


On the basis of the assessment carried out according to the Annex IX chapters I and III of the Regulation
(EU) 2017/745, we hereby certify that the full quality management system established, documented and
implemented:

by the Manufacturer: &$17(/�0(',&$/��,7$/<��65/�
00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

SRN: IT-MF-000007606
for the following devices:

&ROG�FKHPLFDO�ZDVKHU�VWHULOL]HU�IRU�HQGRVFRSHV
&ROG�FKHPLFDO�ZDVKHU�GLVLQIHFWRU�IRU�HQGRVFRSHV

:DVKHU�GLVLQIHFWRU�SDVV�WKURXJK�IRU�IOH[LEOH�HQGRVFRSHV

complies and ensures the compliance of such devices with the applicable requirements of the
aforementioned EU Regulation and it is subject to surveillance as required by the same Annex, section 3.

Further details are indicated in the Technical Attachment which is integral and substantial part of this
certificate.

7KLV�(8�&HUWLILFDWH�LV�LVVXHG�E\�,04�6�S�$��DV�1RWLILHG�%RG\�QR�������IRU�WKH�5HJXODWLRQ��(8�����������
UHODWHG�WR�PHGLFDO�GHYLFHV�

Examinations and tests performed (references to applied common specifications and/or standard included) are documented in
the relevant IMQ’s conformity assessment Report, traceable through the IMQ’s Project (indicated in the section “Revision history”
below) and available on request.

(8�48$/,7<�0$1$*(0(17�6<67(0�&(57,),&$7(�
Certificate no. 116/MDR

Mod. 4606/3

First issue date:

Expiry Date:

2023-07-31

2028-07-30
,04

This EU certificate is subjected to the provisions laid down by IMQ in the "Regulation for the conformity 
assessment of medical devices according to Regulation (EU) 2017/745 for which IMQ acts as Notified 
Body no. 0051". 7KLV�LV�D�WUDQVODWLRQ�RI�WKH�,WDOLDQ�WH[W��ZKLFK�SUHYDLOV�LQ�FDVH�RI�GRXEWV
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$OOHJDWR�7HFQLFR�DO�&HUWLILFDWR�8(�Q� ����0'5
Technical Attachment of EU Certificate no. 116/MDR

6FKHGD�WHFQLFD�Q� �
2Technical sheet no.

&DWHJRULD�GL�GLVSRVLWLYR� /DYD�GLVLQIHWWDWULFH�FKLPLFD�D�IUHGGR�SHU�HQGRVFRSL
Device category: Cold chemical washer disinfector for endoscopes

'HVWLQD]LRQH�G·XVR� 'LVSRVLWLYR�PHGLFR�GHVWLQDWR�DO�ODYDJJLR�GLVLQIH]LRQH�FKLPLFD�D�IUHGGR�GL�HQGRVFRSL
ULJLGL�H�IOHVVLELOL

Intended purpose: Medical device intended for washing and cold chemical disinfection of rigid and
flexible endoscopes

&ODVVH�GL�ULVFKLR� ,,E
Risk class: IIb

��������320(=,$��50����9,$�/$85(17,1$������,7$����,WDO\6LWR�L�GHO�)DEEULFDQWH��
Manufacturer’s site(s):

5LIHULPHQWL�DG�DOWUL�FHUWLILFDWL�
QHFHVVDUL�SHU�O
LPPLVVLRQH�VXO�

PHUFDWR�GHL�GLVSRVLWLYL�LQ�
TXHVWLRQH�

1RQ�DSSOLFDELOH

Reference to other certificates 
required for the placing on the 

market of the covered devices:

Not applicable

&RQGL]LRQL�R�OLPLWD]LRQL�GL�
YDOLGLWj�

1HVVXQD

Conditions for or limitations to 
the validity:

None

Other relevant data: None
$OWUH�LQIRUPD]LRQL�ULOHYDQWL� 1HVVXQD

'DWL�GHL�GLVSRVLWLYL� ,�GDWL�GHL�GLVSRVLWLYL�VRQR�HOHQFDWL�QHO�GRFXPHQWR�
(OHQFR�GHL�GLVSRVLWLYL�RJJHWWR�GHO
&HUWLILFDWR�8(�Q������0'5
�UHY����GHO������������DOOHJDWR�DO�SUHVHQWH�FHUWLILFDWR��7DOH
GRFXPHQWR�FRVWLWXLVFH�SDUWH�LQWHJUDQWH�H�VRVWDQ]LDOH�GHO�SUHVHQWH�FHUWLILFDWR�

Device data: Data of the devices are listed in the document ogg�耄ꀅ倄⤀�␀ rev. Ðȇale del�iက certifi��nԀ　İƠĠŨmepAѠԠumÅdel�iဝ





$OOHJDWR�7HFQLFR�DO�&HUWLILFDWR�8(�Q�����0'5
Technical Attachment of EU Certificate no. 116/MDR

6WRULFR�GHOOH�UHYLVLRQL�
Revision history  

1� 'DWD 5LIHULPHQWR�3UDWLFD�,04� 'HVFUL]LRQH
Date Reference to IMQ Project DescriptionNo.

2023-07-31 DM22-0082169-01 3ULPD�HPLVVLRQH

First Issue

1
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Elenco dei dispositivi oggetto del Certificato UE n. 116/MDR  
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  rev. 1 del �� 2023/07/31 

 

Categoria di dispositivo: Lava disinfettatrice chimica a freddo per endoscopi 
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��###$�%������&�'�(�"�)�������(�����������*�+���',����������#$�&�&������-�./�$0��������*�   ���1�������������2������.�
��$�

Modello/i ��
	�3�4� MEDIVATORSTM ISATM 

Nome/i commerciale/i  5
�
	����	3�4� MEDIVATORSTM ISATM 
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