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D$G InstrumBrlts GmbH. FrauenbergstraBe 1B

Deolaratio{ 9f Conformity accord
(98/79/EC) p! the Medical Devices ,

We; DRG lrlsrtruments GmbH, Fraut

hergwith deplare under our own resp
miscellalepr,lts products, are in acr
and lll of thb iEuropean Parliament in
are alloweditg be CE signed,

2017-12-06

DRG

05039 Marburd DRG lnstrumenls GmbH
FrauenbergslraBe'18
D-35039 Marburg
Telefon +49(0) 64 21117 0o-o
Telefax +49(0) 64 21117 00-50
e-mail: drg@drg-diagnostics.de
Internet: www.drg-diagnostics.de

to European pirective of in vitro diagnostic medical devi
t (MPG)

18, 35039 Marburg, Germany

bility thattheibility thatthe pfoducts of the attached list, which are classified a
ance with the lequirements of the l\D Directive 98/79lEC annex
lard to thp in vitro diagnostic medical devices (lVDs) and therefor

DRG hlrtrunrents GnrbM,
GschSftsfiihrer:
Dr. Cyril S. 6eacintov,
Wilholm $?inger,
Sitz: l{arbu16, HRS ll 65

Managemefl
Sysiem
lso 9001 200r1

ISO 13485:2003



,,7

Tn

has establis
which is subject to periodic surveillance, define{ by Annex

lV, section 5 of the aforementioned di ve. For placing on the market of List A devic red by
this certificate ani EC design-ex certificate according to Annex lV, section 4

2018-04-03

2018-04-03

Registra

Report Nol:

DHG lnstru nts
Frauenbergs
35039 M
Deutschland

In vitro di

I cFA aFl-:^

Replaces EC

2023 -04 - 02

The Notified Body hereby declares that
directive 9gl7glEC have been met for t
and applies a quality assurance system,

verification of manufactured products

C Gertif icate
ive 98/79lEC nnex lV, excludinE Sectisns 4and6

Full lity Assurance System
In Vitro gnostic Medical Devices

.: HL 60128323 0001

21195407 011

GmbH
,18
rg

stic reagents

nt for products included)

rj-ifir:fe. Reaisj.ration No,: HL 50084590 0001

requirements of Annex IV. excluding section 4 and 6 of
listed products. The above named

ing to section 6 is required.

Notifi,ed

ucts GmbH - TillystraBe 2- Niirnbe

Producps;

Expiry Date:

Effective Date:

Date;

TUV Rheinland LGA

TUV Rheinland LGA Produots
concerning in vitro diagnt

,ii: : arir :lr:!:3,/ili.fdnr!i:,1n{:iiFrrh liisrtrnr"l,-,mtf:y.+ltxt rr \:Fnrr

nbH is a Notified Bocly according to Directive 98/79/EC
medical devices with the identification number 0197.

rq
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