BUREAU VERITAS
Certification

l Certificate

for

PMS Prazisions Medizinische
Spezialitaten

78532 Tuttlingen / Deutschland

Burcau Veritas Certification hereby confirms that the management system of the
above-mentioned organisation has been assessed and complies with the requirements
set out in the following standards / regulations.

Standards/Regulations:

SN EN ISO 9001 : 2000
SN EN ISO 13485 : 2003

The management system comprises:

CERTIFICATE

Sales of special medical instruments (Group I)

BUREAL VERITAS

Certification
Cmi.f,lcm |l;m' of mitial certification: 20.08.1998
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Spezialitaten ificate. This will be ensured through regular monitoring by Bureau Ventas Certification.
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SN EN ISO 9001 : 2000 ! wn(m on the management system and the area of applicability should be

SN EN 1SO 13485 : 2003 isation itself.

Vi gy ot sy cxmmuimes

Sales of special medical imeruments (Groap 1) \ 2110
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KONFORMITATSERKLARUNG

Wir, die Firma

PMS

Prézisions Medizinische Spezialitaten GmbH
Kreuzstra3e 5

78532 Tuttlingen - Deutschland

erkldren in alleiniger Verantwortung, dass
die von uns gelieferten wiederverwend-
baren chirurgischen Instrumente der

1 Klasse | mit den folgenden Normen /
Regelwerken

\ SN EN 1SO 9001 : 2000 /
SN EN ISO 13485 : 2003
DECLARATION OF CONFORMITY \ und der Richtlinie

\ 93/42/EWG des Rates

vom 14. Juni 1993
iiber
Medizinprodukte

We, the company

PMS

Precision Medical Specialities GmbH
Kreuzstrale 5

78532 Tuttlingen - Germany

iibereinstimmen.

declare under our sole responsibility, that our reusable surgical
instruments of Class I are in conformity with the following standards/

\
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I
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SN EN IS0 9001 : 2000 / SN EN 1SO 13485 : 2003

.

and guideline according to ‘
Directive 93/42/EEC from June 14th, 1993
on medical products

DICHIARAZIONE

I DI CONFORMITA

La sottoscritta Azienda

/

Prazisions Medizinische

Spezialitaiten GmbH

Kreuzstrae 5

, 78532 Tuttlingen - Germania
dichiara sotto la propria e sola responsibilita

, che i propri strument chirurgici riutilizzabili di
Classe | sono conformi ai sequenti standard/norme

, SN EN IS0 9001 : 2000 / SN EN ISO 13485 : 2003

ed alle linee guida della

o

, — Direttiva 93/ 0 1993 sui prodotti medicali.
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