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“I can confirm that your interpretation is correct. You may manufacture the products with the old NB 0434 number until the date you receive your new Presafe NB 2460 certificate. You may
then distribute the products bearing the legacy number NB 0434 for another 6 months. l.e. if your Presafe NB 2460 certificate is issued on 17" November, you can distribute the products
with the old legacy number NB 0434 until 17" May 2018 when Presafe certificate is issued on 17" November 2017. But production with 0434 must stop before 17th November 2017.
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DNV GL Nemko Presafe AS
Presafe : P.O Box 116, 1300 Sandvika
Telephone: +47 67 57 88 00
www._presafe.com
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> DNV GL Nemko Presafe is

DNV-GL , a joint venture company
wholly owned by DNV GL
and Nemio,

Nemko T
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Trond Lund Otto Hughes
Chief Executive Officer Global Product Assurance Manager
DNV GL Nemko Presafe DNV GL Business Assurance

d
DNV GL Nemko Presafe AS
Presafe P.O Box 116, 1300 Sandvika
Telephone: +47 87 57 88 00
wwav.presafe.com
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We are aware of recent information released to the market in Taiwan concerning the status of DNVGLas a
Notified Body for Directive 93/42/EEC (Medical Devices Directive) and as a Certification Body for ISO 13485
(Medical Devices — Quality Management Systems.)

ALY G & NEMKD
COMPANY

lmportant Information:

The information does not accurately reflect the status of the notification or accreditations belonging to
DNV GL and has been presented in such a way to mislead the market regarding the validity of our
certification and role of DNV GL as a provider of Medical Device certification services.

In 2011, DNV GL and Nemko, both notified bodies and accredited certification bodies based in Norway,
formed a joint-venture company, DNV GL Nemko Presafe (Presafe) with the aim to merge their Medical
Device certification activities in a single legal and regulatory entity. This process was completed in 2017
with a managed transition of regulatory responsibility for all current valid certificates of the legacy partners
to the new Notified Body entity, Presafe, number 2460.

Nemko Prasale is
mnture compan,

whelly owned by DNV GL
and Nemio.

DNV-GL

@emko

There is no change in the personnel, competence or operating routines in either the Notified Body or the
local unit partner organizations.

For the avoidance of doubt, we confirm that representatives from local offices of DNV GL remain fully
authorized to enter in to contracts and perform all relevant activities on behalf of the Notified Body,
Presafe.

Hevik, Norway
17th November 2017
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Trond Lund Otto Hughes
Chief Executive Officer Global Product Assurance Manager
DNV GL Nemko Presafe DNV GL Business Assurance

DNV GL Nembo Prezafe AS — Vertazyeien 3, 1353 Howk - OrgiNo 937 057 401
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EC Certificate

Full Quality Azsurance System

Cartificmis Mz [ ko Vil il

This Is In ety that e qually system ol

For design, production and final product Inspectiontestng of:
Sterile and Un-sterile Orthopaedic Implants Devices
Has been assessed with nespect ;o

The conformity assessment procedure described in Article 113.a
and Annex Il excluding section 4 (Module H) of Council Directive
9342/EEC on Medical Devices, as amended, and found to comply.
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EC Certificate

Full Quality Assurance System

This Is to certfty that he qually syskem of.

For design, production and fral prosduct Inspectontesting of:

Bone Void Fillers

Has been assessed with respect io:

The conformity assessment procedure deseribed in Article 11.1.a
and Annex Il (Module Hi) of Council Directive $342/EEC on
Medical Devices, as amended, and found to comply.
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EC Design
Examination Certificate

g wEidLn \//

This bs o ety thae
Sterile Collagen Implants

Manafachaned by

Has besn assessed with resped bo:

Examination of the design of the product as described in Annex Il
section 4 (Module B1) of Council Directive 3342/EEC on Medical
Devices, as amended

and found & comply.
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EC Design-Examination Certificate
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Appicaton of Councl Dinsctive S3427EEC of 14 June 1323, adopbed & “Forskrf! for Medisisk
Listy® by the Norweglan Minksry of Heafth and Care Services.
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DNVGL Presafe vs Medical Manufacturer
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DNVGL Presafe
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DNVGL Presafe vs Medical Manufacturer
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