Bioretec ActivaScrew™ Buonerpanupyemsie BUHTHI

N
Onucaxue >
MNokasaHua E
MexaHu4yeckne cBoncTBa E

[na dukcaummn nepenomoB KOCTEN, OCTEOTOMUU, apTpoAe3a, KOCTHO-XPSLLEBbLIX
NepenomoB B NPUCYTCTBMM Hagnexawen nmmoomnunsaumn.
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ActivaScrew™ onucanue

The ActivaScrew™’s caenaH U3 opueHTMPOBaHHOIO U

6uoperpagupyemMoro nonmmepa rimkKonn3npoBaHHOW MOJIOYHOMN
Kkucnotbl (85L/15G).

[aHHbIM nonumMep paccacbiBaeTcH B YCNOBUAX €CTECTBEHHOMO
opraHu3ma rnog Bo3gencTemMeM rmaponusa u npespawlaetca B anbdga-
rMOPOKCU KUCNOTbI, MeTabonuanpytomecs opraHu3Mom.

BUHTBLI UMeIoT pa3nuyHbIn pasmep auameTp ot 2,0 Ao 4,5 vm u
anvHa ot 10 go 90 mm.

MoTeps NpoYHOCTHU U paccacbiBaHue.

B TO Bpems kak npoonepupoBaHHbIN KOCTHbLIV Nepesiom unm
OCTEeOTOMMUS HabupaeT NPOYHOCTb BO BPEMS NpoLIEecCa CpaLLeHus,
npogykt ActivaPinTM nocteneHHO TepAeT NPOYHOCTb, OQHAKO, MPU 3TOM
BbINOSTHAA CBOK PYHKLMIO MO KpanHen Mmepe B TedeHue 8 Heaerb.
MonHoe PaccacbkiBaHne npoucxoanTt Yepes 2 roga. [losTopHas onepauus
Mo U3BMEYEHUNIO MMNIIAaHTaTa He TpebyeTca.

The ActivaScrew™ ctepunusosaH ramma o6nyyeHnem

The ActivaScrew™ pgocrtaBnsietcs B cneuymansHom yTnspe, 4To
o6ecneunBaTb CTEPUNLHOCTL ONepauun..
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ActivaScrew™ mpemnaraer.

MNonHasa coBmectuMocTb ¢ AO MHCTpyMeHTaMmu. HeT HeobxoaumMocTu B
AOMOSTHUTENBHOM UHCTPYMEHTE

BblCOKMe xapakTepucTmkm NPO4YHOCTM UMMNIIAHTOB MNO3BONAT JOCTUTHYT
cTabunbHoM bmkcauun. JlerkocTbe B UCNOSIb30BaHUM U rapaHTMpOBaHHas
MeanumHckas 6e3onacHoCTb..

Mopgynb narnba 6uogerpagupyemMbix UMMANAHTOB BRvXKe K MOAYIo
n3rmba KocTn, Yem MeTanIM4YeCcKNX MMNIaHTOB.

PaspaboTtaH cnewumanbHo, 4To6bl MOCTENEHHO BOCCTaHaBNMBaTb
CMOCOBHOCTb KOCTU BblOEPXKMBATb HArpy3ky Ha naruo.

PaccacblBalowmmncs nmnnaHtar YMeHbLlaeT PpUCK BOSHNKHOBEHUA
OCNOXHEHWX B NocreonepayuoHHbIn nepuog, HeT HeobxoaMMoCTn B
NOBTOPHON ornepauum no N3Bre4YeHno MMNaHTaTa.

YnakoBka, MHCTPYMEHTbI U An3aiiH umnnaHTaTta obecrnedmBeatoT
CTEPUNBbHOCTb XMPYPrMYEeCKo npoueaypsl..

Auto-Compression™ 3anateHToBaHHas TEXHOMNOMS MeEXaHUYECKON
aKTMBHOCTW.
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Auto-Compression™ croiictea of the ActivaScrew™

1-2% Auto-Compression™ 3anateHToBaHHasi TEXHOMNOIMMA
> MEXaHNYECKON aKTUBHOCTM..

ABTO KOMrpeccua CHMm>xaet puck BO3HUMKHOBEHUA
HeCTabunbHbIX neperiomos.

I'Io,u,,u,ep>|<|/|BaeT NMOCTOAHHYHO KOMMPECCUK B 30HE
neperioma BO BpeM4A CpallleHUA.

ABTO-KOoMnpeccus Bo3HMKaeT bnarogapa N3aMeHeH1sM B
pasmepax, Bbl3BaHHbIM YCNoBuaAMU rugponunsa. uametp
BUHTa yBenuunsaeTcd Ha 1-2%, a AnivMHa yMmeHbLlaeTcd
Ha 1-2% No cpaBHEHUIO C Ha4arbHbIMW pasmepamMmu

B pesyrnbrate rmaposin3a nocrterneHHo CHM>XXaeTcCA
HanpsaxeHume B obnactu neperiomMma.
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ActivaScrew™ peructpanus u narent

Registration:
- FDA permit to legally market November 22, 2006. K062980

n
KEMAX - CE approval Feb 12, 2007.

CERTIFICATE .

Patenting:
SR - Patent FI 118510; Pat.pending: EPO Patent Application
Mdtca dvice 07108722.5; U.S. Patent Application 11/802,692; Patent
Application FI 20075881

ActivaScrew ™ (Class Hll)

ocuments, $at foum the basts of s corstcate

Certification Notice 2084913CN, Inttially dated February 12, 2007
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[Toxazanus k npuMenenuto for ActivaScrew™

HuXxHue KOHe4YHOCTH
Mepenomebl nogbkek
Mepenom TapaHHOM KOCTK
MNepenom NATOYHOM KOCTU
hallux valgus
[MaTOYHO TapaHHbIN apTpoaes
MoaTapaHHbIN apTpoaes
OcteoToMnmn
MNepenom mbilenkoB 6onbLLuebepLOBO KOCTH
Mepenom kocTemn cTonbl

UBepxHMe KOHEYHOCTH
[uncTanbHbIN Nepenom Kriovmubl
lMNepenom rneHovganbHOM BnaguHbl
MNepenom npokcMmManbHOro oTaena nieyveBon KOCcTn
Onudmsnonna
Mepenom Hapy>HOro MblLLEenKa nieyvyeBon KocTn
MNepenom meananbHO MbILLENKa NieYeBon KOCTH
Nepenom noKTeBoro OTpocTKa
Mepenom ny4ya B TUNUYHOM MECTE
Mepenombl KOCTEN KNCTH
MNepenom nagbeBnaHOM KOCTU
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ActivaScrew uncrpyment B-1SS-1000
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CpaBHUTEIILHOE TECTUPOBAHUEC=
ActivaScrew™

MexaHu4eckue UCNbITaHUA Ha cTeHAe:
- Invitro
- npegen NPOYHOCTU Npu caBure
- NPOYHOCTb Ha n3rmnb

BuomexaHu4yeckue TecCTbl:
- TeCTVIpOBaHVIe Ha aHaTOMMU4YeCKOM MaTepuare (CBVIHbVI)

ABTO-KOMMNpeccus:
- TecTupoBaHue HanpsXxeHusA

XumMmunyeckue TecTbl:
- BsaskocTb
- Tepmuyecknn Tect
- Kpuctanusauumm nonmmepa.
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CpaBHUTENBHO TECTUPOBAHUE Ha NPOYHOCTL NPU
casure-ActivaScrew™

IN VITRO COMPARISON OF SHEAR SRENGTH BETWEEN
INION OTPS™ SCREWS AND BIORETEC ActivaScrews™

== ActivaScrew
2.0x20mm

== ActivaScrew
4.5x40mm

=dr=|nion OTPS
2.0x20mm

=0=|nion OTPS
4.5x40mm

Manufacturing method and material composition of the ActivaScrew™ bioretec
creates high mechanical strength to the implant!




TecT Ha HanpskeHue- ActivaScrew™

Stress relaxation test results for 2.0 mm screws

Inion OTPS Screw2.0 mm

e

ActivaScrew2.0 mm

BB 885 & & 8

Tension (N)

R
: Time (weeks)
Test was performed in order to simulate the real clinical application, where a

surgeon uses the screw to apply a compression force over the bone to bone
interface.

Patented Mechanical Activity of the ActivaScrew™ allows the preset tension to Bioratas
gradually settle on a biomechanically reasonable level,
OTPS™ Screw looses totally the preset tension within a first testing day.




AsTo-koMnpeccus - ActivaScrew™

nnnnnnnnn ActivaS crew 4.5 mm

Stress Relaxation of 4.5 mm Screws
e Inion OPTS Screwd4.5 mm

Tension (N)

3
Time (weeks)

CONCLUSION:

The stress relaxation test was used to determine the ability of the screws to maintain the compression across
the fracture plane during the bone healing. The stress relaxation behavior of the material is part of the

auto-compression property of the ActivaScrew™.
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Competitive Mat

Characteristics

Material

rix - ActivaScrew™

Bioretec

ActivaScrew™

PLGA - 85L/15G

Arthrex

Trim-It™ Screw

ConMed/Linvatec

SmartScrew Il

96L/4D PLA

Biomet/Arthrotek

ReUnite Screw

PLGA - 82L/18G (LactoSorb®
Copolymer)

L-lactide, D,L-Lactide and TMC

Optima Screw ( Inion OTPS™

Screw)

Copolymers composed of

(trimethylene carbonate)

ITime to Strength Loss (<80%)

12-16 weeks

>24 weeks

20-50 weeks

8 to12 weeks

18 to 36 weeks

Resorption time

approx. 2 years

2-4 years

9 to 15 months

2 to 4 years

Crystalinity

[Shear strength (2.7mm screw)

446N / 135MPa

105MPa

219 N (2.5mm screw) / 100MPa
(1.5mm pin)

124N / 45MPa (2.0mm screw)

IAseptic use

Diameters

2.0mm, 2.7mm, 3.5mm, 4.5mm

2.7mm/ 3.5mm / 4.0mm / 4.5mm

2.0mm, 2.7mm, 3.5mm, 4.5mm

2.0mm,2.5mm, 2.8mm, 3.5mm, 4.0mm, 5.0mm

2.0mm, 2.5mm, 2.8mm, 3.1mm, 4.5mm

Lengths

14-90 mm

30 mm /40 mm /50 mm / 60 mm

10 -70mm

5mm - 70mm

8mm - 90mm

* No data is available.
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