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To whom it may concern

Regarding Instruction For Use on Absorbent Hygiene Products for
incontinence care

The assortments of absorbent hygiene products for incontinence care (marketed under brands
as TENA, Dry Kids, etc) do not have any specific Instruction for use (IFU) as they are Class |
medical devices according to Medical Device Regulation (EU) 2017/745 (MDR) and
instructions for use are not mandatory according to the requirements regarding the information
supplied with the device in the MDR.

In Chapter Il of Annex 1, of the MDR, point 23.1. (d) can be read:

“Instructions for use shall be provided together with devices. By way of exception, instructions
for use shall not be required for class | and class lla devices if such devices can be used
safely without any such instructions and unless otherwise provided for elsewhere in this
Section.”

Absorbent incontinence products can be used safely without any IFUs which is confirmed by a
very long history of safe use. However, we do occasionally have simplified guidance in the
shape of pictures on the packages. Please see example below.

Mdlndal, February 12, 2021

Esaity Hyglene and Health AB
SE-405 03 Giteborg

Romana Stefek
Global Regulatory Affairs/Product Safety Director
LM Essity Hygiene and Health AB
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Komu je ur€en:

Vyjadieni k existenci navodu k pouZiti pro inkontinen¢ni zdravotnické prostiredky

Sortiment absorpénich produtkli pro inkontinen¢ni péci (znacky TENA, Dry Kids aj.)
nema specificky navod k pouziti, protoze se jedna o rizikovou tiidu I dle Nafizeni 0
zdravotnickych prostiedcich EU 2017/745 (MDR) a neni povinné navod k pouziti
prikladat dle zékladnich pozadavkl nafizeni o zdravotnickych prostfedcich, jaké
informace musi byt k prostfedku prilozeny.

Dle zékladnich pozadavk, kapitola 111 pfilohy | natizeni o zdravotnickych prostiedcich
EU 2017/745, bod 23.1 (d):

Navod k pouziti musi byt soucdsti baleni zdravotnického prostiedku. S vyjimkou, kdy
navod k pouziti neni vyzadovan u zdravotnickych prostredkii rizikové tridy I a lla, pokud
mohou byt uzivany bezpecné bez tohoto ndvodu nebo pokud neni v ramci této kapitoly
uvedeno jinak.

Inkontinen¢nich absorpéni prostiedky mohou byt uzivany bezpeéné bez navodu
K pouziti, coz je potvrzeno velmi dlouhou historii bezpe¢ného pouzivani. Nicméné
pfilezitostné davame na baleni produktti zjednodu$ny navod v obrazcich. Piiklad nize.

In Mélndal, 12. Gnora 2021

Romana Stefek
Global Regulatory Affairs/Product Safety Director
LM Essity Hyginene and Health AB
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