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MODELO 1. ADMISI()N DE NHEVOS MATERIALES
PROPUESTA DE NUEVO MATERIAL HOSPITALARIO PARA SU INCLUSION EN LA GUIA

HOSPITALARIA DE

I-108PITEN

Nombre y referencia : Suture Lasso Wire Loop

Ref. 810503400)

matertal: LTS

2. Nombre comercial: jAgu:ia dk Sutura Lasso Loo

3. Laboratorio: Medcomtech (12204]

4. Presentacibn: 1 UD.

J

5. Aplicacion: it

"

‘Los pasadores de sutura egtén diseflados palra pasar tanto la sutura a través del tejidof

{dle labrum en un proceda.m:.'ento artroscéplcb de hombro, como para un menisco en la T

rodilla :

H
12

H
i ¢

6. Descripcion del producto:

gLos pasadores de sutura son d:.spos:.’cavos m
1sutura a través del tej 1dq

nuales sin motor destinados a pasar la o

7. Reséiiese la accion dlagnostlcalterapeutlca pnq
1ust|f‘ ique su inclusion:

c{pal y el uso terapéutico del material que

En la aguja de sutura la liongitud to_ta_l dey
]la aguja bucle es de 90 mm.. A
; ] i

i i

il {lazo de sutur es de 560 mm, la longitud de;

8. Materiales de uso actual en Hospiten codigo SA

\P:

No existe ::a

Razones clinicas por las cuales este material es superior a los citados anteriormente:

10. ;Qué materiales considera u
anteriormente?

ﬁ‘ted podriari retirarsT de la Guia resenados

i
H

A rellenar por el centro. Marcar cc;n una x si el MAT

TAL SANITARIO es NO facturable.

Adeslas DKV Sanitas
Amb ] i L3 ] []
Hosp | LI I o0 i 1
FECHA: | '
/




Gara Fernandez Hernandez

De: Gerardo Bravo Chaparro

Enviado el: jueves, 6 de marzo de 2025 17:01

Para: Gara Fernandez Hernandez

cC: Jose Carlos Salas Serantes; Compras Estepona; Jose Manuel Jorge Pérez
Asunto: RE: Solicitud alta material - Ref. 810503400 (Medcomtech)

Buenas tardes,

Se autoriza

Un saludo.

Gerardo Bravo Chaparro
Director Gerente de Hospiten Estepona

ﬁ Hospiten

i'-‘% Antes de imprimir este mensaje, aseglrese de que es necesario.

De: Gara Fernandez Herndndez <gara.fernandez@hospiten.com>

Enviado el: jueves, 6 de marzo de 2025 17:58

Para: Gerardo Bravo Chaparro <gerardo.bravo@hospiten.com>

CC: Jose Carlos Salas Serantes <josecarlos.salas@externo.hospiten.com>; Compras Estepona
<comprasestepona@hospiten.com>; Jose Manuel Jorge Pérez <josemanuel.jorge@hospiten.com>
Asunto: RV: Solicitud alta material - Ref. 810503400 (Medcomtech)

Buenos dias,

Adjunto solicitud por parte del servicio quiréfano, junto con coste econdmicos con de lo solicitado (AGUJA DE
SUTURA LASSO LOOP) para su consideracion y conformidad como responsable econdémico del Centro.



P.D. La Direccion del Centro Hospitalario dispondra de 15 dias para poder dar autorizacion a esta solicitud,
de lo contrario esta Central entendera que esta solicitud NO es de su afirmacion. Posteriormente esta
Central Corporativa proceder4 a la cancelacion y/o desestimar dicha solicitud

Centro Solicitante: HOSPITEN ESTEPONA

PROVEEDOR

SAP DENOMINACION

CREAR |AGUJA DE SUTURA LASSO LOOP

VIGENCATARIFA31/12/2025
PRECIOSSINEL21%DEIVA

Ruego su conformidad para proceder a la autorizacion por parte de la Direccion de Compras.

Muchas Gracias.

Saludos Cordiales

Gara Fernandez Hernédndez
Dpto. Gestién y Adjudicacion de Compras / Purchasing Department

ﬁ Hospiten

&35 Antes de imprimir este mensaje, asegurese de que es necesario.



De: Jose Manuel Jorge Pérez <josemanuel.jorge@hospiten.com>
Enviado el: miércoles, 19 de febrero de 2025 14:39

Para: Santiago Garcia-Machifiena Diaz <santiago.garcia@hospiten.com>
CC: Gara Fernandez Hernandez <gara.fernandez@hospiten.com>
Asunto: RV: Solicitud alta material - Ref. 810503400 (Medcomtech)

Buenos dias,
Santi, por favor, para asignar la persona que consideres oportuno y lleve a cabo esta SOLICITUD.

Registro Numero 2025/0276.

Gracias.

Saludos Cordiales

Responsable Fungibles y Prétesis.

Jose Manuel Jorge Pérez
Dpto. Gestién y Adjudicacion de Compras / Purchasing Department

ﬁ Hospiten

84 Antes de imprimir este mensaje, aseglrese de que es necesario.

De: Compras Estepona <comprasestepona@hospiten.com>
Enviado: miércoles, 19 de febrero de 2025 14:32

Para: Jose Manuel Jorge Pérez <josemanuel.jorge@hospiten.com>
Cc: Gerardo Bravo Chaparro <gerardo.bravo@hospiten.com>
Asunto: Solicitud alta material - Ref. 810503400 (Medcomtech)

Buenas tardes José Manuel:



Necesitamos dar de alta la siguiente referencia de material del proveedor Medcomtech (12204)
correspondiente al vale 13427 (linea 3-4) y 13440 (linea 3) del episodio 21786123:

o Ref. 810503400 Aguja sutura Lasso Loop
Adjunto remito solicitud de nuevos materiales, vales 13727-13440, oferta econémica y Ficha
Técnica correspondiente. El paciente tiene garantia Mapfre. Para cualquier cuestién quedamos a tu
disposicién.

Saludos!
David Valadez Guillén

Compras Estepona
Compras Hospiten Estepona

AN Hospiten

H*J Antes de imprimir este mensaje, asegurese de que es necesario.




"\ /{ medcomtech

J & Innovation. Technology.Service
LISTAS DE PRECIOS
Precios vigentes hasta nugvo aviso
REFERENCIA DESCRIPCION Preclo S/IGIC Rappetl 2025
312-3208 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR ©32/08 Ti/HA 1.485,00 10%
312-3610 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR ©36/10 Ti/HA 1.485,00 10%
312-4012 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR 240712 Ti/HA 1.485,00 10%
317-4014 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR ©40/14 Ti/HA 1.485,00 10%
312-3210 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR @32/10 TifHA 1.485,00 10%
312-3212 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR 32/12 Ti/HA 1.485,00 10%
312-3612 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR @36/12 Ti/HA 1.485,00 10%
312-3614 VASTAGO INVERTIDO HUMELOCK SIN CEMENTAR @36/14 Ti/HA 1.485,00 10%
770-135-000-002 Placa H proximal INTEQS 3,5 as avT 8/2 izq. 1.080,00 15%
770-135-000-003 Placa H proximal INTEOS 3,5 as av T 8/3 izq. 1.080,00 15%
770-135-000-004 Placa H proxlmal INTEOS 3,5 as av T 8/4 izq. 1.080,00 15%
770-135-000-006 Placa H proximal INTEOS 3,5 as av T 8/6 izq. 1.080,00 15%
770-135-000-006-5 Placa H proximal INTEOS 3,5 as av T 8/6 izq. Esteril 1.200,00 15%
770-135-000-009-5 Placa H proximal INTEOS 3,5 as av T 8/9 izq. Esteril 1.320,00 15%
770-135-000-012-S Placa H proximal INTEQS 3,5 as av T 8/12 izq. Estéril 1.560,00 15%
770-135-000-015-S Placa H proximal INTEOS 3,5 as av T 8/15 izq. Estéril 1.800,00 15%
770-135-000-018-S Placa H proximal INTEOS 3,5 as av T 8/18 izq. Estéril 1.920,00 15%
292-1001 loop USP 5 (7.0 Metric) Polyester Blanco L.=100mm. Sutura Loop de alta resis! 168,00 10%
292-1003 tloop USP 5 (7.0 Metric) Polyester Verde L.=100mm. Sutura Loop de alta resist 168,00 10%
777-112-060-003 Placa palmar INTEOS M4 2.5 wst T 9/3 izq. estrecho 684,00 15%
777-112-060-005 Placa palmar INTEOS M4 2.5 wsl T 9/5 izq. estrecho 684,00 15%
777-112-061-003 Placa palmar INTEOS M4 2.5 wsl T 9/3 dcha. estrecho 684,00 15%
777-112-061-005 Placa palmar INTEOS M4 2.5 wst T 9/5 dcha. estrecho 684,00 15%
777-112-000-003 Placa palmar INTEOS M4 2.5 wst T 9/3 Izq. 780,00 15%
777-112-000-005 Placa palmar INTEOS M4 2.5 wsl T9/5 izq. 780,00 15%
777-112-001-003 Placa palmar INTEOS M4 2.5 wsl T9/3 dcha. 780,00 15%
810503400 Aguja de Sutura Lasso Loop 180,00 -
810501700 EasyPass Aguja, MultiFire 180,00 -
810500100 EasyPass Pasador de sutura, Tipo rana 45° Derecho 490,00 -
810500200 EasyPass Pasador de sutura, Tipo rana 45° lzquierdo 490,00 -
810500700 EasyPass Pasador de sutura, Tipo rana Medialuna 490,00 -
810503500 EasyPass Pasador de sutura, tipo Rana 70° Recto 490,00 -
810805200 Pin Guia 1,2mm 30,00 -
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FICHA DE PRODUCTO

1. Nombre del producto
Sutura quirdrgica SMARTLOOP
2. Fabricante

DEMETECH CORPORATION

14175 NW 60th Ave, Miami Lakes, FL 33014 — USA
Tel: (305) 824 1048 — Fax: (305) 437-7607

3. Indicacién de uso

SMARTLOOP son suturas especialmente disefiadas para suturar el complejo formado por la
protesis de fracturas con las tuberosidades y la diafisis.

Caracteristicas:

AGUIJA:
- tamafio: 1.8mm y longitud 40mm;
- curvatura: 135° (3/8 circulo);
- tipo de punta: triangular, punta de corte cénico.

SUTURA:
- calibre del hilo: diametro de 1,2 mm (USP 5);
- longitud del bucle: 1000mm;
- resistencia: resistencia 32kg.

4, Método de esterilizacion

SMARTLOOP se entrega estéril, esterilizado por rayos gamma.

5. Condiciones de almacenamiento

Conservar por debajo de 252C y mantener lejos de fuentes directas de calor y humedad.

6. Ausencia de latex

Si

7. Ausencia de ftalatos

Si

8. Interferencia con Imagen por Resonancia Magnética (IRM)

No
9. Radiolucente

No

Medcomtech, SA — NIF A83015370 Registro Mercantil de Madrid, hoja n2 M-284235, folio 35., tomo 16.660, Inscripcidn 1.

+S K320 Tel. +34 93 480 33 74 - info@medcomtech.es - www.medcomtech.es



MCT03.2022_SLv3

COMPONENTES
a) Sutura
e Composicién: Tetraftalato de polietileno (PET)
e Regulacidn: clase IlIb e

bli~ | Aguin C/;u:_“_::
e Composicidn: Acero inoxidable

e Regulacién: clase Ilb

REFERENCIAS Y MODELOS

292-1001 SMARTLOOP WHITE USP 5

292-1003 SMARTLOOP GREEN USP 5

6 ?‘:": Medcomtech, SA — NIF A83015370 Registro Mercantil de Madrid, hoja n2 M-284235, folio 35., tomo 16.660, Inscripcién 1.

»S Ea208 Tel. +34 93 480 33 74 - info@medcomtech.es - www.medcomtech.es
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or 1]

No. G2 095193 0006 Rev. 01

Manufacturer: Hangzhou Rejoin Mastin

Medical Device Co.,Ltd.
Floors 1stand 2nd, 101B

No 22 Xinyan Road

Yuhang Economic Development Zone
311100 Hangzhou, Zhejiang
PEOPLE’S REPUBLIC OF CHINA

Facmty(ies): Hangzhou Rejoin Mastin Medical Qevice Co.,Ltd. .
Floors 1st and 2nd, 101B, No 22 Xinyan Road, Yuhang Economic
Development Zone, 311100 Hangzhou, Zhejiang, PEOPLE'S
REPUBLIC OF CHINA
Product Cannulas,
Category(ies): Knot Pusher/Suture Cutter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class lib and lll devices an additional Annex Il certificate is mandatory. See also notes

overleaf.

Report No.: SH19104705
Valid from: 2020-02-03
Valid until: 2024-03-06
Date, 2020-02-03

C@t‘»\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH  Certification Body ¢ Ridlerstraie 63 80339 Munich * Germany
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ZERTIFIKAT e CERTIFICATE &

Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 095193 0014 Rev. 00

Manufacturer: Hangzhou Rejoin Mastin

Medical Device Co.,Ltd.

Floors 1st and 2nd,101B

No. 22, Xinyan Road

Economic and Technological Development Zone
Linping District

311100 Hangzhou, Zhejiang

PEOPLE'S REPUBLIC OF CHINA

This Confirmation Statement G2 095193 0006 Rev. 01
is only valid in combination

with the following

EC Certificate (MDD):

This Confirmation Statement confirms the validity of the aforementioned EC Certificate (MDD).

It considers clarification of scope statements, scope reductions and changes to the manufacturer
data initiated 26 May 2021 or later.

The conditions laid down in Article 120 (3) of Regulation (EU) 2017/745 on medical devices for
placing devices on the market and putting into service apply. For details and confirmation statement
validity see: www.tuvsud.com/ps-cert?q=cert: GCQ 095193 0014 Rev. 00

Report No.: SH22104701

Valid until: 2024-03-06

C@IL\/

Christoph Dicks
lssue Date: 2023-04-06 Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 :
TOV SUD Product Service GmbH « Certification Body * Ridlerstralte 65 « 80339 Munich » Germany TNV
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ZERTIFIKAT & CERTIFICATE

Product Servict:

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 095193 0014 Rev. 00

Product Category(ies): Cannulas,
Knot Pusher/Suture Cutter

Description of Change of address from "Floors 1st and 2nd,101B, No. 22, Xinyan
Ch i Road, Economic and Technological Development Zone, Yuhang
ange. District, 311100 Hangzhou, Zhejiang, PEOPLE'S REPUBLIC OF

CHINA" to "Floors 1st and 2nd,101B, No. 22, Xinyan Road,
Economic and Technological Development Zone, Linping District,
311100 Hangzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA"

Page 2 0of2
Tl:JV SUD Product Service GmbH is Notified Body with identification no. 0123 !
TOV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 + 80339 Munich « Germany TUVC



Add value,

i ) ‘ i Inspire trust.
TUV SUD Product Service GmbH- Ridlerstr. 65 - 80339 Munich - Germany

Hangzhou Rejoin Mastin

Medical Device Co.,Ltd.

Economic and Technological Development Zone
Floors 1st and 2nd,101B

No. 22, Xinyan Road

Linping District

311100 HANGZHOU, ZHEJIANG

PEOPLE'S REPUBLIC OF CHINA

Your reference/letter of Our reference/name Tel. extension/Email Fax extension Date Page
713273847 | 713316269 +86 21 61424365 NA 2024-03-15 10f8

TUV SUD Product Service GmbH
Confirmation Letter
CL 095193 0015 Rev. 02

Reference: 713273847 | 713316269
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devices
and in vitro diagnostic medical devices.

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3,
first subparagraph of Annex Vii of MDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex VIl of MDR with the above stated manufacturer with the following
SRN Number:

SRN Number: CN-MF-000006572

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.

- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TUV SUD Product Service GmbH is also responsible for appropriate surveiliance of
the corresponding devices under the applicable Directive.

Registered Office: Munich Supervisory Board: TV SUD Product Service GmbH tuvsud.com/ps

Trade Register Munich HRB 85 742 Holger Lindner (Chairman) Ridlerstr. 65 Hotline: +49 89 50084-747
UniCredit Bank AG - BIC HYVEDEMMXXX  Board of Management: 80339 Munich

IBAN DE13 7002 0270 0048 8522 11 Walter Reithmaier (CEQ) Germany

VAT ID No. DE129484267 Patrick van Welij . I®

Information pursuant to § 2 [1] DL-InfoV TW

(Germany) at tuvsud.com/imprint



Page 2 of 8

- Table 2 identifies the devices for which an MDR application has been received and a written agreement
concluded, but TUV SUD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive.

If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC
(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this
letter also confirms that
- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption
from the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article
97(1) of the MDR respectively.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this
letter, subject to the manufacturer's continued compliance to the other conditions specified in Article 120
(3¢c) of MDR, are shown below:

26 May 2026 for Class IIi custom-made implantable devices
31 December 2027 for Class Il devices and Class |Ib implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on the market in sterile
condition, measuring function

o 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it
under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation
letter according to effort.

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 095193 0015 Rev. 02

In case of inquiries please contact medical devices@tuvsud.com.

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024-03-15
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Heaith Services
P
Zhu Bin Claus Matthias Mumme

Conformity Assessment Responsible (CARE) Application Reviewer



Page 3 of 8

Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Device name or Basic UDI-

DI (under MDR application)

Device 1

Ti Suture Anchors

Basic UDI -DI:
697387766P2015002004P
697387766P2015002014P

Device 2

PEEK Suture Anchors
Basic UDI -DI:
697387766P20150050056
697387766P20150050156

Device 3

All-suture Anchors

Basic UDI -DI:
69418325P2015006009B
697387766P2015006005B

Device 4
Suture Passers
Basic UDI -DI:

697387766RD032100400WE

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

MDR Device classification
(as proposed by the manu-
facturer and verified dur-
ing application review)

[ Class Il

] Class I1b implantable
(non-exempted)

Class ITb / Class ITb im-
plantable (exempted)

O Class Ha

{0 Class I devices in sterile
condition

N/A

3 Class I devices with meas-
uring function

0 Class Il implantable cus-
tom-made-device

O Class HI

3 Class IIb implantable
(non-exempted)

X Class ITb / Class ITb im-
plantable (exempted)

[ Class Ila

[0 Class I devices in sterile
condition

N/A

[J Class I devices with meas-
uring function

[ Class Il implantable cus-
tom-made-device

O Class III

O Class IIb implantable
{non-exempted)

Class IIb / Class ITb im-
plantable (exempted)

[J Class Ila

[J Class I devices in sterile
condition

N/A

] Class I devices with meas-
uring function

[ Class Il implantable cus-
tom-made-device

[ Class III

[ Class ITb implantable
(non-exempted)

O Class IIb / Class ITb im-
plantable (exempted)

Class Ila

(3 Class I devices in sterile
condition

N/A

0 Class I devices with meas-
uring function

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

[ Certification as follows:
Certificate # G1 095193 0007
Rev.02 (GCQ 095193 0012
Rev. 00); NB# 0123
Certificate # G1 095193 0009
Rev.00 (GCQ 095193 0013
Rev. 00); NB# 0123

X Certification as follows:
Certificate # G1 095193 0007
Rev.02 (GCQ 095193 0012
Rev. 00); NB# 0123
Certificate # G1 095193 0009
Rev.00 (GCQ 095193 0013
Rev. 00);, NB# 0123

Certification as follows:
Certificate # G1 095193 0007
Rev.02 (GCQ 095193 0012
Rev. 00); NB# 0123

X Certification as follows:
Certificate # G1 095193 0007
Rev.02 (GCQ 095193 0012
Rev. 00);, NB# 0123



Device name or Basic UDI-
DI (under MDR application)

Device 5

Meniscal Repair System
Basic UDI -DI:
697387766P20140010045

Device 6

Cannulas
Basic UDIL-DI:
697387766P20160030059

Device 7

Knot Pusher & Suture Cut-
ter

Basie UDI-DI:
697387766P2015007095G

Device 8

Non-absorbable Surgical
Suture

Basic UDI-DI:
697387766P2016001004X
69418325P2016001008X
69418325P2016001018Z

Page 4 of 8

MDR Device classification
(as proposed by the manu-
facturer and verified dur-
ing application review)

O Class III implantable cus-
tom-made-device

[ Class Il

0O Class ITb implantable
(non-exempted)

Class IIb / Class IIb im-
plantable (exempted)

O Class ITa

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class 11T implantable cus-
tom-made-device

[ Class II

O Class ITb implantable
(non-exempted)

O Class IIb / Class IIb im-
plantable (exempted)

X Class Ila

[ Class I devices in sterile
condition

[ Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

[ Class II1

O Class ITb implantable
(non-exempted)

[0 Class IIb / Class IIb im-
plantable (exempted)

Class ITa

[ Class I devices in sterile
condition

O Class I devices with meas-
uring function

O Class III implantable cus-
tom-made-device

O Class I

O Class ITb implantable
(non-exempted)

X Class IIb / Class IIb im-
plantable (exempted)

X Class Ila

[ Class I devices in sterile
condition

[3 Class I devices with meas-
uring function

3 Class IIl implantable cus-
tom-made-device

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

B N/A

N/A

X N/A

X N/A

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

& Certification as follows:
Certificate # G1 095193 0009
Rev.00 (GCQ 095193 0013
Rev. 00); NB# 0123

X Certification as follows:
Certificate # G2 095193 0006

Rev.01 (GCQ 095193 0014 Rev.
00); NB# 0123

Certification as follows:
Certificate # G2 095193 0006

Rev.01 (GCQ 095193 0014 Rev.
00), NB# 0123

X Certification as follows:
Certificate #G1 095193 0007

Rev.02 (GCQ 095193 0012 Rev.
00); NB# 0123



Device name or Basic UDI-
DI (under MDR application)

Device 9

Drills

Basic UDI-DI:
697387766P2018010005T
69418325P2018010019V

Device 10

Graft Prepare System
Basic UDI-DI:
697387766P2018006006J

Device 11

PEEK Suture Anchors
Basic UDI-DI:
694183252015005002EG

Device 12

Blades

Basic UDI-DI:
69418325P2014002008A
697387766P2014002004A
69418325P2014002048J

Device 13
Burrs

Page 5 of 8

MDR Device classification
(as proposed by the manu-
facturer and verified dur-
ing application review)

O Class II

O] Class IIb implantable
(non-exempted)

[ Class IIb / Class IIb im-
plantable (exempted)

X Class I1a

[ Class I devices in sterile
condition

O Class I devices with meas-
uring function

[ Class Il implantable cus-
tom-made-device

O Class III

O Class IIb implantable
(non-exempted)

Class IIb / Class IIb im-
plantable (exempted)

[ ClassIla

0 Class I devices in sterile
condition

[ Class I devices with meas-
uring function

[ Class HI implantable cus-
tom-made-device

[ Class III

O Class IIb implantable
(non-exempted)

X Class ITb / Class ITb im-
plantable (exempted)

1 Class Ila

[ Class I devices in sterile
condition

{3 Class I devices with meas-
uring function

[ Class III implantable cus-
tom-made-device

[ Class Il

[J Class ITb implantable
(non-exempted)

[ Class IIb / Class ITb im-
plantable (exempted)

Class Ila

O Class I devices in sterile
condition

O Class I devices with meas-
uring function

1 Class III implantable cus-
tom-made-device

[ Class 11

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

B N/A

N/A

N/A

N/A

X N/A

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

Certification as follows:

Certificate # G1 095193 0007
Rev.02 (GCQ 095193 0012 Rev.,
00), NB# 0123

[ Certification as follows:

Certificate #G1 095193 0007
Rev.02 (GCQ 095193 0012 Rev.
00), NB# 0123

I Certification as follows:

Certificate # G1 095193 0009
Rev.00 (GCQ 095193 0013 Rev.
00);, NB# 0123

X Certification as follows:

Certificate #G2 095193 0010
Rev.00 (GCQ 095193 0011 Rev.
00), NB# 0123

X Certification as follows:



Device name or Basic UDI-
DI (under MDR application)

Basic UDI-DI:
69418325P2014002028E
697387766P2014003004F

Device 14

PEEK Interference Screw
Basic UDI-DE:
697387766P2015001004J
69418325P2015001008J
69418325P2015001018L
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MDR Device classification
(as proposed by the manu-
facturer and verified dur-
ing application review)

O Class IIb implantable
(non-exempted)

O Class Ilb / Class IIb im-
plantable (exempted)

Class Ila

[ Class I devices in sterile
condition

[ Class I devices with meas-
uring function

[ Class III implantable cus-
tom-made-device

O Class Il

[ Class IIb implantable
(non-exempted)

Class IIb / Class IIb im-
plantable (exempted)

{J Class Ila

[ Class I devices in sterile
condition

[0 Class I devices with meas-
uring function

O Class IIT implantable cus-
tom-made-device

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

N/A

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

Certificate # G2 095193 0010
Rev.00 (GCQ 095193 0011 Rey.
00); NB# 0123

X Certification as follows:
Certificate # G1 095193 0009
Rev.00 (GCQ 095193 0013
Rev. 00); NB# 0123
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Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

Device name or Basic UDI-
DI (under MDR applica-
tion)

Not applicable

MDR Device classification
(as proposed by the manu-
facturer and verified during
application review)

X N/A

If the MDR device is a substitute
device, identification of the corre-
sponding MDD/AIMDD device

X N/A

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

X N/A
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Confirmation Letter Version History

Date | TOV SUD Product Service GmbH inter-
nal reference traceable to each version
of the letter

o - =—

2024-01-11 | 713273847 | 713316269

2024-03-14 713273847 | 713316269

2024-03-15 713273847 | 713316269

Action

Initial issue

Added device 6-14 in table 1 named Cannulas, Knot Pusher & Suture
Cutter, Non-absorbable Surgical Suture, Drills, Graft Prepare System,
PEEK Interference Screw, Blades, Burrs, PEEK suture anchor.

Certificate number of devices #12 & #13 corrected



rejoin+

Hangzhou Rejoin Mastin Medical Device Co., Ltd

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU)2017/745 and (EU)2017/746 as regards
the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in particular with
respect to

s the validity of cerlificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD} (Directive Certificates)
and/or’

+ the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

I — gﬁngl-ztgou Rejoin Mastin Medical Device

Floors 1st and 2nd, 101B, No. 22 Xinyan Rd.,

. Economic and Technological Development Zone,
Manufacturer address and contact details Linping District, 311100, Hangzhou, Zhejiang,

People’s Republic of China

Single Registration Number (SRN) (if available) CN-MF-000006572

Authorised Representative name (if applicable) gr;r?&g{?g&g;eguaﬁonal Holding Corp.
Authorised Representative address and contact details Eiffestrasse 80, 20537, Hamburg, Germany
Single Registration Number (SRNj) (if available) DE-AR-000000001

Notified body name (if applicable) TOV SUD Product Service GmbH
Notified body number (if applicable) CE 0123

Directive Certificate number(s} See attached schedule

to which this confirmation is made (if applicable)

Original expiry date as indicated on the Directive See attached schedule

Certificate prior to the extension of the validity (if

applicable)

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the invalvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the
conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.

Page 1 of 6



rejoin+

Hangzhou Rejoin Mastin Medical Device Co., Ltd

End date of extended validity/transition period See attached schedule
Notified body name (if applicable) DEKRA Certification B.V.
Notified body number {if applicable) CE 0344

Directive Certificate number(s) See attached schedule

to which thig confirmation is made (if applicable)

Original expiry date as indicated on the Directive See attached schedule
Certificate prior to the extension of the validity (if

applicable)

End date of extended validity/transition period See attached schedule

We, as the manufacturer declare under our sole responsibility:

» for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

¢ the listed device(s) in the attached schedule and we as their manufacturer are in compliance with the
conditions listed in Article 120.3c of the MDR for continued placing on the market and putting into
service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

« Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards,

Choose applicable statements:
[0 Expired before 20 March 2023:

O Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VIl to this Regulation for the conformity assessment(s) in respect of
the device(s) covered by the expired certificate(s) or in respect of a device(s) intended to
substitute that/those device(s), or

O A Competent Authority has granted a derogation from the applicable conformity assessment
procedure in accordance with Article 59(1) MDR (may be provided upon request), or

O A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR,
to carry out the applicable conformity assessment procedure (may be provided upon request)

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the
conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body

Page 2 of 6
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rejon+

Choose one of the following statements only if a derogation per Article 59(1) or a requirement per
Article 97(1) has been granted by a Competent Authority:

Hangzhou Rejoin Mastin Medical Device Co., Ltd

[0 Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be made/submitted
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in
accordance with Section 4.3, second subparagraph of Annex Vil MDR before 26 September
2024,

O We do notintent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

¥ Expirediexpires after 20 March 2023:
Choose one applicable statement:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment hasthave been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitute(s) and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex Vil MDR before 26 September 2024.

00 We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

» Unclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021
and for which the conformity assessment procedure pursuant to this Regulation requires the involvement
of a notified body:

Choose one applicable statement:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VIl MDR for conformity assessment has/have been made or will be made/submitted by us to a
notified body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their
substitutes and signed written agreement(s) is/will be in place in accordance with Section 4.3, second
subparagraph of Annex Vil MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024,

> Quality Management System (QMS)
Choose one applicable statement:
M A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
0O A QMS in accordance with Article 10(9) MDR is in place.
0 A notified body has issued the attached certificate for the MDR-compliant QMS.
> Device(s) as listed in the attached schedule

» The device(s) continue to comply with the AIMDD or MDD.
s There are no significant changes in the design and intended purpose.

Page 3 of 6



rejoin+

* The device(s) do not present an unacceptable risk to health or safely of patients, users or other
persons, or to other aspects of the protection of public health.

Hangzhou Rejoin Mastin Medical Device Co., Ltd

Signed for and on behalf of the manufacturer:

Full Company Name: Hangzhed iggMastip Medical Device Co., Ltd.
Location & Date: Hangzhp
Signature, Print Name, Ti y Zhang Zhang, RA Director

Contact Details (at least emai

Page 4 of 6
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Schedule of Devices

Hangzhou Rejoin Mastin Medical Device Co., Ltd

The above Manufacturer's Declaration is valid for the following devices:

Identification | Directive Certificate | Original expiry | Notified Body name | Notified Body name and End date of Substitute |
of the number(s) date as and number that number where the MDR extended Device(s) “
device(s)® to which this indicated on issued the Directive | application was validity / {if applicable)
{e.g., device confirmation is the Directive Certificate lodged/contract signed transition
hame, made Certificate (s) (if applicable) (if applicable) period |
family/group (if applicable) prior to the m
e %sg extension of _“
catalogue n.:m <m_.ma=< "
number) (if applicable) m
Cannulas G2 095193 0006 2024-03-06 TUV SUD MDR contract was signed with | 2028-12-31 NA m
Rev.01 CE 0123 TUV SUD CE 0123
Knot G2 095193 0006 2024-03-06 TOV sUD MDR contract was signed with | 2028-12-31 NA
Pusher/Suture | Rev.01 CE 0123 | TUV SUD CE 0123
Cutter I
Ti Suture G1 095193 0007 2024-03-06 TOV SUD MDR contract was signed with | 2028-12-31 NA
Anchors Rev.02 | CE 0123 TUV SUD CE 0123
PEEK Suture | G1 095193 0007 2024-03-06 TOV SUD MDR contract was signed with | 2028-12-31 NA
Anchors Rev.02 CE 0123 TUV SUD CE 0123 .
All Suture G1 095193 0007 2024-03-06 TOV SUD MDR contract was signed with | 2028-12-31 NA
Anchors Rev.02 CE 0123 TUV SUD CE 0123
Non- G1 095193 0007 2024-03-06 TOV SUD MDR contract was signed with | 2028-12-31 NA [
absorbable Rev.02 CE 0123 TUV SUD CE 0123
Surgical
Suture
Suture Passer | G1 095193 0007 2024-03-06 TOV SUD MDR contract was signed with | 2028-12-31 NA
Rev.02 CE 0123 TUV SUD CE 0123

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined

above)
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Hangzhou Rejoin Mastin Medical Device Co., Ltd

~.

Drills G1095193 0007 | 2024-03-06 TOV SUD %@:3 with | 2028-12-31 | NA I.J
Rev.02 GRS SBD CE 2 |
Graft Prepare | G1 095193 0007 | 2024-03-06 TUV SUD MDR contract was signed with | 2028-12-31 NA
System Rev.02 CE 0123 TOV SUD CE 0123 _
Meniscal G1 095193 0009 2024-05-26 TOV SUD MDR contract was signed with | 2028-12-31 NA
Repair Rev.00 CE 0123 TUV SUD CE 0123 _
System
Small PEEK | G1 095193 0009 2024-05-26 TUV SUD MDR contract was signed with | 2028-12-31 NA |
Suture Rev.00 CE 0123 TUV SUD CE 0123
Anchors
Suture G1 095193 0009 2024-05-26 TOV SUD MDR contract was signed with | 2028-12-31 NA
Buttons Rev.00 CE 0123 Dekra CE 0344
PEEK G1095193 0009 | 2024-05-26 TOV SUD MDR contract was signed with | 2028-12-31 | NA ]
Interference Rev.00 CE 0123 TUV SUD CE 0123
Screw
Mini Ti Suture | G1 095193 0009 2024-05-26 TOV SUD | MDR contract was signed with | 2028-12-31 NA
Anchors Rev.00 CE 0123 _ TUV SUD CE 0123
Loop Buttons | G1 095193 0009 2024-05-26 TUV SUD | MDR contract was signed with | 2028-12-31 NA
Rev.00 CE 0123 Dekra CE 0344
Burrs G2 095193 0010 2024-05-26 TOV SUD MDR contract was signed with | 2028-12-31 NA
Rev.00 CE 0123 TUV SUD CE 0123
Blades G2 095193 0010 2024-05-26 TOV SUD MDR contract was signed with | 2028-12-31 NA
Rev.00 CE 0123 TUV SUD CE 0123
Surgical NA (These devices | 2024-05-26 NA MDR contract was signed with | 2028-12-31 NA
instrument are classified Ir TUV SUD CE 0123
which conformity
assessment
procedure pursuant
to MDD did not
require the
involvement of a
notified body)
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\ 1 medcomtech

Innovation.Technology.Service

DECLARACION EN RELACION A LOS ACUERDOS DE
FACTURACION DIRECTA CON MUTUAS

El Sr. D. Alejandro Roca de Vifials Delgado, con domicilio en Barcelona, calle
Valencia, nimero 137 y como apoderado de la empresa MEDCOMTECH, S.A,
con domicilio fiscal en Alcobendas (Madrid) y a efectos de las notificaciones en
Viladecans (Barcelona), calle Antonio Machado, numeros 78-80 Edificio Australia
del Viladecans Business Park, y NIF. nimero A83015370,

DECLARA BAJO SU RESPONSABILIDAD,

« Que la empresa a la que represento, MEDCOMTECH, S.A, dispone
a fecha de hoy de acuerdos comerciales y de facturacion directa
con las MUTUAS que a continuacion les detallamos:

ADESLAS
SANITAS

DKV

ASISA

DIVINA PASTORA
OCCIDENTE
MAPHRE

AXA

. FIAT

10.MUTUA FUTBOLISTAS
11.HNA

©ONOEWN=

Y para que asi conste, a todos los efectos, firmo la presente declaracion
responsable en Viladecans, a dia 1 de Enero del 2025.

41 Firmado digitalmente por
465798 B 465798418 ALEJANDRO

ALEJANDRO ROCA  rocaDEVINALS (R:

Y . A83015370)
DE VINALS (R: Fecha: 2024.04.02 12:33:33

A83015370) +02'00'

Fdo. Alejandro Roca de Vifials Delgado
APODERADO



Gara Fernandez Hernandez

De: Gara Fernandez Herndndez

Enviado el: miércoles, 19 de febrero de 2025 17:34

Para: Ivette Roig Zamora; Jestis Omar Garcia Sanchez; Laura Cepeda Sanchez
cC: Jose Manuel Jorge Pérez

Asunto: RE: SOLICITUD PPTO GRUPO HOSPITEN MUY URGENTE

Hola buenas tardes

Ruego que por favor, nos haga llegar en la mayor brevedad posible, la siguiente informacion que a continuacion
paso a detallar para el Grupo Hospiten.

1- Ficha Técnica o Catalogo.
2- Certificado Registro Sanitario de dicho material.

3 Certificados CE, de calidad, medido Ambiente y/o seguridad, dependiendo del tipo de producto
o material.

4- Vigencia Tarifa como minimo 31 de Diciembre 2025

5- Rappel que Grupo Hospiten va tener cuando MEDCOMTECH vaya a facturar directamente a
Hospiten.

6- Detalle de las Entidades Aseguradoras Privadas con las que MEDCOMTECH tenga acuerdos a
efectos de facturacion directa.

7- Los precios a presentar en este Departamento Central, deberan ser precios puestos en la
puerta del hospital. Se entiende como precios puestos en la puerta del hospital, con impuestos,
transportes, aduanas, etc.. incluidos.

8- Precio Referencia S.C.S
9- Marca y modelo.
10- Presupuesto del siguiente material que a continuacion paso a detallar:

Sutura lasso wire loop referencia 810503400
Gracias.

Saludos Cordiales

Gara Fernandez Hernandez
Dpto. Gestiény Adjudicacién de Compras / Purchasing Department



Gara Fernandez Hernandez

De: Gara Ferndndez Hernandez

Enviado el: viernes, 7 de marzo de 2025 9:26

Para: Lorenzo Galan

CcC: Compras Estepona; Jose Manuel Jorge Pérez

Asunto: RV: Solicitud alta material - Ref. 810503400 (Medcomtech)
Datos adjuntos: SOLICITUD ALTA AGUJA SUTURA LASSO.xlsx

Hola buenos dias

En el dia de hoy se ha dado autorizacién para la creacién del siguiente material para Hspiten Estepona en el
proveedor medcomtech

ALMACEN: QUIROFANO

Centro Solicitante: HOSPITEN ESTEPOMNA

PROPUESTA INCLUSH
PROVEEDOR MEDCOMTECH
COSTE
SAP DENOMINACION RFA PREST UNIDAD
CREAR |AGUJA DE SUTURA LASS0 LOOP 810503400 1 180,

VIGENCIA TARIFA 31/12/2025
PRECIOS SIM EL 21% DE IVA

El Centro Hospitalario se responsabilizard que dicho material sea facturado al paciente y/o Entidad Aseguradora
Pdblica o Privada, con especial atencién a pacientes de Entidades Aseguradoras las cuales requieran consentimiento y
autorizacion previa antes de su uso o aplicacion.

Si el paciente es asegurado de Entidades quienes tienen acuerdos con proveedores, previamente la Direccion o
Administracién del Hospital debera verificar las marcas y/o proveedores homologados por la Entidad.

En caso de que el paciente pertenezca a Entidades Aseguradoras Plblicas o Privadas con quienes tengamos “Tarifa
de Prestacion Cerrada”, antes de dar conformidad la Direccién del Hospital debera analizar el coste del material junto
con la tarifa de prestacion.

Saludos

De: Gerardo Bravo Chaparro <gerardo.bravo@hospiten.com>

Enviado el: jueves, 6 de marzo de 2025 17:01

Para: Gara Fernandez Herndndez <gara.fernandez@hospiten.com>

CC: Jose Carlos Salas Serantes <josecarlos.salas@externo.hospiten.com>; Compras Estepona
<comprasestepona@hospiten.com>; Jose Manuel Jorge Pérez <josemanuel.jorge@hospiten.com>
Asunto: RE: Solicitud alta material - Ref. 810503400 (Medcomtech)

Buenas tardes,

Se autoriza



