TUVRheinland®

Business Stream Products LGADY
Certification Department Precisely Right.
TUV Rheinland LGA Products GmbH « 80431 Niirnberg Contact

Mr. Ed Horton

Defibtech, L.L.C.

741 Boston Post Road, Suite 201
GUILFORD 06437

USA

Application for : Volist. QMS, Anhang Il MDD
Certificate No. : HD 60096464 Sheet 0001
Device : Only for QM-System audit
Test requirement : Richtlinie 93/42/EWG

Dear Mr. Horton,
Enclosed please find the

new certificate No. HD 60096464 0001
replacing the previous certificate.

Kind regards

Certification body

Tel. +49 911 655-5225
Mail service@de.tuv.com

Date September 20, 2014

TUV Rheinland
LGA Products GmbH

Tillystrale 2
90431 Nirnberg

Tel. +49 911 655-5225
Fax +49 911 655-5226
Mail service@de.tuv.com

Web www.tuv.com/safety
Board of Management

Dipl.-ing.
Jérg Mahler, Spokesman

Dipl.-Kfm.
Dr. Jorg Schidsser

Nirnberg HRB 26013
UST-ID Nr.: DE 811835490



Manufacturer:

Products:

xpiry Date:

Effective Date:

Date:

EC Certificate TUVRheinland

Directive 93/42/EEC Annex lI, excluding Section 4

Full Quality Assurance System
Medical Devices

Registration No.: HD 60096464 0001
Report No.: 31291366 004

Defibtech, L.L.C.

741 Boston Post Road, Suite 201
Guilford CT 06437

USA

External Defibrillators and Automated Chest Compressors

Products and Facilities: see attachment

Replaces Approval, Registration No. : HD 60091000 0001

2018-11-0%

".

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

2014-09-12

2014-09-12

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60096464 0001

Report No.: 31291366 004

Manufacturer: Defibtech, L.L.C.
741 Boston Post Road, Suite 201
Guilford CT 06437
USA

Facilities:

Defibtech, L.L.C.

4 Progress Avenue

Seymour, CT 06483 USA

Scope: Activities related to Manufacturing

Products:

- Semi-automatic External Defibrillators
- Fully-automatic External Defribillators
- Automated Chest Compressors

Date: 2014-09-12
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Preklad z jazyka anglického:

Business Stream Products
Certifika¢ni oddéleni

TUV Rheinland LGA Products GmbH - 90431 Niirnberg

Pan Ed Horton
Defibtech, L.L.C
741 Boston Post Road, Suite 201

USA

Zsdost pro: Volist. QMS, p¥iloha II MDD

Cislo osvédéenti: HD 60096464 List 0001

Zatizeni: Pouze pro audit systému fizeni jakosti
Pozadavek na test: Smérnice 93/42/EWG

Vazeny pane Hortone,

prikladam nové osvédceni Cislo HD 60096464 0001,

swr

které nahrazuje diivejsi osvédcenti.
S pozdravem

Certifika¢ni organ

- necitelny podpis -

Jiirgen Welte
ZkuSebni vzorek: zadna dokumentace k dispozici

TOV Rheinland®
LGA
Presné spravné.

Kontakt:

Tel: +49 911 656-5225
e-mail: service@de.tuv.com
Datum: 20. zafi 2014

TUV Rheinland
LGS Products GmbH

Tillystrasse 2
90431 Niirnberg

Tel: +49 911 655-5225
Fax: +49 911 655-5226
e-mail: service@de.tuv.com
Internet: www.tuv.com/safety

Vedeni:

Dipl.-Ing.

Jorg Mihler, mluvci
Dipl.-Kfm.

Dr. Jorg Schlosser

Niirnberg HRB 26013
UST-ID: ¢. DE 811835490






