NOTIFICARE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

nr. ....... din

Solicitantul Aelo Grup SRL, cu sediul mun. Chisinau, str.Mitropolit Petru

Movila 23/5, of. 3,

, tel./fax: +373 061033993, e-mail: aclogrup@gmail.com,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor
categorii si tipuri de dispozitive medicale pentru introducerea si punerea la

dispozitie pe piata a:
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TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH
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TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH
TIBIAL INSERT GENUTECH

-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
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-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT
-SURGIVAL PS TIBIAL INSERT

Se anexeaza urmatoarele acte:
Declaratia pe propria raspundere;

Certificat CE;

Declaration Of Conformity;
Certificat 1SO 13485;

Fisa Tehnica;

Scrisoare de autorizare.

Data 09.10.2023

S.4X10 MM
S.4X12 MM
S.4X14 MM
S.4X16 MM
S.4X18 MM
S.4X20 MM
S.5X10 MM
S.5X12 MM
S.5X14 MM
S.5X16 MM
S.5X18 MM
S.5X20 MM

Reason: MoldSign Signature
Location: Moldova

Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie Tn momentul depunerii notificarii de catre

solicitant)

refuzului

Comentarii cu privire la acceptul/refuzul
receptiondrii notificarii, inclusiv motivul

Data/nr. de ordine atribuit notificarii de catre
Agentie (in cazul acceptarii receptionarii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnatura persoanei responsabile



mailto:aelogrup@gmail.com

Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: ,.,Aelo Grup SRL” SRL

cu sediul mun. Chisinau, str.Mitropolit Petru Movila 23/5, of. 3,

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al Republicii
Moldova cu privire la falsul in declaratii, cd documentele si datele furnizate pentru notificarea

dispozitivului medical:

TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X10 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X12 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X14 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X16 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X18 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X20 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X10 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X12 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X14 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X16 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X18 MM
TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X20 MM

Sunt autentice si corespund realitatii.

Se anexeaza urmatoarele acte;
Formular de Notificare;
Certificat CE;

Declaration Of Conformity;
Certificat 1ISO 13485;

Fisa Tehnica;

Scrisoare de autorizare.

Cobzari Turcan Rodica
Administrator Semnatura

Data 09.10.2023






Numarul de catalog

Denumire generica (denumirea

Nr. . . . . Denumire comerciala (brand)* Modelul Cod GMDN*
(referinta)* dispozitivului)
D8054100E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X10 MM 46585
D8054120E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X12 MM 46585
D8054140E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X14 MM 46585
D8054160E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X16 MM 46585
D8054180E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X18 MM 46585
D8054200E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.4X20 MM 46585
D8055100E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X10 MM 46585
D8055120E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X12 MM 46585
D8055140E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X14 MM 46585
D8055160E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X16 MM 46585
D8055180E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X18 MM 46585
D8055200E TIBIAL INSERT GENUTECH -SURGIVAL PS TIBIAL INSERT S.5X20 MM 46585

Numele, Prenumele: Cobzari Turcan Rodica

Semnat:

Ofertantul: Aelo Grup SRL

Tn calitate de: Administrator




CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo I, punto 4, de la Directiva 93/42/CEE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with the Annex 11, Section 4, of the Directive 93/42/EEC

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2009 11 0664 ED Desde/From  19-06-2020  Hasta/To  26-05-2024 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: SURGIVAL Co. S.A.U.

Direccion/Address: Parc. Tecnoldgic — Avda. Leonardo Da Vinci, 12-14 46980 Paterna, Valencia, Espafia
Representante autorizado ante la UE/Authorized EU representative: ldem

Para el producto/For the product:

Categoria/Category:  Productos sanitarios implantables no activos/ Non-active implantable medical devices
Grupo genérico/ Grupo genéricolmplantes de sustitucion de la articulacién de la rodilla/ Knee replacement
Generic group: implants/ Haga clic o pulse aqui para escribir texto.

Tipo/Type: Especificado en Anexos de este Certificado/Specified in Annexes to this Certificate

Elaborado en/In the facilities:

Parc. Tecnoldgic — Avda. Leonardo Da Vinci, 12-14 46980 Paterna, Valencia, Espafia

Fecha inicial/ Initial date: 23-11-2009

Fecha de prérroga anterior/ Previous extension date: 06-07-2017

Este certificado debe ir acompafiado por el certificado CE de Sistema de Garantia de Calidad Total n°: 97 07 0033
CT / This certificate must be accompanied by the EC Full Quality Assurance System Certificate no: 97 07 0033 CT
Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente n°® 97 04 0047,, y garantiza que el disefio de los productos descritos cumple los requisitos de la
Directiva / This certificate is issued on the assessment of the design documentation contained in dossier no © 97 04
0047, and guarantees that the design of the described products fulfils the requirements of the Directive.

Magrid, 19 de junio de 2020
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' med'came"tos de
Productos y

Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: JYLE7D8F81
Fecha de la firma: 19/06/2020
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 1 de 4 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89




o

ANEXO N°/ANNEX NO: |

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo I, punto 4, de la Directiva 93/42/CEE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with the Annex 11, Section 4, of the Directive 93/42/EEC

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2009 11 0664 ED Desde/From 19-06-2020 Hasta/To  26-05-2024 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: SURGIVAL Co. S.A.U.

Direccion/Address: Parc. Tecnologic — Avda. Leonardo Da Vinci, 12-14 46980 Paterna, Valencia, Espafia
Representante autorizado ante la UE/Authorized EU representative: ldem

Tipo de producto / Devices type: Protesis total de rodilla / Total knee prosthesis
Clasificacion/Classification: 111 Codigo NANDO/NANDO code: MDN 0202 y MDS 7006

Los productos estan incluidos en el certificado n® 97 07 0033 CT y quedan descritos como / The
products are included in the certificate no. 97 07 0033 CT and remain described as:

e Protesis total de rodilla primaria Genutech / Genutech primary prosthesis, joint knee
e Componentes femorales / Femoral components

e Componente femoral NPS cementado de Cr-Co-Mo / NPS femoral component cemented of
Cr-Co-Mo
Tallas derecha e izquierda / Right and left sizes: 1, 2, 3, 4 y/and 5

e Componente femoral NPS no cementado de Cr-Co-Mo. / NPS femoral component
cementless of Cr-Co-Mo

Tallas derecha e izquierda / Right and left sizes: 1, 2, 3, 4 y/and 5

e Componente femoral PS cementado Cr-Co-Mo / PS femoral component cemented of Cr-Co-
Mo

Tallas derecha e izquierda / Right and left sizes: 1, 2, 3, 4 y/and 5

e Componente femoral PS no cementado Cr-Co-Mo / PS femoral component cementless Cr-
Co-Mo.

Tallas derecha e izquierda / Right and left sizes.: 1, 2, 3, 4 y/and 5

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: JYLE7D8F81
Fecha de la firma: 19/06/2020
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 4 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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ANEXO N°/ANNEX NO: |

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo I, punto 4, de la Directiva 93/42/CEE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with the Annex 11, Section 4, of the Directive 93/42/EEC

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2009 11 0664 ED Desde/From 19-06-2020 Hasta/To  26-05-2024 0318

e Insertos tibiales/ Tibial inserts
e Inserto tibial NPS de UHMWPE / NPS tibial insert of UHMWPE

Tallas / sizes: 1 (espesores/ thickness: 10, 12, 14 y/and 16 mm), 2 (espesores/ thickness: 10, 12,
14 y/and 16 mm), 3 (espesores/ thickness: 10, 12, 14 y/and 16 mm), 4 (espesores/ thickness: 10,
12, 14 y/and 16 mm) y 5 (espesores/ thickness: 10, 12, 14 y/and 16 mm)

e Inserto tibial PS de UHMWPE / PS tibial insert of UHMWPE

Tallas / sizes: 1 (espesores/ thickness: 10, 12, 14, 16, 18 y/and 20 mm), 2 (espesores/ thickness
10, 12, 14, 16, 18 y/and 20 mm), 3 (espesores/ thickness 10, 12, 14, 16, 18 y/and 20 mm), 4
(espesores/ thickness 10, 12, 14, 16, 18 y/and 20 mm) y/and 5 (espesores/ thickness 10, 12, 14,
16, 18 y/and 20 mm)

e Bandejas tibiales / Tibial trays

e Tapon corto para bandeja tibial cementada de Ti-6Al-4V / Cemented short cap for tibial
tray of Ti-6Al-4V

Longitud / lenght: 15 cm

e Tapon largo para bandeja tibial cementada de Ti-6Al-4V / Cemented long cap for tibial
tray of Ti-6Al-4V

Longitud / lenght: 20 cm
¢ Bandeja tibial cementada de Ti-6Al-4V / Cemented tibial tray of Ti-6Al-4V
Tallas / sizes: 1, 2, 3, 4 y/land 5
o Patela cementada de UHMWPE / Cemented patella of UHMWPE
Tallas / sizes: 1 (32 mm), 2 (34 mm), 3 (36 mm), 4 (38 mm) y/and 5 (40 mm)

“Indicaciones para la sustitucion articular de la rodilla:
-Gonartrosis (teniendo en cuenta factores como la edad, el nivel de actividad y el peso):
La artroplastia deberia evitarse en pacientes jovenes (menores de 60 afios), con sobrepeso; aunque la
decision altima la toma el paciente junto con el cirujano.
-Avrtritis inflamatoria grave o reumatoide.

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: JYLE7D8F81
Fecha de la firma: 19/06/2020
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 3 de 4 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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ANEXO N°/ANNEX NO: |

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo I, punto 4, de la Directiva 93/42/CEE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with the Annex 11, Section 4, of the Directive 93/42/EEC

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2009 11 0664 ED Desde/From 19-06-2020 Hasta/To  26-05-2024 0318

-Artrosis postraumatica (con excepcion de pacientes jovenes).

-Procesos de Reconstruccion Fracasados como Meniscectomia, fracaso de una Osteotomia Tibial que
no ha servido para aliviar los sintomas o cuando éstos aparecen después de un cierto tiempo como
consecuencia de una artrosis progresiva ¢ la revision de una artroplastia anterior.

-Necrosis Femoral”.

“The indications for knee joint replacement are:

-Gonarthrosis. (bearing in mind factors like age, activity level and weight):

Arthroplasty must be avoided in young patients (under 60 years old) who are overweight; although

the final decision is taken by the patient along with the surgeon.

-Serious inflammatory or rheumatoid arthritis.

-Post-traumatic arthrosis (with the exception of young patients).

-Failed Reconstruction Processes such as Meniscectomy, failure of a Tibial Osteotomy that has not
served to alleviate the symptoms or when they appear after a certain time as a result of progressive
osteoarthritis or revision of an anterior arthroplasty

-Femoral Necrosis”.

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su

declaracion de conformidad.
This certificate covers all trademarks of these products included by the manufacturer in his declaration of

conformity.

Magrid, 19 de junio de 2020
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 JesuUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: JYLE7D8F81
Fecha de la firma: 19/06/2020
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
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28022 MADRID
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LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2012 06 0014 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN ISO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad — Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa
to the company

SURGIVAL Co. S.A.U.

C/ Leonardo da Vinci, 12-14, parque Tecnolégico
46980 Paterna-Valencia, Espafia

Para las siguientes actividades / For the following activities:

Diseio y desarrollo, produccion, distribucion e importacién de productos sanitarios ortopédicos no activos
implantables y no implantables / Design and development, production, import and distribution of non-active
implantable and non-implantable orthopaedic medical devices.

Modificaciones de alcance: Ver ANEXO 1 / Scope modifications: See ANNEX |

Fecha de validez/ Date of validity: Desde/ From: 9-03-2022 Hasta/To: 26-05-2024
Certificacion inicial/ Initial certification date: 8-08-2002
Renovacion / Renewal of certification date: 26-02-2022

MadNrid, 08 de marzo de 2022
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia
.9 €eSpan
O Medicanm oo de

prOductos n.

Digitally signed by Dimitrovici Olga Jesus Lamas Diaz
Date: 2022.10.31 12:35:32 EET L& fe | W

Reason: MoldSign Signature NN
Location: Moldova "

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: A2KD9DJ2A5
Fecha de la firma: 08/03/2022
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89



ANEXO I / ANNEX |
CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ Modification description

26-02-2022 Inclusion de las actividades de importacion y distribucion de productos
sanitarios ortopédicos no activos implantables y no implantables/
Inclusion of the import and distribution activities of non-active
implantable and non-implantable orthopaedic medical devices.

MadNrid, 08 de marzo de 2022
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Spanola
® S:cfc?'came"ws v
Uctos Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: A2KD9DJ2A5

Fecha de la firma: 08/03/2022
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89






















TECHNICAL DATA SHEET

GENUTECH KNEE SYSTEM

1. MEDICAL DEVICE TYPE.

According to Directive 93/42/CE, it is classified as class Il because it is a long term, implantable,

surgical invasive medical device.

2. GENERAL PRODUCT DESCRIPTION. DESIGN RATIONALE

a) Femoral Componentl

There are 3 types of femoral component available for primary surgery:
- with preservation of the posterior cruciate ligament and that we will call from here on (NPS),
- posterior stabilized for the sacrifice of the posterior cruciate (PS)

- revision constrained component (REV).

Sizes Anatomic | USE
1/2/3/4/5 Right /Left | Non-preservation of the Posterior Cruciate
PS Femoral Component Ligament
1/2/3/4/5 Right /Left | Preservation of the Posterior Cruciate
Ligament
REV Femoral Component 1/2/3/4 Right /Left | For primary and revision surgeries

NPS Femoral Component

The material used for the femoral component is Co-Cr and it is manufactured by casting. This
choice is based on the minimization of wear, since Cr-Co is the metallic material with the highest

hardness and lowest roughness applicable to implantable products.

The geometry of the condylar area will be convex in the sagittal and frontal planes. Said geometry
articulated against the surface of the concave polyethylene insert in the sagittal and frontal planes
constitutes a congruent contact that increases the contact area and minimizes the local stresses

that occur when the prosthesis undergoes lateral lifting.

/19 | Dpto. 1D+



TECHNICAL DATA SHEET

There are 5 sizes available for the different Femoral Components (PS, NPS) (between 55 and 75
mm), while for Revision Femoral Components (REV) 4 sizes are considered (between 55 and
70).

Fixation will be cemented and uncemented. The femoral component is the same, keeping in the
cemented components a space for the lodging of the sufficient cement, by means of a recess in
the cementation area. Said recess will be filled in the non-cemented components by means of

porous or microporous material and coating with hydroxyapatite.

The Revision femoral component also has the incorporation of 2 Ti6AI4V stems that will allow a
better anchoring of the component. The selection of this material for the stems lies in the greater
elasticity of Titanium compared to cobalt chrome. In this way, the stresses at the tip of the stem

that cause the tip effect are minimized.

The stems have a cylindrical geometry (without sharp edges and with longitudinal grooves that

reduce the stiffness of the stem). They have three lengths (70, 120, 200 mm).

2/19 | Dpto. 1D+



TECHNICAL DATA SHEET

The femoral components are anatomical, with left and right models available to prevent the
prosthesis from being blown off as currently occurs in symmetrical systems and, in the case of
Revision Femoral Components, to prevent the femoral component from being blown off in its
anterior support, Offset Stems are available that will allow the femoral component to be lowered,

seeking support on the anterior cut of the femur.

The Tibial Insert is made of ultra-high molecular weight polyethylene (UHMWPE) that will
constitute the joint surface (metal back type since it will rest on the tibial tray). Will articulate on

the femoral component

In turn, the tibial insert is mounted on the tibial tray by means of a pressure union. The anchoring
system is the same for all sizes so that there will be interchangeability between all sizes of the
plastic insert (which will always coincide with those of the femoral component) and all sizes of the

metal tray

b) Tibial Insert

There are 3 models of polyethylene inserts (for PS, NPS, REV). In turn, each size has a certain
number of thicknesses.

Sizes Thickness (mm) Use

N Non-preservation of the
UHMWPE Tibial | 1/2/3/4/5 10/12/14/16/18/20 Posterior Cruciate Ligament
Insert PS

N Preservation of the Posterior
UHMWPE Tibial | 1/2/3/4/5 10/12/14/16 Cruciate Ligament
Insert NPS

For primary and revision

UHMWPE Tibial | 1/2/3/4 | 10/12/14/16/18/20/22/24 surgeries
Insert REV

The geometry of the condylar area is convex in the sagittal and frontal planes. Said geometry
articulated against the surface of the convex femoral component in the sagittal and frontal planes
constitutes a congruent contact that increases the contact area and minimizes the local stresses

that occur when the prosthesis undergoes lateral lifting.

319 | Dpto. 1D+



TECHNICAL DATA SHEET

5 sizes will be considered for the different Tibial Inserts (PS, NPS) (between 55 and 75 mm),

while for the Revision Tibial Inserts (REV) 4 sizes (between 55 and 70) will be considered.

¢) Tibial tray

The Tibial tray is made of Titanium alloy (Ti6Al4V) and will support the Tibial Insert. Its function
will be to provide a stable settlement on the tibia in order to transmit the compressive forces to

the lower extremities.

419 | Dpto. 1+D+i



TECHNICAL DATA SHEET

The tibial tray has a lodging and pressure capture system for the tibial insert. It also has a locking
bolt that will prevent any possible detachment of the insert from the tray.

The tibial tray will come in its standard format with a 15mm plug. long anchored on its post. This

stem can be replaced in primary by another 25 mm plug. if the surgeon deems it appropriate.

For the revision tray, instead of plugs, straight or offset stems will be used.

5 sizes of the metal tray will be considered for PS, NPS and Revision models

These 5 sizes will be used for the different Tibial Inserts (PS, NPS and Revision) with dimensions

between 60 and 80 mm. mid-lateral distance and 43 to 53 mm. anterior-posterior distance.

Sizes Use

Bandeja Tibial Metalica 1/2/3/4/5 | For PS, NPS or Revision surgery

d) Patella

The patella is made of ultra-high molecular weight polyethylene (UHMWPE) which will constitute
the femoro-patellar joint surface. Will articulate on the femoral component

This component has the function of replacing part of the patella that articulates on the patellar
canal carved on the femoral component. The purpose will be to provide stability on the rodilla
originada por las estructuras tendinosas y ligamentosas del tensor rotuliano.

Dispone de un Unico poste para su anclaje y con el fin de evitar la rotacion del mismo se le
practicaran 2 fresadas laterales al mismo.

There is 1 model of polyethylene PATELA (for PS, NPS, REV), with various thicknesses

5/19 | Dpto. 1D+



TECHNICAL DATA SHEET

Sizes (@) Espesores (mm)

32/34/36/38/40 7/8/9/10/11

PATELLA

e) Stems

The stem design is common for tibial trays and revision femoral components.
There are two types of stem: straight stems and offset stems.

Offset stems offer greater intraoperative flexibility in revision surgeries, since they allow a
better adaptation to the anthropometric needs of the patient. These offset stems allow us a shaft
offset of 4.5 mm. on the position of the diaphyseal axis of the femoral component by rotating it.
Therefore, in cases in which the anterior surface of the femoral component does not provide
adequate support or is totally or partially cantilevered, we can ensure its support.

This point is of special relevance in comparison with other knee replacement systems, since,
being adaptive, it allows us to perform anterior bone resections to clean up a possible unstable
bone, ensuring that the anterior support of the femoral component is carried out on “healthy”
bone. It also allows us to adapt the component to any bone defect created during the extraction of
a primary prosthesis, and even to vary medio-laterally the position of the femoral component by
+4.5 mm. to center it on the joint.

These two stem designs come in three possible lengths: 70, 120 and 200mm. and with 6 possible
diameters: 10, 12, 14, 16, 18 and 20 mm. They will be manufactured in Ti6AI4V.

The stems are fixed on the components by means of a Morse-type taper and a screw that threads
the end of the stem, inside the cone.
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f) Augmentation blocks

Femoral distal:

There are 5 different sizes for PS femoral components and 4 sizes for REV components, each
one corresponding to the corresponding femoral component size. The design is symmetrical and
serves the medial and lateral condyles indifferently. There are 3 possible thicknesses: 4, 8 and 12
mm. Manufactured in Ti6AI4V.

Femoral posterior:

As in the distal ones, there are 5 sizes for the PS femoral components and 4 sizes for the REV
components, each one being combined with the same size of femoral component. The design is
symmetrical and the thicknesses are 4mm. and 8 mm Made of Ti6AI4V.

Only the REV and PS versions of the femoral components can be fitted with augmentation
blocks. Both the distal and posterior augmentation blocks are fixed to the femoral component
using a Titanium screw.

Tibial:
There are 5 sizes of tibial augmentation blocks with thicknesses of 8 mm and 12 mm. Each size

matches the same size of tibial tray. The blocks are reversible and can be used on both the
medial and lateral sides of each endplate.

7/19 | Dpto. 1D+



TECHNICAL DATA SHEET

They are fixed to the tray using M4 mm screws. normal pitch and thread length 7 mm. The head
has the same characteristics as the screws used in femoral augmentation blocks. Made of
Ti6AI4V.

2.1 Main features. Design attributes.

2.1.1 Femoral Component

El componente femoral esta disefiado para proporcionar unas caracteristicas articulares optimas
mostrando una méxima congruencia con el Inserto Tibial. Las tolerancias geométricas
establecidas para este componente se establecera en 0,05 mm. siendo esta una caracteristica
muy restrictiva y compleja de obtener en componentes articulares condilares. No existe

recomendacion en la 1ISO 7207-2.

La rugosidad recomendada para este tipo de componentes en las zonas articulantes, segun la
ISO 7207-2 no debera ser superior a 0,1 ym, Nuestro componente dispone de una rugosidad Ra
no mayor de 0,05 pym.

La rugosidad de estos componentes en las zonas no articulantes esta establecida segin ISO
21536:2007 en Ra 1,5 pm,

La seleccion del Cr-Co (acorde a ISO 5832-4) un material de una alta dureza y unas
prestaciones mecanicas muy elevadas garantizan un comportamiento dentro de lo esperado
para este tipo de articulaciones. Este material se encuentra encontrado adecuado segin la
norma ISO 21534. como material para superficies articulantes de implantes “Aleaciones para
moldeo de Cobalto-Cromo-molibdeno (ISO 5832-4)/UHMWPE (ISO 5834-1, 1ISO5834-2).
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El componente femoral dispone de unas caracteristicas geométricas para la fijacion sobre el

hueso, que facilitaran su anclaje de manera permanente.

Dispone de componentes cementados y no cementados. Los cementados disponen de una
geometria rebajada en el interior que permita la deposicion del cemento al implante y genere una
interfase apropiada. Los no cementados disponen de este mismo rebaje pero sera recubierto con

plasma spray de Titanio e Hidroxiapatita.

2.1.2 Tibial Insert

The Tibial Insert is designed to provide optimal joint characteristics showing maximum
congruence with the Tibial Insert. The geometric tolerances set for this component are set to
0.1mm. this being a very restrictive and complex characteristic to obtain in polyethylene condylar
joint components. There is no recommendation in 1ISO 7207-2.

* The recommended roughness for this type of components in the articulating areas, according to
ISO 7207-2, should not be greater than 2 um. Our component has a roughness Ra of no greater

than 1.5 pm.

« UHWMPE Polyethylene is a low-friction thermoplastic, with excellent chemical resistance and
very high resistance to scratching and abrasion, characteristics that, if combined with an
implantable medical grade, justify its wide prosthetic use in articulating elements subject to
relative movements between components. This material is found suitable according to the 1SO
21534 standard as a material for articulating surfaces of implants with Cobalt-Chromium-
molybdenum (ISO 5832-4) / UHMWPE (ISO 5834-1, ISO5834-2) molding alloys.

* The Tibial Insert has some geometric characteristics for fixation on the tibial tray, which will

facilitate its permanent anchoring.

* The femoral component has a finish obtained after machining with a very low roughness in

order to minimize the surface wear that originates between the femur and tibia.
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* UHMWPE Tibial Inserts have a minimum thickness of 6 mm. since our system mounts on a
tibial tray, in compliance with the ISO 21536 standard.

2.1.3 Tibial tray

* It has a clipping fixation system between the tibial tray and the tibial insert. This system

provides a reliable anchorage to the system.

» According to the nomenclature identified in the 1ISO 7207-1 standard. Antero-posterior (m)
and mid-lateral (n) dimensions are defined to define the range of products, in addition, the
height of the post-keel (It), its diameter (Kt) and the thickness of the tray ( h).

* Titanium (ISO 5832-3) is a biocompatible metal, because the body's tissues tolerate its
presence without allergic reactions of the immune system have been observed. This material
is found suitable according to ISO 21534 for use with UHMWPE Polyethylene (ISO 5834-2).

2.1.4 Patella

« The Patella is designed to provide optimal joint characteristics showing maximum
congruence with the femoral component. The geometric tolerances set for this component
will be set to 0.1mm. this being a very restrictive and complex characteristic to obtain in

polyethylene condylar joint components. There is no recommendation in ISO 7207-2.

» The recommended roughness for this type of components in the articulating areas,
according to 1ISO 7207-2, should not be greater than 2 ym. Our component has a roughness
Ra of no greater than 1.5 pym.

« UHWMPE Polyethylene is a low-friction thermoplastic, with excellent chemical resistance
and very high resistance to scratching and abrasion, characteristics that, if combined with an
implantable medical grade, justify its wide prosthetic use in articulating elements subject to
relative movements between components. This material is suitable according to 1ISO 21534.
as a material for articulating surfaces of implants with Cobalt-Chromium-molybdenum (I1SO
5832-4) | UHMWPE (ISO 5834-1, 1SO5834-2) molding alloys.
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2.1.5 Stems

* The system has a morse taper for fixation with the tibial and femoral tray, its angulation

is 6°.
» Offset stems have an offset of 4.5 mm with respect to the diaphyseal axis.

* Titanium (1ISO 5832-3) is a biocompatible metal, because the body's tissues tolerate its
presence without allergic reactions of the immune system have been observed. This
material is found suitable according to the ISO 21534 standard for use as a surgical
implant, and can also be combined with Co-Cr (ISO 5832-4) in non-articulating

conditions.

2.1.6  Augmentation blocks

« Titanium (ISO 5832-3) is a biocompatible metal, because the body's tissues tolerate its presence
without allergic reactions of the immune system have been observed. This material is found suitable
according to ISO 21534 for use in surgical implants.

* The femoral supplements have a geometry adaptable to the PS and Revision femoral components.

They also have various thicknesses (Distal: 4mm. 8mm. and 12mm and Posterior: 4mm. and 8mm)

* The tibial supplements have a geometry adaptable to the tibial trays. They have thicknesses of 8

mm. and 12mm

* The metallic reinforcement for polyethylene Tibial Inserts in Review, has various lengths, adapting

to the increase in thickness in polyethylene, which will vary from 34 mm. up to 48mm.

3. LIFESPAN:

The lifespan of this prosthesis is estimated between 10 and 15 years, depending on the
interaction of several factors; some are the responsibility of the manufacturer, others such as the
implantation technique, are the responsibility of the surgeon directing the operation, and some

others are related to the patient, such as the biological and physiological response of the implant,
11/19 | Dpto. HD+i




TECHNICAL DATA SHEET

the medical condition of the patient, the behavior of the same with regard to their weight gain,
carrying heavy loads and adopting a high level of daily physical activity, as stated in point 4 of the
ISO 21534 standard.

"Patients receiving knee joint replacement implants should be aware that the longevity of the

implant may depend on the patient's weight and activity level."

However, the end of the useful life of an implanted prosthesis deserves a specific treatment for
each patient and therefore, it will be the specialist doctor who determines that the prosthesis does
not satisfactorily fulfill the function for which it was implanted at the time.

4. PRODUCT RANGE. VARIANTS.

4.1. Femoral Components
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4.2. Tibial Inserts
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4.3. Tibial tray

4 4. Patella
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4.5, Stems

4.6. Augments
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5. STERILIZATION:

The sterilization of these products is carried out by Gamma Radiation with controlled
dosimetry, thus complying with this Essential Requirement regarding infection and microbial

contamination, as well as with all the harmonized regulations in this regard.
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6. PACKAGING
The Packaging System, formed by a Preformed Sterile Barrier System and a Protective

Packaging, of this terminally sterilized medical device, satisfies the following points:

© © N o o &~ w e

Provide physical protection and maintain the integrity of the sterile barrier system.

Allows sterilization and is compatible with the indicated sterilization process.

Maintains sterility until the point of use or until the expiration date.

Proper assembly of the Packaging System.

Allows aseptic presentation.

Provides an adequate microbial barrier.

Its compatibility with the labeling system.

Its Labeling facilitates the identification of the product, its traceability, manufacturing material.

The materials used in the packaging do not contain or release toxic products.

7. MANUFACTURING MATERIALS

a Ti6AI4V titanium alloy:

It is the "grade 5" titanium alloy, the most widely used in the medical field (it contains
aluminum and vanadium according to its composition: [Ti6AI4V]. Aluminum increases the
transformation temperature between the alpha and beta phases. Vanadium decreases that
temperature.In addition, it has high tenacity.

As approximate and characteristic mechanical values of this material we can give the

following values:

It has a tensile strength of 845-896 MPa, an elastic limit of 775-830 MPa, a ductility of 10%, a
hardness of 33 HRB, very good weldability and an electrical resistivity of 1.67 (uQm). Its
application is common wherever high mechanical resistance and high temperatures of use
and lightness of material are required. This Material is considered Acceptable for the
manufacture of Implants by the UNE-EN ISO 21534 standard, Annex A.
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a Poliethylene (UHMWPE) .

UHMWPE is a low-friction thermoplastic, with excellent chemical resistance and very high
resistance to scratching and abrasion, characteristics that, if combined with an implantable
medical grade, justify its wide prosthetic use in articulating elements subject to relative
movements between components.

Other characteristics that have favored the use of UHMWPE is its low degree of internal stresses,
which allows complex parts to be machined with minimal deformations, which supports its use in
parts subject to critical and complex dimensional and geometric restrictions.

A material that allows smooth and easy machining, it also offers excellent thermal resistance, with
glass transition points that allow it to easily withstand thermal sterilization processes such as
Autoclave.

The use of this material is not only justified by the aforementioned, but also by a huge number of
studies and examples of use that can be found, for many years now, in the prosthetic market with
excellent demonstrated results, which has led to confirm its suitability in Annex A “List of
Materials found acceptable for the manufacture of implants” of the ISO 21534 standard.-“Non-
Active Surgical Implants. Joint replacement implants. Particular Requirements”, recommending
that this material contemplate (depending on its processing form) the 1ISO 5834-1 standard
“Surgical implants manufactured with UHMWPE from powder” or ISO 5834-1 “Surgical implants

manufactured with UHMWPE from forms previously molded”.

a Chromium-Cobalt-Molybdenum casting alloy
Chromium-Cobalt-Molybdenum Alloy (ISO 5832-4/ ASTM F 1586-95) identified as an approved
material by 1ISO 21534, as a Biocompatible material found suitable for joint replacements in
particular with UHMWPE (ISO 5834-1, ISO5834-2).

Thanks to its high mechanical-chemical resistance performance, it has been successfully used for

years in the manufacture of this type of implant, being one of the most widely used materials
considered to be biocompatible and long-term implantable to date, so its functionality is
sufficiently endorsed by a huge number of clinical cases of a very diverse category.

Cobalt Chrome is used in medical applications in those circumstances in which a low-friction joint
contact is desired. This is melted down and remixed under vacuum to achieve the extremely high
degree of purity required for temporary and permanent surgical implants. It offers excellent
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resistance to tissues and physiological fluids, to intergranular corrosion and to corrosion in
general.

Cr-Co has a very high resistance to corrosion due to its high Chromium content (19 - 21),
hardness HRc (Rockwell) 35, Elastic Modulus of 230 GPa; Elastic limit 650 MPa; Tensile
strength: 1000 MPa. 20% elongation at break.

19/19 | Dpto. HD+i



	‎Y:\AMDM\SURGIVAL\Nou 2023\Insert\2009 11 0664 ED_PT ROD. PRIMARIA (3).pdf‎
	‎Y:\AMDM\SURGIVAL\Nou 2023\Insert\220307_13485 CERT. PRÓRROGA_SURGIVAL  marzo 2022 (1) (6).semnat.pdf‎
	‎Y:\AMDM\SURGIVAL\Nou 2023\Insert\PRIMARY KNEE.pdf‎
	Página 1
	Página 2
	Página 3
	Página 4
	Página 5
	Página 6
	Página 7
	Página 8
	Página 9
	Página 10
	Página 11
	Página 12
	Página 13
	Página 14
	Página 15
	Página 16
	Página 17
	Página 18
	Página 19
	Página 20
	Página 21
	Página 22
	Página 23
	Página 24
	Página 25
	Página 26
	Página 27
	Página 28
	Página 29
	Página 30
	Página 31
	Página 32
	Página 33
	Página 34
	Página 35
	Página 36
	Página 37
	Página 38
	Página 39
	Página 40
	Página 41
	Página 42
	Página 43
	Página 44
	Página 45
	Página 46
	Página 47
	Página 48
	Página 49
	a) Femoral Componentl
	PS Femoral Component
	b) Tibial Insert
	UHMWPE Tibial Insert PS
	UHMWPE Tibial Insert NPS
	UHMWPE Tibial Insert REV
	c) Tibial tray
	d) Patella
	There is 1 model of polyethylene PATELA (for PS, NPS, REV), with various thicknesses
	e) Stems
	This point is of special relevance in comparison with other knee replacement systems, since, being adaptive, it allows us to perform anterior bone resections to clean up a possible unstable bone, ensuring that the anterior support of the femoral compo...
	These two stem designs come in three possible lengths: 70, 120 and 200mm. and with 6 possible diameters: 10, 12, 14, 16, 18 and 20 mm. They will be manufactured in Ti6Al4V.
	The stems are fixed on the components by means of a Morse-type taper and a screw that threads the end of the stem, inside the cone.
	f) Augmentation blocks

	PATELLA
	Femoral distal:
	Femoral posterior:
	Tibial:

		https://localizador.aemps.es/localizador
	2022-03-08T14:16:35+0100
	Madrid
	Agencia Española de Medicamentos y Productos Sanitarios
	Firma de documento


	

		2022-10-31T12:35:32+0200
	Moldova
	MoldSign Signature


		https://localizador.aemps.es/localizador
	2020-06-19T14:18:26+0200
	Madrid
	Agencia Española de Medicamentos y Productos Sanitarios
	Firma de documento


	

		2023-10-09T12:35:35+0300
	Moldova
	MoldSign Signature




