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SCA

Care of Life

EC DECLARATION OF CONFORMITY

SCA HYGIENE PRODUCTS AB
Personal Care

405 03 Goteborg

Sweden

declares that the medical devices, medium to heavy incontinence protection, TENA Comfort
assortment, according to the enclosed art. no list, are in conformity with all relevant parts of
Swedish legislation (1993:584) regarding Medical Devices and corresponding regulation from
Medical Products Agency LVFES 2003:11 regarding Medical Devices, amended by LVFS
2004:11, LVFS 2007:3 and LVFS 2009:18.

The products fulfill hereby also the provisions of Council Directive 93/42/EEC of 14 June 1993
and are classified in class I according to said Directive. The conformity assessment is carried
out in accordance with Annex VII of the Medical Device Directive 93/42/EEC.

Done at Mélndal, on May 21, 2015
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Comfort

TENA Comfort Assortment

SCA HYGIENE PRODUCTS AB

Article Name GMDN | Product-

Number code Reg. no
211350 |TENA Comfort Basic Plus 3x36pcs 11239 | 134507
211351 |TENA Comfort Basic Extra 3x36pcs 11239 | 134508
211352 | TENA Comfort Basic Super 3x36pcs 11239 | 134509
211353 |TENA Comfort Basic Maxi 3x28pcs 11239 | 134510
211360 |TENA Comfort Basic Air Plus 3x36pcs 11239 | 134511
211361 | TENA Comfort Basic Air Extra 3x36pcs 11239 | 134512
211362 |TENA Comfort Basic Air Super 3x36pcs 11239 | 134513
211363 |TENA Comfort Basic Air Maxi 3x28pcs 11239 | 134514
212240 |TENA Anatomico Comfort Normal 3x40pcs ES 11239 | 134496
212740 |TENA Anatomico Comfort Normal 3x40 pcs ES 11239 | 128844
212742 |TENA Comfort Original Normal 3x42 pcs INT 11239 | 128734
212840 |TENA Anatomico Comfort Plus 2x40 pcs ES 11239 | 128728
212846 |TENA Comfort Original Plus 2x46 pcs INT 11239 | 128727
212850 |TENA Comfort Original Plus 2x40 pcs IT 11239 | 130649
212940 |TENA Comfort Original Extra 2x40 pcs INT 11239 | 128729
213040 |TENA Anatomico Comfort Extra 2x40 pcs ES 11239 128730
218036 |TENA Comfort Original Super 2x36 pcs INT 11239 | 128731
218540 |TENA Anatomico Comfort Super 2x40 pcs ES 11239 | 128732
219028 |TENA Comfort Original Maxi 2x28 pcs INT 11239 | 128733
752700 |TENA comfort Normal 11239 34119
752701 |TENA comfort Normal 11239 34120
752720 |TENA comfort Normal 11239 36938
752722 |TENA Comfort Normal 11239 91784
752723 |TENA Comfort Normal 11239 89412
752725 |[TENA Comfort Normal 11239 89409
752742 |TENA Comfort Normal 3x42 pcs INT 11239 [ 130650
752758 | TENA comfort Normal 11239 36939
752765 |Tena Basic Comfort 5 drops Normal 11239 99298
752820 |TENA comfort Plus 11239 36940
752822 |TENA Comfort plus 11239 91785
752823 |[TENA Comfort plus 11239 89413
752835 |TENA comfort 11239 2699
752838 |Slipad Anatomicos 6 drops 11239 89421
752840 |TENA Basic Comfort 6 drops 11239 80299
752846 |TENA Comfort Plus 2x46 pcs INT 11239 | 124293
752850 |TENA comfort 11239 6487
752851 |TENA comfort 11239 6488
752853 |TENA Comfort plus 11239 89410

TENA comfort plus, 10 pack + 1 Medium fixation
752855 |pant 11239 31575
752857 |TENA comfort Plus, 10 pack + 1 Large fixation pant| 11239 31576
752859 |TENA Comfort Plus 20x40 pes IT 11239 | 130648
752865 |Tena Basic Comfort 6 drops Plus 11239 99299
752870 |Tena Basic Comfort 6 drops 11239 89418
752920 |TENA comfort Extra 11239 36941
752923 |TENA Comfort extra 11239 89414
752936 |TENA comfort 11239 2701
752938 |Slipad Anatomicos 6,5 drops 11239 89422
752940 |TENA Basic Comfort 6,5 drops 11239 80300
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752950 |TENA comfort 11239 6491
752951 |TENA comfort 11239 6492
752953 [TENA Comfort extra 11239 89411
752965 |Tena Basic Comfort 6,5 drops Extra 11239 99300
752970 |TENA Basic Comfort 6,5 drops 11239 89419
753040 |TENA Comfort Extra 2x40 pcs INT 11239 | 124294
753065 |[Tena Basic Comfort 7 drops Super 11239 99301
758011 |[SLIPAD Grosse Einlage 11239 77153
758020 |TENA comfort Super 11239 36942
758036 |TENA comfort 11239 2704
758037 |TENA Comfort super ES 11239 89417
758038 |Slipad Anatomicos 7 drops 11239 89423
758040 |TENA Basic Comfort 7 drops 11239 80301
758051 |TENA comfort 11239 14986
758053 |TENA comfort 11239 6494
758056 |TENA comfort super, 28 pack 11239 29302
758070 [TENA Basic Comfort 7 drops 11239 89420
758122 [Tena Comfort super 11239 91786
758123 [TENA Comfort super 11239 89415
758128 |TENA comfort Super 11239 70562
758136 [TENA Comfort Super 2x36 pcs INT 11239 | 124295
759020 |TENA comfort Maxi 11239 36943
759036 |TENA comfort Maxi, 20 pack 11239 29303
759056 |TENA comfort Maxi 11239 36944
759065 |[Tena Basic Comfort 8 drops Maxi 11239 99302
759126 |TENA comfort Maxi 11239 70561
759128 |TENA Comfort Maxi 2x28 pcs INT 11239 | 124296
759133 |[TENA Comfort Maxi 11239 91787
759154 |TENA Comfort Maxi 11239 89416
TENA Comfort

Page 2

NN
\] \

J Hildeberg



