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1.1 Nueva generacion de implantes de cartilago

Amedrix GmbH

Fabricante

Amedrix es una empresa de bioingenieria
médica que desarrolla, produce y
comercializa tres implantes
tridimensionales basados en colageno
como tratamiento de lesiones de cartilago
articular y prometedores en otras areas de
aplicacion.

Los productos actuales constituyen la
nueva generacion de implantes de
cartilago en el campo de la biomedicina.
Se utiliza un método patentado para aislar
acidos nucleicos libres de colageno.

# Amedrix GmbH (fabricante)
# Fundado en 2009

# Dr. Thomas Graeve, Director
General

— 20 anos de experiencia en colageno
— Arthro Kinetics AG/Ars Arthro AG

# Ubicacion: Esslingen a.N. cerca de
Stuttgart, Alemania

# CE Chondrofiller gel en 2012
# CE Chondrofiller liquido 12/2013

# Hasta la fecha, mas de 2.500
implantes vendidos

& Distribucion a través de socios en
mas de 30 paises
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1.2 Nueva generacion de implantes de cartilago

Origenes e historia de ChondrokFiller
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1986

1994

2002

2006

2009

2010

2011

2012

2013

2014/2015

Fraunhofer-Institute, Stuttgart desarrolla una matriz de colageno como material de andamiaje
celular

Brittberg (1994): Prueba de que los condrocitos autdlogos pueden reparar los defectos de
cartilago

Fraunhofer se cre6 a partir de Ars Arthro AG, mas tarde denominada Arthro Kinetics AG,
seguida de la introduccion de CaReS (sistema de regeneracion de cartilago)

Andereya (2006): Prueba de resultados positivos a corto plazo de gel de colageno de células
cultivadas
Alrededor de 4.000 pacientes han sido tratados con CaReS

Fundacién de Amedrix GmbH
Desarrollo de un método de produccion para aislar 10mg/ml de solucién de colageno acelular
Desarrollo de gel de colageno y proceso de esterilizacion adecuado

Gavenis (2010): Prueba de alto potencial de gel de colageno acelular
Desarrollo de una jeringa para inyeccion de colageno liquido
Diversos procedimientos de esterilizacion implantados con éxito

Schneider (2011): Demostracién de alto potencial condrogénico de gel de colageno acelular

Efe (2012): Prueba de la eficacia del gel de colageno acelular
Aprobacion CE de ChondroFiller gel
Inicio del ensayo clinico de ChondroFiller liquid

Schuttler (2013): Prueba de durabilidad de gel de colageno acelular en pequenos defectos
Aprobacién CE de ChondroFiller liquid, en el mes de diciembre

Voto a favor del Comité de revision ética para un estudio de 500 pacientes
Réssler (2015): Opcién terapéutica de matriz de colageno acelular tipo |, segura y adecuada
incluso para defectos de cartilago grande de rodilla
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2.1 Nueva generacion de implantes de cartilago

Linea de productos ChondroFiller
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2.2 Nueva generacion de implantes de cartilago

Linea de productos ChondroFiller

m

Chondrofiller liquid

Chondrdfiller liquid

Chondrofiller liquid

Chondrofiller gel

Chondrofiller gel

Chondrdfiller gel

Volumen 2,3 ml
Volumen 1,5 ml

Volumen 1,0 ml

S 2cm (& 4cm), iI: 4mm
® 2cm (& 4cm), T 6mm

Q 2cm (& 4cm), T 8mm

HCFL-23

HCFL-15

HCFL-10
HCFG-24
(44)

HCFG-26
(46)

HCFG-28
(48)
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2.3 Nueva generacion de implantes de cartilago

Chondrofiller liquid

Uso previsto

ChondroFillerliquid esta indicado para el
tratamiento de defectos de cartilago claros
y definidos de distintas articulaciones,
como rodilla, tobillo y hombro con una
superficie de hasta:

3 cm? (ChondroFillerliquid, HCFL-23),
2 cm? (ChondroFillerliquid, HCFL-15),

1,5 cm? (ChondroFillerliquid, HCFL-10) y una
clasificacion Outerbridge de grado lll o IV:

» lesiones parciales o defectos articulares
» defectos profundos o subcondrales
« defectos osteocondrales

No esta permitido el uso de
ChondroFillerliquid en partes del cuerpo,
como, tejido auricular o mamario.

Implante de colageno absorbible

— cubierta protectora de la zona
defectuosa

— ofrece a los condrocitos la posibilidad
de migrar

Formas, grosores y tamafos
variados

Hecho de colageno nativo tipo | y
una solucion neutralizadora

Al mezclar los dos liquidos
mediante el adaptador de mezclado,
se inicia la gelificacion y se
convierte en un implante sdlido. (3-5
minutos)

# Adquiere su forma definitiva en situ
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2.4 Nueva generacion de implantes de cartilago

Chondrofiller liquid

Continuacion de las indicaciones

>
>
>

YV V V

Cartilago del hombro conservado
Cartilago circundante intacto

Superficie articular correspondiente
intacta (se permite una lesion de la
superficie correspondiente de hasta
grado Il de la clasificacion Outerbridge)

Menisco intacto (se permite una
reseccion parcial de hasta un maximo
de 1/3 del volumen total)

Ligamentos intactos, eje fisioldgico de la
pierna

Libre movilidad articular
Pacientes > 18 anos de edad
Clasificacion Outerbridge: grado lll y IV

Limitaciones de
uso/contraindicaciones

» Articulaciones rigidas
» Artrofibrosis
» Infecciones articulares
» Enfermedades metabdlicas

» Pacientes con alergias e
hipersensibilidad conocida
comparadas con el contenido: p.
ej., colageno o aminoacidos (en
particular glutamina, arginina,
cisteina, lisina e histidina) y
proteina de rata
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2.5 Nueva generacion de implantes de cartilago

Instrucciones de uso

amedrix

Improving Collagen.

Instruction for Use  ChondroFiller™™™ (:

1 Manufacturer

Amedrix GmbH

Schelztorstrasse 54-56

73728 Esslingen, Germany

Phone +43 (0) 711 / 933 414 10
Fax  +49 () 711 [ 933 414 11
info@amadrix.de, www.amedrix.de

2 Introduction

The medical device ChondroFiller’H is an absorbable
collagen implant which serves as a protective cover of
the defective zone and offers chondrocytes the
possibility to migrate into. Because of that a cartilage
regeneration of knee joints, shoulder joints or ankle
joints is given.

ChondroFiller’ is made of a collagen solution
(collagen type 1) and a neutralization solution, which
were produced by standardized and controlled
procedures. The used collagen derived from veterinary
monitorad rats. The careful processing of collagen is
conduced for the removal of foreign proteins and to
reduce the nucleic acid content to < 1.5 pg/mL.

The risk of contaminations through the use of rats as
collagen source reduced comparable to the breeding of
conventional sources such as pig, cow or horses.

The liquid components are filled into a two-chamber
syringe (fig. 3) which is terminally sterilized with
gamma-rays to ensure sterility.

A3 500N a3 the two liquids are mixed by the mixing
adapter, the jellification starts and it becomes a solid
implant

3 Performance and Effectiveness
ChondroFiller’ iz a collagen compeund which
receives its final form in situ. This is bacause of the
two liquid components which were mixed shortly
befare the application into the defect zone. The
jellification process is initiated and the collagen
solution jellifies in between a few minutes after filling
into the defect. ChondroFiller'™™ is variable in shape,
thickness and size.

By the jellification ChandroFiller’* has a consistency
which allows a smooth defect filling and the joint.
surface can thus be reconstituted quickly.

Proven by animal testing, the biological properties of
the implant allow surrounding chondrocytes to migrate
into the gel and synthesize their own collagen type Il.
With the help of the high protein sequence
conservation of collagen type | within the varieus
species, the product has a low antigenicity and high-
quality biocompatibility.

e
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4 Intended Use

ChondroFiller™™ i for the treatment of clear defined
cartilage defects at different joints like knee, ankle
and shoulder with a surface of up to  cm?
(ChondroFiller®H, HCFL-23), respectively up to 2 cm?
(ChondroFiller™“¥ HCFL-15), respectively up to 1.5
cm? (ChondroFillerlas, HCFL-10) and an Outerbridge
classification of grade lll or IV:

+ partial injuries or articular cartilage

+ deep and/or subchondral defects

* osteochondral defects.

The usage of ChondroFiller™ in body parts e.g.
auricle or breast tissue is not allowed

5 Application Instructions

After preparing the defect zone up to the subchondral
bone plate ChondroFiller'®H will be inserted into the
defect by using the two-chamber syringe (fig.3) and a
injection cannula with at least G 20 x 2 % (e.g. single-
use needle Sterican@, Article No. 4665751, B.Braun
Melsungen AG, Germany).

After thawing (approx. 30 min at 25-30°C) the two-
chamber syringe (fig.3) must be heated for < 15 min at
30 to 35°C (e.g. in the warm hand). Heating to 30-35°C
for > 15 min and temperatures above 35°C lead to
irreversible damage of the collagen, so that it wont
hardenad anymore.

It is 0 be seen that the syringe is not damaged and
that no collagen has stamped out (O-ring, cap,
plunger). Due to the frozen state it comes to an
expansion of the solutions which can lead in rare cases
to a deformation of the syringe. This is harmless as
long as the syringe is not damaged, no liquid has
resigned and the plunger can be moved without any
difficulties.

In order to use the syringe after warming up the cap
(fig. 2) has to be removed by pressing on the wings on
both sides of the cap at the same time. Thereby the
cap is damaged and not usable any more. Put the mixer
(fig. 1) on the two-chamber syringe (fig. 3). On this
accasion, the nosss must be on the same side. It must
click once. The noses are flush with each other. Attach
an injection cannula (not part of the set) and discard
the first few millilitres.

Squirt out the defect quickly (< 15 seconds).

For the period of the jellification (approx. 2 to 3
minutes) a vibration of the operation area should be
avoided and the treated joint should be immabilised.
Afterwards the jellification has to be checked. How the
gel has a milky-murky colour and can be adjusted to
the surrounding cartilage-

The application can be done arthroscopically, for which
purpase the rinsing fluid drained completaly and the
defect must be as far as possible dry. Alternatively, the
arthroscopy can be parformed with COz.The generally
accepted principles of sterile working and patient
medication have ta be followed for the use of the
products of Amedrix GmbH

Veerslon BN 1618

Instruction for Use ChondroFiller'™" (:

[ Limitations of Use

Contraindications

Stiff joints

Arthrofibrosis

Joint infections

Metabolic diseases

Patients with allergies and/or known
hypersensitivity compared with the contents: e.g
collagen or amino acids (in particular glutamine,
arginine, cysteine, lysine, histidine) and rat-protein.

If a surgical procedure should be necessary in
conjunction with e.g.

* Ligament injuries

* Meniscus injuries

* false position of leg axis » 5°

.

.

Fatellamalaligmentation or
Other orthapedic/accident surgical injuries,

and during surgery, a cartilage defect is determined

which fulfils the mentioned criteria, ChondroFiller!a

may be applied at the same time in accordance with

the application rules.

7 side Effects

In some cases there can be a hypersensitivity compared
with collagen or one of the other contents (e..
allergic reactions, inflammatory reactions).

8 Preventive Measures

+  The product may not be applied with children,

pregnant and breast-fesding women.

The product is for single use only.

+ A resterilization is not possible.

With wrong or coarse use the product can take

damage and is therefore inexpedient to further

applications.

* In order to guarantee the sterility ChondroFilleriesd
may be used only in appropriate areas (operating
room) or similar controlled environments.

+ Do not use the product if the packaging is
damaged.

* Do not use after expiration date.

+  Store at temperatures lower than -15°C.

*  After thawing storage at 2 - 10°C is only passible
for 24 h.

+  After heating to 30-35 *C a further storage in the
cooler or freezer is not allowed.

9 sterility

The implant is manufactured under controlled
conditions and is terminally sterilized.

Sterility is only guaranteed for undamaged packages. A
resterilization is not allowed. The product is for single
use only.

10 Storage
ChondroFiller™* must be stored at temperatures lower
than -15°C in a freezer. Thawing should take place
gently at room temperature. After thawing, a storage

e
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of a maximum of 24 hours at 2 - 10°C is possible. The
optimum processing temperature is betwsen 30°C and
35°C. After warming up to 30 - 35°C a further storage
in the cooler or freezer is not allowed.

The storage life is Limited, the expiry date is
documented on the labels.

11 Disposal

The packaging material of ChondroFiller '@ (two-
chamber syringe (fig. 3), cleer peel bag, folded box),
the cap (fig. 2), the mixing adapter (fig. 1) and where
required the implant itself can be disposed by hospital
waste without any hazard

12 Presentation

ChondroFiller™® is delivered including the two-
chamber syringe (fig. 3) as well as the mixing adapter
(fig. 2). One system is offered in a folded bax.

L T

-
: Mising Adapter;  2: Cap: 3: Ti-chamber syringe:

Fig.
ChondreFiller™ is available in the following variants:

ChondroFiller®, valume 1.0 mL, HCFL-10
ChondraFiller'®H, volume 1.5 mL HCFL-15
ChondroFiller™H, volume 2.3 mL HCFL-23

13 Symbol Identification Key
Lot number
Reference number

Expiry date

See instruction for use

Em=s  Sterile by radiation

Single use
Ma resterilization

Do not use if packaging is open or damaged
Store at temperatures colder than -15°C
Manufacturer

Keep away from sunlight

Keep dry

P E~0 @S

14  Date of Information
March 9%, 2015

Version EN 16116
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2.6 Nueva generacion de implantes de cartilago

ChondroFiller: nos esforzamos para lograr una pronta recuperacion
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Procedimiento autorregenerador de un paso

Sin segundo procedimiento de obtencion de
biopsia

L
.
s VAR ;
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Zonas defectuosas totalmente rellenables }/

Implantacion durante artroscopia
Aplicacion liquida de colageno
Adaptacion perfecta a la zona defectuosa
Sin necesidad de cola de fibrina (liquido)
Tiempo quirurgico reducido
Almacenable, listo para usar en cualquier
momento

Sin morbilidad en la zona donante

Sin lesién de hueso subcondral
Migracion de las células del cartilago
Rentable

Pagina
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3.1 Nueva generacion de implantes de cartilago

Calidad y fabricacion de ChondrokFiller

Colageno nativo

Aislamiento

Aislado de tejido animal (SLP) e s e
Colageno derivado de cola de rata
(SLP) de Charles River Wiga GmbH Solucién de

fibras de
colageno

Control sanitario de los animales cada 6
semanas

Aislamiento aséptico

Proceso de
purificacion

Biocompatibilidad de colageno probado i
(EN 1SO 10993) calidad

Dispositivo médico de clase Ill (MDD
93/42/CEE y Directiva 2007/47/CE)

https://www.youtube.com/watch?v=LACHZ0aOBP8&feature=youtu.be

amedrix

Improving Collagen. Improving Life.
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Cortadas en trozos pequefios

Fibras de colageno aisladas

Lavado de fibras

Fibras en acido acético

Después de 24 horas

1
i -
}

Colageno crudo

Purificacion 1

Purificacion 2

IIP’ ]
s e
> E 8
‘ |- e |
ILiofilizacién Solucién de colageno Control de calidad, rellenado en

‘.

4
BioRegioSTERN *#
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3.2 Nueva generacion de implantes de cartilago

BPM en instalaciones de fabricaciéon Z Fraunhofer

IGB
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4.1 Nueva generacion de implantes de cartilago
Colageno celular tipo |

Klinische Drei-Jahres-Ergebnisse der mat
gekoppelten ACT zur Behandlung osteoc!
Defekte am Kniegelenk

[E——

Die Behandlung femoropatellarer Knorpelsch
mit einem dreidimensionalen Kollagengel:
Klinische Ergebnisse im Zwei-Jahres-Verlauf

A Prospective Multicenter Study
on the Qutcome of Type | Collagen
Hydrogel-Based Autologous Chondrocyte

E”‘.g:."m.,“ E.'“.'.m.'.‘gm i Clinical Results after Three Years Use of Matrix-Associated A Treatment of Pate lofemoral Cartilage Defects Utilizing a 3D Collag Implantat'on (caReS) for the Repalr of
zurBehandlung fokalerknorp 10 the Treatment of Osteochondral Defects of the Knee Twwo-Yaar Chelcal Racults Articular Cartilage Defects in the Knee
Arst Oinicel Buperiaces m s 5 . S der’, £ Govien',& M, | Manene’, 0. Miar’, B Aoy M K G . G £ Soasnt’, e O M, | . . e
forthe Trestmant ¢ P R D Ulrich Schneider,”™" MD, PhD, Lars Rackwitz,* MD, Stefan AndereyaF MD, PhD,
1R K Mo Coaarh T Ax o - Sebastian Siebenlist,* MD Florian Fensky,* MD, Johannes Reichert,* MD,
B “Cribepiaiute Kk, ATA RS W Tagprases Ingo Laer,! WD, Thomas Bartnel,t MO, Maximilian Ruder,? MD, PAD, and Ulrch N&th,# MD, PhD
e Investigation periormed at the Department of Orthopaedic Surgery,
University of Aachen, Aachen, Germany; and the Department of
Sedv el o done moanteen Ure s & ™
B S s 5 - 2 Abarac QOrthapaedic Surgery, University of Wirzberg, Wiirzberg, Germany
Nasdung won fkdes Oclinmn am Kompde S Snudhais ehte . ps > Msckoan Sedensth Owie popeitw Utersduny Al How wepmnes bt

Fetelt Methede S hapne o LI Pl wlen

Suden el Del duner gu@emwes Usene.

p— « g welt du Kmden trpinsse sach Ovdve  teanes of paiiden The Garti System [CaReS) & —— A
Chong ot dr Dunteliong d Misubeon Sph-  chasslremin 4 sy artilage syster (GaRES) is 4 novel m Y
::::-.::. o o Cakines ke Moiap Deries gon S sl e atbistbatis Skt | dick ity af s g i S piaes K gischben  wih o 1) g w4 (G oo for the ieatment of chendel and lasions (O des Ml ), For s techookay, o sxpansion
(A s R s Siiabad here-scinor S8 o e den K it ws g b ey and e " e i e (G W =i hae o the chondronytes in @ monslayer cuturs s nocded, and & sall gistriputicn within the gel is
dor Methale wnd 3t dw Knisdhos bpvbasse - ;'::'m":;_' 'n:'::z;: ::::?: > artagrdntacts o 4 Pt e (1) e sl by s abawd A PUMPOSE: To repor a prospective multicenter study of matrix-sssociated AC] of the knee using & new type | collagen hydrogsl
- - .
S bar S e B re rewe fehwn 304 e N s s Sunepistaion becoar 2 e cooev g Nowr] warnden cobete bman.  weded wih sstsapee | {CaRag).
Aebwnse 14 Patnten e don mi dom ke o OO Y Methode: in de Tate wunden 1) Puteton et wih OC0 IOKS s . “l'“"*‘:“: Nl Sty oy oww et Stucy Design: Gase seres: Leval of evidencs, 4.
we Socden Sovrdion wwn Sandalen Livan s and s Ot ( 12 fomanal, 1 tiual]  shadnd. T pestwon g s [ amgat s O e ot Wha el ws ’
6 Fofion st sutindich 4o mob Wiy L e : i . ".;'.‘.‘ n‘-"un e+ _‘__‘ __"': o Sl vieper nhandelt i dw Nude wanden  of O Comman worlong 11 Methods: From 2003 to 2008, 116 patients {48 women and 87 men; mean age, 32.6 = £.9 years) had GoRe& implantation of the

O i v 3wy et e o D fen e d
HAAE R Som’ In @ Pile ate dw Vet
B Ol mt Mo empel el e des. O &

Comd ¥ b JOUS Comd (VR s fpomam mwen. O
mn b Ot ¢ wr e o wender Tt
mbpe Ertenpmgen Noaden S

anxdidiny Paertes adpmannes de dv
e I S R
Lot ogenes am wnd Cometrowrsats™ dor
QUK. wnd DA whltes. Coundinge dur o

Can ard S me wnit e
s we wth B 8
g W Wee g O

knee in O different canterz. On the basie of the Intarnational Cariage Repsi- Society {ICRS] Cartilzge Injury Evaluation Package
2000, the Intemational Knes Documertation Committsa (IKDC) score, pain score (Wisual analog scale [VASH, SF-36 score, overal
Tresimant satisfaction and The IKDG fnctional S151Ls wers avallted. Patient fellow-Up was performad at 3, 8, and 12 menthe
aiter surgery and anmually thersaftar. Mean fallow-us was 30.2 = 17.4 months {range, 12-80 manihs). Thera ware 67 delects

\:N-- - b Sdma, ,4. Linge do e dw :-:.""r“‘":'l':‘::::"‘;‘: :;‘:_“‘" e A b g b adet d s v e o dem e af the medial condyle, 14 of the fateral, 22 of the patella/rochiea, and 5 of the tibial plateau, and 10 patients had 2 lesions,
2im Opeato mperiate Lan dasanen ¢ - ':"‘_ oo ool et Bt g R Sty ] et g e sewada ket The maan defact size was 5.4 = 2.4 om?. Thirty percent of the defects wers <4 om?” and 70% were >4 cm’®.

m pmimed ver Vela ten o wewh m vl
Lren K~ s i h o it 0o wnd om
woe v fiate s Ve nw oy rad
rum bo e wvpenbe sah oo Jaidwen. Lu dy

et angat st (CaRA®] wimmtnart Ow
Crandmpy 3 Comien U vy 3ot
s o o o o G g R Sty

St @ guc v wndd e e g e O
T O
- e

Ergebetum: Dw L0~ EX Scarm wnd dov Sott -

P p—
[T —
frm Q14 and 24 (1400
B catopren A8 and )

Results: The IKDC score improvad signdficantly from 42,4 = 13.8 prooperatively te 70.5 = 18.7 ¢ < 001} ot latest follow-up,
Global pain level significantly decrsaced (P < .001) from 6.7 = 2.2 preoperstively to 3.2 © 2.1 at lateat follow-up. There 2leo
was 3 significant increase of both campeonents of the 8F-38 score. The overall treatment satisfaction was judged as very

WET SHIANND SVONSY S S0 SO | IS SISO o I oo or in 88% by the surgaon and B0% by the patient. The IKDG funclional knee stalus was grade | in 23,43, 1l in
weades 117 Mekon sateva it 148 i Giaia O Al mondes s su 9688 KNS feautite | ey v peg e :. Subaitenpintuen  Sews (TSN ,-.:-1 o~ gu% WIF\‘?"?E% an:!wnslf';fmne bauent? pati rad 5
ton dan Vielahoms oy dorwr m Zokzunit e wibe | 100 ouslhidhes Opinutins oiduiiomiinlt sl o s sl Vebeneuny Ou  uves or gasd. Do b

Scluntdgemag v Mool € ndah o d
vl regt s asntw fod pete Koarihe byl
Lo mag s wotelhabe Nun st we don
lanon e ACT wanden Ustonuc uges it g

& Du et bt der Paturstion
| e ram lempurit der

St e wnd o 0P he

e paent e
- ot w1
st D

B ritrang de apektwes KO wad der XS
Fean o v W menes 10)
B 4w 204 (AN el
e Kt A Drw (5 2 s Jahoen.
RSN dor Patunton byl dan Loy
o ch rwes Jaen Rt el A O v

ol fum LALR4
22240 O epeans b
Comcbntan: | e we of 10
wpwwni e puney
el AC | xS £ seatrwent
Slage v, et O rem

. - T - vmpate R
SN Thes.SUESto: S e oo O 16 1B AT e R S v et By bt ety o
Brmrunges o Ustenabay weteen 8 o- (W02 )of Bw . v 324 8.4 o 88 22

o Patestn Lam o e eown lranglata. oot o goad

e Pat et 4w
Nang ek ) pheen et

Schbsmbdgenng  Owdmen s we
e M e vt eS el Wi
S twve u g dor ACT s Setandiang wan fe

o M ACI

the Cafad for ths trestment of chondra] o astenchondral defects of
the knee is a sate and clinically afiective trastment that yiskds signit functional i in pam lzval.
Hewever, further investigation is necessary to determing 'hu tong-term viability and clnicat wmnma of this procadure,

Keywords: CaReS; type | collagen hydroged, matrix-asseciated ACI; chondral and esteochondral lesion of the knee; prospective
shudy

The first i
CACT), ariginily developed by Bistebers and coworkers has
been an sstablished procedure for the treatment of symp-

roquires 2 surgleal Intzrventions: cartilage
hiopsies to obtain semples for oell colturing and periosteal
flap preparation and injection of culiure-exprnded chondro-

wnden. Dur o g W KO- wad der L8P s e

tamimw Ve won Q1) (O aul St of o ki S B T e * tmetie chondral end eeochondral defects of the kaee  eyten. The peraosteal flap is thenght to provide n cortain
X o Rt s A bew. P nad  anl m maaw e pastvs irphune Gayprthn font™ ™ over the lust B decades. ek 5 and may elicit activity

S gty v oy roalionrones because of tha prasenco of chondreganis growth factors

do Velahos sad dever St sy i got ba o lager et

Ta @arase

fas a1 Bd3e3
e db e e

e

and progenitor eolls locoted in the em‘nhium layer*-" The
long-term results of this technigee exhibit predominamtly
& good to very good clinics] outcome in rore than 70% of

American Journal of Sports Medicine, Yol. 35, No. 12
| 22360
patients* TS 400 exhibit superior results in snadies

DOf 10.1177/0363548511
317 The Authoris]

sopngiaicie ||



EURGTECTICA
LATAM

4.2 Nueva generacion de implantes de cartilago

;. Son necesarias las células?

Kaoe Sy Sporis Trssmiol Ashroc
D0 ok IO e DT - LA e

EXPERIMENTAL STUDY
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Matriz acelular de morfologia celular de seguimiento

(cerdo enano)
6 semanas 3 meses 1 afio
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Maduracion celular después de la migracion (Col. tincion tipo 2)

6 semanas 3 meses 1 ano
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Tincion HE
después de

1 afio Abrasion

Implante de
colageno
acelular

CaReS® (celular)
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Resultados clinicos, cerdo enano antes y después de cirugia
1: ChondroFiller liquid; 2: Control; 3: ChondroFiller gel

defecto vacio 6 semanas después 6 meses después de 12 meses después de
de cirugia cirugia cirugia

&y
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EUR CHICA

Histologia, cerdo enano 6 semanas después de cirugia

Tincion HE Tincion Col Il

control gel

x1,6

x5

x20




EURGTECHNICA
LATAM

5.0 Tecnica quirurgica

Esta instruccion quirurgica sirve como herramienta educativa de apoyo

clinico para profesionales médicos que vayan a utilizar productos

especificos de Amedrix. Los profesionales médicos deciden en ultima
’ instancia la técnica y como utilizar el producto. Los profesionales médicos
deben actuar como corresponde a su formacion y experiencia y consultar
la literatura médica o las instrucciones de uso.

AMEDRIX 4
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Verificar la indicacion in situ

¢ Indicacion para

Desbridar el defecto hasta el
hueso subcondral: no es
necesario penetrar

En defectos osteocondrales,
una base sélida, como por
ejemplo, impactacion de
0seo

Si es necesario, cambiar la
posicién del paciente. Lo

es colocar la zona defectuosa
horizontal

amedrix

Improving Collagen. Improving Life.
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Verificar la indicacion in situ Preparar el implante

Indicacion de Chondrofiller

Desbridar el defecto hasta el
hueso subcondral: no es
necesario penetrar

En defectos osteocondrales,
una base sélida, como por
ejemplo, impactacion de
0seo

Si es necesario, cambiar la
posicién del paciente. Lo

es colocar la zona defectuosa
horizontal

Calentar el implante a la
temperatura 6ptima de
30-33°C

Retirar la tapa de cierre
Conectar el cabezal de

Luer Lock (frente a frente:
clic con firmeza)

Conectar la canula al cabezal
mezcla Luer Lock

Descartar unos microlitros de
matriz liquida principal

amedrix

Improving Collagen. Improving Life.
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e . . Secar la zona defectuosa y
Verificar la indicacion in situ Preparar el implante aplicar

* Indicacién de Chondrofiller » Calentar el implante a la » Secar la zona defectuosa
temperatura 6ptima de aplicar Chondrofiller
» Desbridar el defecto hasta el 30-33°C
hueso subcondral: no es » Retirar la tapa de cierre » Si es necesario, cambiar la
necesario penetrar » Conectar el cabezal de posicion del paciente.
Luer Lock (frente a frente:
» En defectos osteocondrales, clic con firmeza) » Gelificacion 3-5 min.
una base sélida, como por » Conectar la canula al cabezal
ejemplo, impactacion de mezcla Luer Lock « Advertencia: La manipulacion
0seo » Descartar unos microlitros de vibracién puede alterar e
matriz liquida principal la formacion de matriz

» Si es necesario, cambiar la
posicién del paciente. Lo
es colocar la zona defectuosa
horizontal

-
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1 Set ChondroFiller'iavid 2 Congelado 3 Descongelado y temperatura 30-33 EIC

»

o~

4 + Adaptador de mezcla Luerlock 5 + Canula de inyeccion 6 Descarte de unos pocos microlitros
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6.0 POSTOPERATORIO
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6.1 Post operatorio (1)
El tratamiento estara determinado por |la ubicacion del defecto.
Existen dos formas basicas:

1. Defectos en la zona de carga principal de la articulacion y que, por tanto, estan
sujetos a la carga axial

2. Defectos situados en la rétula o en |a superficie articular correspondiente, p.
ejemplo, en la troclea femoral, y que se cargan sélo durante la flexion de la
articulacion

En ambos casos, el programa de rehabilitacion se basa en las recomendaciones
respectivas de las sociedades profesionales de la cirugia de traumatologia DGU y
ortepedia DGOOC (Pietschmann, 2012)
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6.2 Post operatorio. Continuacion (2)

Zona de Carga principal del condilo femoral/astragalo:

* Movilizacion al segundo dia postoperatorio.

 20kg de carga de peso parcial en el miembro operado durante 6 semanas

e Barra de ejercicios (CPM) al menos dos veces al dia durante una hora

e A partir de la séptima semana, aumento de la carga a 30 kg, dos semanas, hasta
soportar el peso concreto

 Después de alconzar la capacidad de carga completa, se permiten el ciclismo y la
natacion, para la formacion de musculo cuidadosa a través de entrenamiento
sométrico

* Los saltos, carrera y deportes de contacto se permiten pasado un afo
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6.3 Post operatorio. Continuacion (3)

Cargas de la rétula y retropatelares

* Movilizacion al segundo dia del postoperatorio

* Laflexion de la rodilla se simita con un riel IROM durante tres semanas a 0-0-302

e 20 Kg de carga de peso parcial en el miembro operado durante una semana

e A partir de la segunda semana se permite la carga completa

e A partir de la tercera semana aumento de la flexién a 302 cada dos semanas. A
partir de los 902 de flexidn, se retirara el riel IROM

* Después de alcanzar la flexion de 909, se permiten el ciclismo y la natacion.
Favoreciendo asi la creacion cuidadosa de musculo mediante entrenamiento
isométrico.

* Los deportes con un alto riesgo de caidas, se permiten pasado un ano



6.0 Cirugia en directo
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