Q?Lé&% ) 49/&50

Knee Arthroscopy A1
ACL/PCL Fixation Systems
BIOSURE HA and BIOSURE PK Interference SCrews
PHOSUIRE Intorloronce bHorew
The BIOSURE family of interference screws provides an all-purpose range of screws and
instrumentation, BIOSURE Interference Screws incorporate the latest proven technologies to
help you deliver exceptional graft fixation. Available in 24 sizes, including 6 mm screws for
double bundle repairs and reverse thread screws for right knees.
. 1 L
/{ O QL/’ . vAbsorbable Peside200f L)'U&OAQV\*‘Q/) Non-absorbable
' Our absorbable BIOSURE HA interference screw combines Our non-absorbable BIOSURE PK interference screw
poly-L-lactic acid (PLLA) with hydroxyapatite (HAJ, a calcium incorporates PEEK-OPTIMA® polymer from Invibio®. With a

phosphate similar to the mineral compound of bone. Once modulus similar to cortical bone, PEEK-OPTIMA material

absorbed, it has the fracture resistance of human corticle bone. exhibits an ideal combination of strength, stifiness and

Unlike other materials where HA has been derived from animal toughness, together with biocompatibility. BIOSURE PK

or coralline sources, our material is completely synthetic and interference screws offer the revisability of an absorbable

does not exhibit natural variability or immunological hazards. screw and inherent radiolucent characteristics from a material
that has gained confidence and acceptance in the medical

community for 10 years.
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Reference # Description Reference # Description

72202259 6 mm x 20 mm BIOSLRE PK

72202260 6 mm x 25 mm BIOSURE PK

72202261 6 mm x 25 mm BIOSURE PK reverse thread
72202262 7 mm x 20 mm BIOSURE PK

72202263 7 mm x 25 mm BIOSURE PK

72202264 7 mm x 25 mm BIOSURE PK reverse thread
72202265 7 mm x 30 mm BIOSURE PK

72202266 8 mm x 20 mm BIOSURE PK

72202267 8 mm x 25 mim BIOSURE PK

72202268 8 mm x 25 mm BIOSURE PK reverse thread
72202269 8 mm x 30 mm BIOSURE PK

72202270 8 mm x 35 mm BIOSURE PK

72202271 9 mm x 20 mm BIOSURE PK

72202272 9 mm x 25 mm BIOSURE PK

72202273 9 mm x 30 mm BIOSURE PK

72202274 9 mm x 35 mm BIOSURE PK

72202275 10 mm % 20 mm BIOSURE PK

72202276 10 mm x 25 mm BIOSURE PK

72202277 10 mm x 30 mm BIOSURE PK

72202278 10 mm x 35 mm BIOSURE PK

72202279 11 mm x 25 mm BIOSURE PK

72202280 11 mm x 30 mm BIOSURE PK

7220228t 11 mm x 35 mm BIOSURE PK

72202282 12 mm x 35 mim BIOSURE PK

o

' i e .. L . Call +1 800 343 5717 (U.S.) or contact your local representative.
A@ _ Braigty storiai: nuo 6mm iki 12mm, 7 storiy.

/‘OQ ', Sraigty ilgiai: nuo 20mm iki 35mm, ne maziau 4 ilgiy.
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Kelio artroskopija
ACL/PCL fiksavimo sistem
,Biosure —HA“ ir ,Biosure — PK” interferenciniai sraigtai.”

,BIOSURE" interferencinis sraigtas

_Biosure” linijos interferenciniai sraigtai turi pilng asortimenta ir instrumentariumg. ,Biosure”
lnterferencmlal sraigtai apima naujausias jrodytas technologijas igskirtinio audiniy fiksavimo srityje. Galimi
/24 dydziai, jskaitant 6 mm sraigtus dvigubai fiksacijai ir reversinio sriegio sraigtai deSinés pusés keliams.

. Besirezorbuojantys
hsorbuojami

Absorbuojami ,Biosure — HA” interferenciniai sraigtai yra poli-L-pieno ragsties (PLLA) ir hidroksiapatito (HA)
derinys, kalcio fosfatas, panasus | mineralinj kauly junginj. Po sraigto absorbcijos, zmogaus kortikalinis
kaulas jgyja atsparumg luziams. Skirtingai nuo kity HA gyvulinés ar koralinés kilmés medZiagy, ,Biosure” yra

pagaminti i§ visi§kai sintetiniy medZagy, neskatina naturalaus kintamumo ar imunologinés rizikos.

Ne absorbuojami

Ne absorbuojami ,Biosure PK” interferenciniai sraigtai susideda i ,Peek Optima“ polimero i8 ,Invibio“.

Dél panasaus j kortikalinj kaulg modulio, ,Peek Optima“ medZiaga sukuria idealy stiprumo, standumo ir

kietumo derinj, kartu su biologiniu suderinamumu.

Sraigty stori@Hioliuscencinés savybés praktikoje mediky buvo stebimos jau 10 mety.

,Biosure PK“ interferenciniy sraigty absorbcija ir

. Sraigty ilgiai: Sterilus jpakavimas su identifikavimo
@’f}msralgta; BIOSUREPH (BEEK-OPTIMA
jacija 1,5mm 1,5 mm kaniuliacija, sterills, 1 vnt.pakuotéje
Ref. Ref. parametrai
72201768 6 mm x 20 mm BIOSURE HA 72202259 6 mm x 20 mm BIOSURE PK
72201769 6 mm x 25 mm BIOSURE HA 72202260 6 mm x 25 mm BIOSURE PK
72201770 6 mm x 25 mm BIOSURE HA reversinis sriegis | 72202261 6 mm x 25 mm BIOSURE PK reversinis sriegis
72201771 7 mm x 20 mm BIOSURE HA 72202262 7 mm x 20 mm BIOSURE PK
72201772 7 mm x 25 mm BIOSURE HA 72202263 7 mm x 25 mm BIOSURE PK
72201773 7 mm x 25 mm BIOSURE HA reversinis sriegis | 72202264 7 mm x 25 mm BIOSURE PK reversinis sriegis
72201774 7 mm x 30 mm BIOSURE HA 72202265 7 mm x 30 mm BIOSURE PK
72201775 8 mm x 20 mm BIOSURE HA 72202266 8 mm x 20 mm BIOSURE PK
72201776 8 mm x 25 mm BIOSURE HA 72202267 8 mm x 25 mm BIOSURE PK
72201777 8 mm x 25 mm BIOSURE HA reversinis sriegis | 72202268 8 mm x 25 mm BIOSURE PK reversinis sriegis
72201778 8 mm x 30 mm BiOSURE HA 72202269 8 mm x 30 mm BIOSURE PK
© 72201779 8 mm x 35 mm BIOSURE HA 72202270 8 mm x 35 mm BIOSURE PK
772201780 9 mm x 20 mm BIOSURE HA 72202271 9 mm x 20 mm BIOSURE PK
172201781 9 mm x 25 mm BIOSURE HA 72202272 9 mm x 25 mm BIOSURE PK
72201782 9 mm x 30 mm BIOSURE HA 72202273 9 mm x 30 mm BIOSURE PK
72201783 9 mm x 35 mm BIOSURE HA 72202274 9 mm x 35 mm BIOSURE PK
72201784 10 mm x 20 mm BIOSURE HA 72202275 10 mm x 20 mm BIOSURE PK
792201785 10 mm x 25 mm BIOSURE HA 72202276 10 mm x 25 mm BIOSURE PK
772201786 10 mm x 30 mm BIOSURE HA 72202277 10 mm x 30 mm BIOSURE PK
©72201787 10 mm x 35 mm BIOSURE HA 72202278 10 mm x 35 mm BIOSURE PK
72201788 11 mm x 25 mm BIOSURE HA 72202279 11 mm x 25 mm BIOSURE PK
72201789 11 mm x 30 mm BIOSURE HA 72202280 11 mm x 30 mm BIOSURE PK
72201790 11 mm x 35 mm BIOSURE HA 72202281 11 mm x 35 mm BIOSURE PK
72201791 12 mm x 35 mm BIOSURE HA 72202282 12 mm x 35 mm BIOSURE PK




Ordering Information

From bioabsorbable screws to powered instrumentation, Smith & Nephew offers everything you
heed for consistently strong cruclate reconstructions.

BIORCI Screw System implants
1.5 mm cannulation, sterfle, 1 per box

7207554 Screw,BIORCI7 mm (7 mmHeadi X 7207564 Screw, BIORCI 9 % 30 mm
25mm 7207565  Screw, BIORCI 9 x 35 mm
7207555  Screw, BIORCI 7 mm {7 mm Head) x 7207567 Screw, BIORC 10 x 30 mm
30 mm !
7207568  Screw, BIORCI 10 x 35 mm
1207357 ;grﬁquﬁmORC' 7/mm{Bmm Heac)x 7207607  Screw, BIORCI 7mm [8 mm Head)
Thread
7207558 Screw,BORCI7mm Bmm Headx ;czr:;";‘lo R:cvfgsj zsr‘:m
30mm ) r
7207560  Screw, BIORCI 8 X 25 mm Reverse Thread
7207561 Screw, BIORCI 8 x 30 mm PN
7207562 Screw, BORCI8 X35 mm 1) Stev B
7207563 Screw, BIORCI 9 x 25 mm "

BIORCI Absorbable Screws offer optimal

- SOULTG
BIORCI-HA Screws /4/ O

1.5 mm cannulation, sterlle, 1 per box

strength and selection for soft tissue and v 7207686  Screw, BIORCI-HA 7/7 x 20 mm 7209018 Screw, BIORCI-HA 10 x 35 mm
B-T-B reconstructions. UV 7207674 Screw, BIORCI-HA 7/7 x 25 mm 7209014  Screw, BIORCI-HA 11 x 30 mm
/' 7207677  Screw, BIORCI-HA 7/7 x 30 mm 7209022  Screw, BIORCI-HA 11 x 35 mm
7207675 Screw, BIORCI-HA 7/8 x 25 mm 7209015  Screw, BIORCI-HA 12 x 35 mm
7207676  Screw, BIORCI-HA 7/8 x 30 mm 7209023  Screw, BIORCI-HA 7/8 x 25 mm
7209012 Screw, BIORCI-HA 8 x 20 mm Reverse Thread
; " 7207678  Screw, BIORCI-HA 8 x 25 mm 7209021 Screw, BIORCI-HA 8 x 25 mm
BRI 2967 ' Reverse Thread
3 679 Screw, BIORCI-HA 8 x 30 mm 7209020  Screw, BIORCI-HA 9 x 25 mm
. /' 7207680 Screw, BIORCI-HA 8 x 35 mm Crew,
LI /7209013 Screw, BIORCI-HA 9 x 20 Reverse Thread
7 Crew, "hA X 20 mm 7209019  Screw, BIORCI-HA 10 x 25 mm
Pullout Strength Chart comparing BIORCI 77207681  Screw, BIORCI-HA 9 x 25 mm Reverse Thread
strength of fixation vs. compelitors, v .. . . .
BIORgI bloabsorbable screve is 28% . 7207682 Screw, BIORCI-HA 9 x 30 mm 7207636 1.5 mm x 9" {23 cm) Guide Wire
more effective ot maintalning fixatlon L~ 7207683  Screw, BIORCI-HA 9 x 35 mm 014859 1.5 mm x 12" (30 cm) Guide Wire
thon the losest compettor " 7209016 Screw, BIORC-HA 10X 25mm 3134033 1.5 mm x 17" (30 cm] Guide Wire
7209017  Screw, BIORCI-HA 10 x 30 mm

7x40m)

7x25 mm

Camparison charl showing a 58%
Increase In liblal pullout strength
utilizing longer length screws>

! CMAgrawal, M. fun, C. Zhu and KA, Athanasiou: A New Technique to
Control the pH In the Vicinity of Bloabsorbable Implants,

*In vitro data on flle with Smith & Nephew. ** Data on file with Smith & Nephew.

www.smith-nephew.com

T +1 978 749 1000

F +1 978 749 1108

US Customer Service +1 800 343 5717

Endoscopy

Smith & Nephew, Inc.
Andover MA 01810
USA

BIORCI-HA Screw System Instrumentation

7208661 7 mm BIORCI Tap 7207359 BIORC! Starter
7208662 8 mm BIORC! Tap 7207369 BIORCI Tray
7208663 9 mm BIORCI Tap 7207766 Wingless Compaction Router
7208664 10 mm BIORCI Tap 3134186  Single Flute Endoscapic Drill Bit
7208656 BIORCI Torx® Driver
h“w,,--»-"::g_“.:s--u.,ﬂ\
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Complete BIORCI Screw 5y8t€ms can be failored lo Include guides,

i/
anual and powered instrumentation,
Ask your local sales representalive for assistance. i

BIORC| is a Irademark of Smifh & Nephew, Inc. Reg US Pat & Tm Off.
Torx Is a registered trademark of Textron, Inc.

©2001, 2002, 2007 Smith & Nephew, Inc. All rights reserved. Printed in USA, 09/07. 10600331 Rev A
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fJZsakymo informacija
Smith&Nephew siiilo viska ko reikia kryZminiy rai$iy rekonstrukeijoms — nuo bioabsorbeiniy sraigty iki

instrumenty.

Biorci sraigty sistemos implantai
1,5 mm kaniuliacija, steriliis, déZutéje 1 vnt.

7207554 Sraigtas BIORCI 7 mm(7 mm x25mm)
7207555 Sraigtas BIORCI 7 mm(7 mm x30mm)
7207557 Sraigtas BIORCI 7 mm(8 mm x25mm)
7207558 Sraigtas BIORCI 7 mm(8 mm x30mm)
7207560 Sraigtas BIORCI 8 x 25 mm
7207561 Sraigtas BIORCI 8 x 30 mm
7207562 Sraigtas BIORCI 8 x 35 mm
7207563 Sraigtas BIORCI 9 x 25 mm
7207564 Sraigtas BIORCI 9 x 30 mm

. 7207565 Sraigtas BIORCI 9 x 35 mm

7207567 Sraigtas BIORCI 10 x 30 mm

7207568 Sraigtas BIORCI 10 x 35 mm

7207607 Sraigtas BIORCI 7 mm (8 mm x 25 mm reversiniu sreigiu)
7207608 Sraigtas BIORCI 8 x 25 mm reversiniu sriegiu

.Biorci-HA sraigtai

TR
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- 7207677 BIORCI-HA 7/7 x 30 mm
. 7207675 BIORCI-HA 7/8 x 25 mm

*. 7209013 BIORCI-HA 9 x 20 mm
7207681 BIORCI-HA 9 x 25 mm
7207682 BIORCI-HA 9 x 30 mm
7207683 BIORCI-HA 9 x 35 mm
7209016 BIORCI-HA 10 x 25 mm

1.5 mm kaniuliaciia. sterilis, déZutéie 1 vnt

7207686 BIORCI-HA 7/7 x 20 mm

7207674 BIORCI-HA 7/7 x 25 mm /wg ! .. Yra standartiné, standartiné su padidinta galvut
reversiné(reversiné versija 25mm ilgio, storis 7/8, nuo i

iki 10mm, ne maziau trijy dydziy, reversiné su padidint:
galvute.

7207676 BIORCI-HA 7/8 x 30 mm
7209012 BIORCI-HA 8 x 20 mm
7207678 BIORCI-HA 8 x 25 mm
7207679 BIORCI-HA 8 x 30 mm
7207680 BIORCI-HA 8 x 35 mm

Koviia Hkra

7209017 BIORCI-HA 10 x 30 mm

7209018 BIORCI-HA 10 x 35 mm

7209014 BIORCI-HA 11 x 30 mm

7209022 BIORCI-HA 11 x 35 mm

7209015 BIORCI-HA 12 x 35 mm

7209023 BIORCI-HA 7/8 % 25 mm, reversine
7209021 BIORCI-HA 8 x 25 mm, reversing

.7209020 BIORCI-HA. 9 x 25 mm, reversiné

7209019 BIORCI-HA 10 x 25 mm, reversiné
7207636 1.5 mm x 9" (23 cm) pravedéjas
014859 1.5 mm x 12" (30 cm) pravedéjas
3134033 1.5 mm X 17" (30 cm) pravedgjas




BIORCI*-HA

Scrow System

Anatomically targeted screws for
ACL and PCL reconstruction




Versatility, durability and
your graft fixation needs

You want a comprehensive solution to handle any ACL repair
you encounter. The BIOSURE® HA family of interference screws
gives you an all-purpose range of screws and instrumentation,
incorporating the latest proven technologies to help you deliver
exceptional graft fixation. Whether you're doing single or double
bundle reconstruction, fixating on the tibial or femoral side,

or using soft tissue or bone-tendon-bone grafts, our line of
products can meet all your patient needs. |

safety for al

Broad range of sizes The right tools for easy insertion
BIOSURE HA interference screws are available ~ Optimal versatility extends beyond our screw
in 24 sizes, including 6 mm screws for double  sizes. We offer a full line of instrumentation
bundle repairs and reverse thread screws for available in ratcheted or non-ratcheted versions
right knees. You'll find the perfect fit, no matter  After all, your tools should adapt to you, not
what your preferred technique or patient’s the other way around.
anatomical requirements.

From 12 mm to 6 mm

No job is too big or too small.




Developed by Smith & Nephew, BIORCI” Bioabsorbable
Interference Screws are among the strongest bioabsorbable
screws available for arthroscopists performing soft tissue

or bone-tendon-bone (B-T-B) reconstructions. With one of
the highest pull-out strengths and the greatest resistance to
breakage among bioabsorbable screws, BIORCI® Screws are
designed to hold the graft in place for secure anatomic
aperture reconstruction. BIORCI-HA® Screws go a siep
further, combining the proven strength and integrity of the
BIORCI Screw System with hydroxylapatite (HA).

BIORCF and BIORCI-HA

Enhanced Bioabsorbable Screws

BIORCI and BIORCI-HA bioabsorbable screws are a

complete line of bioabsorbable implants allowing for multiple
approaches of repair and the flexibility to accommodate a
variety of anatomical placements.

Tibiat-specific 35 mm length screws offer greater strength.
Longer thread engagement provides greater pullout strength
within the tibial tunnel.
Unique Torx® interface helps minimize breckage Right knee-specific screws keep graft posterior. BIORCI
bioabsorbable screw is the only system that includes reverse-
threaded screws to keep the soft tissue grafts in optimal
position.

Torx” interface drives screws securely. Unique and patented
Torx driver-to-screw interface disperses force throughout the
screw during insertion.

The widest selection, from the innovator in soft tissue graft
fixation. Smith & Nephew is the developer of the first soft
tissue fixation screw. We offer the broadest choice in
technique-specific screws today, with quality and reliability
second to none.

Made of bicabsorbable PLA. A safe, proven alternative to
metal screws, BIORCI-HA screws are strong when needed,
then absorb discreetly.

Hydroxylapatite helps to control the pH of the irmplant site.
. Research indicates the pH levels surrounding the absorption
/\ of polymers is reduced with the combined absorption of

\ hydroxylapatite.'
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Bone-Tendon-Bane

BIORCI-HA screws offer 20 mm and
25 mm lengths for use with bone-
tendon-bone grafts.

The 20 mm and 25 mm length screws

are sized for optimal bone-tendon-bone
graft fixation. Soft threads minimize graft
laceration, and range of diameters ensure

a tight fit in alt tunnels.

instrumentation

The bone-tendon-bone approach
utilizes an endoscopic cannulated drill
bit for femoral tunnel preparation and a
cannutated drill bit for drilling the tibial
tunnel.

EEEERSN

ENDOSCOPIC CANNULATED DRILL BIT

SS9

TANNULATED DRILL BIT




Medial Portal

BIORCI screws are the only
implents that offer a unique
oversized head incorporated
into their femoral design.

BIORCI screws are optimized for
surgeons utilizing the anteromedial
approach.

The enlarged head provides extra

contact area at the anatomic site. The

head also reduces any stress risers
caused by "point loading" that may

occur on other full-threaded screws.

Aperture fixation using the BIORCI
screws results in a short graft
construct between the femoral
and tibial tunnels.

Instrumentation

To optimize the preparation of the
femoral tunnel during drilling, seect
the RCI winged routers. These
patented routers compact the
tunnel while drilling and provide a
countersink for the enlarged head.

RC! FEMORAL ROUTER

Tibial-Specific

Maximize your length of graft/
tunnel engagement for greater
pullout strength.

BIORC! tibial-specific screws lead the

industry in addressing tibial fixation
issues.

These longer length screws provide

more soft threads to ensure maximum
length interference between the graft

and tibial tunnel.

Designed in conjunction with leading

surgeons to maximize the fixation
along the tibial tunnel.

Instrumentation

The tibial tunnel can be prepared with
either the RCI tibial compaction routers

or a standard cannulated drill bit.
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RCH TIBIAL ROUTER

CANNULATED DRILL BIT

0G.

Trans-Tibiat

Sy padidin o
i’
BIORC! screws with a rounded

‘head and soft threads Tor

S

maximum protection of the grafts.

The latest addition to the RCl screw
line.

Femoral screws with a matched
rounded head. These screws
incorporate the same Torx® interface
as all BIORC| screws to minimize
breakage when your approach is
through the tibial tunnel.

The 1.5 mm guide wire is the largest in

the industry to assist you in accurate
parallel placement of the screws.

Instrumentation

The transtibial approach utilizes an
endoscopic cannulated drill bit for
femoral tunnel preparation and a
cannutated drill bit for drilling the
tibial tunnel.

manmns~~ R/

ENDOSCOPIC CANNULATED DRILL BIT '

CANNULATED DRILL BIT
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Reverse Thread

Reverse Thread - because your
patients do not have two left
knees.

Use the patented Reverse Thread
BIORC! bioabsorbable screw for
your right knees.

To produce mirror images on right
and left limbs, the final femoral
graft position within the tunnel
must be the same.

Standard (clockwise] screw thread
orientation produces clockwise
rotation of the graft in left knees,
resulting in a posterior final graft
position. However, standard
(clockwise) screw thread
orientation results in an anterior
final femoral graft position within
the femoral tunnel in right knees.

Therefore, to achieve a posterior
final graft position in a right knee,
to mirror the rotation of the left
knee, a reverse [counterclockwisel
threaded screw may be selected.

Instrumentation

To optimize the preparation of the
femoral tunnel during drilling,
select the RCl winged routers.

RCI FEMORAL ROUTER

* To maximize product efficlency it is recommended that the surgical site is prepared with the BIORCI Starter or Tap prior to insertion of the absorbable implant.
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BIOSURE® HA

Interference Screw

Instructions for Use

Device Description

The Smith & Nephew BIOSURE® HA Interference Screw is a
bioabsorbable implant made from 80% poly-L-lactic acid (PLLA)
and 20% hydroxyapatite [HA]. The screw is designed to maintain
adequate strength until healing occurs.

Performance Characteristics

The BIOSURE HA Interference Screws consist of tapered design that
facilitates ease of insertion.

How Supplied

The interference screw is provided sterile, for single use only.

Material

The Smith & Nephew BIOSURE HA Interference Screw is made from
75% poly-L-lactic acid {PLLA} and 25% hydroxyapatite [HA).

The polymer is substantially absorbed in three to five years.

Intended Users

The Smith & Nephew BIOSURE HA Interference Screw is intended
for use by health care professionals in accordance with these
instructions for use. The use environment is a professional
healthcare facility.

Intended Use

The BIOSURE HA Interference Screw is intended for fixation of
bone-tendon-bone or soft tissue grafts during anterior/posterior
cruciate ligament {ACL/PCL) reconstruction procedures.

Indications for Use

The BIOSURE HA Interference Screw is indicated for fixation of
bone-tendon-bone or soft tissue grafts during anterior/posterior
cruciate ligament (ACL/PCL) reconstruction procedures.

Contraindications

* Known hypersensitivity to the implant material or its degradation
products. Where material sensitivity is suspected, appropriate
tests should be made and sensitivity ruled out prior to
implantation.

*» The presence of infection.

40(7‘9 Cht@%ﬂé 5@#{’3 _
80/ PLLA
20/ HE
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* Conditions that would limit the patient’s ability or willingness to
restrict activities or follow directions during the healing period.

» Contraindications may be relative or absolute and must be
weighed against the patient’s entire evaluation.

Target Patient Groups

Clinical data supports the use in adult patients for whom the
fixation of bone-tendon-bone or soft tissue grafts during anterior/
posterior cruciate ligament (ACL/PCL] reconstruction procedures
is determined to be necessary by the prescribing healthcare
professional.

Expected Clinical Benefits

The Expected Clinical Benefit of the BIOSURE HA Interference Screw
is improvement over preoperative knee related function.

Links to the Summary of Safety and
Clinical Performance (SSCP)

For users in the European Union, a Summary of Safety and Clinical
Performance {SSCP) has been developed in conformance with

EU Regulations. Specific information about the subject devices,
including catalog numbers, manufacturer name, and trade

name, may be used to research for the appropriate SSCP on the
EUDAMED database. Multiple elements of information may be
needed to adequately identify the device in EUDAMED. This is the
SSCP location after the launch of the European data on Medical
Devices (EUDAMED): https://ec.europa.eu/tools/eudamed.

Warnings

* Do not use if the product sterilization barrier or its
packaging is compromised.

» The BIOSURE HA Interference Screw is supplied sterile and
intended for SINGLE USE ONLY. DO NOT clean, resterilize,
or reuse the BIOSURE HA Interference Screw as this may
result in product malfunction, failure, or patient injury and
may expose the patient to the risk of transmitting infectious
diseases.

» Contents are sterile unless package is opened or damaged.
DO NOT RESTERILIZE. For single use only. Discard any open,
unused product. Do not use after the expiration date.

2 10600361 Rev. H Instructions for Use




A






