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E U  D E C L A R A T I O N  O F  C O N F O R M I T Y  

 
 

Annex IV of Medical Device Regulation (EU) 2017/745  

 

Enteral class I 

 

Refer to attachment  

(Product name) 

 

Refer to attachment 

(article number, serial number/batch number – if applicable) 

 

Device classification according to Annex VIII, clause 4.2, rule 2 / clause 4.1, rule 1 

 

Class I 

 

 

We  

 
Fresenius Kabi AG, Else-Kröner-Str. 1 

61352 Bad Homburg, Germany 

Single Registration Number (SRN): DE-MF-000009273  

 

manufacturer of the above products, hereby declare under our sole responsibility for this 

Declaration of Conformity that the referenced products comply with all relevant provisions of 

the Medical Device Regulation 2017/745 and any other relevant Union legislation that provides 

for the issuing of this EU Declaration of Conformity. The products comply with the general 

safety and performance requirements of Annex I, further applicable standards and/or other 

normative documents as listed in the applicable technical documentation. All supporting 

documentation is kept under the premises of the manufacturer. 

 

Ebersburg, 15.04.2024             Dr. Sandra Leipold,   

                                              Sr. Manager RA 

________________________________________________________________ 
Place and date of issue/  Name (printed letters), position and signature of authorized person/ 
 
 

Valid starting with the original date of the document until product change 
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A t t a c h m e n t  t o  E U  D E C L A R A T I O N  O F  C O N F O R M I T Y  

 

 
E n t e r a l  c l a s s  I  

 

 

Article Number Product Name Basic UDI-DI 

7981382 Freka® Repair Set for Freka® PEG FR 9, ENFit 

42502737NEN60011x000000RZ 

7981383 Freka® Repair Set for Freka® PEG FR 15, ENFit 

7981384 Freka® Repair Set for Freka® PEG FR 20, ENFit 

M90800400 Repair Set for Freka® PEG Pro FR 12  

M90800401 Repair Set for Freka® PEG Pro FR 14 

M90800402 Repair Set for Freka® PEG Pro FR 16 

M90800403 Repair Set for Freka® PEG Pro FR 20 

7981385 Freka® Connector for Freka® PEG FR 9, ENFit 

7981386 Freka® Connector for Freka® PEG FR 15, ENFit 

7981387 Freka® Connector for Freka® PEG FR 20, ENFit 

M90800490 Connector for Freka® PEG Pro FR 12, ENFit 

M90800491 Connector for Freka® PEG Pro FR 14, ENFit 

M90800492 Connector for Freka® PEG Pro FR 16, ENFit 

M90800493 Connector for Freka® PEG Pro FR 20, ENFit 

7751701 Freka® Tube Clamp for Freka® PEG CH/FR 9 and CH/FR 15 

M90800460 
Freka® Tube Clamp for FR 12  
Freka® Tube Clamp for FR 14  

M90800461 Freka® Tube Clamp for FR 16  
Freka® Tube Clamp for FR 20 

7751541 Freka® Fixation Plate for Freka® PEG FR 20 

7903002 Freka® Fixation Plate for Freka® PEG FR 9 

7904002 Freka® Fixation Plate for Freka® PEG FR 15 

M90800430 Fixation Plate for Freka® PEG Pro FR 12  

M90800431 Fixation Plate for Freka® PEG Pro FR 14 

M90800432 Fixation Plate for Freka® PEG Pro FR 16 

M90800433 Fixation Plate for Freka® PEG Pro FR 20 

7981388 Freka® Repair Set for Freka® FCJ, ENFit 

7981389 Freka® Click Adaptor FR 9 for PEG FR 15, ENFit 

7981390 Freka® Click Adaptor FR 12 for PEG FR 20, ENFit 

7981394 Freka® Y-Connector for Freka® PEG FR 15/9, ENFit 

7981396 Freka® Y-Connector for Freka® PEG FR 20/12, ENFit 

M90800352 Freka® Y Connector for PEG FR 15/9, 2xENFit 

M90800354 Freka® Y Connector for PEG FR 20/12, 2xENFit 

M90800374 Freka® Y Connector Freka PEG FR 16/9, ENFit 

M90800375 Freka® Y Connector for PEG FR 16/9, 2xENFit 

7981367 Insert for Freka® GastroTube FR 15, ENFit 
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Article Number Product Name Basic UDI-DI 

7755695 Freka® Universal Funnel Adaptor, ENFit 

42502737NEN60011x000000RZ 

7981365 Freka® Adaptor LL-ENFit 

7981366 Freka® Connect Adaptor ENFit-LL 

7981376 Freka® ENFit/ENLock Step Adaptor 

7981377 Freka® MediAdaptor ENFit-LL 

7981403 Freka® Cap ENFit / ProNeo 

7981907 Freka® Tape for Tube Fixation 

7981908 ProNeo Plaster 
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE  

From time to time, Fresenius Kabi Deutschland GmbH (CFR Part 11) (we, us or Company) may 
be required by law to provide to you certain written notices or disclosures. Described below are 
the terms and conditions for providing to you such notices and disclosures electronically through 
the DocuSign system. Please read the information below carefully and thoroughly, and if you can 
access this information electronically to your satisfaction and agree to this Electronic Record and 
Signature Disclosure (ERSD), please confirm your agreement by selecting the check-box next to 
‘I agree to use electronic records and signatures’ before clicking ‘CONTINUE’ within the 
DocuSign system. 

 
Getting paper copies  

At any time, you may request from us a paper copy of any record provided or made available 
electronically to you by us. You will have the ability to download and print documents we send 
to you through the DocuSign system during and immediately after the signing session and, if you 
elect to create a DocuSign account, you may access the documents for a limited period of time 
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to 
send you paper copies of any such documents from our office to you, you will be charged a 
$0.00 per-page fee. You may request delivery of such paper copies from us by following the 
procedure described below. 

 
Withdrawing your consent  

If you decide to receive notices and disclosures from us electronically, you may at any time 
change your mind and tell us that thereafter you want to receive required notices and disclosures 
only in paper format. How you must inform us of your decision to receive future notices and 
disclosure in paper format and withdraw your consent to receive notices and disclosures 
electronically is described below. 

 
Consequences of changing your mind  

If you elect to receive required notices and disclosures only in paper format, it will slow the 
speed at which we can complete certain steps in transactions with you and delivering services to 
you because we will need first to send the required notices or disclosures to you in paper format, 
and then wait until we receive back from you your acknowledgment of your receipt of such 
paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to 
receive required notices and consents electronically from us or to sign electronically documents 
from us. 

 
All notices and disclosures will be sent to you electronically  

Electronic Record and Signature Disclosure created on: 4/5/2022 8:39:41 PM
Parties agreed to: Sandra Leipold



Unless you tell us otherwise in accordance with the procedures described herein, we will provide 
electronically to you through the DocuSign system all required notices, disclosures, 
authorizations, acknowledgements, and other documents that are required to be provided or made 
available to you during the course of our relationship with you. To reduce the chance of you 
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required 
notices and disclosures to you by the same method and to the same address that you have given 
us. Thus, you can receive all the disclosures and notices electronically or in paper format through 
the paper mail delivery system. If you do not agree with this process, please let us know as 
described below. Please also see the paragraph immediately above that describes the 
consequences of your electing not to receive delivery of the notices and disclosures 
electronically from us. 

 
How to contact Fresenius Kabi Deutschland GmbH (CFR Part 11):  

You may contact us to let us know of your changes as to how we may contact you electronically, 
to request paper copies of certain information from us, and to withdraw your prior consent to 
receive notices and disclosures electronically as follows: 
To contact us by email send messages to: docusign.globaladmin@fresenius-kabi.com 

 
To advise Fresenius Kabi Deutschland GmbH (CFR Part 11) of your new email address  

To let us know of a change in your email address where we should send notices and disclosures 
electronically to you, you must send an email message to us at docusign.globaladmin@fresenius-
kabi.com and in the body of such request you must state: your previous email address, your new 
email address.  We do not require any other information from you to change your email address.  

If you created a DocuSign account, you may update it with your new email address through your 
account preferences.  

 
To request paper copies from Fresenius Kabi Deutschland GmbH (CFR Part 11)  

To request delivery from us of paper copies of the notices and disclosures previously provided 
by us to you electronically, you must send us an email to docusign.globaladmin@fresenius-
kabi.com and in the body of such request you must state your email address, full name, mailing 
address, and telephone number. We will bill you for any fees at that time, if any. 

 
To withdraw your consent with Fresenius Kabi Deutschland GmbH (CFR Part 11)  

To inform us that you no longer wish to receive future notices and disclosures in electronic 
format you may: 



i. decline to sign a document from within your signing session, and on the subsequent page, 
select the check-box indicating you wish to withdraw your consent, or you may; 

ii. send us an email to docusign.globaladmin@fresenius-kabi.com and in the body of such 
request you must state your email, full name, mailing address, and telephone number. We do not 
need any other information from you to withdraw consent..  The consequences of your 
withdrawing consent for online documents will be that transactions may take a longer time to 
process.. 

 
Required hardware and software  

The minimum system requirements for using the DocuSign system may change over time. The 
current system requirements are found here: https://support.docusign.com/guides/signer-guide-
signing-system-requirements.  

 
Acknowledging your access and consent to receive and sign documents electronically  

To confirm to us that you can access this information electronically, which will be similar to 
other electronic notices and disclosures that we will provide to you, please confirm that you have 
read this ERSD, and (i) that you are able to print on paper or electronically save this ERSD for 
your future reference and access; or (ii) that you are able to email this ERSD to an email address 
where you will be able to print on paper or save it for your future reference and access. Further, 
if you consent to receiving notices and disclosures exclusively in electronic format as described 
herein, then select the check-box next to ‘I agree to use electronic records and signatures’ before 
clicking ‘CONTINUE’ within the DocuSign system. 

By selecting the check-box next to ‘I agree to use electronic records and signatures’, you confirm 
that: 

 You can access and read this Electronic Record and Signature Disclosure; and 
 You can print on paper this Electronic Record and Signature Disclosure, or save or send 

this Electronic Record and Disclosure to a location where you can print it, for future 
reference and access; and 

 Until or unless you notify Fresenius Kabi Deutschland GmbH (CFR Part 11) as described 
above, you consent to receive exclusively through electronic means all notices, 
disclosures, authorizations, acknowledgements, and other documents that are required to 
be provided or made available to you by Fresenius Kabi Deutschland GmbH (CFR Part 
11) during the course of your relationship with Fresenius Kabi Deutschland GmbH (CFR 
Part 11). 
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