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eHepasibHbIA AMpeKTop

POTOIMPAPNYECKNE N3OBPAXEHNA MEONLIMHCKOIO U3AENVA

«AHanuzatop nMmyHosnorudeckuin VIDAS 3 Ans AnarHoCTUKM in Vitro K/IMHUYeCcKuX o6pasLoB
MEeTo40M MMMYHOEPMEHTHOro o/lyopecLLeHTHOro aHasim3a»
C NpuHaaNeXHoCTAMMU

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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PRODUCT CERTIFICATE / CERTIFICAT PRODUIT
BioMerieux SA

Chemln de I'Orme
69280 Marcy I'EtoHe «France

VIDAS®3
412580
vN M lifi- S

B LtemHal.
Thi» product has b«sn devsteped aw) tt mamifpcluted U eecotdan» with the prwisions ;0f 1ISO 9001 and 1SO 13485 certfed

Quality (}/stem and with Quality System Regulalion requiremenu (21 CFR 820- US FDA)
This product Is CE madtad acooidmg to Direcliue 88/10/EC on In vitro dagnostlc medics! devices
This produd he* been tested by an Indepandont testing agency with regMd* to safety and eiedromagnettc compaimnity

requiromenls and shows complianc®with Ihestgndanfs mentioned below:
Cb produlfo LU otest feUriqui contomimmI Smire Systinm Qmliti cert1A tSO SOOf et 150 134BS, Bt
cin/Mrrotr=slam «xigemees do OwAy Syslam Hagalllon (2i CFR 820- US FOA-
Ce prnam est Tawm6 C£ s»Im lattmtive SS/T T8 mlallveam mddieew <fe disgiromm
Cepuxlwts m oonMB am axtgancea 0» sAeuM el do coTpalLILLIé dBcToTsAnBeaO per un orgmmam de test TTpenTu.l
& 0st cottfomB ewe nomss Twwhblonnese m-'\ef ............ PR .
Saffty/EMC European Standards testing Agency
Nomas eumpAenms de SAcurMetde CBM ... . Onjerssme da lest

EN 610HM .2001; EN 61010-2-10; 2003 EN 61010.2-081:2002. EN B 1010-2-101°2002;

EN 60825-1.2007 : EN 62471 ;2008
mo -ITALY

ENei32e-t; 2006; EN 61326-2-6; 2006
fiwtudinat«ntwen» 6N» 01MBOE*At:1e98%A2 YK02 Oass”tlaseeA. EMewee-4-r |e85vAT1ED»»A’>2001

EMeiiX*M-3. 2002. EN«10004-4 2W4: ENaiOOO-A-S.ieaS-rAliMI, ENB100P4 6 \WVKAL:
eMB10004.« [9#3»AT 2001; ENei0004-1T 2004. EN«10003.2 2006. EN61000-M |885*AIL2(131) Testing Agency

J Other International Standards r )
Autres names Intamalkmalas Oraanisme iJ«last
ilEC61010-1:2001, IEC 61010-2-10. 2003, IEC 81010-2-081.2001 «A1:2003: IEC 61010-2-101:2002,
IEC 60825-12m , IEC 62471:2006
Ui 61010-1 (2nd Edition n);
eSA C22 2 No 61010-1 (2nd Edition); CSA C22.2 No 61010-2-010-04; CSA C22.2 No 61010-2-081-04; IMO-ITALY

eSA C22.2 No 61010-2-101-04

CFR 47 part 15:2t)09 subpert B; IEC 51326-1: 2005; IEC 61326-2-6: 2005; IEC 61326-1; 2012; IEC
613262:6:2012 e aeens 1 .-.#u
This product bears me Tark /ve p/oaunpone LU nLLULLLL.
S«* Date
QA/RA Departement/Aff. ROalament & Ass. QmV»- Forense-HalyV
iOi-i -4G +t 6
HumtHom IHaselmoBaroncypill Slgnstwe . X .
alow and meets bioMSrieux

£n On de pmducticm, ce produtta 8» TnblLlL sekm L pmlocokm mmttmn6a cFspids e( selfsW am spicifioatmm de

Protocol reference Protocol version Approved on )
Version duprolocme Date dapprobation

Rifirence duprotocale
VMO304 G 2016-01-13

Wmiiem end m available for leview by «gulatoiy and legal author\Wes-

TWs pfodoct fe therefore suftabi®tor os# as defined In the appropriate ranualt®).
t«» inftmmns, pmlocolds «l risultats de fasts $onl L prepnbl® m bloM LW w elm mm pas destmis |7|SfmdiHusis. lis soni

enregism elemmrvAsctm bksLU T T etsoni Oisponlbles Bn cas tflei$p»dim partesaunlll LUl tSgales el riglemenlams

Ce pfodultestmne canTTe pourum mmseuon wm gu& mmum ots* n
Site Cal®
Manufecturino Decartment/LUl /1 de prwimtkm: ... Floreneeritaly
Oft belmif dVAu roT de: bloMiirlenk SA n —_—
HamelNom: Paolo Lebrinl Aignatum A n Y (~"
MWTbIO3O3 Rev.F

trMctructeliaSpA-

I'm! I# di "Oﬁzfllg]rb‘ ' Pont"aCma WOU &jf» ' ihrc"
Cepuble5ecnle>€9<X/N|»" / y Kan/n ri4 >
el M inloed il

twla
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IbioMerieux SA
376 Chemin de I'Orme
69280 Marcy-I'Etoile - France

IbioMirieux SA

376 Chemin de I'Orme
69280 Marcy-I'Eioile - France 673 620 399 RCS LYON
673 620 399 RCS IVON Tel. 33 (0)4 78 87 20 00
Tel. 33 (0)4 78 87 20 00 Fax 33 (0)4 78 87 20 90
Fax 33 (0)4 78 87 20 90 www.biometieux.com
www.biomerieux.com

@2017121289

@2017121289

MASTER DVD VIDAS®3

MASTER DVD VIDASQRS VI.2.1 WIN 10 RP5810 2/2
VI.2.1 WIN 10 RP5810 1/2 B 422261
B 422261
@HYEXAT]

®b'oMerieux 2017
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(e cBegeHUsa o 6e3o0nacHOCTU U npaBoBas MHGopMauusa Ha CD-aucke;
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Buwku Ha 16 nyHok ann passeaenwa o6pasyos, 44 wr.lyn.;
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KOHEeYHWKN ana obpasyos, 2304 wr./yn.;
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MTeliHep Ana céopa oTxoaos, 50 wT./yn.;
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;MKOCTV 4151 peareHToB (NycTble);
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safety anii Genera' mtofmeiw
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pymsaro;, ¢ kaBensamu ana nogxnioueHus, USB-Hakonurenem u conpoBoaAUTEeNLHOMN
eHTaUMen:
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B-ckaHep WITpUX-KOoAa € CONPOBOAMNTE/IbHOW AOKYMEHTaLMEN
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PUNHAONEXHOCTW:

OTOK fiepXXaTtens WraTuBea;
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