DNV

MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
10000498888-PA-NA-DNK 17 July 2014 23 June 2023 — 22 June 2026
(by different Certification body)

This is to certify that the management system of

Ambi Pack B.V.

Zelling 17, 3342 GS Hendrik-ldo-Ambacht, Netherlands
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

Mixing, tableting, capsulating and packaging of oral and topical administered products
registered as medical devices

Place and date: For the issuing office:

Hovik, 21 June 2023 DNV Product Assurance AS
poo Veritasveien 1, 1363 Hovik, Norway

Lo 7ok
0 (eelie Guelesen leve
Cecilie Gudesen Torp
NORAWEGIAN Management Representative
ACCGREDITATION

MSYS D18

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 1, 1363 Havik, Norway - TEL: +47 67 57 99 00. www.dnv.com


http://www.dnv.com

DNV

Certificate no.: 10000498888-PA-NA-DNK

Place and date: Havik, 21 June 2023

Appendix to Certificate

Ambi Pack B.V.

Locations included in the certification are as follows:

Site Name

Site Address

Site Scope

Ambi Pack B.V.

Zelling 17, 3342 GS Hendrik-ldo-Ambacht,
Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative Site

De Zelling 1, 3342 GS Hendrik-ldo-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative Site

Het Tasveld 6, 3342 GT Hendrik-ldo-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative Site

Het Tasveld 3, 3342 GT Hendrik-Ido-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative site

Het Tasveld 22, 3342 GT Hendrik-ldo-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative Site

Het Tasveld 24, 3342 GT Hendrik-ldo-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative Site

Het Tasveld 26, 3342 GT Hendrik-ldo-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Ambi Pack B.V. - Operative Site

De Plaats 10, 3342 GL Hendrik-Ido-
Ambacht, Netherlands

Mixing, tableting, capsulating and
packaging of oral and topical administered
products registered as medical devices

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 1, 1363 Hgvik, Norway - TEL: +47 67 57 99 00. www.dnv.com
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