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DEKLARACJA ZGODNOSCIWE

Aneks II wylaczajgc (4) Dyrektywy 93/42/EWG:
Zgodnie z Certyfikatem WE nr G1 047402 0083
wystawionym przez Jednostks Notyfikowang TUV Sid Product Service GmbH,
Ridlerstrasse 65, 80339 Munich, Germany, CE 0123

Zestawy do podaizy diet dojelitowo i akcesoria
{Nazwa produktu)

Patrz zalgczona lista
(Numer artykuhz)

KlasaIla
My,

Fresenius Kabi AG
61346 Bad Homburg, Germany

wytworca produktow, o ktérych mowa powyzej, niniejszym oswiadczamy na naszg wylgczng odpowiedzialnoé,
ze rzeczone produktu sg zgodne ze wszystkimi odnosnymi postanowieniami Dyrektywy 93/42/EWG wraz ze
zmianami wprowadzonymi na mocy Dyrektywy 2007/47/WE oraz z przepisami wprowadzajacymi rzeczone
postanowienia w ramach przepisow praw krajowych. Produkty spelniajg zasadnicze wymagania Aneksu I,
dalszych majacych zastosowanie norm i/lub innych dokumentow normatywnych, wymienionych w odnoéne;j
dokumentacji technicznej. Calo$é¢ dokumentacji pomocniczej przechowywana jest w siedzibie wytworcy.

Data 1 miejsce wystawienia: Bad Hersfeld, dnia 29.04.2021

Nazwisko (wielkimi literami), stanowisko i podpis osoby upowaznionej: Britta Heyne, Sprawy Regulacyjne
{podpis odreczny: i.v B. Heyne]

Niniejszy dokument zachowuje wazno$é od dnia wystawicnia oryginalnego dokumentu do dnia zmiany
produktu.

Data wygasnigcia waznoscei Certyfikatu: 26 maja 2024
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Lista Zestawéw do podaiy diet dojelitowo wraz z akcesoriami

7751047 APPLIX Standard Pump Set

7751690 Amika - Pump Set VarioLine

7751691 APPLIX Smart/Vision Pump Set VarioLine

7751692 APPLIX Smart/Vision Pump Set VarioLine, ENLock
7751693 APPLIX Smart/Vision Pump Set VarioLine

7751694 APPLIX Smart/Vision Pump Set VarioLine

7751696 APPLIX Smart/Vision Pump Set VarioLine

7751697 [Amika - Pump Set VarioLine, ENLock

7751698 Amika - Pump Set VarioLine (UK)

7751710 APPLIX Smart/Vision Pump Set Bag, ENLock

7751711 APPLIX Smart/Vision Pump Set Bag

7751713 Applix Smart/Vision Pump Set Bag with caps

7751714 APPLIX Smart/Vision Pump Set Bag 1500 ml (UK)
7751715 Amika - Pump Set Bag Set (UK)

7751729 Amika - Pump Set EasyBag

7751731 APPLIX Smart/Vision Pump Set EasyBag

7751732 APPLIX Smart/Vision Pump Set FasyBag, ENLock
17751733 Amika - Pump Set EasyBag, ENLock

7751736 APPLIX Smart/Vision Pump Set Bag mobile

7751737 APPLIX Smart/Vision Pump Set Bag mobile, ENLock
7751738 Amika - Pump Set Bag Set mobile, ENLock

7751743 Amika - Pump Set Bag Set

7751745 Amika - Pump Set Bag Set mobile

7751780 |Amika - Pump Set EasyBag mobile (UK)

7751781 APPLIX Smart/Vision Pump Set EasyBag mobil

7751782 APPLIX Smart/Vision Pump Set EasyBag mobile, ENLock
7751783 APPLIX Smart/Vision Pump Set EasyBag mobile (UK)
7751784 Amika - Pump Set EasyBag mobile, ENLock

7751805 Amika - Pump Set EasyBag, ENLock, ENPlus

7751806 Amika - Pump Set EasyBag mobile, ENLock, ENPlus
7751808 Amika - Pump Set VarioLine, ENLock, ENPlus

7751809 Amika - Pump Set Bag Set, ENLock

7751810 Amika - Pump Set EasvBag mobile

7751812 APPLIX Smart/Vision Pump Set EasyBag, ENLock, ENPlus
(7751813 APPLIX Smart/Vision Pump Set EasyBag mobile, ENLock, ENPlus
7751814 APPLIX Smart/Vision Pump Set VarioLine Comfort, ENLock, ENPlus
7751815 APPLIX Smart/Vision Pump Set VarioLine, ENLock, ENPIus
7751825 Amika - Pump Set VarioLine Comfort, ENLock, ENPIus
7751826 Amika - Pump Set EasyBag, ENPlus, ENLock

(7751827 Amika - Pump Set Two Line EasyBag, ENPlus
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Lista Zestawow do podaky diet dojelitowo wraz z akcesoriami

7751828 Amika - Pump Set EasyBag mobile, ENPlus

7751829 Amika - Pump Set VarioLine, ENPIus

7751830 Amika - Pump Set VarioLine Comfort

7751832 Amika - Pump Set Two Line EasyBag

7751833 Amika - Pump Set EasyBag, step adapter

7751834 Amika - Pump Set EasyBag, step adapter, ENPlus

7751843 Amika - Pump Set EasyBag mobile, step adapter

7751844 Amika - Pump Set EasyBag mobile, step adapter, ENPIus

7751846 APPLIX Smart/Vision Pump Set TwoLine EasyBag, ENPlus

7751847 APPLIX Smart/Vision Pump Set EasyBag, ENPlus

7751848 APPLIX Smart/Vision Pump Set EasyBag mobile, ENPlus

7751849 APPLIX Smart/Vision Pump Set VarioLine, ENPIus

7751850 APPLIX Smart/Vision Pump Set EasyBag with cover, ENPlus

7751855 APPLIX Smart/Vision Pump Set EasyBag, step adapter, ENPlus (ELAMA)

7751856 APPLIX Smart/Vision Pump Set EasyBag mobile, step adapter, ENPIus (ELAMA)

7751900 Amika EasyBag, ENPlus, ENFit

7751902 [Amika Varioline, ENPIus, ENFit

7751903 Amika TwoLine EasyBag, ENPlus, ENFit

7751904 Amika Varioline Comfort, ENPIus, ENFit

7751905 Amika EasyBag mobile, ENPIus, ENFit

7751906 Amika Bag mobile, ENFit

7751907 Amika Pump Set EasyBag, universal, ENPlus, ENFit

7751908 Amika Pump Set Bag, universal ENFit

7751909 Amika Pump Set Varioline, ENFit universal

7751910 Amika Pump Set TwoLine Easybag, ENFit universal

7751913 Amika Pump Set Bag mobile, ENFit universal

7751914 Amika Bag with cover, ENFit

7751915 Amika Bag mobile with cover, ENFit

7751916 Amika EasyBag mobile with cover, ENFit

7751917 Amika EasyBag with cover, ENFit

7751918 Amika EasyBag non med port with cover, ENFit

7751919 Amika Varioline with cover, ENFit

7751923 Applix Smart/Vision Bag, ENFit

7751924 Applix Smart/Vision Varioline, ENFit

7751925 Applix Smart/Vision TwoLine EasyBag, ENFit

7751926 Applix Smart/Vision Varioline Comfort, ENFit

7751927 Applix Smart/Vision EasyBag mobile, ENFit

7751928 Applix Smait/Vision Bag mobile, ENFit

7751929 Applix Smart/Vision EasyBag with cover, ENFit

7751930 Applix Smart/Vision non med port with cover, ENFit
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Lista Zestawow do podazy diet dojelitowo wraz z akcesoriami

ArtileCode ~ [article Name _ :
7751932 Applix Smart/Vision Varioline with cover, ENFit
7751933 Applix Smart/Vision Bag with cover, ENFit
7751934 |Applix Smart/Vision Bag mobile with cover, ENFit
(7751935 Applix Smart/Vision TwoLine EasyBag with cover, ENFit
7751943 Applix Smart/Vision Pump Set EasyBag, ENFit universal
7751944 Applix Smart/Vision Pump Set EasyBag with cover, ENFit universal
7751943 Applix Smart/Vision Pump Set Bag, ENFit universal
7751946 |Applix Smart/Vision Pump Set Varioline, ENFit universal
7751947 Applix Smart/Vision Pump Set TwoLine EasyBag, ENFit universal
7751948 Applix Smart/Vision Pump Set Varioline Comfort, ENFit universal
7751949 Applix Smart/Vision Pump Set EasyBag mobile, ENFit universal
7751950 /Applix Smart/Vision Pump Set Bag mobile, ENFit universal
7751956 [Amika Bag, ENFit
7751994 Amika TwoLine EasyBag with cover, ENFit
7751995 Applix Smart/Vision FasvBag, ENFit
7751996 Applix Smart/Vision EasyBag mobile with cover, ENFit
7751998 Amika Pump Set Varioline Comfort, ENPIus, ENFit universal
7751999 [Amika Pump Set EasyBag mobile, ENFit universal
17752045 APPLIX Smart/Vision Pump Set Bag mobile (UK)
7752046 Amika - Pump Set Bag Set mobile (UK)
7752051 IAPPLIX Smart/Vision Pump Set EasyBag with cover
7752053 APPLIX Smart/Vision Pump Set EasvBag (UK)
7752054 Amika - Pump Set EasyBag (UK)
7752055 APPLIX Smart/Vision Pump Set EasyBag
7752085 Amika - Pump Set EasyBag. ENPlus (UK)
7752086 lAmika - Pump Set EasyBag, ENPlus (UK)
7752087 Amika - Pump Set EasyBag mobile, ENPlus (UK)
7752088 Amika - Pump Set VarioLine, ENPlus (UK)
7752089 ‘Amika Pump Set Two Line EasyBag, ENPIus UK
7752102 APPLIX Smart/Vision Pump Set EasyBag, ENPIus (UK)
7752103 APPLIX Pump Set Easy Bag, ENPlus (UK)
7752104 APPLIX Pump Set EasyBag mobile, ENPlus (UK)
7752105 APPLIX Pump Set VarioLine, ENPlus (UK)
7752106 APPLIX Smart/Vision Pump Set Two Line EasyBag, ENPlus (UK)
7752311 IAPPLIX Smart/Vision Pump Set Y-EasyBag
7752316 APPLIX Smart/Vision Pump Set Y-EasyBag (UK)
7755692 ENContainer Adapter
7980281 Giving Set Extention
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Lista Zestawow do podazy diet dojelitowo wraz z akcesoriami

7980282 Giving Set Extention, 100 cm, ENLock
7981411 Freka L Connection
7981421 Freka Verbindung T
7981838 Freka Dual Port Connection, ENFit
79898592 Amika - Pump Set Tubing-connection (Japan)
7989893 APPLIX Pump Set Tubing Connection
7989894 IAPPLIX Pump Set Tubing Connection
7989951 Freka Dual Port Connector
7989958 Applix Smart/Vision Pump Set DuoLine VarioLine Comfort, ENLock
7989961 APPLIX DuoLine Pump Set Vario Comfort
7989962 APPLIX Smart/Vision Pump Set EasyBag Comfort, ENLock
7989992 Amika - Pump Set Bag (Japan)
7989994 APPLIX Pump Set Bag (Japan)
7751690AP /Amika - Pump Set VarioLine
7751691AP APPLIX Smart/Vision Pump Set VarioLine (China)
7751691CN APPLIX Smart/Vision Pump Set VarioLine, China
7751691CNAP APPLIX Smart/Vision Pump Set VarioLine, China
77516918 A EQUIPO ENTERAL Equipo Applix Smart Varioline
7751715T /Amika Pump Set Bag, ENFit universal
7751731E APPLIX Smart/Vision Pump Set EasyBag (ELAMA)
T75173ISA EQUIPO ENTERAL Equipo Applix Smart EasyBag
7751781E APPLIX Smart/Vision Pump Set EasyBag mobile (ELAMA)
7751830AP Amika - Pump Set Varioline Comfort
77519438 A EQUIPO ENTERAL Equipo Applix Smart/Vision EasyBag
77519468 A EQUIPO ENTERAL Equipo Applix Smart/Vision Varioline
7752085T |Amika Pump Set EasyBag, ENFit universal
775593W Freka Extention Set, 30 em
798193W [Freka Extention Set, 30 cm
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Ja, thumacz przysiegly jezyka angielskiego, Aneta Robakowska, wpisana na liste thimaczy przysieglych
prowadzong przez Ministra Sprawiedliwosci pod numerem TP/30/07, zaswiadczam zgodnosé
niniejszego Humaczenia z okazanym oryginalnym dokumentem w jezyku angielskim.

[Bydgoszcz, 23/08/2021] Repertorium 57/2021
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