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Interventional Spine-

HoBoe B neveHnn 3abonesanuii No3BOHOUHOMO cTonba

PercuDyn™
Xvpypruyeckass TeXHMKa

Ota Gpowwitopa OEMOHCTPMpYET oOLmMe NPUHLMUMBI TEXHUKN
Xupyprudeckon onepauun.. Interventional Spine Inc. kak
npon3BoguTenb, He PeKOMeHAyeT 3Ty MUK Kakyl nnbo MHyo
XUPYPIUYECKYID  TEXHUKY ONs NeYeHusi, KOHKPETHOro
naumeHta. OTBETCTBEHHOCTb 3a BbIOOP M UCMOMb30BaHWE
COOTBETCTBYHOLLEA TEXHWKUN B KaXXAOM KOHKPETHOM Ccriyyae
HeceT XMPYypr, BbIMOMHAKOWMIA Npoueaypy WMAAaHTauum.
Interventional Spine Inc. He HeceT OTBETCTBEHHOCTM 3a BbIOOP
afleKBaTHOM  XUPYPruyeckom TEexXHWKM, KoTopaa Oyaer
NCnonb3oBaTbCs AN NeYeHNs KOHKPETHOro nauueHTa.

Interventional Spine, Inc.
13700 Alton Parkway, Suite 160
Irvine, CA 92618

TenedoH +1 (949) 472-0006
C € dakc  +1(949) 472-0016

0050 www.i-spineinc.com

PercuDyn™ System nmeet 3Hak cootBeTcTBMS CoBeTa EBpOnbI

EBpocoto3a 1 MOXET NpofaBaThCs B CTpaHax, MPU3HaIoLLMX 3TOT P/N 7213-00 Rev. C
3Hak cootBeTcTBUA. PercuDyn™ System He npeaHasHayeH Ans

npogaxu B CoenHeHHbIX LLTaTax.
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Item Description Quantity Part Number
Al PercuDyn™ ANCHOR I 9051-00
A2 PercuDyn™ STABILIZER I 9050-00

PercuDyn™ SYSTEM (Instruments)

Item Description Quantity Part Number
I Access Needle* I 9058-00

*Access Needle is supplied separately from the procedure system
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n/n HanmeHoBaHue KonunyectBo Lncop
KOMMOHEHTa
A1 PercuDyn™ ANCHOR (aHkep) 1 9051-00
A2 PercuDyn™ STABILIZER (ctabunusatop) 1 9050-001
PercuDyn™ SYSTEM (Instruments)
n/n HavmeHoBaHue Konuyectso Lncop
KOMMOHEHTa
| Access Needle (Mrna . 1 9058-00
onepaTmBHOro gocrtyna, Tpoakap)

* yKa3aTeslb ornepaTtnBHOro AoCTyna nocrtaBiAeTca oTAaesibHO
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PercuDyn™ SYSTEM Instruments with Tray, 9042-00

SSEL | | S

Item Description Quantity Part Number
2 PercuDyn™ Kirschner Wire (0.062”, |.6mm) 8 6072-00
3 PercuDyn™ Slap Hammer I 6120
4 PercuDyn™ Pre-Dirill (3.0mm) I 6118
5 PercuDyn™ Tap (4.5mm) I 6119
6 PercuDyn™ Countersink I 6093
7 PercuDyn™ Driver I 6094
8 PercuDyn™ Insertion Tool I 6095
9 PercuDyn™ Removal Driver I 6096
10 PercuDyn™ Quick-Connect Handle | 6079
I TELEPORT® I 6086
12 PercuDyn™ Tray Assembly I 6128
13 PercuDyn™ SYSTEM Instruments with Tray I 9042-00
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PercuDyn™ SYSTEM Instruments with Tray (Ha6op nHCTpyMeHTOB ¢ nogaoHom), 9042-00

=T

FESRE Y

nin HanmeHoBaHune Konunyectso ncpp
KOMMOHEHTa

PercuDyn™ Kirschner Wire (cnnua KunpluHepa)

2 (0.0627, 1.6mm) 8 6072-00

3 | PercuDyn™ Slap Hammer (MonoTo4ek) 1 6120
PercuDyn™ Pre-Drill  (npucnocobnenve  ans

4 1 6118
npeaBapuTeribHoro ceepnexust) (3.0mm)
PercuDyn™ Tap (4.5mm) (npucnocobneHne pns

5 1 6119
npokona)

6 | PercuDyn™ Countersink (3eHkep) 1 6093

7 | PercuDyn™ Driver (nmnnaHToBOA) 1 6094

8 | PercuDyn™ |nsertion Tool (MOHTaXHbIN NHCTPYMEHT) 1 6095

™ 1

9 PercuDyn™ Removal Driver (npucnocobneHue nns 1 6096
yoaneHus)

10 PercuDyn™ Quick-Connect Handle (pykosaTka ¢ 1 6079
camosanuparoLmmMm pasbeMomMm)

11 | TELEPORT® 1 6086

12 | PercuDyn™ Tray Assembly (nogaoH) 1 6128

™ i

13 PercuDyn™ SYSTEM Instruments with Tray (Habop 1 9042-00

WHCTPYMEHTOB C NOAA0HOM)
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Surgical Technique

The purpose of this guide is to provide specific information
regarding Interventional Spine, Inc.’s PercuDyn™ System.
The PercuDyn™ ANCHOR and STABILIZER are designed
to prevent extension motion by providing support to the
articulating facets, at single or multiple levels in the lumbar

spine (ranging from LI to S1).

Patient Position

Step |

Under general or regional anesthesia, the patient is positioned
prone on a radiolucent operating room table on a spinal frame
(e.g. Wilson) or padded chest bolsters. A neutral to mildly
flexed position is best to optimize the effect of the device.

The area is then prepped and draped using sterile technique.

It is important to use a radiolucent table that facilitates intra-
operative acquisition of AP and lateral lumbar spine fluoroscopic

images.

AP Trajectory &
Access Needle Placement

To minimize parallax effects, fluoroscopy should be centered at
the treatment level, defined as the intervertebral disc space.
On AP views, the mediolateral and cephalocaudal angulation
should be adjusted to center the spinous process between the
pedicles. Under fluoroscopy, the tip of the Access Needle is
positioned in the medial half of the pedicle at the base of the
inferior articular process of the treatment level.

The proximal end (handle) of the Access Needle is angled
approximately 10° from medial to lateral to obtain the ideal
mediolateral trajectory, and the tip is seated into the pedicle.
The Access Needle may be repositioned, if needed.

AP Trajectory &
Access Needle Placement

Step 2 (cont.)
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Figure 2: AP View Trajectory, L4/L5 Procedure
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Xupypruyeckasa TexXHuKa

Llens atoro mocobusi coctout B TOM, YTOObI MPEedoOCTaBUTbL
onpefeneHHyo MHGopMaLmio oTHocuTensHO Interventional
Spine, Inc.’s PercuDyn™ System. PercuDyn ™ AHKEP wu
CTABUNMN3ATOP  pomkHbl  npegoTBpaTUTb  MPOAOSIbHOE
cMmelleHne, U 3aduKcumpoBaTb CyCTaBHble daceTku, Ha
OLHOM MIIM HECKOSNbKMUX YPOBHSIX B MOSICHUYHOM OTAene
NMo3BOHOYHOrO cTonba (B uHTepeane ot L1 go S1).

LWar 1 NMonoxeHne nauneHTa

MNon obuwen nnmu MecTHon aHecTe3nen naumeHTa nomeLlarT
NMUOM BHM3 Ha PEHTTeHOMpPO3payHyto pabouyto  30HY
onepaumMoHHOro ctona Ha ocesow pame (Hanpumep, Wilson)
unn gobaensT rpyaHble Banvku. PaccnabneHHoe u cnerka
COrHYTOE MOSIOXKEHNE Tena Mo3BOoSIAET NOSYyYUTb  HaWIyYLLWIA
achbdekT oT ycTtporctea. Obnacte onepauun nogrotasnmearT
n OpanupupylT CTepuribHbIMM  MaTtepuanamu. BaxHo
MCrnonb3oBaTb  OMEPALMOHHBLIA  CTOSl, C MOBEPXHOCTbIO,
NpO3payHol AN PEHTIEHOBCKOro U3ny4eHnst - 3To obnerdaet
nonyyeHune BO Bpemsa  ornepaumu PEHTFEHOBCKOro
n300pakeHns NMOSICHUYHOTO OTAena MO3BOHOYHOrO cTtonba B
nepegHesagHem 1 GOKOBOM MOMOXEHUN.

War 2 [lopcoBeHTpankHas TpaekTopus U
PacnonoxeHue TOYKN ANA BBEAEHNS

Ona Toro 4Ttobbl MWHMMM3MPOBaTL 3PdEKTHI MNapannakca
(cmeweHns - npum nepegodyuka), PEHTTEHOBCKUIA annapaT
pacrnonaratoT Ha OOHOM YpPOBHE C MECTOM MpoBeAeHus
onepaumu, onpegensiemMmom no pacnonoXeHnto
MEXMO3BOHOYHOIO aucka. [opcoBeHTpansHoe,
mMeguonarteparbHoe n KpaHnokayaaribHoe yrnosbie
cMeuwleHna and BBegeHuAa OOJDKHbI ObITb oTperynmpoBaHbl
Tak, 4YTOObl MPOBECTU MPOKON Mexay cTonbukamun ayxek
No3BOHKOB. [log pEeHTreHOCKONUen HaKOHEeYHWK YykasaTens
onepaTMBHOIMO AOCTyna MNOMeELLaloT B CPEAHIO MOMOBUHY
HOXXKW B OCHOBa@HWE HWKHErO CyCTaBHOIO OTPOCTKA MO3BOHKA
onepvpyemMon o6nacty NO3BOHOYHMKA.

[ns nonyveHns maeanbHOW meauonaTepanbHOW TpaekTopun
I'IpOKCVIMaJ'IbeIVI KOHel pPy4Kn YyKasatend OI'IepaTI/IBHOFO
JocTyna pacnonaratloT nog yrinom npubnuantensHo 10° B
natepanbHyl0 CTOPOHY OT BepTUKanbHOrO MOSIOXKEHUs, U
KOHUYMK UMbl MNOrPY>KaloT B HOXKY AyrM MO3BOHKa. [lpwu
HeoOXOAMMOCTU Wrna ykasaTens onepaTMBHOrO AocTyna
MOXeT BBOLMTCS MOBTOPHO.

LLar 2( npogonxetue ) LlopcoBeHTpankHas
TpaeKToOpUA M pacnonoXeHue TOYKU 4N BBeAeHUs

OTDOCTOK

HwxHuin cycTaBHou ) ' ‘
Bepxrmﬂ cacetk
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HM)KH;m cbaceTk

Wnnioctpauua 1: Toyka BBeOeHUS UMbl Npu
onepauun Ha L4/L5 no3BoHKkax

HwxxHui cycTaBHOW
OTPOCTOK %

Bepxuvm CyCTaBHOVI ‘- l‘

OTPOCTOK .
Mecto npoxona ‘m b

e .
s sl b w®

Wnnioctpauus 2: PacnonoxeHue
yKasaTens onepaTtuMBHOro AoCTyna npu onepauum
Ha L4/L5 no3BoHkax. Bua c3agw.
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Lateral Trajectory & Step 4 Kirschner Wire Placement

Access Needle Placement

I. After the Access Needle is positioned, remove the stylet

Confirm the Access Needle position and trajectory on a lateral and place the Kirschner Wire (K-wire) through the Access
view. The Access Needle is angled approximately 10° caudal to Needle into the vertebral body. The K-wire should be
cephalad, then tapped and seated into the bone using advanced approximately to the pedicle margin. Do not
fluoroscopy to confirm the correct trajectory. To avoid injury to advance the K-wire beyond the anterior margin of the
the nerve root or the spinal canal, confirm that the Access vertebral body.

Needle remains within the pedicle on the AP view. Do not

traverse the medial wall of the pedicle. Using the lateral view, 2. Remove the Access Needle while carefully maintaining
advance the Access Needle to the appropriate depth. [Optional: the K-wire position.

If available, EMG stimulation of the K-wire may be done at this

point to ensure no neural compromise.] 3. Incise the skin and fascia to accommodate the

Interventional Spine Teleport® Tissue Retractor (i.e.|5mm).

™ Parallel Axis
of the Pedicle

" Pedicle Margin

Figure 3: Lateral View Trajectory

Note: In hard bone, it may be beneficial to advance the tip of
the Access Needle to the final device depth to prevent the
Kirschner Wire from bending.

Figure 5: AP View, Kirschner Wire Placement
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NartepanbHas TpaekTopus u

onpeneneHue To4ku ons BeeaeHus

[NpoBepbTe pacnonoxeHne Wrnbl [JocTyna n TpaekTopuio
BBedeHMs ee B 6okoBonm npoekumn. Mrma OnepaTvBHOroO
Hoctyna  pgomkHa pacnonaratbcs nog  yrmom
npubnuantensHo B 10° B HanpaBneHun Hasag, oT NonepeYvHomn
OoCM MO3BOHKA, 3aTeM Wrna BABUraeTcss B KOCTb Mopg
PEHTTEHONOMMYECKMM  KOHTPONEeM  OBMXKEHUst ee Mo
npaBunbHOW TpaekTopuu. [nsa Toro, 4YToObl HEe MNOBPeauTb
KOpewoK HepBa WnM  CNUHHOMOS3rOBOW  kaHan, Wrna
OnepatuBHoro [locTyna QOfmkHa oOcTaBaTbCa B npegenax
HOXKW [OyrM TMO3BOHKA KaK MoKa3aHO Ha [opcanbHown
npoekumn. He nepecekante meamnanbHyl0 CTEHY HOXKU OYXKN
no3BoHKa. Vcrnonb3ys natepanbHyl0 MpPOeKUuMto, NPOABUHbTE
Wrny OnepatmBHoro [loctyna Ha HYXXHYIO  [1yOuHY.
HononHutenbHo: Ecnn ecTb BO3MOXHOCTb, MOXHO caenatb B
aton Touke OMI Bo3bGyxaeHue K-npoBopa, 4TOOblI ObiTb
YBEPEHHbIM, YTO 34€Cb HET HUKAKOrO KOHTaKTa C HEPBOM.

Ocb napannenbHasi
HOXKe AYXKU
NMO3BOHKa

Kpan HoXku

PucyHok 3: Bug cboky. Tpaektopun BBEOEHUSA UMb

MpumeyaHue: B TBepaom KkocTw, >xenatenbHO MNPOABUHYTb
HakoHeyHVK WUrnbl OnepaTtuBHoro [ocTtyna Ha BClO rMnybuHy
nMmnnaHTaumnm yCTpoWcTBa, 4TOOblI u3bexaTb crubaHus
Mposornoku KupLuHepa.

YcraHoBka npoBonoku KupwHepa

Mocne Toro, kak Mirma OnepatuBHoro JocTtyna Obina
BBeJEeHa B KOCTb, HEOOXOOUMO yAanuTb TOHKUIA 30HA,
M nomectutb BHyTpb [lpoBornoky KupwHepa (K-
nposoa) yepes Wrny OnepatusHoro [octyna B Teno
nossoHka. K-npoBog [JormkeH OblTb  NPOOBUHYT
NpubnmanTenbHO A0 Kpas HOXKW. He npoasurante K-
NpoBOZ 3a Npefesbl HAXHEro Kpasi Teria No3BoHKa.

OctopoxHo ypanute Wrny OnepatusHoro [octyna,
CTapasicb He U3MeHUTL nonoxexue K-npoeoga.

Pacceknte KoXy M dacumo, Ona TOro, 4YToObI
pa3mectuTb Interventional Spine Teleport® Tissue
Retractor (i.e.15mm).

Kpan HOXku

Unnioctpauusa 4: Bug c6oky, YcTaHOBKa NPOBOSIOKU
KupwHepa

Mnntoctpauusa 5: Bug czagun. BeegeHue NpoBonoku
KupwHepa
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Step 5 Teleport® Placement

2.

Maintain the position of the K-wire during all steps of Teleport placement.

Place the Teleport over the K-wire down to the bone, confirming under lateral fluoroscopy.

. Retract the button marked “Pull 1” (proximal button) by pulling it away from the handle while simultaneously pushing the Outer

Handle (distal handle) until the Intermediate Sleeve is advanced to the bone. Confirm full advancement of the Teleport under
lateral fluoroscopy.

Retract the button marked “Pull 2” (distal button) by pulling it away from the handle, while simultaneously pushing the Outer
Handle toward the bone. Confirm full advancement of the Teleport under lateral fluoroscopy.

. Maintaining the position of the Outer Handle and K-wire, remove the Intermediate Handle by pulling it away from the bone. The

Intermediate Handle and Introductory Sleeve are removed as a unit.

4 ‘Pull 1”button

[
’ - s
- s " Intermediate
‘-?'* / Handle

Pull button

Intermediate

NEES \"'\ -"l

Pull button

Figure 9: “Pull 2” button released

__ Intermediate
Handle

Figure 10: Outer Handle advanced to bone Figure I 1: Intermediate Handle Removed



PercuDan™ — Xupypruyeckas TexHuka

YcTaHoBKa Teleport®

1. He usmeHanTe pacnonoxeHve K-npoBoa B npoLiecce Bcex 3Tanos ycTaHoBKkM Teleport.

2. BcraBbTe B Teleport K-npoBog v caBuHbTe Teleport BHU3 40 KOCTU, MO KOHTPONEM PeHTreHockona, B G0KOBOM
npoeKunn.

3. OTTaHuTe Ha cebsa KHOMKy, oTMeYeHHyto Kak “Pull 1” (BepxHSAS KHOMKa), OAHOBPEMEHHO BblaBUras BHelHow Pyuky
(ouctanbHas pydyka), oo Tex nop, noka lNMpomexyTtouHaa Mydta He ByaeTt caBuHyTa Ao koHua. lMoareepauTe MOMHOTY
BblABVXeHUs Teleport peHTreHonornyeckn B 6OKOBOWM NPOEKLUN.

4. OTTaHMTe Ha cebsa KHOMKY, OTMeYeHHyto Kak “Pull 2” (HWXHASA KHOMKa), OAHOBPEMEHHO BbiaBUras BHellHo Pyyky k
kocTu. MNoaTeepanTe NONHOTY BbiABMXeHUSA Teleport peHTreHonornyecku B 6OKOBOW NPOEKLNN.

5. CoxpaHssa nosuumio BHelwwHen Pyykn n K-nposofa, yaanute MNpomMexyTouHyto Py4ky, nssrnekas eé ns Koctu.
MpomexyTouHasa Pyyka n BeogHas MydTa npu atom 6yayT yaaneHsbl.

KHnonka “Pull 1”

F,
i

e
™ MNpomexyToyHas

h?; / : py4Ka

F
OcBoboanTb ﬁh
KHOMKY L # ~

BHeLHsA pyyka

Wnnioctpauusa 7: Ocsoboxgaem (0TTarmBaem Ha
cebs) kHonky "Pull 1"

Knonka “Pull 27

[MpomexxyTouHas
mydTa

OcBoboaunTb
KHOMKY

Vnntoctpauws 8: MpomexyTouHbIi Pykas, Wnmioctpaumsa 9: Ocsoboxaaem (OTTArvBaem Ha
npoasuraloT Ao KOCTH ceb4) kHonky "Pull 2"

kﬂpomemywwaﬂ
—

— MydTa

'\3‘\

Unnioctpauusa 11: NpomMexyTouHyo MydpTy yaansoT

Mnnioctpauusa 10: BHeLLHIOW0 pyyYKy NpoaBUratoT 40 KOCTU
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Step 6 Pre-Dirill Step 7 Tap

The Pre-Drill can be connected to the supplied Quick-Connect The Tap is connected to the supplied Quick-Connect Handle
Handle for use by hand, or through a cannulated AO style quick for use by hand and must never be used under power. Under
connect or a cannulated Jacob’s chuck for use under power. fluoroscopy, the cannulated Tap is placed over the K-wire and
Under fluoroscopy, the cannulated Pre-Dirill is placed over the advanced to the appropriate depth based on landmarks, or to
K-wire and advanced to the appropriate depth based on land- the depth limiting feature. The Tap must be advanced to the
marks, or to the depth limiting feature. The Pre-Drill must be minimum depth line on the instrument, and should not be
advanced to the minimum depth line on the instrument. advanced past the maximum depth line on the instrument.

It is important that the tap not be advanced past the maximum
depth line to prevent the cannulated tip of the tap from being
sealed by bone, thereby entrapping the K-wire.

Figure 12: Lateral View, Pre-Drill

Figure 14: Lateral View, Tap
,Depth limiting feature

* _+Minimum depth line

. Maximum depth line

_#Minimum depth line

Figure 13: Pre-Drill Depth Features

Figure 15: Tap Depth Markings
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LLar 6 Mpeapens

Mpucnocobnenve OnNs  nNpegBapuTENbHOrO  CBeprieHust
coeauHsaT ¢ PykosaTkon ¢ camosanuparolmumM pasbemMoM Ansi
paboTbl BpYy4YHYK, UM 4eped Tpybuatbin ObicTpbin AO
pasbeM, unu TpybyaToe 3axuMHoe npucnocobneHne Jacob’s
ana npyumeHeHna BHeLWIHero npmneoaa. |_|O.El peHTFeHOCKOI'II/IeVI,
Tpybyatoe npucnocobneHve ans  npenBapuTenbHOro
cBeprieHusi ogeBaeTca Ha K-npoBopg, M npoaBuraeTcs Ha
HY>XHYIO TMyOuHY, NpM 3TOM HYXXHO OpPMEHTUPOBATLCHA MO
BHELWHMM Mpu3HaKkam, WM MO OrpaHuYuMTeNto  rnyOuHbl
Norpy>xeHnsi MHCTpymeHTa. [lpucnocobrneHne [OMKHO ObITb
NPOABUHYTO HA MUHMMAJTbHO BO3MOXHYI  TIyOuHY.

WnnocTtpaums 12: JlatepanbHasa npoekums. NonoxeHne
npucnocobneHns ansa npeaBapuTerbHOrO CBEPIIEHNS

OrpaHuiuTenb rMy6UHbI

“TIMHUA MUHUMATbHOW
" rNyBGUHBI MOTPYXeHUs

Unntoctpauusa 13: NpucnocobneHve gns npegsapuTenbHOro
cepneHus. OrpaHnynTens rybrHbI NOrpy>KeHns

War 7 BbinonHeHue npokona

MpucnocobneHve Ans Npokona COeAMHSsIIOT C PykosTkon ¢
camosanvparwLyM pa3beMOM, KOTOPYK WCMOMb3ylT Ans
paboTbl BPYYHYIO W HUKOrAA C BHeWwHMM npuBogom. [log
peHTreHockonuen, TpyoKy npucrnocobrneHns Ans npokona
nomewaotr Ha K-npoBog wn npoaBuraldoT Ha afdekBaTHYHo
rnyoGuHY, OPUEHTUPYSCb MO BHELHUM MpU3HaKam unu, no
MeTkaM  rnybuHbl norpyxxenus. [lpucnocobnernve Ans
npokorna nNpoaBurarT Ha MUHMMAIbHYIO JIMHUIO TNYOUHBI Kak
0603Ha4YeHO Ha MHCTPYMEHTE, U HUKOrAa Aanblie 3TOW METKM.
BaxHo, 4TO npucnocobrieHne Ans Npokona He norpyxatoTt
Aanblle JIMHAM MakCUMarnbHOW rMnybuHbl, 3TO NpensaTcTByeT
TpybYaTOMy HaKOHEYHWKY MpUCMOCOBMNEeHNss OTAENUTLCS OT
KocTu 1 3aknuHusaeT K-nposoa.

UnnocTtpaumsa 14: JlatepanbHaga npoekuns. BeinonHeHne
npokona

JInHna makcnmanbHom
rnybuHbI NOrpy>xeHust

" TINHWSA MUHUMAnbHOIA
" rny6uHbI MOrpyXXeHus

Wnnioctpaumsa 15: MeTku rnyOuHbl NOrpyxeHns
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Step 8 Countersink

The Countersink instrument is used to shape the superior articular process/pars of the inferior vertebrae and the inferior articular
process of the superior vertebrae to accommodate the PercuDyn™ STABILIZER. A semi lunar arc, up to 5mm in radius, is
removed from the inferior articular process. The Countersink may be connected to the supplied Quick-Connect Handle for use
by hand, or through a cannulated AO style quick connect or a cannulated Jacob’s chuck for use under power. Under fluoroscopy;,
the cannulated Countersink is placed over the K-wire and advanced to the appropriate depth based on landmarks, or to the depth
limiting feature. The Countersink must be advanced to the minimum depth line on the instrument, and the tapered end of the

Countersink should be fully embedded into the superior articular process/pars. Maintain the position of the K-wire and the Teleport
during this step.

Depth limiting feature

Minimum depth line
¥

Figure 16: Lateral View, Countersink Figure 17: Countersink Depth Features
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LLiar 8 3eHKOBaHue

MHcTpymeHT KoHudeckoro 3seHkepa wucnonb3yetcs, Ans ¢OpMUPOBaHUA OTBEPCTUA Ha BEPXHEM CYCTaBHOM OTPOCTKE
HVKEenexallero mo3BOHKA M HWXKHEro CyCTaBHOMo OTPOCTKa BbilIenexallero no3BOHKa, HeobXoOuMbIX AN  pasmeLLeHust
PercuDyn ™ CTABUITM3ATOPA. MNonynyHHas Bbipe3ka, 40 5mm B AnaMeTpe, yaansieTca OT HMKHEro CyCTaBHOro OTpOCTKa.
KoHnyeckuin 3eHkep MoOxeT OblTb yCTaHOBMEH B PykodATKy C camo3anuparwum pasbeMoM Ans paboTbl BpPyYHyK, Mnn B
TpyOuaTbii GbIcTpbIt AO pasbem, unu TpybyaToe 3axmMMHOe npucrnocobreHne Jacob’s ans NnpMMeHeHWs BHELLHEro npusoaa.
Mop peHTreHockonuewn, TpydyaTbin KoHndeckuin 3eHkep nepemeLatoT no K-npoBoay v NOrpyXarT Ha HY>KHYH FyOUHY B KOCTb,
Npu STOM HYXXHO OPUEHTUPOBATLCH MO BHELUHWMM MNpPU3HaKaM, UM MO OrpaHUYUTENo rMyOuHbLI MOrPYXEHUS MHCTPYMEHTA.
KoHu4eckuin 3eHkep OOMMKEH ObiTb NPOABUHYT A0 NUHUM MUHUMANbHOIO MOrpyXeHUst Ha MHCTPYMEHTE, a KIMMHOBUAHbLIA KOHEL|
KoHu4yeckoro 3eHkepa AofmKeH ObiTb MOMHOCTLIO BBEAEH B BEPXHUIN CyCTaBHOM OTpOCTOK. [NonoxeHne K-nposoaa u Teleport Ha
3TOM 3Tane Henb3s U3MEeHATb.

dacka, orpaHuumnBaroLLas
NorpyxeHne NHCTpyMeHTa
“TINHWS MUHUMAnbHOV

FNYyBUHbI Morpy>XeHuns

Wnntoctpauusa 16: NpucnocobneHne onsi 3eHKOBaHNUS Wnntoctpauusa 17: MeTkn rnyOGuHbI NOrpy>XeHus
oTBeEpCTUd NpUCNocobeHns 41s 3eHKOBaHMS OTBEPCTUS



PercuDyn™ - Surgical Technique

Rescue and Removal

Devices may be removed utilizing the Removal Driver, which is supplied in the PercuDyn™ SYSTEM (Instruments). To remove, place
the Removal Driver over the proximal end of the ANCHOR and rotate counterclockwise. The device will come out as a single unit,
similar to a standard screw. The surgeon can now perform another procedure(s) (i.e. fusion).
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Figure 26: Isometric View of PercuDyn™ Figure 27: Isometric View of Removal of PercuDyn™
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PercuDan™ — Xupypruyeckas TexHuka

BoccTtaHoBneHue u yaaneHue

YCTpPOWCTBO MOryT ObiTb yganeHo, Ans 3TOro NPUMEHSAIT npucnocobneHne Ons yganeHusl, KoTopoe MOCTaBnseTcs B
komnnekte PercuDyn™ SYSTEM (Instruments). Mpu yganeHnn npucnocobnenne ans yaaneHus noMeLaoT Ha BEPXHUIA KOHeL]
ANCHOR u BpaLuatoT npucnocobneHne NnpoTUB YacoBOW CTPerkn. Bce ycTaHOBMNEHHbIE 3NEMEHTLI BbIMAYT Kak eauHbIn 6rok
nogobHo ctaHgapTHOMY 6onTy. Mocne aToro XMpypr MOXeT BbIMONHUTL ApYyrue npoueaypbl (Hanpumep, CrusiHue).
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PercuDyn™ - Surgical Technique

Step 9 PercuDyn™ ANCHOR Placement

The Driver is connected to the supplied Quick-Connect Handle for use by hand and must never be used under power. The
PercuDyn™ ANCHOR is loaded onto the driver and the cannulated Driver is placed over the K-wire. Under fluoroscopy,

the ANCHOR is advanced into the bone to the appropriate depth based on landmarks, or to the depth limiting feature. The
Driver must be advanced to the minimum depth line on the instrument. At the depth limiting feature, indicated by the maximum
depth line on the instrument, the ANCHOR is automatically released from the Driver. Remove the driver after confirming the
proper position of the PercuDyn™ ANCHOR with fluoroscopy.

Figure 18: Lateral View, ANCHOR Placement Figure 19: AP View, ANCHOR Placement

4 Maximum depth line
J i Minimum depth line
#

IAP shaped for Stabilizer h—:

by countersink Pars/lamina shaped

by countersink

3
.

Figure 20: Driver Depth markings Figure 21: Lateral View Detail, ANCHOR Placement

IAP shaped !
by countersink-.._‘_ﬂ_

¢

Pars/lamina shaped
by countersink

Figure 22: AP View Detail, ANCHOR Placement 9




PercuDan™ — Xupypruyeckas TexHuka

War9 YcrtaHoBka PercuDyn™ ANCHOR

MpucnocobneHne npukpennsaoT K PykodTke ¢ camo3anvparowum pasbemMoM Ans paboTbl BPYYHYH, BHELHUI NPUBOA HUKOrAa
He npumeHstoT. PercuDyn ™ ANCHOR ycTtaHaBnuBaloT € ycunmem Ha npucnocobrneHne n Tpybky HacaxuBaroT Ha K-npoBog.
Mop koHTponem peHtreHockonui, ANCHOR npogguratoT B KOCTb Ha HYXXHYHO TITyOUHY, OPUEHTUPYSCH MO BHELLUHUM NPU3HaKaM,
unu o dacku, orpaHuuMBatollen rmyouHy norpyxeHusi. NpucnocobneHne HyXHO MPOABUHYTb [0 FMHWM MUHUMAanbHOro
NOrpy>eHnst Ha UHCTpymeHTe. [pu NOrpyXeHnn MHCTPYMeHTa A0 NMUHUM MakcumarnbHow rnybuHel, ANCHOR aBTOoMaTuyecku
OyneT BbiNyLleH 13 nNpucnocobneHns. Yaanute MHCTPYMEHT nocre Toro, kak ybeamTecb B NpaBuibHOM nonoxeHun PercuDyn
™ ANCHOR nopg peHTreHoMm.

Wnnoctpauums 18: Bug cboky. YctaHoBka ANCHOR

Wnntoctpauua 20:0TmeTkM rrnyOuHbI NOrpy>KeHns

Ha npucnocobneHun Depth nnioctpaums 21: Bug c6oky npv 6orbLOoM yYBenuyeHuu.
YcraHoska ANCHOR

Wnnoctpauns 22: Bug ceepxy npu 6onbLiom
yBenuyeHun. YctaHoska ANCHOR



PercuDyn™ - Surgical Technique

Step 10  PercuDyn™ STABILIZER Installation Step |1 Remove Kirschner Wire

The PercuDyn™ STABILIZER is placed onto the Insertion The K-wire should be be removed only after confirming the
Tool and advanced over the K-wire onto the ANCHOR using PercuDyn™ ANCHOR and STABILIZER position under
fluoroscopic guidance and tactile feedback. If necessary, the fluoroscopy.

slap hammer may be utilized to advance and fully seat the
STABILIZER. When the STABILIZER is fully seated, the
proximal tip/drive feature of the ANCHOR should project
above the STABILIZER on lateral fluoroscopy.

Step 12 Repeat Procedure

Proximal Tip/Drive . . .
Feature of Anchor Devices are intended for bilateral use, so repeat the procedure

for the contralateral facet at the same level.

Figure 23: Lateral View, STABILIZER Placement

Figure 25: AP View, Bilateral PercuDyn™ Placement

Step 13 Closure

Using fluoroscopy, verify that the PercuDyn™ ANCHOR and
STABILIZER are appropriately positioned bilaterally. Close the
incisions in the standard fashion.

Figure 24: AP View, STABILIZER Placement



PercuDan™ — Xupypruyeckas TexHuka

YctaHoBka PercuDyn™

CTABUIIU3ATOPA

PercuDyn™ STABILIZER ycTaHaBnuBaeTCs Ha MOHTaXHbIW
WHCTPYMEHT 1 npoasuraetcs no K-nposogy Ha ANCHOR, nog
KOHTPONEM PEHTFEHOCKOMNUN U PYKOBOACTBYSACH TaKTUIbHBIMMN
owyweHuamn. B cnyvyae He0OX0AMMOCTU ANsi OKOHYATENbHON
YCTaHOBKM CcTabunusatopa MOXHO MCMONb30BaTb MOJIOTOYEK.
Korgpa CTABUJIM3ATOP okoH4aTenbHO yCTaHOBMEH Ha CBOe
MecCTO, BEPXHUI HaKOHEYHUK ANCHOR OOIKeH
npoeumpoBaTbCA NPU PEHTreHOCKONUMU B GOKOBOM MpoeKunmn
Bbiwwe CTABUJTM3ATOPA.

BepxHuUn HakoHeYHUK
ANCHOR

Wnnioctpaums 23: Bug cboky. Pacnonoxernne STABILIZER

Unnioctpauusa 24: Bua ceepxy. PacnonoxeHne STABILIZER
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War 11 Ynanenue lMpoBonoku KupwHepa

K-npoBopa yaanseTcs TOnbKo Nocre peHTreHoNorm4eckoro
NOATBEPXAEHUS NPaBUNbHOro nonoxexus PercuDyn ™
ANCHOR un STABILIZER.

War 12 MoBTOpeHue npouenypbl

YCTPONCTBO MpedHasHauyeHo [Ansi ABYCTOPOHHEN YCTaHOBKM,
Mo3TOMy MOBTOPWUTE  Mpoueaypy Ha MPOTMBOMONOXKHOM
CTOPOHE Ha TOM e CaMOM YPOBHE.

Wnnioctpauua 25: Bupg ceepxy. [BYXCTOPOHHAA
ycTaHoBka PercuDyn™

War13 3aKpbIiTue paHbl

Mcnonb3yst peHTreHockonuio, nposepute, 4yto PercuDyn ™
ANCHOR u STABILIZER npaBunbHO pasmelleHbl C OBYX
CTOPOH. 3akponTe paHy cTaHAapTHLIM CMNOco6oM.
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