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In vitro diagnostic medical devices
| nfor mation supplied by the
manufacturer (labelling) — Part 1:
Terms, definitions and gener al
requirements
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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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ISO 18113-1 : 2009, In vitro diagnostic medical devices- Information supplied by the manufacturer (
labelling ) — Part 1: Terms, definitions and general requirements
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1 -Invitro Diagnostic
2- Marking
3- Material Safety Data Sheets(MSDS)
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2-5 1S0 1000, Sl units and recommendations for the use of their multiples and of certain other units
2-6 1SS0 13485, Medical devices - Quality management systems - Requirements for regulatory purposes
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1-Apparatus 10-Phenomenon
2 -Device

3-Constituent 11-Property
4-Equipment 12- Signal
5-Evaluation 13- Reaction
6-Instrument 14- Substance
7-Magnitude

8-Material

9-Part
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1- Accessoy
2- Advisory notice
3- Distruction
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1- Analyte

2-Measurand

3- Authorized representative
4- Batch

5-Lot
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1 - Batch code

2 - Lot number

3 - Biological reference interval
4 - Reference interval

5- Asymetrical

6- Normal range

7- Normal value
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8 - Clinica range

1- Biological reference population
2- Reference population
3-Calibration
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1- Calibration Verification
2- Calibrator
3-Component
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1- material Control
2- Control procedure
3-Distributor

4- Examination
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1-Assay

2-Test

3-Expiry date
4-Reagents
5-Graphical symbol
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1-Harm

2-Hazard
3-Hazardous situation
4 -Hazardous wast
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1- Flammable

2-Combustible

3- Ignitable

4- Corrosive

5- Reactive

6 -Healthcare provider
7-lmmediate(primary) container
8- Sedled via

AR

g gad (samatan sla ] Jali — (g5910L

[ V-¥ ax (EN 375:2001 ]




Yo-¥
‘odJ.LS »))‘9

WS e Sy |y YIS A Beis |y i ol

2 abex 1) Ll e b gatdian £o ciny o5l i b YIS sasme gadiay ojlal laoaisSsly — Y (g 970k

35,105 S yol sazeie YL g Lg,l sl

[ F7 ], aebolsS o Sledbho cuvgn 3l oais adpndy — ¥ g 9lol

Y5_¥
(IVD 130 " 25 9y oamdeid I3l
Jayw‘so aslow IVD ‘;.w).a d.l.o.wj u|9...c 4 oolaw! 6‘).’ eJJ)L.u 4.1.0.».09 4 aS GLQO&UAQ b ‘-"‘)*er"”

Y-0 an EN591L: 2001 5l e azbpdy —sy5l0L

Yv-vy

(1VD Sy alomg) " (35 0952 (oo pandedd alomsg

L Laib iy sgzge o 5l @yl 50 sl Sl asserme S o b (e @ ol Lawgi oS (S aliws
Slaal b il pasis Oledbl 0,5 w8 jshaie 4 (ludl oy 5l oals 48 )T sladiges cdes job
5 5l anly YIS (3l 5 cigad Ggyk (S olge dmoariSe IS e Slulis olis (g,l5 5L
el odls 4 § a0 K0 sbeolliws

[ \CV ]u_b..{»)) ML:A_JLS s( u’_aLC)Uo‘)u_: ws—u o GHTF 4.1.:.»45 LY X 4.»3)4&; - 6)5Tn>li

1-Importer
2-In vitro diagnostic instrument
3-In vitro diagnostic medical device
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1- In vitro diagnostic reagent

2- Information supplied by the manufacturer
3-Labelling

4-International Electrothechnical Commission
5-Accompanying
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1- Instructions for use
2-Intended use

3- Intended purpose
4-Kit
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1-Lable
2-Lay person
3-Limitation of the procedure
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1-Manufacturer
2-Marking
3-Matrial safety data sheet (MSDS)
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1 -Measurment method
2 - Measurment model
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1-Measurment principle
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1-Performance characteristic
2-Metrological property

3- Detection limit

4- Precision

5- Specificity

6- Performance claim

7- Performance evaluation
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1- Precaution

2- Primary sample
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1- Professional use
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3-Reference material

Yo



Lol aigs oolazwl (g S0kl N JrsS slp "\""‘5”&5“ w0 0ol arass oS ol e L L (&> o olge — 6)51&[.1
PRWIRIEY uaLw‘ LQ,J 4 ‘525 ).:JLM as ..\35) )l54_, d)jo)l».\.:l CSuo J).HS l) uw‘}u.]ls 6‘).: M‘}Ju’.‘c 60)‘9.4 o 1ags

sl

ORI PESN JONFIC N TN [ L JARC YRSy SV RPN L JPP 1
il 4y 1) ol Sla Sis 2 5 (55 LTy oo osill 45w solse Julis g 0 Slge — ¥ (5 59T0L

1S ppoliie b @2 5o 39 3l (b ko
g g0 00l 1 25Ky y (ygemsl S (sl 45 (Ssliyd (69,31,5 L emmo osls Lol 1) Jlio

Dgd oo oolaw! o..\.;:Soﬁ.leS u‘}& 4 45 ol ul*‘ ;5K gt J.MS L O U;Lo.».u)b TJLA

oslitul JyuS sole Sy lgie a4 dadd Wlgi e a5 SIS gyl clale ) aseie (25 ok (s el oy 1Y Jlie

Ogls

\ . = . Py
Pyl b Shg wlwly g2 po olge 5l ol Sl
At Sy 2z b Syl () Jloged 1 F Jlhe

i dal SalS Jlgs o g9l> DNA (55 18 Jlw

" seiag, ol V4 sl ol 8 Jlko

el oud plesl IVD Sy aliss (515 45 ol ez e ools — F (5,910
Al Joho SO 0 Al ool aslis ool 1) Jlio

085)l055 sla ild )5 ene 5)98 S L ased 1Vl

5 0 B S Son i (53, 85 JSE Sy g 05l Sy slae S 1 ¥ Jlko

1- Embodying properties
2- 19-androstenedione
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3- Reference measurement procedure
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1- Performance characteristics
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1- Measurment uncertainty
2 - Analytical specificity
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1-Linearity of a measuring system

2- Diagnostic performance characteristics
3- Diagnostic specificity

4- Diagnostic sensitivity

5- Cut-off value
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1- Adjustment

2- Offset adjustment

3- Span adjustment

4- Gain adjustment

5- Analyticd interference
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2- Resolution
3- Analytical specificity
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2 - Calibration curve
3 - Calibration hierachy
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2 - Commutability of areference materia
3- Concentration
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1- Level

2- content

3-Avogadro

4- Number concentration

5- Conventional quantity value

6- Conventiona true quantity value
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2- Measurment repeatability
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1- Within-run

2- Intra-series

3- Troubleshooting

4- Measurment reprducibility
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1-Radian

2- Steradian

3- Decibel

4-Metrological comparability of measurement results
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1- Spot test
2- Nominal quantity value
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1- Predictive value
2- Qualitative examination
3- Mass spectra
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2-Random measurement error
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1-Recovery
2-Reference quantity value
3-Resolution of ameasurment system
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1-Noise

2-Standard deviation

3-Standard measurement uncettainty
4-Systematic measurement error
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1-Target condition

2- Condition of interest

3-Target measurement uncertainty
4-Total allowable analytical error
5-True quantity value
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