b}

Declaration of Conformity -~

Number : DOCM038

Manufacturer: Welch Allyn, Inc.

Address: 4341 State Street Road, -
Skaneateles Falls, NY 13153-0220
USA

4Manufacturing site: Welch Allyn, Inc. - 4

Address: 85 Old Shoals Rd
Arden, NC 28704-8739

Representative: European regulatory Manager,
Weich Allyn Ltd.-
Address: Kells Road, Navan,
County Meath,
Republic of Ireland.
____Tel. +353 46 78060
. Fax.+353.46 27128 o

We Welch Allyn declare under our sole responsibility that the Product -

Model Number: 5079- plus the following extensions 05, 09, 11, 20, 27,28, 32, 33, 37, 40, 41,42, 43,
51, 60, 61, 62, 63, 65, 66, 67, 68, 69, 70, 71, 73, 74, 75, 76, 78, 79, 89, 90, 102, 103, 104, 105, 110, 111,
113, 115, 116, 117, 118, 119, 120, 121, 122, 123, 124, 125, 125C, 126, 127, 130, 131, 132, 134, 135, 136,
137, 130, 140, 141, 142, 144, 145, 146, 147, 149, 150, 151, 152, 154, 155, 156, 157, 159, 160, 161, 162,
164, 165, 168, 167, 169, 170, 172, 173, 180, 161, 182, 183, 184, 185, 190, 191, 192, 184, 185, 196, 197,
199, 210, 211, 214, 215, 224, 225, 226, 227, 228, 229, 230, 231, 232, 233, 270, 271, 272, 273, 274, 275,
276, 277, 278, 279, 280, 284, 285, 286, 287, 288, 288, 290, 291, 202, 293, 294, 294, 285, 296, 297, 298,
209, 300, 315, 316, 317, 318, 320, 321, 322, 323, 324, 325, 326, 327, 328. 338, 337, 338, 339, 340, 342,
343, 344, 366, 367, 388, 369, 370, 400, 400V, 401, 402, 410, 411, 412, 413, 414 17460, 17460-100, 17460-
100A, 17481, 17481-100, 17461-100A, 17462, 17462-100, 17462-100A, 17462P, 17462P-100, 17462P-
100A, 17463, 17463-100, 17483-100A, 17464, 17464-100, 17484-100A, 17465, 17465-100, and 17465-

100A |
Name: Stethoscope and Accessories

is in conformity with the provisions of Council Directive 93/42/EEC of 14 June 1993,

concerning Medical Devices, which apply to them. In support of this Directive, these
products conform to the following stand’ards:

prEN 1441: 1994, prEN 980: 1994, prEN 1041: 1894.

Following the provisions of this Directive, theses products are dlassified as Class | under
rule(s) 1 of Annex IX of this Directive. :

Quality Manager, Welch Allyn, Inc. Signed: -

Date: ;/‘ /J

Rev.F



