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Marnes/RA Dept

DECLARATION OF CONFORMITY
MANUFACTURER : BIO-RAD
ADDRESS : 3, boulevard Raymond Poincare

92430 Marnes-la-Coguette
PRODUCT(S) NAME(S) : See annex

CLASSIFICATION ! ] ANNEXE II-A
[] ANNEXEI-B

[0 DEVICE FOR SELF TESTING
(< OTHER DEVICE

NEW PRODUCT(S) (Notification according to article 10 point 4)

[] YES 1 NO

GENERIC DEVICE GRCOUP CODE (EDMS Nomenclature) :
140203 0100

GENERIC DEVICE GROUP TERM (EDMS Nomenclature) -
Immunological Identification-Serotyping (E.cofi, Salmonella, Shigella, elc.)

We hereby declare that the above mentioned product(s) meet(s) the provisions of the
Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in
vitro Diagnostic medical devices

|

Mame : Function : Date ; Signatur

Kaul, Manuela  Manager, Regulatory Affairs /7 }u’gzla ;‘ o3
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ANNEX

Cat#

|Products

5720

|Antiserum Escherichia coli

s7211

Antiserum Escherichia coli

monovalent 0124
monavalent 026

57221

Antiserum Escherichia coli

monovalent Q55

57241

monovalent 086

\Antiserum Eschernichia coli
Antiserum Escherichia coli

monovalent 0111

57251

Antiserum Escherichia coli

monovalent G119

57281

Antiserum Escherichia coli

monovalent 0125

57211

Antiserum Escherichia coli

maonovalent 0126

57281
57291

‘Antiserum Escherichia coli

monovalent 0127

Antiserum Escherichia coli

monovalent 0128

| 57301

Antiserum Escherichia coli

monovalent G114

5731

Antiserum Escherichia coli

573

monovalent 0142

57341

Antiserum Escherichia coli trivalent | (0111 + O55 + 026)

Antiserum Escherichia coli trivalent || (086 + 0119 + 0127)

§7351

|Antiserum Escherichia coli_trivalent IIl (0125 + 0128 + O128)

57361 |Antiserum Escherichia coli trivalent IV (0114 + 0124+ 0142)

57411 |Antiserum Escherichia coli nonavalent

Bio-Rad
Bio-Fed

2.4 & Cfreciov ef Consal 99 Sormians . Cauta og 50.000.000 & - RES Mantams B 717 081 A58 - N° iracommunadstake FASE TI2 047 458 - SRET P12 01 458 00078 - Code AREZ4E D

11

Date : 2003-08-12




