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I n vitro diagnostic medical devices-
I nfor mation supplied by the manufacturer
(labelling ) — Part 3: In vitro diagnostic
I nstrumentsfor professional use
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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation I nternationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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manufacturer ( 1abelling ) — Part 3: In vitro diagnostic Instruments for professional use



o..\.i)’Lw Ja.ug.’ IR W) W.N)S SleMb| — ‘5.0 99 Is"'b. PARad X J.g‘l.wg
6‘45)’ J)L»a.o ‘Sb.g > 09y GAA.Z&MJ)‘)J‘ ¥ Comnd — ( ‘5)|.3543L&3 )

Oy, Awld g bu )

SS9 ek paeeid ol oaile Jawgy el wl 3 Sledsl Slol I s o laslis] Cpl s aas 31 Gan
g_é)l,a.o 6‘)’. VD LSL"’)‘}B‘ L aS @‘)‘“‘Q"" 9 olKiws 6‘)‘.‘ o)b.SL’;M:‘ u;‘ Mbso 6‘45)’ J)LAA 6‘)‘.’
3,100 1,8 (i 1S o 1,8 oolainl 090 (glad >

23 Olse sly olaibinl plall alils 0,5 Il ol (Sl pslyd Glp Wlg oo e 8 lailinl oyl
3,10 0 )8

Sl pex b Sleas sla Josdl g —

Sl Ju8 50 oolaiul 0550 (J S olge g owisSo  J5 Julss VD glo Slulis — o

\sz%}h? sl IVD = o

IPlexle ¥

Ol ey s Sl ool 0ols gl ool o ol ol e o A el Sl 580 g9l 5 S Hlaw
gl )l el &b ,SS L (Sode 4 a5 (Shse ;0 09d (o0 Cgeme lnl (o sjlbial ul 5l o5 D jde
S50 3 L Gl (o olailinl cpl a5 500 o] (gom sla s oz g lasdol wil sal ool
SlasMol 5 s aazs 3 olgen (ol oo sols gl )l oyl @ Ll &b S8 e a5 Sl

1wl t_'>‘°‘)” Q)Lbl.».w‘ U"‘ Lg‘).s ).s) é’")-" )‘ oolazu!

ot ol SOl — 5y orb s (Kb by VEYAGS) ol 4 ol o oluliul A=Y
S el 5 i e oMol ¢ gl i —( (g, lF LS ) 0ijls amags

5 S ool Bjlae sl oSSl slgalSins el Sl he FYTY o)led a4 oyl o o lulicl Y- ¥
so3oe sl Sl i gl Cuand oltylosl 5 S8

1- Self-testing
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2-8 IEC 61010-2-101, Safety requirements for electrical equipment for measurement,
control and laboratory use -Part 2-101: Particular requirements for in vitro diagnostic (1VD)
medical equipment
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1-Disposal
2-Emission
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1-Interface

2-Warranty

3-Bringing into operation
4-Clearance limits
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1- Emission

2-Bringing into operation
3-Set-Up

4-Theory of operation

5- Coeffitient variation
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1- Throughput
2-absorbance linearity of photometer
3-Adjustment
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1- Kinetic assay
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1-Interface protocol
2-Stand-by
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1-Troubleshooting
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