BIOMEIRIEUX :
43A, Ist Floor, Okhla Industrial Estate, Phase I,
New Delhi-110020

CUSTOMER DETAILS : Email: cusiomercare-ndia@biomerieuxcom  INSTALLATION REPORT

Customer Name :

Address :

Contact Person :

Phone : \ A Mobile.:. ¥, X % =1 '\ E-mail:
INSTRUMENT & INSTALLATION DETAILS :
Instrument Type : A GFsrnad e 1rminu oAV 1 il Date of Installation:
Model: s iy i a . | Travel Time In Hrs.:
Instrument Serial No. : U ) 0 1G9 " Start: End :
Version : 5, - v Date : ‘
**tification No : Time :
PHYSICAL INSPECTION:
1. Was there any external Damage to the Instrument or Accessories ? : Yes / No
2. Were any of the accessories missing ? 3 Yes /No*"
3. Were any parts loose ? Any unsecured hardware ? Yes /No*
4. Checked all connection and Robotic calibration found O.K. Yes / No

If any of the above were answered YES, please elaborate.
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PRE-INSTALLATION CHECKS:

Is Room Air-Conditioned ? .. Ye$/ No
Vibration Free Platform ? _Yes/No
Source of Supply : Online U.RP.S : Yes” No . ,‘
ecified Capacity & Make & ..coovcviveeveecins ....... ' ................. ‘ ..... .....................................................................
Output Voltage : Line & Neutral .....w...... \...vAC  Neutral & Earth ................ VAC Line & Earth .....cccocuviiiiinnns VAC

TO BE COMPLETED BY THE CUSTOMER:

The above mentioned instrument has been satisfactorily installed by the Engineer / Application Specialist of
bioMerieux India Pvt. Ltd.. Received all standard accessories in good condition.
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Name & Signature of Engiheer 5
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BIOME|RIEUX

PROUCT CERTIFICATE / CERTIFICAT PRO@U!T

Manufacturer / BiOMérieUX SA

Fabricant: 69280 Marcy 'Etoile - France
Product name / :

Nom du produil: ‘ miniVIDAS

Reference / 41 041 6

Référencs:

Numéro de série / VD52 C}C‘S C)CS 5\

Serial number : - )

This product has been developed and is manufactured in accordance with the provisions of ISO 9001 and ISO 13485 certified Quality System and with
Quality System Regulation requirements (21 CFR 820-US FDA).

This product is CE marked according to Direclive 98/79/EC on in vitro diagnostic medical devices and Directive 2011/65/EU on {he restriction of the use
of certain hazardous substances In eleclrical and elecironic equipment.

This product has been lested by an independent testing agency with regards o safety and electromagnetic compatibiity requirements and shows
compliance with the standards mentioned below : .

Ce produil a 616 développé el est fabriqué conformément & natre Systéme Qualité certifié SO 9001 el ISO 13485, et conformément aux exigences du
Quality Syslem Regulation (21 CFR 820 - US FDA). .

Ce produil est marqué CE selon la directive 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro et directive 2071/65/EU refalive a Ja
limitation de l'idlilisation de certaines substances dangereuses dans fes squipements éleclriques el électioniques. ’

Ce produit a élé confrolé aux exigences de sécurité et de compatibilité éleciromagnétique par un organisime de fest indépendant, et est conforine aux

_normes mentionnées ci-aprés:
' RoHS/Safely/EMC European Standards . Testing Agency
Normes européennes de Sécurité, CEM, RoHS Organisme de test
‘ N/A

EN 50681:2012
EN 61010-1:2001; EN 61010-2-081:2002; EN 61010-2-101:2002;
ENB0825-1:1994+A1:1987+A2:2001, EN 60825-1:2007

EN 61326-1:-2006; EN 61326-2-6. 2006 ; i IMQ - ITALY
{including / comprenant: EN 5501 1:1998+A1:1999+A2:2002 Class/Classe A; EN 61000-4-2:1995+A1;1998+A2:2001; =
EN 61000-4-3; 2002; EN 61000-4-4: 2004; EN 51000-4-5:1995+A1:2001; EN 61000-4-6.1896+A1:2001;
EN 61000-4-8: 1993+A1: 2001; EN 61000-4-11: 2004; EN 51000-3-2:2008: EN 61000-3-3:1995+A1:2001)
Other International Standards Testing Agency
Autres normes internationales Organisine de {est

JEG 61010-1:2001; IEC 61010-2-081:2001; IEC 61010-2-101:2002;
IEC60825-1:1993+A1:1997+A2:2001; IEC 60825-1:2007

UL 61010-1 (2nd Edition); IMQ - ITALY
CSA C22.2 No 61010-1 {2nd Edition); CSA C22.2 No 61010-2-081:2004;
CSA ©22.2 No 61010-2-101:2004 .

CFR 47 part 15 :2008 subpari B; 1EC 61326-1: 2005, {EC £1326-2-6: 2005

This product bears the mark / Ce produit porte la marque : gl .
- Site Date

QA/RA Departement/Aff. Réglement. & Ass. Qualité: e Florence-italy

it e Oy
Name/Nom: Massimo Baroncelli Signature: Mi’f*”}z, '*,”f,'l'}"b 5"’3‘{{%% 7{ GOLG of - ¥
Atfter the final stage of production, this product was controlled usingthe protocols mentioned below and meets hioMérieux
specifications.
En fin de produclion, ce produit a été conlrélé selon les protocoles mentionnés cl-aprés et satisfait aux spécifications de
bioMérieux. :

Protocol reference
Référence du protocole

VD0301
VD0302

VD303
All information, protocols and tests results are bioMerieux property and must not be diffused. They are recorded and kept on file at bioMérieux and are
availahle for review by reaulatory and leaal authorities.




