P.E.S

Instructions for use, warnings and precautions for MedXpert implants and instruments for the

PES Pectus Excavatum System Flcaciues pldalle, 4.4

Information for the user
Please read this information and product insert through carefully. It cor tains important information for yo.
MedXpert implants and instruments may only be used for their intended purpose in the medical specialities by appropriately trained and qualified

personnel. The attending physician is responsible for selecting the products for specific applications and for surgical use, as well as for appropriate
training and information and adequate experience in the handling of the products.

PART I1-APPLICATION

I.INTENDED USE QES g}iwu (&(\'\*0\ QMH%\OS \";&‘WS \059-‘95" Q&W\M“M@

The P.E.S Pectus Excavatum System comprises the following components for treatiment of funnel chest (pectus e<cavatum).

s mplants: Pectus Bar, s Ba er. Pectus Pectus BarLock™ Pinand Pectus Locking-screw, miversal (see section 23.1)
as well ascorrespomamg

& instruments (see section 23.2) for theirapplication
e storage and organisation containers (see section 23:2)

Indications for the P.E.S Pectus Excavatum System:
e  Treatmentofsymmetrical funnel chest(pectus excavatum)

Using the P.E.S implants, the deformed bone structures of the thorax (chest wall. sternum, etc.) are moved from the inside to the outside, thus
correcting the deformity.

Following correction of the deformity the implants must be removed again. According to the current state of knovledge the implants must be removed

after 2 years at the earliestand after 4iyears at the latest if pn:.mpe(ﬂve progress is devoid of complications. : ’
S '-‘.,(;;fw odun O, : Q}UXVJA‘\(‘ WAl G- PLQMO \ i

The Pectus Bar. Pectus Bar Stabilizer, Pectus BarLock™ Pin and Pectus LocKThg-Screw, Universal are made of corrosion-proof stainless steel
(1.4441L ASTMF 138).

All the products in the MedXpert P.E.S product line as wellas their respective packaging are made of LATEX-FEEE material.
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This paper describes the labels of the MedXpert Products for Instruments riskclass | and Implants llb.

The change of the labels affects the a) MedXpert Logo type and b) the Prodict Logo Type and ¢) d
Version Number given to all labels

The Label is a part of packaging and even a part of cur products.

Explanation of the used logo types:

ul RF gn

Manufacturer Reference Number Observe instructions for use

MEDXPERT LOT \

THE CHEST WALL COMPANY

Our Company Logo Batch designation Non-steril
STRATOS g ] . only
Logo for STRATOS Products Date of manufacture only for professional use

d.

By 0@ | ceows

Confarmity as per EC Di-

Logo for STRACO Not f
ogo for S B e reztive 93/42/EEC

VIR v GART LIS

PES e / l E "Jers.2020-01

CCIUtiOﬂ, see ]Ccomponying Version Number of the label

Logo for PES

documents

Dieses Dokument darf ausschlieBlich vollstandig und nur mit schriftlichen Einversténdnis der MedXpert GmbH kopiert, reproduziart und /oder veroffentlicht werden.
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MEDXPERT
SRR
[AEF]025-07178  [LOT]910201 Stickipes.: 1 (4] 2017-07-24 .

Material: 1. 4441 —_— bu&uﬁ f‘h“'m (7

\J \qv&m\,\ ®&E@ é‘é (01)428002058414(10)910201

Pectus Stutzplatto Universal 178 mm
EN Pectus Bar, Universal 178 mm
ES Pactus Barra de soporte, Universal, 178 mm
FR Plaque Pectus, Universal, 178 mm
T Barra Pectus, Universal, 178 mm
NL Pectus steunpleat, Univarsal, 178 mm
PT Barras de Pectus, Universal, 178 mm

ey

| COPY / KOPIE |
(&) o25.07178 910291 MEDXPERT [REF] 02507178 910201 MEDXPERT
Pactus Bar. Universal 178 mm Pactus Bar Universal 178 mm
vAliae 16 - 70427 Eechbach iy - whew mahpart. de - info@ .de Vere.2020-0

u
| MERKEED 4
-02&32_01 [LoT]g10202 Slﬁck/pcs: 1 ] 2017-07-24
Material:  1.4441 wn2d. (,u
\ \Q.M\LQA\-'\LMQ ®&aﬂ & Reonly C€ 0483 (01)426002058415(10)910202

Pectus Stutzplatte, Univarsal 203 mm
Pectus Bar, Universal 203 mm
ES Pectus Barra de soports, Universal, 203 mm
FR Plaque Pectus, Universal, 203 mm

m Barra Pectus, Univarsal, 203 mm
NL Pectus steunplaat, Universal, 203 mm
PT Barras de Pactus, Universal, 203 mm
COPY / KOPIE |
[EF} 02508203 910202 MEDXUERT 025.08203 910262 MEDXPER™
Pactus Bar, Univereal 203 mm Pectus Bar. Univarsal 203 mm
‘mapmw-- Alea 18 - 70427 Ei dbpart do - info@medipent da Vers 2020-0

l MEDXPERT o

[pEF]o2s-09220  [LoTle10111  Stuckpes: 1 (] 2017-07-12
e
Material: 1.4441 2 \azdl -

“\ 9—”\(&.&,\\;\\&;& M R, only C€ 0483 (01)428002858418(10)810111

DE Pactus Stitzplatte, Universal 228 mm

EN Pectus Bar, Universal 228 mm

ES Pectus Barra de soports, Univarsal, 228 mm
FR Plaque Pactus, Universal, 228 mm

T Barra Pectus, Universal, 228 mm
NL Pectus steunpiaat, Universal, 228 mm
PT Barras de Pectus, Universal, 228 mm
| COPY / KOPIE
025.09228 910111 MEDXPERT 025.00220 210111 MEDXPEET
Pectus Bar. Universal 229 mm Pactus Bar Univarsal 229 mm

Pecge—4+%




“ MedXpen GmbH - Ms imann-Alles 19 - 70427 ¥ - www.mecpent.da - info@medipent.de Vere 262001

MEDXPERT

[AEF|024-19483  [LOT|912443  Stuckppes: 1 (1] 2018-07-08
Material: 1.4441

®Aaﬂ RI( Only c € 0483 (01)426002968656{10)912_“3

Pectus Sn.n:plaua glatte Enden, 483 mm
EN Pactus Bar, smooth ends, 483 mm
ES Pactus Barre de soports, con los extramos lisos 483 mm
FR Plaque Pectus non-dentelde, 483 mm

iT Barra Pectus, estremita hiscis 483 mm
NL Pactus steunpleat, gladde uiteinden, 483 mm
PT Barras de Pectus, extremidades lisas, 483 mm
[coPY /KOPEE |
[AEF] 024-19483 912443 MEDXPERT 024.19483 912443 MEDXPERT
Pactus Bar, smooth ends. 483 mm Pactus Bar. smooth ends, 483 mm
d (port GmbH - Ma -Allse 10 - 79427 Eschbach axpert.de - info@medpent.de Vers 2920-01

MEDXPEN D) [

[r&F025-02010  [toT]g10108 Stpckfpcs.: 1 20170712 r

Material: 1.4441 —>
\J‘\Q’Aw&“ﬂs el g@[ﬁ D:ﬂ A R only C€ 0483 (01)426002958427(10)910108

Pectus Verschluss-Schraubs, Univarsal
Pectus Locking-Screw, Universal

ES Pectus tornillo, Univarsal

FR Pectus nivet, Universal

T Pactus vite, Universal

NL Pactus schrosf, Universal

PT Parafuso de Pectus, Universal

COPY / KOPIE J

(A&F) 025-02010 010108 MEDXPERT [REF] 025.02010 £10108 MEDFPERT
Pactus Locking-Screw. Univarsal Pactus Locking-Seraw. Universal

‘ MadXpert GmbH - Ma Abse 19 - 79427 Y - W da - Info@medpert de

MEDXPERT

[AEF]025-02020  [LOT]907265  Stuckpes.: 1 (2] 20180321
Material: 1.4441

(01)426002058428(10)807265

DE Pectus Stitzplatten-Stabilisator, Uniy I, L, @10 mm
EN Pectus Bar Stabilizer, Universal, L, @10 mm
€S Pectus Estabilizador, Universal, L, @10 mm

FR Pectus Stabilisateur da plaque, Universal, L, 210 mm
T Pectus Stabilizzatore, Universal, L, @10 mm
NL Pactus steung bilisator, Uni I, L, @10 mm
PT Estabilizador de barras de Pectus, Universal, L, 310 mm
] COPY / KOPI= |
-
(57} 025-02020 007265 MEDXPERT [REF] 02502020 207265 MEDXPERT
Pectus Bar Stabuizer, Universal. L. @10 mm Pactus Bar Stabifzer. Univarsal, L. @10 mm
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[REF]025-02027  [LOT]910143  stuckpes. 1 (] 20170720
Material: 1.4441

(01)426002058639(10)910143

DE Pectus Stitzplatten-Stabilisator, Universal, L, 2 x @4x8 mm
EN Pectus Bar Stabilizer, Universal, L, 2 x @4x8 mm

ES Pectus Estabilizador, Universal, L, 2 x @4x8 mm

FR Pactus Stabilisateur de plaque, Universal, L. 2 x @4x8 mm
IT Pactus Stabilizzators, Universal, L, 2 x @4x8 mm

NL Pectus steung ilisator, Unr 1, L 2x@4x8 mm

PT Estabilizador de barras de Pectus, Universal, L. 2 x @4x8 mm

[COPY /KOPIE |

(AEF] 025.02027 010143 MEOXPERT 025-02027 910143 MEDXPER1
Pactus Bar Stabifizer. Univeresl. L. 2 x @4x8 mm Pactus Bar Stabisrer, Universal, L, 2 x @4x8 mm
d AadXpen GmbH - Muximmeimann-Alies 19 - 79427 Eschbach - waw madxpert da - info@s de Vers 20200

MEDXPERT e

-02502023 -911717 Stuckipes.: 1 (1] 2018-03-15

Material: U—kn.cb o &

a— ®& [E R, only C€ 0483 (01)426002958858(10)811717

Pactus Stitzplatten-Stabilisator, Universal, R, 2 x @4x8 mm
Pectus Bar Stabilizer, Universal, R, 2 x @4x8 mm

ES Pectus Estabilizador, Universal, R, 2 x @4x8 mm

FR Pectus Stabilisateur de plaque, Universal, R, 2 x @4x8 mm

T Pectus Stabilizzatore, Universal, R, 2 x @4x8 mm
NL Pectus steunpl bilisator, Universa R, 2 x @4x8 mm
PT Estabilizador de barras de Pectus, Universal, R, 2 x @4x8 mm
[ 025.02028 811717 MEDXPERY 025-02028 pINTT MERXERT
Pectus Bar Stabikzer, Universal R, 2 x @4x8 mm Pectus Bar Stabiizer, Universal, R, 2 x 34x8 mm
d [ GmbM - Max Alas 10 - 79427 Eschbach Germany - www macipart de - info@medxpert de Vars 2G20-01

MEDXPERT

[EFlo25-02020 , [EOT]911718  Stuckipes. 1 (7] 20180315
“~Taterar 14441 ——>> wed - Jurian

U \QI\\L%\&\MC_\QE @ Rx only C€ 0483 (01)426002058857(10)911718

Pmu Stitzplatien-Stabilisator, Universal, L, 2 x @4x8 mm
Pectus Bar Stabilizer, Universal, L, 2 x Z4x8 mm

Es Pectus Estabilizador, Universal, L, 2 x @4x8 mm

FR Pectus Stabilisateur de plaque, Univarsal, L, 2 x @4x8 mm

T Pectus Stabilizzatore, Universal, L, 2 x @4x8 mm

NL Pactus steunplaatstabilisator, Universal L, 2 x @4x8 mm

PT Estabilizador de barras de Pectus, Universal, L. 2 x @4x8 mm

[CoPY/KOPIE]

[EF] 025.02020 911718 MEDXPERT 025-02029 911718 MED¥PERT
Pactus Bar Siabikzer. Universal, L, 2 x @4x8 mm Pactus Bar Stabiiizer, Univarssl, L, 2 x @4xB mm
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PECTUS BAR, SMOOTH ENDS

Smooth ends for atraumatic implantation and
explantation
#5 mm drill holes on both sides for insertion of a thread-

through band as well as a Pectus BarLock™ Pin
Compatible with all Pectus Bar Stabilizers

Smooth ends for atraumatic implantation and

v

5.
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A, explantation U, aliudx ok Meet
Rounded recesses plgced on both §des for‘i%wsertio‘n of

the Pectus Locking-Screw, Universal, and for secure
attachment of the Pectus Bar Stabilizer, Universal
@5 mm drill holes on both sides for insertion of a thread-

through band as well as a Pectus BarLock™"'Pin
Compatible with all Pectus Bar Stabilizers

qpuallikos

PECTUS BAR, SERRATED ENDS

PECTUS BAR TEMPLATE

Serrated ends for secure attachment of a Pectus Bar
Stabilizer using an aid (wire, suture material, not
recommended by MedXpert)

&5 mm drill holes on both sides for insertion of a thread-
through band as well as a Pectus BarLock ™ Pin
Compatible with all Pectus Bar Stabilizers

Mo

DO NOT MPLANT

Surgical preparation outside the body for

determining a suitable implant

Pectus Bar Templates may not be implanted

o) § 025-07178

Wlsowruuus valfu @50

{ 021-07178

024-09229
024-10254

Pectus Bar, smooth ends, 229 mm
Pectus Bar, smooth ends, 254 mm

024-11279 Pectus Bar, smooth ends, 279 mm
024-12305 Pectus Bar, smooth ends, 305 mm
024-13330 Pectus Bar, smooth ends, 330 mm
024-14356 Pectus Bar, smooth ends, 356 mm
024-15381 Pectus Bar, smooth ends, 381 mm
024-16406 Pectus Bar, smooth ends, 406 mm
024-17432 Pectus Bar, smooth ends, 432 mm

Ngs

Pectus Bar, Universal, 178 mm

025-08203 Pectus Bar, Universal, 203 mm

025-09229 Pectus Bar, Universal, 229 mm
025-10254 Pectus Bar, Universal, 254 mm
025-11279 Pectus Bar, Universal, 279 mm
+ 025-12305 Pectus Bar, Universal, 305 mm
025-13330 | Pectus Bar, Universal, 330 mm
025-14356 Pectus Bar, Universal, 356 mm
025-15381 Pectus Bar, Lniversal, 381 mm_.
025-16406 Pectus Bar, Lniversal, 406 mm
1_025-17432 / Pectus Bar, Lniversal, 432 mm
025-18458 Pectus Bar, Lniversal, 458 mm

025-19483
WAL

Pectus Bar, Lniversal, 458 mm

022-07178 Pectus Bar, serrated ends, 178 mm
022-08203 Pectus Bar, serrated ends, 203 mm
022-09229 Pectus Bar, serrated ends, 229 mm
022-10254 Pectus Bar, serrated ends, 254 mm
022-11279 Pectus Bar, serrated ends, 279 mm
022-12305 Pectus Bar, serrated ends, 305 mm
022-13330 Pectus Bar, cerrated ends, 330 mm
022-14356 Pectus Bar, cerrated ends, 356 mm
022-15381 Pectus Bar, cerrated ends, 381 mm
022-16406 Pectus Bar, serrated ends, 406 mm
022-17432 Pectus Bar, serrated ends, 432 mm
022-18458 Pectus Bar, serrated ends, 458 mm
022-19483 Pectus Bar, serrated ends, 458 mm

o ks ‘9 GGK.&:L, Jadsd oucs

Pectus Bar "emplate, 178 mm

021-08203 Pectus Bar "Template, 203 mm
021-09229 Pectus Bar "Template, 229 mm
021-10254 Pectus Bar "emplate, 254 mm
021-11279 Pectus Bar "emplate, 279 mm
021-12305 Pectus Bar "Template, 305 mm
021-13330 Pectus Bar Template, 330 mm
021-14356 | Pectus Bar Template, 356 mm
021-15381 Pectus Bar Template, 381 mm
021-16406 Pectus Bar Template, 406 mm
| 021-17432 ) Pectus Bar Template, 432 mm
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PECTUS BAR STABILIZER

Sliding Pectus Bar Stabilizers onto the Pectus Bar prevents the implanted Pectus Bar from tilting.

(e m

022-02010 022-01010
Pectus Ribas Bar Stabilizer, Pectus Bar Stabilizer,
Low Profile Low Profile

C. FHololizadouins

Sliding Pectus Bar Stabilizers onto the Pectus Bar prevents the implanted Pectus Bar from tiltinc.

&l (R

ﬁ‘f- 7 f
025-02028 025-02029
Pectus Bar Stabilizer, Pectus Bar Stabilizer,
Universal, R, 2 x @4x8 mm Universal, L, 2 x @4x8 mm
Ned SN Vaduy s

PECTUS LOCKING-SCREW, UNIVERSAL

Using the Pectus Locking-Screw, Universal, the Pectus Bar Stabilizer, Universal can be secured to and locked onto the
Pectus Bar, Universal.

-4 \

025-02010 uﬁﬂQ\Q\A QUIMGES DalQ s
Pectus Locking-Screw, x
Universal

PECTUS BARLOCK™ PIN

Pectus BarLock™ Pin for securing the Pectus Bar Stabilizer on the Pectus Bar.

022-01050
Pectus BarLock™ Pin

PECTUS ALLERGY TEST PLATE

Pectus Allergy Test Plate made from implant material (1 .4441) for execution of a simple patch test. See separate information
that has been included to the product.

020-00060 e o
Pectus Allergy Test Plate ‘Z
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INSTRUMENTS

Recommended instruments

020-00011 Pectus Tunneling Instrument, medium, scaled S —y
Tunneling Instrument for intercostal tunneling under endoscopic control and preparation for

implantation.

020-00018 Pectus Tunneling Instrument, round, medium, scaled acc. Schwabegger L EEE—————

Tunneling Instrument for intercostal tunneling under endoscopic control and preparation for

implantation.
2 SeArs ‘1@ PAVLV VIR (e VYA
020-00021 Pectus Bar Bendihg Forceps, reverse action

For bending the Pectus Bar and final shaping following implantation. Through placement of

the Bending Cylinders, the bending radius can be modified and further reduced.

020-00025  Bending Cylinder for Pectus Bars, 9.7mm  supplementto 020-00021
020-00027 Bending Cylinder for Pectus Bars, 11.7 mm supplement to 020-00021
020-00029 Bending Cylinder for Pectus Bars,13.7 mm supplementto 020-00021
Through placement of the Bending Cylinders onto the Pectus Bar Bending Forceps,
reverse action 020-00021, the bending radius can be modified and further reduced.

Pﬁ_ 24 \J..k S (,/Q.QA)-(}' i(ju:,u\ "

020-00031 Pectus Im- and Explantation Lever ff"—* 7
Pectus Im- and Explantation Lever for rotation of the implants into the final position. v

020-00080  Applying forceps for stabilizers )
Applying Forceps for securely gripping the Pectus Bar Stabilizer during both implantation S——— 1
and explantation, even where access to the Pectus Baris narrow. ' e

020-00050 Pectus BarLock™ Forceps
For insertion and secure attachment of the Pectus Barlock™ Pin in order to secure the
Pectus Bar Stabilizer against slippage.

026-00010 Pectus screwdriver ]
Pectus screwdriver for turning and locking as well as for removal of the Pectus Locking-
Screw, Universal (025-02010).

Additional instruments

020-00010 Pectus Tunneling Instrument, short, scaled m— i
020-00012 Pectus Tunneling Instrument, long, scaled
Tunneling Instrument for intercostal tunneling under endoscopic control and preparation for

implantation.

020-00019 Pectus Tunneling Instrument, round, long, scaled acc. Schwabegger
Tunneling Instrument for intercostal tunneling under endoscopic control and preparation for
implantation.

020-00022 Pectus Bar Table Top Bender
For bending the Pectus Bar according to the shape of the Bar Template.




