Declaration of Conformity (DoC) Corrigendum

Manufacturer: BASTOS VIEGAS S.A.
Avenida da Fabrica, n® 298 4560-164 Guilhufe Penafiel, Portugal
Tel.: +351 255 729 500; Fax: +351 255 729 501

Email: geral@bastosviegas.com - www.bastosviegas.com

Medical devices: | Description Brand

Forceps, sterile and non-sterile Zillion®

Kocher forceps, sterile and non-sterile Zillion®
14 cm

Sponge forceps, sterile and non-sterile 19 cm Zillion®
24 cm
26,5 cm curved

Sponge forceps, sterile and non-sterile curved Zillion® Black
20 cm

straight
Class: Ila

Date of the DoC: 18/09/2020

This corrigendum intends to add the following information in DoC(s) of the above listed

product(s).

CH-REP: MedNet SWISS GmbH, Baderstrasse 18, 5400 Baden, Switzerland

CHRN: CHRN-AR-20000730
According to Regulation (EU) 2017/745 (MDR), for legacy devices according to Art. 120 (3), no
changes to DOCs signed prior to May 26, 2021 can be performed. In case of the above described
non-significant change(s) (as defined in MDCG 2020-3), the existing DOC(s) is (are) still valid
and this Corrigendum will be attached to the originally signed DOC(s). The DOC(s) will be
updated upon transition to MDR.

- Signed for and on behalf of Bastos Viegas S.A.
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Bastos Viegas, s.a. Avenida da Fabrica n2298, 4560-164 Guilhufe, Penafiel, Portugal
Tel.: +351 255 729 500 - Email: geral@bastosviegas.com - www.bastosviegas.com
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C€

Manufacturer:

Medical devices:

Classification:

Conformity
assessment:

Under the supervision
of the Notified body:

EC certificate number:
Declares:

It is committed:

®

EC Declaration of Conformity

(Medical devices Directive 93/42/EEC as amended by Directive 2007/47 /EC Dec. -Lei 145/2009 of 17t» June)

BASTOS VIEGAS S.A. Avenida da Fabrica n°298, 4560-164 Guilhufe, Penafiel, Portugal
Tel:+351 255 729 500-Fax:+351 255 729 501-Email:geral@bastosviegas.com-www.bastosviegas.com

Description Brand
Forceps, sterile and non-sterile Zillion®
Kocher forceps, sterile and non-sterile Zillion®

14 cm
Sponge forceps, sterile and non-sterile 19 cm Zillion®

24 cm

26,5 cm curved
Sponge forceps, sterile and non-sterile 20 cm curved Zillion Black

straight

Class Ila, rule 6 according to annex IX of the Medical Devices Directive 93/42/EEC as amended by
Medical Devices Directive 2007/47/EC

According to Annex IT Medical Devices Directive 93/42/EEC as amended by Medical Devices Directive 2007/47/EC

SGS, Belgium NV — NOTIFIED BODY 1639
Address: SGS House, Noorderlaan 87, 2030 Antwerpen, Belgium

ES19/86750 - Annex II

« That the medical devices referred above fulfill the essential requirements established in Annex I of Medical Devices
Directive 93/42/EEC of 14 th June as amended by Medical Devices Directive 2007/47/EC and Dec.-Lei 145/2009 of 17t
June, so they do not compromise the clinical state nor the safety of the patients, nor the safety and the health of the
users or, eventually, third parties when used in the proper conditions and according with its intended use, considering
that the eventual risks associated to the final purposes are acceptable risks considering the benefits to the patients and
they are compatible with a high level of safety and low risk to the patient.

« Medical devices referred above fulfill applicable harmonized standards to be in compliance with the essential
requirements of Medical Devices Directive: EN ISO 13485:2016; EN ISO 15223-1:2016; EN 1041:2008+A1:2013; EN
ISO 10993-1:2018; EN ISO 14971:2012; EN ISO 11737-1:2018;

Para dispositivos esterilizados: EN 556-1:2001/AC:2006; EN ISO 11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-
2:2009; EN ISO 11135:2014; EN ISO 10993-7:2008/AC:2009;

« Other applicable standards: ISO 11135:2014

« This declaration is issued under the sole responsibility of the manufacturer.

- To create and to keep updated a systematic analysis process of the achieved experience in post- production phase,
including the requirements of Medical Devices Directive 93/42/EEC of 14 th June as amended by Medical Devices
Directive 2007/47/EC and Dec.-Lei 145/2009 of 17th June, annex XVI.

« To develop proper ways for application of any necessary corrective actions, having in mind the nature and the risks
related with the product, and to notify the Competent Authority of its incidents, such as:

- - Any dysfunction, damage or deterioration in the features or functional behavior of the device, as well in any

inadequacy , default or insufficient labeling or instructions of use of the device, which might lead or might had lead to
death or serious deterioration of patient health state, users or third part;

- - Any indirect damage, as in consequence of a wrong medical decision, related to the medical device, when used in

accordance with the instructions of use supplied by the manufacturer;

- - Any technical or medical reason related with the features or the functional behavior of a device that, for the reasons

stated in previous sentences, lead to a corrective safety action in the Portuguese market, including the same type devices
produced by the manufacturer;

- Other information that the experience demonstrates necessary to communicate.

« To prepare the technical documentation and to keep it updated, including this declaration, keeping it available to the
Competent Authority, for inspection purposes, during five years after the medical device last production date.
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C € Declaracio CE de Conformidade

Fabricante:

Dispositivos médicos:

Classificagfio:

Procedimento de
avaliac¢do da
conformidade:

Sob supervisio do
Organismo Notificado:

N.° certificado CE:

Declara:

Compromete-se a:

®

(Directiva 93/42/CEE na sua actual redaccio; Dec. -Lei 145/2009 de 17 de Junho)

BASTOS VIEGAS S.A. Avenida da Fabrica n°298, 4560-164 Guilhufe, Penafiel, Portugal
Tel:+351 255 729 500-Fax:+351 255 729 501-Email:geral@bastosviegas.com-www.bastosviegas.com

Descrigdo Marca
Pingas, estéreis e nio estéreis Zillion®
Pingas Kocher, estéreis e nio estéreis Zillion®
14 cm
Pingas de gaze, estéreis e nio estéreis 19 cm Zillion®
24 cm
26,5 cm curva
Pingas de gaze, estéreis e nio estéreis curva Zillion Black
20 cm recta

Classe IIa, regra 6 de acordo com o anexo IX da Directiva 93/42/CEE na sua redaccio alterada
pela Directiva 2007/47/CE

De acordo com o Anexo II da Directiva 93/42/CEE na sua redacgio alterada pela Directiva 2007/47/CE

SGS, Bélgica NV — ORGANISMO NOTIFICADO 1639
Morada: SGS House, Noorderlaan 87, 2030 Antwerpen, Bélgica

ES19/86750 - Anexo II

« Que os dispositivos que fabrica referidos acima cumprem com os requisitos essenciais estabelecidos no anexo I da
Directiva 93/42/CEE, de 14 de Junho, na sua redacgio alterada pela Directiva 2007/47/CE, e do Dec. -Lei 145/2009 de
17 de Junho que lhe sdo aplicaveis, pelo que ndo comprometem o estado clinico nem a seguranca dos doentes, nem,
ainda, a seguranca e a satde dos utilizadores ou, eventualmente, de terceiros, quando utilizados nas condicdes e para os
fins previstos, considerando-se que os eventuais riscos associados & utilizagdo a que se destinam constituem riscos
aceitaveis quando comparados com o beneficio proporcionado aos doentes e sdo compativeis com um elevado grau de
proteccio e baixo risco para o paciente.

» Os dispositivos médicos referidos acima cumprem com as normas harmonizadas apliciveis para dar cuamprimento aos
requisitos essenciais da Directiva: EN ISO 13485:2016; EN ISO 15223-1:2016; EN 1041:2008+A1:2013; EN ISO 10993-
1:2018; EN ISO 14971:2012; EN ISO 11737-1:2018;

Para dispositivos esterilizados: EN 556-1:2001/AC:2006; EN ISO 11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-
2:2009; EN ISO 11135:2014; EN ISO 10993-7:2008/AC:2009;

» Qutras normas aplicaveis: ISO 11135:2014

« Esta declaragéo é emitida sob a exclusiva responsabilidade do fabricante

« Criar e manter actualizado um processo de anilise sistemética da experiéncia adquirida com os dispositivos na fase de
poés-producdo incluindo os requisitos da Directiva 93/42/CEE, de 14 de Junho, na sua redacgéo alterada pela Directiva
2007/47/CE, e do Dec. -Lei 145/2009 de 17 de Junho, anexo XVI.

« Desenvolver meios adequados para aplicacio de quaisquer acg¢des correctivas necessérias, tendo em conta a natureza e
os riscos relacionados com o produto e a notificar a Autoridade Competente sobre os seus incidentes, tais como:

-Qualquer disfuncio, avaria ou deterioracio das caracteristicas ou do comportamento funcional, bem como qualquer
imprecisdo, omissdo ou insuficiéncia na rotulagem ou nas instrucdes de utilizacdo de um dispositivo, que sejam
susceptiveis de causar ou ter causado a morte ou uma deterioracdo grave do estado de saiide de um doente, utilizador ou
terceiro;

-Qualquer dano indirecto, na sequéncia de uma decisdo médica incorrecta, relacionada com um dispositivo médico,
quando utilizado de acordo com as instrugdes de utilizacao fornecidas pelo fabricante;

-Qualquer motivo de ordem técnica ou médica relacionada com as caracteristicas ou com o comportamento funcional
de um dispositivo que, pelas razdes referidas nas alineas anteriores, tenha conduzido a uma acgdo correctiva de
seguranga no mercado portugués dos dispositivos do mesmo tipo por parte do fabricante;

-Outras informacdes que a experiéncia demonstre deverem ser notificadas.

« Elaborar a documentacdo técnica e manté-la actualizada, incluindo esta declaragfio, & disposi¢io da Autoridade
Competente para efeitos de inspecgdo durante cinco anos a contar da tltima data de fabrico do dispositivo médico.
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EC Certificate Full Quality Assurance System: Certificate ES19/86750

The management system of

BASTOS VIEGAS, SA

Avenida da Fabrica, 298,
4560-164 Guilhufe-Penafiel. Portugal

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex |l (excluding Section 4)

For the following products
The scope of registration appears on page 2 of this certificate

This certificate is valid from 24 May 2021 until 31 July 2023
and remains valid subject to satisfactory surveillance audits.
Issue 3. Certified since 21 February 2013.

Certification is based on reports numbered ES/MAD 228876

Authorised by

Global Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Certificate CE1639 Annex I!-4_EN rev. 02

Page 1 of 2

This document s issued by the Company subject o its General Conditions of .. :
: Certification Services, uniess otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
_ liabilty, indemnification and jurisdictional issues established therein, The
-+ authenticity of this document may be verified at https://www.sgs.comven/certified- +
*_clients-and-products/certified-client-directory. Any unauthorized atteration, forgery -
o or falsification of the content or appearance of this document is unfawful and
offenders may be prosecuted to the fullest extent of the law.
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Certificate ES19/86750 continued

BASTOS VIEGAS, SA
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 3

Detailed scope

Sterile and non-sterile, single use non-woven dressings,

with or without X-Ray thread.

Sterile and non-sterile, single use gauze dressings, with or without X-Ray thread.
Sterile and non-sterile single use plastic instruments: stylet intended to monitor
and explore wounds; curette intended for scraping, debriding and/or cleaning of
biological tissues and wounds; needle-holders intended to hold and guide suture
needles securely for suturing; roux retractor intended to hold back tissues

and organs, in order to expose the surgical field; invasive forceps

for surgical procedures.

Sterile, single use surgical and procedure sets and packs.

Sterile, single use foam dressings.

Sterile and non-sterile, single use surgical bowls, trays, basin, basin liner, pitcher,
lids and bowl sets for temporary storage and transport of organs

and tissues during surgical procedures.

Material de penso e cirtirgico de ndo-tecido, com e sem fio raio-X, estéril e ndo
estéril e de uso unico.

Material de penso e cirtrgico de gaze, com e sem fio raio-X, estéril

e ndo estéril e de uso unico.

Instrumentos plasticos estéreis e ndo estéreis de uso tinico: estilete destinado a
monitorar e explorar feridas; cureta destinada a raspagem, desbridamento e / ou
limpeza de tecidos biolégicos e feridas; porta-agulhas destinados a segurar e
orientar as agulhas de sutura de forma segura durante a sutura; afastador roux
destinado a exposigao de tecido e 6rgaos, permitindo a visualizagao do local
operatorio; pingas invasivas para procedimentos cirirgicos.

Sets e packs cirtrgicos e de procedimento, estéreis e de uso tnico.

Penso de espuma estéril e de uso unico.

Recipientes, tabuleiros, bacia, cobertura de bacia, jarros, tampas e sets de
recipientes cirtrgicos, estéreis e nio estéreis e de uso tinico para armazenamento.
temporario e transporte de orgaos e tecidos durante procedimentos cirtrgicos.

Where the above scope includes class Il medical device(s), a valid EC Design Examination Certificate
according to Annex Il (Section 4) is a mandatory requirement for each device in addition to this certificate
to place that device on the market.

1
IRaGSE ]
ThIS documentis ussued by the Company sub]ect to |ts Genera! Condmonsof 955z] Page 2 of 2
AR Certification Services, unless otherwise agreed, accessible at. .

L WwWw. SgS. cormerms _and_conditions.htm. Attention is drawn to the limitations of S ]

I* 7 liability; indemnification and jurisdThis document is issued by the Company”. |

- - subjecttoits’ ‘General Conditions of Cemﬁcaﬁon Services, unless otherwise . "

. ,"‘? agreed ‘accessible at www.sgs.comiterms_and_conditions.htm. Atientionis: 1

B ERSGEASES .. drawn tothe lml‘tations of liabllny mdennrﬁcatuon and 3unsd o

L eSS



SGS

Bastos Viegas S.A.
Avenida da Fdbrica, 298,
4560-164
Guilhufe-Penafiel.
Portugal
01°t September 2023

Confirmation Letter Reference: CLNB1639 - ES/MAD/300002696
To whom it may concern,

Confirmation of receipt of a formal application and conclusion of written agreement in the
framework of 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.

This letter confirms that, SGS Belgium NV, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 1639 on NANDO, has 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
following manufacturer:

Bastos Viegas S.A.

Avenida da Fabrica, 298,

4560-164

Guilhufe-Penafiel.

Portugal

SRN: PT-MF-000002795 + PT-PT-000002808 + PT-IM-000002801

The devices covered by the formal application and the written agreement mentioned above are
shown at the end of this letter.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired prior to the publication of the Regulation EU 2023/607 on 15" March
2023, this letter also confirms that:
e The manufacturer submitted the MDR application and signed the written agreement by the
date of MDD/AIMDD certificate expiry;
e The certificates expired after 26" May 2021 by course of time and were valid at the date of
their expiry neither having been suspended nor withdrawn.

The transition timelines 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 of MDR (as
amended by EU 2023/607), are shown below:

e 26" May 2026 for Class Ill custom-made implantable devices

SGS Belgium NV Certification and Business Enhancement Registered Office: Noorderlaan 87 BE-2030 Antwerpen t +32 (0)3 545 48 48 f +32 (0)3 545 48 49
Boulevard International/Internationalelaan 55D BE-1070 Brussels t+32 (0)2 556 00 40 f +32 (0)3 545 48 49 www.be.sgs.com

| Member of the SGS Group

RPR Antwerpen VAT BE 0404 882 750 Belfius 550-3560000-93


http://www.be.sgs.com/

SGS

e 31° December 2027 for Class Il devices and Class llb implantable devices excluding Well-
established technologies (WET - 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 or have a measuring function

e 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)

On behalf of the Notified Body SGS Belgium NV 1639,

pp [Jérdme JADOT]

Virginie SILORET

Global Medical Device Certification Manager
Email: Virginie.siloret@sgs.com

Phone: +41 22 739 98 58

SGS Belgium NV Certification and Business Enhancement Registered Office: Noorderlaan 87 BE-2030 Antwerpen t +32 (0)3 545 48 48 f +32 (0)3 545 48 49
Boulevard International/Internationalelaan 55D BE-1070 Brussels t+32 (0)2 556 00 40 f +32 (0)3 545 48 49 www.be.sgs.com
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Devices covered by this letter:

Device name

MDR Device classification &
name

If the MDR device
is a substitute
device,
identification of
the corresponding

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and

curette intended for
scraping, debriding
and/or cleaning of

use, curettes.

Class lla:

MDD/AIMDD the NB
device Identification

Class lla:

Sterile and non-sterile, single
Sterile and non-sterile, |use, invasive, nonwoven .
single use non-woven [dressings, with or without X- Certificate

. . N/A ES19/86750;

dressings, with or Ray thread. NB1639
without X-Ray thread. |[Class lla:

Sterile and non-sterile, single

use, invasive, texart dressings.

Class lla:

Sterile and non-sterile, single

use, invasive gauze dressings,
Sterile and non-sterile, |with or without X-Ray thread. Certificate
single use gauze Class lla: N/A ES19/86750;
dressings, with or Sterile and non-sterile, single NB1639
without X-Ray thread. |use, ribbon gauze dressings.

Class lla:

Sterile and non-sterile, single

use, vaginal tampons.
Sterile and non-sterile [Class lla:
single use plastic Sterile and non-sterile, single
instruments: stylet use, stylet. Certificate
intended to monitor Class lla: N/A ES19/86750;
and explore wounds; Sterile and non-sterile, single NB1639

SGS Belgium NV Certification and Business Enhancement Registered Office: Noorderlaan 87 BE-2030 Antwerpen t +32 (0)3 545 48 48 f +32 (0)3 545 48 49

Boulevard International/Internationalelaan 55D BE-1070 Brussels t+32 (0)2 556 00 40 f +32 (0)3 545 48 49 www.be.sgs.com
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Device name

MDR Device classification &
name

If the MDR device
is a substitute
device,
identification of
the corresponding

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and

MDD/AIMDD the NB
device Identification
biological tissues and  [Sterile and non-sterile, single
wounds; needle-holders |use, needle holders.
intended to hold and  |Class lla:
guide suture needles  Sterile and non-sterile, single-
securely for suturing; use, retractors.
roux retractor intended |C|ass I1a:
to hold back tissues and [sterile and non-sterile single
organs, in order to use haemostatic forceps.
expose the surgical Class lla:
field; invasive forceps  isterile and non-sterile, single
for surgical procedures. use, auxiliary forceps.
Class lla:
Sterile and non-sterile, single-
use, standard forceps.
Class lla:
Sterile and non-sterile, single-
use, sponge forceps.
Class lla:
Sterile and non-sterile, single-
use, kocher forceps.
Sterile and non-sterile, |Class lla: .
single use surgical Sterile and non-sterile, single Certificate
. . ! N/A ES19/86750;
bowls, trays, basin, use, surgical bowls, trays,
o . , . . . NB1639
basin liner, pitcher, lids |basins, basin liners, pitchers
and bowl sets for and lids.
temporary storage and Class Ili: Certificate
transport of organs and o N/A ES19/86750;
tissues during surgical Sterile, single use, procedure NB1639
packs.
procedures.
Sterile, single use Class Ill: Certificate
surgical and procedure [Sterile, single use, procedure | N/A ES19/86750;
sets and packs. packs. NB1639
Sterile, single use Certificate
procedure sets N/A ES19/86752;
NB1639

Certification and Business Enhancement Registered Office: Noorderlaan 87 BE-2030 Antwerpen t +32 (0)3 545 48 48 f +32 (0)3 545 48 49
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If the MDR device | MDD/AIMDD
is a substitute Certificate
. e s device, Reference(s) of the
Device name MDR Device classification & identification of devices under MDR
name . . ..
the corresponding | application, and
MDD/AIMDD the NB
device Identification
Sterile, single use non- |[Class Is: N/A Certificate
invasive non-woven Sterile, single use, non- ES19/86752;
dressings. invasive, nonwoven dressings. NB1639
Class Is:
Sterile, single use, orthopaedic
paddings.
Class Is:
Sterile, single use, conforming
bandages.
sterile, single use g’lZiisI::single use, support Certificate
Z(;?ﬁfiﬁlfﬁfbdﬂ;g' bandages. S ES19/86752;
Class Is: NB1639
bandages. L
Sterile, single use, crepe
bandages.
Class Is:
Sterile, single use, short stretch
bandages.
Class Is:
Sterile, single use, stockinettes.
Sterile, single use non- |[Class Is: Certificate
adherent wound Sterile, single use, non- N/A ES19/86752;
dressings. adherent dressings. NB1639
Class Is:
Sterile, single use, absorbent
. . pads.
zt)ircl)lrzesrlm:gr::dise Class Is: Certificate
. ! . [Sterile, single use, maternity N/A ES19/86752;
maternity pads and first
aid dressings. pads. NB1639
Class Is:
Sterile, single use, first-aid
dressings.
Sterile, single use non- [Class Is: Certificate
invasive, gauze Sterile, single use, eye pads. N/A ES19/86752;
dressings, eye pads. Class Is: NB1639

SGS Belgium NV Certification and Business Enhancement Registered Office: Noorderlaan 87 BE-2030 Antwerpen t +32 (0)3 545 48 48 f +32 (0)3 545 48 49
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SGS

If the MDR device | MDD/AIMDD
is a substitute Certificate
. e s device, Reference(s) of the
Device name MDR Device classification & identification of devices under MDR
name . -
the corresponding | application, and
MDD/AIMDD the NB
device Identification
Sterile, single use, gauze
bandages.
Class Is: Certificate
Sterile, single-use, non-invasivel N/A ES19/86752;
Sterile, single use, non- forceps, towel clamps and tube NB1639
invasive forceps and clamps.
umbilical cord clamps. [Class Is: N/A Certificate
Sterile, single-use, umbilical ES19/86752;
cord clamp. NB1639
Sterile, single use, Clas's Is: ' Certificate
tongue depressor. Sterile, single use, tongue N/A ES19/86752;
depressors. NB1639
Sterile, single use eye  [Class Is: Certificate
shield. Sterile, single use, eye shields. N/A ES19/86752;
! ! NB1639
Class Is:
Sterile, single use, draping sets.
Sterile, single use (S:'lZiisI(l.s.single O surgical N/A Certificate
surgical drapes and ! ! ES19/86752;
draping sets. drapag: NB1639
Class Is:
Sterile, single use, medical
equipment covers.
Class Is:
Sterile, single use, non-
Sterile, single use invasive, nonwoven and Texart
operating room towels, [OR towels and absorbent pads.
towel clamps, incise Class Is: -
drapes, instruments Sterile, single-use, non-invasivel N/A Certificate
. ES19/86752;
pouches, fluid pouches, fforceps, towel clamp and tube
. NB1639
adhesive tape for clamp.
operations and surgical [Class Is:
absorbent pads. Sterile, single use, incise
drapes.
Class Is:
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SGS

If the MDR device | MDD/AIMDD
is a substitute Certificate
. A device, Reference(s) of the
Device name MDR Device classification & identification of devices under MDR
name . . ..
the corresponding | application, and
MDD/AIMDD the NB
device Identification
Sterile, single use, instrument
and fluid pouches.
Class Is:
Sterile, single use, operation
tape.
Class Is:
Sterile, single use, Sterile, single use, protection .
protectiongblankets for [sheets. ° ° Certificate
. . . N/A ES19/86752;
patients in emergencies |Class Is: NB1639
and baby blankets. Sterile, single use, baby
blankets.
Sterile, single use Clas's Is: ' Certificate
disinfectant applicators. Sterile, single use, foam N/A ES19/86752;
applicators. NB1639
Sterile, single use plastic CIasrs Is: . . Certificate
skin staple remover. Sterile, single use, skin staple | N/A ES19/86752;
remover. NB1639
Sterile, single use
ﬁ:éiiﬂi:?ﬁ: for CIasrs Is: . . . N/A Certificate
temporary storage of Sterile, single use, guidewire ES19/86752;
. . . . _|bowls. NB1639
guidewire while keeping
it in place and hydrated.
Sterile, single use, -
measuringgmedicine N/A Certificate
cups for medicine ES15/86753;
.. . Class Is/m & class Im: NB1639
administration. . . .
; - Sterile and non-sterile, single
Non sterile, single use, . -
meas Mz medicine use, medicine cups. Certificate
cups for medicine N/A ES19/86751;
) . . NB1639
administration.
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Manufacturer’s Declaration

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

e the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD)
(Directive Certificates) and

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

Manufacturer name BASTOS VIEGAS S.A.

Avenida da Fébrica, n? 298

g560-1 64 Guilhufe Penafiel,

: ortugal

Manufacturer address and contact details Tel.: 1351 255 729 500: Fax: +351 255 729 501
Email: geral@bastosviegas.com
www.bastosviegas.com

Single Registration Number (SRN) PT-MF-000002795
Notified body name SGS Belgium NV
o See attached schedule
Notified body number NB 1639
o See attached Schedule
ES19/86750
Directive Certificate number(s) ES19/86751
to which this confirmation is made ES19/86752
ES19/86753 o See attached schedule

Original expiry date as indicated on the
Directive Certificate prior to the extension | 31 July 2023

of the validit
y o See attached schedule

End c:’ate of extended validity/transition 31 December 2028
perio

o See attached schedule

== Bastos Viegas, s.a. Avenida da Fabrica n2298, 4560-164 Guilhufe, Penafiel, Portugal
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We, as the manufacturer declare under our sole responsibility:

e for the above listed Directive Certificates (see attached schedule) the conditions for the legal
extension of validity as required in Article 120.2 of the MDR are met and

¢ the listed devices 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 Certificates as listed above or in the attached schedule

Directive Certificates covering the listed devices were issued after 25 May 2017, were valid on 26 May
2021 and have not been withdrawn afterwards and

Expires after 20 March 2023:

Formal application to the notified body in accordance with Section 4.3, first subparagraph of Annex VII
MDR for conformity assessment has been made by us to a notified body no later than 26 May 2024 for
the devices listed in the attached schedule and signed written agreement is in place in accordance with
Section 4.3, second subparagraph of Annex VIl MDR before 26 September 2024 (specifically on 24
June 2022).

» Quality Management System (QMS)
A QMS in accordance with Article 10(9) MDR is in place.

> Devices as listed in the attached schedule

e The devices continue to comply with the MDD.

e There are no significant changes in the design and intended purpose.

e The devices do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
Bastos Viegas S.A. V|e

Penafiel, 05/07/2023 f ;
7]
)]
®

anagmsysm
; a de gestiio
ﬁm:q@ SIS A quafidade
Gisela Mendes

Person responsible for regulatory compliance
Manager Quality & Regulatory Affairs

Email: giselamendes@bastosviegas.com

== Bastos Viegas, s.a. Avenida da Fabrica n2298, 4560-164 Guilhufe, Penafiel, Portugal
2= Tel.: +351 255 729 500 - Email: geral@bastosviegas.com - www.bastosviegas.com

g~ DRQ 01-37/01 rev.01 05-07-2023 Page2of 5



Schedule of Devices

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

Identification of the
device(s)

Directive
Certificate
number(s)

to which

this
confirmation
is made!

Original
expiry date
as indicated
on the
Directive
Certificate
(s) prior to
the
extension of
the validity

Notified
Body name
and number
that issued
the Directive

Certificate

Notified Body
name and
number where
the MDR
application was
lodged/contract
signed

End date of
extended
validity /
transition

period

Sterile and non-sterile,
single use non-woven
dressings, with or without X-
Ray thread

Sterile and non-sterile,
single use gauze dressings,
with or without X-Ray thread

Sterile and non-sterile single
use plastic instruments:
stylet intended to monitor
and explore wounds; curette
intended for scraping,
debriding and/or cleaning of
biological tissues and
wounds; needle-holders
intended to hold and guide
suture needles securely for
suturing; roux retractor
intended to hold back
tissues and organs, in order
to expose the surgical field;
invasive forceps for surgical
procedures.

Sterile, single use surgical
and procedure sets and
packs.

Sterile and non-sterile,
single use surgical bowls,
trays, basin, basin liner,
pitcher, lids and bowl sets
for temporary storage and
transport of organs and
tissues during surgical
procedures.

ES19/86750

31 July 2023

SGS Belgium
NV, 1639

SGS Belgium NV,
1639

31 December
2028

Non sterile, single use,
measuring medicine cups
for medicine administration

ES19/86751

31 July 2023

SGS Belgium
NV, 1639

SGS Belgium NV,
1639

31 December
2028

Sterile, single use,
measuring medicine cups
for medicine administration

ES19/86753

31 July 2023

SGS Belgium
NV, 1639

SGS Belgium NV,
1639

31 December
2028

= o

—-—
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Identification of the
device(s)

Directive
Certificate
number(s)

to which

this
confirmation
is made!

Original
expiry date
as indicated
on the
Directive
Certificate
(s) prior to
the
extension of
the validity

Notified
Body name
and number
that issued
the Directive
Certificate

Notified Body
name and
number where
the MDR
application was
lodged/contract
signed

End date of
extended
validity /
transition

period

Sterile, single use non-
invasive non-woven
dressings

Sterile, single use
orthopedic padding, elastic
and tubular bandages

Sterile, single use non-
adherent wound dressings

Sterile, single use absorbent
pads, maternity pads and
first aid dressings

Sterile, single use non-
invasive, gauze dressings,
eye pads

Sterile, single use, non-
invasive forceps and
umbilical cord clamps

Sterile, single use, tongue
depressor

Sterile, single use eye shield

Sterile, single use surgical
drapes and draping sets

Sterile, single use operating
room towels, towel clamps,
incise drapes, instruments
pouches, fluid pouches, tube
holders, adhesive tape for
operations and surgical
absorbent pads.

Sterile, single use,
protection blankets for
patients in emergencies and
baby blankets

Sterile, single use
disinfectant applicators

Sterile, single use procedure
sets

Sterile, single use plastic
skin staple remover

Sterile, single use guidewire
bowls for preparation and
temporary storage of
guidewire while keeping it in
place and hydrated

ES19/86752

31 July 2023

SGS Belgium
NV, 1639

SGS Belgium NV,
1639

31 December
2028
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ICertificates:
ES19/86750 issued according to the Directive 93/42/EEC on medical devices, Annex Il (excluding Section 4)

ES19/86751 issued according to the Directive 93/42/EEC on medical devices, Annex V restricted to the aspects of
manufacture concerned with the conformity of the devices with metrological requirements

ES19/86752 issued according to the Directive 93/42/EEC on medical devices, Annex V restricted to the aspects of
manufacture concerned with securing and maintaining sterile conditions

ES19/86753 issued according to the Directive 93/42/EEC on medical devices, Annex V restricted to the aspects of
manufacture concerned with securing and maintaining sterile conditions, and the conformity of the devices with
metrological requirements

Bastos Viegas, s.a. Avenida da Fabrica n®298, 4560-164 Guilhufe, Penafiel, Portugal
Tel.: +351 255 729 500 - Email: geral@bastosviegas.com - www.bastosviegas.com
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