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DRG Instruments cmbH . Frauenbergstra8e 18. 35039 Marbur

DRG

DRG Inslruments cmbH
FrauenbergslraBe 18

D-35039 Marburg
Telefon +49(0) 64 21117 0O-o

Telefax +49(0) 64 21117 0o-5o
e-mail: drg@drg.djagnostics.de
lnternet: www.drg-diagnosticsde

of in vitro diagnostic meclir:al devic

I

I

I

Declaration of Conformity according to Eur
(9Bl79lEC) of the Medicat Devices Act ([/pc)

We, DRG Instruments GmbH, Frauenbergstr 1

herewith declare under our own responsibility tha
miscellaneous products, are in accordance
and lll of the European Parliament in regard to
are allowed to be CE siqned.

Qualitv Manaqement

DRG Instruments GmbH has established a
production and distribution of in vitro diagnostic

Marburg, 2017-12-06

Wi!,helm Seinger
Ge"neral Manager

35039 flarburg, Germany

Dr Bernd
dofR ulatory Affairs

design/dervelopmen

D gS l3r:tf ! tre,tts {:mt}f"t,
E sc h.ittsri; h re fi
Iilr. (yril *. 6eacintov,
Wilholrn 6iitrgcr,
Sitz: *larburg, !tRS I | $5

fulanagemeot
gystem

lSiO 9001:2008
lSiO 13485:2003

lD 000002235d
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i

EC Certificbte ruvnneinrafrr

Directive g8l7 ing Sectlons 4 urrl*B
u System

ln

Registration No.: lHr-

Report No.: 21195407 O11

Manufacturer: DRG Instruments Gm
Frauenbergstr. 1 E

35039 Marburg
Deutschland 

I

21195407 U.11

FfOdUetS; rn viLro diaqnosrrc

(see attachment for

Replaces EC Certifi

Expiry Date: 2023-04-02

The Notified Body hereby declares that the requirerhenns of .dnnex lV, excluding section 4 errrd 6 o
directive 9Al79lEC have been met for the listed pr
and applies a quality assurance system, which is s
lV, section 5 of the aforementioned directive. For
this certificate an EC design-examination certificate
verification of manufactured products according to

Effective Date; ZOLB - 04 - 03
Notified

Date; 201g-04-03

TUV Rheinland LGA Products

a Notiified Bgdy according to Directive 98i7'glEC
devices With the identification number O1gl7.

TUV Rheinland LGA Products GmbH is
concerning in vitro diagnostic medical

t\?
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CERTIFICATE
No. 18 0028 SJ

We confirm on the hasis of a performed audit that 
"of O"nU

Federal Budget Institute of Science *nGentrill

Research Institute for Epidemiology"
3a, Novogireevskaya str., 111123 Moscowi Russian Federatlsn

has implemented and documented a fund;tional quality managernent systern
in compliance with the requiremenfs of the standard

EN ISO 13485:2016

Covering the following activities:

DesiEn and development, manufacturing and final control o'f in vifrrr diagnostio
medical devices

The Certificate is issued on the basis of the riesults mlntioneO irr Audit Report No 2334046\4112018
The Certificate validity is conditioned by positivr: reiults r:f surveillance audits, which tlrer cerlified
company commttted to underqo

1 unolertaki:s to follcrw the Rules of tJsie of the Certificate, ThisDuring use of the Cerlificate the Certificate Holdeq
document is publicly available on y444,t.i!g-z!4,c2

Date of lssue: 07, 05.2018
Valid until: 07.05.2021

Date of the flrst certification awarding: 20.05.2015

r' ,:
ft*, j !,lt:" '

Ing. Pavel V;rndk
Head of Certification Body

s 3002
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