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EC DECLARATION OF CONFORMITY

Manufacturer: Torunskie Zaklady Materialéw Opatrunkowych S.A. (TZMO S.A.)
Address: Torun, ul. Zétkiewskiego 20/26, POLAND
Product: SENI CLASSIC, SENI CLASSIC PLUS, SENI CLASSIC TRIO, SENI
CLASSIC QUATRO
ALL-IN-ONE DIAPERS

Type/model/version: extra small (XS), small (S), medium (M), large (L), extra large (XL)

Classification: ) |

Scope: the above mentioned product conforms to the Essential Requirements listed
in Annex I and requirements of Declaration of Conformity listed in Annex VII
of Council Directive 93/42/EEC concerning Medical Devices ( date of issue:
14.06.1993 with further amendments).

The above mentioned product conforms to the following harmonised standards:
PN EN ISO 15223-1:2012

PN EN ISO 14971:2012

PN EN 1041+A1:2013

TZMO S.A. is registered to ISO 9001:2008, certificate No PL0O04974/P and ISO 13485:2003,
certificate No PLO04973.

Torun, April 5t 2017
{(place and date of issue)
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(signature) (signature)
Piotr Kowalski arostaw Kuzel
(full name) (full name)
Member of the Board TZMO SA Member of the Board TZMO SA

(position) (position)



Preklad z anglického jazyka
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ES PROHLASENI O SHODE

Vyrobee: Torunskie Zaklady Materialéw Opatrunkowych S.A. (TZMO S.A))

Adresa: Torun, ul. Zolkiewskiego 20/26, POLSKO

Vyrobek: SENI CLASSIC, SENI CLASSIC PLUS, SENI CLASSIC TRIO, SENI
CLASSIC QUATRO

PLENKOVE KALHOTKY ALL-IN-ONE

Typ /model / verze: cxtra malé (XS). malé (S). stfedni (M). velké (L). extra velké (XL)
Klasifikace: |

Rozsah: vySe uvedeny vyrobek spliuje zakladni pozadavky uvedené v Piiloze 1 a pozadavky
Prohlaseni o shodé¢ uvedené v Priloze VII smérice Rady 93/42/EHS o zdravotnickych
prostiedeich (datum vydani: 14.06. 1993 ve znéni piedpisa pozdéjsich).

VySe uvedeny vyrobek vyhovuje nasledujicim harmonizovanym normam:
PN ENISO 15223-1:2012

PN EN ISO 14971:2012

PN EN 1041 + A1:2013

Spole¢nost TZMO S AL je certifikovana podle 1SO 9001:2008. osvéd&eni ¢. PL0O04974/P a 1SO
13485:2003. osveédeeni ¢. PLO04973.

Torun, 5. dubna 2017
(misto a datim vydani)

Podpis necitelny Podpis neéitelny

(podpis) (podpis)

Jaroslaw Kuzel
(celé jmeno)

Piotr Kowalski
(celé jméno)

Clen piedstavenstva TZMO SA Clen predstavenstva TZMO SA
(funkee) (funkce)



Tlumoc¢nicka dolozka

Jako tlumo¢nice jazyka ¢eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem pripojené listiny.

Tlumognicky ukon je zapsén v deniku pod pof. ¢&. y gj‘p dne OL/'} 6; 2017.

Translator’s Clause:

As a certified translator to English appointed by the decision of the Regional Court in Prague on November 15,

1991, file. No. Spr. 698/91, [ hereby certify that my translation corresponds with the original attached document.

The translation is recorded in the translator’s book of records under No. / on ’ 2017.
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Tlumoc¢nice /  Translator







