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EC DECLARATION OF CONFORMITY

SCA HYGIENE PRODUCTS AB
Personal Care

405 03 Géteborg

Sweden

SCA

Careof Life

declares that the medical devices, Incontinence Protection, TENA Fix 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 LVFS 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 | according to said Directive. The conformity assessment is carried

out in accordance with Annex VI of the Medical Device Directive 93/42/EEC.

Done at MéIndal, on January 31, 2017
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L/‘ enny Hildeberg

Regulatory Affairs Man

SCA HYGIENE PRODUCTS AB

405 03 GOTEBORG

SWEDEN

This Declaration of Conformity is valid until replaced with a new version and no longer
than January 31, 2018. It is managed by Incontinence Care Europe, EPM department.

Previously

SCA HYGIENE PRODUCTS AB
SE-405 03 GOTEBORG
Sweden

Visitors’ address:
Béckstensgatan 5, Méindal

Seat: Goteborgs kommun. Registration number: SE5560072356
Phone: +46 31 746 00 00

From December 2016

SCA HYGIENE PRODUCTS AB
SE-405 03 GOTEBORG
Sweden

Visitors’ address:
Méindals Bro 2, Moindal
Phone: +46 31 746 00 00



2015-06-17 Fix

TENA Fix Assortment

Article  |[Name GMDN [ Product-

Number code Reg. no
702601 |TENA Panty Feminine White S 35120 99286
702602 |TENA Panty Feminine White M 35120 99287
702603 | TENA Panty Feminine White L 35120 99288
702604 |TENA Panty Feminine White XL 35120 99289
702605 |TENA Panty Feminine Black S 35120 99290
702606 |TENA Panty Feminine Black M 35120 99291
702607 |TENA Panty Feminine Black L 35120 99292
702608 |TENA Panty Feminine Black XL 35120 99293
702609 |TENA Panty Romance White S 35120 99294
702610 |TENA Panty Romance White M 35120 99295
702611 |TENA Panty Romance White L 35120 99296
702612 |[TENA Panty Romance White XL 35120 99207
702613 |TENA Panty Romance Biack S 35120 100203
702614 |TENA Panty Romance Biack M 35120 | 100204
702615 |TENA Panty Romance Black L 35120 | 100205
702616 | TENA Panty Romance Black XL 35120 | 100206
702617 |TENA Panty Feminine White XXL| 351 20 | 123266
702618 [TENA Panty Feminine Black XXL 35120 | 123265
754011 |TENA Fix Acute S 41597 89462
754012 |TENA Fix Acute M 41597 89463
754013 |TENA Fix Acute L 41597 89464
754014 | TENA Fix Acute XL 41597 89465
754023 |[TENAFix S 41597 89453
754024 |TENA Fix M 41597 89455
754025 |TENAFix L 41597 89457
754026 |TENA Fix XL 41597 89459
754027 |TENA Fix XXL 41597 89461
754028 |[TENA Fix S 41597 89452
754029 |TENA Fix M 41597 89454
754030 |TENAFix L 41597 89456
754031 |TENA Fix XL 41597 89458
754032 |TENA Fix XXL 41597 89460
754033 |TENA Fix XS 35120 | 107927
754034 |[TENA Fix XS 35120 | 107928
754035 |TENA Fix M 35120 99282
754036 |TENA Fix L 35120 99283
754037 |[TENA Fix XL 35120 99284
754038 |TENA Fix XXL 35120 99285
754039 |TENA Fix XS 35120 | 127329
754042 |TENA Fix S 35120 | 127330
754043 |TENA Fix M 35120 | 127331
754044 |TENA Fix L 35120 | 127332
754045 |TENA Fix XL 35120 | 127333
754046 |TENA Fix XXL 35120 | 127334
754047 | TENA Fix XXXL 35120 | 130663
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2015-06-17 Fix
754049 |TENA Fix XS 35120 | 136661
754052 |TENA Fix XXL 35120 | 136670
754053 |TENA Fix XXL 35120 | 136671
754054 |TENA Fix S 35120 | 136662
754055 |TENA Fix S 35120 | 136663
754056 |TENA Fix M 35120 | 136664
754057 |TENA Fix M 35120 | 136665
754058 |TENA Fix L 35120 | 136666
754059 |TENA Fix L 35120 | 136667
754060 |TENA Fix XL 35120 | 136668
754061 |TENA Fix XL 35120 | 136669
754063 |TENA Stretch Panty S 35120 | 138604
754064 |TENA Stretch Panty M 35120 | 138605
754065 |TENA Stretch Panty L 35120 | 138606
754066 | TENA Stretch Panty XL 35120 | 138607
754330 |TENA Fix XS 41597 1204
754400 |TENAFix S 41597 1200
754430 |TENA Fix S 41597 1205
754500 |TENA Fix M 41597 1201
754525 |TENA Fix M 35120 61630
754530 | TENA Fix M 41597 1206
754600 |TENA Fix L 41597 1202
754625 |TENA Fix L 35120 61631
754630 [TENA Fix L 41597 1207
754700 |TENA Fix XL 41597 1203
754725 |TENA Fix XL 35120 61632
754730 |TENA Fix XL 41597 1208
754800 |TENA Fix XXL 11239 25245
754825 |TENA Fix XXL 35120 61633
754830 |TENA Fix XXL 11239 25246
755381 |TENA Fix Acute one size 41597 28507
755382 |TENA Fix Acute one size 41597 28508
755400 |Standard S 41597 1177
755402 |TENA Fix Original S 35120 | 130664
765500 |Standard M 41597 1178
755501 | TENA Fix Original M 35120 | 130665
755504 |Standard M 41597 34115
755505 |SLIPAD Netzhose Grésse M 35120 77150
755520 |Standard M 41597 1181
755605 |SLIPAD Netzhose Grosse L 35120 77151
755611 |Standard L 41597 34117
755612 | TENA Fix Original 35120 | 130666
755622 |Standard L 41597 34118
756601 | TENA Fix Cotton special XS/S 35120 56907
756602 |TENA Fix Cotton Special XS 35120 | 124124
756603 |TENA Fix Cotton Special S 35120 | 124125
756604 | TENA Fix Cotton Special M 35120 | 124126
756606 |TENA Fix Cotton Special L 35120 | 124127
756607 |TENA Fix Cotton Special XL 35120 | 124128
756608 |TENA Fix Cotton Special XXL 35120 | 124129
756701 |TENA Fix Cotton special S/M 41597 28504
756801 | TENA Fix Cotton special L/XL 41597 28505
756901 | TENA Fix Cotton special XXL 41597 28506
768401 |TENA Basic S 41597 1213
768431 |TENA Basic S 41597 1217
768501 |TENA Basic M 41597 1214
TENA Fix

Page 2

SCA HYGIENE PRODUCTS AB

J Hildeberg



2015-06-17 Fix
768531 |TENA Basic M 41597 1218
768601 |TENA Basic L 41597 1215
768631 |TENA Basic L 41697 1219
768701 [TENA Basic XL 41597 1216
768731 |TENA Basic XL 41597 1220
768801 |TENA Basic XXL 41597 34113
768831 [TENA Basic XXL 415897 34114
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