'DemelECH.

“A Trusted Name In Medicine”

Agosto 4, 2022

Certificacion de buenas practicas de fabricacion (GMP)

Como funcionario responsable de DemeTech, por la presente certifico que la compafia y todos
los productos que se fabrican en la misma, continian siendo , a mi leal saber, y entender,
conforme a la Ley  Federal Food, Drug, and Cosmetic Act, o las regulaciones pertinentes
aplicadas por el U.S. Food and Drug Administration.

Tracy JChadwrick
Director, Calidad y Asuntos
Regulatorios

5980 Miami Lakes Drive, Miami Lakes, FL 33014
USA Tel: (305) 824-1048 « Fax: (305) 437-7607
Web: www.demetech.us ¢ Email info@demetech.us
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~ Certificate No. 5959-3-2022
ERTIFICATE TO FOREIGN GOVERNMENT

in order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List Name of Manufacturer

: DEMETECH CORP.

(One Page) 5980 Miami Lakes Drive

Miami Lakes, FL USA 33014

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

it is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plani(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

ooz ires—

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from March 08, 2022 to March 07, 2024.
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Certificate No. 5959-3-2022

Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 1
Name of Manufacturer

DEMETECH CORP.

- 5980 Miami Lakes Drive

Miami Lakes, FL

USA 33014

oY HEALTY o

&

Name of Product(s)

DemeSILK - Silk Nonabsorbable Suture
DemeLON - Nylon Nonabsorbable Suture
DemeBOND - Polyester Nonabsorbable Suture
DemeLENE - Polypropylene Nonabsorbable Suture

DemeSORB - Absorbable Polyglycolic PGA Suture

DemeGUT Plain - Absorbable Plain Catgut Suture

DemeGUT Chromic - Absorbable Chromic Catgut Suture

DemeDIOX - Absorbable Polydioxanone Surgical Suture

DemeCAPRONE - Absorbable Poliglecaprone 25 Surgical Suture

DemeCRYL - Absorbable Poly(glycolic/L -lactide) PGLA Suture

DemeQUICK - Absorbable Poly(glycolic/L -lactide) PGLA Suture

DemeSTEEL - Nonabsorbable Stainless Steel Surgical Suture

DemeLENE MESH - Mesh Surgical Polymeric

DemeDIOX with Novathreads - Absorbable Polydioxanone Surgical Suture
DemeTECH PTFE - Polytetrafluoroethylene Nonabsorbable Suture

DemeDAC - Polyester Nonabsorbable Suture

DemeFORCE - UHMWPE Nonabsorbable Suture

DemeDIOX Barbed - Absorbable Polydioxanone Surgical Suture

DemeDIOX Barbed with Novathreads - Absorbable Polydioxanone Surgical Suture
DemeMASK - Surgical Mask

DemeMASK - N95 Respirator

SutureGard Suture Retention Device

HemiGard Adhesive Suture Retention Device

SMARTLOOPS - Polyester Nonabsorbable Suture

END OF PRODUCT LIST:




Management System Certificate

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Initial certification date: alid until:
277179-2019-AQ-IBE-NA-PS-Rev1.0 PRJC-606469-2019-MSC-ESP 28 February 2019 27 February 2024

This is to certify that the management system of:

Equimedical B.V

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

Complies with the requirements of:

ISO 13485:2003/NS-EN ISO 13485:2016

The Certificate is valid for the following scope:

Design, Manufacturing and Wholesale of Oxidized Regenerated Cellulose
(Equicel and Equitamp), Bone Wax (Equiwax), Absorbable Gelatin Sponge
(Equispon), Internal Surgical Glue (Equicel) and Absorbable Adhesion
Barries (Equitamp).

Place and date: For:
Hovik, 28 February 2019 @ DNV GL NEMKO PRESAFE AS
O Eugenie Winger Husebye
SRS
Al DITATIH
The Certificate has been digitally signed.
MSYS 018 See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-243, Version 4.0 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 1




This is a copy of a document which has been shown to me,
mr. Ronaldus Henricus Sengers, civil law notary, residing at
Haarlemmermeer, the Netherlands, today, the 29t of October 2019




APOSTILLE

(Convention de La Haye du 5 octobre 1861)

1 Pais: Los Paises Bajos
El presente documento publico
ha sido firmado por dhr. R.H. Sengers

2.
3. quien actiaen calidad de notario en Haarlemmermeer
4. yesta revestido del selloftimbre del susodicho notario
Certificado g
This i
5. en Haarlem 6. el dia 30-1 0-2018
7. porel secretario Judicial del Tribunal de Distrito
Noord-Holland EQ‘
8 bajo el namero: 19/3041-63 ZWal
g Selloftimbre: 10. Firma: 116
t Netl
For

8)



- EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO '
COMPANY
Certificate No.: Project No.: Valid Until:

11152-2017-CE-IBE-NA-PS Rev. 1.0 PRJC-535822-2015-PRC-ESP 04 April 2023

This is to certify 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 certification are given overleaf.

Place and Date: For:
Hovik, 22 May 2018 % DNV GL NEMKO PRESAFE AS
‘O\ Ca_,\)'\r\ e o S\OCJ\
NORWEGIAN Cathrine Wisbech
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 0of 3



- EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO

COMPANY
Certificate No.: Project No.: Valid Until:

11152-2017-CE-IBE-NA-PS Rev. 1.0 PRJC-535822-2015-PRC-ESP 04 April 2023

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, 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 2018-04-04 |
1.0 . Address change 2018-05-22

Products covered by this Certificate:

Product Description Product Name Class !
Sterile Absorbable Oxidised e Equicel I
Regenerated Cellulose e Equitamp f

* Design assessment is covered by a separate EC-Design Examination Certificate No.:
11150- 2017-CE-IBE-NA-PS Rev. 1.0

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

HAEMOSTATS. S.L.

‘Site Name Address
EQUIMEDICAL Calle Gaudi 14, 29680, Estepona, Spain E

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 3




— EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:

11152-2017-CE-IBE-NA-PS Rev. 1.0 PRJC-535822-2015-PRC-ESP 04 April 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

= Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended,
concerning liability of defective products.

= The certificate is only valid for the products and/or manufacturing premises listed above.

* The Manufacturer shall fulfil the obligations arising out of the quality system as approved
and uphold it so that it remains adequate and efficient.

= The Manufacturer shall inform Presafe of any intended updating of the quality system
and Presafe will assess the changes and decide if the certificate remains valid.

* Periodical audits will be held, in order to verify that the Manufacturer maintains and
applies the quality system. Presafe reserves the right, on a spot basis or based on
suspicion, to pay unannounced visits.

The following may render this Certificate invalid:

= Changes in the quality system affecting production.

= Periodical audits not held within the allowed time window.
Conformity declaration and marking of product

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

End of Certificate

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 897 067 401 MVA Page 3 of 3




EC Design
Examination Certificate

A DNV GL & NEMKO ”
COMPANY
Certificate No.: Project No.: Valid Until:

11150-2017-CE-IBE-NA-PS Rev. 1.0 PRJC-535822-2015-PRC-ESP 04 April 2023

This is to certify that:
Oxidized regenerated cellulose

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 Il
section 4 (Module B1) of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

For:

DNV GL NEMKO PRESAFE AS

Place and Date:

Hevik, 22 May 2018

ek s
n Colbnns Uriedh
O Cathrine Wisbech

NORWEGIAN
ACCREDITATION
PROD 021 The Certificate has been digitally signed.
Notified Body No.: 2460 See www.presafe.comv/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 2



EC Design
Examination Certificate

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:

11150-2017-CE-IBE-NA-PS Rev 1.0 PRJC-535822-2015-PRC-ESP 04 April 2023

Jurisdiction

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

Ce[t_ificate histogy:

Revision |Description | Issue Date
0.0 Original Certificate 2018-04-04 |
1.0 /Address change 2018-05-22

Products covered by this Certificate:

Type of medical device and identification no.: Medical Device | GMDN code:
Class:
Equicel and Equitamp (Sterile Absorbable Oxidised Regenerated Cellulose) i 38771

Short description of the Medical Device:

Equicel and Equitamp are a sterile absorbable oxidized regenerated cellulose, manufactured from highly purified
cotton (Equicel) / viscose (Equitamp). It is a pliable product intended for application to bleeding surfaces as a
hemostat. Both the products are prepared by oxidising a suitable form of cellulose, cotton (Equicel) / viscose
(Equitamp). This is followed by additional processes in order to obtain a pure and high-quality form of oxidised and
regenerated cellulose. It is strong and although a slight 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:
e Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective products.
The certificate is only valid for the products and/or manufacturing premises listed above.
The Manufacturer shall inform Presafe of any intended change of the products detailed above and
Presafe will assess the changes and decide if the certificate remains valid.

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

Conformity declaration and marking of product

This Certificate 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 affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

MSD-CO0-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 2




EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO

COMPANY
Certificate No.: Project No.: Valid Until:

12493-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

This is to certify that the quality system of:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

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

Sterile Haemostatic Absorbable Gelatin Sponges

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 certification are given overleaf.

Place and Date: For:
Hovik, 28 May 2018 % DNV GL NEMKO PRESAFE AS
‘O\ C&l(\\r\ g (A)\ S\QCJ\
NORWEGIAN Cathrine Wisbech
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 3



EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO '
COMPANY
Certificate No.: Project No.: Valid Until:

12493-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Jurisdiction

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

Certificate history:
Revision Description Issue Date

Original Certificate 2018-05-28 |

Products covered by this Certificate:

Product Description Product Name Class

~ Sterile Haemostatic Absorbable Gelatin Sponges Equi'spon e

* Design assessment is covered by a separate EC-Design Examination Certificate No.: 12492-
2018-CE-IBE-NA-PS

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address
. EQUIMEDICAL HAEMOSTATS, S.L. Calle Gaudi 14, 29680, Estepona, Spain

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 3



- EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:

12493-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect
in his product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of
defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved and
uphold it so that it remains adequate and efficient.

The Manufacturer shall inform Presafe of any intended updating of the quality system and
Presafe will assess the changes and decide if the certificate remains valid.

Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay
unannounced visits.

The following may render this Certificate invalid:
Changes in the quality system affecting production.
Periodical audits not held within the allowed time window.
Conformity declaration and marking of product

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

End of Certificate

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 3 of 3



- EC Design
Examination Certificate

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Untit:

12492-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

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 Il
section 4 (Module B1) of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

For:

DNV GL NEMKO PRESAFE AS

Place and Date:
Heovik, 01 June 2018

ki o
m Cothns Loy
O Cathrine Wisbech

NORWEGIAN
ACCREDITATION
PROD 021 The Certificate has been digitally signed.
Notified Body No.: 2460 See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 2



~ EC Design
Examination Certificate

A DNV GL & NEMKO
COMPANY

Certificate No.: Project No.: Valid Until:
12492-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023
Jurisdiction

\/

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk

Utstyr” by the Norwegian Ministry of Health and Care Services.

__»Certificate his_tq_(y:

Revision  |Description | Issue Date |
\Original Certificate 2018-05-28 |
Products covered by this Certificate:
Type of medical device and identification no.: Medical Device | GMDN code:
Class:
Sterile Haemostatic Absorbable Gelatin Sponges 1] NA

Model Names: EQUISPON

Short description of the Medical Device:

Irradiation.

Sterile Haemostatic Absorbable Gelatin Sponge — It is a sterile absorbable gelatin hemostatic sponge, manufactured
from highly purified neutral gelatin material of porcine origin. It is white, water-insoluble, highly porous, pliable
product intended for application to bleeding surfaces as a hemostat. The uniform porosity of EQUISPON®
guarantees favorable hemostasis. It adheres well to the bleeding site and absorbs approximately 40-50 times its own
weight and assists in achieving hemostasis in 3 to 6 minutes. The entire content of pack is sterilized by gamma

Terms and conditions

The certificate is subject to the following terms and conditions:

e Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective products.

e The certificate is only valid for the products and/or manufacturing premises listed above.

e The Manufacturer shall inform Presafe of any intended change of the products detailed above and
Presafe will assess the changes and decide if the certificate remains valid.

The following may render this Certificate invalid:
e Changes in the design of the products to which this Certificate refers.

e Changes in requirements of the scheme to which this Certificate refers.

Conformity declaration and marking of product

This Certificate 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 affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 2



EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO )
COMPANY
Certificate No.: Project No.: Valid Until:

12501-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

This is to certify that the quality system of:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

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

Bone Wax

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 certification are given overleaf.

Place and Date: For:
Hovik, 28 May 2018 g DNV GL NEMKO PRESAFE AS
{O\ (adhnne (on ded
NORWEGIAN Cathrine Wisbech
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 3



- EC Certificate

Full Quality Assurance System

ADNV GL & NEMKO ‘
COMPANY
Certificate No.: Project No.: Valid Until:

12501-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Jurisdiction

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

Certificate history:
.~ Revision Description Issue Date
Original Certificate 2018-05-28

Products covered by this Certificate:

Product Description 1 Product Name Class {

Bone Wax Equiwax b

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name | Address
EQUIMEDICAL HAEMOSTATS, S.L. Calle Gaudi 14, 29680, Estepona, Spain

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 3



EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:

12501-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect
in his product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of
defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved and
uphold it so that it remains adequate and efficient.

The Manufacturer shall inform Presafe of any intended updating of the quality system and
Presafe will assess the changes and decide if the certificate remains valid.

Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay
unannounced visits.

The following may render this Certificate invalid:
Changes in the quality system affecting production.
Periodical audits not held within the allowed time window.
Conformity declaration and marking of product

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

End of Certificate

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 3 of 3



EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO .
COMPANY
Certificate No.: Project No.: Valid Until:

12497-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

This is to certify that the quality system of:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

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

Internal Surgical Glue

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 certification are given overleaf.

Place and Date: For:

Hovik, 28 May 2018 DNV GL NEMKO PRESAFE AS

ads |
@ Colhnne Lin bedh

NORWEGIAN Cathrine Wisbech
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CQO-078 DNV GL NEMKQ PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 3




EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:
12497-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023
Jurisdiction

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

Certificate history:

Revision | Description Issue Date

Original Certificate 2018-05-28

Products covered by this Certificate:

Product Description Product Name Class

mrlnr;ternal Surgical Glue Equicel ]

|
|
i
]
|

* Design assessment is covered by a separate EC-Design Examination Certificate No.: 12496-

2018-CE-IBE-NA-PS

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address

EQUIMEDICAL HAEMOSTATS, S.L. Calle Gaudi 14, 29680, Estepona, Spain

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hoavik, Norway - Registered Enterprise No: NO 997 067 401 MVA

Page 2 of 3



®

B EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO

COMPANY

Certificate No.: Project No.: Valid Until:
12497-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect
in his product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of
defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved and
uphold it so that it remains adequate and efficient.

The Manufacturer shall inform Presafe of any intended updating of the quality system and
Presafe will assess the changes and decide if the certificate remains valid.

Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay
unannounced visits.

The following may render this Certificate invalid:
Changes in the quality system affecting production.
Periodical audits not held within the allowed time window.
Conformity declaration and marking of product

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

End of Certificate

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 3 of 3



EC Design
Examination Certificate

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:

12496-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

This is to certify that:
Internal Surgical Glue

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 Il
section 4 (Module B1) of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

Place and Date: For:
Hovik, 01 June 2018 DNV GL NEMKO PRESAFE AS

r 0] C o‘,\x\ni\ﬂ K))‘ S&J\

Cathrine Wisbech
NORWEGIAN
ACCREDITATION
PROD 021 The Certificate has been digitally signed.
Notified Body No.: 2460 See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 2




- EC Design
Examination Certificate

A DNV GL & NEMKO

COMPANY
Certificate No.: Project No.: Valid Until:
12496-2018-CE-IBE-NA-PS

PRJC-535822-2015-PRC-ESP 28 May 2023

Jurisdiction

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

Certificate history:

Revision éDescription Issue Date
;Original Certificate : 2018-05-28
Products covered by this Certificate:
Type of medical device and identification no.: Medical Device | GMDN code:
Class:
Internal Surgical Glue 1 NA

Model Names: EQUICEL

Short description of the Medical Device:

Equicel Internal Surgical Glue is is a synthetic biodegradable cyanoacrylate basis glue. It has high adhesive and
haemostatic properties and once it is polymerised it creates an efficient antiseptic barrier against the most diffused
infective or pathogenic agents during the surgical intervention. Equicel Internal Surgical Glue polymerises quickly in
contact with live tissue and wet environment creating a thin and elastic film having high tensile properties which
guarantee strong adhesion to the tissues. This film naturally conforms with the tissues on which it was applied; it is
not permeable to liquids and is not altered by blood or organic liquids. Equicel Internal Surgical Glue is indicated for
use as an adjunct to standard methods of surgical repair (such as sutures, staples, electrocautery, and/or patches)
to bond, seal, and/or reinforce soft tissue.

Terms and conditions

The certificate is subject to the following terms and conditions:
¥ Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective products.
® The certificate is only valid for the products and/or manufacturing premises listed above.
X The Manufacturer shall inform Presafe of any intended change of the products detailed above and
Presafe will assess the changes and decide if the certificate remains valid.

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

Conformity declaration and marking of product
This Certificate 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 affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasyeien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 2



EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO

COMPANY
Certificate No.: Project No.: Valid Until:

12495-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

This is to certify that the quality system of:

EQUIMEDICAL BV

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

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

Absorbable Adhesion Barrier (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 certification are given overleaf.

Place and Date: For:
Hovik, 28 May 2018 % DNV GL NEMKO PRESAFE AS
‘QI CQ,X(\'\!‘\‘\Q U)‘ 5\36‘/\1
NORWEGIAN Cathrine Wisbech
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 3



EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO
COMPANY

Certificate No.: Project No.: Valid Until:
12495 2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023
Jurisdiction

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

Certificate history:

Revision | Description Issue Date

Original Certificate 2018-05-28

|

Products covered by this Certificate:

Product Description ’ Product Name Class

Absorbable Adhesion Barrier (ORC) . Equitamp nr

i
i
|
1]
|

* Design assessment is covered by a separate EC-Design Examination Certificate No.: 12494-

2018-CE-IBE-NA-PS

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address

EQUIMEDICAL HAEMOSTATS, S.L. Calle Gaudi 14; 29680, Estepona, Spain

MSD-CO-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Havik, Norway - Registered Enterprise No: NO 997 067 401 MVA
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— EC Certificate

Full Quality Assurance System

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Untik:

12495-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect
in his product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of
defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved and
uphold it so that it remains adequate and efficient.

The Manufacturer shall inform Presafe of any intended updating of the quality system and
Presafe will assess the changes and decide if the certificate remains valid.

Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay
unannounced visits.

The following may render this Certificate invalid:
Changes in the quality system affecting production.
Periodical audits not held within the allowed time window.
Conformity declaration and marking of product

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

End of Certificate

MSD-CQ-078 DNV GL NEMKO PRESAFE AS - Veritasveien 3, N-1363 Hpvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 3 of 3



EC Design
Examination Certificate

A DNV GL & NEMKO -
COMPANY
Certificate No.: Project No.: Valid Until:

12494-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

This is to certify that:
Absorbable Adhesion Barrier (Oxidized Regenerated Cellulose)

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 i
section 4 (Module B1) of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

For:
DNV GL NEMKO PRESAFE AS

Place and Date:
Hovik, 01 June 2018

abs HoTE
n Codhns (ordiedy
O Cathrine Wisbech

NORWEGIAN
ACCREDITATION
PROD 021 The Certificate has been digitally signed.
Notified Body No.: 2460 See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.
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~ EC Design
Examination Certificate

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Valid Until:

12494-2018-CE-IBE-NA-PS PRJC-535822-2015-PRC-ESP 28 May 2023

Jurisdiction

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

Certificate history:

Revision  |Description | Issue Date
Original Certificate | 2018-05-28 |
Products covered by this Certificate:
Type of medical device and identification no.: Medical Device | GMDN code:
Class:
Absorbable Adhesion Barrier (Oxidized Regenerated Cellullose) ] NA

Model Names: EQUITAMP

Short description of the Medical Device:

Equitamp Absorbable Adhesion Barrier (Oxidized Regenerated Cellulose) is a sterile absorbable off-white knitted
fabric prepared by the controlled oxidation of regenerated cellulose. It reduces adhesion formation in gynecologic
pelvic surgery by being applied dry to traumatized surfaces after meticulous hemostasis consistent with microsurgical
principles to physically separate apposing tissue surfaces during the period of reperitonealization. When used as
directed, it is easy to apply and is absorbed from the site of implantation within four weeks. Absorption rate depends
upon several factors including the amount used and implantation site. It is chemically composed of oxidized
regenerated cellulose which has been shown not to enhance bacterial growth. It is indicated as an adjuvant in open
(laparotomy) gynecologic pelvic surgery for reducing the incidence of postoperative pelvic adhesions after meticulous
hemostasis is achieved consistent with microsurgical principles.

Terms and conditions

The certificate is subject to the following terms and conditions:
®  Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective products.
The certificate is only valid for the products and/or manufacturing premises listed above.
The Manufacturer shall inform Presafe of any intended change of the products detailed above and
Presafe will assess the changes and decide if the certificate remains valid.

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

Conformity declaration and marking of product
This Certificate 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 affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate
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Management System Certificate

A DNV GL & NEMKO
COMPANY
Certificate No.: Project No.: Initial certification date: alid until:
277179-2019-AQ-IBE-NA-PS-Rev1.0 PRJC-606469-2019-MSC-ESP 28 February 2019 27 February 2024

This is to certify that the management system of:

Equimedical B.V

Zwanenburgerdijk 349
1161 NN Zwanenburg
Netherlands

Complies with the requirements of:

ISO 13485:2003/NS-EN ISO 13485:2016

The Certificate is valid for the following scope:

Design, Manufacturing and Wholesale of Oxidized Regenerated Cellulose
(Equicel and Equitamp), Bone Wax (Equiwax), Absorbable Gelatin Sponge
(Equispon), Internal Surgical Glue (Equicel) and Absorbable Adhesion
Barries (Equitamp).

Place and date: For:
Hovik, 28 February 2019 @ DNV GL NEMKO PRESAFE AS
O Eugenie Winger Husebye
SRS
Al DITATIH
The Certificate has been digitally signed.
MSYS 018 See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.
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P ’
Nit.: 900.155.278-0
J Direccion.; Cr, 106 No. 15a-25 Bod. 16 Mnz. 9
- Teléfono.: 7561637
. ) Mail: logicall@logicall. com.co
4 LOGISTICA NTEGRADA

Bogota D.C.. Colombia. Suramérica.

Bogota D.C.. 15 de marzo de 2023

A QUIEN PUEDA INTERESAR

De la manera mas atenta me dirijo a ustedes. para certificar que la compafiia ARPA
MEDICAL SAS. con NIT. 900.879.954-9. sostiene relaciones comerciales con nuestra
empresa y esta certificado ante el INVIMA desde Octubre del 2015 como su operador
logistico autorizado en el Certificado de Capacidad de Almacenamiento y/o
Acondicionamiento (CCAA). para llevar a cabo procesos de recepcion. inspeccion,
acondicionamiento. almacenamiento, alistamiento y Distribucion de Dispositivos
Médicos. teniendo en cuenta las especificaciones del producto en conformidad con las
instrucciones proporcionadas por la Direccion Técnica de ARPA MEDICAL SAS.

Adicionalmente certificamos que LOGICALL S.A. cumple con Buenas Practicas de
Manufactura bajo las regulaciones del INVIMA. Actas de la Secretaria de salud (Como
Operador Logistico y al Vehiculo de trasportadores de productos farmacéuticos y
Dispositivos médicos) con concepto favorable y un Sistema de Gestion de Calidad

vigente.

Constancia que se expide a peticion del interesado en Bogoté a los 15 dias del mes de
marzo del 2023.

Sin otro en particular.

Atentamente, Ay s,

NESTOR RAUL OSORIO RODRIGUEZ
Gerente de General
LOGICALL S. A.



ASEGURAMIENTO SANITARIO [ AUDITORIAS Y CERTIFICACIONES
oy ACTA DE INSPECCION AL CUMPLIMIENTO DE LAS BUENAS PRACTICAS DE
N« irMaQ MANUFACTURA FARMACEUTICA
Cédigo: ASS-AYC-FMO05 Versidn: 03 Fecha de Emisién: 2022-07-01 P4gina 13 de 14

V. CONCEPTO TECNICO

os previstos en la Serie de Informes Técnicos de la OMS

Anexo 4 del informe Técnico 37 y anexo 6 del informe 45: adoptada mediante Resolucién 1160 de 2016 del
Ministerio de Safud y Proteccién Social con sus respectivos anexos vigentes, Resolucién 3028 de agosto de
2008, Decreto 2086 de junio de 2010 def Ministerio de la Proteccitn Social y Decreto 335 de 2022 del Ministerio
de Salud y Proteccién Social, el grupo de inspeccién del Instituto Nacional de Vigilancia de Medicamentos y
Alimentos - Invima, adscrito al Ministerio de Salud y Proteccién Social de la Reptblica de Colombia, conceptua
que LOGICALL S.A,, ubicado en la carrera 106 No. 15 A — 25, Manzana 9, Bodega 16 - Zona Franca de
Fontibén- Bogota D.C, CUMPLE con las BUENAS PRACTICAS DE MANUFACTURA FARMACEUTICA, por [o
tanto, se RENUEVA el concepto tecnico, -para el proceso de acondicionamiento secundario (etiquetado,
desetiquetado, estuchado, desestuchado, codificado, colocacién de stickers, etiquetas, sellos de seguridad e
insertos) de medicamentos estériles y no estériles con base en principios activos comunes y que requieren areas
especiales de manufactura en todas las formas farmacéuticas, que requieran y no requieran cadena de frio.

Una vez evaluado el cumplimiento de los requerimient

y se AMPLIA la capacidad instalada en areas (2 lineas) para el proceso de acandicionamiento secundario
(etiquetado, desetiquetado, estuchado, desestuchado, colocacion de stickers, etiquetas, sellos de seguridad e
insertos) de medicamentos estériles y no estériles con base en principios activos comunes y que requieren areas

especiales de manufactura en todas las formas farmacéuticas, que requieran y no requieran cadena de frio.

NOTAS ACLARATORIAS:
1. COMUNES: Son principios activos no antibiéticos (betalactamicos y no betalactamicos), no sustancias

endocrinas de tipo sexual (andrégenos y estrégenos) y sus precursores, no hormonales no sexuales, no
antineoplésicos, no inmunosupresores, no radio farmacos y no biolégicos.

A
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5 Los medicamentos que requieren Areas especiales de manufactura son los que contienen principios activos
antibidticos betalactdmicos, sustancias endocrinas de tipo sexual {(andrégenos y estrégenos) y sus
precursores, antineoplasicos, inmuncsupresores y bioldgicos.

3. El anterior concepto técnico, autoriza Unicamente los procesos de acondicionamiento secundaric de los
medicamento con los principios activos y las formas farmacéuticas anteriormente descritas, que requieren y

no requieren cadena de frio.

4. Todo cambio critico que se haga y afecte las condiciones evaluadas y certificadas durante la presente

auditoria, respecto a equipos, areas, procesos productivos, personal técnico principal (Director Técnico) o de
las empresas con las que se contratd la realizacion de actlividades de produccién y control de calidad,
deberan ser notificados al Invima con el fin de que éste evalle y verifique si se requiere una visita de
ampliacién o verificacion del concepto técnico emitido, de acuerdo con las disposiciones de la Normatividad
Sanitaria correspondiente, so pena de las acciones a que haya lugar.

NOTA:
Se informa al personal del establecimiento LOGICALL S.A., que en cumplimiento de lo establecido en el Articulo

9° del Decreto 335 de 2022, en los proximos 15 dias calendario se emitira la resolucién que concede [a
renovacion y ampliacion de la certificacidn de las Buenas Practicas de Manufactura Farmacéutica, para lo cual se
indica que a partir de la semana del 06 de febrero del afio 2023 se realizara la notificacién de la resolucién
respectiva utilizando los medios telematicos habilitados para este fin. Se autoriza expresamente a la Autoridad
Sanitaria para realizar Ja notificacion electranica de 1a Resolucién que consigna el concepto técnico emitido a los
correos electrénicos; simon.hernandez@logicall.com.co y nestor.osorio@logicall.com.co

La presente diligencia fue realizada por los suscritos profesionales, conforme a la normatividad sanitaria vigente
y sin incurrir en extralimitacién de funciones. Para constancia se lee y se hace intercambio de firmas el dia 19 de
enero de 2023 y cada una de las partes que suscriben esta acta conserva una copia.

Por INVIMA:

P aandd "’// Z’

MANUEL N.{BECERRA MOJICA
Profesioy!*Universitario

S
/ . - .
,-'Rrofeswnal Universit

Por LOGICALL S.A,

A o8/l
NESTOR OSQRIO FODRI EZ SIMON HERNANDEZ SANCHEZ
Gerente General Gerente de Calidad — Director Técnico

il

A
OSCAR MORALES MORALES
Gerente de P . duccion
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