








 

 

 

 
 
DECLARATION OF CONFORMITY WITH EEC DIRECTIVE 93/42 
          Ref: SCH/CE/006 dated: 01/01/2020 

 
 
PRODUCT 
Name   : DEFIGARD 400 
Function  : Defibrillator with Monitor and Accessories 
Classification  : II b 
  
 

Manufacturer  
  
Manufacturers Site/Address:  
SCHILLER Healthcare India Pvt Ltd 
No. 17, Pondy Villupuram Road, 
Balaji Nagar, Oulgaret, 
Puducherry - 605 010 
 
Person to be contacted: 
 
Nandaraj Hosabettu: Vice President: R&D/Production/Quality Assurance & Regulatory Affairs. 
 
Tel: 022 61523333 
 
Authorized Representative in EU: 
 
Schiller Medical SAS 
4, rue Louis Pasteur 
F67-162 
Wissembourg 
Cedex 
France  
Email : Alain WEISSINGER [alain.weissinger@schiller.fr] 
Fax : +33 3 88 94 12 82 
 
 
 



 

 

 
 
Declaration 
 
We, the undersigned, under sole responsibility, hereby declare that the medical device 
Defigard 400, specified above and with accessories specified in Annex A, conforms with the 
Directive 93/42/EEC. 
 
CE labeling will be affixed in accordance with Article 17 of EEC directive 93/42. 
 
All products are manufactured under full quality assurance system in accordance with Annex 
II – of directive 93/42/EEC, assessed by Notified Body TÜV SÜD Product Service GmbH vide 
Certificate Number   G1 106331 001 Rev 0.0. 
 
 
Notified Body 
 

 
 
Notified Body Address: 
 
TÜV SÜD Product Service GmbH, Ridlerstraße 65 
80339 München    
 
 
For Schiller Healthcare (I) Pvt Ltd 
 

 
 
 
 
 
Nandaraj Hosabettu 
 
Vice President (R&D/Production/Regulatory Affairs) 
 
Validity from: 20th March 2020 
 
 



 

 

 
Annex A 

 
List of Accessories for Defigard 400 
 
Part Number Description 

BECA010000 FUSE FAST BLOW 10A 5 X 20MM 
N00300MC4S MAINS CABLE WITH PLUG 3 PIN 
NMNDG40020 USER MANUAL FOR DG400 
VDSMLGLT01 DISPOSABLE ELECTRODE 
VJLY100SPN ECG JELLY 100ml 
VPCECGSAML 5 LEAD ECG CABLE 12 PIN FOR DG400 
VSTINSHEET INSTALLATION INSTRUCTION SHEET 
VPCDGECG12 12 LEAD ECG PATIENT CABLE FOR DG400 

SUBASYEARDG4 DG400 - EARTH CABLE ASSY 
VDG40ELECT DEFIBRILLATION PACING ELECTRODES - ADULT 
VDG4PDELCT DEFIBRILLATION PACING ELECTRODES PEDIATRIC 
NCP8090200 CHART PAPER {80mm X 90 mm X 200 SHEETS} 
VADUCUFBLT ADULT CUFF WITH CONNECTOR 
VEXTNUBBLT EXTENSION TUBE FOR BP CUFF 
VNE0CUFBLT NEONATAL CUFF WITH CONNECTOR 
VPEDCUFBLT PEDIATRIC CUFF WITH CONNECTOR 
A1CHN9SSAM ADULT FINGER SP02 PROBE (9PIN) 
50.000125L DIGITAL Y SENSOR 
VPCSP2CHSM 12PIN DIGITAL SP02 PROBE EXTENSION CABLE 
A1PENDRIVE USB FLASH DRIVE 4GB/8GB/16GB (PEN DRIVE PRINTED) 
VCDC0VER00 CD COVER 
VCDS0FTWER SOFTWARE CD 700MB/80 MIN CD-R 52x 
200101S ETCO2 MAIN STREAM - MASIMO 

VPCETC02CG ETCO2 EXTN.CABLE FOR CAPNOGRAM 

 
 
 
 
 
 



EC Certificate 
Full Quality Assurance System 
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4) 
(Devices in Class Ila, llb or Ill) 

No. G1 041505 0120 Rev. 00 

Manufacturer: SCHILLER AG 
Altgasse 68 
6341 Baar 
SWITZERLAND 

• r:t . . 
L:.I • 

Facility(ies): SCHILLER Engineering Austria GmbH 
Defreggergasse 5, 8020 Graz, AUSTRIA 

SCHILLER AG 
Altgasse 68, 6341 Baar, SWITZERLAND 

Product Service 

Product Category(ies): Electrocardiographs, ECG Holters, 
ECG Analysis Software, Spirometers, 
Sphygmomanometers, Monitoring Devices, 
Monitoring Systems, Central Monitoring Systems, 
Cardiopulmonary Exercise Testing Systems, 
Defibrillators, Telemetry Devices and 
Cardiopulmonary Resuscitation Devices 

The Certification Body of TOV SOD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices I device categories in accordance with MDD Annex II. This quality 
assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of class Ill devices an additional Annex II (4) certificate is mandatory. See 
also notes overleaf. 

Report No.: 

Valid from: 
Valid until: 

Date, 

Page 1of1 

2019-04-17 

713154696 

2019-04-17 
2024-04-16 

If~ 
Stefan PreiB 

TOV SOD Product Service GmbH is Notified Body with identification no. 0123 

TOV SOD Product Service GmbH • Certification Body • Ridlerstrar..e 65 • 80339 Munich • Germany 
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