30BAHHKIO YCTPOHCTBA
H Pa3shACKUTDH BCE CONYTCTBYIOLIME orpaHuveHusa. IMnnaHTaT ¢ pykoaTkoli MHCTpyMeHTa AN
BBCACHHA ABNACTCA ORHOPA3OBHIM YCTPONCTBOM K JIONKEH HCMONB30BATHCA OMHOKPATHO A
OHOIO NAllHeHTa,

Mepht npeaoCTOPOXRNOCTH

. HMnananTauus RaHROro ycrpoiicrsa TpefyeT onpeAenesHON0 YPOBHS XHPYPrHUECKHX
HABHIKOB M ONBITA NMpPOBCACHUA omnepalnil. Xupyprd, KOTOPHIC NJAHMPYIOT HCNOABL3OBATDH
JaHHOE YCTpOHCTBO, AOMKHBLI BHHMATE/NLHO H3YMHTh MHCTPYKUMH NO NMPHMEHEHHIO nepea
HCTIONB3OBAKHEM B KIHHHYCCKON! npaxkTHke, JIONONHATENBHO peKOMenyeT s

npoiitu abopaToOpHYI0 NOATrOTOBKY, OOY4YeHHe NpOH3BOAMTENEM HJIH OOHHM M3 €ro
npeacraburenedt aubo nabmopare 32 nNONOOHEIMH DpoUEXYPAMH HMNAAHTAUMH HIH
y4acTBOBaTh B HUX.

. BaxxHoiM GaKkTOpOM YCNEMHOrO HCNONL30BAHHA AAHHOrO YCTpoHicTBA SBISETCH
NPaBHABHOS MPOBCACHHE NPEAONEPAIHOHHBIX H ONEPAlHOHHBLIX MPOLCAYpP, B TOM UHCAE
Haexaumii oTG0p NAUHEHTOB, 3HAHHE XHPYPIrHYECKHX METOMOB, a TaKke NpaBuiIbHbi BLGOp
K pasMellicHHe HMITaHTaTa. XUpypr o0a3aH paccKa3aTh NAUHEHTY O CYLICCTBYIOWIMX PHCKaX H
OCNOXHECHHAX, CBA3AHHBIX € XKpypruueckoff mnpoueaypol W HCNOABL3OBAHHEM AAHHOTO
ycTpoiicTa.

. JhoGoe pemieHne 006 yaaNeHHH MMNAAHTETA JAO/XKHO IPHHHUMATBCE C  YYETOM
NMOTEHUHANLHOTO PHCKA ANA NMAUWCHTA, CBA3aHHOIO ¢ BHINOMHEHHEM BTOPOrO XHPYPrudecKoro
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BMeImIaTeTbCTBA. Ilocne ynaneHMs MMILtaHTata TpeOyerca Haanexauiee nocneocnepalHoHHOS
NIeveHHe.

. IMon pyxolt Beeraa xomxHo GLITH 3anacHoe YCTPOHCTBO — 3T0 NO3BOMHT H3GEKATE Nay?
BO BPCMS ONICPAIHH, €C/IA BOHHKHET NOTPEGHOCTH B 3AMACHOM HMILIAHTATE.

b He BBOAHTC HMIUIAHTAT B CTBEPCTHC B KOCTH, TAC YK€ YCTAHOBJICH HMIUIAHTAT. IT10
MOKET MPHBECTH K BRITECHEHHIO PaHee YCTAHORICHROIO HMIUTAHTATA U3 KOCTH.

BO3MOXHBIE ITOBOYHMIE ABJIEHMA

Kax 1 npr rmo6oit Xapypradeckoii nponeaype, CyIECTBYIOT ORpeAeNeHHHE PHCKH.

Bo3MOXHEIE OCNOXHEHHS, CBRA3AHHKIE ¢ OnepauHcH MMIUIAHTAlURH, NOMHMO MPOYEro, MOTyT
BKJIIOUATD: OCNOXHEHHA, CBA3AHHLIE ¢ aHecTelueil; Goma B obnactu paspesa AN ONEpALHY;
uAdexkunlo (MIyGOKyl0 M NOBEPXHOCTHYIO);, NMOBpEXACHHE WIM NEPENoM KOCTHOH TKaHu,
TPABMHPOBAHHE OKpYXKAalOIOMX TkaHe# Hmm cocyloB; aMbomuio man Tpom6o3 (erounyio
aMGomno, TpomG0o3 rITyGOKHX BeH); NOBpEXKACHAE HIM Napanidy HEpROB; HEYAAUHYIO TCPAIMIO
HAM HMINaHTanHIo. BTOpHUHLIC XUPYPIHYECKHe BMCIIATENbLCTBA MOIYT BKmMOuath (Oe3
OrpaHHYCHHH): yJaneHHe MMIUIAHTATa, YCTaHOBKY HOBOIO(LIX) WIH AONOMHHTEILHOIO(bIX)
HMIUIAHTATA(OB).

TPEBOBAHMS K NIOAT'OTOBKE OITEPATOPA

e Jlna Hcnonb3oBaHHA 3TOr0 MEHMIIMHCKOIC YCTpoMcTRa TpeGyeTca onpeacneHHBI
YPOBEHb XHPYPrHICCKHX HABLIKOB R ONLITA NPOBEXCHHA OTIEpaLHit.

¢ PexoMeHRyeTcd npoHTH naGOpaTOpHYIO NMOATOTOBKY, OO0yueHHE NPOM3BOAMTENCM MIH
OOHHM u3 ero npencrasutencdi nub6o xHaGmopars 3a noaoOGHeIMH nNpoUCAYpaMM
AMILNAHTALMH WIH YYacTBOBATDH B HUX.

¢ [lpeaonepallHOHHBIE DPOUEAYPH UM MCTOAHKA BBHIMOMHCHHA ONEpalMH, BKIIOYAA
npapuNbHBE OTOOp MAlKEHTOB, 3HAHHA O XHPYPTHMECKHMX TeXHMKAX H MpPABHILHBIN
BeiGop ycrpolicTeBa, HMeloT Oonbilo¢ 3HAYCHHE JMUIA  HCNONB30BAHHA  3ITOTO
MEJHUMHCKOTO YCTpoicTRa.

o XHpYpr ROJDKEH paccKaiaTh NALMCHTY O CYMICCTBYIOIIHX PHCKAX H OCHONKHCHHAX,
CBA38HHBIX ¢ XHPYPTHYCCKOR MpoUCAYPOR H HCTIONb30BAHHEM JAHHOTO YCTPOHCTRA.

NoATrOTOBKA K IPHMEHEHHIO

Ipenocrepexenne! JanHoe ycTpoHcTBO NpEAHA3AAYEHO VI WCHOVIL3OBAHAA C INOBHBIM
marepranom Ne 2 MAGNUMWIRE, ULTRABRAID n ULTRATAPE.

HcnonrzoBaHye APYTHX MIOBHHIX MATEPHANOB HE PCKOMCHAYCTCA M MOXET NOBAHATH Ha
HAREKHOCTh (PHKCAMK YCTpoHCTB2 M BHI3BATH N0 HeucnpaBHocTh. [Ipenocrepexenne! Ecau
Heo0X0AMMO, HCnONb3YHTe TONMBKO APANEOOp, YIIHbIC MIHNIL KIH METSHKY 215 GOPMHPOBARNA
pe3sOHl B KOCTHOM KaHane yTeepxiaeHHoro TMna. Mcnons3oBaHHe ApYroro BCIOMOTATENLHOIO
HHCTPYMEHTaPHS MOKET HapYIWHTD Opoliece BBCACHHA W/HIM (PHKCALMIO HMIUIAHTATA.

IMMPABHJIA MOJB30BAHHUSA

1) CmmnpaiiTe TKaHL C MCNONB3OBAHHEM NPOBONHHKA WIOBHOM HHTH C COOTBETCTBYIOMIHM

INOBHHIM MaTCPHAIOM.

2) PexomeHAyeTCS HCMONB3OBATH Hanmpangiomee ycTpodcrso ¢ obryparopoM. [lpu

BBEACHHH HanpaBNAIOUErc YCTPOACTBA B ONEPallHOHAYIO paHy pacnojsiaraiite npopesb

HaIIPpaBNAIOUIET0 YCTpoHCTBa B HANPABICHAY 11IBA B TKAHM.

3) [lepea npuMeReRHEM NPOBEANHTE OLIEHKY KAYeCTBA KOCTHONM TKaHu naummeHra. Ecnn, mo

MHEHHIO Bpaua, KOCTh ABJIACTCA AOCTATOYHO TBEPHOi, nepea BeTaBko# ukcaTopa npoaenakite

OTBEPCTHE B KOCTH ¢ NOMOLILIO CBepia 3,3 MM HiH Tpenana quaMerpoM 3,4 MM. Ilponsuratite
3
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ApHAL0Op WM IMALL 10 TSX NOP, MOKA BRICTYN HE CONMPUKOCHETCA C NMOBEPXHOCTHIO KOCTH.
Kax BapnaHT, MOXHO HCNONB30BATH YIIHBIE IGMOLUM ¢ KOHHYECKOH ronoBko#t aHamerpoM 4.5
MM, BCTABJICHHbIE 10 METKH 15 MM,

Tpenocrepexenue! [punnmaiite Mephl N0 HeAOMYIRERAIO OOPAIOBAHUA MENKOTO OTBEPCTHA B
xocTH. Hamnexamas raybnna OTBEpCTHR AOCTHIaeTCR B TOM Chydae, €CiH MHNUM ¢
KOHHYECKON ronopkoll AxaMeTpoM 4,5 MM BBOASTCSR A0 METKH 15 MM.

4) TlponensTe KOHUL WIOBHON HUTH Yepes MPOBONOUHYIO NETAIO. YGeanTeCh, YTO B NETMO
NPOACTO HE MEHEe

6 cM Kaxaoro KoHUa MOBHON HUTH (CM. cxemy 1).

TMpumeuanne. YCTpo#ACTBO NPEAHASHAYCHO AN HCTIONB3OBAHMA ¢ 2, 3 HIH 4 WOBHEIMH HHTAMH
HJIH MaKCHMaNbHBIM 00beMOM K3 2 HuTel mBa ¥ 2 uuTelt ULTRATAPE.

5) Yrobul npoacTh WOBHEE HHTH uepe3 (PHKCATOP, OTTAHMTE YCTPONCTBO BBOAA METIAR
KBEPXY B MNONEPEIHOM HanpaBicHUR (MOAOGHO NONOXCHHIO MMNpPHRA JIPH BBLINOAHCHHH
HHBEKLHK) (CM. CXeMy 2) OT CTepXHA H K PYKOATKE NOA YIMoM npubmmautensHo 45°,
H3snexkute ycTpoHcTBO 880AA NET/IH NOCAE TOrO, KAK IOBHHLIC HHTH NPOUAYT vYepes duxcarop.
6) Yaepxupas cBoGozHbE KORIN WOBHON HATH, NMpoAsuraliTe 3anpaBAcHHbIN QukcaTop
nubo upeckoxHO, NHGO uepe3 KaHIOMO K MOBEPXHOCTH KOCTH. 3aTarHBaiiTe ocnabneHHyo
LIOBHYIO HHTD, NOATATHEAA €€ KOHUH A0 TEX NOP, MOKA MOB MEXAY TKAHBLIO H KOCTHIO He OyaeT
4eTKO MPOCMATPHBATLCA. YOCAUTECH, ITO WIOBHEI MaTepuan He 00EpHYT BOKpPYT YCTpoHCTBa.
Ecau obepiyT, R3RICKUTE YCTPOACTBO H NOBTOPHTE JaHHLIA 3Tan.

)] [ToMecTHTE HaKOHEUHHK PUKCATOPA HA HECOOXOAHMOC IIOJIOKCHHE NaTepanbHee MECTa
buxcaunn cyxoxaums. Ilpousseaure oceBoe BLIPABHHBAHHE CTCPXAS HHCTPYMEHT8 IR
BBCACHHS MCEPNCHANKYASPHO KOCTH B XOZie BBCACHHA. YOeautech, ¥TO OTBEPCTHE HAa KOHIE
¢$uKcaropa HanpapngeT MOBREH MATEPHAN K TKAHH

(cm. cxemy 3). He ocramasiite mpocTpaHcTBa MexAy mBOM H MMIUIAHTaToM. [Ipr nanwmumu
OTBEPCTHA B KOCTH NMPOHU3IBEAHTE 0CEBOS BHIPABHHBAHHE CTEPXKHA PYKOATKH MHCTPYMEHTa JUIR
BBCACHHSR C OTBEPCTHEM B KOCTH.

Hcnonpayiite MONOTOK, YTOOH MO3BOMUTL NPOKCHMAALHOMY KOHIY PYKOATKH HHCTPYMEHTA JUIA
BBEICHHS NPOABHHYTh HAKOHCHYHHK (PHKCATOPA RO YPOBHS, KOTAAa FOPH3OHTAIbHad OTMETKa
rnyOuHb

(cM. cxemy 4) oxaxeTcs BPOBCHB C NOBEPXHOCTHIO KOCTH HIIH HHXKE Hee.

Tpenocrepexenne! Ecn HakoneyHHK (HKCATOpA He NPOHHKHET B KOCTh C NEPBOro yAapa,
npoacnaiite OTBEPCTHE B KOCTH B COOTBETCTBUM ¢ MyHKTOM 3. Hcnonb3y#ite HOBu dukcaTop
JUIA BBEACHUN B KOCTHOE OTBEPCTHE.

Mpeaocrepexenne!Heobxoanmo cobmoaaTh OCTOPOXKHOCTL H AOMKHEIM OOPA3OM COBMECTHTD
HMNNAHTAT H PYKOATKY HHCTPYMCHTA [UIA BBEJACHHA C KOCTHBIM OTBEPCTHCM NPH yaAape
MonotkoM. Cneayer uiberats n30brounoro Breapenns. He crubaiire u ne nosopaunsalite
PYKOATKY HHCTPYMEHTA A BBEACHHA BO BpeMf MAH NOCAe BBEACHHA, MOCKONLKY B TAKOM
CTyyae BO3MOXHBE HCMIOJHOC BBEACHHE UMMAHTATA HIM €ro NONOMKA. YCTAaHOBKAa MOTHYTOTO
WU NOBPEXACHHONO HMNIAHTATA 3alpelleHa.

Npenocrepexenne! Henonnas scTapka HMIUIAHTATA UAH MIOXOE COCTOSHHME KOCTH MOTYT
NPHBECTH K BHIMAACHHIO HMILIAHTATA.

9 Yrobm pasMeCTHTh TkaRb B HEOGXOAMMOM TMONOKEHHH, NMOTAHHTE KOHUMN MIOBHBIX
HHTCH BPOBCHb € OCHIO MHCTPYMEHTA M BBEACHHA, MOANCPXHBAA NMPH 3TOM HUCXORAIICE
DaBJICHHE HA PYKOATKY HHCTPYMEHTA Jst BeeacHHS. TIpn NOCTHNEHHRE HEOOXOANMOTO AABNEHHR
3aHKcHpYHTe IOBRELIA MaTepHan B cTonopHoM ckobe (cM. cxemy 5).

Mpenocrepeixenne! He oxasbisaiite n3GLITOYHOrO NaBNeHHN Ha WIOBHMA Marephan, T. K. 310
MOMKET NPHBECTH K PasphlBy MATECpHANA WIH BHTATHBAHHIO TKAHH.

10) IMpoaonkas OKa3LIBATE HHCXONAINEES IABICHAC HA PYKOATKY HHCTPYMEHTA MJIS BBEACHHA,
ycTaHOBHTE uKcarop 1Ba, NOBEpHYB duKcHpyioulyto rafiky (cM. cxemy 6) Ha ABa MOJNHBIX
oGopoTa no uacopo#i cTpenke. ITpogonaxaitte ropopaunsaTs PuxcHpylomyio raifky no Jacosoit
CTpenke 0 TeX Nop, NOKa OHa HE HaYHET Bpamatbes ceoboano.
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11) Ipoepbre Nonoxenne ropHIOHTAILHON OTMCTKH rAyGHHLI Ha CTepXHE (CM. cxeMy 7).

Ecan or™erxa aBagerca BHAMMONH, MCNONb3yHTe MOJOTOK, 2TOOM NPONBHHYTH YCTPOHCTBO
rayGxe B KOCTh, MOKA METKA HA CTEPXHE HEe OKAXETCA BPOBCHb C NTOBEPXHOCTHIO KOCTH RN
HIDKE Hee.

12) Tlepea u3BICUCHHEM PYKOSTKH HHCTPYMCHTAa XIS BBCACHHA BHICBOGOAMTS WOBHBIR
MaTepHan B3 CTONOpHEIX ckob. O6pexbre ocTaBmuecs cBOGOAHBIMH KOHLLI HHTH Y KOCTHOTO
oreepeTis. [Ipenocrepescenne! Janpemaercs TARYTH 3a CBOOOAHBIE KOHUB HUTH.

10 MOXET NPHBECTH K BLMANCHHI0 MMMUIaHTaTa. Ecnu HeoGxoamumo npoBepHTh (HKcALUIO,
ofcnenyiite BOCCTAHOBACHKYIO TKAHD.

13) [lpu ycraHOBKE HECKONBKUX HMANAHTATOB QUKCATOPH MAOMKHH PpacrnoNaraTbCR Ha
PacCTOSHHY He MeHee 7 MM YT OT ApyTa.

[losTophuTe NYHKTH 112 onucanHo# BLIWIE NpotieAYPbl.

MATEPHAJIBI
. Hmnnantar: nommagupadupkeron ([I39K).
. Huts: nonnITHACH B NOAHNPONHACH ANS MEAHUHHCKHX HMIIAHTATOB,

. PykosTka HHCTpYMCHTa AN BBCICHHA: XHPYPrHUCCKas HEPXKABEIOWIan CTANb U IUIACTHK,
npeaHasHAYCHHLIC A/ RCIIONB30BAHASA B MEIHUWHE.
. Hanenune narorobneno 6¢3 HCNONB30BAHHA HATYPAILHOTO JIATEKCA,

. Hinenne He CORCPXHT AHITHIrCKCHA(TANATA.

®OPMA NNOCTABKH

. Yerpo#ictso nocrasnserca B CTEPUJIBHOM BUAE

¥ npeanaspaveHo ans OJHOPA30BOI'O HCTIONB30OBAHHA. Ycerpoiictso ocraerca
CTCPH/IbHBIM IO TCX NOP, NOKA YNIAaKOBKa He OyACT BCKPLITA, MOBPCKIACHA HIAH CIOMAaHA.

. 3anpeiiaercs HCNONB3OBAHHE YCTPOMCTBA flOCHEe OKOHWAHHN CPOKA IOOHOCTH,
YKa3aHHOTO Ha 3THKeTKe. JddekTHBHOCTD YeTpolicTBa B 6€30NacHOCTh MALHMEHTa MOTYT OHITSH
CHHXKEHBI [IPH HCTIONB30BAHUH YCTPOHCTBA NOC/C HCTCYCHHA CPOKa FOJHOCTH.

. 3anpemaeTcs NOBTOPHO CTEPHNM3OBATh HJIH MOBTOPHO HCNONB30BATH YCTPOHCTBO,
NOCKOLKY 3TO MOXET NPHBECTH K MOBPEXKACHHIO HAH YXYAWCHHIO 3KCIUYaTAUMOHHBIX
XapaKTepHCTHK YCTPOHCTBA MAH TPaBMe MALMEHTa, 4 TAKKE MOXKET CTaTh NPHYHHON nepeaadu
nauueHTy HebexuHoRHbIX 3a6onesanuil.

MArHHTHO-PE3OHAHCHAAA TOMOI'PA®HA (MPT)
Hannuue nMnnanTaTa He panser Ha Gesonachocts MPT.

XPAHEHHE
XpaHHTe H3aenne BAAIH OT BJaru H NPAMBIX HCTOYRMKOB TEMJA.

YTHIH3IALMA

Mexaynapoausie HOPMATMBHHE aKTHl M HopmaTHBHbie akTel CILA Ttpebyior cobmioneHns
KOHTPOJS YTH/IN3ALMH HCTIONBL30BAHHOTO W HEHCNIONB3OBAHHOTO MEAHUHHCKOro 060pyA0BaHNA.
HcnonbsosanHoe yeTpoficTBO AOMKHO

OHITL YTHAH3UPOBAIO B COOTBETCTBHH C NPHMEHHMBIMHA TOCYA8PCTBEHHBIMH NOCTAHOBNCHUAMH
W NnaHaMn/aKTaMK 06 oOpaltieHHN ¢ MeIHUHHCKHMH OTXOAAMH.

OBCIYXHBAHME KJIMEHTOB

ChenicHus 0 rapanTHH

T'apaHTHA Ha MaTepHaibl, QYHKIHOHHPOBAHHE H KAUeCTBO H3EIHA PACTIPOCTPAHACTC TONALKO
NpR ONHOKPATHOM WucCNoAb30BaHMH ans oznoro naunuenta. HE MHCIIOJIb3OBATD
MOBTOPHO. HACTOSALLASA TAPAHTUA 3AMELLAET COBOMl BCE MNPOYME
TFAPAHTUHN, SABHBIE, TOAPA3YMEBAEMBIE U (MJIH) YCTAHOBJIEHHBIE B
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3AKOHHOM MOPAAKE, B TOM UWC/E FTAPAHTVU TOBAPHOW MPUIOAHOCTU U
(UV)  MPUrOAHOCTM 11 KOHKPETHbIX UENENA, W BCE APYIUE
OBA3ATE/IbCTBA WIN 3AAB/IEHUA OB OTBETCTBEHHOCTU KOMMAHWMN

ARTHROCARE.

MpeTeH3MX B OTHOLLEHUW M3AeNNS U NPaBO Ha BO3BPAT M3fe/ns

Bce BOMpoOCbl M MPeTEH3UM B OTHOLUEHUW W3AENNs, a TakXKe 3anpocbl O MpaBe Ha BO3BpaT
Heo6XOAMMO HanpaBnsiTb B OTAEN Mo paboTe C  KAMEHTaMW WAM  YNOSHOMOYEHHOMY
npeaCcTaBUTENO 0TAENa Mo paboTe ¢ KNeHTaMM.

M3roToBuTesb
ArthroCare Corporation
7000 West William Cannon Drive Austin, TX 78735, CLLUA TenedoH: (800) 343-5717
www.arthrocare.com

_Eg_REPYHonHomoquHbm npegctasuTens B EBpone
Smith & Nephew Medical Limited 101 Hessle Road
Hull Hn3 2BN

CoeanHeHHoe KoponeBcTBo
ec.rep@smith-nephew.com

1YCNOBHbLIE OBO3HAUYEHUNA
CunmBon O603Ha4yeHue
Homep B KaTanore
IREF P

ILOT] Homep naptuu

Vcnonb3osathb 40

S

BesonacHo ana MPT

Da CM. VIHCTPYKLMWN N0 NPUMEHEHMIO

IMoBTOpHOE UCMNONb30BaHMe 3anpeLLeHo

MoBTOpHas CTepUN3aLMS 3anpeLLeHa

He mncnonb3oBathb, ec/in yrnakoBka noBpexaeHa

Bepeyb 0T BO3AENCTBMSA COMMHEYHbIX Sy4ei

\b
L f

XpaHUTb B CYyXOM MecTe
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1 Mipexocrepexenne

ISTM R CreprmnioBano o0nyueHneM

d {sroToBuTeNE

EC[REP] [YnonHOMoueHHwH npenctasurent B EspomefickoM

coobmecTne

penocrepexenne! Pencpanbumii  3axom  (CILIA)

hxomy pelIAeT NMpOAAXY AAHHOTO TPOAYKTA TOLKO Bpauy
no peuem'y Bpava.

CBpomleHCKAM  CcTaHASpTAM W
muuommﬁ HOMCp YTIONIHOMOYEHHOTO OpraHa,
CIHC COOTBCTCTBYET OOm3aTenbHBIM TpeGopaH
' 0 MeTHIHHCXOM 05OpYAOBaHHE (93/42/85"5;1

™ TopapHbi 3HaK KoMnaHku Smith & Nephew.

JlaHHbie U3enng MOryT GLITD 3aIMMIIeHbl OAHKUM HIH HeckonbkuMu nateHTamu CILA.

Crmicox narenTos, ACHCTBHA KOTOPHIX PaclpOCTPAHAIOTCA HA HAACHHA Hauwlel KOMNAaHAH,
npuseieH Ha BeG-caifre smith-nephew.com/patents.

© Smith & Nephew, 2017,
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Bbesyanosoe duxcapyromee ycrpolicrso MULTIFIX S
Hucrpyxuss no 3XCIUTYaTALNN

OIIMCAHHE

Cucrema ana 6esyznopolt dukcanun MULTIFIX S cocronT M3 HMIIaHTaTa B CONPAKCHHBIX
HHCTPYMCEHTOB, KOTOPEIC CIOCOOCTBYIOT 3aKPEIUICHHIO TKAaHH Ha kocTH. MMnnanTar, aocTynneii
B pasMepax 3,5 MM H 6,5 MM, MOXET pasMemaTsh 2, 3 HaH 4 mOBHBIEC HHTH WIH MAKCHMAILHE
obveM ##i — 2° muw wsa W 2 Hutu ULTRATAPE™, HMnnanTar H3rOTOBNCH U3
nomu>pupadupkerona (II2JK) ¥ Ha 3aBORE-MITOTOBHTENE YCTAHORNEH B ORHOPAIOBYIO
PYKOATKY, CNEUHANBHO NMPEAHAIHAYCHHYIO MNA 00NCr4cHHA NpAMoll YCTaHOBKH MMILIAHTATA B
xocth. llloBHuit ¢uxcarop npeacraBnser coboli ¢uxcupyromee ycTpolicTBO, B KOTOpPOM
KpCIUICHHE XHPYPrHIESCKOIO IIOBHOTO MATEPHANA OCYLIECTBARETCA €3 Y3noB.

NMOKA3ZAHHMA K IPHMEHEHHIO

Besyanosoe dukcapyomee ycrpoictso MULTIFIX S npeanasnadeno mux ¢puxcaumy Markoi

TKAHH Ha KOCTH. Huke npuBOAATCA HEXOTOPbIe MPHMEpPHE NOXOOHOH NpoLeayphl.

ITnewo. Boccranornenue npu noepexaeHuH Bamkapra, nedeHue SLAP-cunapoMa (oTphiBa

BepxHeil 4acTH cycTaBHoH ryOW NJICYEBOrO Cycraea), BNPaBNCHHE BHIBMXA AKPOMHAIBLHO-

KMOYHYHOTO COWICHCHHA, JICUEHHE pasphiBa Bpamialomeitcs MaHXeTH Mcda, KOppeKnHS

CMEIICHHA KANCY/IEY/PEKOHCTPYKIHA CYCTaBHOM ry0bl, TCHONE3 CYXOXIINS ABYT/IABOH MBIIILEI

IUIYa H BOCCTAHOBICHHE ACALTOBRAHON MBILIITE.

lonenocronuei cycraB. boxopasn HecTaOMIBHOCTH, MeAMANBHAS  HECTAOMIBHOCTE,
' NeYeHNe/BOCCTAHORNCHHE AXM/IOBA CYXOXKHIHA H PCKOHCTPYKIIHA CPEAHEro

OTAeNA CTONBL

Crona. Ucnpasnenne pansrycHolt nedopMausy nepeoro nansiia CTonH.

Jlokors. IlnacTHKa npA 3MHKOHAMINTE JIOKTEBOTO CYCTaBa ((TEHHHMCHBIE JIOKOTBY),

pennasTauMa CyXOXHNHA ABYTRapoit MBI NINEYA.

Konero. JOxcrpakancyfispHas PpeKOHCIPYKUHS; NOBTOPHOS NPHKPENNCHHE MEANANbHOH

KOIUIATCpanbHOM CBA3KH, 3aAHed KOCOM CBA3KM WIHM CyCTaBHOH xancynn ¢ ¢uxcainucH x

nepesinell NOBEPXHOCTH NPOKCHMANbHON qacTH GonbmeGepLoBoOfi KOCTH; BHEKancCyaspHas

NAACTHKA, TEHOAE3 NOABIAOIIHO-GONMbIICOEPLOBOrO TPaKTA;, BOCCTAHOBJICHHC NPH PaspuiBe

CYXOXHJIHA H CBA3KH HANKOJICHHHKA.

IIPOTHBOIIOKA3AHHA

. Xupypruvueckue DpoUeAypHl, OTIHYHBIE OT omHcaHHeX B pasaene ITOKA3AHUA K
I[TPUMEHEHHIO.

. [Taronoruyeckue HIMEHEHWA KOCTel, HaNpUMep KUCTO3HBLIC H3MCHCHHMA MMM TAXXC/IAN
OCTEOMNEHHA, KOTOPLIE MOTYT BOCTIPENATCTBOBATH HANGKHOH HHKCAUHK NMIUIAHTATA.

. [latonormyeckue H3IMECHEHHA B 3aACHCTBOBAHHBLIX MACKHX TKaHAX, KOTOpBIC MOryT
noMeimars HagexHolt gpuxcauus,

. HenonaroneHHOE XOCTHOE BEWIECTBO HIN pasgpotiicHRan(bie) NOBEPXHOCTB{H) KOCTH,
YTO MOKET NOCTABUTE IO/ YTPO3Y HaiexHYIO GUKCALTHIO UMITIaHTaTA.

. Knuunyeckne COCTOSHHA, KOTOpHE MOTYT HWIH CKJIOHHB NOMEWIATh Hanexamel
NOAAEpXKe HMIUIAHTATA WIM  3aMEANMTL  3AXHRICHHe, HanpuMep OTrPaHHYEHHOCS
KpoBoCHabeHwe, CYIMECTBOBABIIHE paHee HHGEKIHH.

. Takue ycnosns, kak rmyGokas CTapocTh, MCHXHMECKHE 3a00NCBaHHA WM ATKOTOJNH3M,
KOTOPHE MOTYT NOBJHATh H& CHOCODHOCTh MM FOTOBHOCTD MAINMEHTA OTPAHWYATH AKTHBHOCTD
Wi cobmoaTh HHCTPYKLIHH Bpava B TeMeHHe NCPHOAA BH3AOPOBICHHS.

. JlanHbI HMIUIABTAT HE NpeAHA3HAYSH H HE JODKEH HCTIONb30BATHCA JUIA NIPHCOCHMHACHHA
HCKYCCTBEHHBIX CBA30K HUIH APYTHAX UMILIAHTATOB.
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NPEXYNIPEXAEHHA H MEPHI NIPEAOCTOPOXHOCTH

A [penynpexaenus

. He Henons3oBars, eciiM yNakoBKa OTKPHIT HIH NIOBPEXKIACHA.

. 3anpemaercs NOBTOPHO CTCPWIH30BATh MM [OBTOPHO HCMONB3OBATh, NIOCKONLKY 3TO
MOXET NPUBECTH K MOBPEXICHHIO WIH YXYMIICHHMIO SKCIUTYATARHHOHRHIX XAPAKTEPHCTHK
YCTPOHCTBA HIIH TPABMEC MALHEHTa, & TAKXKC MOXCT CTaTh NPHUYHHON nepeaatiM NAUHEHTY
uHpEKIHORHEIX 3a60neBannit,

. WMnimaHTar ¢ pyKOATKOH WHCTPYMEHTA JUIA BBEACHWA SBJIACTCA OJHOPA3OBLIM
YCTPO/ACTBOM H NOMXKEH HCIIONL3OBATHCA OMHH pa3 JUIA OXHOIO NAUHCHTA.

. 3anpemaerca MCHORL30BAHHE YCTPOHCTBA MNOC/AE OKOHYAHHE CPOKAa TOAHOCTH,
YKa3aHHOIO Ha THKETKE. IPPeKTHBHOCTH YCTPo#CcTBa H 5e30NacHOCTS NALMEHTA MOTYT ONTD
CHIKEHBI TIPH HCTIOABL30BAHKH YCTPOACTBA NOCC HCTCUYCHUR CPOKA TOXHOCTH.

. [Mauuenty cneayer cooSmmATs NOAPOGHBIE HHCTPYKIMHHK N0 HCNONE30BAHHUIO YCTPOUCTBa
H PasbACHHTH BCE CONYTCTBYIOIHME OrpaHHYCHHS.

. 3anpemaercd WMIUIAHTHPOBaTh (PHKCATOP B KOCTh IUIOXOrO KavecTBa HJIH B MeCTa C
HENOCTATOYHAIM KOJH4ECTBOM KOCTHON TxaHM. HemonHas Bcraska KMIUIARTATA HIA IUIOXOE
COCTOSHHE KOCTH MOTYT NPHBECTH K BHNAACHUIO HMILIAHTaTa.

. Henaanexamee HaTOKCHAE N0 KAOXIAOMY KOHI[Yy IIBA MOXET NOBIMATL Ha HAAEXKHOCTDH
(puxcanmu ycTpoiicTBa H BH3BATH €10 HEUCIIPABHOCTh.

’ He cruGalite B He NOBOPaYHBaiTe PYKOATKY HHCTPYMEHTA JUIL BECACHHA BO BpeMA HIH
nochie BBEZICHND, MOCKONBKY B TAKOM CAy4Yae BO3MOXHbLI HENOJIHOE BREACHHE MMILIAHTATA HITH
€ro AONIOMKA. YCTaHOBKA NOTHYTONO HAH MOBPEXACHHOIO HMIUIAHTATA 3aNpelleHa.

Meph! npeaocTOPOXROCTH

. WmnnanTanus nakHoro ycTpofictBa TpeGyeT onpemeNeHHOTO YPORHR XHPYPrHYECKHX
HaBRIKOB

H ONHTA NPOBSACHHA onepamui. XHPYPrH, KOTOpbHE TIIARHPYIOT WCRONB30BAaTh HAHHOE
yCTpo#icTBO, JOMKHBI BHHMATENbHO H3YYHTh HHCTPYKUHH NO NPHMEHCHHIO nOepen
HCNIOJBL3OBAHHEM B KIHAKYECKO# npakTHRE. JIONMOAHHUTENBHO PEKOMEHAYETCH RPOHTH
nabGopaTopHyio MOArOTOBKY, 00yUcHHE DPOH3BOAMTENIEM HIH OOHHM H3 €rO npeicTaBHTElneiH
160 HabnoaaTs 3a MoZAOOHBIMH NPOLCAYPAMH UMIIAHTAIINY KW YYSCTBOBATH B HUX.

. BaxHnM (aKTOPOM YCNEIIHOTO MCMOAb30BAHHA AAHHOMO YCTpolicTBa sBNMeTCH
NPAaBHIBHOE INPOBEACHHE MNPEAONEPAUHORHBIX H ONEPAlHOHHHIX HPOUCAYP, B TOM YHACHE
Hajiexamuit oT60p NaIMEeHTOB, 3HAHNE XHPYPru4eCKHX MCTOROB, 8 TAKXE NPABHILHELT BHGOD
H pasMellieHHe MMILTAHTATA. XUpYpr o083aH PacCKasaTh MAUKCHTY O CYIMECTBYIOMHEX PHCKaX H
OC/IOXHEHHSX, CBA3AHAKX C XHpPYprHuecko#l mMpOLCAYPO’ H HCMONB3OBAHHEM AAHHOTO
ycTpoicTea.

. Jhioboe peinienne o6 yaaneHUH RMIIAKTATR

ROKHO NPHHUMATECA C YYETOM NOTCHIHANLHOTO pPHCKa VIS NAOHEHTa, CBA3AHHOIO C
BHIMOMHCHHEM BTOPOrO XHPYPru4eckoro BMemiate/hetea. Ilocne ymancHHAs HMILIGHTaTa
TpebyeTca Haulexallee NOCNeOnePatHOHHOE ICUeHHE.

. Tlox pyxoit Bcera A0maHO OBITH 3aIACHOE YCTPONCTBO — 3TO HO3BOJIHT W30CKaTh nays
BO BpeMS OMEPallZH, €C/IA BOIHHKHET NOTpeOHOCTD B 3aNacHOM HMILIAHTATE.

. He BBOMTE HMIINAHTAT B OTBEPCTHE B KOCTH, [I€ YK€ YCTAHOBJICH HMIUIAHTAT.

310 MOMET MPHUBECTH K BHITECHEHMIO paHee YCTAHOBJIEHHOrO MMILIAHTATA U3 KOCTH.

BO3IMOXHBIE MOBOYHLIE YOPEKTHI
Kak 1 npH juoboli xapypraueckoit npoueaype, CyniecTsY0T OnpeeIcHHbIC PHCKH.
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BoamokHBIE OCNOXHCHHSN, CBA3aHHble ¢ onepauMell MMIKAHTALMH, NOMAMO IIPOMEro, MOrYT
BK/NIOYATD: OCJIOXHCHHS, CBR3AHHLIE ¢ aHecTesueli; Gonr B o6NacTH pa3jpes’a HAM onepauHy;
undexnuio (rmyGoxyic H NOBEPXHOCTHYIO); MOBPEXACHHE WM MNEPENOM KOCTHOM TKaHu;
TPABMHPOBAHHE OKPYXKAIOIMX TXaHe# WIH COCYAoB; 3MOonmio WM TpomGoO3 (JIErONMHYIO
amGonnio, TpoMGo3 rayGoKHX BeH); NOBPCKACHKC WIH NApANUY HEPBOB; HEYAAYHYIO TEPAITHIO
HAH HMIUIAHTauUMio. BTopHuHbe XUpyprAveckMe BMCHIATEIBCTBA MOIYT BKmouate (6e3
orpaHudcHuil): yAaneHHe HMNIAHTATA, YCTAHOBKY HOBOro(biX) MIH AOCNONHHTENLHOrO(bIX)
HMNNaHTATa(OB).

TPEBOBAHHA K INIOAT'OTOBKE ONEPATOPA

Jina ucnons30BaHHA ITOr0 MEAHLMHCKOrO YycTpolicTea Tpelyercs onpeAenceHHbIA YpoBeHb
XUPYPrUHECKHX HABLIKOB H ONLITA NPOBEACHAR onepauif.

Pexomenayercs npoi#ith nabopaTopRryio NOAroTOBKY, 00ydeHHe TPOH3BOAHTENEM WIH ORHHM M3
ero npeacrasuresiet smbo nabmosats 3a NOAOOHHIMM NpoUEAYPAMH HMIUIAHTALIMH WINH
y4acTBOBATh B HHX.

TlpeaonepaonHEe NPOUSAYPH H MECTOAHKA BLUIONHERUS ONEPALMM, BKNOYAA NMpPAaBUIbHBIA
oT00p NAUHCHTOB, 3HAHMA O XHPYPrHUYECKMX TeXHHKAX H NPaBHAbLHLI BbIGOp ycTpoficTsa,
HMCIOT GOMbINOE 3HAYEHHE ANA HCNONB3OBAHNS ITONO MEAHUMRCKOTO yeTpoficTsa. '
Xupypr JOMKEH paccKasaTh NAIMEHTY O CYIICCTBYIOUIHX PHCKAX H OCNOXKHEHHAX, CBA3AHHBIX C
XHPYPrUYeCKO# NpoLeAypOlt H HCNONL3IOBAHKHEM JAHHOTO YCTpolicTaa.

NMOATrOTOBKA K NPUMEHEHHIO

Mpenocrepexenne! JlaHnoe ycTpoHicTBO NpeAHA3HAYEHO ANS MCNONL30BAHHA C INOBHBHIM
marepuanoM Ne 2 MAGNUMWIRE, ULTRABRAID » ULTRATAPE.

Hcnons3osaHne APYrHX IIOBHLIX MATEPHANOB MOXKET MOBARATS HA HAACKHOCTb (PHKCALHH
YCTpOHCTBA M BEI3BATH €TI0 HEHCIIPABHOCTD.

MNpeaocrepemenne! Ecan HeoOxoaumo, HenoabyliTe TONLKO yIIHBE IANUB HTH METYHK AN
$opMUPOBAHHA Pe3bObl B KOCTHOM KaHA/¢ YTBEpKACHHOTO THIA,

Hcnons30BaHHE ApYIoro BCAOMOraTeNbHOIO HHCTPYMCHTAPHA MOXCT HApYUIHTh RpoLece
BBEJCHHA

WunH GuKcauHio HMNNAHTATa.

TMPABHJIA NNOJB30OBAHHA

1) Cmusaiite TKaHb ¢ MCNIONBIOBAHHEM NPOBOAHHKA INOBHONK HHTH ¢ COOTBETCTBYIOLIKM
IIOBHBEIM MATEPHAIIOM.

2) PexomeHmyeTcs HCHONB3OBATL HAnNpaBnfioniee yCTpodcTeo ¢ oOryparopom. [pu
BBC/ICHRH RaNpPaBMIOIMEro YCTpoicTRa B ONCPalMOHHYIO paHy pacnosaraiite npopesb
HanNpaBasomero ycrpoficTea B HANPABACHHH IUBA B TKAHH.

3) Ilepen npuMeHcHHEM NPOBEAUTE OLECHKY Ka4eCTBA KOCTHOH TKAHM nmauuenta. Ecim, no
MHCHHIO Bpavda, KOCTh ARIACTCA JOCTATOYHO TBepAoil, nepea BcTaBxoll puxcaTopa npoacnaiTe
OTBEPCTHE B KOCTH, MCMOJAL3YRA YIWIHbIE WHNUB ¢ KOHAYECKOH roaoskoi auamerpom 4,5 MM.
KoctHoe orBepcTHe TpebyeTcs Takxe

B Chnydyae, €Cln MMIIAHTAT HeoOXOOMMO pacnoNioXHTh NMOA YTJIOM, HE NEPNEHRHKYISPHO
nosepxHocTi KocTd. [Ipoasnraiite upununt Ao TeX NOp, NOKa OTMETKA B 25 MM HE OKaXerTcs
BPOBEHbH C MOBEPXHOCTHIO KOCTH.

Mpenocrepexenne! [puHnMaliTe MEpHI N0 HEAONMYIIEHHIO OOPAIOBAHKA MENKOTO OTBEPCTHS

B xocTH. Hamnexamas riayOnHa OTBEpCTHS AOCTHIaeTCA B TOMPYKOATK CHAy4ae, ©CAH MMM
BBOJATCR O MCTKH 25 MM.
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4) MNponexsTe XOHUB MOBHOR HUTH Yepe3 MPOBONOYHYIO NeTMmo. YOeanTech, Yro B NETIO
NPOACTO HE MCHEE 3 CM KAXKAOIC KOHILA WOBHOH HUTH (CM. cxemy 1).

TMpumeuanne. YCTPoRCTBO NpegHAZHAYCHO ANA HCNONB30OBAHKS ¢ 2, 3 WK 4 INOBHHMM HHTAMR
WM MAKCHMANbHBIM 00beMoM H3 2 HuTelt wBa i 2 untelt ULTRATAPE.

5) Yrobw mponeTh WIOBHBIE HUTH “epe3 (UKCATOP, OTTAHMTE YCTPOHCTBO BBOJA METIH
KBEpPXY

B NIONEPEYHOM HanmpabieHnH (NOJOOHO NONOKEHHIO IINPHLA NPH BHMOMHEHHH HHLEKIIKK) (CM.
cxeMy 2) OT CTEpXKHA H K PYKOATKE NMOR YoM Npubansurensno 45°. Hasnexnure ycrpoiicreo
BBOAA MECT/IH NOCAE TOro, Kak WOBHbIC HWTH NPORIYT yepes GpuxcaTop.

6) Ynepwuas cBoGoaHble KOHIN WOBHOH HHTH, MpoaBHrafite sanpasnerHbill PpukcaTop
an6o 9peckokHo, MHGO Hepe3 KAHIONIO K MOBEPXHOCTH KOCTH. 3ararupalite ocnalneHHyio
INOBHYIO HHTh, NOATATHBAR €¢ KOHUB K0 TCX NOP, NOKa LIOB MEXAY TKAHBIO H KOCTHIO He Gyaer
YeTKO MPOCMATPHBATBCA. YOeauTech, YTO MOBHWIA MaTepHan He OOCPHYT BOXPYT yCTpoicTsa.
Ecnn o6epHyT, usnnexare ycTpoicrno

H MOBTOPUTE AAHHLINA JTan.

7 [MoMecTTe BBOAMMBIN HAKOHEHHHK (uKcaTOpa Ha HEOOXOAMMOE NOROXKEHHE
natepanbHee MecTa HKCAUMH CYXOXHAWA. YOemntech, HTO OTBEPCTHE HA BBOAHMOM
HAKOHCYHHKC HAaNpaBIfeT MOBHLIA MarepHan K TkaHH (cM. cxemy 3). He ocrasns#ite
NPOCTPAHCTBA MEXIY WIBOM H MMNAaHTATOM. TIpoH3BEAHTE OCCBOC BHIPABHMBAHHC CTEPXKHA
HHCTPYMEHTa /A BBCMICHUA NEPNEHAHKYNARPHO KOCTH. [IpU HanMHMMHH OTBEPCTHA B KOCTH
NPOH3BEAUTE OCCBOC BHIPABHUBAHHC CTCPXKHA PYKOSTKH WHCTPYMEHTA [UIN BBCACHHMA C
OTBCPCTHEM B KOCTH.

8) 3aranute ocnabREHHYIO WOBHYIO HHTh, MOATATHBAA ¢€ KORLILI.

9) Hcnonssylite MOAOTOK, HTOOB MNO3BOANTL NPOKCHMANLHOMY KOHIY PYKOATKH
AHCTpYMEHTa Ui BBCACHHS TPOJABHHYTh HAKOHEYHHK B KocTh., Jlerko yaapsitre no
NPOKCHMANBHOMY KOHILY HHCTPYMCHTA JUIN BBEACHHSA [0 TEX MOp, NOKA NajepHas METKa

Ha CTEPXKHEBOH OCHOBE BHHTA HE OKaXeTCA CyOKopTHXANBHO (CM. cXeMy 4).

Iipeaocrepemenne! Ecnn Broaumbiit HAKOHEYHHK HC NMPOHHKHCT B KOCTH ¢ NCPBOTO YAapa,
NpoAcJaiTe OTBEPCTHE B KOCTH B COOTBETCTBHK ¢ nyHkToM 3. Mcnonbaylite Hopwili ¢rxcarop
ANA BBCICHUA

B KOCTHOE OTBEpPCTHE.

Ilpenocrepexenne! HeoGxomumo cobaiozars 0OCTOPOMHOCTS H AOMKHBIM OOPa30M COBMECTHTD
HUMINAHTAT H PYKOATKY HHCTPYMEHTa AJS BBCACHHA C KOCTHHIM OTBEPCTHEM NpPH yZAape
monotkoM. Cneayer m3berars H30RITOHHOrO BHEApcHHR. He crubafite u He nosopauxpalite
PYKOATKY MHCTPYMCHTa Ul BBEACHHS BO BpPeMS WM MOCHE BBCACHHR, NOCKOABKY B TAKOM
CJIyqac BO3MOWKHM HETIONHOE BBECHHC HMIUIAHTATA HIH €ro MOJOMKA. YCTaHOBKa NMOTHYTOro
WM  MOBPOXACHHOTO HMNNaHTaTa 3anpeutesa. Jlpenocrepexenne! Henomias BcTamka
HMILIAHNTATa WK BAOX0e COCTOSHHE KOCTH MOTYT NPUBECTH

K BHINANCHHIO HMIUIAHTATA.

10) Ilpn BBeACHHHM HaKOHEYHHKA Ha TKaHb OyaeT oxasnBaThca AaBncHue. Ecnu B oraenshbnix
CAy4asnX MOHAnOOUTCA JONOAHHTCABHOC AABICHHE, MOTAHATE KOHIIG! LIOBHBIX HUTEH BPOBEHD €
OCBIO HHCTPYMEHTA MUl BBCACHHA, NOAAEPXHBAR MPH ITOM HHCXOAAINCE NABRCHHE Ha PYKOATKY
HHCTPYMEHTa 1A BBeAcHHA. Ecnn HeoOxoauMo, mWoBnbit MaTepran MOXET OLITH 3aKpenieH ¢
NOMOLIBIO CTONOPHBIX ¢k00 Ana duxcanny (CM. cxemy 5).

Tpeaocrepexeane! OTaensHoe HATAXKEHHE MIOBHHIX HHTCH MOXET NMPHBECTH K H3BJNCHEHHIO
ycTpolicTBa M3 KOCTHOro oTBepcTHR. ECu 9TO NpoH3olno, NEpeR HATAXKCHHEM CREAYIOIIEro
IBa MPOABHrafiTe BBOAMMBIN HAKOHCHHHK N0 TEX MOP, MOKa NasepHad METKa Ha CTepKHeBOH
OCHOBE BHHTA HE PacHOJIOKHUTCA CyOKOPTHKANbHO.

Tpenocrepexenne! He okaspipadite u3bLITOMHOrO AaBncHHS Ha WIOBHEIH MarTepuan, T. K. 3TO
MOXET NPHBECTH K Pa3sphiBy MaTepHana MR BHITArHBAHHIO TKaHH. Kpome Toro, niburounoe
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HaTAXEHHE IMIOBHOH HUTH MOXET NMPHBCCTH K HENOMHOMY BBEACHMIO HMIUIANTATA HIH Cro
BHIMAJICHHIO.

11) Iponomxas OKa3n HHUCXOAAUICS NABICHUC HA PYKOATKY HHCTPYMCHTa ANA BBEACHHA,
BBICBOOOAMTE BHHT, MOBOpaunBas (pHUKCHpyomylo raiiky (cM. cxemy 6) no uacosoft crpenxe,
NMOK& BHHT HE OKaXXETCA BPOBEHb C MOBEPXHOCTHIO KOCTH WIH HHUXE HEe (CM. cxeMy 7) M
buxcupytomas raifka He OCTRHOBHTCH.

12) BricBoboanuTe pykoATKY HHCTPYMEHTA A BBEACHHSA, NOBCPHYB KOANAYOK NPOTHB 9acOBO
CTPENKK MHHHMYM Ha mecTb 060poToB (CM. cxemy 8).

13) Ecax na 3ToM 3Tane MOKA3aHO H3BACUCHHE HMIJIAHTATA, MOBEPHUTE GUKCHPYIOMYIO ralky
NPOTHB 4acoBoli CTpenku, YToOh yZaIMTh BHHT HMIUIAHTATA H NOTSHHTE 32 KOHUBM LIOBHOrO
Matepuana, 4toObl ynanuTs HMmIaHTar. EciM HMNnaHTar OTCOCAMHKWICE OT PYKOSTKM
HHCTPYMCHTA A4 BBEACHHUA HAR €CIIH HMECTCR HEOOXOAHMOCTD MOCICONCPALHONHOTO PEMOHTA,
BCTaBLTC HHCTPYMEHT AJIR M3BJNCHEHHA (PHKCATOPA H MOBCPHHTE €ro NPOTHB 4acoBOH CTpENKH,
yTOON YAAINTH BAHT HMIUIAHTATA, 8 38TeM NOTAHHTE 32 HHUTH, HT00H YAATHTD HMILIAHTAT.

14) Ilepen H3BNCHEHHEM PYKOATKH HHCTPYMEHTa ANA BBeAeHHA BbicBOGOAMTE WMOBHBIA
MAaTepHan H3 CTONOPHBIX ck0ob. O6pexsbTe ocTaBmiecs CBOCOAHBIME KOHIB) HHTH ¥ KOCTHOTO
OTBEPCTHA.

15) [Ilpun ycTaHOBKE HECKONBKMX HMIUIAHTATOB (PUKCATOPH MOOMXHM pAacmoNaraTbCs Ha
PaccTOsHHH He MeHee 7 MM Apyr ot aApyra. Ilosropure nynxtw 1-14 onucanHo# Boume

NpoLEAypHL.

MATEPHAJIB

. Umnnanrar: nonnsdupadupkeron (I133K).

. HuTh: noiuMsTHACH H NOMMNPONHICH NS MCAMIHHCKHX HMNNaHTaroB. Pasmep nutH
(USP) — 2 (MeTpuuecknuil pasmep 5), 3a HCKMIONCHHEM OT/IMYHSA AHAMETPA.

. PykoaTKa HHCTPYMEHTA AIA BBEACHHA: XHPYPrHUCCKas HEPXaBeiouias cTanb H NAAaCTHK,
NpeaHasHaYCHHEINR A HCNOL30BAHUA B METHIIMHE,

. Hapenne wiarorosneHo 6€3 Hcnonb30BaHHA HATYPANbHOIO NATEKCa.

. W3nenue ne conepxut anTuarexcundranara.

®OPMA NMOCTABKH

«  Verpoticrso nocrasnsercs s CTEPHIBHOM ‘
BUJE n npeanasuavcto ax OJTHOPA30OBOI'O UCTIOJIbB3OBAHHA. YcrpolictBo ocTaercs
CTEPHNbHLIM JI0 TEX NOP, NOKA YNAKOBKa HE OYACT BCKPHITA, TOBPEXKACHA WK CROMaHA. ‘
. 3anpemaeTcs HCMONB3OBAHHE YCTPOHCTBA MNOC/HE OKOHYAHHR CPOKA COJHOCTH,
YKA3aHHOTO Ha 3THKeTKe. DPPeKTHBHOCTL YCTPO#cTBa H 6630MacHOCTs MALMEHTa MOTYT OBITH |
CHHXEHBb! NPH HCMOABL30BAHHH YCTPOHCTBA NOC/C HCTCHCHHSA CPOKA FOAHOCTH. |
. 3anpeimaeTcs NOBTOPHO CTEPUAN3OBATL HMAH MNMOBTOPHO HCNOML3OBATH YCTPONCTBO,
NOCKONBKY 3T0 MOXCT NPHBECTH K NOBPEKACHHIO HAM YXYMICHHIO 3KCIUTYATAUMOHHBIX
XapaKTEPHCTHK YCTPOHCTBA HJIN TpPaBME NALMEHTA, & TaKke MOXCT CTaTh Npuuunoll nepeaasd
NaUHeHTY HHPEKIHOHHEIX 3a00cbaHuiH.

MATHHUTHO-PE3OHAHCHAA TOMOI'PA®HUA (MPT)
Hanuune umnnanTata He panser Ha 6e3onacHocts MPT.
XPAHEHHE

XpaHuTe B3Aenne BIATH OT BAACK # NPAMBIX HCTOMHHKOB TEIUIA.
YTHIH3ALIUA
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MeXayHapoAHble HOPMAaTMBHbIE aKTbl M HOpMaTMBHble akTbl CLUA TpebyloT cobntogeHUs
KOHTPO/SA YTUAM3ALMN UCMO/Ib30BAHHOTO M HEMCMO/Ib30BAHHOTO MEAULIMHCKOro 060pYy10BaHUsl.
YCTpPOICTBO ~ AO/MDKHO  ObITb  YTWIM3MPOBAJIO B COOTBETCTBUM € MPVMEHUMbIMM
rocyapCTBEHHbLIMM NOCTAHOB/IEHUAMM U NiaHaMu/akTamm 06 o6palleHnm

C MeAULMHCKUMM 0TX04aMM.

OBCNY>XXMNBAHWE KJIMEHTOB

CBefieHVs 0 rapaHTUn

MapaHTUs Ha mMatepuasbl, BYHKLVOHUPOBaHME

N Ka4yecTBO M3[eNINA pacrpoCcTPaHAETCA TO/IbKO MPU OAHOKPATHOM WCMO/b30BaHUW 411 OfIHOTO
naumneHTta. HE VCIMOJIb3OBATb NMOBTOPHO. HACTOALWAA TAPAHTUA SAMELLAET
COBOW BCE [MPOUYME TAPAHTUW, SABHbIE, MOAPA3YMEBAEMbIE W (UWN)
YCTAHOBJIEHHbBIE B 3AKOHHOM TOPAAKE, B TOM UYWNC/IE TAPAHTUU
TOBAPHOW MPUTOAHOCTU

n N1y MNPUrOAHOCTU pgnsa KOHKPETHbIX LUENEW, W BCE [OPYIUE
OBA3SATE/IbCTBA WIN 3AABJIEHNA OB OTBETCTBEHHOCTW KOMMAHUNNA
ARTHROCARE.

MpeTeH3UW B OTHOLLEHMW U3AENNSI 1 NPaBO Ha BO3BPAT M3aeNns

Bce Bonpocbl M MpeTeH3UW B OTHOLLEHUW W3[eNMsl, a TakXKe 3anpocbl O MNpaBe Ha Bo3BpaT
Heo6X0AMMO HampaBnsATb B OTAeN Mo pa6oTe C  KAMEHTaMUM WM YNOSTHOMOYEHHOMY
npeacTaBUTENO OTAENA MO PaboTe ¢ KAMEHTaMM.

M3rotoBuTesnb
ArthroCare Corporation
7000 West William Cannon Drive Austin, TX 78735, CLUA TenedoH: (800) 343-5717
www.arthrocare.com

EC.REP

1~1¥YN0oNHOMOYeHHBbI npeacTaBuTeNb B EBpone

Smith & Nephew Medical Limited 101 Hessle Road
Hull HU3 2BN

CoegnHeHHoe KoposieBCTBO
ec.reD@smith-nephew.com

YCJ/TIOBHbIE OBO3HAYEHWA

CumBon  |O603HBYOBHE
Howmep B KkaTasiore
REF

LOT Homep naptumn

Mcnonb3osathb [0

besonacHo gna MPT
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Anxepuniii mosnnitt daxcarop MULTIFIX S ULTRA
Hacrpyxkuns no OpHMEHEHHIO ,

OINNCAHHE

Cucrema Gesyanosoit ¢puxcaunn MULTIFIX S ULTRA coctoMT M3 HMmnanTaTa (aHkepa) H
AONONHUTENLHBIX HHCTPYMEHTOB, ofccneuMBAONIMX KpelUicHHe MATKOHf TKaHM K KOCTH.
HmMnnadrar amamerpom 5,5 MM Hmd 6,5 MM cnocoGeH yaepxupaTh 2—4 NydKka LIOBHOTO
MAaTépHaATa MNH MAKCHMANBHEI O0BeM, COOTBETCTBYIOIMHE 4 MyyKam IIOBHOIO MaTepHana
ULTRATAPE™. HWmmnantar w3rotTornen ©u3 nomuadupsdpupkerona (IIOIK) w
OpeABAPHTENBHO YCTAHORIEH B ONHOPA3OBHI Aepxaress, obecriedrHBalomu nNpAMOe BBEACHHE
MMILIAHTATA B KOCTb. AHKepHBIf moOBHLIE ¢ukcaTop — 3T0 ycTpoiicTBo Ana Gesyamosoft
(puxcaumn, T. €. He TpeGyIONICe HCIONE30BAHHA XHPYPIHIECKHX Y3JIOB IS KPEIUICHHS WOBHOTO
MaTepHana K TKaHH.

ITOKA3AHHAA K IPHMEHEHHIO

Yerpoiicreo ana Gesysnosolt pukcarun MULTIFIX S ULTRA npeanasHaqueno IS KpenieHus
MATKOH TKAHH X XOcTH. JIIpHMEpHI TAKHX NPOHEAYP NPeACTABICHH HIXKE.

IIneuo. BoccTaHoBneHHe noBpexkacHua Bankapra, neyenune SLAP-CHHAPOMA; BOCCTAHOBJICHHE
paspelBa AKPOMHAALHO-KMIOUMYHOTO COWICHCHNSA, JICUCHHC TOBPEXKACHHNA BpamareabHON
MAaHXCTH MJIcYa, KOPPEKIUHA CMEIICHAS CYCTABHOH KallCyJIhi/BOCCTAHOBICHHE CYCTaBHO#H ry6bi,
TEHOAE3 CYXOXHINA ABYTNABOH MBIIIL! /1694 # BOCCTAHOBICHHE ACNbTOBAAHOIM MBIITIEI.
Jlonpoxka. Jleyenuwe narepansHoi B MEOMATbHON HECTAGHJIBHOCTH, JICICHHE/BOCCTAROBICHHAE
AXWUIOBA CYXOXH/IML M BOCCTAHORICHHE CPEAHEr0 OTALNA CTOMNE.

Crona. Hcnpasnenue BanbrycHoli aAedopManMi NEpBOro Najisua CTONH.

Jlokote. JleueHHe NaTEpANbRONO 3MHKOHAMIHTA, MPUKPCIACHHEC OTOPBAHHBIX CYXOXHMHH
ABYTNABOH MBINLE! Neva.

Koneno. BrexancynspHaie BOCCTAHORICHHS; MPHKpEIUIeHHE OTOPBaHHON MeananbHoH GokoBoH
CBA3KH, 3aAHel KOCOH CBA3KM WK NMPHKpPENAcHUE CYCTaBHOM Kancynul X NEpeaHeMy Kpalo
NPOKCHMARBHOrO otAcna GonbiieOepuOBON KOCTH, BHEKANCYNApHas PEKOHCTPYKIMA CYCTaBa,
TeHO/Ie3 HIMOTHONANBEHOrO TPAKTA, JICHEHHE OTPHIBA CBA3OK H CYXOXWINK HAJKONCHHHKA.

NPOTHBONNOKA3AHHUA

. JhoGbie onepaTuBHbIC BMEINATENbCTRA,

KpOME BMEIIATENbCTB, YKa3aHHBIX B pasaene

«[IOKA3AHWA K ITIPMMEHEHHUIO».

. [NaTonorHueckne COCTOSHHA KOCTH, TAKMe KaK KHCTO3HBIC W3MCHCHHA HAH TAXeNas
OCTEONICHHSA, KOTOPHIE MOTYT MPENIATCTBOBATE HaekHOH drKcanuu HMIINAHTATS,
TMaronornyeckue NIMEHERHA TIOBPEXKACHHBIX MATKHX TKaHel, KOTOPHIE MOTYT NMpPeNATCTBOBATH
HaACKHON PHKcauH HMIUIAHTATA,

Hegmoctrarounoe KONHYECTBO KOCTHOIO BEIIECTBA KNM pa3npoGNcHHME MOBEPXHOCTER KOCTH,
KOTOPBIE MOTYT NPENATCTBOBATH HAMEKHON PUKCAHH HMILIABTATA.

¢ Comatuteckue 3a00NCBaHAA, KOTOPHIE, KAK NPaBHAO, HAPYINAIOT HAMEXKALLYIO NOANCPKKY
HMIVIAHTAYTE WM 3aMEUIIOT 3aXMBNEHHE, HaNpuMep CHHXCHHC KPOBOTOKA, NEPEHECEHHLIE
HHEKUHOHHEIE 3a60/eBaRnA.

»  Takue (akTOphl, KaK CTapueckHe K3MEHCHHA YMCTBEHHBIX cnocoOHocTel, mcHxmueckue
3a00NicBaHAg WIH QIKOIOJIM3M, KOTOPhIC MOIYT NOBJIHATL HA COOCOOHOCTH HIIM XKelaHHe
MALMEHT2 OTPaHHYHBATHL (PHIHUECKYIO AKTHBHOCTh H/IH BHIOIHATL HWHCTPYKIMH Bpada B
BOCCTAHOBATE/ILHBIM ICPHOA.

. WMnnanrar He mpemHasHaueH H HE JO/DKCH WCTIONB3OBATLCA IUIA [IPHCOSAMHCHUS
HCKYCCTBEHHBIX CBA30K WIH APYTHX HMIJIAHTATOB.
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NPEAYIIPEXAEHHA 1 MEPBI IIPEXOCCTOPOXHOCTH

Ipenynpexaenus
. He acnoab308aTh, €C/TH YIaKOBKA OTKPLITA WIH NIOBPEKAEHA,
. 3anpeiaercs NOBTOPHO CTEPHIIHIOBATL WIH NOBTOPHO MCMONB3OBATH, IIOCKONBKY 3TO

MOXXET NPUBECTH K NOBPEXACHHMIO WIH YXYAUCHHIO 3KCIUTYaTALMOHHBLIX XAPAKTEPUCTHK
YCTpOHCTBA MM TPABME NAUMCHTa, a TAKKE MOXET CTaTh NPHYMHON WEpenayH NALHUEHTY
HHbpeKUROHHMX 3a00nepanui.

. UMnnanrar ¢ pykoaTkofk HHCTPYMEHTa J[UIS BBEACHHN ABNAETCA OAHOPAIORBIM
YCTPOHCTBOM M JOKEH MCIIONB30BATHCA OAHR pa3 JUIA OAHOIO MALWEHTA.
. 3anpemaeTcs UCIONB3OBAHHE YCTPOHCTBA NOCKE OKOHYAHHA CPOKA TOQHOCTH,

YKa3aHHOrO Ha 3THKETKE. J(pEKTHBROCTD YCTPOiHCTBA H Ge30MacHOCTH NMALMEHTAa MOTYT OBIThH
CHIOKCHBI IPH HCHONB30BaHHH YCTPOHCTBA NIOCIIE HCTEUECHHA CPOKA FOAHOCTH.

. [fanuerTy cneayer coobmuTs noApoOHbIe HHCTPYKIMH N0 HCHIONL3OBANHKIO YCTpolicTBa
¥ Pa3bACHHTD BCE COMYTCTBYIONINE OTPAHHYCHHA.

. 3anpeniaeTcs MMIVIAHTHPORATH (PHKCATOP B KOCTH IUIOXOTO Ka4eCTBa HJIH B MECTA C
HEJOCTATOYHBIM KOJIHYECTBOM KOCTHOH TkaHH. HemonHas BCTaBKa HMIVIAHTATA WIH [UIOXO€

COCTOSIHME KOCTH MOFYT MPHBECTH K BRINANCHAIO HMIUIAHTATA.
. Heragnexauiee HATAKECHAE MO KAKAOMY KOHITY [MIBA MOXET INOBJIMATL HA HAJEXHOCTH
¢uxcawuH ycTpolicTsa H BH3BATH €10 HCHCOPaBHOCTS.

. He crubaifre n He nosopaumBaliTe pyKOATKY HHCTPYMEHTA JUIS BBEACHAR BO BpeMA WIIH
nocne BBEACHHA, MOCKONBLKY B TAKOM CIIYYAE BO3MONHBI HEMONHOS BBEACHHE HMIUIAHTATA MK
€ro NOJIOMKa.

. YcTaHOBKA MOTHYTOrO MM HOBPEKACHHOINO HMIUIAHTATA 3allpeiiena.

Mepbt npeaocTOPORHOCTH

o MHmmnantanus maHHOrO ycTpofcTBa TpeGyeT HANMYMA COOTBETCTBYIOMIErO YPOBHA
XHPYPIrHYECKHX HABHIKOB H ONMTA. XHPYPrH, KOTOpHE IUIAHHPYKT HCHONL30BATH
BaHHOC YCTPOHCTBO, AOIDKHE! BHHMATELHO 03HAKOMHTECA ¢ HHCTPYKUMAMH JO HAGAIA
KAHHUYECKONO HCNOAL30BaHUA. KpoMe Toro, pekoMeHAYeTCS NMpoxoxaeHHe o0ydyeHus B
UeHTpe HapabOTKH HABHIKOB, O0YYCHHE Y NPOM3BOAHTEIIA HIH Y HA3HAYECHHOrO0 WM
NPEACTAaBHTESIA MIH NPHCYTCTBHE/aCCHCTHPOBARHE MpH MNOAOOHLIX NpoOUEAYpax
AMILIQHTaLRH.

e BaxnapMe (QakTOpaME B YCHCIIHOM HCHOJB30BAHAH HJAHHOTO YCTPOHCTBA ABNAIOTCA
NpoLeAypsl, BHNOAHAEMBIC B TIPEAONICPALIHOHHEIA NMEPHON H B XOZE ONCPANHH, B TOM
YHCle: NPaBHABHEL 0TOOP NAIHEHTOB, 3HAHKE XUPYPrHYECKHX METOAHK B NPABHAbABIA
BBIOOp ycTpolicTBa H €ro npasunbHoe pazMemenke. XHpypr oba3an npoHHGOPMRPOBATE
naoveHTa 00 HM3BCCTHBIX PHCKAX H OCNOXHCHMAX, CBA3AEHBIX ¢ ONCPATHBHBIM
BMEIIATENBCTBOM H MCMOABIOBAHHEM YCTPOHCTBA.

o Ilpn npunsTuu pemenns o0 yAancHUR MMIUIGHTATA HEOGXOOHMO YYMTHIBATH
BO3MOXKHEIH PHCK JUIS TALIHEHTA B CJIy9ae NOBTOPHOTO XHPYPrHUECKOrO BMEILIATENbCTBA.
Ilocne ynaneHus UMDABHTaTA HeoOXOAMMO Hamiexkallce MOCACORCPALHOHHOS BEACHHE
NalHeHTa.

e Bo mi0cxanue 3afepKH BO BpeMd [POBEACHHS ONepalHH HEOOXOAMMO HMEThH B
HAIMMHH PpE3epBHOC YCTPONCTBO Ha chyyal, ecnd oHo moxagoburca. He caeayer
YCTAHaB/IHBATH HMIUIAHTAT B KOCTHOE OTBEPCTHE, B KOTOPOM YXKe NPHCYTCTBYET Kakol-
nrbo IMONAHTAT. ITO MOXKET NPHBECTH K BHITCCHEHHIO M3 KOCTH paHee YCTAHOBICHHOIO
HMILIAHTATA.

BO3MOXHBIE HEXEJIATEJIbHBIE 2O®EKTHI
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Kak v npun nw6om [gpyrom XMpPYpruvyeckoM  BMeLlaTeslbCTBe,  CYLLECTBYHOT
onpejeneHHble PUCKU. BO3MOXHblE OCNOXXHEHWUSA, CBSA3aHHble C  WMMNNaHTauuenl, MoryT
BK/IIOYATb, MOMMMO MPOYEro: OC/IOKHEHUS, CBA3aHHbIE C aHecTe3unei; 601 B 061acTu paspesa
UM XUPYPrUYecKoir paHbl; WHPeKUMo (FNy60Kyt0 1 NOBEPXHOCTHYI); MOBPEXAeHue um
nepesioMm KOCTW; TpaBMUPOBaHWE OKPYXXAKLMX TKaHe Wan cocyfoB; aM60/IMI0 UAK TPomM603
(T3NA, Tpomb03 rnyboKMX BeH); MOBPEXAEHWE HEPBOB WM Napanny; HeyaaudHblA UCX0[
NeYeHUss UM UMNNaHTauun. BTopuuHbIe XMPYPruYeckue BMeLLaTeNbCTBa MOFYT BK/HOYATb,
NOMMMO MNPOYEro: YygajseHWe uWMNAaHTaTa;, YCTaHOBKA HOBbIX WM [OMONHUTE/bHbIX
UMN/1aHTaToB.

TPEBOBAHUMA K NOAIMTOTOBKE OMNMEPATOPA

. VIMnnaHTauma gaHHOro MefMLMHCKOro YCTpolicTBa TPebyeT COOTBETCTBYIOLLENO
YPOBHSI XMPYPTrMUYECKNX HABbLIKOB 1 OMbITa.
. PeKOMeH/lyeTCsi  MpPOXOXJeHWe 06y4YeHUss B LEHTPe HapaboTKM HaBbIKOB,

0o6y4YyeHMe Yy NPOM3BOAMTENA  WAM Yy  HA3HAYeHHOro UM  NpeacTaBUTeNns  uU/uam
NpuUcyTCTBME/acCUCTMPOBaHME NPY MNOA06HbIX XUPYPrUYECKMX BMELLIATE/IbCTBAX.

. BaxkHbIMM (haKTOpaMK MpY MCMO/Ib30BAaHUN AaHHOM0 MeAULMHCKOro YCTPOCTBa
SIBNSKOTCA MPOLEeAypbl, BbINOMHSEMble B MpeaonepaunoHHbIi Mepuoj U B Xode onepauuu,
MpaBW/bHbIA OTGOP MNALMEHTOB, 3HAHME XUPYPrUYECKUX METOAUK W NpPaBW/bHbIA  BbIGOP

yCTpOWCTBa.

. Xupypry cnegyet npovHMOpMMpOBaTb MNauueHTa 006 WM3BECTHbLIX PUCKAX W
OCNOXXHEHUSX, CBSI3aHHbIX C OMepaTVMBHbIM BMeLLATe/Ib,CTBOM W WCMO/b30BaHMEM [JaHHOMO
yCTpOWCTBA.

noaAroToBKA K MPMMEHEHUNIO

MpepocTepexxeHne. OTO YCTPOMUCTBO CEPTUDULMPOBAHO AN MPUMEHEHUSA C LUOBHbLIM
matepunasiom Ne 2 MAGNUMWIRE, ULTRABRAID n ULTRATAPE. Ucnonb3oBaHne gpyroro
LLIOBHOIO Martepuania MOXeT MOBMMATb Ha HaAeXHOCTb ero gukcaumm u rMnpuBecTU K
HeyJa4yHOMYy ncxoay.

MpepocTepexeHne. Ecnnm Heo6xoaMMo, UCNONb3YNTe TObKO MPO6OMHMK ANst KOCTHOM
TKaHW WM METUYMK ANs (POPMUPOBAHUA pe3bbbl B KOCTHOM KaHale YTBEPXKAEHHOro Tuna.
Vicnonb3oBaHve [ApYyrux BCMOMOraTesibHbIX WHCTPYMEHTOB MOXET OC/MIOXHUTb YCTaHOBKY
nmnnaHTara n (Un) ero yaep)kaHve B MeCTe MMMIaHTaunmn.

YKA3AHWA MO NMPUMEHEHWIO

1) HaknagpbiBaiiTe Ha TKaHW LLUBbI C UCMO/Ib30BaHNEM MHCTPYMEHTA A1 MPOBEAEHNSI HUTU 1
COOTBETCTBYIOLLIETO LLIOBHOIO MaTepuana.

2) PeKOMeHAyeTCsl WCMO/Mb30BaTb HaMpaB/siollee YCTPOWCTBO € 06TypaTopom. [lpu
MCMOMb30BAHUW HAMPaB/IAIOLLEr0 YCTPOMCTBA B OTBEPCTMM PACMOIOXKNTE ero NMpopesb B
Hanpas/eHNN LL|Ba Ha TKaHW.

3) [MMeped MCNonb30BaHVEM YCTPOICTBA OLEHMTE KauyeCTBO KOCTHOM TKaHW mauueHTa. Ecnu,
Mo MHEHMIO Bpaya, KOCTb SIBMSETCA [40OCTATOYHO TBEPAOi, Mepen BCTaBKOW aHKEPHOro
(hrKcaTopa npogenaiiTe KOCTHOe OTBEPCTME C MOMOLLbIO KOHMYECKOro Mpo6oiiHuKa s
KOCTHOI TKaHu AnameTpoM 4,5 MM. KoCcTHOe 0TBepCcTUe TaKke TpebyeTcsi B TOM C/lyuae,
ec UMMMAHTAT Heo6X0AMMO PacmnofiokuTb Nog yriom (He NeprneHAMKYISPHO) K
MOBEPXHOCTU KOCTU. lMpogBuraiiTe Npo6oiHUK [0 Tex Mop, Moka oTMeTKa 25 MM He
CPaBHSIETCS C MOBEPXHOCTbLIO KOCTM.

MpepocTepexeHne. Heob6Xo4MMO NPOCAeANTb 3a TeM, YTOObl KOCTHOE 0TBEPCTUE Gbl/I0
[OCTAaTOUHO TNy6OKUM. NS co3faHns OTBEPCTMSl [OCTATOYHON T/y6UHbI NPOGONHUK
[O/IKEH BOWTU A0 OTMETKM 25 MM.
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4) IlpopeHbTe KOMUHW WIOBHOTO MaTEpHANA B NEPBYI0 METMO INOBHOTO YCTPOHCTRA.
Y6eantech B TOM, 4TO KaXABIH KOHEl INOBHOTO MaTepHana GeANTECHh B BHICTYNACT TOM,
YTO K3 NCTIH KaXKAL npuMepio Ha 3 cM (cM. puc. 1).

IMpameuaune. [lepsas nerns BMemAaeT 2 WOBHBIC KATH, 2 MIOBHEIC JICHTE WX | WOBHYIO

NEHTY ¥ | WOBHYIO HATD.

5) ina OpoTAXKE INOBHOrO MarepHana 4epe3 aHKEPHHIN (MKCATOP ABHXCHHEM, XKaK NpH
pabore co mmpHIeM, NOTAHHTE NONEPEYHYIO MNAAHKY 3ArPy34MKa INOBHOFO MATCPHANA K
pyxosTke (CM. puc. 2).

6) Ecim HeoGXoAHMO HCTONL3IOBATL JONONHHTENbHHE MNYYKH ILNOBHOTO MaTepHaia,

NPOACHBTE €0 KOHLIK Yepe3 BTOPYIO neTmo. YGeaurech B TOM, YTO KaXKAbii KOHELl HHTH
HIIH NEHTH BLICTYNIACT U3 BTOpOH NeTH NpHMEpHO Ha 3 ¢M (oM. puc. 3).
IIpumeqanne. O6peM 1IDOBHOrO MaTepHana, BMEIIAEMOro BTOpOl netneif, 3aBUCHT OT
ofbema mMOBHOrO MaTepnana, panee MPOACTOTO uepe3 nepByio nermo. Ecu B nepsoit
NeTe HAXOAATCA 2 HAH MEHbIIC MOBHBIX HUTCH, HE MPOACRANTE uepes BTOPYIO NET/IO
Gonbine 2 moBHEX HuTeH. Ecnn 8 nepoli netne yxe HaXomATCR 2 WOBHHE NEHTH, He
npoaesaiite vepes BTopyo neTmo Gonbille 2 WIOBHHX NERT WM 2 IIOBHBIX HUTel.
O6mmit obveM moOBHOTO MaTepHana, NPOACTOrO uepe3 obe NeTIH, He HOMKEH
OpeBHIlaTh 4 TYHYKOB OBHLIX HATEH, 4 NyUKOB INOBHEIX JICHT HAK 2 NYYKOB INOBHLIX
JICHT ¥ 2 MyKOB IOBHKIX HHTEA.

7) Jina npoacsaHns IMOBHOTO MATCpHana uepes ankepHbilf QUKCATOp NOTAHMTE NAAHKY
PYKOATKH 3arpy34HKa MIOBHOTO MATEPHAIA B CTOPOHY OT CTEPXHS PYKONTKH YCTpo#icTea
ANS BBCACHHS AHKCPHOIO $ukcaropa noa yraoM 45° H NOTAHMTE PYKOATKY 3arpy3uMKa
IIOBHOTO MATEpHANa B CTOPOHY OT yCTpolicTsa Ui BBEieHHs aHKepHOTro (uKcaTopa (CM.
puc. 4). lTpoaes mobHEIH MaTEpHan uepe3 aHKCPHLIA GHKCATOP, YAANHTE 3arpy3uHK
LIOBHOTO MaTCpHaNa B OTXOIM.

8) Ilpapepxusan cpOGOAHBIC KOHUbL WOBHOIO MAaTEPHaNa, NPOBCAWTE 3arpykeHHhl
ankepHblli PuKCATOp UPECKOAKHO AN yepe3 KAHIOMO K NOBEPXHOCTH KOCTH. YCTpaunTe
NpOBKCAHHE INOBHONO MaTepHana, MOTAHYB 38 €r0 KOHUM A0 TeX NOop, Noka moBHbIH
MaTepHan He Oyler 4eTKO BHACH MCXKAY TKAaHLIO H HMMIUIAHTaTOM. Y6emutech, uTO
mMOBHBIA MaTepHan He¢ ofpasopan NMeTMO BOKpYr ycTpolicrBa. B nporusuom cnyvae
BHITAMHTE YCTPOHCTBO H MOBTOpHTE AaHHOe AeficTBHe, IlomecTHTe BKONAYHBAEMbIA
KOHYHK 8HKCPHOro PHKCATOpPA B KENAEMOE MECTO NATEPANLHO MO OTHOIUCHHIO K MECTY
HeoOxomuMol ¢uxcauuu Marko# Txanu, YOeaMTech, YTO YIIKO HA BKOJNAYHBACMOM
KOHYHKE HANpPaBAACT HHTH K TKaHH (CM. pHC. 5).

9) He passensiite msn ¢ wvnuantatoM. OGecneubTe BLIPABHHBAHHE OCH CTEPKHA
ycTpoiCTBa AIR BREACHHA BHIPOBHANTE NEPNEHAHKY/APHO K NOBEPXHOCTH kocTH. Ecnu
6LUI0 CO3MAHO KOCTHOC OTBEpCTHE, obecneubTe BHPABHHBaAHME oOcef PYKOATKH
ycTpoHCTBa ANS BBCACHUA B OTBEPCTHA.

10) YerpanuTe neobxoammoe NpoBRCanHe B IOBHOM MaTepHANE, NOTAHYB 32 €r0 KOHIIBI.

11)Iloctyunte XRPYPru9eCKHM MOJOTKOM 10 MNPOKCHMANBHOMY KOHUY PYKOATKH
yCTpo#iCTBA NS BBEACHHR C UENbIO NOTPYXECHKA BKONATHBACMOIO KOHYMKA AHKEPHOro
¢uxcaropa B KocTh. [locTYUHTe XHPYPrUUCCKHM MONIOTKOM 1O MPOKCHMANLHOMY KOHLLY
yctpolicTBa s BBEREHUA, NMOKA JIa3epPHAas METKA HA NMEPBOM BRTKE pe3nbbl CTEpPXHA
BHHTA HE OKKCTCA TIOR KOPKOBHIM ¢1oeM (cM. puc. 6).

Mpenocrepexenne. Ecnn skonaumsacMulli KOHUHK HE BOHACT B KOCTh ¢ MepBOro yaapa,
co3fnafiTe KOCTHOC OTBEPCTHE, KaK YKa3aHO B NYHKTE 3. 3aTeM YCTaHOBHTE B KOCTHOE OTBEPCTHE
HoBifi anKephbiit duxcaTop.

Ipenocrepexenne. Bo BpeMa BkonaynBaHKUA NocTapaiiTech MPaBUALHO CORMECTHTD HMIUIAKTAT
H DYKORTKY YCTpPO#CTBAa INA BBEACHHA C KOCTHBIM oTeepcrieM. Miberaiite u3burrounoro
sonaupoBanus. He crubaifre u He KpyTuTe pyKOATKY yCTpolicTBa ANS BBEACHHA BO BpEMA H
nocne BBEACHHA, TMOCKOJLKY 3T0 MOXCT MPHBECTH K NOBPEXKACHHIO HMIUNIAHTATA HIU
HEMONHOMY BBeAeHHI0. He packpuiBatiTe corHyThiil 1M NOBPEXACHHLIA HMILIAHTAT.
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Tpenocrepexenne. YCTAHOBKA ¢ HENMONHBIM BBEACHHEM WIK NPH HENOCTATOYHOM KAueCTBE
KOCTH MOXCT NPHBECTH K BHNANCHHIO HMIUIAHTATA,

12) Ilpn BBemeHHWH BKOMAMMBACMONO KOHYWKA TKaHb HaTarusacrcs. Ecnm  TpeGyercs
ZOMONHUTENbHOE HATKCHHE, 10 OTACALHOCTH MNOTHHHTE 3a CBOGOAHEIC KOHIM UIOBHOTO
MaTepHana BAONL OCH YCTpOHCTBa JUIA BBCJCHHS, B TO Xe BPEMA NPOAONXAN HARABIHBATH Ha
PYKOATKY ycTpo#icTBa Iix BeeneHuS. Tlpn HeobxonumocTy paboThl ¢ IWOBHLIM MATEPHAIOM €r0
MOXHO BCTABHTD B 3KHM JUIA LIBOB (CM, pHC. 7).

Ilpenocrepexenne. Hatarnpanue WOBKOro MaTepuana no OTACALHOCTH MOXCT NPHBECTH K
BHINAIEHHIO YCTPOHCTBA H3 KOCTHOIO OTBEPCTHA. B yKa3saHHOM chyuae, npexae YeM HaTATHBATD
CneAYIOMMA WMIOB BBEAHTE BXONAUHBACMMLIN KOHYHK TaK, 4yTOOLI NajcpHas MeTKa Ha NEpBOM
BHTKe pe3n0bl BHHTA pacnosaranach CyOKopTHKANBHO.

Mpenocrepexenue. He nepenararusaiite HiuTH, YTOOH HEe NOBPEAHTS HAH HE BLITAHYTH TKaHb.
Kpome Toro, nepeHaTirusatue IsoB MOXET MPHBECTH K HENOJTHONY BBEACHHIO HIIH

K BHITIAACHHIO HMILIARTATA. )

13) Mpoaomxas HANaBAMBATL HA PYKOATKY YCTPOHCTBA IUIS BBEACHMA, PACKpOHTE BHHT,
NOBOPAauMBAN PYHUKY pPacKphiTHA RO 4acoBofi cTpenke (cM. puc. 8) mo Tex nop, NOKa BHUHT He
CPaBHACTCA ¢ NOBEPXHOCTLIO KOCTH HIIH HE OKAXKETCA HHXXE MOBEPXHOCTH (CM. puc. 9), a pyuxa
PacKphLITHA He AOHACT Ko ynopa,

14) Tepen n3BACUCHREM PYKOATKH YCTPONACTBa ANABBCACHHA OCBOOOAMTE IMOBHLIE MaTephan
H3 3aXHMa (NpH HeobXo0ARMOCTH).

15) OrcoepunnTe pYKOATKY YCTpOHCTBA ANA BBEMICHHS, OBEPHYB TOPLEBYIO FOJNIOBKY NPOTHB
4acOBOH CTPENKH He MEHEe ueM Ha ImecTh 06opoToB (cM. puc. 10).

16) Tloaposrsitre ocTapinecs cboboanbIC XOHUL IOBHOIO MATEPHANA Y KOCTHOTO OTBEPCTHA.
17) Ecnu Bo3iHkaeT HCOGXOAMMOCTh PEBHIHH HAW YAANCHHA HMMJAHTAaTa NOCNC [ONHOTO
PacKphITHA HIIH OTCOCAXHEHHR YCTPOACTBA ANA BBCACHHSA OT aHKCPHOrO PHKCATOPA, BLINOTHHTE
caenyiomve AefiCTBHA: NPOABHHBTE DPYKOATKY YycrpolicTBa ANg BBEACHHA TaK, HTOOM
LIECTHYrONbHAA MacTh CHOBA COCHHHMWMACh ¢ HMivTaHTatoM. [loBepHHTe pyuKy pacKpuITHS
MIPOTHR YaCOBOH CTPC/IKH, YTOOM M3BJCYL BHHT UMIJIAHTATA, ¥ MOTIHHTE 32 KOHIH LIOBHOIO
MaTepHana, 9To0bl YOAIHTDL OCTABIICECA YIIKO HMIUTAHTaTa. EC/IH NOACOSAMHUTD, HMIIIAHTAT K
PYKOATKE YCTpO#iCTBa AN BBEICHUA HE

YAQIOCH MM €C/IH HMeEeTes HeoOXoauMocTb MOCHeonepanHoHHOR KOppPEKUHH, BCTaBbTe
3KCTPAKTOP AHKEPHOro (PUKCATOPA H MOBEPHHTE €r0 MPOTHB 4ACOBOHA CTPENKH, YTOOH yAAMMTS
BMHT HMIUIAHTATa, & 3aTeN MOTAHHUTE 32 LMIOBHLIN MaTepnas, YTOOH yAQIHTD OCTABILEECR YUIKO
HMNAHTATA.

18) Ilpu seeacHun Gonee OAHONO aHKEpHOro $ukcaropa ySeaurech, YTO OHH HAaXOAATCA Ha
PaccTOSHHHU HE MEHee 7 MM ApYT OT Apyra, H NoBTopHTe AckicTus 1-16.

MATEPHAJIbI

. Hunnantat: nomagupapupkeron (ITD3K).

. Huth: NoAH3THAEH M MOJMHNPONUNCH M MCOHUMHCKHX HMRnaHTatoB. Pasmep HutH
(USP) — 2 (merpuueckuii pasmep 5), 3a HCKIOUCHHEM OTIIMYHA qHAMETpA.

. PyxoaTKa MHCTpYMCHTa A/IN BBCACHHS: XHPYPruvecKas Hepaapeiomas CTanb H NNacTHK,
npearasHaueHHbI AN HCNONL30BAHHA B METHUKRHE.

. H3penue HIroToBNeHO 623 HCNOAB3OBAHHA HATYPANTLHOrO JIATEKCA.

. Hinenne He copepxuT ARITHATEKCHNGTANATA,

®OPMA NNTOCTABKH

° VYerpoficteo nocrasmsercs CTEPHUJIbHBIM u  npennasnaueno TOJIBKO JUJIA
OOHOKPATHOI'O HCITOJIb3OBAHHUA.

YeTpoiicTBo OCTacTCA CTEPMIBHLIM RO TEX MOP, NMOKAa YNAaKOBKAa HE BCKPHITA, HE MOBPEXACHA
WK HE HapyllCHA.
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. 3anpemaeTcs HCNONL30BATH YCTPOHCTBO NOCHKE AATHL HCTEYCHHS CPOKA IMNOJHOCTH,
yKazanHo# Ha STHKeTKe. IlocKe AATH MCTCYCHHA CPOKA NOHOCTH paGoqHe XapaKTepHECTHKH
ycTpolicTBa MOTYT YXYAIIHTECS, YTO MOXKET OCTABHTE NOA YTPo3y 6e30MacHOCTS NaMEeHTOB.

. YCTpoHCTBO 3aNpeliaeTCs NOBTOPHO CTCPAIH3O0BATE HIIA NMOBTOPHO HCMONB30BATE,
NOCKOJIbKY 3TO MOXET IPHBECTH K MOBPEEACHHMIO HIIH YXYAIICHHIO 3KCIUTYaTaLEOHHBIX

XapakTCPHCTHK YCTPOHCTBA HJIHM TpaBM€ NANMEHTa, & TaKXe DOABEPrHYTH MAIHEHTa PHCKY
nepeaaTs HHPEKIHOHHBIX 3ab0oneBaHmit.

MATHMTHO-PE3OHAHCHAA TOMOI'PA®HA (MPT)
Humnanrar 6esonacex npu MPT.

XPAHEHHE
XpaHHTh B CYXOM MECTE, BAA/IH OT HCTOMHHKOB TEINA.

YTHIM3IAILIASA

Mexaynaporuble HOpMM H  HOpMhl CIIA TpeGYIOT KOHTpONHpYeMOH yTHIM3ANMM
HCIONb30BAHHBIX -

H HEHCNIONL30BAHHRIX MEIAUMHCKHX Yycrpoificrs. Hanenne weobGxommmo yTR/ImM3sHpoBars B
COOTBETCTBHH ¢ MPHMCHHMEIMH TpeGOBaHUAMHE 3aKOHOAATENLCTBA

H NUIAHAMH/3aKOHOAATENILHEIMH aKTaMH 110 YTRIH3ALNH MEAHLUHHCKAX OTXOZAOB.

CHAYXBA NOAAEPKKH KJIMEHTOB

CaefieHns 0 rapaHTHR

I'apaHTHA Ha YCTPOMCTBO paclpOCTPaHAETCA Ha MaTepHanbl, GYHKIHOHHPOBAHHE H OTCYTCTBHE
MPOU3BOACTBEHHOTO Opaka mpH YCHOBMH HCMONL30BAHUA TONbLKO Yy oaHoro nammenta. HE
UCITIOJIb30OBATE ITOBTOPHO. JAHHAA TAPAHTHA 3AMEHSAET

BCE JAPYI'UME TI'APAHTHH, BBIPAXKEHHBIE SIBHO, IIOJAPASYMEBAEMbBIE WHJIU
YCTAHOBJIEHHBIE 3AKOHOM, B TOM YHCHE, HO HE OI'PAHHYHUBAMACH,
TAPAHTHIO ITPUT'OTHOCTH K [MTPOAAXKE, COOTBETCTBHUSA W/HJIU TPUTOAHOCTH
JUI1 ONPEAENIEHHOA LEMM KM BCE JAPYITUE OBA3ATEJIBCTBA WIH
OTBETCTBEHHOCTD

CO CTOPOHbI KOMITAHHH ARTHROCARE.

I1peTensnn H paspemenne Ha BO3BPAT H3NCIHA

Bce Bonpocsl, xano6nl B 3aNmpockl KAcacMO MpaBsa

Ha BO3BpaT ClieAyeT HANPABIATL B CIyACy NMOMACPXKKH KIHCHTOB HIH K YIIONHOMOYEHHOMY
NPEACTABATEIIO CAYHKORI MOANCPKKHE KNHCHTOB.

‘ HsrorosrTens

ArthroCare Corporation

7000 West William Cannon Drive Austin, TX 78735, CIIIA Tenedon: (800) 343-5717
www.arthrocare.c

@Vnomouoqemuﬁ npeactaburens B Espone
Smith & Nephew Medical Limited 101 Hessle Road

Hull HU3 2BN
Coenmmennoe Koponepctro
ec. ith-nephew.com

22

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



SN"CJIOBHbIE OBO3HAUEHINA
KO oL L 0o 603T:UeHHe
Homep B KaTasiore
REF P

ILOTI Homep naptum

S

H

aS CM. VHCTPYKLMMX N0 NPUMEHEHUIO

Vcnonb3oBaTb 40

be3sonacHo ana MPT

MOBTOPHOE MCMO/b30BaHMe 3arpeLLeHo

MoBTOpHas CTepUIM3aLMS 3anpeLLeHa

He ncnonb3oBaTb, ecnu ynakoBKa noBpeXaeHa

Bepeyb OT BO3/IENCTBMUS COMTHEYHbIX NyYeit

XpaHuTb B CyXOM MecTe

A MpepocTepexeHne

CTepunn3oBaHo 06/1y4EHMNEM
SEER ~T°P y

| | ] M3roToBuTeNb

EQREP  YMONHOMOYeHHbI  NpejcTasuTeN B EBpOMeiickom
L coobLecTse

MpegocTepexkeHne! defepanbHbli - 3akoH  (CLUA)
R(Cmy JaspelLliaeT Npofaxky AaHHOro MpoAyKTa TO/IbKO Bpady

WM Mo peLenTy Bpaya.
3HaK  COOTBETCTBMSA  €BPOMEencKMM  cTaHjapTam U
C =€ NAEHTU(DMKAUNOHHBIA HOMEP YMNO/ITHOMOYEHHOr0 OpraHa.
0123 M3penve CcOOTBETCTBYET 0643aTe/ibHbIM  TpeboBaHUAM
[ONpeKTrBbl 0 MeAVLIMHCKOM 06opyaoBaHun (93/42/EEC).

TM TOBapHbI 3HaK KomnaHum Smith & Nephew.

[JaHHble 13Lenua MoryT ObITb 3aLMLLEeHbl O4HUM WM HECKONbKUMK naTeHTamn CLLA.

CnncoK naTeHTOB, [AENCTBUS KOTOPbIX pPacnpoCTPaHATCA Ha W3LeNns Halleil KommnaHuw,
npuBeaeH Ha Beb-caliTe smith-nephew.com/patents.

© Smith & Nephew, 2017.
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Marxnilt mosuni#i  axopu-puxcarop Q-FIX
HacTpyxuns no npAMEHEHRIO

OINHCAHHE

Msarkags moBHas ¢ukcupyiomas cucrema Q-FIX  cocrout W3 wmMnnawTata (Sxopsa) H
JOTIONHUTENLHEIX HHCTPYMEHTOB, OGECIeYMBAIOIMMX KPEMACHHE MATKOH TKAHM K KOCTH.
HmnnarTar, aocTynHbii 8 pasMmepax 1,8 MM (oauMHapHas 3arpyska) m 2,8 MM (aBoinas
3arpy3Ka), HM3TOTOBACH H3 [UIETEHOT0 NOAMACTEpPa C 1IOBHBIM  MAaTepHANOM  H3
YAETPABLICOKOMONCKY/ISPHOTO NOMM3THACHA; OH MpPEABAPHTENBHO YCTAHABIHBACTCA B
OHNHOPa30BbIl MHCTPYMEHT, NpeAHAHAYCHHHWN I obnerdyeHus mNpPAMOro BBEACHHA B

NpeABapHTENHLHO NPOCBEPIIEHHOE KOCTHOE OTBEPCTHE.

NTOKA3AHHA K IPHMEHEHHIO

Msrxas mosHaa puxcupyomas cucrema Q-FIX npeapasnayeHa Ana KPENICHHA MATKOH TKaHH
K KOCTH:

flneueBan oOnacte. BoccramoBmenue mnoBpexaenns bankapra; BoccTaHOBICHME pa3speiBa
CYCTABHOH

ryOM NnONaTk¥ B MeECTe MPHKPEIVICHUN CYXOXKWIAA JByraapoit Menuusl nmeda (SLAP-
NOBPEAACHAN); BOCCTAHOBICHAC  BBHIBAXA  AKPOMAAIBHO-KIIOYHIHOTO  COWICHEHHSA;
PEKOHCTPYKIHS KANCYIW H CYCTaBHOE ryObl/KoppeKuMas CMCIICHHS TIOJOBKH IUICva;
BOCCTAHOBIICHHE ACIHFTOBHAHOH CBS3KH; BOCCTAHOBJICHHE pa3phiBa Bpamaioinel MaHXeTs!
IUIeYa; TCHOACS CYXOXHIHA ABYTIaBOM MBINIILI Neya.

Crona u nomenkxa. BoccTaHOBIERHE/PEKOHCTPYKIIHS NaTepAILHLIX/MEARANEHEX CBAIOK;
BOCCTAHORVICHHE CPEIHErO H NEePSOHEro OTAeNa CTONLI; PEKOHCTPYKUWA BalbryCHOH
ReopManyl HEPBOTrO MaNblia CTOMbI; BOCCTAHOBNCHHE MIH PEKOHCTPYKUMS IUMOCHEBhIX
CBA30K/CYXOXHUIHH; BOCCTAHOBNCHAE AXH/LIOBE CYXOXKHITKA.

JloxteBas ofnacts. PeKOHCTPYKUHMA JIOKTEBOH WM NyueBoit KOMNATepanbHON CBAIKH,
BOCCTAHOBJIEHHE JIATCPRILHONO JMUKOHAWINTA; MNOBTOPHOS NPHCOCAMHEHHE CYXOXWIRH
ABYTJIABO# MBIIIL BNICYA.

Obnacts konecHa. BrexancynspHoe BoccTanoBIeHHe: BHYTpeHHeH GokoBo# CBA3KH, HapyXHO
GoxoBolt cBa3ku B 3a;nel KpecrooOpasHOM CRA3KM; TeHOAS3 noaABAomHO-Gonbmebepnoboro
TPaKTa; BOCCTAHOB/NCHHE HAAKONCHHOTO CYXOXHIMA, TNEpeMEullcHHEe Kocoil MennanbHoki
IDHPOXOH MBIMIK G¢APa; NPHKPEIICHHE CYCTABHOM KAICYIRE,

Beapennas obnacte. BoccTanosneHue paspeiBa BEPTIYXHOMN ryOEl.

NNPOTHBONIOKA3AHUA
Buan XHpYPrHUECKOTO BMCINATEALCTBA, HE BXOAAMHE B nepeueHb painena IIOKASAHHUA K
NMPUMEHEHHIO.

. IlaTonoruyeckHe COCTOSHHA KOCTeli, TAKME KAK KHCTO3HBLIC MIMCHCHHS HIH TAXENan
OCTEONEHNA, KOTOPbie MOTYT NOBJIMATH Ha HAZAEXHOCTD (DHKCAITHH AMILIAHTATA,

. TMaTonoruyeckne HIMCHEHHs NOBPEAKACHHBIX MATKUX TKaHEll, KOTOpPHE MOTYT NOBRHATE
Ha HAIEXHOCTH PpUKCalmH.

. HeynoBneTBOpHTENLHOE Ka%€CTBO HIH KOJMYECTBO KOCTHOH TKAHH, HENMONHOUEHHOCTE
KOCTHOTO BeIECTBA HJIM OCKOJIbUATas NOBEPXHOCTH KOCTH, KOTOpPHE MOTYT NOBAHATL Ha
HaRCKHOCTH PHKCALIHY MMILIAHTATA.

. JlanHoe ycTpo#icTBO HE NOAXOMMT IUIA

NpHMCHEHNS Y NaHEHTOB ¢ HeaocTaTouHol Wik Hechopmupoabiueiica kocTHOMH TKaHbIo. Bpay
AOIDKCH TIDATC/LHO ONCHHTD KAUeCTBO KOCTHON TKAHHM MEpeX BHLIMOTHCHHEM OPTONCANYECKHX
onepauuit Ha nauneHTax ¢ hechopmupopapmumca ckeneroM. [pumenenre aanroro yctpoicrea
H BBC/ICHHE HMIUIAHTATOB HE NODKHO MPHBOXHTD

K TIEPEKPALITHIO, HAPYUICHHIO KIIH MOBPEXKACHHIO SMHOHU3APHOH NIACTHHKA.
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. QUIHYCCKHE COCTOANHA, KOTOPHIC MOTYT HMAM CKJIOHHM MellaTh 3aKpenieHHIO
HMIAGHTATA WIH DNPHABOAMTL K 3AQUEPKKS 3aXMUBICHUA, HaNpuUMep OrpaHHYCHHOE
KpoBOCHa0KeHHE, AKTHBHBIC HITH NepeHeceHHbie HHPEKUNOHNHEIE 3a601CBaHNMA.

. Peaxuys Ha HHOPOAHOE TeNO, BHI3BAKHAR MATCpPHANIAMH, H3 KOTODHIX H3TOTOBJCH
uMmiaHTar. [IpH NOAO3peHHH Ha ANNCPrUYECKYI0 PEaKUHIO Ha MaTepHaTH CACAYET NPOBECTH
COOTBETCTBYIONIHE AHANK3E H KCXIIIOUHTD AIUTEPruio 0 HMILTAHTALHH,

. Takne ¢axTopsl, XaK NpPeKNOHHLIA BO3PACT, NCHXHYECKOE PacCTPONCTBO MM
anKOroNH3M, KOTOPbie MOIYT NMOB/RATH Ha CTIOCOOHOCTL HANW KelaHHe NalHEeHTa OrPaHHYHBATD
$HU3HYECKYIO AKTHBHOCTL HAH COOMIONATD YKA3aHHA JICYAILLIErO Bpaya B NICPHOJ 3KHBIICHHS.

. HMnnanTaT He NpeAHasHAYeH W HE AOKEH WCTOAb30BATHCA JUIR TPHCOCRHHCHUS
HCKYCCTBCHHBIX CBA30K MM APYTHX HMILIAHTATOB.

J HcnonbzoBanne gpyroro 1uioBHoro Marepuana, xpome ArthroCare USP #2
MAGNUMWIRE.

MNPEAYNPEXAEHHA H MEPBI NPEAOCTOPOXHOCTH

INpeaynpexacuns
. He xcnonbiosars, eCtH YNakoBKa OTKPHITA HIIH NOBPEXACHA,
. auueHty Heo6x0ANMO npenocTaBHTL NOAPOOHBIC HMHCTPYKUMH MO NMPHMEHEHRIO H
Pa3bACHUTH OTPAHHYCHHUA, CBA3AHHLIE ¢ HCIIONbL30BAHHEM YCTpPOHCTBA.
. HHCTpYMEHT HE NOVICKKT NOBTOPHOI CTEPHAN3ALNH HIK NOBTOPHOMY HCTIONb30BAHMIO.
TloBTOpHOE NpHMEREHHE M CTEPHAH3AUMA MOTYT NPHBECTH K HCHCTIPaBHOCTH HJIH BBIXOZLY
HHCTPYMCHTa H3 CTPOS, YTO ZIC/IACT €ro NpHMcHeHRe HeDe30NacHbIM 1R NALKERTA H BiCYeT 32
cobo#t puck nHpuuuposanus. UMnnanrar npeaHasHadeH A OXHOPA30BOTO HCMONL3OBAHUR H
JOMXEH HCMONb30BATLCE OJAHOKPATHO ANA OZHOTO NAUHCHTA.
. He ucnosnssyiite ycTpolicTBO NOC/e HCTEHEHHS CPOKA MOJHOCTH, YKa3aHHOrO Ha
MapKHpoOBKe.
B cnyuae ucnonb3opaHus H3ZEAKR NOCTE OKOHYAHMA CpOKa rogHOCTH pafora ycrpo#icTsa n
6e30NMacHOCTh NAUHCHTa MOFYT OKa3aThCA NOJA YTPo3oH.
. [Ipu npuHATHR pelicHHA 00 yaaneHHR ycTpolicTBa HCOOXOAUMO YYHTBHIBATL BOZMOXKHBIH
PHCK JANA DAUMEHTa B CAydYae JOBTOPHOTO XMPYPrHYecKOrO BMeEINATeNbCTBA. YaaleHHE
HMIUIaHTaTa
JOJIXHO CONPOBOXKAATLCA COOTBETCTBYIOUHM NOC/CONEPALHOHHBIM BEICHHCM.
*  He caeayer nMnianTHpOBaTH SKOPE-QHKCATOP B KOCTHYIO TKaHb HEYAOBNETBOPHTENLHOTO
KaYeCTBA MAH NpH HCAOCTATOMHOM KOJNHYECTBE KOCTHONH TxaHW. Henonnoe speaeHue unu
HEYAOBNCTBOPHTENILHOE Ka4eCTBO KOCTHOH TKAHH MOXCT MPHBECTH K OTTOPKCHHIO HMNIAHTaTa
HWIH NOBPEXACHHIO LIBA.
. He cruGaifre, He npuxaaaniBalite ypeaMepHbllt MOMEHT B HE KPYTHUTE ACPXaTelh BO
BpeMA H NOCNE BBE/ACHHA, NOCKONLKY ITO MOXKET NPHUBECTH K MOBPEXRIACHHIO MMIUIAHTATA HAH
HenonHoMy BeeAcHHIO. He npumensaiiTe cOrHyThiit #IKR NOBpeXACHHLIN KMILIAHTAT.
. He netralitech BHICBEPIHTH AKOPb-PHKCATOP
3 KocTHOro oxHa. Ecnn nonanoburcs ocraBuTh 3axpenneHHmll axopb-pukcarop Oes
HCNIONL30BaARNS, OOPeXbTE KOHIILI HHTH BPOBEHb ¢ XOCTHON TRAHLIO BO H3bekaHHe BOIMOXKHOTO
pa3IpaXXcHHA MATKHX TKaHel.
. He BcTapnsiiTe HMNNAHTAT B KOCTHOE OKRO, Ti¢ YXKe pasMellleH Apyro# HMIIAHTaT. 1o
MOMKET NPHBECTH K BHIAABIHBAHKIO PaHCE Pa3MEINCHHOTO HMIUIAATATA H3 KOCTH.
. He ucnonbsylite nepxarens AR NMPOIYNHIBAHHA MAFKOR MK KOCTHOH TKaHwm,
NOCKOABKY MOXKET NpOH3OHTH NMOBpEXACHHE YCTpolcTBAa, KOTOpOEe MOXET MoBicdb 3a cobol .
TPaBMy MalHCHTA.
Meph: nNpeaoCTOPOXRHOCTH
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Bo mibexanne 3aacpXKu BO BpeMs NPOBCACHHA ONepauHy Heo0XOAMMO HUMETh B HATHYMH
JOTIONKUTENBHOE YCTPOHCTBO Ha cay4all, €CiiH OHO NOHAAOOHTCA.

BO3MOJKHBIE TOBOYHLIE ABJIEHHA

Kak » npn moGoM XHMpypru$eckoM BMCUIATENLCTBE, CYMICCTBYET ONPCACHCHHBIA pPHCK.
Bo3MoXHbIC OCNOXHCHHS, BO3HHKAlOWHE B XoAc noaobHoN xupypruvyeckolt onepanuu ¢
HCNONML30BAHHEM HMIUIAHTATA, MOTYT BKNIOYATh, [MOMHMO NPOYEro: OCHOXKHEHHN NpH
NPHMCHCHHUM aHECTC3HH; Gonb B OONACTH Haape3a MAR XHPYPTHYECKOrO BMCILATERLCTBA,
HHQEKIHOHHOE 3apaXKeHHe, KaK BHYTPEHHHX TKaHeH, TaKx H NOBEPXHOCTH TEAA; NOBPEKACHHE H
nepenoM KocTel; MOBPEKACHHE OKPYXAIOMMX TxaHel WaH cocyaucTol cHcTeMbl; aMGon Wi
npoGneMs! ¢O CBEPTHIBAHHECM KpOBH (nerovHas IM0onus, TpoMGo3 rmyGokux BeH); nopakeHue
HePBHON CHCTEMB! HIH NapAIRY; HCHCTIPABHOCTD YCTPOHCTBA HIIA HEYAAYHBIH HCXON TCUeHNA; a
TaKke¢ BTOPHYHOC XHDPYPIHYECKOE BMEWIATENLCTBO ¢ LENLIO YCTPAHCHHR OCIOXKHCHHA,
CBA3aHHBIX ¢ XHPYPruYeckoli onepauuedl LM NCUCHHEM.

TPEBOBAHHA K OBYYEHHIO XHPYPT'OB

o Hcnonslopanne wmarxo# woeHot ¢ukcrpyiome# cHerembl Q-FIX  TpeGyer
COOTBETCTBYIOIMICTO YPOBHA XMPYPrueCKHX HaBLIKOB H OINILITA.

e Pexomenxyercs npo#tH oOyueHue naGopaTOPHLIM HABLIKAM Y (TPOH3IBOOMTENS HWIR
OAHOr0 H3 YNOMHOMOYCHHBIX mpeacTaBuTeNcd W (WIH) MOAYYHTDL HArIAAHOE
npeacTaBieRHe/MPaKTHYCCKHHA ONLIT NPUMEHEHNS NOAOOHOK XHPYPrHuecKoH TEXHHKH,

o Ilpu mcnoab3oBaHMM MATKOW moBHOH ¢ukcuHpylomel cucremn Q-FIX BakHo
YIUTHIBATD TAKHE NMPEAONCPAMOHHbIC B onepalHORHbIE NPOUEAYPH, KaK Hadnexallii
oT00p NAIHCHTOB, 3HaHHE XHPYPTUUYECKHX TEXHHK H Hagnexauii Bulop ycTpoiicrea.

o Xupypr nonxkeH cooSMHTL NauKEHTY 00 H3BECTHBIX PHCKAX H OCNIOKHCHHAX, CBA3AHHbLIX
¢ nanHo#t XUpyprudecko# npolieaypoli H HCIORL30BAHHEM AAHHOIO YCTPOHCTBa.

NOAroTOBKA K HCIIOJb30OBAHHIO

Ocropomno. Hcnonssyitte Tonsko Oyposmie ronosku ArthroCare, npeanasnadeHHBIC Lns
HCTIONB30BaHHR C 3THMH SKOpSMH-Pukcaropamu. Hcnonb3oBaHue ApyrnX GypoBhIX TONOBOK
MOCTABHT NOA YTPO3y HAACKHOCTD PHKCALHH HMILIAHTATA.

Ocropoxxnio. Hcnonesylite TOAbkO MHOrOpasoBble KOCTHble wMnunl  ArthroCare,
NpeAHA3HAYCHHEIE

N8 UCTIONB3OBAHHUA C YTHMH AKopaMu-PpuxcaTopami. Hcnoss3oBalHe APYTHX IMUIIIOB MOXET
NOMELIATh HAVICKALICMY BBCACHHIO K (HIH) QHKXCAUMH HMILIAHTATA.

HHCTPYKUHH NO NIPHMEHEHHIO

1) Hcnonssys CTanAapTHYIO XHPYPIHYECKYIO TEXHHKY, OOHAXKHTE KOCTD B XKENACMOM MeCTe
BBEZICHHA KMIINAHTATA.
2) IlpucoeAMHHTE TONOBKY CBEpa COOTBETCTBYIOLICrO pasMepa K  CTAHASPTHOMY
OPTONEAHYECKOMY CBEpAy. YOeanTech, UTO 30KaIH CBEPIO B MATPOHE HE fanbine rpancH Ha
NPOKCHMAJILHOM KOHUE cBepa.
3) PacnonoxnTe HAKOHEYHHK Hanpasasiomet BTYAKK ¢ o0TYpaTopoM HANPOTHB NMOBEPXHOCTH
KOCTH B JKE/IACMOM TMONOXKCHHH (CM. PHCYHKH, uHdpa 1), 3ateM yaawmrte ofTyparop (cM.
puCYHKH, undpa 2).
Ocroposto. He nopasalite Hanpasnmiourylo BTYRKY BHYTPb kocTH. [lpm 3TOM MOXeT
NPOH3OATH NOBPEXKACHHE KOPTHKANBHOH INOBEPXHOCTH KOCTH W CHHXeHHe (uxcupyromeft
CNocOOHOCTH HMTUIAHTATA.
4) BeraBbTe CBEpRO B HanpaBRAIOWIYIO BTYAKY W paccBepaute xoctHoe okHo. [lonasaiite
CBEpINO
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2O Tex MOp, NMOKA BLICTYN CBepia HE AOCTUTRET HHXHCIO KOHLA Hanpaiufiomeit BTynxH (CM.
pHCYHkH, umdpa 3). AnbrepHaTHBHBIE CcNOco6: BCTABPTE MHOMOPA3OBHIC WMALK B
HANpaBAAIONLYIO BTYIKY

¥ mojasaiire MMUNUL BnEpeA OO Tex AOP, NOKa AHCTANBHAS KPOMKA PYKOATKH HE OKAKETCR
BpOBeHb ¢ MPOKCHMANLHOR kpoMko#t Hanparastomed BTyaKH (CM. pUCYHKH, undpa 4).
Ocropoxno. 3anpeuiaeTcs HCNOAB3OBATH CBEPAO HAH WMALUM 6¢3 Hanpapafiouel BTYNKH BO
n30exanne NOBPEKACHHR NOBEPXHOCTH KOCTH.

Ocropoxno. HeobxoauMo npossiaTs OCTOPOXHOCTL BO H30ekKaHHE NOMYYCHHS CIHIIKOM
rayGokoro

HJIH CAHIIKOM MEJKOTO KOCTHOro okHa. Uit 3Toro 0683aTe/IbHO paccBepaHBaliiTe OKHO A0 TeX
nop, NMOKa BHICTYN cBepiia HE ROCTHIHET HIKHErO XOHUA HanpasasiomeHd Bryaxu. Ilpm
MCOONb30BAHHK IMNUOB YOGeANnTECH, YTO HX PYKOATKA HAXOAMTCH BPOBCHb ¢ MPOKCHMANbLHON
xpomkoili HanpaBnmiomelt sTynxH. Heobxomumo cneauts 3a TeM, wrobwi He nozapath
HaNnpaBLNoLULYI0 BTYNKY BHYTPh KOCTH, MOCKOJABKY 3TO MOXET OCAalbHTb cuay (ukcamun
HMIaHTaTA.

Ocropoxsio. Yb6eautech, 4TO KOCTHOE OKHO OMHUIEHO OT MATEPHANA, BBOAS M H3BJICKas
GypoByio ronosky A0 TEX NOp, MOKA MOCAC H3IBACHCHMA c¢ XKenobxku He GyayT BH3yanbHoO
qHCTHIMH, €3 ocTaTkoB KocTHON TkanH. HemocraTtouHas OYMCTKA KOCTHONO OKHA MOXeT
OCNIOXHHTD BEEACHHE HMIUIAHTATA, HTO MOXET 0cnabuTh CHNY QHKCAIHA HMIUIAHTATA.

) Ypanure cpepno wan munun. Yrobnl ROATBEpANTL HanpaBreHne ® FIYOGHHY KOCTHOrO
oxHa, MoXHO Henoms3oeate PATHFINDER.

Ocropoxno. He nuralitech BBECTH HMIUIAHTAT B KOCTh, HE CO3AB NMpPEABAPHTENLHO KOCTHOE
OKHO.

6) Hposemare umnaantar Q-FIX ck8o3b Hanpasiasiomylo BTYJAKY B KOCTHOC OKHO (CM.
pucynku, nudpa S5). VOemurech, uTO Acpkarenh HMIIAHTATA MNOJHOCTBIO BXOAHT B
HAMPaBAAIOMYIO BTYAKY NMOCPEACTBOM pasBepTHBAHHA aKOpA-(HuKcaTopa (cM. prcyHku, ukudpa
6). llns 3TOro sepiure HANpPABNAOWIYIO BTYAKY H Jepartenh BMecTe OAHON pyko#i wim
NPUKIAALIBAKTE AaBleHHE 10 HaNpPaBICHHIO

BRH3 ANA COXPAHCHHA MX CLICIUICHHN BO BpeMa passeprhiBanusf. Kpome Toro, ofecneuupaiite
NOCTOAHHOC BLIPABHNBaHHE HANPAaBAAIONICH BTYAKH ¢ KOCTHBLIM OTBEPCTHEM BO BpEMA

BBEICHHA MMIUIAHTATA.

Ocropoxno. He npuknaasisaiite upesmepHuX ycHauit W He sOupalite acpxarens B KOCTHOS
OKHO, MOCKOJILKY 3TO MOXET MNPHBECTH K NOBPESHACHHIO ACPXATCIA/MMNNAHTATA HAW K
TP2BMHPOBAHMIO NauWeHTa. ECM npu BBEACHMH NONBANETCR CONPOTHBICHHUC, MOBCPHHUTE
JicpxaTenb MO 4acoBoM CTpenke, NpH 3TOM NPUIACPAHBas Hanpasnsmomylo BTynKy. Ecnu
CONPOTHB/ICHHE HE HCUE3aeT, H3B/CKHTE ACPKATETH H PACCBEPINTE HMEIOIICEC KOCTHOE OKHO.
OcTopoxnoe. OcTopoxHO coBMCIaliTe HMILNAHTAT U JepXXaTelb C KOCTHHIM OKHOM BO BPEMA
BBeZicHHA. YTOOH NOATBEPANTL HANpaBICHHE H ITYOHHY KOCTHOrO OKHA, MOXHO HCIIONB30BATh
PATHFINDER. He cruGaiite n He KpyTHTe AepXaTenb BO BPEMA BBCACHHA, ROCKONbKY 3TO
MOXET NPHBECTH K MOBPEXKACHHIO WMIUIAHTATA HIH HENMONHOMY BBeaenuio. He npumcnsiire
COTHYTHIH HAN NOBPEXACHHLIN Aepixarens.

Ocropoxno. Ybeaurech, 4TO jepXaTenb NMOJHOCTHIO BBEICH B KOCTHOS OKkHO. Henoamoe
BBE/ICHHE HAH HEYAOBNCTBOPHTENBHOE KAYeCTBO KOCTHOM TKaHH MOXET MPHBECTH K
OTTOPKCHUIO HMIINAHTATA,

7) TloBepuure nO wacoBoM CIpenke pyyky axTHBalMH, PpacloNOXEHHYIO Ha
NPOKCHMANILHOM KOHIE ACPHKaTeNIN HMINAATATA, YT00H pasBepHYTh HMIUIAHTAT (CM. PHCYHKH,
uudpa 7). [Topopaunsalite pyuky 20 ynopa, Noka Kpenex LIOBHOrO MaTepHaNa He MOABHTCS Ha
RPOKCHMANLHOM KOHLE Aepxaresna (CM. pUCYHKH, undpa 8).

8) JlocTaHeTe HHTH H3 Kpemexka (CM. PHCYHKH, Budpa 9) u yJanKHTe AepxaTenb H
Hanpasagiomy:o Brynky. [loranure xoHun HHTH Ha cebs, uToOm obecneuuts dukcaumio
HMINAHTATA B KOCTHOM OKHE.

9) [pn BBenieHnH Gonee OXHOrO HMNNAHTATa YOeAHTECh, ITO AKOPA-PHKCATOPE! HAXOAATCR
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Ha pacCTONHHH He MEHee 7 MM ADYT OT Jpyra,
H NOBTOpHTE N1 1-9.

MATEPRAJIN

Sixopuniit UMILIAHTAT: NACTEHBIH NOMUIQHP.

1lloBHsii MaTepHa: yNbTPaBHICOKOMONCKYNAPHEIN ONMASTHICH.
Jlepxaress: XAPyprudecKas HepXKaBeroLias CTANb H METHIMHCKHH IUIACTHK.
H3nemue u3roTonneHo 6€3 UCTIONEIOBAHKS HATYPABHOIO JIATCKCA.

Hanemme ne coaepxuT AHITUNSKCHIGTANATOB.

®OPMA BBHIITYCKA

. Yetpotictso npemnaznasieso /I OJHOPA3ZOBOI'O HCNIONB3OBAHHUA TOJIBKO
B CTEPAJIbHOM BHUJIE. VcrpoiicTso cTepuiibHO MMIIL B TOM CITY9ae, €CAH YNIAKOBKA He Oblia
OTKPRITA, MOBPEKACHA HIIH CNOMAHA.

. He mucnonmaylite ycTpoHCTBO MHOCAE HCTEHMEHHA CpOKA TOAHOCTH, YKa3aHHONO Ha
MapkupoBke. B cnyyae HCNOMB30BAHKHA M3ACAHN NOCKE OKOHYAHMN CPoKa roNROCTH paborta
ycTpoiicTea B 6€30MaCHOCTH NAIHEHTA MOTYT OKA3aThCA NOA Yrpo3oil.

. He paspeinaerca noBTOpPHAas CTEPHIA3ALAA MM NOBTOPHOE MCIIONb30BaHHE YCTpOHCTBa,
TAK KaK 3TO MOXET NMPHBECTH K HCHCIPABHOCTH MM OTTOPACHHIO H3NCIHA, HAHECCHHIO
TeNECHBIX MOBPEXACHHAN MAIMEHTY, a TAKKE MOXET MOABEPTHYTH NALHEHT2 PHCKY 3apaCHRA
AHPEKTHOHRBIMHA 3a00ICBAHHAMH.

. YeTpoHCTBO CTEPHIM30BAHO OKHCEIO ITHICHA.

MATHUTHO-PE3OHAHCHAA TOMOTPA®HSA (MPT)
Wwmnnantar Gesonacen npn MPT.

XPAHEHHE
Bepeus ot Baru K NPAMEIX CONMHEYHBIX yveii.

YTHIHIAIINA

B cOOTBETCTBHH ¢ MEXAYHAPOAHHMH HOPMATHBAMH

u HopMaTuBamMi CILIA yrunR3auus HCNONE30BaHHOTO

H HEHCIIONB3OBAHHONO MEAHLHHCKOTO 050pyIOBaHHA AODKRA NPOH3IBOAMTHCS MOA KOHTPOJICM.
Hsnenue cnepyer yTHNH3MPOBATE B COOTBETCTBHH ¢ MPAMCHUMLIMM NPaBHTCILCTBEHHLIMH
HOPMATHBaMH H NIAHAMB/AKTAMH YTHIH3ALHH MCIMIHHCKHX OTXOAOB,

OBCJIV XHBAHHME INOTPEBHTEJIEHA

lapanThiinaa uagopManus

lapakTig ZaHHOIO H3fENMS PacNPOCTPAHACTCA HA OAHOPA30BOC HCHONB3OBRHHE MaTepHaos,
bynxuuk

u Kagecrsa. HE VICITOJIB30BATD ITOBTOPHO. HACTOALIIAA TAPAHTUSA 3AMEHSET
COBO1 BCE IIPOYHE TIAPAHTHH, ABHBIE, IIOOPASYMEBAEMBLIE U (MIH)
NPEAYCMOTPEHHBIE 3AKOHOM, BKIIIOYASA, [TOMHWMO ITPOYEIO, TAPAHTHH
TOBAPHOI'O COCTOSAHHA, COOTBETCTBHUA

A (WIM) MPUT'OAHOCTH INA UCIIONB30OBAHHUSA ITO HASHAYEHUIO, A TAKXKE
BCE NPYT'ME OBA3SATEJIBCTBA UJIK OTBETCTBEHHOCTH

CO CTOPOHBI KOMITAHHNH ARTHROCARE.

XKano6s! Ha H3neNHE ¥ MPABO HA BO3IBPAT
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Bce BOMpOCbI, asio6bl WM 3anpocbl Ha BO3BPAT U3aenns CrefyeT HamnpaBnsaTb B CAYX6Y Mo
pa6oTe ¢ NOTPEBUTENAMU UM YNOSTHOMOYEHHOMY NPeACTaBUTESHO.

N3rotToBuTtenb

ArthroCare Corporation
7000 West William Cannon Drive Austin, TX 78735, CLUA TenedgoH: (800) 343-5717

www.arthrocare.com

EC REP YNoNHOMOYeHHbIV NpeacTaBuTeNb B EBpone
Smith & Nephew Medical Limited 101 Hessle Road
Hull Hn3 2BN

CoegnHeHHoe KoposneBcTBO
ec.rep@,smith-nephew.com

YC/NOBHbL[E OBO3HAYEHWNA
CumBon O603H0UEBUC
FEj Homep B KaTasore

ILOTI Homep naptun

S Mcnonb3oBatb 40
I I 6esonacHo gna MPT

O3S

CM. VHCTPYKLMK MO NMPUMEHEHWIO
loBTOpHoe 1cnosib3oBaHve 3anpeLLeHo

30BTOpHas cTepun3aums 3anpeLleHa
/e NCMO/Ib30BATh, €C/M YNaKOBKa NoBpeXxaeHa
>epeyb 0T BO3AENCTBUA COTHEYHbIX Jlyyel

XpaHUTb B CYXOM MecTe

A 3pegocTepexxeHue

STERILE 60 1CTepI/II'IVI3aLI,I/IFI C ncnonb3oBaHMEM OKWUCU 3TUNIEHA

mJ

M3rotoBuTesb
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ECIREP VnonnoModenHwii  npencrabutens B Epponefickon

coolmectae
pexocTepexenne!  QexepameHni  3akon  (CILA)
Rxw’ NpOARKY JAHHOTO MPOAYKTA TORLXO BpPAqY|
TIO PeLICNTY Bpaya.

EponeciicKRA  3HaK COOTBCTCTBHA  CTAHASPTaM
c € CHTHPHKAITHOHHLIN HOMEpP YNIONHOMOYEHHOTO
023 praia ceprAa¢ukauman.  Hsnenne ooommm

OBHLIM TpeOOBaHHUAM JIHPEKTHBEI O MEAHIUHHC
PYROBaHHH
93/42/EEC).

T™ ToBapHbiif 3Hak koMnaHuH Smith & Nephew.

JaHBBIE H3ZEMAL MOTYT OBITh 3ALUIMINCHN OQHAM HIH HeCKONbKUMM nateHTaMu CLIIA.

Cnucok nareHTOB, ACHCTBHA KOTOPHIX PACNpOCTPAHAIOTCA HA H3JCAMA Hamel KOMMAHHH,
npubsefeH Ha BeO-calite smith-nephew.com/patents.

© Smith & Nephew, 2017,
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Diegram 3 Figure 4)
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Diagram 2 Figure 3)

Diagram 4 IFigure 5-7)
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YCTPOUCTBO AJisl BECIIOBHOH ®HKCAILIMH SPEEDLOCK
HHCTPYKLMA 1O NPHMEHEHHIO

ONMHCAHHE

Yerpoticteo ans 6ecmoenoit puxcaunn SPEEDLOCK — sro nmmnanrar, KoTopsilt ofneruaer
Kpennenue marko#t Tkawn k xoctH. Cucrema SPEEDLOCK cocrout n3 ycrpoiictea mns
¢ukcaunn co cumMBalOmMHM annapatoM B aepxarene. Ummnantar SPEEDLOCK — 310
ycTpo#icTeo anA GecmoBHOH (HKCAUMK, HHBIMH CIOBAMH, HRIOXKCHHE XHPYPrHYECKHX IIBOB

JUM KPEIUICHUA TKaHH He Tpebyerca.

NTOKA3AHNA K IPHMEHERHIO

Yerpoticteo ans Gecmosnol ¢puxcaumu SPEEDLOCK npumeHserca ans ¢ukcaiuu MArkoh
TKaH# K KocTH. [Ipumepamu noaoGHOR npoueRypb! ABARIOTCA:

[Ineueras obnacte. BoccranosncHne nospexacHus Bankapra, BoccTaHOBiICHHE pasphiBa
cycTaBHOH ryGpi NONATKM B MECTC NPHKPCIUICHHA CYXOXHMAMA ABYT/Napold MHIIUR MJieda
(SLAPnospexacHns); BOCCTAHOB/ICHHE NpPH pPAa3phiBE aKPOMHANLHOKIIOHHIHOTO COICHEHHS,
BOCCTAHOBNCHHE NPH pasphiBe Bpallaiolieli MaHXeTh! IueHa, PEKOHCTPYKUHA Kancylbl
cycraBHOM ry0nl / KOppeKuHS CMEImeHHWA TNONOBKH NJe4a, TCHOAE3 CYXOXHIHSA ABYT/IaBO#
MBIBLB f/IeYa H BOCCTAHORBJICHHE NPH OTPbIBE RCNbTOBHAHOMN MBIIIILI,

lukonoTxa. Jlarepansnan HEYCTOHUYUBOCTD, MeIHANTbHAR HEYCTOHYHBOCTD,
BOCCTAHOBJICHHE/PEKOHCTPYKUNA aXHJUIOBA CYXOXHIMS M PEKOHCTPYKUHA CpeAHero oraena
CTONBI.

Crona. PexoncTpyxuns npu haliux valgus.

Jloxresan oOnacts. BoccraHOBACHME CBA30K NpH  Aydennc4YeBoM OypCHTe, NOBTOpHOE
NPUCOEANHEHHE CYXOXHUANH ABYTIaBOA MBILIILK T1/1€Ya.

Ob6nacrs xonena. BuekancynapHule BOCCTAHOB/ICHHA; NMOBTOPHOS NPHCOSAWHEHUE BHYTpeHHCH
Gokooil caa3ku, 3anueR xpecTooOpasHOH CBA3KH HAM NMpPHKpEIUICHHE CYCTaBHON KAMCyNMn K
nepeAHCMY  NPOKCHMANAbHOMY  oTaeny  OGonbmeGepuoBolf  KOCTH,  BHEXAnNCyaAapHas
PEKOHCTPYKLINA, TEHOACS NPH CHHAPOME TPCHUA HIHOTHOHMANLHOTO TPAaKTa, OTPEIBLI CBA30K H
CYXOXHMNHHE HARKONCHHHKA.

HAPOTHBOITIOKA3AHNAA

* Buant XMpYprruecKoro BMEIIATENLCTBa, He BXOoAAmue B nepeyueHs pasaena TIOKASAHUA K
NPUMEHEHHIO.

* [laronoruyeckHe COCTOAHMA KOCTel, TakHe KaK KHCTO3HBIC H3MCHCHHA WM TAXenas
OCTCOMCHMA, KOTOPbIC MOTYT NOBAHATH Ha HAACKHOCTb (PHKCALHH RMIIAHTATA.

o Jlaronoruyeckue HIMCHEHHA NMOBPEXACHHBIX MATKHX TKaHel, KOTOPHE MOTYT NOBAMATL Ha
HATEXHOCTh (PHUKCALIMH,

* HemonHOUEHHOCTD KOCTHOIO BELLECTBA HATH OCKOJILYATAN NOBEPXHOCTh KOCTH, KOTOPHIE MOTYT
MOBHATh HA HAAEXHOCTh PHKCALMH HMNAAHTATA,

* Ou3nYecKHe COCTOAHUA, KOTOPHIC MOTYT HNH CKJIOHHB MCIIATH 3aKPENACHUIO MMINAHTATa
HWIH MPHBOAMTL K 3aiePKKEe 3RMHBACHHA, HaNPHUMEP OrPaHHYUCHHOE KpoBOCHaOXeHue,
nepeHecerHble HHOEKIHOHNBIC 3a00NCBAHNS.

* Takue ¢axTOphl, KaKk NpEXNIOHHbIA BO3PACT, MCHXHYECKOE PAacCTPOHCTBO HIH ANKOTOMH3M,
KOTOpbleé MOTYT MOBIAMATD Ha CMOCOOHOCTE MM XeNaHKe MalHEHTa COOMONATH YKa3aHWA
Nevalnero Bpaia B NEPHOA 3aHBNCHHA.

* HMnnantar He NpEAHA3HAYCH M HE AQOMKEH MCMOAB3OBATLCA MIA NPHCOCAMHCHUA
HCKYCCTBEHHBIX CBA30K HAH APYTHX HMNNAHTATOB.

* HcnoabzosaHHe Apyroro WmoBHOro MarepHana, kpome ArthroCare USP #2 (merprueckuit
pasmep 5) MAGNUMWIRE.

HPEAYNIPEXAEHHA H MEPBI INIPEAOCTOPOXKHOCTH
33

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




Ipenynpexaenus

* He ucnoassyfite, ecnn ynakoBska BCKpHITa HAH NOBPEXACHA.

* MHCTPYMCHT HC NOANEXHT NMOBTOPHON CTEPHIU3AUMH HIH MOBTOPHOMY HCNONL30BAKHIO.
IloBTOpHOE NpHMEHEHHE M CTCPHAH3ALMA MOIYT NMPHBECTH K HEHCNPABHOCTH WIH BRIXOAY
HHCTPYMCHTA H3 CTPOS, YTO ACACT €ro NpuUMeHenne HeGe30NacCHLIM ANS NALMCHTA H BIEYET 38
coboli pucK HRPUUHPOBAHHA.

e HMRAaHTaT C JepXaTeneM NPEAHAsHAYCH M4 OAHOPA30BOTO HCNONL30BAHMA W AODKSH
HCNONB30BATLCA OAHOKPATHO IR OAHOIO NALHEHTA.

* He ncnonbayiire ycTpolicTBo nocie KCTEHECHHR CPOKA FOAHOCTH, YKa3aHHOTO HA MapKHpPOBKe.
B cnyvae ucnonb3oBaHHS M3IACHHA MOCHC OKOHYAHMA CPOKa roaHocTH pabota yctpoiicTsa m
6e30nacHOCTb NAHEHTA MOTYT OKA3aThCA NOA YTpo3oi.

* [lausieHTy HEOOXOAMMO NPENOCTABHTL NOAPOOHBIC HHCTPYKUWH MO MPUMEHEHHIO H
Pa3sbACHHTL OrPAHHYCHMUA, CBA3aHHBIC C HCMNOIb30OBAHHEM YCTpOHCTBA.

* He cneayer WMILIaRTHPOBaTh SKOPb-(HXCATOP B KOCTHYIO TKaHb HEyAOBIECTBOPHTENbLHOTO
KauecTBa WAW NMpPH HEAOCTATOTHOM KOAWYeCTBE KOCTHON TkaHH. HenomHoe ebenenue wniau
HCYAORNCTBOPUTENILHOE Ka4eCTBO KOCTHON TKAHH MOXET MPHBECTH K OTTOPXCHHIO UMILIAHTATa,
* Henpasunbioe pacnpefencHie HATAXCHHA MEXIY ABYMA KOHLIAMH HHTH MOXET NPHBECTH K
HCHaJUICKAINEMY 3aKPETUICHRIO IIBA ¥ BOIMOXHOMY OTTOPXKEHHIO HMIINAHTATA.

* He crabaiite u ne Bpamaiite acpxarens BO BpEMR H NOCNE BBEACHHA, MOCKONBKY 3TO MOXKET
NPHBECTH K NOBPEXKACHHIO HMIUIAHTATA MM HENogHoMy BBeacHHIo. He npumensiite
HMNIAHTAT, €CTH OH COTHYT HIH NOBPEHKACH.

e Jlns 3akpenneHus mBa B HMUIaETanuonBoX cHcreme SPEEDLOCK neobGxommumo
pacnpefiencHne HaTKeHHs ¢ O0OOMX KOHIUOB cumMBaiolnero annapara. HMcnonszoBanmne
3aKpelUIsiomero msa (Hamp., MoanduimposawHoro wmsa Mason-Allen) MoxeT YCIOXHHMTBL
pacnpeACncHHE HATAKCHUA, MOCKONbKY KOHIM CIIMBAIOLIEro anmapata He MOryT cBoboaxo
JBHTATHCA B MATKHX TKaHAX.

Mepul NpeoCTOpOKHOCTH

e Umnnanraums AaHHOro ycrpo#icrea TpeGyeT COOTBETCTBYIOUICIO YPOBHA XWPYPrHYCCKHX
HABBIKOB H ONLITA. XUPYPrH, KOTOPHIE IIAHHPYIOT HCNOAB3OBATH NAHHOE YCTPOHCTBO, AOKHE
BHHMATES/ILHO O3HAKOMHTLCA C HHCTPYKIHAMH JI0 Havana KITHHHYeCKoro ucnofbloBaHui, Kpome
TOTrO, peKOMeHAYeTCA npoliTi obyueline 1abopaTOPHLIM HABLIKAM Y MPOH3BOAKTENA HIH OTHOTO
H3 YNONHOMOYCHHBIX npeactasureselt, nuGo NOMYMUTh Harasanoe
npeacTabcHHe/NPAKTHYECKKH ONBIT NPHMCHCHHA NOAOCOHON MMINAHTALIHORHON TCXHHKH.

* Tpenonepauyonnbic W ONEPALHOHHbIE MPOUCAYPH, B TOM HHCAE Hamiexkaupl orGop
NaUMEHTOB, 3HAHNC XHPYPrHYCCKUX TeXHHMK H Hamnexalln#i BROOp H pacnosoxeHue
AMILIGHTATa, SBASIOTCA BXHLIMH (aKkTopaMi B yCHEIIHOM MPHMEHCHHH JAHHOTO YCTpolicTRa.
Xnpypr o043aH NpeAYNPEANTL NAlHERTa 00 H3IBECTHBIX PHCKAX H OC/IOKHEHHAX, CBAAHKBIX C
XHPYPTrHYECKHM BMEIIATENLCTBOM H HCNIONb30BAHHEM YCTPOHCTRA,

* TIpu npunATHH peieHns 06 yAAICHHA HMIVIAHTATa HeOOXOMMMO YHHTHIBATh BOIMOXHLIH pHcK
A MALHCHTA B CRY4ae NOBTOPHONO XMPYPrauccKoro BMEIIATSALCTRA. YAancHHe UMIUIARTATa
ROMKHO CONPOBOXKIATHCA COOTBETCTBYIOIGHM IOCIIEONCPANMOHHBIM BEACHHEM.

* Bo u3bexaHue 3afepKKit BO BPEMR NMPOBCACHUA ONEPaUMH HEOOXOAHMO MMETH B HATHYMH
HOTIONHATENLHOE YCTPOKCTBO HA Ciyual, ectH OHO NMOHAZOOHTCA.

* He BcrapnsiiTe MMINAHTaT B KOCTHOC OKHO, TAC YXKC pa3MelteH HMINAHTAT. ITO MONKeT
NPABECTH K BHIAABNHBAHHIO PAHEE Pa3MEILEHHOTO HMINAHTATA H3 KOCTH.

BO3MO’KHBIE NIOBOYHLIE ABJIEHHUA

Kak u npu mobOoM XHpypru4yeckoM BMCIUATENbCTBE, CYWISCTBYST ONpEACNCHHBI pHCK.
Bo3smoxHbIE OCNOXHEHHA, BO3HHKAaIOMME B Xofc NOROOHOM XMpypruueckoif oncpauuu ¢
HCMONB30BAHHEM HMMIUIAHTATA, MOIYT BKIOYATH: OCHOXKHEHHMA NPH NPHMCHEHHH AHECTE3HH;
Gonb B 0GnacTk Hanpela WK XHPYPruyeckoro BMELIATE/IbCTRR, HHPEKIHOHHOE 3apaXkCHHE KaK
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BHYTPEHHBX TKaHCH, TaK ¥ MOBEPXHOCTH TENa; NOBPEKICHHE H NEPENIOM XOCTeH, NOBPCHACHHE
OKPYXRIOIMMX TKaHelt W cocyaucToit cucreMml; IMbon winm npobaeMul cO CBepTHIBAHHEM
KpoBH (nerounas 3MGonua, TpoMb6o3 riybokmx BeH), NMOpaXeHHE HEPBHON CHCTEMB! HAH
napanfy, HEHCIPABHOCTD YCTPOHCTBA WAR HEyARYNMH HCXOA nedeHus. JlononnurensHbie
XHPYPrHUSCKHe BMCIIATENbCTRA MOTYT BIUIIOUATD: YAANCHHE HMIJIAHTATA; PA3MEIlICHUE HOBOTO
MK AONOJHHTENBHOIO HMINIARTATA (MMIUIAHTATOB).

TPEBOBAHHA K OBYYEHHIO XHPYPI'OB

* UMnnanrauus AQHHOIO MEIMLHHCKOrO ycTpolictBa TpeGyeT COOTBETCTBYIOIIETO YPOBHA
XHPYPrHUCCKHX HABLIKOB M ONbITA.

* PekoMenRyeTca npoliTi obydenne naGopaTopHEIM HABLIKAM Y NPONU3BOAMTEIIN HIH OJHOTO H3
YNOJHOMOYEHHEBIX npeacrasutene H (wnm) NONYIHTD Harnsanoe
npeAcTaBicHAe/MpakTHYeCKHH ONKIT NpHMEHERNA MONOGHOR XUpYprudeckoH TeXHUKH,

e Ilpy wCMONL30BAHHH JANHOTO MEJMIMHCKOrO YCTpoHCTBA BAXHO YWHTHIBATH TaKHe
NpeaonepalHoOHHbIC H ONEPAUHOHHbIC MPOLUCAYPH, KaK Haaiexaimuit oT60p NauHeHTOB, 3HaHHE
XAPYPTUUECKHX TEXHUK H Haznexxamni Beibop ycTpohicTsa.

* Xupypr nomkeH cooOWHTs NAUMCHTY 00 H3BECTHBIX PHCKAX H OCNOXHCHHAX, CBAZAHHEIX €
JaHHON XHupypruyeckoft npoueaypoli 1 HCHOALIOBAHUCM JAHHOIO YCTPONCTBA.

NOATOTOBKA K HCINOJIb30BAHHIO

Hcnoasayiite Tonsko HHTH ArthroCare #2 MAGNUMWIRE.

UcnonssoBanpe Apyroro MIOBHOrO MAaTEpRANA MONET NOBNMATL HA HAACKHOCTh (HKCALHH
YCTpO#CTBa ¥ BLI3BATb €10 HCHCNIPABHOCTD.

HHCTPYKIIHA 11O NIPHMEHEHHIO

1. 3adukcupylite TKaHR, HCONL3Ys cuusalomuit annapar MAGNUMWIRE #2. Y6enurecs B
TOM, 4T0 002 XOH1IA aNMapara ONHHAKOBOM AMUHEL

2. Beraspre HaNMpaBAAIOUIYO CBEpRa H OOTIOPATOP Y MECTa MPEANOoNaracMoro KOCTHOrO OKHa.

3. N3saexure obTIOpaTop H MPOCBCPAHTE YYACTOK KOCTH, MCTOML3YS COBMECTHMOS CBEpIO
3,0mM wn 3,0mm+, HeoOxoaumo nocTosHHOE BHMMaHKE BO H30exkaHue NONYHCHMS CHIIKOM
ryboKOro HIH CAMIIKOM MeNKOTo KocTHOro okHa. [lpocBepnuBaiite OTBEpCTHE, NOKa
NpOXCHMAIBLHBIR Kpalt oTMeTKH riyOHHEI cBEpaa He OKAXKETCA NIOTHOCTHLIO MO KOPXO#.

4. Berasbre HucTpyMeHnT PATHFINDER ans ofecnieueins BpaBHHBAHNS annapata ¢ KOCTHHIM
OKHOM.

5. [poBepbTe ABA KOHIIA COSAMHEHHA ¢ NOMOWIBIO MpPOKCHManbsHOR netny annapara (puc. 1)
[ToTaHBTE MHCTANBHYIO NETAIO (PHUC. 2).

6. Ybenurech B TOM, 4TO KaXKALIH XOHEN CIIHBAIOLIETO aNNapaTa BRCTYNAET U3 NPOKCHMALHOM
neTAH He MEHee, HeM Ha 6 cm (puc. 3).

7. TlosepHuTe pyuxy antiapaTa (puc. 4), uroOM NPOTAHYTH KOHLBLI INB3 Yepe3 HMIUIAHTAT
SPEEDLOCK, noka mop He¢ OyacT BuAeR u3-3a COCAMHHTCAbHOR KkaTywku (puc. 5). Ilpu
HeOOXOAHMOCTH 38KpENHTE KOHUB COCAMHHTENBHONO INBA B paspe3e  (PHUKCANHH Ha
COeMHHTENbHON KaTymke (pHc. 5).

8. PasmecTiTe paspes Ha HanpaBasloinell BTYJIKE B CTOPOHY LUBA HA MATKOHA TKaHH.

9. o npumererus ummaitata SPEEDLOCK n3pnexure unctpymeHT PATHFINDER (puc. 6).
10. Bcrasbre mMnaantar SPEEDLOCK 8 HanpaBasiouryio BTynKy, HanpasieHHYIO TaKHMM
obpa3om, 9106 OB, BEAYLIMH OT HMIUIAHTATa, COBNAAAN ¢ paspe3oM Ha BTyake (puc. 7).
IlponBHHETE MMMNAHTAT BNEpea, NMpoAOMKad MOAHMMATH CLIMBAJOWMY annapaTt, nNoka OH HE
OKaxerTcs Y KOCTHOrO OKHa.

11. OxonyarenbHo BHpPOBHANTE UMNNAHTaT TakUM 0OpasoM, uTobbl paspes Ha BTyike (puc. 8)
HalpaBnai clupaomu# annapar k Markod Tkauu (puc. 9). Ecan He nonyuyaercs seipOBHATHL
HMIVIAHTAT, HIMCHHUTE €ro MOJOXCHHE W BLIPOBHANHTE CHOBA, MPEKAC MEM BCTABIATL €0 B
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KOCTHOE OKHO. BCTaphTe/iepeMecTHTe HMILIAHTAT B KOCTHOE OKHO JI0 MasepHol nuuny (puc. 10)
HANPABANIOWICH BTYIIKH.

[lpameqanue. IlpoeeprTe BHAMMOCT: BCeldl ANMHB IIBA OT TKAHW A0 WMNAaHTata. He
pa3feagiTe MBH ¢ UMINAHTATOM.

HeynosnerBoputensHoe coBMellieHHe HHTeld, BRIXOAAMMX H3 HMIUIAHTATA, B IIBE MOXET
NPRBECTH K JUTOXOH (PHKCAUNA HMIUIAHTATA WIM Pa3psIBy HIBA,

OcTopokno coBmeinalite HMILTARTAT H AepKaTeNb ¢ KOCTHHM OKHOM BO BpeMs BeeacHus. He
crubafite ¥ He BpawailiTe AepXaTeNb BO BpeMS M NOCHE BBEACHHA, MOCKOJIBKY ITO MOXET
NMPHBECTH K NOBPEAACHHIO HMIUIAHTATA HJH HENOJHOMY BBejcHMI0. He mnpuMensiite
HMIUIAHTAT, €CJIK OH COTHYT HJIH MOBPEKACH.

Y6emutech B TOM, YTO COCAHHUTCNBHBIH Marepuan He OOepHYT BOKpYr AepxaTtend RiH
Hanpap/siolie# BTYJIKH BO BpeMa BBEICHHA HMIUIAHTATA B KOCTb.

HenonHoe BBeACHHE RIH HEYHOBJICTBOPHTEALHOE KAYECTBO KOCTHON TKAHM MOXCT MPHBECTH K
OTTOPKCHHIO MMIIAHTATA,

BBezenre HMIIaHTaTa 32 Ja3epHYIO NHHHIO MOXET NMPHABECTH K TPYAHOCTEM NPH yAANCHHH
JEPXKATENA.

12. ToBepruTe pyuKy CHIMBAIOWICTO ANMNAPATA ;A NPEAYOPEXACHUS NPOBHCAHMA IIBA M
NpHUMCHEHUA MABICHUA HA TKAHK B COOTBETCTBYIOINEM nosioxeHud (puc. 11). Ecnmu Baraxenue
COCIMHUTENLHOTO MarepHana HEoOXOAHMO OCnabuTh, HAXMHTE COOTBETCTBYIOIYIO KHOMKY
ocnablieHns HaTSXCHUA.

He npuMenslite n30HTOUHOE HATAKEHHE.

13. Tlocne AOCTHXKEHHS XeNaeMOro HATAXEHHN 3aKPENHTE IIOB M OTCOSAWHHTE ACPXKATC/b,
NOBEPHYB PYUKY axTHBaitud (puc. 12) B CTOPOHY, NMOKA3AHHYIO CTPEJIKOMH, NPHONH3HTENLHO Ha
1,5 obopora xo ynopa.

14, Cunmure pyuxy. Ilogposasiite ocTaBmaec] CBOGOAHEIE KOHIIE] IIBA Y KOCTHOTO OKHA.,

15. Ilpn BBeaenun Gonee oAHOro MMNIAHTATA, YOCAMTECH, YTO KOCTHBIC OKHA HAXOAATCH Ha
PaccTOSHHH HE MeHee 5 MM ApYr OT Apyra, H NOBTOpHTE n.o. 1-14.

MATEPHAJIBI

» UMnnantar: NI33K [nonusdupsdpnpkeron].

* LlloBHEI! MaTepHAL: MONAKITHACH H IOMIIPONHIICH
HMILIAHTALIHOHHOIO KJacca.

» Jlepxatenh: XMpYprauecKkas HepXaBeiomas cTalb 1
MEIHUMHCKHN IUIACTHK.

* B u3ieu He NPHMERNeTCA MpHPOAHLIH KAYUyKOBRIH NaTeKc.
* Hanenue He COACPXKHUT AHITHIIKCHNPTANATOB.

®OPMA BHITYCKA

» Ycrpoiictreo PEAJIM3VETCA B CTEPUWJIBHOM BHIE u npeanasuaueno JUIA
OJHOPA30BOI'O UCHIOJIb30BAHHSL. YcTpoHcTso CTEpHNLHO NRIIb B TOM CHYydYae, eCii
YNaKoBKa He ObUIa BCKPRITA, NOBPEKACHA HIR CIOMAHA.

* He ucnome3sylite ycTpo#cTBo moc/ie HCTEYSHHS CPOKA FOAHOCTH, YKA3aHHOTO HA MBPKHPOBKE.
B caydae ucnons3oBaHHA M3ZCHHA NOCNE OKOHYAHHS CpOKa rogHocTH pafora ycrpolicTea #
6e30nacHOCTL NAUMEHTA MOTYT OKAa3aThCA NOA YTPO30ii. ’

* He paspemaerca moBTOpHas CTEpHAN3AIHA KM NMOBTOPHOC MCIONBIOBABHE YCTpOKCTRA, Tak
KaK 3T0 MOXET BHI3BATHL HEHCNIPABHOCTL WM NPUBECTH K OTTOPAKCHHIO M3JCI/IHSA, HAHECEHHIO
TENCCHLIX MOBPEXKIACHHH NALMCHTY, 2 TAKKEC MOXCT NOABEPTHYTH MAIMEHTA PHCKY 3apakeHHs
HEPCKUROHHBIMH 3300JICBaHHAMH.

MATHHTHO-PE3OHAHCHASI TOMOI'PA®HA (MPT)
Hmmnanrar 6e3onacen opu MPT.
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XPAHEHUNE
Bepeub 0T Barv 1 oT NPSIMOro BO3AEMCTBUS Tena.

YTUNNN3AUNA

B cOOTBeTCTBUM C MexAyHapoAHbIMW Hopmatmsamyv M HopmaTtvmBamu CLUA  yTunimsaumsa
MCMOMIb30BAHHOTO M HEUCMO/Ib30BAHHOIO0  MEeAMUMHCKOro  060pyfoBaHMA  [JOJDKHA
Nnpou3BOAMUTLCA TMOf KOHTposieM. W3penvie cnefyer yTUAM3MPOBaTb B COOTBETCTBUM C
NPUMEHUMbIMW  MPaBUTENILCTBEHHBIMW ~ HOpMaTMBaMKM U MlaHaMW/aktamn — yTunmnsauum
MEeAVNLIMHCKMX OTXOA0B.

OBCJ/TY XNBAHWNE K/JIMEHTOB
MHopmaums o rapaHTum
MapaHTVa [aHHOro M34enns pacrnpocTpaHsAeTCA Ha O4HOPAa30BOE MCMO/b30BaHWe MaTepuasios,
(YHKLMIA 1 KayecTBa.
HE MCMO/Ib3OBATbL MOBTOPHO. OAHHAA TAPAHTUA 3AMEHAET BCE APYTUE
FTAPAHTUWN, BbIPAXXEHHBIE ABHO, MNOAPA3YMEBAEMbBIE n nnn
YCTAHOBJIEHHbBIE 3AKOHOM, B TOM 4MC/NE, HO HE OIPAHUNYUNBAACH,
FTAPAHTUIO  TMPUTOAHOCTUM K TIPOOAXKE, COOTBETCTBUA W  (MNOWN)
MPUIOAHOCTW ANA OMPEAENEHHOW LENWN W BCE OPYIME OBA3ATE/IbCTBA
NI OTBETCTBEHHOCTbL CO CTOPOHbI KOMIMAHN ARTHROCARE.
>Kanobbl Ha n3genune n Nnpaso Ha BO3BpaT
Bce BONpOCbI, MPETEH3UN WMAW 3anpOCbl pas3peLleHnin Ha BO3BpPaT HEOOXOAMMO HanpaBnsATb B
0TAeN 06CNY>KMBaHNA KNIMEHTOB UMW aBTOPU30BAHHOMY NPeCTaBUTENHO.

ArthroCare Corporation

7000 West William Cannon Drive

Austin, TX 78735 USA (CLUA)

TeneoH: (800) 343-5717

www.arthrocare.com

Smith & Nephew Medical Limited
EC REP 101 Hessle Road
Hull Hn3 2BN
CoeanHeHHoe KoponeBcTBO
cc.rep@smith-nephcw.com

1 YCJ/IOBHbIE OBO3HAYEHNA
O6o3HauveHune OnpepeneHve
Homep no kartasnory
L
: MponssogmnTenb
1
2 1cpoK rogHocTu
lotl Homep naptunn
T O6paTtuTecb K MHCTPYKLMM NO NPUMEHEHMIO
He ncnonb3oBaTb MOBTOPHO
H W H

He cTepnnunsoBaTb NOBTOPHO
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@ He HCRoMb30BaTH, €C/H YIAKOBKA IOBPEXACHA

Y P Bepedb OT CONMHEUHBIX nyyeH

T«“. XpaHATD B CYXOM MecTe

é Buaamanne!

STERILE] £0 || Creprmmauus ¢ ucnonL3oBaHHeM OKHCH ITHNEHE

Besonacko mpu MPT

pp—

'''' | YnonHoMoueRHBE TpEACTABWTENs B CTpaHAX

~ __{ Esponeiickoro coioza o

Rx on|y Buumaure! B cooTBercTBHM ¢ (enepanbHBIM
sakoHogarensctBoM CIIIA  npamHOe mIgenue

peantu3yercs HCKOMHTENBHO MO 3aKa3y Bpava.

3HaK COOTBETCTBHA €BpONeHCKIM

0123 CTAHAAPTAM H HACHTHPHKAITHOHHEIH

HOMEp HOTH(HUHPOBAHAOTO OpraHa

ceprrpuxanuy. Hinenne cooreercreyer

OCHOBHBIM TpeGoBaHMAM JHPEKTUBLI O

MEIHLARCKOM 00opyaoBanu (93/42/EEC).

* — TosapHurit 3HaK kommanuu Smith & Nephew.

Ha 7TH H30EeMHR MOXET PACTIPOCTPAHATECA AeliCTBHE OAHOrO MIH HecKoNbkuX nateHToB CIIIA.

s nonyuenus noapoGrol ungopmanun cM. peG-calit smith-nephew.com/patents.
© Smith & Nephew, 2017.
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JonoJHeHHe K HHCTPYKIMH 10 KCILIyATAIIHA
HAa MCAHIIHHCKOC A3ACJIHEC
(DHKCATOPHI AHKEPHBIC APTPOCKONMMYECKHE HEPACCACKIBAIOIIIHECS
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Mpu nocTaBke n3genna B P® nHpopmauusa, cogepxau,asica B JaHHOM AONO/THEHUU K UHCT PYKL KUY

no akcnnyaTauun, apndeTcA I'IpVIOpI/ITGTHOVI.

1. OCHOBHbIE CBeAeHNA 0 MeAULUHCKOM N3ennmn

1.1 HaumeHOBaHWe MegULMWUHCKOI0 N3aennsa
duKcaTopbl aHKepPHble apTPOCKOMUYECKMe HepaccacbiBaloLLMecs (fanee no TEKCTY MOXeT YNnoMuHaTbCA
KaK - aHKepHble (rKcaTopbl, MEAULNHCKIME U3LENNS, U3LeNNs, YCTPOICTBA)

rlpOCI/IM cynTaTb HaMMeHOBaHNA BapMaHTOB WCMOJ/THEHNA, YKa3aHHble B MHCTPYKLUUMAX MO NMPUMEHEHUIO,
TOXAECTBEHHbLIMN HaMMEHOBaHNAM, NpeacTaB/IEHHbIM BTa6l'II/ILI|e HDKe:

HanmeHoBaHMe B MHCTPYKLUMK MO ToX4eCTBEHHOE HaMMeHOBaHMe
NPUMEHEHMIO

Be3y3noBoe hmKcMpytoLLee YCTPOCTBO dukcatop MultiFIX P 4.5 mm
MULTIFIX P

Besy3noBoe hmKcupytoLee yCTPOICTBO dukcatop MultiFIX S 5.5 mm
MULTIFIX S dukcatop MultiFIX S 6.5 mm
Cuctema gn1s 6e3y3noBoi ukcaumm

MULTIFIX S

AHKEPHbI LWOBHbIN nkcatop MULTIFIX S dukcatop MultiFIX S ULTRA 5.5 mm
ULTRA dukcatop MultiFIX S ULTRA 6.5 mm
Cuctema 6e3y3noBoii mkcaumm MULTIFIX S

ULTRA

YCTponcTBO Anst 6e3y3n0BoM hukcaumm

MULTIFIX S ULTRA

MSArKuin LWOBHbIM AKOpb-thnkcaTop Q-FIX dukcatop Q-Fix 1.8 MM ¢ 1 HUTBIO

Msrkas wosHas ukcupytowas cuctema Q-FIX  MAGNUMWIRE #2 (6eno-rony6as)
dukcarop Q-Fix 2.8 MM ¢ 2 HUTAMYK
MAGNUMWIRE #2 (6eno-yepHas v
6eno-rony6as)

YCTpOACTBO ANs 6eCLLIOBHOM (mKcaumm dukcatop SPEEDLOCK

SPEEDLOCK

1.2. HazHayeHne megMUMHCKOI0O N3aenmns
dunKcaTopbl aHKEPHbIE apTPOCKOMMYECKNE HepaccacblBarOLLMecs: NpeaHasHaueHbl AN KPenneHns Markor
TKaHM K KOCTU BO BPeMS apTPOCKOMMYECKNX OnepaLuii.

1.3. Ycnosusa akecnsyatauum
M3genve npefHasHayeHO ANA  3KCnyatauMyM BO  BHYTPEHHel cpefe opraHmMsMa W B YC/IOBUSAX
OKpY>KatoLLiel cpefbl B OnepauOHHON, NPeacTaBeHHbIX HUKE:

Temnepatypa Ot + 32°C po + 42”0
OTHOCUTENbHASA BTAXKHOCTb 100%
ATMmoOChepHoe aaBeHne Ot 86 KI'a go 106 klMa

MBBAiInw Ak COCTOMLLoLLA! LUl L ra”~ [ bl Bo~3B~BBUHI1EBLL

Memnepatypa OT+ 15°Cpo + 25°C
OTHOCUTeNbHaA BNaXXHOCTb OT130% o 75%
ATMOC(epHOe AaBfieHNe Ot 86 klMa go 106 kIa
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1.4. YcnoBng npuMeHeHHS MEIRUNHCKOTO H3ICAHR B MEARUHACKHX OPTARK3IALNAX, B
NOABIEHBLIX TPAHCIOPTHLIX CPEACTBAX, B MONEBLIX HIH AOMANIHNAX YCIOBHAX, A48 06uzero nan
HHARBHAYAALHOrO NPHMEHEANS H NOTCHURANbHbIC NOTPpebuTen mpeans
JaHHBIC MCOMUMHCKHE H3ACAHA JOMKHbBI ObITh HCNONBIOBAHH TONBKO CHEHMANBHO OOYMEHHLIM
NEPCORATIOM B YCNOBHAX onepauuoHnbix JITTY,

Hansoe MU npeaiasHaqeHo A8 HCNONbL3OBAHHSA TORBKO OGYYCHHEIM MEAKIEHCKHM NEPCOHANOM:

* HMmnanTanus 2aHHOTO MEANUHHCKOTO HIAENHA TPeGYeT COOTBETCTBYIOIIENO YPOBHSA XUPYPIHYECKHX
HaBLIKOB W OIBITA.

* Pexomenayerca npoxoxacHue obydeHns B LeHTpe HapabOTKH HABBIKOB, 00YyUCHHE Yy NPOR3BOAMTENA
HIH Yy Ha3HaYCHHOMO MM NPEACTABHTENS H/WIH NPHCYTCTBHC/ACCHCTHPOBAHME INPH NOACOHBIX
XUPYPTHYECKHX BMCILIATENbCTRAX.

* BaxnuiMu akTOpaMH NPH HCNONB30BAHHN RAHHONO MEAMUKHCKOTO M3ACTHA RBJIAIOTCA MPOLENYDHI,
BHIMOJIHACMBIC B MpPeAONEPAUHOHHHIA MNEpHoa B B XOAC ONCpalMH, NpaBMIbHHR oT0Op RauneHTOB,
3HaHHE XMPYPIrHYeCKHX METOAMK H MPpaBHbHuH BHGOp H3aenus.

* Xupypry cacayer npoRHPOPMEPOBATH NARWEHTA 06 M3BECTHBIX PHCKAX H OCTOXKHEHHAX, CBA3AHHBIX C
ONCPATHBHHIM BMCIIATENLCTBOM H HCTIONbIOBAHHEM HAHHOTO HIRENHA,

MemnumHCcKoe H3aAeHe He obnanaeT aHTUreHHBIMH CBOACTBAMH K ABNSETCA ANIHPOTEHHBIM.

1.5. Yxazauue Bo3Moxn0OCTH W ocobennocTell NpHMEHEHHA MEARDNHCKOrO H3AERHS AId
aoael ¢ EMILIAHTAPYEMBbIMH B OPTrAHH3IM Te10BEKA MCAHRMHCKHME H3ZeARAMN, GepeMennbIx
WEHINHH, XeHRINH B NEPROL FPYAHOro BCKAPMANBARNS, AeTell, B3pocabIX, HMEIOMUX XPOHHYCCKHE
3a0oneBanus
HcnonsioBaRHe ARAHHOTO MCAHUMWHCKOTO H3JICMHA BO3MOXHO COIJIACHO NPCANHCAHMIO Bpada M
HEBO3MOXHO NpPH HANHYMH MpoTHBomoKasanwuil. Minenue MoXkeT HCMONL30OBATHCR ANA BCEX BO3PACTOB,
TIOI0B M 3THHYECKHX Tpynm.

2. Csenenns o npoH3IBOANTE/IEC MEAHMHHCKOr0 HIACINS

2.1. Haumenosanne
ArthroCare Corporation (AptpoKap Kopnopefix)

2.2 Aapec MecTS HAXOKICHHS
7000 West William Cannon Drive Austin, TX 78735 USA (CLLIA)

2.3 Aapec MecTa IPOMIBOACTEA MEAHIHHCKOTO H3ACHHA
1. ArthroCare Corporation (AprpoKap Kopnopeiin)
7000 West William Cannon Drive Austin, TX 78735 USA (CLLIA)
2.ArthroCare Corporation (ApTpoK3p Kopnopeiimu)
15285 Alton Parkway, Suite 200, Jrvine, CA 92618, USA (CLlIA)
3.ArthroCare Corporation (AptpoKap Kopnopaiim)
B32.1, St2, Zona Franca Coyol, Coyol, Costa Rica, 20101, Costa Rica (Kocra-Puxa)

2.4 Cpeaenua 06 ynoanoMoueHHOM NPEACTABHTE/C NPON3BOARTENR MEAHUHHCKOTO
H3Ae NS

O6mecTBO ¢ OrpaHHYCHHONR oTBeTCTBEHHOCTBIO «CMHT 3HA Hednion
(000 «Cmur 311 Hedbion)
Poccus, 105120, Mockea, 2-o#f CrpoMaTHHYeCKRI nepeynox, aoM 1, 31. 9, nom.1, kom. 1

3 Kaaccrnxanns MeIHIHHCKOro HileaHs

Knacc B 3aBHCHMOCTM OT noTeHuHanbHoro | 26
PHCKA MPHMEHCHHA MEAHIIMHCKOTO H3ACIHA

Knacc anexTpobezonacHoCTH MEOHUHHCKOE HIACIHE HEaKTHBHOE
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Knaccudpmkauus wm3aeanit 00  THNY W | NOCTOAHHGI KOHTaKT ¢ BHYTpeHHelH cpexofi

HIPONOIKATENHFHOCTH KOHTAKTA OpraHa3Ma

KpaTnocTs npuMenenus MCAMIMHCKOE H3ACTHE OAHOKPATHOrO
NPUMEHCHHA

HusasusHOCTS MCAHIMHCKOE H3AETHEe HHBA3HBHOE, BBOAHMOE
XHPYPTHIECKHM NYTEM

CTepHALHOCTD MERRIHHCKOE H3ZIENHE CTEPHITBHOE

4 Onucanue NPEBNHIOSE, HA KOTOPHIX OCHOBAHA PaloTA MEAHIHHCKOrO H3ACAHS, H HX
0coleHBOCTH

H3nenue MMINAHTHPYSTCA B KOCTh M KPEITMT MATKHE TKAHH C NOMOIIBIO NMPEAYCTAHOBNCHHBIX HIH

YCTaHABIHBAacMBIX HHTpaonepauuonHo Hutell. Ileper uMnnanTaumelt H3geNua nNpeARApUTENABHO

CO3BaeTca OTBEPCTHE B KOCTH.

HnMnnanTaThl M3roTOBACHHBIE H3 NOMMMpHp3dHPKETOHA, HAACKHO KPENATCA B OpraHH3IMC 4EJIOBEKa

NOCHE pereRApauii KoCcTHO#H Tkaru. MMiuianTe He TpeOyloT nocieAyIOmero H3BIeYeHH, KpOME CITyvacs

OIHCAHHBIX HHXE:

- PacmateiBanne M3jeNHd B KOCTHOM KaHane NpH HecoOMOAEHHH NpaBuMA peaGHITHTAUHU

MIMTENBHOCTH BMMOOHIH3ANHA CYCTABA HA3HAYCHHBIX BPaucM B 3aBHCHMOCTH OT THNA OBPEXICHHS;

- HenpaeunbHas YCTAHOBKA H3fenua (rnyOuHa, yron BBeACHHA) NpH HecoOMOACHHM NpaBHN

YCTAHOBKM M3/ICHHA.

5 V¥Yxazaunne no 6ezonacnomy yaanenuie MH u3 Tens nanmenTa

[Ipy nomomm MP-tomorpatda OpOBOAMTCA AHATHOCTHKA H ONPEACIACTCA JIOKANH3ALHESA IUICYCBOIO
HMIUJIAHTA Ha IUIEYEBOH KOCTH HIH B CYCTaBHONK BIaAHHE JIONETKH.

Hcnonssys XHpyprudeckuit cCKansnens, BHTOIHACTCR paspes KOXH JUIHHONM OKONo 5 CM, Aanee TeM Xe
MHCTPYMEHTOM OCYIICCTRIACTC MOcnoHHb paspes dacuuit o MOMEHTa BH3yanbHOTC OOHApYXEHHA
HUTe! NNeuyeBOro WMNAAHTA H KAHANA ¢ YCTAHOBJICHHBIM NUICHEBHIM (PHKCATOPOM. YCTAHOBJICHHHIC B
mneyeBoil (uKcaTop HUTH CpPe3aloOTCA XHPYPrHYeCKHM ckanbneneM. Jlns H3IBRCUEHHA MAEYEBOro
pRrKCcTOpa HCMONB3YETCA MOJIOC CBEPNIO/TpENaH, AWAMETP KOTOPOTro Ha 2-3 MM [PCBHIIACT AHAMETD
YCTaHORJIEHHOTO micucBoro ¢uxcaropa. Ilonoe ceepno/Tpenan NEHTPUPYETCA OTHOCHTEALHO [EHEBOrO
¢ukcaropa, OCYIIECTRISETCA BRICBEPIHBAHKE KOCTHOTO O/I0Ka, coiepxamero Iuiedesoit puxcarop. 3arem
AaHHBIA KOCTHEIN OJIOK HIBJICKACTCH H3 OPraHH3Ma NalHEHTA.

[Mpa HeOGXOAMMOCTH HAa APYIOM YHacTKe KOCTH NPOBOAMTCA pPeBH3HOHHAs Onepanus no pedrxcaunu
MATKHX TKaHei.

I[IpoBoaurca kouTponsHoe MPT-uccnenosanue.

6 Cnocol npameneHns

®axcatop MultiFIX P 4.5 MM

NOAIrOTOBKA K IIPHMEHEHHIO

Ipenocrepexenne. Hanunit duxcarop npeaHasHaueH MNA MHCMONAL3OBAHMA C HHTAMH #2
MAGNUMWIRE H HHTBIO H3 CBEPXBBICOKOMOJICKYJAPHOro nonmaThiaeHa, Ultrabraid #2 u newrolt
ULTRATAPE. HcnonpzoBaHue XAPYruX I[NOBHLIX MATEPHANOB MONKET MOBIHATE HA HAICXHOCTH
({HKCalHH H3ACTHS H BH3BATH €10 HEHCIIPABHOCTb.

INpeaocrepeaenne. Ecnu HeobxoauMo, HEnomnaylite COBMECTUMEIC IDW/IBS WJIH MCTYHKH ANd
dopMupoBaHHA pe3bOH B KOCTHOM KaHane. Hcnons3oBaHHe JIPYroro  BCIOMOraTeAbHOro
HHCTPYMEHTADHA MOKET HapYIIUThL MPOLIeCC BBEACHAS H/HITH YCTaHOBKH (uKcaTopa.
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Cxema 2

Cxema §

1) ITpomefite TKaHb ¢ ¢ MOMOLILIO NOAXOAAIICH HHTH, HCNIONL3YSA IPOBOAHMK HATH.

2) Bo BpeMa yCTAHOBKH pPEKOMEHAYeTcH HCTONB30BATH HanmpaBuTenbh ¢ o6TypatopoM. IlpH BBeaeHHH
HaMpaBHTENA B ONEPALHOHHYIO paHy pacnofiaraliTe mpope3s HANpaBHTEIs NAPANIEILHO KpasM paspela.
3) llepen npHMEeHEHHEM MPOBSAMTE OLICHKY KaYeCTBA KOCTHOH TKaHK naupeHTa. Ecau, no MHeHHIO Bpaya,
KOCTb ABAACTCA JOCTATOYHO TBEpHOH, nepea yCcTaHOBKOH (MkcaTopa mpojenaiite OTBEPCTHE B KOCTH
Henone3ys mwio (OM-9220) ¢ xoruveckoit ronoexkoli. KoctHoe orpepcre Tpefyerca Takke B Clydae,
ecnu Puxcarop (HMNNAHT) HEOOXOABMO PACMONOKHTL NOX YIIOM, HE NEPNEHARKYAIPHO NMOBEPXHOCTH
KXOCTH. BBOImTe MO A0 TEX MOP, NOKA OTMETKA B 25 MM HE OKaXkeTCR BPOBEHD ¢ MOBEPXHOCTHIO KOCTH.
TMpeaocrepemenne! IIpuanMaiite MepH BO H3GexkaHNe HENOCTATOMHON rAYOMHEI OTBEPCTHA B KOCTH.
Haanexamas rnyGHHa OTBEPCTHA HOCTHIAETCA B TOM Cydae, €ClH MIHJIO ¢ AHaMeTpoM 4,5 MM BBORMTCA
2O MeTKH 15 MM,

4) MponensTe KOHLBI HUTEH YEpe3 OPOBONOYRYIO NMETNO. YOeauTech, UTO B NETHIO NPOAECTO HE MCHEE
6 cM KaXXA0ro 13 KOHUOB HUTH (CM. cxeMy 1).

Ilpumeuanne. Manenve npeanasnavyeHo AN HCHONB3OBAHMA ¢ 2, 3 HAH 4 KOHUAMH HHTCH HIR
MAKCHMATBHEIM 06beMOM 13 2 KoHIOB HKTelt H 2 kouuoB JerThl ULTRATAPE.

5) Yro6ml mpomeTh HUTH uepe3 (HKCATOP, OTTAHHTE 3AIPY3YMK WIOBHOIO Marepdana Keepxy B
nonepeuyHoM HanpasleHuH (MoA06HO NOMOKCHHIO MINPHLIA NPH BHAOJHCHHH HHbEKUMH) (CM. cXeMy 2)
OT CTepXHS H K pykoaTke ¢uxcaropa noa yrnom npuGmmsurensHo 45°. Hspacknre 3arpy3ank WOBHOTO
MaTepuana nocae Toro, Kax HUTH NpoiayT yepes duxcarop.

6) Y aepxuBan cBoGOAHLIE KOHIBI HATEH, NpoapurakTe GUKCATOp NHOO HPECKOXKHO, RGO Hepe3 KAHIOMO
K MOBEPXHOCTH KOCTH. 3aTAruBaiire ocnabneHnyio HHTh, MOATATHBAA €€ KOHUL 10 TeX NMOp, NOKa LIOB
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MEXY TKAHBIO U KOCTBIO He OyJeT ueTKO npocMaTpHBaThea. YOeauTech, YTo HUTH He 00epHYTH BOKpYT
nanenua. Ecnu obepHYThI, H3BNCKHTE H3ACARE H OBTOPHTE JaHHbIH JTan.

7) TlomecTnTe HakoHeMHMK QuKcaTopa B HEOOXOAWMOE TOJIOKEHHE JaTepanbHee MecTa (uKcauHu
TKaHeH. Y6enurech, YTO OTBEPCTHE HA BEBOAHMOM HaxoHeuHuKe GHKCATOPA HAMPAB/ISET HHTH K TKaHH.
He orapnatite mpocTpaHCTBa MEXAy HMTAMH H (Hkcatopom. [Tpousseamte ocesoe BEIpaBHHBaHHE
HHCCpTEpa NEPNCHAMKYIAPHO KOCTH B XOAC BBCACHHA. YOeaurech, 9TO OTBEPCTHE HA XOHLUE duxcaTopa
HANpaBJAsSeT HATH K TKaHH (CM. cxemy 3). He octraBasiite npocTpaHcTBa MEXAY HHTAMH H (PHKCATOPOM.
Tpy HanWYUK OTBEPCTHA B KOCTH IPOH3BEANUTE OCEBOC nupanaunanne HHCepTEpa C OTBEPCTHEM B KOCTH.
8) Ecan TpeGyercs, NORTAHATE HHTH.

9) Hcnonb3yiite MOJIOTOK, 9TO0K BBECTA HAKOHETHHK SKOPHOTO quca'mpa B KocTHHH kanan. Jlerko
yaapa#Te N0 NMPOKCHMAIBHOMY KOHLY HHCEpTEpa A0 TeX IOp, NMOKA JalepHas METKA Ha CTCPKHE He
OKaXeTCA CYOKOPTHKaNsHO (CM. cxemy 4).

Ipeaocrepexenne! Ecnu BBOAHMEIN HAKOHEYHHK AKOPHOrO (HKcaTOopa He NMpPOHMKHET B KOCTh C
NepBOro yAapa, mpoaenalite oTBepcTHE B KOCTH B COOTBETCTBUHM ¢ myHkToM 3. HMcmonsbsylite HoBbii
bukcaTop ANs BBEACHHA B KOCTHbIA KaHan,

. Tpenocrepexenne! HeobxomuMo coOmoaaTh OCTOPOXHOCT H JAODKHBIM 00pa3oM COBMECTHTD
¢HKCATOP ¢ KOCTHHIM KaHANOM NpH yaape monorkoM. Cnemyer m3berath npumeHenne w3bHTOUHOrO
yeunna. He crubaiite u He nosopaumsaiite HHCCPTEP BO BpeMa HIH NOCAE BBEACHHA, TOCKOALKY B TAKOM
cnydac BO3MOXHB HENONHOC BBEACHHE (HUKCATOpa MAM €ro MONOMKA. YCTaHOBKA MOTHYTOTO MM
NOBPEXACHHOIO (HKcaTopa 3anpeitieHa.

Mpenocrepexenne! Henontoe ppefenne Puxcaropa HIM IUIOXOE COCTOSHHE KOCTH MOTYT NPHBECTH K
BHINafeHUIO PHKCATOpR.

10) Mpy BBeACHHUR AKOPHOrO HAKOHCYHHKA (HKCATOpa HA TKaHb OyZeT oKa3paTbed AaBneHue. Ecim B
OTACABHBIX CAYYanX NOHAROOMTCA AONONHHTEALHOE AAB/ICHHE, NOTAHNTE KOHILI HUTEH BPOBEHD C OCHIO
HHCEpTEpa, NOARCPXKHBAA NPH ITOM HACXORAINEE AABJICHKE HA PyKoATKY. Ecni HeoOXoauMo HATH MOTYT
OBITH 3aKPeIUIeHB! ¢ TOMOINBIO CTOMOPHBIX KOG s drKcammm (CM. cxemy 5).

Mpeaocrepexenne! He oxaspmalite H3OLITOYHOIO JaBNeHNS HA BUTH, T. K. 3TO MOXET NPHBECTH K HX
pasphiBy HIH H3OBITOMHOMY HarTmkeHHio TkaHed. Kpome Toro, m3buirouHoe maBneHHe HHTeH MOXeET
NPUBECTH K HEMOTHOMY BBEAICHHIO PHKCATOPA HAH €T BHMAACHHIO.

11) TIponomxan OKasHIBATL HHCXOASUICE AABNCHHE Ha HHCEpTep, BLICBOGOAWTE ONOKMpATOpP HHTH,
NoBOpauHBas pyuKy-cejexrop {(cM.cxemy 6) no uacosoii cTpenxe, Noka GIOKHPATOP HHTH HE OKaXeTcs
BPOBEHb C MOBEPXHOCTHIO KOCTH HAH HUXE Hee ( CM. CxeMy 7) H pyuKa-CesnexTop OCTAHOBHTCS.

12) BricBoGoauTe HHCepTep, IOBEPHYB KHOMKY MPOTHB Y4COBOH CTPEIXH MHHRMYM Ha mecTb 060poToB.
13) Ecnn Ha 3TOM JTane mokKa3saHo u3siedeHne Gpuxcaropa, NOBEPHATE PYIKy-CENeKTOP NPOTHB YacOBOMH
CTPENIKH, YTOOB yAANHTh GROKHPATOP HHTH H MOTAHHTC 33 KOHUM HuUTel, wToOM ynanmuts duxcarop.
Ecnu ¢$HKCaTOp OTCOCAMHMICA OT HHCEPTEPA MHIIH €CIIH HMEETCH HEOOXOAMMOCTH CKOPPEXTHPOBATH
YCTAHOBKY, BCTABLTE HHCTPYMEHT /IS H3BJCHMCHHA ¢(HKCATOpa M MOBEPHHTE €ro MPOTHB HacoBOif
CTpEJIKH, YTOOH YAIMTH ONOKMpaTop HHTH, @ 3aTeM NOTAHHTE 3a HHTH, YTOOM YAANHTL AKOPHLUA
¢duaxcatop.

14) Ilepen u3mneucHHeM HHCEpTEpa BhHICBOOOAATE HHTH M3 CTONOPHBIX ck00. ObpexbTe OocTaBmuecs
cBoOGOAHBIMHM KOHIILI HHTH Y KOCTHOIO KaHana.

15) Ipu BBeaeHrn Gosnee OQHOTO aHKepHOro gHxcaTopa YOSAHTECH, YTO OHH HAXORATCA HA PACCTOSHUM
#ie McHee 7 MM ApYT OT Apyra, u nosropute Aclicreng i-14.

TMpenocrepexenne! 3anpemaeTcs TIHYTh 3a CBOOOAHBIE KOHUB HUTH. JTO MOXCT NPHBECTH K
sunazeHnio ¢uxcaropa. Ecmm HeoOXOAHMO NpOBepHTH (Pukcaunio, obcnemyire BOCCTAHORICRHYIO
TKaHb.

Puxcarop MultiFIX S 5.5 mm, ®uxcaTop MultiFIX S 6.5 mm

MIOAIOTOBKA K NIPHMEHEHHIO

Ipenocrepexenne. Jlaunsit QukCaTOp nNpeaHasHa4YeH IS  HCNONL30BAHHA € HETAMA #2
MAGNUMWIRE, ULTRABRAID u ULTRATAPE. HUcnone3oBange Iapyroro IMIOBHOTO MaTepHala

MOXCT NOBMHATH HA HAACKHOCTD (]mxcauuu H3IOCNNUA H BHI3BATH €NO HCHCNPABHOCTD.
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Mpeaocrepexenne. Ecim neoGxoaumMo, HenonbaylTe TONLKO COBMECTHMBIC LTHIBA M METUMKH
ans  dopMHpOBaHHR pe3sbil B KOCTHOM kaHane.  HcnonbioBaHHMe APYrHX BCIOMOTaTENbHBIX
HHCTPYMEHTOB MOXET MOXET HAapyIIMTh OPOLCCC BBCACHUA H/HIH YCTAHOBKH (HKCATOpA.

Cxema 2

1) MMpomeiiTe TKaHD ¢ ¢ NOMOLIBIO NOAXOAAIEH HHTH, HCNIOAL3YS NPOBOHHK HATH.

2) Bo BpeMa yCTaHOBKH PCKOMEHIAYETCA HCIONL3OBATh HanpaenTeNb ¢ ob6TyparopoM. Ilpu pBedcHuH
HANPBHTENA B ONCPALHOHHYIO paHY pacnojiaraiire Npopesb HANPaBATENA NApAIENLHO KpaAM pa3peaa.
3) llepen nprMerenreM NpOBEaHUTE OLECHKY Ka4ecTBa KOCTHOH TKkaHM nampenTa. Eci, no MHEHHIO Bpaya,
KOCTh SBJISICTCA AOCTATOMHO TBEPAOH, mepen yCTaHOBKO# ¢mxcaTopa nmposenafite OTBEPCTHE B KOCTH,
uenons3ys maao (OM-9920) ¢ xorudecko# ronoekoit xnamerpom 4,5 Mm. KoctHoe oTsepeTHe Tpebyercs
TaKke B cCioyuae, ecnu ¢uxcatop (MMNONAHT)  HeOOXOAMMO PpacHOMOKMTL HOA YIROM, HE
NePReHARKY/APHO TIOBEPXHOCTH KOCTH. BROAWTE MO A0 TeX NOp, NOKA OTMETKA B 25 MM HE OKAKCTCS
BPOBEHb C MOBEPXHOCTHIO KOCTH.

Ipenocrepexenne! [Ipunumaiite Meph! Bo Hibexanne HeZOCTaTOYHOR rITyOHMHLI OTBEPCTHA B KOCTH.
Haznexaman rnyGuHa OTBEPCTHS HOCTHTAETCS B TOM CTytae, eCliM A0 BBOJUTCA A0 METKH 25 MM.

4) lpoaeHLTE KOHILI HATEH depes NMPOBOJOYHYIO NETA. YbeanuTecsh, 4TO B NETIIO MPOACTO He MeHee 3
CM KOKAOTO H3 KOHIOB HHTH (CM. cxeMy 1).
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npumMmeyaHune. WV3genve npegHasHayeHO A1 UCMOMb30BaHUA C 2, 3 uUAM 4 KOHUAMW HUTEA Wn
MaKCUMa/lbHbIM 06bEMOM U3 2 KOHLLOB HAUTU 1 2 KOHUOB NeHTbl ULTRATAPE.

5) YTo6bl NpogeTb HUTU Yepe3 (QUKcaTop, OTTAHMTE 3arpy3yMkK LIOBHOrO MaTepuana  KBepxy B
nonepevyHoOM HanpasfieHUn (MOoA06HO MOSIOXKEHMIO LUNPULIA NPWU BbIMOSIHEHUN NHBEKUMKN) (CM. CXemy 2)
OT CTEPXXHA N K PYKOSATKE MOJ Yr/ioM NpubnnsntenbHo 45®. M3BnekuTe 3arpy3yumnk LLIOBHOIO martepuana
nocse TOro, Kak HATK NPonayT Ye[>e3 nkcartop.

6) Yaep>xmBasa cB06OAHbIE KOHLbI HATW, NpoaBuraiite ukKcaTop NMb0o YPeCKOXKHO, INO0 Yepe3 KaHH/o K
NMOBEPXHOCTWN KOCTW. 3aTArvBainTe 0cnab/ieHHYH0 LLUOBHYK HUTb, MOATAIMBAsA ee KOHLUbI 40 TexX nop, noka
LLIOB MEXAY TKaHbi M KOCTb He 6yfeT YeTKO npocMaTpuBaTbCs. Y6eAnTecb, UTO HATU He 00epHYTbI
BOKpPYT n3genvs. Ecnv 06epHyTbl, TO U3B/IEKUTE MU3LeNMe U NOBTOPUTE AaHHbIM 3Tan.

7) MNomecTnTe BBOAUMbIM HaKOHEYHWK (uKcaTopa B HEOOXOAMMOE TMOJIOKEeHMEe naTepasibHee MecTa
(hmMKcaunn TKaHeld. Y6eamTecb, YTO OTBEPCTUE HA BBOAVMOM HAKOHEUYHUKe (PrKcaTopa HanpaBniseT HUTK
K TKaHn (cm. cxemy 3). He ocTaBnsiiTe MpOCTpPaHCTBa MeXAy HUTAMU U durkcaTopoM. [pounsBeguTe
0CeBOe BbIpaBHUBaHWE UHCePTEPa NepreHAMKYNSPHO KOCTU B X04e BBeAeHUS. Y 0eanTech, UTO 0TBEpCTUe
Ha KOHLE (mkcaTopa HanpaBnseT HUTU K TKaHu (CM. cxemy 3). He ocTaBnsinTe NpocTpaHCTBa MexXay
HUTAMU 1 hKcaTopoMm. Mpn HaNMUMM 0TBEPCTUSA B KOCTU NPON3BEANTE 0CEBOE BbipaBHUBaHME MHCEpTepa
C OTBEPCTMEM B KOCTW.

8) Ecnu TpebyeTcs, NOATAHUTE HUTW.

9) Mcnonb3yiTe MOMAOTOK, UTOObl BBECTU HAaKOHEYHWMK (hMKcaTopa B KOCTHbI KaHan. J1erko ygapsinte no
NPOKCMMaNIbHOMY KOHLY MHCepTepa A0 Tex Mnop, NoKa fasepHas MeTKa Ha CTep>kHe 6/10KMpaTopa HUTU He
OKaXeTcs CYOKOPTUKaA/IbHO (CM. CXemy 4).

MpegocTepexxeHne! EcCnn BBOAMMBbIA HaKOHEYHMK SIKOPHOIO (PUKcaTopa He MPOHWKHET B KOCTb C
nepBoOro ygapa, npojenaiite oTBepcTUE B KOCTU B COOTBETCTBMU C MYHKTOM 3. VICNONb3ylTe HOBbI
hmKcaTop AN BBEAEHMS B KOCTHbIV KaHaul.

MpepocTepexeHne! Heobxoaumo cobnogaTb OCTOPOXKHOCTb U [JO/MKHbIM  00pa3oM COBMECTUTb
(bMKcaTop C KOCTHbIM KaHa/loM Mpu yaape MoAoTKoM. CreayeT m3beratb MpvMeHeHMe M36bITOYHOro
ycunus. He crmnbalite n He noBopaynBaiTe WMHCEpPTEP BO BPeMS WM MOC/e BBEAEHMUS, NOCKONbKY B TAKOM
c/lydae BO3MOXHbl HEMOJIHOe BBefeHWe (uKcaTopa WM ero MosioMKa. YCTaHOBKa MOrHyToro wm
NOBPEXAEHHOI0 (hrKcaTopa 3anpeLleHa.

MpepocTepexxeHue! HenonHoe BBefeHWe ukcaTopa W MNN0X0E COCTOAHWE KOCTU MOTYT MPUBECTU K
BbINafeHMo inKcaTopa.

10) Mpu BBeAEHUM SAKOPHOIO0 HaKOHeYHMKa (hrKcaTopa Ha TKaHb OyAeT okassaTbCs fjaBneHue. Ecnv B
OTAeNbHbIX CNyyasx NMoHagobuTcs AONONHUTENIbHOE AaB/ieHne, NOTAHUTE KOHLbl HUTE BPOBEHb C OCbHO
NHCcepTepa, NOAJEPXKMBAA NMPU 3TOM HUCXOASLLLee [aB/ieHMe Ha PYKOATKY. Ecinm Heobxo4umo HUTU MOryT
ObITb 3aKpersieHbl C MOMOLLbLIO CTOMOPHbIX CKO6 AN mkcaunn (cMm. cxemy 5).

MpepoctepexxeHne! He okasbiBaiiTe M30bITOYHOIO JaB/IEHUA HA HUTWU, T. K. 3TO MOXET MPUBECTU K UX
paspbiBy WAW M30LITOYHOMY HaTSHXKEHWO TKaHeil. Kpome Toro, M30bITOYHOE AaBfieHWE HUTEA MOXET
NPWBECTU K HEMO/THOMY BBEAEHWIO (hrKcaTopa Uy ero BbIMaLeHNIo.

M) Tpogomkana oOKasbiBaTb HUCXOAsLLEe [AaB/IEHWE Ha WHCEPTEP, BbICBOOOAUTE 6G/IOKMPATOP HUTWY,
noBopayumBas pyyky-cenektop (CM.Cxemy 6) Mo 4YacoBOW CTPesiKe, NokKa 6/10KMPaTop HUTU He OKaXeTCs
BPOBEHb C MOBEPXHOCTLIO KOCTU U/IN HUXKE Hee ( CM. CXeMY 7) U pyyKa-CeneKTop OCTaHOBUTCS.

12) BbicBOGOAUTE MHCEPTEP, MOBEPHYB KHOMKY NPOTUB YacoBOW CTPe/IKM MUHUMYM Ha LUeCTb 060pOTOB
(cm. cxemy 8).

13) Ecnn Ha 3TOM 3Tane nokasaHo M3B/eYeHMe urKcaTopa, NOBEPHUTE PYUKY-CENeKTop MPOTUB 4acoBOi
CTPEeNKW, 4Tobbl yaanuTb 6/10KAPATOP HUTU W MOTAHUTE 3a KOHLbl HUTEW, YTObbl yAasiMTb mkcaTop.
Ecnn dwmkcatop oTcoeAvHWUICA OT MHCepTepa WM eci UMeeTCs HeobX04MMOCTb CKOPPEKTUPOBATH
YCTAaHOBKY, BCTaBbTe WHCTPYMEHT A/ WU3B/eYeHWs (uKcaTopa M MNOBEPHUTE ero MNpoTMB 4acoBOW
CTPeNKW, 4Tobbl yAaUTb O/IOKMPATOP HUTK, a 3aTeM MNOTAHUTE 3a HUTW, 4YT0Obl YAA/IUTb SKOPHbIA
(hukcaTop.

14) Mepefn v3BMeYeHVEM MHCepTepa BbICBOOOANTE HUTU W3 CTOMNOPHbLIX CKO6. O6pexxbTe OcTaBLUMECH
CBOBOAHBLIMU KOHLbI HATW Y KOCTHOIO KaHana.

15) Mpw BBefeHWN 60siee 0AHOI0 aHKEePHOro (mkcartopa y6efmTech, YTO OHW HaXOAATCA Ha PacCTOAHUM
He MeHee 7 MM ApPYr OT Apyra, 1 noBTopuTe geinctensa 1-14.
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®uxcarop MultiFIX S ULTRA 5.5 mMm, ®axcatop MultiFIX S ULTRA 6.5 mm

NOAT'OTOBKA K IPHMEHEHHIO
Ilpeaocrepemenne. [lannnii ¢ukcatop nNpeAHasHAYCH M1 HCRNOMB3OBAHHA C HUTAMH @ # 2
MAGNUMWIRE, ULTRABRAID n ULTRATAPE. HcnonezoBahue APYroro WIOBHOTO MaTepuana

MOXET NOBAHATH HA HANICAKHOCTH (PHKCAIMH HIAC/HA H BHI3BATH €I0 HEHCTIPABHOCTD.
Ipenocrepexenne. Ecnu BeobxoaumMo, ACNOAL3YHTE TONBKO COBMECTHMBIC IMMILA ¥ MCTUHKH

s dopmupoBanua pe3plel B KOCTHOM KaHane.  Mcnonp3oBaHHME APYTHX BCIOMOTATEIBHBIX
HHCTPYMEHTOB MOXET MOXET HAPYLIHTH NPOLECC BBSACHNUA H/HIA YCTAHOBKY (PHRCATOPA.

Puc. 5

Puc. 8

Puc.10

1) MMpomeiiTe TKawb C C NOMOUIbIO NOAXOAALICH HUTH, HCTIONB3YS% NPOBOJHUK HHTH.
2) Bo BpeMs YCTAaHOBKHM PCKOMCHAYCTCE HCMONL3OBATH HanpaBHTenh ¢ oSTyparopom. Ilp BBEReHHH
HaOpaBHETEJIA B ONEPaHOHHYIO paHy pacnoarafite npope3b HapaBHTEA NAPAUICIBHO KPasM pa3lpesa.
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3) lepen nprMeneHnem NPOBEANTE OLUEHKY Ka4eCTsa KOCTHON TKaHK naupenta. Ecnu, no Muexmnio spaya,
KOCTh AB/IAETCA JAOCTATOUHO TBepAol, nepen ycraHobkod ¢uxcatopa npoaenaliTe OTBEPCTHE B KOCTH
ucnonbays umno (OM-9220) ¢ xonnuecxoil ronoskolf. Koctoe oTeepetne Tpebyerca Taxke B cnyvae,
ecni ukcarop (WMNIAHT) HeOOGXOAMMO PacNONOMHTL NOA YIIOM, HE NCPNEHARKYAAPHO NOBEPXHOCTH
KOCTH. BBozmTe muno xo Tex nop, noka OTMETKa B 25 MM He OKRKETCA BPOBEHD ¢ NIOBEPXHOCTRIO KOCTH.
IIpeaocTepemenne! IIpamuMalite Mephl Bo H30exaHHe HEAOCTATOYHON I'TyOMHB OTBEPCTHA B KOCTH.
Hannexainas rnyOusia OTBEPCTHS AOCTHIACTCA B TOM CHIyuYae, CCH WHAO ¢ AuameTpoM 4,5 MM BBOAUTCS
O MeTKH 15 MM,

4) [poaensTe KOKUL!I HATEH Ycpe3 NPOBONOMHYIO NETMO. YOCARTECH, WTO B NET/AI0 MPOACTO HE MEHee
3 CM KOXAO0ro U3 KOHLOB HUTH (CM. prc. 1).

Ilpumeaanne. M3nenne npennasHayeno ans Hcrmoan3opaHus ¢ 4 xoHuaMu Hured Ultrabraid, nan 4
xoruaMn nentsl ULTRATAPE, nnu MakcHMantbHBIM 06BheMOM H3 2 KOHLIOB HUTH ¥ 2 KOHLIOB JICHTHI
ULTRATAPE.

Ipumevanne. OGbeM IMOBHOrO MaTepHana, BMEIUIAEMOTO BTOPO# netnel, 3aBHCHT OT 00beMa IIOBHOTO
MaTepuana, paxee MpOAETOro yepes mepsyio newmo. Ecim B nepsoft netne HaXoaaTcs 2 MM MEHblie
KOHLIOB HHTeil, He npoaesaiiTe yepes pTopyio nemno 6osbme 2 konuos Hure. Ecn B nepsoit netne yxe
HaXomATCs 2 KOHIIR NEKTHI, He Mpo/AcBaiTe uepe3 BTOPYIO NeTno Gosbiie 2 KOHUOB JICHT HIH 2 KOKLOB
HuTelt. O6umil obbeM mMoOBHOrO Marepuana, npoieToro ucpes ofie nNeTM, HE AODKEH NMpeBuWarTs 4
KOHIIOB HUTEH, 4 KOHIIOB ICHT HAW 2 KOHLIOB JICHT H 2 KOHLIOB HUTEH.

5) Yro6wl npoaerh HHYH uyepe3 (HKCATOP, OTTAHHTE 3arpy3vHK IIOBHOIO MaTepHana KBepXxy B
NoNepeyHOM HaNpaBRieHHH (HOR00HO NOAOKEHHIO NPHNA NPH BEHIONHCHHH HHBEKIMH) (CM. pHC. 2) oT
CTEpXHA H K PYKOSTKe (uxcaTopa noa yrnoM npaGausurensso 45°. Mssnexnrte 3arpy34HK LOBHOrO
MaTepHaia [oc/e Toro, Kak HHTH MpoRAyT yepes Ppuxcatop.
6) Ynepxusas cBoGonnbie xoHIb HATEH, npoaBHraliTe PukcaTop MMGO YPeCKOKHO, MHGO Yepes KAHIONO
K NMOBEPXHOCTH KOCTH. 3ararusalite ocnaleHHy10 HHTH, MOATATHBAA ¢¢ KOHUM A0 T€X NOPp, NOKa MIOB
MEXAY TKaHbIO M KOCTHIO He OyAeT ueTko mpocMaTpHBaThes. YOeaHTeCh, 4TO HATH He 00epHYTHI BOKpYT
u3aesmn. Ecnu oGepryTHt, H3BNEKATE H3ACMHE H NOBTOPHTE AaHHLIN 3Tan.
7) TlomecTure HakOHCWHMK (pHKcaTtopa B HeoOXxoAHMoOe MONOXKCHHE JarepanbHee MecTa ¢UKcauun
TKaHeH. YGeaurech, 4T0 OTBEPCTHE HA BBBOAHMMOM HAKOHEHWHHKE (PHXCATOpA HANDABNAECT HHTH K TKAHH.
He orasnsiite npoctpancrBa Mexkxy HHTAMH W ¢uxcaropom. [Ipousseaure oceBoe BHIPABHHBAHHE
HHCEPTEPA NEPNCHAMKYMAPHO KOCTH B XOAC BBeACHHA. YOeanTech, YTO OTBEPCTHE Ha KOHuE ¢ukcaTropa
HaNMpaBNAeT HATH K TKAHH (CM. prC. 4). He ocrasnsiiTe NpocTpaHCcTBa MEXAY HHTAMH B PHKCATOPOM.
Tlpy HaNMMuMH OTBEPCTHA B KOCTH MPOH3BEAHTE OCCBOE BLIPABHHBAHNE HHCEPTEPA ¢ OTBEPCTHEM B KOCTH.
8) Ecu Tpebyerca, noATAHMTE HHTH.
9) Hcnonesylite MONOTOK, MTOOK BBECTH HAKOHCYHHK AKOPHOro ukcaTopa B KOCTHHIA Kanan. Jlerko
yIaapsiiTe no NpOKCHMATLHOMY KORIlY MHCEpTepa A0 TeX NOp, MOKa JascpHas METKAa Ha CTCpXKHE HE
OKAXETCA CYOKOPTHKANBHO (CM. PHC. 5).
Ipenocrepemenne! Ecnm BBOAUMLIA HAKOHEMHMK AKOPHOIO (pHKCaTOpa HEe NMPOHHKHET B KOCTh C
NepBOro yzapa, mpogenalite OTBEPCTHE B KOCTH B COOTBETCTBHHU ¢ MyHKToM 3. Hcnoabsylire Hosbul
¢uxcarop A BBCACHHS B KOCTHBIN Kanan.
Mpenocrepexenne! HeoGxoaumo colmoaaTh OCTOPOXKHOCTE H JONKHBIM 00pa3’oM COBMECTHTHL
¢$uxcaTop ¢ KOCTHHIM KAHANOM NpH yaape MonoTkoM. Ciaexyer n3berate npHMeReHHe W3GHITOMHOro
ycnmma. He crubatite u e noBopauusalite WHceprep 8O BpeMs WM NOCNAE BBCACHHA, NOCKONLKY B TAKOM
CHy4ae BO3MOXHBI HeNONHOEe BBCACHMC (MKCATOpPa WIM €I0 MONOMKA. YCTAHOBKa MOTHYTOr0 WIH
NOBPEXACHHOrO PUKCATOPA 3anpeLieHa.
Ipenocrepexenne! Henoaroe BeeacHue QukcaTopa HIH IUIOXOE COCTOSHHE KOCTH MOTYT NPHBECTH K
BbINANCHUIO PuxcaTopa.
10) Ipn BBEACHHH RKOPHOrO HAKOHEUHMKA (GMKCATOPA Ha TKaHb Oyaer oxa3BaTheR AamneHue. Ecnu B
OTAENBHBIX CIYYaAX NOHANOOHTCE ROMONMHTEALHOE JABACHHE, MOTAHUTE KOKLLI HHTEH BPOBEHb € OCHIO
MHCEPTEPa, NOMACPKHBAA NIPH ITOM HUCXOMALICE JaRNEHAC Ha PYKOATKY. Ecin HeobXxoanMo uuti MoryT
OBITh 38KPEIUICHB ¢ IOMOMIBIO CTONOPHLIX Ckob Ana dpakcauuy (CM. puc. 7).
IIpeaocrepexenne! He oxasbipaliTe H3OLITOUHONO AABACHHA HA HHTH, 7. K. ITO MOXCT NMPHBECTH K MX
pa3phiBy HIH H30BITOYHOMY HaTsXeRHIo TkaHelt. KpoMe Toro, H3OMWTOUHOE JaB/iCHHE HHTEH MOXeT
NPHBECTH K HEMOMHOMY BBEACHUIO PUKCATOPA HIH €TO BLMAACHHIO.
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11) Ilpogomkas Oxa3mBaTh HHCXOIAllee JARNCHHE HA HMHCEpTep, BHICBOOOANTE OnoKMpaTop HUTH,
noBOpauHBad pyuKy-cesexrop (cM.pHc. 8) no wacosolt cTpenxe, moxa OGROKHPATOP HUTH HE OKAXKETCH
BPOBEHD C IIOBEPXHOCTHIO KOCTH KA HHXE Hee (CM. PHC. 9) H pyuKa-CEeICKTOp OCTAHOBHTCS.

12) BriceoGoavre HHCEpTEp, NOBEPRYB KHONKY NPOTHB 9acoBOll CTpeIKY MEHHMYM Ha IMecTh 000poTOB
{cM, puc. 10).

13) Ecnu Ha 310M 3TANE MoKA3aHO H3BCUCHHE PUKCATOPA, NOBCPHATE PYUKY-CENIEKTOP IPOTHB 4acoBOH
CTPeNIKH, YTo0B YAANHTHL GNOKHPATOp HUTH M MOTAHUTE 38 XOHUM Hurel, yTo6n yAanute Quxcarop.
Ecnn ¢ukcarop OTCOCHMHWICA OT MHCEpTEpa RIHA €CIH HMeeTcA HeoOXOAHMOCTD CKOPPEKTHPOBATH
YCTAHOBKY, BCTABBTE HHCTPYMCHT JUIS W3BNCYCHHA (QHKCATOpE M MOBCPHHTE €ro MpPOTHB 4acoBOH
CTPEJIKH, YTOOBl YAANHTHL ONOKHpaTOp HHTH, a 3aTéM MOTAHUTC 3@ HHTH, YTOOB YORTHTH SKOPHBIH
¢uxcarop.

14) Tlepen usBneueHHeM HHCEpTepa BHICBOGOAMTE HMUTH H3 CTONOpHLIX Ck00. OOpexbTe OCTaBIHECH
cBOOOAHBIMM KORIB HUTH Y KOCTHOIO KaHaja.

15) Ilpu BBenennu Gonee oanHoro aHkepHoro ukcaropa ySeaurech, 4T0 OHH HAXOAATCA HAa PacCTOSHUH
HEe M€Hee 7 MM JIpYT OT ApYTd, H nosropuTe Aelicreua 1-14.

®axcatop SPEEDLOCK
NOATrOTOBKA K IPHMEHEHHIO

Ipeaocrepexenne. Mcnomssylite Tonesko uutH #2 MAGNUMWIRE. Ucnonp3osasue Apyrux Hutei
MOXKET NOBIHATH HA HAAEKHOCTH DHKCALMH K3ACNHA ¥ BAI3BATH IO HEHCIIPABHOCTD.

Cxewma 1 (Prc. 1-6)

Cxema 4 (Puc. 12)
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1. 3athukenpyiTe TKaHu, ucnonbdysa HuTM MAGNUMWIRE #2. Y6egmtecb B TOM, UTO 06a KOHUA HUTU
O[IJVHAKOBOW A/NHBI.

2. BcTaBbTe HanpaBuTeNb CBepfia 1 06TypaTop B MeCTO MpPeanosiaraeMoro KOCTHOro KaHasna.

3. N3BnekuTe 06TypaTop 1 NPOCBEP/IMTE YHaCTOK KOCTU, UCMO/b3ys COBMeCTMMOe CBepsio 3,0MMm.
MpepocTepexxeHne! HeobxXoAMMO MOCTOAHHOE BHUMaHWE BO M30eXaHWe MOoSlyyYeHUs  CAIULLKOM
rny6oKoro Mam CAMLIKOM KOPOTKOI0 KOCTHOro KaHasna. IMpocBepsivBaniTe KaHasl, NokKa NpoKCMMasibHbIN
Kpali 0OTMETKM INy6MHbI CBEp/ia He OKaXKETCS MOMIHOCTLI0 NOJ, KOPTUKA/IbHBIM C/T0EM KOCTW.

4. Ncnonb3ayiite HanpasuTenb PATHFINDER ansa o6ecneyeHns BblpaBHMBaHMA UKcaTopa C KOCTHbIM
KaHa/10M.

5. UTobbl NpojeTe HUTKU 4epe3 (UKcaTop, OTTAHWUTE 3arpy3ynMK LUOBHOMO MaTepuasnia KBEPXY B
nornepevyHoOM HanpasfieHUN (NOJO6HO MOIOXKEHUIO LWINPpULUA MPU BbINOTHEHNUN UHBEKLUUN) (CM. CXeMy 2)
OT CTEPXHA K PYKOATKE Mo YrnoM npuénusutesibHoO 45 rpagycoB. V3BnekuTe 3arpy3ymk LLOBHOIMO
mMaTepuasnia nocse Toro, Kak HAT NPoONAyT Yepes hmKcaTop.

6. YgepxuBasi CBOOGOAHblE KOHLbl HWUTW, NPOABUraiTe 3arnpaB/fieHHbIA SIKOPHbIA (ukcaTop mbo
UpPe3KOXKHO, MO0 Yepe3 KaHHM0 K MOBEPXHOCTU KOCTU. 3aTArnBainTe HATb, NOATAMMBas ee KOHUbI 4O TeX
nop, MoKa LIOB MeXJy TKaHbl M KOCTbH He OyAeT YeTKO BM3yasIM3npoBaH. Y6eaunTecb, YTO HUTb He
3aKpy4eHa BOKpYT (hmkcatopa. Ecnn 3akpyyeHa, U3B/eKMUTEe (PUKCaTop U NOBTOPUTE AaHHbIN aTan.

7. NomecTuUTe SAKOPHbIM (MKcaTop B HEOOXOAMMOE MOIOXKEHWe naTepasibHee MecTa (UKCaUUN MATKUX
TKaHell. Y6eanTecb, UTO OTBEPCTBME HA SIKOPHOM (huKcaTope HanpaBnsieT HUTb B CTOPOHY TKaHen (cwm.
cxemy 3). He ocTansiite npocTpaHCTBa MeXAy HUTbIO UK (ukcatopom. [MponssegmuTe o0ceBoe
BblpaBHMBaHME LIAaxTbl WHCepTepa MeprneHAUKYNAPHO KOCTW. [Ipu  Ha/MumMyM  KOCTHOrO KaHana
npov3BeanTe 0CEBOE BbipaBHMBAHWE LLAXTbl MHCEPTEPA C OTBEPCTMEM B KOCTM.

8. 3aTsHUTe HUTb, NOATATMBasA ee KOHUbI.

9. Wcnonb3yliTe MOMOTOK [NS BBefeHWS SIKOPHOro umkcaTopa B KOCTb.  Jlerko ygapsinTe no
NPOKCUMa/IbHOMY KOHLY WHCcepTepa [0 TexX [Mop, MOKa fasepHas MeTKa Ha CTepXXHe WuHcepTepa He
OKaXKETCS CyOKOPTUKANIbHO (CM. CXemy 4).

MpepocTepexeHne! ECnnM AKOPHbIM (DMKCATOP He MPOHMKHET B KOCTb C MEPBOro yaapa, NpopenanTe
KaHan B KOCTM B COOTBETCTBMMU C NMYHKTOM 3. VICMoNb3yniTe HOBbIA (PMKcaTop ANS BBEAEHWS B KOCTHbI
KaHa.

MpepocTepexeHne! Heobxoanmo cobnoaaTb OCTOPOXKHOCTb M A0/MKHbIM 06pa30M COBMECTUTb SIKOPHbIIA
(bMKCaTop M MHCEPTEP C KOCTHbIM KaHa/loM npu yaape MosoTKom. CnefyeT msberaTb M36bITOMHOMO
BBedeHUs. He crubalite v He nosBopaumBaliTe MHCEPTEP BO BPEMS WM MOC/e BBELEHWS, NOCKOSIbKY B
TakoM C/lydae BO3MOXHbI HEMOJIHOE BBefeHMe (hrKcaTopa WM ero nosioMKa. YCcTaHoBKa NMOrHyToro uam
NOBpPeXAeHHOro hukcaTopa 3anpeLleHa.

MpepocTtepexeHne! HenonHoe BBefeHWE (hukcaTopa WaM MNJI0X0e COCTOAHME KOCTM MOTYT MPUBECTU K
BbINaZieH1Io hrKcaTopa.

10. Mpwu BBegeHMW (MKcaTopa Ha TKaHb OyAeT OKasblBaTbCA AaBfieHWe. Ecnn B OTAeNbHbIX ciydaax
NnoHagoobuTca [ONOMHUTENbHOE [aB/ieHWe, MNOTAHUTE KOHLUbl HWUTEA BPOBEHb C OCbKD WHCEPTepa,
Nnoafep>xmBast NMpu 3TOM HUCXOASLLee AaBfieHMEe Ha WHcepTep. Ecnn HeobXo4MMO, HUTb MOXET ObITb
3aKpersieHa ¢ MOMOLLbIO CTOMOPHbIX CKO6 ANns ukcaunun.

MpepocTepexxeHne! OTAeNbHOE HATSHXKEHUE KOHLOB HUTEN MOXET MPMBECTM K U3BMEYEHUIO (huKcaTopa
N3 KOCTHOrO KaHasia. Ecivm aTo Nnpon3oLwuno, nepes HaTshKeHeM CriefyoLLEro LWBa nNpoaBuraiite SKOpHbIi
(bMKcaTop L0 Tex Mop, NoKa fasepHas MeTKa Ha CTEPXXHE MHCepPTepa He pacnosioXuTCs CyOKOPTUKaIbHO.
MpepocTepexeHne! He okasbTaiTe M30bITOYHOrO JABMIEHUSA HA HUTK, T. K. 3TO MOXeT MPUBECTU K MX
paspbIiBy UNN BbITArMBaHUIO TKaHW. Kpome Toro, u36bITOUHOE HaTSXKEHWE HUTU MOXET MNPUBECTU K
HenosIHOMY BBEJEHMIO UMMNIaHTaTa Uam ero BbINageHuIo.

. TMpogo/mkass oKasbiBaTb HUCXOAsLLEe [AaB/IeHVWE Ha WHCePTep, BbICBOOOAMTE O/IOKMPATOP HUTW,
nosopaymBas pyyky-cesneKTop (CM. cxemy 4) no 4acoBoOl CTpesiKe, Noka 6/10KMpaTop HUTU He OKaXeTcs
BPOBEHb C NMOBEPXHOCTHIO KOCTU UM HKE HEE U PYyYKa-CeNieKTop He OCTaHOBUTCA.

12. BbIcBO60OAUTE NHCEPTEP, NOBEPHYB KHOMKY MPOTMB 4acoBOW CTPeSIKM MUHUMYM Ha LWeCTb 060p0TOB.
13. Ecnm Ha 3TOM 3Tane nokasaHo M3B/iedeHne (hrKcaTopa, NOBEPHUTE PYUKY-CEIeKTOP NPOTUB 4acoBOi
CTPesiKK, YT0bbl BEPHYTb B MepPBOHAYa/IbHOE MOJIOXKEHME 6/IOKMPATOP HUTU U MOTAHUTE 3@ KOHLbI HUTW,
yTtoObl YyAaNUTL (ukcaTtop. Ecnv  dukcaTop OTCOEAMHW/ICA OT WHCepTepa WU eCNM MMeeTcs
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HeOOXOAMMOCTD MOC/ICONCPAMOBHONO PEMOHTA, BCTABLTE HHCTPYMEHT A H3BRCUEHHS (PHKCATOpa K
NOBEPHATE €ro NPOTHB YacoBOlt CTPE/KH, YTOOH YRANUTL ONOKMPATOp HHTH, & 328TeN MOTAHHTE 3a HUTH,
9TO0H! YAIKTD caM SXOpHLIH dhuKcaTop.

14. Tlepen m3BeveHHEM PYKOSTKH BLICBOOOJHMTE HHTH H3 CTONOPHBIX ¢K0O. OOpexbre ocTaBlIHecs
CcBOCOAHBIMK KOHIIBI HHTeH y KOCTHOTO KaHaa.

15. Ipu peetennu Gonee 0AHOTO aHKepROro guxcaTopa ybemurech, YT0 OHH HAXOAATCA HA PACCTOAHHH
HE McHee 7 MM ApYT OT ZipyTa, M NOBTOpuTE AeifcTeus 1-14.

®uxcarop Q-Fix 1.8 Mm ¢ 1 antsie MAGNUMWIRE #2 (6eno-roxy6as) |
®naxcarop Q-Fix 2.8 mm ¢ 2 nuramu MAGNUMWIRE #2 (6eno-aepuan 8 6eno-roaybas) |

IOAroTOBKA K TPHMEHEHHIO

Ocropoxno. Hcnoansylite TONBKO COBMECTHMBIE CBEpAa, NpeAHASHAYCHHBIC MY HCNOML30BAHHA C |
NaHHBIMA QuKcaropaMu. HcnonbloBanue APYTUX CBepen NOCTABHMT MO Yrpo3y HANEXHOCTb YCTAaHOBKH |
puKkcarTopa.

Ocropoxno. Hcnonesyiite TONRKO MHOTOpa3oBoe WIMAO, NpEAHA3HAYECHHOE [UIA MCMOMB30OBAKHA C
naHAbMP Puxcaropamu. Henonb3oranne ApyTHX IWIBEB MOXET NOMEIIATL HALVIEKALIEMY BREACHUIO H

{nm) ycranoskn dukcaropa.

Cxema 1 (Puc. 1-2)

|
|
52
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Cxema 5 (Puc. 8-9)

1) Hcnons3ysa CTaHAApTHYIO XHPYPrHYECKYIO TEXHHKY, OOHaXKATE KOCTH B JKENACMOM MECTe BBEACHHN
¢uxcaropa.
2) TlpucoenuHuTe XBOCTOBHK CBEpJia COOTBETCTBYIOWIEro pasMepa K NATpPOHY Apenu. YGeaurech, 4TO
3aKaly CBEP/IO B NaTpoHE He Aanbilie rpaHett Ha MPOKCHMANLHOM KOHIE CBEpIA.
3) Pacnonoxnre HampaBHTENb CBCpAa ¢ OOTYPATOPOM HANpPOTHB MOBEPXHOCTH KOCTH B JKENAEMOM
nonoxeHuH (CM. pucyHkH, nudpa 1), sarem yaanure o6Typarop (cM. pucyRxe, mudpa 2).
Ocropoxno. He nurraittech npogasuTs HanmpaBHTENb CBepia BHYTpL KocTH. Ilpu 3toM Moxer
MPOH30MTE MOBPEKICHHE KOPTHKANRLHOR NOBEPXHOCTH KOCTH H CHHXCHHE QHKCHPYIOWIEH ¢nOCOOHOCTH
MMIUIAHTATA.
4) BerabbTe CBEP/IO B HAMpPaBHTENb CBEPNA H PAcCBEPIMTE KOCTHHI Karau. OcymecTBiniiTe cBEpNeHue
0 TeX TIOP,
MOKa BRICTYN CBEPJIA HE JOCTHIHET HAKHETO KOHLA HAIpaBHTENA CBepla (OrpaHHdIHMTeNsb CBepia) (cM.
pHCYEKH, udpa 3). AnbrepHaTHBHEHE cnocob: BCTaBRTE MO B HANPABHTEAL M HANABIHBANTE LIHMIO
Bliepel IO TeX MOp, NOKAa AHCTAILHAA KPOMK2 DPYKOSTKH HE OKAaXeTci BPOBEHL € NPOKCHMANbHOM
KpOMKoif HanpaBuTens (cM. pacyHkH, nadpa 4).
Ocropoxno. 3anpemaercs HCNONL30BaTL CBEpNO HWnM mmno Gez HanpaeMTens Bo H30exaHHe
HOBPCKACHUA MOBEPXHOCTH KOCTH.
Ocroposxno. HeoOxomuMoe mpoABIATE OCTOPOXKHOCTL Be H3bexaHnHe MONydeHHd CHHIIKOM rayGoxoro
MM CIIHIIKOM MEKOTO0 KOCTHOro KaHana. Jns sroro obsarensuo paccBepiampalite KaHanm Oo Tex mop,
MOKa BEICTYN CBEpJIa HE JOCTHTHET RM)KHEI0 KOHIZ HampaBHTeJI cpepna. [Ipu @cnons3oBaHMM mMna
ybemuTech, MTO €r0  PYKOATKA HAXOOHUTCA BPOBEHL C MNPOKCHMANbHON KpoMKOM HanpasuTenA.
HeoOxonaMo ciemuTs 3a TeM, ITO0OB HE CMEILATH HANpaBHTENb BHYTPb KOCTH, NOCKOABKY 3TO MOXET
ocnabuTh CHITY PUKCAITHM HMILIAHTATA.
Ocropoxno. YOemarech, IT0 KOCTHBI KAHAK OYHLICH OT KOCTHOH CTPYXKKH, BBOAA H H3BJIEKas CBEpIO
A0 TEX NOP, MOKa MOCIE HIBMEHEHHA e¢ Xenobku He OYAYT BU3YANbHO YHCTHIMH, 6€3 OCTATKOB KOCTHOH
TKaHA. Henocrarounas ouMcTka KOCTHOrO KaHana MOXET OCNOXKHHTb BBEACHHE (pHKcaTopa, YT0 MOXKET
ocnalbuTh CHITY (PHKCAUHA HMILIaHTATA,
5) Yaanute cpepno unu muno. Yrobhl NOATBEPAMTE HANpaBCHHE H TIYOHHY KOCTHOTO KAaHANa, MOXHO
uenons3opath 06Typarop PATHFINDER.
Ocropoxno. He nurrafiteck BecTd PuxcTop B KOCTh, He CO3/1aB NPEABAPHTEILHO KOCTHBI KaHAN.
6) Ilposenure duxcarop Q-FIX no HanpaB#Temo cBepiia B KOCTHREIH kxaHal (CM. pHCYHKH, WH}pa 5).
YGeanuTecs, 910
waxTa GHKCATOpa NONHOCTHIO BXOAHT B HANPABATEAbL CBEPJIA MOCPSACTBOM PA3BEPTHIBAHHA AKOPHOIO
¢uxcaropa (cM. pucynku, undpa 6). Jlng 21oro fepxuTe HaNPaBHTENL CBEP/a H PYKOATKY BMECTe OfHO#M!
PYKOH# WIH NpuKiagbiBaiiTe HaBNeHHE N0 HAMPABICHHIO BHH3 JUIS COXpPaHEHHS HX CHEN/ICHHS BO BpeMA
BBeAcHHA. KpoMe Toro, oGecneunsaliTe MoCTOAHHOE BLIDABHHBAHHE HAIPABHTE/IA CBCPA OTHOCHTENBHO
KOCTHOTO KaHAQJa BO BpeMsA BBEACHHA UMILTAHTATA,
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Ocropoxno. He npuxnaaumsailite ypesmepHbix ycunuit U He pOualite MHceprep B XOCTHBI# Kanan,
NOCKONBKY 2TO MOMXCT NPHBCCTH X MOBPEXACHHIO MHCepTepa/PuxcaTopa WiIH K TPABMHPOBAHHIO
nanuenta. ECIH npn BBEACHUH NOABIAETCE COMPOTHBIEHHE, NOBEPHHTE PYKOATKY MO YacOBOH cTpenke,
NPH TOM NMPHACPRKUBAA HANPaBHTENb Chepaa. ECnu conpoTHRACHHE HE HCUE3ACT, HIBNCKHTE HHCEPTED H
PACCBEPIHTE HMCIOLIEHCH KOCTHRIN KaHaN.
Ocropoxno. OcTopoxno coBMemalite prKcarop H HHCEpPTEp C KOCTHHIM KaHANOM BO BPEMSA BBEICHHA.
UroObl NOATBCPAHTL HANPABICHHE MW THYOHRY KOCTHOTO KaHAA, MOXKHO HCNOJNB30BAaTH o0TYpaTop
PATHFINDER. He cruGalfre u He XpyTHTE HHCEPTCP BO BpEeMs BBEACHHA, NMOCKOJbKY 3T0 MOXET
NPHBECTH K TOBPEXACHHIO QHKCATOpa WIH HENOJHOMY BBeAcHKIO. He npumensiiTe COrHYTHIN WM
noBpexXAcHHLIH ukcaTop.
Ocropoano. Y6enurech, 4T0 HMIUIAHT NONHOCTBIO BBeAeH B KOCTHHIN kanan. Henonuoe BeeneHue wim
HEYAOBACTBOPHTENLHOE KAYECTBO KOCTHON TKaHH MOXCT NPHUBECTH K OTTOPXEHHIO dHKcaTopa.
7) TloBepunte no 4acoBoH CTpeNiKe PYuKY-CENEKTOp, PacloONOMEHHYIO Ha TPOKCHMATBHOM KOHIE
PYXOsTKH ¢puxcaTopa, yroGHl pasBepHyTh uKkcaTop (cM. pHcyHkH, udpa 7). [lopopauusaiite pyuKy Ro
ynopa, noka Kpenexx HUTell Re NoABHTCA Ha MPOKCHMAILHOM KOHLIC PYKOATKH (CM. PHCYRKH, uudpa 8).
8) JlocranbTe HUTH W3 Kpenexa (CM. pUCYHXH, udpa 9) B yaanuTe HHCEpTEp U TPYOKY HaNmpaBHTENs
csepna. IToTanuTe KOHUL HUTH Ha cebg, YyTOOK obecneunTh GUKCANHIO HMNNAHTE B KOCTHOM KaHase.
9) ITpu BBeAeHUY Gonce OAHOrO aHKEPHOTo PuKCaTOpa YOeAHTECH, YTO OHX HAXOAATCA HA PACCTOAHHH HE
MeHee 7 MM ApYT OT ApYra, 1 NOBTOpHTE AckicTeua 1-9.
|
]

b

BapnanTh! HCDOTHEHHS
®nxcatop MultiFIX P 4.5 MM
®uxcarop MultiFIX § 5.5 mm
®uxcarop MultiFIX § 6.5 mm
®ukcarop MultiFIX S ULTRA 5.5 MM
®uxcarop MultiFIX § ULTRA 6.5 MM
duxcarop Q-Fix 1.8 MM ¢ | uathio MAGNUMWIRE #2 (6eno-rony6asn) |

Quxcarop Q-Fix 2.8 MM ¢ 2 Hnramu MAGNUMWIRE #2 (Geno-uepHaa u Geno-rony6Gas) |
®ukcarop SPEEDLOCK

NN S BN -

8. Bo3moxnOCTD M c0cO0bI HHTETPHPOBAHHSR € APYTHME MEAHIHHCKHEME HIACAHIMH

Pukcarop MultiFIX S ULTRA 5.5 MM, 6.5 mm 5 @uxcarop MultiFIX S 5.5 mm, 6.5 mm
®ukcarop MultiFIX S ULTRA coemectum Tonbko ¢ HuraMn MAGNUMWIRE#2, Hcnons3oBanre
APYTHX RHTeH MOMET MOBIHATH HA HANCKHOCTD PHUKCAUNHH HIAESNUR H BLI3BATH Cr0 HEHCNPABHOCTD.

®uxcaTop MultiFIX P 4.5 mm

Hasusit PHkcaTOp npeaHasHaueH MNA HCNOMB30BAHKA CO CBEpNOM AxameTpoM 3,0 MM HiIH ¢ WwuaoM 3.4
MM ana MULTIFIX P. Hcnons3opanme ApYr#X HHCTPYMCHTOB MOXCT HapyLIUTh NPOLECC BBEACHHS
HW/HNH QEKCALIMH HMIIAHTATA.

®uxcarop Q-Fix 1.8 mMm ¢ 1 aureio MAGNUMWIRE #2 (6eno-ronybasn)

Puxcarop Q-Fix 2.8 mm ¢ 2 uurama MAGNUMWIRE #2 (Geno-aepuas n Geao-roayban)
®uxcatop SPEEDLOCK

VxkasaHHbC PHKCATOPH NPHMEHAIOTCE COBMECTHO ¢ 00TyparopoM PathFinder.

9. MaTepHanny, H3 KOTOPHLIX HITOTOB/NCHO MEIHUNHCKOE HINEAHE HIH 70 OCHOBHbIE YACTH,

GnocoBMecTEMOCTD
9.1_Mavepusini, #3 KOTOPbIX NITOTOBAENO MEANUNHCKOE HIIEANE WIH 670 OCHOBHDLIC YSCTH
|  Haumenomanwe wanenua mnn | Marepuans, |
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JeTanm
1.dukcatop MultiFIX P 4.5 Mv Metna: Hepxaserowwas crasb 302
LLlaxTa : Hepxkagerowas ctasib 316
CrepxxeHb: HepxaBetoLLias ctanb 304
dukcartop, 6nokupaTop HUTK: MoNN3PUPIHNPKETOH
3arpysyuK LWOBHOro mMatepuana: HelinoH
PykosiTKa (HWKHAS 1 BEPXHASA vacTb): [MNonmkap6oHat
Pyuka-cenekTop: lNonvkap6oHaTt
BuHTLI: HepxaBetoLLigsa ctasib 18-8
3aKUM pyKoATKK: MonmkapboHat
CoeanHNTeNbHbIN WTUADT : Hepxkagetowasn cTanb SAE 30302/30304
KynaukoBblii ynop: Monvkap6oHaT
3akuM WwaxTbl: HepxxageroLwas crasib 301
2.®ukcatop MuUltiFIX S 5.5 mm Metna : HepxasetoLLasa ctans 302
dukcatop MultiFIX S 6.5 Mm LLlaxTa: HepasetoLas ctanb 17-4 PH
CrepxkeHb: HepxkaBetoLas ctasb 304
dukcartop, 6okmpaTop HATK, pesbba: MomadmpathpKeToH
3arpysunK LLIOBHOro maTepuana : HelAnoH
PykoATKa (BEpXHAA M HWKHARA YacTb): MonmkapboHaT
Pyuka-cenekTtop: [Monvkap6oHat
BuHTLI: HepxasetoLias ctasib 18-8
3axmM WwaxTbl: HenoH
KHonka: ABC-niactuk
MoBOPOTHbLI MexaHn3m; ABC-niacTuK
CoeguHUTeNbHbIA WTUGT: Hepxasetowas ctanb 18-8
3.®ukcatop MultiFIX S ULTRA  TMeTnsa: Hepxagetowwas ctasb 302
5.5 Mm LlaxTa: HepxasetoLLiaa ctanb 17-4 PH
CrepxeHb: HepxxagetoLas ctaib 304
®uikcatop MultiFIX S ULTRA duKcaTop, 610KMPaTOP HATK, pesbba : MomMatrpPaUPKETOH
6.5 Mm 3arpysuuK LLOBHOro matepuana: HeiiioH
PykosiTKa (BEPXHSA U HWKHSAA YacTb): [MonnkapboHaTt
Pyuka-cenekTop: lNonvkap6oHat
BuHTbI: Hepxkasetowas ctasb 18-8
3aKnM WwaxTbl: HeiinoH
KHonka: ABC-nnactuk
MoBOPOTHBIN MexaHn3m: ABC-nniacTuk
CoefMHUTENbHbIN WTUGT; HepxasetoLLas ctanb 18-8

4.dunkcarop Q-Fix 1.8 mmc 1 Tonctaa HUTL: lNneTeHass HATb U3 MonMaTUNeHTepedhTaIaTa

HUTEIO MAGNUMWIRE #2 Beno-rony6as HUTb (HATb 1): CBEPXBbLICOKOMOMEKYNAPHbIVA MOANITUIEH MEANLIMHCKUIA

(6eno-ronybas) Beno-yepHasa HATb (HUTB 2): CBEPXBLICOKOMOJIEKY/IIPHBIN MOMMSTUIEH MEANLMHCKUIA
PykosiTKa (BEPXHSAS N HWKHSASA YacTb): MonvkapboHaTt

®uikecatop Q-Fix 2.8 MM ¢ 2 DUKCUPYIOLLLAs YacTb PYKOATKM: Monmkap6oHaT

HUTSIMM MAGNUMWIRE #2 CTrepxeHb: HepxasetoLLias cTanb 304

(6eno-yepHasi v Geno-ronytasi) BWHTBLI: HepxasetoLas cTab 18-8

3axkum waxTbl; Hepxasetowwas ctanb 301 wimn 304
3axmMM pykoaTKu: Monnkap6oHaT
OrpaHununTenb yennna: ABC-nnactmk
BapabaH: NMonvkap6oHaTt
XpanoBblii 3amMOK: HeinoH
Ponnk KpyTawmiics: Monmkap6oHaT
5. dukcatop SPEEDLOCK dukcatop: NonMathpaPUPKETOH
LLlaxTa: HepxasetoLas ctasnb 304
PyKosiTKa (BEpXHSIS1 M HMXKHSIS 4aCTb): MONMKapooHaT
Pyuka-cenekTop: lNonkapboHat
CrepxxeHb: HepyasetoLiasa ctasib 302 Wim Hepykasetowas ctanb 304
MpoBonoka: Hepxasetowana crasib 304
JductanibHoe Konbuo: Hepxkaserowwas ctasb 302 Wi HepykasetoLlas ctasib 316
BuHTLI: Heprkasetowwasn ctanb 18-8
CTepxxeHb (TonkaTtenb): Hepxasetowas ctanb 316
CTeprxeHb (cpesatesib): Hepkasetolas ctanb 316
3akmm waxTol : MNMonamng
KHonka: MonnkapboHat
Katywka: MonvkapboHaT
3arnywka: MonvampapmpKeToH
Xpanosblin 3amoK: Monmamng
Koneco Ha pykoaTKe: lNMonvammg,
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KatyLika ¢ xpanosukom: Monmkap6oHat
Mpy>xunHa: HepxasetoLLiasa ctasib 302
Kynaukosblit yriop : HeinioH

10. OCHOBHbIle NapameTpbl Y XapaKTePUCTUKN MEAVULIMHCKOIO U3aenuns

[ NpyBeAeHHbIX B TabnnLe XapaKTepUCTUK MOrPELLHOCTb COCTaBNSIET = 5% eC/In He YKazaHo MHOoe

dukcaTop MultiFIX P 4.5 mm

Cxema:

Macca

Macca vmniaHTa

Ob6was anvHa

JnviHa pyKosaTku

JvamveTp pyKosTku

JnnHa ctepxHA

JnameTp cTepxHA

[JvHa vmMniaHTa

JOvamveTp umniaHTa

JnnHa netm

TBepaocTb Mnetm

LLlepoxosaTocTb netm Ra
LLlepoxoBaTocTb CTepKHA Ra
TBepaoCTb CTePXKHA

JnmnHa waxTbl

Hapy>XHblIin gnameTp LaxTbl
LLlepoxoBaToCThb LLaxTbl Ra
TBepaoCTb LaxTbl

[vHa 3arpy3yvika LLOBHOro Marepuasa
LLInpuHa 3arpysuvka LLOBHOro Martepuasna
BblIcoTa 3arpy3umKa LLOBHOro Matepuasia
[vamveTp pyuku-cenekTopa

[nvHa pyykun-cenekTopa

JNnHa 3aknva waxtbl

LLnpuHa 3axknma LWaxTbl

BblicoTa 3akvMa LLaXTbl
LLIepoxoBaTocTb 3a0KMMa LWaxThbl Ra
TBepOCTb 3aKMMA LLaXTbI

JnHa 3adknma pyKosaTKA

JvamveTp 3axuma pyKosTKU

[nvHa coegnHUTeNbHOIO LWTUdITa
JvamveTp coeiIMHUTENBLHOIO LLTU(Ta

LuepOXOBaTOCTb COEANHNTENBHOIO LIJTVI(*JTa Ra

TBepAOCTb COEAMHUTESIBHOMO LLTUGITA

MabapuTHbIE pasMepbl KynayukoBoro ynopa (AxLLxB), Mv

dukcaTop MultiFIX S 5.5 mm
Cxema:
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02r

286,766 + 0,254 mm
38,1 Mm

38,1 £0,254 Mwm
145,29 +0,254 Mm
3,175 +0,0127 mwm
17,02 Mm

45+ 0,051 Mv
17,018 £0,762 Mm
He meHee 40 HRC
He 60nee 0,8 MKM
He 6onee 0,8 MKV
He MmeHee 41 HRC
215,3 Mmm

3,18 mm

He 6onee 0,8 MKV
He meHee 41 HRC
66,4 mMm

0,3 Mm

4,0 Mm

38,1 Mm

47,1 Mm

14,7 mm

1,2 mm

8,9 Mm

He 6onee 0,8 MKM
He MeHee 36 HRC
38,4 Mm

20,2 Mm

9,5 Mv

1,6 Mmv

He 6onee 0,8 MKV
He meHee 40 HRC
23,0x24,9x12,4
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Macca 98 r
Macca WMniaHTa 03r
Obwas LTHHA 291 MM
Jimna pyKosTRR 38,1 Mm
JvameTp pYKORTKH 38 MM
Jnuna cTepRHA 137 MM
JinameTp cTepwHN 4.1 MM
Jinuna uManauTa 14,99 MM
JnaMeTp HMINANTa 4,2 MM
Jinuga neTnn 56 MM
TBepaocTs NETAH He Menee 40 HRC
LllepoxoBarocTs neTau Ra He Gonee 0,8 MM
{llepoxoBaTocTs cTepxas Ra He Gonee 0,8 Mxm
TeepnocTs CTEPRHA 40 -45 HRC
JinunHa waxTH 284.8 MM
Hapyxsrili araMeTp 1maxms 2.6 MM
1lepoxopaTocTs InaxTe! Ra He Gonee 0.8 Mxm
TeepaocTs WAXTH He menee 40 HRC
JInnHa 3arpy3vunKa [OBHONO MaTepHANA 66,4 MM
Hlwpwua 3arpy3yHKa WIOBHOIO MaTepHana 0,3 Mm
BaicoTa 3arpy3uska WosHOro MaTepHana 4,0 MM
JRaMeTp PYIKH-CENEXTODS 38,1 MM
Jnvna pyMKH-CeNeKTOpa 47,1 MM
Jinusa KHOTKHK 21,6 MM

| HaMeTp KHONKK 9,5 MM
JinameTp 3aXHMA IAXTH 7.4 MM
JNHHA 32XMMa LIAXTH 7,9 um
Hnnna NOBOPOTHONO MEXAHHIMA 84,8 MM
BHyTpeRtuMit AHAMETP TOBOPOTHOIO MEXAHMIMA 3.2 uM

| Hapyxuuift anametp NOBOPOTHOND MEXAHKIMA 11,3 um
JInHKEa coenMHWTENBHOND ITHGTA 9,5 MM
JnamMeTp COCAHHNTEALHOIO WiTHhT 1,6 mm
LlepoxoBaTocTs COeARHHTENbROIO UrHdTa Ra He Gonee 0,8 Mxm
TBepAOCTL COCAHAHTEILHONO WITAGTA He Menee 90 HRB
Oucarop MultiFIX S 6.5 mm

| CxeMa:
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Macca

Macca vmnnaHTa

O6Lwas pnHa

JmHa pyKosaTKn

[viamMeTp pyKOSTKU

[nnHa cTepykHA

[JviameTp cTepxHSA

JnvHa vmnnaHTa

[viameTp mmMnniaHTa

JnvHa netiv

TBepaocTb Netn

LLlepoxoBaTocTb neT/ Ra
LLlepoxoBaTocTb CTepXHA Ra

TBepaoCTb CTepXKHSA

JnvHa waxrbl

Hapy>kHbIli guameTp LLaxTbl
LLlepoxoBaTocTb WaxTbl Ra

TBepaoCTb LaxThl

JnvHa 3arp3”uvKa LLoBHOro Marepuasna
LLInprHa 3arpy3umnka LLIOBHOIo Matepuana
BbicoTa 3arpy3unka LLOBHOro mMarepuasia
[JvameTp pyyku-cenekTopa

JmHa pyuKkn-cenekTopa

JmHa KHOMKn

JnameTp KHOMKM

Jvamvetp 3akmnmva LwaxTbl

JvHa 3a0k1ma LaxTbl

JnmHa noBopoTHOrO MexaHm3ma
BHYTpeHHWIA gyameTp NMOBOPOTHOIO MexaHm3Ma
Hapy>kHbIli jyaMeTp NMoBOPOTHOrO MexaHu3Ma
[nvHa coeiMHUTENBHOTO LWTUgITa
[namveTp coeguHUTENIbHOTO LTUdTa
LLlepoxoBaToCTb COeAVHUTENBLHOIO LWTU(Ta Ra
TBepaocTb CoeANHUTENBHOMO LTUdiTa
dukcatop MultiFIX S ULTRA 5.5 mm
Cxewma:
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98r

0,27 r

291 Mm

38,1 Mm

38 Mm

137 mm

4,1 Mm

22 MM

5,5 Mm

56 MM

He MeHee 40 HRC
He 6o0s1ee 0,8 MKV
He 6onee 0,8 MKm
40 - 45 HRC
284,8 mm

2,6 MM

He 60/1ee 0,8 MKM
He meHee 40 HRC
66,4 Mm

0,3 Mm

4,0 Mm

38,1 Mm

47,1 Mm

21,6 Mm

9,5 Mm

7,4 Mm

7,9 Mv

84,8 mm

3,2 MM

11,3 mm

9,5 Mm

1,6 mm

He 6onee 0,8 MKM
He meHee 90 HRB
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Macca 97 r
Macca HMILIaHTA 03r
O6wan xnuHa 291 MM
Jinnua pyKkoaTKe 359 MM
JInaMeTp pYKOSTKH 38 uu

HHA CTECPXKHA 137 MM
JIMaMETP CTEPXHA 4,1 MM
JInnHa MMOARHTA 22 MM
JAuamerp ¥MONEHTA 5,5 MM
Jnuna netnu 116 MM
TBepROCTL NETNH ne meHee 40 HRC
IllepoxosarocTs nerin Ra ne Gonee 0,8 MrM
llepoxosaTocTs cTepxHa Ra ue Gonee 0,8 mrm
TBepaoCTh CTEPXHA 40 —45 HRC
JAnuHa waxTsl 284,8 MM
Hapyxunilt AnaMeTp maxrst 2,6 M
IllepoxoBaTocTh MIaxXThi Ra ue Gonee 0,8 kM
TBepaOCTh IWAXTH, He MeHee, HRC ne menee 40 HRC
Jmina 3arpy39nKa WOBHOTO MATEpHANA 124,6 MM
LllnpuHa 3arpy3usKa WOBHONO MaTeEphana 4.2 MM
BricoTa 3arpy3unKka WOBHOIO MATCPHANA 0,3 MM
JIHAMETP PYYKH-CONEKTOPa 38,1 MmM
JInnna py9KH-CeACKTOpA 47,1 MM
JvameTp 3axHMa MaxThi 7.4 MM
JUTHHA 30KHMA IaXTH 7.9 MM
Jirana xHONKH 21,6 MM
HnaMeTp KHONKH 9.5 MM
Jnuna noBOPOTHOTO MEXAHK3IMA 84.8 MM
BHYTpeHHKI AMAMETD NOBOPOTHOID MEXAHIIMA 3,2 MM
HapyxHsilt AHAMETP NOBOPOTHONO MEXAHH3IMA 11,3 MM
JINHHA COSAMHHTENLHOTO WITHGTA 9,5 MM
JHaMeTp COSTMHATENLHONO WTHdTa 1,6 MM
UlepoxosarTocTs coeayunTesbiore mrupTa Ra He Oonee 0,8 MkM
TeepROCTL COSAHHHTENMHOTO WTHOTA He mexee 90 HRB

©nkcaTop MutiFIX S ULTRA 6.5 mm
| CxeMa:

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

59




Macca 97r
Macca nMmanra 027r
O6man anva 291 MM
JLnuHa PYKOATKH 35,9 um
JnaMeTp pyKOsTKH 38 MM
Jnuna crepxHs 137 MM
Jnametp crepaxua 4,1 mm
Hnuua umnnanta 22 MM
Jinamerp EMINAHTA 6,5 MM
JInWHA neTAH 116 MM

| TeepaocTs netan He menee 40 HRC
llepoxosarocTs netan Ra He 6onee 0,8 MxM
L{lepoxosarocTs cTepxHa Ra He Gonee 0,8 mxu
TBepaOCTb CTEPXRA 40 -43 HRC
Jinnua maxrel 284.8 uM
Hapyaupili [HaMeTp IaxTH 2,6 MM
LlepoxosaTocTs wiaxtei Ra e Gonee 0,8 MxM
TeepAOCTH WAXTH we menee 40 HRC
Jnnna 3arpy3IeKa IIOBHOTO MATEPHANA 124.6 MM
LLIMpyHAa 3arpy3UHKS WOBHONO MATEPHAAA 4,2 MM
BuicoTa 3arpy3uika WOBHOIO MaTepuana 0,3 mm
JinaMeTp pyuKH-CeNexTOpa 38,1 Mu
JiniHA PYMKH-CENEKTOPa 47,1 MM
JvapeTp 32KHMa MAXTH 7.4 MM
JinnHa 3KHMa LWAXTH 7.9 NM
[Innua KHONKH 21,6 MM
JnaMeTp kHONKH 9.5 MM

| JLnuHa NoBOPOTHOTO MeXAHHIMA 84,8 mm
BHYTpeHHMI AHAMETD NOBOPOTHONO MEXAHHIMA 3,2 MM
Hapyxurili AKAMETP NOBOPOTHOND MEXAHHIMA 11,3 MM
JAnuna coeanHNTENbHONG WrudTa 9.5 MM

| [inametp coeaunutensHoro wrudra 1,6 mm
LLiepoxoBaTOCTR COCARHMTENBHOTO WTHTa Ra e Goxee 0,8 MxM
TrepaoCcTh COCAUMHUTENLHOMO WITHHTA He menee 90 HRB

Ouxcarop Q-Fix 1.8 s ¢ 1 nuTeio MAGNUMWIRE #2 (Geno-ronyGan)

—m—
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SECTONA-A
SCALEs 5

Macca

Macca nmnnaHTa
O6Las annHa
JnnHa cTepxHA
JnamveTp cTeprkHA
JHa pyKoATKM
JviameTp pyKOATKU

Tun HATEN

Konnyectso HuTel
LiBeT HUTK

JrmHa ity 1

AOvamvetp Hutn 1

JvHa HuTK 3

Advavetp Hutn 3

MuHUMabHBIA AMaMeTp HATU 3 Noc/e 3aTArMBaHYS (AVameTp
y3/a)
MpoyHOCTL HUTK 1B NPOCTOM Y3/1e

MpoyHOCTb HWUTK 3 B NPOCTOM Y3r1e

LLlepoxoBaTocTb CTEPXKHA Ra

TBepLoCTb CTEPXKHA

JmHa mKkempytoLLein YacTy PyKOSITKU

JvaveTp (prUKCUPYIOLLEA YacT PYKOSTKU

MabapuTHbIe pasMepbl 3axxkMMa LaxTbl (AXLLXB), MM
LLlepoxoBaTocTb 3aKMMa LLaxXTe: Ra

TBepaocTb 3ak1Ma LLaXTbI

MabapuTHbIe pasMepbl 3aknMa PyKosITKU (OXLLI><B), MM
MabapuTHbIe pasMepbl orpaHuunTens yeunus (AxXLLXB), Mv
[JnvHa 6apabaHa

Hapy>xHblIli griameTp bapabaHa

BHyTpeHHWI grameTp 6apabaHa

MabapuTHbIe pa3Mepbl XparnoBoro 3aMka (AXLLLXB), Mv
Hapy)XHblii gyamMeTp KpPYTALLErOCs praiika

BHYTpeHHWIT guameTp KpyTALLErocs ponmka

[nvHa KpyTALLerocs ponmka

[JonycTnmoe fgaBreHue Ha HATb 1

Yewnve, Heo6XoAMMOe A1 3aTArMBaHns (3akpersieHns) HuTK 1
Yewnve, Heo6XoAMMOe /15 3aTArMBaHNA (3aKpersieHns) HUTK 3

82r

03r

365 Mm

220 Mm

2,11 Mm

95,1 Mm

38 MM

MHoronnamMeHTHbIe

MneteHble HepaccacbiBatoLLyiecs

Huts 1 Benbliid/rony6oi
Hutb 3: Benblit
1219,2+12,7Mm
0,500-0,599 mm
12,31:60,6 Mm

1,840,1 Mm

3,8

>63,5 H

>22 H

He 6oniee 0,8 MKm
He meHee 33 HRC
50,8 Mv

25,4 Mm
9,0xp,8x6,0

He 60nee 0,8 MKM
He meHee 26 HRC
83,2x17,2x16,1
13,7x10,2x13,0
46,0 mm

14 Mm

2,2 MM
17,5x9,3x6,3
38,1 Mmm

14,2 Mm

63,9 Mv

He meHee 178 H
He meHee 70 H
He meHee 140 H

dukcatop Q-FIx 2.8 MM ¢ 2 HUTAMKM MAGNUMWIRE #2 (6eno-4epHas u 6e/10-ronybas)

Cxema:
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Macca 84r
Macca vmnniaHTa 03r
O6Laa agvHa 368 Mv
[nvHa cTepxkHA 224 mMm
JNvHa pyKosaTku 95,1 MM
JvameTp pyKkosTku 38 Mm
Tun HuTeli MHorothuiamMeHTHble

MNneTeHble HepaccackiBatoLLyecs
Konunuectso HUTei

HuTb 1; Benbin/ronyooi
LigeT H1TH HuTb 2; Benblit/uepHblii

Hutb 3: Benbliin
OHa Hutm 1 1219,2+12,7mm
[vamvetp Huth 1 0,500-0,599 mm
[nvHa HuTY 2 1219,2+12,7Mm
Jvamvetp HATY 2 0,500-0,599 mm
OnvHa Hitn 3 14,78"0,8 mm
Jvavetp HutY 3 2,8+0,15 mm
MUHUMaBHBIA ANaMETP HUTK 3 NOC/e 3aTAarvBaHus (guameTp
yana) 4,65
MpOYHOCTb HUTEN 1 12 B NPOCTOM Y3/1e >63,5 H
MpoyHOCTL HUTK 3 B MPOCTOM Y3r1e >22 H
LLlepoxoBaTocTb CTepkHA Ra He 60n1ee 0,8 MKm
TBepmoCTb CTEPXHA He MeHee 33 HRC
[nvHa (MKCpPYIOLLE YacTn PYKOSITKA 50,8 Mm
[vameTp mKCUpYHOLLIE YacTy PYKOSTKU 25,4 Mv
LnawveTp crepxxHA 3,0 Mv
[MabapuTHbIe pa3mepbl 3axkuMa WaxTbl (AXLLXB), mm 9,0xQ,8x6,0
LLlepoxoBaTocTb 3aXMMa LLaxTbl Ra He 60s1ee 0,8 MKM
TBepaoCTb 3aKMMa LLIaXTbI He MeHee 26 HRC
MabapuTHbIe pasmepbl 3axkMMa PYKoSATKM (OXLLIXB), mMm 83,2x17,2x16,1
[MabapuTHbIe pa3mepbl orpaHuuuTens yewms (OxLLUxB), Mv 13,7x10,2x13,0
[nvHa 6apabaHa 46,0 Mm
Hapy>xHbili grnameTp 6apabaHa 14 Mwm
BHyTpeHHWIT guaveTp 6apabaHa 2,2 MM
MabapnTHbIe pas3mepbl XPanoBoro 3amka (AxLLxB), Mv 17,5%9,3x6,3
Hapy>xHbIiA fyiaMeTp KPYTSLLErocs ponmka 38,1 mm
BHyTpeHHMIA AMameTp KPyTSALLErocst ponmka 14,2 Mm
[nvHa KpyTALerocs ponvka 63,9 Mm
Jonyctrmoe gaBneHve Ha HATG | He MeHee 178 H
JonycTmoe JaBfeHve Ha HUTb 2 He MeHee 178 H

Ycunve, HeobXoAMMOoe /151 3aTArMBaHUS (3aKperyieHns) HUTM 1 He meHee 70 H
Yceunve, He06X0AMMOE /151 3aTArMBaHUS (3aKperieHnsl) HATKU 2 He meHee 70 H
Ycunve, He0b6X0AMMOE 151 3aTArvBaHMA (3aKpensieHns) HUTm 3 He meHee 140 H
®dukcatop SPEEDLOCK

Cxema:
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CUXILLL

Macca

O6Las gimHa

JnvHa pyKkosaTku

Jnamvetp pyKoAaTku

JvHa cTepxHA

[JviameTp cTepXHA

JvHa nvinnaHTa

[JvaveTp vmniaHTa

JvaveTp netm

TBepaocTb NeTm

LLlepoxoBatocTb net/n Ra
LLlepoxoBaTocTb CTepkHA Ra

TBepaoCTb CTEPXKHS

JmHa waxTol

Jvavetp waxrol

LLlepoxoBatocTb LLaxTbl Ra

TBepaoCTb LWaxTbl

[JraveTp py4dku-cenekTopa

[nvHa py4dku-cenekTopa

TBeppocTb netnn, He meHee, HRC
[nnHa cTepxHA (Tonkartens)

[JviameTp cTepxkHA (ToNKaTtens)
LLlepoxoBaTocTb CTepxHSA (Tonkatensi) Ra
TBepAOCTb CTEPXKHS (TOSKaTe s)

JnnHa cTepxHs (cpesaTens)

[viameTp cTepkHs (cpe3aTtens)
LLlepoxoBaTocTb CTepHS (cpesaTenst) Ra
TBepLoCTb CTepXHA (cpe3aTenisl)
MabapuTHbIE pa3Mepbl 3aknma waxTbl (AXLLUXB), Mv
L/ mHa KHoMkn

JnameTp KHOMKu

JviameTp KaTyLuku

BblicoTa KaTyLLKN

MabapuTHbIe pasMepbl 3ariyLika (AxXLLIXB), Mv
MabapuTHBIE pasmepbl XparnoBoro 3amka (AxLLIXB), mm
[JvamveTp Korneca Ha pyKosiTKe
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93r

345 vm

95,1 Mm

38 mMm

170 mm

3,4 vm

12,3 Mm

3,43 Mv

3.4 Mm

He meHee 38 HRC
He 60nee 0,8 MKM
He 60nee 0,8 MKM
He meHee 31 HRC
226,2 MM

3,4 Mm

He 60nee 0,8 MKV
He meHee 30 HRC
38,1 mm

47,1 Mm

He meHee 29 HRC
29,0 Mm

2,1 Mm

He 6oniee 0,8 MKM
He MeHee 40 HRC
244.6 MM

2,1 Mm

He 6onee 0,8 MKM
He meHee 30 HRC
35,0x15,2x12,4
38,4 Mmv

20,2 Mm

26,9 Mm

50,8 Mmm
8,3x1,3x1,3
26,6x27,3x15,2
24,9 Mm
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BbicoTa Koseca Ha pyKosTKe 15,9 Mm

MabapuTHbIe pasmepbl KaTyLLKWX € XparnoBrMKom (O><0), Mm 8,0 X026,9
JuameTp AncTansHoro Kosbla 22,0 mm

LLnpnHa aMcTanbHOro KonbLia 3.0
LLlepoxoBaTocTb AMCTa/IbHOMO Kosbla Ra He 6os1ee 0,8 MKkm
TBepaoCTb ANCTa/TLHOIO KO/bLa He MeHee 43 HRC

n. NpoeKT MapKMPOBKMN Ha PYCCKOM SA3bIKE.
MapKMpoBKa Ha PYCCKOM S13bIKe COZePXXUT CNefyoLLy0 MH(opMaLMIO™:

ApTukyn:

HanmeHoBaHue; duKcaTopbl aHKEPHbIE apTPOCKONUYECKNEe HepaccacbhlBaloLmecs, BapuaHT
ncnonHenuns;®uxcatop ("Fix 1.8 mmc 1 HUTblo MABNUMWIRE #2 (6enckony6asn)

Pasmep: 1.8 MM, pasmep hkth-USP2. M P -5, ganHa hkth>1219,2i 12,7 v

Kon*so wT. B ynakoske: 1us. ( C

[lata n3roToBAeHMA, UCN0Mb30BATL [0, HOMepP napTun/cepmu; CM. Ha ynakoske

HaumeHoBaHue n agpec usrotosutens; AptpoKap KopnopeiiwH, 7000 West Wiliam Cannon Drive
Austin. TX 78735, CLLUA

YNONHOMOUYEHHbI npeacTaBuTens Ha Tepputopumn P®; OO0 'CmuT aHA Hedbio', 105120, Poccus, T.
Mocksa, 2-i1 CbipoMATHUYECKUiA nep., 4. 1,9 atax, nom. 1. tom.1. Tenedakc: +7 495 755 55 03
MeTtog ctepunusaumnm: OKengom atuneHa. CtepunbHO. AIMPOreHHo. HeToKCUYHO.

Homep PY:

HasHauyeHve, cnoco6 NpuMeHeHUs, NPOTNBOJIOKa3aHNA; CM. HaPYKL 10

Ycnosus xpaHeHus; B CyxoMm, 3all1LLeHHOM OT cBeTa Meae, npu temnepartype o1+ 5*C go + 35*C
Mepbl NPeA0CTOPOXHOCTN: CM.MHCTPYKLMIO

WHeTpykuus no npumenennio: MtD/AMMNSmIth-neDhew.com/about-ushwt>ere-we-
ODerate/eurpDe/russiafiftis/

Matepuan HuTH; UHMWPE, MHorognnamekTHasi, nneteHas HUTb

WHdopmauma o «HavmeHoBaHWe MeLULMHCKOIO W3[ennsa» BHOCUTCA COrflacHO pPerucTpaunoHHoMy
YLOCTOBEPEHMIO, NOC/e ero NnoslyveHus.

MHpopmaumsa o «Pasmep» gna BapuaHToB ucnosiHeHns ®dukcatop MultiFIX P 4.5 mm. dukcatop
MultiFIX S 5.5 mm, ®dukcatop MultiFIX S 6.5 mm. dukcatop MultiFIX S ULTRA 5.5 mm. dukcartop
MultiFIX S ULTRA 6.5 mm. ®dukcatop Q-Fix 1.8 mm ¢ 1 Huteto MAGNUMWIRE #2 (6eno-rony6as).
dukcaTop Q-Fix 2.8 MM ¢ 2 HUTAMM MAGNUMWIRE #2 (6eno-4epHas 1 6eno-ronybas)

«Mepbl NpesocTOPOXKHOCTU» [ BCEX BapUaHTOB MCMOJIHEHWUSA YKa3blBAKOTCA COr/1lacHO AaHHbIM U3
TEXHMYECKOM AOKYMEHTALUMN Ha AaHHbIA BUL U3LENNIA.

[Ona sapuaHTOB ucnonHeHna ®dukcatop MultiFIX P 4.5 mm. ®ukcatop MultiFIX S 5.5 mm, ®ukcaTtop
MultiFIX S 6.5 mm, ®ukcatop MultiFIX S ULTRA 55 mm, ®dukcatop MultiFIX S ULTRA 6.5 mm
«MeTog cTepunusaLmmy» nNpeacTassieH POPMYyNPOBKON «PafnaloHHan CTepunmnsanmns».

[Onsi BapnaHToB ncnonHeHna dukcatop Q-Fix 1.8 mm ¢ 1 HUTto MAGNUMWIRE #2 (6eno-rony6as).
dukcatop Q-Fix 2.8 MM ¢ 2 HUTaMm MAGNUMWIRE #2 (6eno-yepHasa u 6eno-rony6asn), ®ukcarop
SPEEDLOCK «MeTog cTepuivsaumm» npeacraBneH GopmMy/iMpoBKoA «OKCUAOM 3TUNEHAY.

CnoBa «ANMPOreHHo», «CTepuibHO», «HETOKCMYHO» YKa3bIBaOTCA /151 BCEX BapUaAHTOB MCMO/THEHUS.
VHdopmaumsa 06 «YcnoBusi XpaHeHUs» - COr/1acHO AaHHbIM U3 TEXHWYECKON JOKYMeHTauuu Ha AaHHbI
BUA U3Lenus.

NHGopmauusa o «Matepuran HUTu», «CTpYKTypa HUTK», «MP», «YCNOBHbIN HOMEP HUTWU», «AnHA HATU»
YKa3bIBaeTCA TO/IbLKO 151 BapnaHToB mcrnonHeHns dukcatop Q-Fix 1.8 mm ¢ 1 HUTbto MAGNUMWIRE
#2 (6eno-ronybas) n ®ukcarop Q-Fix 2.8 mm ¢ 2 HUTAMM MAGNUMWIRE #2 (6eno-yepHas un 6eno-
rony6asi) corsiacHo fJaHHbIM U3 TEXHUYECKOM JOKYMeHTaLUNN.

3HaK COOTBETCTBMA MO HaUMOH&/IbHBbIM CTHaZapTam rocyaapcts ( 3Hak COOTBETCTBUSA MpU 0653aTe/IbHOM
cepTUhMKauum ) HAaHOCUTCA MOC/Ie NOJSTyYeHUS COOTBETCTBYHOLLENO JOKYMEHTA.

Ha Ka)K,U.bIVI BapunaHT NCMOJTIHEHNA KJTEUTCA OTAE/IbHAA ITUKETKaA.

MapKupoBKa Ha PYCCKOM £A3blKe, NPeACTaB/ieHHas Bbllle, HAHOCMTCA TakuM 06pa3oM, 4TOObl He
NepeKpbIBaTb MapKMPOBKY MPOM3BOAUTENS HAa NOTPEeGUTENLCKO YNaKoBKe, HAHOCUTCS HEMOCPeACTBEHHO
Ha NOTPe6UTENLCKYIO YNaKOBKY.
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11.1 MapxupoBounBIe CHMBOABI

Cumaon

Onucanue

wl

Tpomssoaurent

i

OOpaTHTeCh X HHCTPYKUHH 1O NPHMEHEHINO

STERILE] R

Crepunnsonalio paanatiHei

!

STERILE|EO

CTepunu3osaio ITHICHOKCHAOM

Tonbxo ana OAHOPAIOBOTO HCNTWILIOBAHHS

He noanexnT NOBTOPHON CTEPHAHIALIK

He npHMEHATS NPH RapyLieHHOR ynakoske

Hcnonssosars ao (TTTT/MM/AA: roa/Mecai/aeHb)

Homep no kaTanory

LO‘I' Cepuliunilt nomep
Bexonacwo npy MPT
BHHMAHHE! ®eaepansiioe 3axonoaaTennctso CLUIA Hamaraer

Rx Only OTPAHHMEHHS HA NMPOJAKY HACTOAUIEND H3ACAHA TOABKO HAANCKALIHM

0o6paIoM THLCHINPOBAHHOMY APAXTHKYIOMEMY MEAHLMHCKOMY PaloTHNKY
HIKW 00 €ro 33K83Y.

Sz

“Z N\ He aonycxate nonanaHus conteuHux ayueh

XpaHHTE B CYXOM MECTE

Yuonuomogennniit npencrasurens s EC

3uax coorsercTang cTaHBapTaMEC n upentiduxanmonvntlt HoMmep
YNONHOMOICHHONO oprata. Hinenne cooTEeTCTRYET OCHOBHMIMTPEGOBAHHAM
JupesTenl EC 00 uanesniax MeAHIHHCKOTO HasHaueHna (JlupexTHea

0123 93/42/EEC).
m Konectso w3nenuh
MADE lN Cnej‘[a“o B
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12. [aHHble 0 NeKapCcTBEHHbIX CPeAcTBaX, BXOASLIMX B COCTAB MeAULMHCKOI0 N3Aenuns
durKcaTopbl aHKEPHbIE HE COAEP>KAaT B CBOEM COCTaBe /IEKAPCTBEHHbIX CPEACTB.

13. MepeyeHb MaTepuanoB >XMBOTHOIO W(MN) YeN0BEYECKOr0 MPOUCXOXAEHUS, BXOASALWMUX B
COCTaB MeAULIMHCKOIO MU3aenus
durKcaTopbl  aHKEPHbIe He cofepXaT MaTepuasioB YesloBeYECKOr0 WM XKMBOTHOMO

NMPOUCXOXKAEHNA.

14. CsefeHusi 06 ynakoBKe

W3penve nomelaeTcst B NaCTUKOBBIV T0TOK, 3aTeM 3aneyvaTbiBaeTcsl KPbILWKOA TalBek. [anee nsgenve B
CTEPU/IbHOW YNaKoBKe MOMeELLLAeTCS B MOTPeOUTENbCKYIO YMAaKoBKY BMECTe C WHCTpyKuwueld. [Janee
NoTPe6bunTeNbCKME YNAKOBKM MOMELLAITCA B TPAHCMOPTHYHO YNAaKOBKY.

XapaKTepUCTUKN BCEX BUAOB YNaKOBOK:

TpaHcnopTHasA ynakoBKa A1a BCeX BAPUaHTOB UCMO/THEHUS

Pa3vep TPaHCMOPTHOWN YMakOBKW 3aBUCAT
OT Be/IMYMHbI 3aKas3a, HO He MpeBbillaeT
200x200x200 cm.

Macca TpaHCMOPTHON YMakoBKM 3aBUCUT
OT eé pa3mMepoB M KOMMOHOBKM, HO He
npe.blwaeT 100 ¢yHTOB (45,36 KI).

abapuTbl M Macca TPaAHCMOPTHOW YNaKoBKM

MaTepuran TPaHCMOPTHOM YNakoBKM YNakoBKa: KapToH

15. ¥YcnosuA TpaHCNOPTUPOBAHUA U XpaHEHUS

He fonyckaTtb BO34elACTBMS CO/THEYHOIO CBETa
Bepeyb OT BNaru

Ycnosus sww|awul Ycnosus tpaHcnop THpOBICH
TemnepaTypa OT+5°Cpo+35°C 6T-10°Cpo +35°C
BnaxxHoCTb Jo 75% [o 80%
JasneHue Ot 86 klMa go 106 klMa Ot 86 KIMa fo 106 ki'a

16. CpoK cny»0bbl, CPOK rOAHOCTU

WN3genna npegHasHaveHbl 4151 MOCTOSAHHOW UMNAaHTaUMM Npy HOPMasibHbIX YCNOBUAX KCNyaTauum.
YpaneHve uMnnaHTarta siBAseTCA XUPYPruveckoii npoueaypoii, ConocTaBuMOii ¢ NpoLeaypoii no ero
ycTaHoBKe. Cob/tofalite npaBuia acenTUKM U XMPYPIUYECKYH TEXHUKY. PelleHune 06 M3B/eYeHUM
cnegyeT TWaTeNbHO B3BELUMBATb, OLIEHVBasi PUCKM, CBA3aHHbIE C AOMOMHMUTE/IbHON onepauuen.

CpOK rogHoCTU 1U3gennii coctasnseT 3 roga.

17. TpeboBaHMA 6€30MacHOCTU N Mepbl NPELOCTOPOXKHOCTU™

dukcatop MultiFIX P 4.5 mm*

MpepynpexaeHns

. Bo3MoXXHble NpefoCcTepeXXeHUss MpY HOPMasIbHOW eXXeAHeBHOWM AeAaTeNIbHOCTM MnauueHTa nocrne
UMNIaHTauumn OTCYTCTBYHOT.
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. TMpenocTepekenHs MIA NPEAOTBPAINCHHS BPeIHLX BIMAHHN Ha 3/0pPOBbE NALMEHTA nNocne
HMOJIAHTALHM HINCINA B CBAIH C HIMCHCHUAMH B GYHKUHOHHDOBAHHN HMNJIAHTATA OTCYTCTBYIOT.

Mepbi npeaocTOPORHOCTR

. Bo3aMoxHbIe NIPEAOCTEPeKEHNA IPH HOPMATBHON eXeaHeBHON AeKTEALHOCTH NAIHEHTa Noche
HMONAHTALMK OTCYTCTBYIOT.

. TperocTepexeHus A NPEROTBPAILCHHUA BPEIHLIX BINAHHAN HA 3A0POBbE NALMERTA NOCIC
HMIIAHTALHY W3AETHA B CBA3H ¢ H3MEHEHNAMM B QYHKIHOHHPOBAHNH HMNIAHTATA OTCYTCTBYIOT.

®uxcarop MultiFIX S 5.5 mm, ®rxcarop MultiFIX S 6.5 mm*
Puxcarop MultiFIX S ULTRA 5.5 MM, ®uxcarop MultiFIX S ULTRA 6.5 mm

Ipenynpexnenns

. Bo3MOXHBIE PEROCTEPEXKCHHA NPH HOPMAILHON SXeIHCBHOH ACATENHHOCTH NAlBEHTa Mocie
HMIUIAHTAUHRY OTCYTCTBYIOT.

. [Ipenocrepexenns ANg NPEROTBpAIRCHHA BPCAHBIX BIMAHHNA HA 3M0OPOBLE MAUHEHTA MNOCIE
HMILIAHTal(HH H3AC/THA B CBA3H C H3IMCHEHHAMH B PYHKUMOHHPOBRHHH HMILIAHTATA OTCYTCTBYIOT.

Mepsi npeaccTOPOXHOCTH

. Bosmoxnbie NPEROCTEPERECHHN NPH HOPMANLHON CXHCAHCBHOH ACATENLHOCTH NALIMEHRTA NMOCHAC
HMIONBHTAUHRA OTCYTCTBYIOT.

. NpeaocTepexenus ANA NPEACTBPAICHHA BPEAHBX B/MAHHE HA 300POBbE NALMCHTR nocne
MMILIAHTALHH W3ACTHHA B CBA3H C H3IMCHCHHAMA B PYHKURORKPOBAHHH HMIUIAHTATA OTCYTCTBYIOT.

®uxcarop Q-Fix 1.8 mm ¢ 1 unThio MAGNUMWIRE #2 (6eno-roxybas)*
®axcarop Q-Fix 2.8 mm ¢ 2 nuramn MAGNUMWIRE #2 (6eno-aepuas u Geno-ronybas)

Mpexynpexaenns

. Bo3MOXHBIE NPEOOCTEPEKEHHUS NpH HOPMANLHON eXxeAHEBHON NeATeNLHOCTH NallHeHTa mnocne
HMILIBHTALHH OTCYTCTBYIOT.

. IIpenocTepexeHus ANS NPEROTBPAIICHHA BPCAHLIX BAHAHKE Ha 3K0pOBbLE NAUKEHTa MNOCHe
HMIUIBHTALHH W3JENHA B CBAIM ¢ H3MECHEHHAMA B GYHKUHOHHPOBAHHH HMIUTAHTATA OTCYTCTBYIOT.

Mepsi IpeaoCTOPORKHOCTH

. Bo3MoXHbie MPEAOCTEPEKEHHA NIPH HOPMATBLHON exeAHEBHOR AEATENLHOCTH NaUMEHTa nocne
HMIUTAHTALMK OTCYTCTBYIOT.

. Ipenocrepexenns ANA NPEAOTBPALICHHS BPEAHLIX BIHAHUMA HA 3A0POBLE NALMEHTA NIOCAE
HMIUVIRHTALUHHA H3AENAHS B CBA3H C UIMCHEHHAMHK B GQYHKIHORHPOBAHHH HMILIAHTATA OTCYTCTBYIOT,

*Tasxxe CMOTPH OPHTHHATBHYIO SKCILTYaTaHOHHYIO JOKYMCHTALIAIO.
18. MeToan: H cpeacTea AcsHEPEKNHNE H IpeAcTepAIRIANNORHON 09RCTKR
®uxcaropbl aHKEpPHbE NMOCTABIKIOTCA CTEPHABHLIMH H HE NOAICKAT MOBTOPHOH CTEPHIH3AUMM.
®OuxcaTophl NpeAHA3HAYUCHB WA OAHOKPATHOTO KCMONBL30BAKMS TONBKO WIS OAHOTO MAIHCHTA.

19. MeTons! #1 yeNoBHS CTEPHAHIANEN

Hzpenue Meroa crepranzanan
®uxcarop MultiFIX P 4.5 mm PamuaunoHHAS CTCPHIH3ALNA
Quxcarop MultiFIX S 5.5 MM PaanauHOHHAS CTCPHIH3ALNA
OPuxcarop MultiFIX S 6.5 MM PannaunoRHAS CTEPHAR3ALHS
Quxcarop MultiFIX S ULTRA 5.5 MM PaauansoHnHas CTCpHAN3ALIAS
Ouxcarop MultiFIX S ULTRA 6.5 Mm PannanHoHHAA CTEPHIH3ALHR
Quxcarop Q-Fix 1.8 MM ¢ | HuTBHIO OKCHAOM ITHJICHA
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MN3penne MeToga cTepunmsaumu
MAGNUMWIRE #2 (6eno-rony6as)

dukcatop Q-Fix 2.8 MM C 2 HUTAMMK
MAGNUMWIRE #2 (6eno-yepHasa n 6eno-rony6as)
dukcaTtop SPEEDLOCK OkKcugom atuneHa

Okcnpom atuneHa

CpoK coxpaHeHUs CTepUNbLHOCTU - He MeHee 3X JeT.

20. CBefeHMsA 0 TEXHMYECKOM 06CNyXXMBaHUN, CBELEHNSA O MOBEPKe
He npyMeHNUMO K laHHOMY U3[eNnio.

21. OxpaHa oKpy>XkatoLlel cpefbl

21.1 . TpeboBaHMS K OXpaHe OKpYyXawLllei cpeabl Npyv MNPUMEHEHUN MeAULMHCKOTO
n3nenus

duKcaTopbl aHKEPHbIE MPU UCMO/b30BAHUM, TPAHCMOPTUPOBKE M XPaHEHWUN He OKa3blBalOT HEraTUBHOIO
BO34eMCTBMS Ha Ye/IOBEKA U OKPYXKAIOLLLYO Cpesy.

21.2. TlopAafoK OCYLEeCTBAEHUA yTUAM3auMM U YHUUTOXEHWUA, YKasaHue, npwu
HeoO6X0AMMOCTH,  CheyunanbHbIX  Mep  MPEefOCTOPOXHOCTM  MPU  YHUUTOXEHUN
HEMcnosib30BaHHbIX MeANLUHCKUX U3LeNNiA

duKcaTopbl  aHKepHble  [JO/DKHbI  ObITb  YTWIM3MPOBaHbl B COOTBETCTBUM C  NPUMEHMMbIMU
rocyfapCcTBeHHbIMW NOCTAHOB/IEHMAMM 1 NaHamu/akTammn 06 ob6paLleHn ¢ MegULMHCKUMN 0TX04aMMU.
Mpy noBpexaeHUN YNakoBKW U3fenve YTUIU3UPYETCA B COOTBETCTBUM C MNpaBuiaMu obpalleHunsa ¢
MeANUMHCKNUMMK oTxodamun Knacca A no CaHluH 2.1.7.2790-10.

Vicnonb3oBaHHOe M3aenne yTUIM3NPYETCA B COOTBETCTBUM C MpaBuiamn obpalleHuss ¢ MegULUHCKUMMN
oTxogamu knacca b no CaHllMnH 2.1.7.2790-10.

22. Pe3tome Mo ynpasieHUNI0 pUckamu

KpaTkuin 0630p (06LMe OCTATOUHbIE PUCKN):

lMNpoBefeHMe aHanu3a puUCKa f[aeT YBEPEHHOCTb B TOM, UTO HeOOXOA4UMbIe PUCKU  OblIn
NOEHTUPULMPOBAHbI N YCTPaHEHbI, WU CHKEHbI O CaMOro BO3MOXXHO HM3KOro YpoBHS. [Ns pUCKOB,
KOTOpble OCT&/IUCb, MNPOBOAMTCHA COOTBETCTBYIOLWINIA KOHTPO/Nb KaXKAOr0 pUCKa [N1S  CHUDKEHUS
BEPOATHOCTM  BO3HWKHOBEHUS MOTEHUMa/IbHbIX OMacHOCTer B TeyeHMe YCTaHOBJIEHHOMO CpoKa
3KcnyaTauMOHHOM CNyX6bl N3genns.

PesynbTaTbl aHa/M3a pycKa yKasblBalOT Ha TO, YTO Lief1eBOe MCMNOb30BaHWe YCTPOMCTBA He OKasblBaeT
OTPULATENBHOMO BO3AEACTBUS Ha 340P0Bbe MM 6€30MacHOCTb MauneHTa, NobL30BaTeNs UK APYTUX NAL,
OLEHOYHbIM aHa/In3 06LLMX OCTATOUYHbIX PUCKOB MOKa3bIBaeT, YTO PUCKM, Tpebytowme JONONHUTENBHOIO
KOHTPOASA, OTCYTCTBYHOT.

23. MNepeyeHb HALMOHANIbHbIX U MEXAYHAPOAHbIX HOPMaTUBHbIX OKYMEHTOB/CTAHAAPTOB,
KOTOPbIM COOTBETCTBYET MeAULIMHCKOE 13genne

i«HTH<bHKamHA XS 3arofioBoK
93/42/EEC B [vipeKTviBa Mo MEAULIMHCKAM YCTPOCTBaM
pefaKLmn
2007/47/EC
BS EN ISO MegyupmHeKve Nprbopbl - CUCTEMb ! YTIPaB/eHN S KaYECTBOM - TPeb0BaHIS K pery/ivpoBaHuo
13485:2016
BS EN ISO [MpyveHeHVie YIPaBIEHNA PUCKaMA K MEAVILIMHCKUM VBHEIAM
14971:2012
BS EN ViHchopmaLws, NpeaocTaB/iseMas U3roTOBUTENEM MEAVILIMHCKUX MprO0pHB
1041:2008+A1:2013
BS EN 980:2008 CvMBOB, /11 VICTIONE30BaHS M MBPKVIPOBKE MEAVILIHCKUX VI3OEMIA.
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eHTHOMKaLmA XS  3aronoBoK

BS EN ISO MemLpHeKve Npribopb!- CUMBOSTbI, KOTOPLE CIEYeT UCTIOMNB30BATH HA STUKETKAX MEAVLIHCKOTO
15233*1:2012 000py0BaHS, MBPKPOBKAX M B MHOpMALX, MO/ IKaLLEA NocTaBKe - YacTb 1 O6LLe TpeboBaHUA
+CORR:2012

ASTM 04169:2014  CraHagpTHas NMPaKTVKa 418 MPOBEAEHNS VCTbITaHUA MPY30BbIX KOHTEMHEPOB U CHCTEM.

ASTM CraHfppTHas MeTOIMKA UCTIbITaHA /19 TMOKX GapbepHbIX MaTepriarioB

F88/F88IM:2009

ASTMFI839 %-0e CraHaapTHas CreLyquiKaLyst [iy1s X)KECTKOr0 MeHOMosivypeTaHa, MCTosb3yemoro B KaqecTBe CTaHAapTHOMO
varaHve: 2012 MaTepviaria Mpu VICTb ITaHVISIX OPTONEAVHECKYIX YCTPOVICTB U1 MHCTPYMEHTOB

BS EN ISO 14644- U/CTb e MOMELLEHMA Y CBSBaHHBE C HAMM KOHTROMMpYEMbE cpedbl- YacTb 1 KnaccudmKalyist uicToTbl
12015 BO34yXxa

BS EN ISO OugeHKa B100MMHECKOT0 AEACTBIA MEAMLMHCKIX M3aeri -HacTb 1: OueHKa 1 TeCTVPOBaHVE.
10993-1:2010

+CORR:2010

EN 1SO 10993*5:2009

1SO 10993-10:2002

EN 1SO 10993-6:2009

OLEHKa B10/10MUECKOT0 AECTBYISE MEAVILIHCKVIX M34e/niA- YaCThb 5: VAcbmaHust Ha LATOTOKCVHMHOCTL
OugeHKa 6110/10rNHECKOT0 JEICTBIA MEAVLMHCKX M3aerii -HacTb 10: VicnbmaHus Ha pasgpaxeHve 1
OT/IOKEHHYIO MINEPCEHCUOIVZALMKD

OueHKa 6110/10rHECKOT0 AEVCTBUS MEAVILIHCKUX M3Ae/niA- YacThb 6: VCrbmaHyst Ha/loKarbHOE BIVSHYE
VIMIVIaHTaTOB

BS EN ISO 10993- OLigHKa 6110/10rYECKOr0 AEIACTBIAA MEAVLIMHCKVX VBOEMAA - YacTb3: VACrbmaHns Ha FeHOTOKCMYHOCTD,

3:2014 KaHLEPOreHHOCTb Y TOKCUYHOCTb, B/SIFOLLYHO HaL Pernpo/yKTVIBHOCTb

BSEN ISO 10993- OLeHKa B10MOrHECKON0 AEVCTBIS MEAMLIMHCKIAX 13aeni -HacTb 11: cnbraHns Ha CUCTEMHYHO

11:2009 TOKCMYHOCTb

BSEN 14630:2012  HeaKT/BHbE XPYprdecKiie UMIaHTarbl * O6LLyie TpeboBaHMA

BSEN 556-1:2001 CrepwwBaLyis MEIMLIMHCKUX V3AeMiA - YacTb 1: TpeGoBaHVS KVEAVLIMHCKVM V3AEVsIV, 0003HAYaeMb M
KK «CTEPWIbHB E».

BSEN 1SO 11607- YiaKoBKa MEAVLMHCKVIX VIBAE/NIA, MOA/IEX@LLYIX (MHMLLHOM cTepuwmsaLym - YacTb 1: TpebosaHus K

1:2010 MaTeprianam, GapbepHbIM CUCTEMAaM CTEPUI3ALIAM M CUCTEMAM YTIaKOBKM

BSEN ISO 11607-  YrakoBKa MeaVUMHCKIAX V3LENURA, MOL/IEXaLLX (IMHULLHOM CTeprvisaLvim - YacTb 2: TpeboBaHMsA K

2:2010 Ba/VIALYH NPOLIECCOB (POPMOBaHS, FePMETVZaLIN 1 COOPKIA

BS ENISO 11737- Crepyvzaups MeaVUMHCKVX M30e/iiA - YacTb 1 MKpoGrornorieckve MeTofbI. OueHKa Moy isiLym

1:2006 MMKOOPIaHV3MOB Ha MPOLYKLMM.

+CORR1:2008,

+CORR2:2011

BSEN 1SO 11737-
2:2009

CrepuivBaLyist MEIVILHCKVIX V30e/niA. MIMKPOBMOMorHecKyie MeTobl - YacTb 2: VenbmaHns Ha
CTEPWILHOCTB, MPOBOAVMBE MK OMPELENIeH N, BIIALIA 1 COMPOBOXKAEHM MPOLIECCA CTEPUIZaLMM

ASTMFI1980 7-0e CraHgpTHOE PYKOBOZCTBO M0 YCKOPEHHOMY CTapPEHWIO CUCTEM 3aLLTLI CTEPWIBHOCTU MEAVLIMHCKMX

m3gaHve: 2011 V3ENiA

BS EN 1SO 10993- OueHKa B10/10rMHECKOT 0 JEMCTBISA MEAMLIMHCKX M3AenniA- YacTb 7: OCTAaTOHHOE CofepkaHue

7:2008 ITWIEHOKCA MOCTIE CTEpUIZaLMN

AAMI TIR28:2009  [onycK npodyKTa 1 3KBMBANEHTHOCTL MPOLIECCA CTEPUMBALAM STUIEHOKCUIOM

1SO 11135:2014 Crepyvsaups MeaMLIHCKO NMPoayKLUMM —ITUIEHOKCUA- TpeboBaHMA K paspaboTke, BagaLym 1
TeKyLLEMY KOHTPO/THO MPOLIECCa CTEpWIVZALIAM MEVILWIHCKIX VB

I1SO 11137-2:2007 CrepwvBauyst MEIILIHCKVIX VBAE/IA — VIOHVBUPYHOLLIEE 13TyyeHvie — YacTb 2: OnpenerieHme

BSEN 62366-1:2015

BSENISO
14155:2011

CTEPWIZALIVIOHHON A03bL.

MeamuyiHekvie yeTpoiicTea. MprivieHeHve paspaGoTku Y06CTBA MO/b30BaHINS K MEAVLIHCKUM
ycTponcTeam

KnnHmnueckvie 1ccngaoBaHs MEAVILMHCKIX V3OE/IA A1 MHOLEN - HaO/IeKallgs KIMHUYECKaS MPaKTUKa

24. MapaHTUilHble 06513aTeNbCTBA

apaHTVs Ha (hMKcaTopbl aHKEPHbIE PacrpPoOCTPaHSETCS Ha MaTeprasbl, PYHKLUMOHUPOBaHME N OTCYTCTBUE

NPOV3BOACTBEHHOr0 6paka rnpu ycs10BM1 UCMO/b30BaHNSA TO/IbKO Y O4HOr0 nauueHTa.
He ncnonb3oBaTtb NOBTOPHO.

[aHHaa rapaHTUs 3aMeHsieT BCe ApYruMe rapaHTuMK, BbIPaXKEHHbIE SIBHO,

nogpasymesaemble WU/nnu

yCTaHOB/IEHHbIE 3aKOHOM, B TOM 4MC/e, HO HE OrpaHMYMBasiCb, rapaHTUIO MPUTrOAHOCTU K MPOJaXxe,
COOTBETCTBUSI W/MAW MPUroAHOCTU AN OnpefenieHHOW LUenM W Bce Apyrue o6si3aTenibCTBa WU
OTBETCTBEHHOCTb CO CTOPOHbI KoMMaHmu Arthrocare.

MpousBoanNTeNb  FapaHTMPYeT COOTBETCTBME  3asiB/IEHHbIX  XapaKTepPUCTUK, CPOK  COXpaHeHus
CTEPU/IBHOCTW, FapaHTUIO COXPaHHOCTU M LE/IOCTHOCTU YNakoBKM NPV NPaBWUIbHOW TPaHCMOPTMPOBKE,
aKcnyaTaumm 1 XxpaHeHUN U3AeNnst Ha NPOTSHKeHMM 3X /IeT ¢ MOMEeHTa CTePUIN3aLMmn n3aenuns.

25. Peknamaums
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Bee ompochl H NPETEHIUH B OTHOWICHKH M3AENHA, & TAKKE 3ANPOCH O NPABE HA BOIBPAT HEOOXOAMMO
HaNpaBIATH B AZIPEC YNOMHOMOYCHHOIO NPEACTABHTENA B OTAEN A0 paboTe ¢ KMHEHTaMH.

AJipec g HATTPaBACHHA peKIaMAlnii:

000 «Cumurt 311 Hedsion
Poccus, 105120, Mocksa, 2-oit CripoMaTHIuECKHIH Nepeynok, oM 1, 31. 9, nom.1, xom. 1

26. Bepcnn 3RCINTYRTAIHOHHON JOKYMENTAIMH
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MepeBoa gaHHOro”NpekcTa caenaH MHOW, MepeBOAYMKOM MaHKOBbIM AHAPeeM BUKTOpPOBMYEM,

Poccuiickas Pegepaums
Mopoa Mocksa
UeTbIpHagLaToro pespasis Ase ThiCAYM [BAALATOrO rofa
[ PebpuHa EneHaIMMTpueBHa, BPEMEHHO WUCMONHAIOLLAA 005S3aHHOCT W HOTapuyca
ropoga Mocksbl AkuMoBa Mneba boprcosunya, CBUAEeTENLCTBYHO NOAMHHOCTbL NOAMMCU NEPEBOAUMKA
MaHkoBa AHLpea BukToposuya.
Mognuck caenaHa B MOeM NPUCY TCTBUN.
JInyHoCTb nognucasLuero AoKyM& a1 LT a

3aperncTpupoBaHo B PeecT.
B3bICckaHo rocyaapcTeeHHGLLavBL® Opyo.
YnnayeHo 3a okasaHue xapakTepa: 300 pyo.

E.[0. Pebp]

Bcero npoLuHypoBaHo, NPOHYMepC
1 CKPEN/EHO NevaThbio

BPNO HoTapuyca
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