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In vitro diagnostic medical devices-
I nfor mation supplied by the manufacturer
(labeling ) — Part 2: In vitro diagnostic
Reagentsfor 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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ISO 18113-2 : 2009, In vitro diagnostic medical devices- Information supplied by the
manufacturer ( l1abelling ) — Part 2: In vitro diagnostic Reagents for professiona use



oudjlw Jawgd ouuls w18 OleMbl— S5 g 0 (b eusis Jolwg

slad > B lan glp S5 09 0 &M“SL&;MM Y Comnd (g laFailis)

O Al gdunr )

SS9y ot e S Lulid oaijle Jawgy sl ol 8 Sledsl Ol s o laslinl pl pgas 5l Ban
Al e slad > B las sl

solaiwl gl LS 0,50 roa.;.:So),'..:JIS 3 YG.I),...S Slge 5,50 ,0 p3Y SleMbl &Il gl zmen o luilil ]
Syle 0,5 (glad > B las gl (S Ol b

P lacws o sl o lailinl pl bl alils 0,5 il psled (gl wilgd co pmizmen o laslisl (pl
3,105 0,015 155 04lg0 (gl o lasliwl plo )l 0,15 solul sl el giws  adgl g diin g (o
SS90 et il b Olges —

T 3031055 40 Bras 3,50 (s LS sl Slulis — o

ol H &=l o \
O e 5 el oal o0ls gl Ll (Lo o lailind cpl e j0 aS el Sl yEe gyl Sl
gl Ll &b SO L (Sode 4 a5 (Shse )0 wedee e Glnl o o)l cpl 5l g5 )5k
Sy50 5 e Gyl o ojlaslinl cpl Sl 0yge o] som la,ks wass g lasdol Wil ead el
SloasMol 5, wams 3 ojlgen sl ool sols gl )l Ll a4 jLassl 2o )b S5 g0 a5 Sl
ol S5 0590 LT (gom

Lsgs oo ol Sledll — 505 1 (oaniedd Sy Jslos VEVAD =\ o,leds ay Ll Lo o lusliwl V=Y
LS Ll g Gy b b Masl ) e —( (g TS ) ol

1- Reagents

2- Control material
3- Cdlibrators

4- Self - testing
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1- Bach code
2- Intended use
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1- Storage
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1- Hazardous
2-Single container
3-Small label
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1- Antigen
2- Antibody
3- Borrelia Burgdorferi



D9 750wl sl ansls 31 yge3l Wi, p sl S a5 (5,500 il 4 by o Sled

10MM Sl 3l ¥ Jlie

RPN WX CRCHTOPPS Y

Qb el oaiid mol)8 onijle lawgs 4 (ool soliwl 5 caslin 0, Sles glp p3Y ol Sl dsS 0
aldy Wb ccwlio oolaiwl glpy (( Kop alewg a4 Ll Jlasl 5 ol Sliges ololils lp p3Y Sledbl
O

Slobss gjlwoslel A=Y

Dg 0old i b b Slulis [ Slolis g5lwoskel sl oY J>lye don

5955 353 5 T ale T 50,5 bsle ssloil 4 Jlte

(S o3l (i 31 a5 ko 5 LT -V
Lyl b il Sglace 0uls TS iy oz 1 (S, @T L oouds aidy (5,l0eS Saoe g oLl !l S

2525 L8 B0 )5 b g Aty 53,55k s CBlaie andB 3 (5SS e 5 ()Ll
Slbliol g bylade YooV
oo g ot by slei Jold b ooliil (gls Loalljsiasd sy oo haids jaslobolia VD Sloliss 31

Lle 0,5 Jols dVD Slulis gilwogl b eolaswl ¢ o )Lil b ol pan oz ST 080 Hlas oMl 5 oo
Db dAldgl Wb wjle S, als 4 0B 1) L5 as s’;Lc)LIal Wb aiils 0ezg «5’*’&"-’&[3

RYWIPVCIC SN ET I dowo b Lo cslddlaio Oled el o
D100 )5 sl Sledbl 4y axly, AYIYE o Lals 4y o1l Lo o laslis] bl

1- Additional required equipment
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