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PRO-MED INSTRUMENTE GMBH
Géansécker 9
78532 Tuttlingen

CLASSIFICATION TABLE OF MEDICAL EQUIPMENT

PRO-MED INSTRUMENTE GMBH
Géansécker 9, 78532 Tuttlingen

PRO-MED

INSTRUMENTE GMBH

Tuttlingen, 12.06.2017

as the owner of the medical equipment, we hereby state the Risk Classification of our
medical equipment according to Directive 93/42/EEC; Annex IX. This Risk Classification

applies to the products listed in Annex I.

Description applicable
Transient (less than 60 Min)? X Yes []No
Short-term (up to 30 days)? [1Yes X No
Long-term (more than 30 days)? [1Yes X No
Invasive device? Xl Yes [1No
Natural body orifice? Xl Yes [ ]No
Surgically invasive device? [1Yes X No
Implantable device? []Yes No
Reusable surgical instrument? X Yes [ ]No
Active device? []Yes X No
Active therapeutic device? []Yes X No
Active diagnostic device? [1Yes [X] No
Central circulatory system? [ ]Yes X No
Central nervous system? [1Yes [X] No
System or procedure kit? [1Yes X No

Software controlled?

[]Yes [X]No
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INSTRUMENTE GMBH

Description applicable
Several rules applicable? (If yes, rule with highest risk class applies)? []Yes X No
Rule Applicable Definition Class

93/42/EEC-Annex
’ IX, Rule

5

All invasive devices with respect to body

orifices, other than surgically invasive devices

and which are not intended for connection to

an active medical device:

- are in Class | if they are intended for
transient use
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PRO-MED

INSTRUMENTE GMBH
Acknowledged classification in Vietnam

The regulation on recognition of medical device classification results from the 15" of
November 2016 issues the stipulating conversion between classifications in various
countries to the classification in Vietnam. In this case the Conversion guideline for the
acknowledged results of medical equipment which is not in vitro diagnostics medical |
equipment is applicable. This guideline is depicted in the following table. it |

Classification of medical equipment in other countries j |
The The Conversion
. countries result of the R
cou(r;]tcrles of Australia | Canada | Korea | Japan | USA | classification :
ASEAN European in Vietnam ;ﬁ‘
region -
A | | | 1 | | A L
B lla lla Il 2 I B W
C b b I 3 i C |
D 1 M \Y 4 v I D

According to this guideline class | medical equipment in the countries of European
region is converted to class A in Vietnam.
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Unterschriftsbeglaubigung

Die vorstehend, vor mir als eigenhandig vollzogen anerkannte Unterschrift von
Herrn Ralph Dinkelmann, geschéaftsansassig Gansacker 9, 78532
Tuttlingen, geb. am 12.Januar 1965,

- personlich bekannt -

beglaubige ich hiermit 6ffentlich.

Tuttlingen, den 23. Juni 2017
Urkundenrolle Nr. 1797/2017

~
Werner




Nr. 910 E - 427/17

Die Echtheit vorstehender Unterschrift

des Notars Werner
mit dem Dienstsitz
in Tuttlingen

und die Echtheit des beigedriickten Dienststempels/
Dienstsiegels werden hiermit bestatigt. Zugleich wird
bescheinigt, dass der Vorgenannte zur Vornahme der
Amtshandlung gesetzlich befugt war.

Rottweil, den 29. Juni 2017
Prasident des Landgerichts:
In Vertretung:

Kosten:

Geb. gem. Geb. Verz.
Nr. 1310 zu § 4 Abs. 1

JVKostG: 20,00 €
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TONG LANH SU QUAN NUGC CHXHCN VIET NAM
tai Frankfurt am Main, CHLB D¢

1. Quéc gia: Viét Nam

Country: B o e o
Giay to, tai liéu nay
This public document

2. do Ong (Ba): Ts. Thilo Rebmann
has been signed by:
3. voi chiic danh: Phé Chanh an
acting in the capacity of*
4. va con ddu cua: Toa 4n Phiic thim Rottweil

bears the seal/stamp of:
dwoc ching nhin / hgp phap héa lanh sw

Certified
5.tai: Frankfurt 6.ngay: 11/07/2017
at: on:

7. Co quan cép: Téng lanh sy quan Viét Nam tai Frankfurt/Main
by:
8.84: 895/2017/CN-HPHLS

No: ,
TL. Tong Léanh sw / For Consul General
_~+Phé-Lanh su / Vice-Consul
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