EU PROHLASENI O SHODE. DT-UE-44-AEMG
ANATOMICKA ELASTICKA VLOZKA PRO STREDNE TEZKOU AZ TEZKOU INKONTINENCI. AEMG

Ed. 2023 zafi
INDAS

EU PROHLASENI O SHODE PODLE PRILOHY IV NARIZENI (EV) C. 745/2017
Laboratorios Indas, S.A.U. sidlem: P° del Club deportivo, 1 Edificio 18 Planta 12 Derecha, Parque

Empresarial La Finca, 28223 Pozuelo de Alarcon (Madrid), Spanélsko a provozem v: Ctra. Portillo a Novés,
Km 1,5 - 45519 Novés (Toledo), Spanélsko. WEB: www.indas.com

Toto EU prohlaseni o shodé je vydano na vyhradni odpovédnost vyrobce, spolecnosti Laboratorios
Indas, S.A.U.
Vyrobky uvedené v piiloze EU spliiuji pozadavky stanovené v nafizeni (EU) €. 745/2017.

EUDAMED zékladni UDI-DI:
SRN: ES-MF-000000586 | 8470004AEMGXM
8410520AEMGVE

EMDN: T04010102

Obchodni znacky: INCOPACK, INDASLIP, INCOPACK NATURE, PINGO DOCE, AMANHECER,
INDASLIP PREMIUM, INDASLIP PREMIUM PLUS, INDASLIP CLASSIC, DELIPLUS

Uroven rizika: Trida | podle nafizeni 1 pfilohy VIII nafizeni (EU) €. 745/2017
Hodnoceni shody pfiloh Il a Il

Splriuje pozadavky norem: EN ISO 15223, EN ISO 20417, EN ISO 10993-1, EN ISO 14971, ISO 11948-1,
EN ISO 15621, EN ISO 16021, UNE-153601-1, EN ISO 13485, EN ISO 14001.

Zdravotnicka licence: 4145-PS

Ucel pouziti: Pomoc pfi stfedné té7ké az t&zké inkontinenci moéi a stolice

Prohlasuje, Ze zdravotnické prostfedky uvedené v tomto prohlaSeni dosahuji urené funkéni zpusobilosti a
byly vyvinuty a vyrobeny tak, aby byly v souladu s uvedenym nafizenim a obecnymi poZadavky na
bezpec€nost a funkéni zpUsobilost, které stanovi pfiloha | uvedeného nafizeni, a jsou proto za béznych
podminek pouziti vhodné pro své ur€ené uplatnéni. Jsou bezpecné a ¢inné a neohrozuji klinicky stav ¢i
bezpecnost pacienttl ani bezpecnost a zdravi uzivatell.

Zavazuje se: Dodrzovat postupy a pInit poZzadavky stanovené v nafizeni (EU) &. 745/2017 a povinnosti
popsané v prilohach, které se vztahuji ke zvolenému postupu zabezpeCovani jakosti vyroby; a zavést
a aktualizovat systematicky postup monitorovani a dozoru po uvedeni na trh, ktery odpovida rizikové tfidé
vyrobku podle pfilohy Ill nafizeni (EU) €. 745/2017, jakoZ ipouzivat vhodné prostfedky k provadéni
nezbytnych napravnych opatfeni, véetné u€inné komunikace s pfisluSnymi organy, jakmile se dozvi
0 zavaznych udalostech a napravnych bezpeénostnich opatfenich nebo vyznamnych trendech v Cetnosti
nebo zavaznosti udalosti, a to zplisobem a ve Ihltach uvedenych v uvedeném nafizeni.

Diego Girén Fernandez INDAC
Technicky editel NDAS
Ve jménu Laboratorios Indas, S.A.U

Novés, 22-09-2023
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INDAS
Pfiloha UE
zakladni UDI-DI : 8470004AEMGXM
uDI REF
8470004713008 1820162
8470004939811 1820164
8470004713343 1820166
8470004919448 1820168
18470004714095 2820100
8470004976519 2820101
8470004714586 2820102
8470004783889 2820106
8470004800876 2820107
8470004616811 2820136
8470004893694 2820137
8470004884869 2820145
8470004617153 2820147
8470004809541 2820148
8470004809701 2820151
zakladni UDI-DI: 8410520AEMGVE

uDI REF
8410520201054 1820105
18410520201051 1820105
8410520201061 1820106
18410520201068 1820106
8410520009452 1820115
18410520009459 1820115
8410520036502 1820120
18410520036509 1820120
8410520037493 1820121
18410520037490 1820121
8410520026756 1820122
18410520006786 1820122
8410520026695 1820124
18410520000593 1820124
8410520037523 1820125
18410520037520 1820125
8410520026732 1820126
18410520006793 1820126
8410520026718 1820129
18410520000616 1820129
8410520066813 1820151
18410520066810 1820151
8410520037646 1820152

EU PROHLASENI O SHODE. DT-UE-44-AEMG

ANATOMICKA ELASTICKA VLOZKA PRO STREDNE TEZKOU AZ TEZKOU INKONTINENCI. AEMG

Ed. 2023 zafi
POPIS LOGISTIKA
INCOPACK NATURE C NOCHE T-M C80 BOX
INCOPACK NATURE C SUPER-NOCHE T-M C80 BOX
INCOPACK NATURE C NOCHE T-L C80 BOX
INCOPACK NATURE C SUPER-NOCHE T-L C80 BOX
INCOPACK ABS ELASTICO DIA T-S C80 BOX
INCOPACK ABS ELAST DIA EXTRA T-S C80 BOX
INCOPACK ABS ELASTICO NOCHE T-S C80 BOX
INCOPACK ABS ELASTICO DIA T-M C80 BOX
INCOPACK ABS ELASTICO DIAT-L C80 BOX
INCOPACK ABS ELASTICO NOCHE T-M C80 BOX
INCOPACK ABS ELASTICO NOCHE T-L C80 BOX

INCOPACK ABS ELASTICO SUPER-NOCHE T-M C80  BOX
INCOPACK ABS ELASTICO SUPER-NOCHE T-L C80  BOX
INCOPACK ABS ELASTICO NOCHE T-XL C80 BOX
INCOPACK ABS ELASTICO SUPER-NOCHE T-XL C80 BOX

POPIS LOGISTIKA
INCOPACK ABS ELASTICO SUPER-NOCHE T-L B20  Ta$ka
INCOPACK ABS ELASTICO SUPER-NOCHE T-L C80  Box

INCOPACK NATURE ELASTICO DIA T-S B20 TASKA
INCOPACK NATURE ELASTICO DIA T-S C80 BOX
INCOPACK ABS ELASTICO NOCHE T-L B20 TASKA
INCOPACK ABS ELASTICO NOCHE T-L C80 BOX

INCOPACK NATURE ELASTICO NOCHE T-S B20 TASKA
INCOPACK NATURE ELASTICO NOCHE T-S C80 BOX

INCOPACK NATURE ABS DIA T-M B20 TASKA
INCOPACK NATURE ABS DIA T-M C80 BOX
INCOPACK NATURE NOCHE T-M B20 TASKA
INCOPACK NATURE NOCHE T-M C80 BOX
INCOPACK NATURE SUPER-NOCHE T-M B20 TASKA
INCOPACK NATURE SUPER-NOCHE T-M C80 BOX
INCOPACK NATURE ABS DIA T-L B20 TASKA
INCOPACK NATURE ABS DIA T-L C80 BOX
INCOPACK NATURE SUPER-NOCHE T-L B20 TASKA
INCOPACK NATURE SUPER-NOCHE T-L C80 BOX
INCOPACK NATURE NOCHE T-L B20 TASKA
INCOPACK NATURE NOCHE T-L C80 BOX

INCOPACK ELASTICO SUPER-NOCHE T-XXL B20 TASKA
INCOPACK ELASTICO SUPER-NOCHE T-XXL C80 BOX
INCOPACK NATURE ABS MAXI T-XL B20 TASKA
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EU PROHLASENI O SHODE. DT-UE-44-AEMG
ANATOMICKA ELASTICKA VLOZKA PRO STREDNE TEZKOU AZ TEZKOU INKONTINENCI. AEMG

INDAS Ed. 2023 zafi
uDI REF POPIS LOGISTIKA
18410520037643 1820152 INCOPACK NATURE ABS MAXI T-XL C80 BOX
8410520026718 1820166 INCOPACK NATURE C NOCHE T-L C80 BOX
8410520026732 1820168 INCOPACK NATURE C SUPER-NOCHE T-L C80 BOX
18410520055067 2820091 INCOPACK ABS ELASTICO NOCHE T-S (M) C60 BOX
8410520029276 2820121 INCOPACK ABS ELASTICO DIA T-XP (M) B1 TASKA
18410520029273 2820121 INCOPACK ABS ELASTICO DIA T-XP (M) C60 BOX
8410520067599 2820152 INCOPACK ELASTICO DIA T-M (M) B1 TASKA
18410520056408 2820152 INCOPACK ELASTICO DIA T-M (M) C40 BOX
8410520067612 2820153 INCOPACK ELASTICO NOCHE (M) T-M B1 TASKA
18410520067619 2820153 INCOPACK ELASTICO NOCHE (M) T-M C40 BOX

8410520067636 2820154 INCOPACK ELASTICO SUPER-NOCHE (M) T-M B1 TASKA
18410520067633 2820154 INCOPACK ELASTICO SUPER-NOCHE (M) T-M C40  BOX

8410520067650 2820155 INCOPACK ELASTICO DIA (M) T-L B1 TASKA
18410520067657 2820155 INCOPACK ELASTICO DIA (M) T-L C40 BOX
8410520067674 2820156 INCOPACK ELASTICO NOCHE (M) T-L B1 TASKA
18410520067671 2820156 INCOPACK ELASTICO NOCHE (M) T-L C40 BOX

8410520067698 2820157 INCOPACK ELASTICO SUPER-NOCHE (M) T-L B1 TASKA
18410520067695 2820157 INCOPACK ELASTICO SUPER-NOCHE (M) T-LC40  BOX
8410520067711 2820158 INCOPACK ELASTICO NOCHE (M) T-XL B1 TASKA
18410520067718 2820158 INCOPACK ELASTICO NOCHE (M) T-XL C40 BOX
8410520067735 2820159 INCOPACK ELASTICO SUPER-NOCHE (M) T-XLB1 ~ TASKA
18410520067732 2820159 INCOPACK ELASTICO SUPER-NOCHE (M) T-XL C40  BOX
8410520028620 2820171 INCOPACK ABS ELASTICO DIA T-S (M) B1 TASKA
18410520028627 2820171 INCOPACK ABS ELASTICO DIA T-S C60 BOX

zékladni UDI-DI: 8410520AEMGVE

ubDI REF POPIS LOGISTIKA
8410520040554 3834163 INDASLIP PREMIUM S7 B20 TASKA
18410520040551 3834163 INDASLIP PREMIUM S7 C80 BOX
8410520040592 3834164 INDASLIP PREMIUM M7 B20 TASKA
18410520040599 3834164 INDASLIP PREMIUM M7 C80 BOX
8410520043722 3834165 INDASLIP PREMIUM M8 B20 TASKA
18410520043729 3834165 INDASLIP PREMIUM M8 C80 BOX
8410520040639 3834166 INDASLIP PREMIUM M9 B20 TASKA
18410520040636 3834166 INDASLIP PREMIUM M9 C80 BOX
8410520040653 3834167 INDASLIP PREMIUM M10 B20 TASKA
18410520040650 3834167 INDASLIP PREMIUM M10 C80 BOX
8410520040677 3834168 INDASLIP PREMIUM M10 + B20 TASKA
18410520040674 3834168 INDASLIP PREMIUM M10 + C80 BOX
8410520040691 3834169 INDASLIP PREMIUM L7 B20 TASKA
18410520040698 3834169 INDASLIP PREMIUM L7 C80 BOX
8410520043746 3834170 INDASLIP PREMIUM L8 B20 TASKA
18410520043743 3834170 INDASLIP PREMIUM L8 C80 BOX
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EU PROHLASENI O SHODE. DT-UE-44-AEMG
ANATOMICKA ELASTICKA VLOZKA PRO STREDNE TEZKOU AZ TEZKOU INKONTINENCI. AEMG

INDAS Ed. 2023 zari
upl REF POPIS LOGISTIKA
8410520040738 3834171 INDASLIP PREMIUM L9 B20 TASKA
18410520040735 3834171 INDASLIP PREMIUM L9 C80 BOX
8410520040752 3834172 INDASLIP PREMIUM L10 B20 TASKA
18410520040759 3834172 INDASLIP PREMIUM L10 C80 BOX
8410520040776 3834173 INDASLIP PREMIUM L10 + B20 TASKA
1841052004073 3834173 INDASLIP PREMIUM L10 + C80 BOX
8410520040790 3834174  INDASLIP PREMIUM XL9 B20 TASKA
18410520040797 3834174 INDASLIP PREMIUM XL9 C80 BOX
8410520040813 3834175  NDASLIP PREMIUM ABS XL10 B20 TASKA
18410520040810 3834175  INDASLIP PREMIUM ABS XL10 C80 BOX
8410520040837 3834176  INDASLIP PREMIUM XL10 + B20 TASKA
18410520040834 3834176 INDASLIP PREMIUM XL10 + C80 BOX
4841052004081 3834184 INDASLIP PREMIUM XL10 CZ C80 BOX
zakladni UDI-DI: 5607047AEMGYB
upl REF POPIS LOGISTIKA
5607047007983 3866728  PINGO DOCE ABS SLIP T-M B20 TASKA
15607047007980 3866728  PINGO DOCE ABS SLIP T-M C80 BOX
5607047007990 3866729  PINGODOCE ABS SLIP GRANDE B20 TASKA
15607047007997 3866729  PINGODOCE ABS SLIP GRANDE C80 BOX
5607047012239 3866755  PINGO DOCE BRIEF BONUS PACK T-M B20+8 TASKA
15607047012236 3866755  PINGO DOCE BRIEF BONUS PACK T-M C80+8 BOX
5607047012246 3866756  PINGO DOCE BRIEF BONUS PACK T-L B20+8 TASKA
15607047012243 3866756 PINGO DOCE BRIEF BONUS PACK T-L C80+8 BOX
zakladni UDI-DI: 56012270AEMGED
upl REF POPIS LOGISTIKA
5601227022247 3873901  AMANHECER FRALDA INCO SLIP T-M B20 TASKA
1560122702244 3873901  AMANHECER FRALDA INCO SLIP T-M C80 BOX
5601227022254 3873902  AMANHECER FRALDA INCO SLIP SUPER B20 TASKA
1560122702251 3873902  AMANHECER FRALDA INCO SLIP SUPER C80 BOX
zakladni UDI-DI: 8480000AEMGWY
upl REF POPIS LOGISTIKA
8480000862228 3876114  DELIPLUS PANALES MEDIANA B20 TASKA
1848000862225 3876114  DELIPLUS PANALES MEDIANA C80 BOX
8480000862235 3876115 DELIPLUS PANALES GRANDE B20 TASKA
1848000862232 3876115  DELIPLUS PANALES GRANDE C80 BOX
8480000862211 3876116  DELIPLUS PANALES JUNIOR +25KGB20 | TASKA

18480000862218 3876116 DELIPLUS PANALES JUNIOR +25 KG C80  BOX
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