
ECHIPAMED 
P    L    U    S 

Moldova, MD - 2001, Chisinau, str. Valea Trandafirilor 24 “B”, of. 2-7 
tel. +373 (22) 234 349, 234 225; fax +373 (22) 234 225 
e-mail: office@echipamed.com, info@echipamed.com 

 
Nr. F/N 
din 17.09.2023 

Către Agenția Medicamentului 
și Dispozitivelor Medicale 

Notificare 
pentru înregistrarea dispozitivelor medicale în Registrul de stat 

al dispozitivelor medicale 
 

Solicitantul „Echipamed-Plus” SRL, cu sediul str. Valea Trandafirilor 24B, of.80, MD-2001, 
mun. Chișinău, Republica Moldova, tel./fax: 022 23-42-25, e-mail: office@echipamed.com, solicit 
înregistrarea în Registrul de stat al dispozitivelor medicale a următoarelor categorii şi tipuri de 
dispozitive medicale pentru introducerea și punerea la dispoziție pe piață a: 
 

Nr Nr. Cat. Denumire Denumire comercială Model 
1 MP01840 Catheter Mounts ErgoStar ErgoStar CM 40 
2 MP01845 Catheter Mounts ErgoStar ErgoStar CM 45 

 

Se anexează următoarele acte: 
1. Declarații de conformitate CE. 
2. Declarații de la producător privind desemnarea reprezentantului. 
3. Declarație pe proprie răspundere. 

 

Data     17.09.2023                                                  Semnătura __________________  
 

Tabelul de recepționare a notificării 
(se completează de către Agenție în momentul depunerii notificării de către solicitant) 

 

Comentarii cu privire la acceptul/refuzul 
recepționării notificării, inclusiv motivul refuzului 

 
 
 

Data/nr. de ordine atribuit notificării de către 
Agenție (în cazul acceptării recepționării) 

 
 
 

Numele, prenumele, funcția persoanei responsabile 
de recepționarea dosarului 

 
 
 

Semnătura persoanei responsabile  
 
 

 

 

mailto:eoffice@chipamed@mdl.net
mailto:info@echipamed


ECHIPAMED 
P    L    U    S 

Moldova, MD - 2001, Chisinau, str. Valea Trandafirilor 24 “B”, of. 2-7 
tel. +373 (22) 234 349, 234 225; fax +373 (22) 234 225 
e-mail: office@echipamed.com, info@echipamed.com 

 
Nr. F/N  
din 17.09.2023 

Către Agenția Medicamentului 
și Dispozitivelor Medicale 

 

Declarație pe proprie răspundere 
 

Solicitant: „Echipamed-Plus” SRL, cu sediul str. Valea Trandafirilor 24B, of.80, MD-2001, 
mun. Chișinău, Republica Moldova, tel./fax: 022 23-42-25, e-mail: office@echipamed.com, declar 
pe proprie răspundere, cunoscînd prevederile art. 3521, Codul Penal al Republicii Moldova cu 
privire la falsul în declarații, că documentele și datele furnizate pentru notificare dispozitivului 
medical: 
 

Nr Nr. Cat. Denumire Denumire comercială Model 
1 MP01840 Catheter Mounts ErgoStar ErgoStar CM 40 
2 MP01845 Catheter Mounts ErgoStar ErgoStar CM 45 

 
 

Sunt autentice și corespund realității. 
 

 
Director Valeriu Iurchevici  

 
 

Semnătura __________________  

 

mailto:eoffice@chipamed@mdl.net
mailto:info@echipamed


Nr.
Numărul de 

catalog (referință)
Denumire generică (denumirea dispozitivului)

Denumire comercială 
(brand)

Modelul
Cod 

GMDN
Clasa 

dispozitivului

1 MP01840 Catheter Mounts ErgoStar ErgoStar CM 40 61346 IIa
2 MP01845 Catheter Mounts ErgoStar ErgoStar CM 45 61346 IIa
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

 
Drägerwerk AG & Co. KGaA 

Authorised representative / 
Europäischer Bevollmächtigter: 

N/A 

Moislinger Allee 53-55  
23542 Lübeck   
Germany  
 
EC Certificate: G10 010578 0039 
Valid until: 2025-03-17  
 

Single registration number (SRN)/ 
einmalige Registrierungsnummer: DE-MF-000005329 

 
  
 

hereby declares under its sole responsibility that the / 
erklärt hiermit in alleiniger Verantwortung, dass 
 

Product Name / Produktbezeichnung Device Category / 
Produktkategorie 

Device Class / 
Geräteklasse 

UMDNS Code / 
GMDN Code / 
EMDN Code 

ErgoStar Catheter Mounts IIa UMDNS 14-080/ 
GMDN 61346/ 
EMDN R0202 

meets the following provisions: 
mit den folgenden Bestimmungen übereinstimmt: 

European regulation (EU) 2017/745 on medical devices. An examination of the quality management System has 
been carried out following Annex IX (Chapters I and III and section 4) of the regulation by the Notified Body:/ 

Verordnung (EU) 2017/745 über Medizinprodukte. Eine Überprüfung des Qualitätsmanagementsystems, nach den 
Regeln wie in Anhang IX (Kapitel I and III und Abschnitt 4) der Verordnung beschrieben, wurde durch die Benannte 
Stelle vorgenommen: 
TÜV Süd Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany, NB  0123 

The quality management system also complies to EN ISO 9001 and EN ISO 13485./ 

Das Qualitätsmanagementsystem erfüllt weiterhin die Anforderungen gemäß EN ISO 9001 und EN ISO 13485. 

 
This declaration is effective for products placed on the market as of the date of issue. Any modifications of 
the device not authorized by Dräger will invalidate this declaration./ 
Diese Erklärung ist gültig für ab dem Ausstellungsdatum in Verkehr gebrachte Produkte. Jede nicht durch 
Dräger autorisierte Modifikation an dem Produkt führt zur Ungültigkeit dieser Erklärung. 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

For the signature on behalf of Dräger see upper left corner of page 1./ 
Für die Unterschrift im Namen von Dräger siehe linke obere Ecke der Seite 1. 

 
Director    
Quality & Regulatory Affairs    
Business Unit Hospital Consumables & Accessories 
Medical Division  
  
  
Timo Harms  

Director  
Research & Development  
Business Unit Hospital Consumables & Accessories  
Medical Division  
  
  
Kalle Heckmann
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

Product Name / Produktbezeichnung Device Category / Produktkategorie 

ErgoStar Catheter Mounts 

Applied Standards in full or in part / Vollständig oder teilweise angewendete Normen: 

IEC 60601-1:2005 +A1:2012+A2:2020 Medical electrical equipment – Part 1 General 
requirements for basic safety and essential 
performance 

EN 62366-1:2015+A1:2020    

(IEC 62366-1: 2015 COR 1 2016 AMD1:2020)

Medical devices - Part 1: Application of 
usability engineering to medical devices  

EN 60601-1-6: 2010+A1:2015+A2:2021  
(IEC 60601-1-6: 2010 AMD 1 2013 A2:2020)  

Medical electrical equipment - Part 1-6: General requirements for 
basic safety and essential performance - Collateral standard: 
Usability 

EN ISO 14971:2019 
(ISO 14971 :2019)
  

Medical devices – Application of risk 
management to medical devices 

ISO 15223-1:2021  Medical devices – Symbols to be used with 
medical device labels, labelling and information 
to be supplied – Part 1: General requirements. 

EN ISO 80601-2-12:2020 

(ISO 80601-2-12:2020) 

Medical electrical equipment - Part 2-12: Particular requirements for 
basic safety and essential performance of critical care ventilators 

EN ISO 80601-2-13:2012+A2:2019 

(ISO 80601-2-13:2011+AMD1:2015 
+AMD2:2018) 

Medical Electrical Equipment – Part 2-13: Particular Requirements for 
Basic Safety and Essential Performance of an Anaesthetic 
Workstation 

EN ISO 18562-1:2020 

(ISO 18562-1:2017) 

Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 1: Evaluation and testing within a risk 
management Process 

EN ISO 10993-1:2020 

(ISO 10993-1:2018) 

Biological evaluation of medical devices -- Part 1: Evaluation and 
testing within a risk management process 

ISO 18190:2016 Anaesthetic and respiratory equipment – General requirements for 
airways and related equipment 
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EN ISO 5356-1:2015 

(ISO 5356-1:2015) 

Anaesthetic and respiratory equipment; Conical connectors – Part 1: 
Cones and sockets 

EN ISO 80369-1:2018 

(ISO 80369-1:2018) 

Small-bore connectors for liquids and gases in healthcare 
applications -- Part 1: General requirements 

EN ISO 5367:2014 

(ISO 5367:2014) 

Anaesthetic and respiratory equipment - Breathing sets and 
connectors 

EN ISO 20417:2021 Medical devices - Information to be supplied by the manufacturer 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

  

Extend of conformity assessment / Umfang der Konformitätsbewertung 

Part Number / 
Sachnummer 

Product Name / Produktbezeichnung Basic UDI-DI 

MP01840 ErgoStar CM 40 0404867512080076K19Z000ST 

MP01845 ErgoStar CM 45 0404867512080076K19Z000ST 

MP01850 ErgoStar CM 50 0404867512080076K19Z000ST 

MP01855 ErgoStar CM 55 0404867512080076K19T010RL 

MP01860 ErgoStar CM 60 0404867512080076K19Z000ST 

MP01890 ErgoStar AC 90 0404867512080076K19T020RP 

MP01895 ErgoStar AC 95 0404867512080076K19T020RP 

 
 

 



 
ro 

 
 

Declaraţie de conformitate UE 
 
 
Nr. document MDR108-007-2212-029-0 

 Data 2022-12-02 

 Localitatea Germany - Lübeck 

 Pagina 1 / 4 
 
 
 

 

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

 
Drägerwerk AG & Co. KGaA Reprezentant autorizat: 

N/A 

Moislinger Allee 53-55  
23542 Lübeck   
Germany  
 
EC Certificate: G10 010578 0039 
Valid until: 2025-03-17  
 

Număr unic de înregistrare (SRN): DE-MF-000005329
  
 
 

declară prin prezenta pe proprie răspundere că 
 

Numele produsului Categoria dispozitivului Clasa dispozitivului Codul UMDNS / 
Codul GMDN / 
Codul EMDN 

ErgoStar Catheter Mounts IIa UMDNS 14-080/ 
GMDN 61346/ 
EMDN R0202 

îndeplinește următoarele cerințe: 

REGULAMENTUL (UE) 2017/745 privind dispozitivele medicale. O analiză a sistemului de management al calităţii a 
fost efectuată conform Anexei IX (capitolele I şi III şi secţiunea 4) a reglementării Organismului notificat: 
TÜV Süd Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany, NB  0123 

Sistemul de management al calităţii îndeplineşte de asemenea cerinţele standardelor EN ISO 9001 şi EN ISO 
13485. 

 
Această declaraţie are efect pentru produsele puse pe piaţă începând cu data emiterii. Orice modificare a 
dispozitivului neautorizată de Dräger va anula această declaraţie. 
 

 
 
 

Aceasta este o traducere a documentului original (en/de) şi din această cauză nu necesită o semnătură. 
 

Director    
Quality & Regulatory Affairs    
Business Unit Hospital Consumables & Accessories 
Medical Division  
  
  
Timo Harms  

Director  
Research & Development  
Business Unit Hospital Consumables & Accessories  
Medical Division  
  
  
Kalle Heckmann  
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

Numele produsului Categoria dispozitivului 

ErgoStar Catheter Mounts 

Standarde aplicate în totalitate sau parţial: 

IEC 60601-1:2005 +A1:2012+A2:2020 Medical electrical equipment – Part 1 General 
requirements for basic safety and essential 
performance 

EN 62366-1:2015+A1:2020    

(IEC 62366-1: 2015 COR 1 2016 AMD1:2020)

Medical devices - Part 1: Application of 
usability engineering to medical devices  

EN 60601-1-6: 2010+A1:2015+A2:2021  
(IEC 60601-1-6: 2010 AMD 1 2013 A2:2020)  

Medical electrical equipment - Part 1-6: General requirements for 
basic safety and essential performance - Collateral standard: 
Usability 

EN ISO 14971:2019 
(ISO 14971 :2019)
  

Medical devices – Application of risk 
management to medical devices 

ISO 15223-1:2021  Medical devices – Symbols to be used with 
medical device labels, labelling and information 
to be supplied – Part 1: General requirements. 

EN ISO 80601-2-12:2020 

(ISO 80601-2-12:2020) 

Medical electrical equipment - Part 2-12: Particular requirements for 
basic safety and essential performance of critical care ventilators 

EN ISO 80601-2-13:2012+A2:2019 

(ISO 80601-2-13:2011+AMD1:2015 
+AMD2:2018) 

Medical Electrical Equipment – Part 2-13: Particular Requirements for 
Basic Safety and Essential Performance of an Anaesthetic 
Workstation 

EN ISO 18562-1:2020 

(ISO 18562-1:2017) 

Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 1: Evaluation and testing within a risk 
management Process 

EN ISO 10993-1:2020 

(ISO 10993-1:2018) 

Biological evaluation of medical devices -- Part 1: Evaluation and 
testing within a risk management process 

ISO 18190:2016 Anaesthetic and respiratory equipment – General requirements for 
airways and related equipment 

EN ISO 5356-1:2015 

(ISO 5356-1:2015) 

Anaesthetic and respiratory equipment; Conical connectors – Part 1: 
Cones and sockets 
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EN ISO 80369-1:2018 

(ISO 80369-1:2018) 

Small-bore connectors for liquids and gases in healthcare 
applications -- Part 1: General requirements 

EN ISO 5367:2014 

(ISO 5367:2014) 

Anaesthetic and respiratory equipment - Breathing sets and 
connectors 

EN ISO 20417:2021 Medical devices - Information to be supplied by the manufacturer 

  



 
ro 

 
 

Declaraţie de conformitate UE 
 
 
Nr. document MDR108-007-2212-029-0 

 Data 2022-12-02 

 Localitatea Germany - Lübeck 

 Pagina 4 / 4 
 
 
 

 

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

  

Evaluarea extinsă a conformităţii 

Cod articol Numele produsului UDI-DI de bază 

MP01840 ErgoStar CM 40 0404867512080076K19Z000ST 

MP01845 ErgoStar CM 45 0404867512080076K19Z000ST 

MP01850 ErgoStar CM 50 0404867512080076K19Z000ST 

MP01855 ErgoStar CM 55 0404867512080076K19T010RL 

MP01860 ErgoStar CM 60 0404867512080076K19Z000ST 

MP01890 ErgoStar AC 90 0404867512080076K19T020RP 

MP01895 ErgoStar AC 95 0404867512080076K19T020RP 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

 
Drägerwerk AG & Co. KGaA 

Authorised representative / 
Europäischer Bevollmächtigter: 

N/A 

Moislinger Allee 53-55  
23542 Lübeck   
Germany  
 
EC Certificate: G10 010578 0039 
Valid until: 2025-03-17 
 

Single registration number (SRN)/ 
einmalige Registrierungsnummer: 

DE-MF-000005329 

 
  
 

hereby declares under its sole responsibility that the / 
erklärt hiermit in alleiniger Verantwortung, dass 
 

Product Name / Produktbezeichnung Device Category / 
Produktkategorie 

Device Class / 
Geräteklasse 

UMDNS Code / 
GMDN Code / 
EMDN Code 

Filter CareStar Plus Microbial medical gas filter, 
single use 

IIa UMDNS 14-352/ 
GMDN 60837/ 
EMDN R040101 

Filter SafeStar Plus Microbial medical gas filter, 
single use 

IIa UMDNS 14-352/ 
GMDN 60837/ 
EMDN R040101 

Filter/HME TwinStar Plus Heat/moisture exchanger/ 
microbial medical gas filter 

IIa UMDNS 11-710/ 
GMDN 46816/ 
EMDN R040102 

HME HumidStar Plus Humidifier, heat/moisture 
exchange, single-use 

IIa UMDNS 15-645/ 
GMDN 35530/ 
EMDN R040102 

HME HumidStar Trach Plus Humidifier, heat/moisture 
exchange, single-use 

IIa UMDNS 15-645/ 
GMDN 35530/ 
EMDN R040201 

meets the following provisions: 
mit den folgenden Bestimmungen übereinstimmt: 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

European regulation (EU) 2017/745 on medical devices. An examination of the quality management System has 
been carried out following Annex IX (Chapters I and III and section 4) of the regulation by the Notified Body:/ 

Verordnung (EU) 2017/745 über Medizinprodukte. Eine Überprüfung des Qualitätsmanagementsystems, nach den 
Regeln wie in Anhang IX (Kapitel I and III und Abschnitt 4) der Verordnung beschrieben, wurde durch die Benannte 
Stelle vorgenommen: 
TÜV Süd Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany, NB  0123 

The quality management system also complies to EN ISO 9001 and EN ISO 13485./ 

Das Qualitätsmanagementsystem erfüllt weiterhin die Anforderungen gemäß EN ISO 9001 und EN ISO 13485. 

 
This declaration is effective for products placed on the market as of the date of issue. Any modifications of 
the device not authorized by Dräger will invalidate this declaration./ 
Diese Erklärung ist gültig für ab dem Ausstellungsdatum in Verkehr gebrachte Produkte. Jede nicht durch 
Dräger autorisierte Modifikation an dem Produkt führt zur Ungültigkeit dieser Erklärung. 
 

 
 
 

For the signature on behalf of Dräger see upper left corner of page 1./ 
Für die Unterschrift im Namen von Dräger siehe linke obere Ecke der Seite 1.

 
Head of Regulatory Affairs 
Business Unit Hospital Consumables & Accessories 
Medical Division   

 
 Holger Wagner 

Director Research & Development 
Business Unit Hospital Consumables & Accessories 
Medical Division 
 

  Kalle Heckmann
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

Product Name / Produktbezeichnung Device Category / Produktkategorie 

Filter CareStar Plus Microbial medical gas filter, single use 

Filter SafeStar Plus Microbial medical gas filter, single use 

Filter/HME TwinStar Plus Heat/moisture exchanger/ microbial medical gas filter 

HME HumidStar Plus Humidifier, heat/moisture exchange, single-use 

HME HumidStar Trach Plus Humidifier, heat/moisture exchange, single-use 

Applied Standards in full or in part / Vollständig oder teilweise angewendete Normen: 

IEC 60601-1:2005 +A1:2012+A2:2020 Medical electrical equipment – Part 1 General requirements for 
basic safety and essential performance 

EN 62366-1:2015+AC:2015+ AC:2016 

(IEC 62366-1:2015 COR 1 2016) 

Medical devices - Part 1: Application of usability engineering to 
medical devices  

EN ISO 14971:2019 
(ISO 14971 :2019)  

Medical devices – Application of risk management to medical devices

EN ISO 20417:2021 

(ISO 20417:2021) 

Medical devices - Information to be supplied by the manufacturer 

EN ISO 15223-1:2021 

(ISO 15223-1:2021) 

Medical devices – Symbols to be used with medical device labels, 
labelling and information to be supplied – Part 1: General 
requirements. 

EN ISO 80601-2-12:2020 

(ISO 80601-2-12:2020) 

Medical electrical equipment - Part 2-12: Particular requirements for 
basic safety and essential performance of critical care ventilators 

EN ISO 80601-2-13:2012+A2:2019 

(ISO 80601-2-13:2011+AMD1:2015 
+AMD2:2018) 

Medical Electrical Equipment – Part 2-13: Particular Requirements for 
Basic Safety and Essential Performance of an Anaesthetic 
Workstation 

ISO 18562-1:2017 Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 1: Evaluation and testing within a risk 
management Process 

ISO 10993-1:2018 Biological evaluation of medical devices -- Part 1: Evaluation and 
testing within a risk management process 
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ISO 18190:2016 Anaesthetic and respiratory equipment – General requirements for 
airways and related equipment 

EN ISO 5356-1:2015 

(ISO 5356-1:2015) 

Anaesthetic and respiratory equipment; Conical connectors – Part 1: 
Cones and sockets 

EN ISO 80369-1:2018 

(ISO 80369-1:2018) 

Small-bore connectors for liquids and gases in healthcare 
applications -- Part 1: General requirements 

EN ISO 23328-1:2008 

(ISO 23328-1:2003) 

Breathing system Filters for anaesthesia and Respiratory Use - Part 
1: Salt Test Method to assess Filtration Performance 

EN ISO 23328-2:2009 

(ISO 23328-2:2002) 

Breathing system Filters for anaesthesia and Respiratory Use - Part 
2: Non-Filtration Aspects 

EN ISO 9360-1:2009 

(ISO 9360-1:2000) 

Anaesthetic and Respiratory Equipment - heat and Moisture 
Exchangers (HMES) for humidifying respired Gases in Humans - 
Part 1: HMES for use with Minimum Tidal Volumes of 250 ml 

EN ISO 9360-2:2009 

(ISO 9360-2:2001) 

Anaesthetic and Respiratory Equipment - heat and Moisture 
Exchangers (HMES) for humidifying respired Gases in Humans - 
Part 2: HMES for use with Tracheostomized Patients having 
Minimum Tidal Volumes of 250 ml 

ISTA 3A:2018 Packaged-Products for Parcel Delivery System Shipment 70 kg (150 
lb) or Less 
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Drägerwerk AG & Co. KGaA 
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23542 Lübeck 
Germany 
 

  

Extend of conformity assessment / Umfang der Konformitätsbewertung 

Part Number / 
Sachnummer 

Product Name / Produktbezeichnung Basic UDI-DI 

MP05755 Filter CareStar 35 Plus 0404867512080436K19S030SB 

MP05770 Filter CareStar 20 Plus 0404867512080436K19S030SB 

MP05785 Filter SafeStar 90 Plus 0404867512080436K19S040SE 

MP05790 Filter SafeStar 55 Plus 0404867512080436K19S040SE 

MP05795 Filter SafeStar 60A Plus 0404867512080436K19S040SE 

MP05800 Filter/HME TwinStar 90 Plus 0404867512080436K19S050SH 

MP05801 Filter/HME TwinStar HEPA Plus 0404867512080436K19S060SL 

MP05805 Filter/HME TwinStar 55 Plus 0404867512080436K19S050SH 

MP05810 Filter/HME TwinStar 60A Plus 0404867512080436K19S050SH 

MP05815 Filter/HME TwinStar 25 Plus 0404867512080436K19S050SH 

MP05820 Filter/HME TwinStar 9 Plus 0404867512080436K19S050SH 

MP05730 HME HumidStar 55 Plus 0404867512080436K19Z000TK 

MP05735 HME HumidStar 25 Plus 0404867512080436K19Z000TK 

MP05845 HME HumidStar 2 Plus 0404867512080436K19T010SC 

MP05750 HME HumidStar Trach Plus 0404867512080436K19T020SF 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

 
Drägerwerk AG & Co. KGaA Reprezentant autorizat: 

N/A 

Moislinger Allee 53-55  
23542 Lübeck   
Germany  
 
EC Certificate: G10 010578 0039 
Valid until: 2025-03-17 
 

Număr unic de înregistrare (SRN): DE-MF-000005329
  
 
 

declară prin prezenta pe proprie răspundere că 
 

Numele produsului Categoria dispozitivului Clasa dispozitivului Codul UMDNS / 
Codul GMDN / 
Codul EMDN 

Filter CareStar Plus Microbial medical gas filter, 
single use 

IIa UMDNS 14-352/ 
GMDN 60837/ 
EMDN R040101 

Filter SafeStar Plus Microbial medical gas filter, 
single use 

IIa UMDNS 14-352/ 
GMDN 60837/ 
EMDN R040101 

Filter/HME TwinStar Plus Heat/moisture exchanger/ 
microbial medical gas filter 

IIa UMDNS 11-710/ 
GMDN 46816/ 
EMDN R040102 

HME HumidStar Plus Humidifier, heat/moisture 
exchange, single-use 

IIa UMDNS 15-645/ 
GMDN 35530/ 
EMDN R040102 

HME HumidStar Trach Plus Humidifier, heat/moisture 
exchange, single-use 

IIa UMDNS 15-645/ 
GMDN 35530/ 
EMDN R040201 

îndeplinește următoarele cerințe: 

REGULAMENTUL (UE) 2017/745 privind dispozitivele medicale. O analiză a sistemului de management al calităţii a 
fost efectuată conform Anexei IX (capitolele I şi III şi secţiunea 4) a reglementării Organismului notificat: 
TÜV Süd Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany, NB  0123 

Sistemul de management al calităţii îndeplineşte de asemenea cerinţele standardelor EN ISO 9001 şi EN ISO 
13485. 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55    
23558 Lübeck, Germany   
Postal address:  
23542 Lübeck, Germany   
Tel +49 451 882-0  
Fax  +49 451 882-2080 
info@draeger.com 
www.draeger.com  
VAT no. DE135082211  

Bank details: 

Commerzbank AG, Lübeck 

IBAN: DE95 2304 0022 0014 6795 00 

Swift-Code: COBA DE FF 230 

Sparkasse zu Lübeck 

IBAN: DE15 2305 0101 0001 0711 17

Swift-Code: NOLADE21SPL 

 

Registered office: Lübeck 

Commercial register: 

Local court Lübeck HRB 7903 HL 

General partner: Drägerwerk 

Verwaltungs AG 

Registered office: Lübeck 

Commercial register:  

Local court Lübeck HRB 7395 HL 

Chairman of the Supervisory Board for 

Drägerwerk AG & Co. KGaA and 

Drägerwerk Verwaltungs AG: 

Stefan Lauer 

Executive Board:  

Stefan Dräger (chairman) 

Rainer Klug 

Gert-Hartwig Lescow 

Dr. Reiner Piske 

Anton Schrofner 

 
Această declaraţie are efect pentru produsele puse pe piaţă începând cu data emiterii. Orice modificare a 
dispozitivului neautorizată de Dräger va anula această declaraţie. 
 

 
 
 

Aceasta este o traducere a documentului original (en/de) şi din această cauză nu necesită o semnătură.
 

Head of Regulatory Affairs 
Business Unit Hospital Consumables & Accessories 
Medical Division   

 
 Holger Wagner 

Director Research & Development 
Business Unit Hospital Consumables & Accessories 
Medical Division 
 

  Kalle Heckmann
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

Numele produsului Categoria dispozitivului 

Filter CareStar Plus Microbial medical gas filter, single use 

Filter SafeStar Plus Microbial medical gas filter, single use 

Filter/HME TwinStar Plus Heat/moisture exchanger/ microbial medical gas filter 

HME HumidStar Plus Humidifier, heat/moisture exchange, single-use 

HME HumidStar Trach Plus Humidifier, heat/moisture exchange, single-use 

Standarde aplicate în totalitate sau parţial: 

IEC 60601-1:2005 +A1:2012+A2:2020 Medical electrical equipment – Part 1 General requirements for 
basic safety and essential performance 

EN 62366-1:2015+AC:2015+ AC:2016 

(IEC 62366-1:2015 COR 1 2016) 

Medical devices - Part 1: Application of usability engineering to 
medical devices  

EN ISO 14971:2019 
(ISO 14971 :2019)  

Medical devices – Application of risk management to medical devices

EN ISO 20417:2021 

(ISO 20417:2021) 

Medical devices - Information to be supplied by the manufacturer 

EN ISO 15223-1:2021 

(ISO 15223-1:2021) 

Medical devices – Symbols to be used with medical device labels, 
labelling and information to be supplied – Part 1: General 
requirements. 

EN ISO 80601-2-12:2020 

(ISO 80601-2-12:2020) 

Medical electrical equipment - Part 2-12: Particular requirements for 
basic safety and essential performance of critical care ventilators 

EN ISO 80601-2-13:2012+A2:2019 

(ISO 80601-2-13:2011+AMD1:2015 
+AMD2:2018) 

Medical Electrical Equipment – Part 2-13: Particular Requirements for 
Basic Safety and Essential Performance of an Anaesthetic 
Workstation 

ISO 18562-1:2017 Biocompatibility evaluation of breathing gas pathways in healthcare 
applications - Part 1: Evaluation and testing within a risk 
management Process 

ISO 10993-1:2018 Biological evaluation of medical devices -- Part 1: Evaluation and 
testing within a risk management process 
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ISO 18190:2016 Anaesthetic and respiratory equipment – General requirements for 
airways and related equipment 

EN ISO 5356-1:2015 

(ISO 5356-1:2015) 

Anaesthetic and respiratory equipment; Conical connectors – Part 1: 
Cones and sockets 

EN ISO 80369-1:2018 

(ISO 80369-1:2018) 

Small-bore connectors for liquids and gases in healthcare 
applications -- Part 1: General requirements 

EN ISO 23328-1:2008 

(ISO 23328-1:2003) 

Breathing system Filters for anaesthesia and Respiratory Use - Part 
1: Salt Test Method to assess Filtration Performance 

EN ISO 23328-2:2009 

(ISO 23328-2:2002) 

Breathing system Filters for anaesthesia and Respiratory Use - Part 
2: Non-Filtration Aspects 

EN ISO 9360-1:2009 

(ISO 9360-1:2000) 

Anaesthetic and Respiratory Equipment - heat and Moisture 
Exchangers (HMES) for humidifying respired Gases in Humans - 
Part 1: HMES for use with Minimum Tidal Volumes of 250 ml 

EN ISO 9360-2:2009 

(ISO 9360-2:2001) 

Anaesthetic and Respiratory Equipment - heat and Moisture 
Exchangers (HMES) for humidifying respired Gases in Humans - 
Part 2: HMES for use with Tracheostomized Patients having 
Minimum Tidal Volumes of 250 ml 

ISTA 3A:2018 Packaged-Products for Parcel Delivery System Shipment 70 kg (150 
lb) or Less 
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Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany 
 

  

Evaluarea extinsă a conformităţii 

Cod articol Numele produsului UDI-DI de bază 

MP05755 Filter CareStar 35 Plus 0404867512080436K19S030SB 

MP05770 Filter CareStar 20 Plus 0404867512080436K19S030SB 

MP05785 Filter SafeStar 90 Plus 0404867512080436K19S040SE 

MP05790 Filter SafeStar 55 Plus 0404867512080436K19S040SE 

MP05795 Filter SafeStar 60A Plus 0404867512080436K19S040SE 

MP05800 Filter/HME TwinStar 90 Plus 0404867512080436K19S050SH 

MP05801 Filter/HME TwinStar HEPA Plus 0404867512080436K19S060SL 

MP05805 Filter/HME TwinStar 55 Plus 0404867512080436K19S050SH 

MP05810 Filter/HME TwinStar 60A Plus 0404867512080436K19S050SH 

MP05815 Filter/HME TwinStar 25 Plus 0404867512080436K19S050SH 

MP05820 Filter/HME TwinStar 9 Plus 0404867512080436K19S050SH 

MP05730 HME HumidStar 55 Plus 0404867512080436K19Z000TK 

MP05735 HME HumidStar 25 Plus 0404867512080436K19Z000TK 

MP05845 HME HumidStar 2 Plus 0404867512080436K19T010SC 

MP05750 HME HumidStar Trach Plus 0404867512080436K19T020SF 
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