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SCA
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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 flex
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 LVES 2003:11 regarding Medical Devices,
amended by LVFS 2004:11 and LVFES 2007:3.

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 March 16, 2016
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This Declaration of Conformity is valid until replaced with a new version and no longer SCA HYGIENE PRODUCTS AB

SE-405 03 GOTEBORG
Sweden

Visitors’ address:
Béckstensgatan 5, MdIndal
Tel +46 31 746 00 00
Seat: Goteborgs kommun. Registration number; SE5560072356 Fax +46 31 746 19 00

than one year. It is managed by Incontinence Care Europe, EPM department.
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TENA Flex Assortment

Article Name GMDN | Product-

Number code Reg. no
720000 |TENA flex Extra Belt 11239 50992
720212 |TENA flex Plus medium, 12-pack 11239 31733
720240 |[TENA flex 11239 25243
720312 |TENA flex Plus large, 12-pack 11239 31734
720349 |TENA flex Plus Large 11239 34122
722234 |TENA Flex Normal M 3x34pcs 11239 | 137915
722334 |TENA Flex Normal L 3x34pcs 11239 | 137916
723128 |TENA flex Plus small 11239 60305
723130 |TENA flex Plus small 11239 58433
723228 |[TENA flex Plus Medium 11239 53929
723230 |TENA flex Plus Medium, 30-p 11239 36932
723328 |TENA flex Plus Large 11239 53930
723330 |TENA flex Plus Large, 30-p 11239 36933
723428 |TENA flex Plus X-Large 11239 74394
723430 |TENA flex Plus X-Large 11239 63948
724128 |TENA flex Super small 11239 58434
724130 |TENA Flex Super small 11239 85768
724210 |TENA/Slipad flex Super Medium, 10-pack 11239 36934
724228 |TENA flex Super medium 11239 53932
724230 [TENA flex Super medium 11239 85770
724240 |TENA flex Super medium 11239 53933
724310 |TENA/Slipad flex Super Large, 10-pack 11239 36935
724328 |TENA flex Super large 11239 53935
724330 |TENA Flex Super large 11239 85771
724340 |TENA flex Super large 11239 53936
724428 |TENA flex Super X-Large 11239 57506
724430 |TENA Flex Super extra large 11239 85772
725121 |TENA flex Maxi small 11239 60306
725122 | TENA flex Maxi small 11239 58432
725220 |TENA Flex Ultima Medium 3x20 11239 | 118770
725221 |TENA flex Maxi medium 11239 53938
725222 | TENA flex Maxi medium 11239 53939
725320 |TENA Flex Ultima Large 3x20 11239 | 118771
725321 |TENA flex Maxi large 11239 53941
725322 |TENA flex Maxi large 11239 53942
725421 |TENA flex Maxi Extra Large 11239 59623

72534400 |[TENA Flex Maxi Large 3x22 pcs NEU 11239 | 143664

TENA Flex
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