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MiCoBioMed

EC DECLARATION OF CONFORMITY

(Manufacturer’s Declaration)

G2-16TU has been classified as Annex II, others and is in conformity
with the essential requirements and provisions of Council Directive 98/79/EC on
In Vitro Diagnostic Medical Device.

Manufacturer Name : MiCo BioMed Cq;.,‘ Ltd.

Address : 3,4" Floor 54; VC’hangeop -ro, Sujeong-
gu, Seongn.am5| Gyeonggn -do, Republic
of Korea....

European representative Name : MT Promedt Consulting GmbH

Address : Altenhofstrasse 80 66386, St. Ingbert,

'Germany 7
Common names ‘v Nucielc aC|d extractlon Device

Brand names Verl-Q-:‘RREP M16
Model names*, G2-16TU

Classiﬁcaﬁbn Others, general IVD

We herewith declare that the above nﬁ“’éntioned products meet the provisions of
the council directive 98/79/EC fOr In Vitro Diagnostic medical devices. All
supporting documentation is rgtgiriéd under the premises of the manufacturer.

EDMA code 26 02 09 Multiple Purpose Sample Processors
Date of issue AN 31 May 2018
Signature Quality Representative : Sang-Hyun, Lee ;y
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Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00144620

Vertreter / Deputy (optional)

Bezeichnung / Name
Clemens Mohr

Telefon / Phone Telefax / Fax
+49-6894-581020 +49-6894-581021
E-Mail / E-mail

info@mt-procons.com

O Erstanzeige / Initial notification
Anderungsanzeige / Notification of change

In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification

0 Produkt der Liste A, Anhang Il / Device of List A, Annex Il

O Produkt der Liste B, Anhang Il / Device of List B, Annex Il

[0 Produkt zur Eigenanwendung / Device for self-testing

Sonstiges Produkt / Other device (all devices except Annex Il and self-testing devices)

App (Software auf mobilen Endgeraten) Oja/yes O —

Anzeige nach § 25 Abs. 3 Nummer 3 MPG
Notification pursuant to § 25 (3) number 3 Medical Devices Act, MPG
[ "Neues In-vitro-Diagnostikum / New in vitro diagnostic medical device"

Handelsname des Produktes / Trade name of the device
Brand name: Veri-Q PREP M16, Model: G2-16TU

Produktbezeichnung / Name of device

Angabe der benutzten Nomenklatur / Nomenclature used
EDMS-Klassifikation / EDMS Classification
0 GMDN

Nomenklaturcode / Nomenclature code
26-02-09

Nomenklaturbezeichnung / Nomenclature term
MULTIPLE PURPOSE SAMPLE PROCESSORS

Kurzbeschreibung / Short description

In Deutsch / In German

Das G2-16TU ist ein Gerat zur Extraktion von Nukleinsdure aus verschiedenen Proben wie Blut und
Serum, Sputum, Gewebe fiir den Genamplifikationstest. AusschlieBlich von Fachpersonal zu verwenden
Intere Admin- Nr.: MIC-14.

In Englisch / In English
The G2-16TU is a device for extraction necessary nucleic acid from various samples such as blood and
serum, sputum, tissue for gene amplification test. For professional use only. Internal admin no.: MIC-14.
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