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Circular Informativa

N.0 073/CD/550.20.001
Data: 28/07/2023
Assunto: Certificados de Conformidade Falsos — Fabricante EQUIMEDICAL B.V.
Para: Divulgacgdo geral

Contacto: Centro de Informagao do Medicamento e dos Produtos de Saude (CIMI); Tel. 21 798 7373;
E-mail: cimi@infarmed.pt; Linha do Medicamento: 800 222 444

O INFARMED, I.P. teve conhecimento da falsificacdo dos seguintes certificados CE de conformidade,
com data de emissdao a 21-04-2021 e data de validade a 20-04-2026, relativos aos dispositivos

esponjas hemostéaticas absorviveis do fabricante EQUIMEDICAL B.V. (anexos I a IV):

N.° do Certificado Falsificado Dispositivo Modelo(s)
12493-2018-CE-IBE-NA-PS Rev 1.0 Sterile Haemostatic Absorbable Gelatin Sponges Equispon
12492-2018-CE-IBE-NA-PS Rev 1.0 | Sterile Haemostatic Absorbable Gelatin Sponges Equispon

Equicel
11152-2017-CE-IBE-NA-PS Rev. 2.0 | Oxidized regenerated cellulose .
Equitamp
Equicel
11150-2017-CE-IBE-NA-PS Rev. 2.0 | Oxidized regenerated cellulose .
Equitamp

O Organismo Notificado DNV Product Assurance AS (2460) informou ndo ter emitidos estes certificados
ao referido fabricante, e que os mesmos se tratam de falsificacbes dos certificados que foram

suspensos a 24 de maio de 2019 e retirados a 11 de setembro de 2019:

- 12493-2018-CE-IBE-NA-PS Rev. 0.0
- 12492-2018-CE-IBE-NA-PS Rev. 0.0
- 11152-2017-CE-IBE-NA-PS Rev. 1.0
- 11150-2017-CE-IBE-NA-PS Rev. 1.0

Em Portugal, a data, ndo foram identificados registos de dispositivos do fabricante EQUIMEDICAL B.V.
gue estejam a ser comercializados no mercado nacional, mas, atendendo a que existe livre circulacao

de produtos no Espaco Econémico Europeu, o Infarmed recomenda que os dispositivos Equispon,
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Equicel e Equitamp que ostentem marcacao CE 2460 e cuja data de fabrico seja posterior a maio de

2019 e respetivo prazo de validade posterior a maio 2024, ndao sejam adquiridos nem utilizados.

A detecdo, em Portugal, destes dispositivos deve ser reportada a Direcao de Produtos de Saude do

Infarmed através dos contactos: tel.: +351 21 798 72 35; e-mail: daps@infarmed.pt.

A Vogal do Conselho Diretivo

Assinado de forma digital

Erica ROd rigues por Erica Rodrigues Viegas

H Dados: 2023.07.28 12:25:39
Viegas 0180

(Erica Viegas)
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Anexo I - Certificado N.° 12493-2018-CE-IBE-NA-PS Rev 1.0

EC Certificate
Full Quality Assurance System

A DW G4 & MDD
corewrr
Conticatn No.: Project No Vo Uy /

12493-2018-CE4BE-NA-PS Rev 1.0 PRJUC-535822-2015-PRC-ESP 20 April 2028

This is to certify that the quality system of:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

For design, production and final product inspectionftesting of:
Sterile Haemostatic Absorbable Gelatin Sponges

Has been assessed with respect lo:

The conformity assessment procedure described in Article 11.1.a
and Annex Il (Module H1) of Council Directive 93/42/EEC on
Medical Devices, as amended

and found 1o comply.

Further details of the product(s) and conditions for certification are given overleal,

Ploce and Date: Far
Haovik, 21 April 2021 i DNV GL NEMKO PRESAFE AS
@ (a.\k... LA h&zn k
NOAWE DN Cathrine Wisbech
ACCREDITATION
PROD 021
Notihed Body No,: 2460 Thwe Cumstcain tac baen Sgraly toned

S www restie Comvtaal_srnitews St idoe 190
Netan Ton Cordficar & sah im0 Mivin arel comdiions 36 881 061 i T Catibiaty i Agressse. Falure 1 comphy may tenget e Cot A wesd

NSO.COOE ONV GL NEMOO PRESAFE 45 - Ygriayman 3, N-1363 Mgk, Noswuy - Roguewr 00 Exdiepoan Mo D 947 067 401 MVA Page t o1y

INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I.P.
Parque de Salde de Lisboa - Av. do Brasil, 53
1749-004 Lisboa
Tel.: +351 217 987 100 Fax: +351 217 987 316 Website: www.infarmed.pt E-mail: infarmed@infarmed.pt

3/10



M-ATEND-008/009

e

REPUBLICA
PORTUGUESA

SERVICO NACIONAL

SAUDE

EC Certificate
Full Quality Assurance System

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopled as “Forskriflt om
Medisinsk Utstyr" by the Norwegian Ministry of Health and Care Services.

SNS 4p Infarmed

Aanidade Haoonal do Madcamenic

DE SAUDE ¢ Prodaes de Saike L.

Ceniscate Ho, Projoct 8O, Vaid Unti| \/

12493-2018-CE4BE-NA-PS Rov 1.0 PRJC-535822-2015-PRC-ESP 20 April 2026

Cenificate history: .
Revision | Description ] Issue Date |

| 00 | orgnaCerifcate | 2018-05-28 |
1.0 | Original Certificate I 2021-0421 |

Products covered by this Certificate:

| Product Description - | Product Name ! Class |

; Sterile Haemostatic Absorbable'éelatin Sponges Equ?s—;.)qn f e |

* Design assessment is covered by a separate EC-Design Examination Cerlificate No.. 12492-

2018-CE-IBE-NA-PS Rev 1.0
The complete list of devices is filed with the Notitied Body

INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I.P.
Parque de Salde de Lisboa - Av. do Brasil, 53
1749-004 Lisboa
Tel.: +351 217 987 100 Fax: +351 217 987 316 Website: www.infarmed.pt E-mail: infarmed@infarmed.pt

B

Sites covered by this certificate
" SiteName T | Address
EQUIMEDICAL HAEMOSTATS, S.L. Calle Gaudi 14, 29680, Estepona, Spain
MSD-LOuT QMY Gi NEMKO PRESATE AS - Fevtavies 3, N-1353 Hovk, Hoeway + Regatered Datemprms N NO 397 067 01 MVA

Fagez ol3
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Anexo II - Certificado N.° 12492-2018-CE-IBE-NA-PS Rev 1.0

-~ EC Design
«ame Examination Certificate
$2482 3010.CESBENAPS Rev 1.9 PRIC.53502-2015-PRC-E8P 20 AprH 2026 \/

e e

This is to certify that:
Sterile Haemostatic Absorbable Gelatin Sponges

Manufactured by:

EQUIMEDICAL BV
Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

Has been assessed with respect to:

Examination of the design of the product as described in Annex Ii
section 4 (Module B1) of Council Directive 93/42/EEC on Medical
Devices, as amended

and found lo comply

Further delails of the product{s) and conditions for centification are given overieal,

Place and Dale For
Hevik, 21 April 2023 ﬁ DNV GL NEMKO PRESAFE AS

@ Colhrs Lordich

Cathrine Wisbech
NORWEGrAM
ACCRIGAATION
FROD 321 The Curvizale has heows digraty sgeed
HNotitled Sady No - 2660 Sae wew owiale 4 nionpted s e e mere 1l

Mober The Cattaae s wtyect 3 teare end Soncesm 52 31 64 1 2w Conttates Ageerwnt Fakay 5 comply may erow T Carficam mand

MAD-SALw DAYV GL MENHO PIRESAIL AS - Venlaaveen 3, % 1 353 Howk, Matway - Peguiond T ieprige No. NG 307 0o 430 WVA Page Yol 2
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EC Design
Examination Certificate

A DV GLS MDD ~
oMY
Cershcste No . Proec! No Wahd Unst

1240221 R.CFIRF.-NA.BS Rav 1 0 PRICAIRRIZIMEPRACESP 20 April 2026

Jurisdiction

Application of Counch Directive 83/42/EEC of 14 June 1993, adopted as "Forskrift om Medisingk
Utstyr” by the Norwegian Ministry of Health and Care Services.

Certilicate history: v ' -
7Revblon Description Issue Date ]
00 Original Certificate | 20180528 |
1.0 Original Certificate b 2021-04-21 |
Products covered by this Certificate: e
Type of medical device and identification no.: ,zuac.l Davice | GMDN code: |
8
Sterile Haemostalic Absorbable Gelatn Sponges Y 48170

Model Names: EQUISPON

| Short description of the Medical Device:
Sterile Haemoslatic Absorbable Gelatin Sponge ~ It 1s a sterile absorbable geiatin hamostatic sponge, manufactured
from haghly puritied neutral gelatin material of porcine ongin. It is white, water-insoluble, highly porous, pkable
product intended for application 1o bleeding surtaces as a hemostal. The undorm porosity of EQUISPONS
guarantees favorable hemostasis. 1! adheras well 1o the bleeding site and absorbs approximately 40-50 times its own
weight and assists In achieving hemostasis in 3 to 8 minutes. Tho entire content of pack is sterkzed by gammi
Irractistion.

Terms and conditions

The cermcale 12 subjact 1o the loflowing terms and conditions:
Any producer {see 20018S/EC for & precise definition) is kable lor damage caused by a defect In his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liabifty of defeclive products,
* The certificats Is only vasd for the products and/or manufaciuring premises listed above.
* The Manufacturer shall inform Presale of any intended change of the products detailed above and
Presate will assess the changes and decide il the certificate remains valid,

The folowing may rander this Cortificate invakd:

* Changes in the design of the products 1o which this Centdicate reters.
* Changes in requirements of the scheme 10 which this Certificate refers

Contormity declaration and marking of product
This Cenlilicate must be accompanied with a vald EC Certficate Full Qualty Assurance Systern

When meeting with the terms and conditions above, the producer may draw up an EC dectaration of conformity
and legally afiix the CE mark followed by the Nolitied Body identification number of Presafe.

End of Cortificate

NELZDATE DNV Ob E D PRESAPE AS . Vemtazowion 3 N-2263 Movk. Nooway - Rogissened Ermeipise Ma: NO 557 067 alit MUA Pagulae
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Anexo III - Certificado N.° 11152-2017-CE-IBE-NA-PS Rev. 2.0

EC Certificate
Full Quality Assurance System

ADOW CGL & REMED ”
L \/

Cenficate No.- No.. Valid Unti

11152-2017-CE-IBE-NA-PS Rev. 2.0 :%WWSPRC-ESP 21 April 2026

This is to ceriify that the quality system of:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

For design, production and final product inspection/testing of:
Oxidized regenerated cellulose

Has been assessed with respect to:

The conformity assessment procedure described in Article 11.1.a
and Annex Il (Module H1) of Council Directive 93/42/EEC on
Medical Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certificabion are gven overleaf.

Piace ang Date For:
Hevik, 21 April 2021 ) 2 i DNV GL NEMKO PRESAFE AS
{O\ (o\,\k\..u L S\OCJ\
NOAWEGIAN Cathrine Wisbech
ACCHEDITATION
PROD 021
Notifisd Body No.: 2450 he Carttown tas teun dgtaly st

Zan www sremats comitigtel wgrweLres b mow ris
Notos Thw Cartioate o mtaect 1o e aod conctons as sel ot 0 Be Cefication Agremurt ©ature o comaly may sender M Cartioss mass

MED-COOTE DNV GL NEMXO FRESAFE AS - Veritasveien 3, N-1353 Hovk, Norway - Registered Enfempeise No: NO 937 D57 401 MVA Page 103
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Certficate No: No.: Valid Utk
11152-2017-CE-IBE-NA-PS Rev. 2.0 ?&%&mmmesp 21 April 2026
Jurisdiction

-

Application of Council Directive 83/42/EEC of 14 June 1993, adopted as “Forskrift om
Medisinsk Utstyr” by the Nonwegian Ministry of Health and Care Services,

Certificate history:
] Revision Description Issue Date ]
| o0 Original Certificate 2018-04-04 |
1.0 Address change 2018-05-22
20 Original Certificate 2021-04-21
Products covered by this Certificate:
I Product Description Product Name Class j
Stenle Abscorbable Oxidised - Equicél ” e
Regenerated Cellulose * Equitamp

* Design assessment is covered by a separate EC-Design Examination Certificate No.:

11150- 2017-CE-IBE-NA-PS Rev. 2.0

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

ISite Name Address
EQUIMEDICAL - :
HAEMOSTATS, S.L. Calle Gaudi 14, 29680, Estepona, Spain

MED-COOT8 DNV GL NEMXO FRESAFE AS - Veritasveien 3, N-1353 Hovik, Norway - Registerad Enterprise No: NO 337 D57 401 MVA Page 203
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Anexo IV - Certificado N.° 11150-2017-CE-IBE-NA-PS Rev. 2.0

EC Design
Examination Certificate

~ J\‘; an ':MJJ
Centficate No: No.: Valid Untk \/
11150-2017-CE-IBE-NA-PS Rev. 2.0 %wmew 20 April 2026

This is to certify that
Oxidized regenerated cellulose

Manufactured by:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netheriands

Has been assessed with respect to:

Examination of the design of the product as described in Annex Il
section 4 (Module B1) of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further detads of the product(s) and conditions for certfication are given overleaf,

Place and Date: For:
Hevik, 21 April 2021 &’ DNV GL NEMKO PRESAFE AS

@ ( v,\;\'\n'\i Lissheh

Cathrine Wisbech
NORNECL AN
ASSREDIATON
PROD 021 Thw CartSonm has Seen Sgtaly sgrwed
Notified Body No.- 2480 Zae wwe srenale comdiigh mgraswe o move ks

Soton The Cetioate m mtpect 1o berm and condtons e set ouf I 1ne Camiostion Agrwerment ¥ sliom o comply may sencer e Catfoate rasls

MED-COOTE DNV GL NEMIKO FRESAFE AS - Veritasveien 3, N-1353 Hovk, Norway - Regatered Enferpece No: NO 357 D57 201 MVA Page 10f2
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Examination Certificate

A DWW T A NEMD —
WRSRY /
Certficate No- Proect o valid Untt: \/
11150-2017-CE-IBE-NA-PS Rev 20 -335822-2015-PRC-ESP 20 April 2026
Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1893, adopted as "Forskrift om Medisinsk
Utstyr” by the Norwegian Ministry of Health and Care Services.

Certificate history:
Revision Description Issue Date ]
0.0 Original Certificate 2018-04-D4 I
1.0 Address change 2018-05-22 |
20 Original Certificate 2021-04-21 ]
Products covered by this Cerificate:
Type of medical device and identification no.: Medical Device ‘ GMDN code:
Class:
Equicel and Equitamp (Sterde Absorbable Oxdised Regenerated Cellulose) mn | 38771

Short description of the Medical Devics:

Equicel and Equitamp are 3 sterile absorbable oxidized regenerated celiulose. manufactured from highly purified
cotion (Equicel) / viscose (Equitamp). Itis a pliable product intended for application to bleeding surfaces as a
hemostat. Both the products are prepared by oxidising 3 sutable form of celiulose, cotton (Equicel) / viscose
(Equitamp). This is followed by addiional processes in order to obtain a pure and high-quality form of oxidised and
regenerated ceflulose. Itis strong and although a siight discoloration may occur with age, this does not affect
performance. Equicel / Equitamp is double sterile packed.

Terms and conditions

The certificate is subject to the following terms and conditions:
« Any producer (see 2001/35/EC for a precise definiton) is iiable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, conceming liability of defective products.
« The certificate s only valid for the products and/or manufacturing premises fisted above.
* The Manufacturer shall inform Presafe of any intended change of the products detailed above and
Presafe wil assess the changes and decide if the certificate remains valid.

The following may render this Certificate invalid:
« Changes in the design of the products to which this Certificate refers.
* Changes in requirements of the scheme fo which this Certificate refers.

Conformity declaration and marking of product
This Certficate must be accompanied with a valid EC Certificate Full Quality Assurance System.

When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity
and legally affo the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

MEO-CO0T8 DAV GL NEMINO PRESAFE AS - Veritasvelen 3, N-1353 Hovk, Norway - Registeres Enferprize Noc NO 357 D57 201 MVA Fage2of2
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