
























Declaration of Conformity – V8.0

0123
DECLARATION OF CONFORMITY

Manufacturer: Shanghai Long Island Biotec. Co., Ltd

No.839, Gaofeng Road, Fengxian District, 201401

Shanghai, P.R. China

Manufacturer SRN /

EC Representative： Shanghai International Holding Corp

GmbH (Europe) Eiffestraße 80, 20537 Hamburg,

Germany

Product: Cleaning Solution I

Catalogue Number: CLI1015

Basic UDI-DI: /

Classification: Class A(According to Rule 5 of IVDR annex VIII)

Conformity Assessment Route: Annex IX (excluding CHAPTER II)

GMDN code:

We declare that the above mentioned products meet the provisions of the REGULATION

(EU) 2017/746 OF THE EUROPE PARLIAMENT. All supporting documentations are retained

under the premises of the manufacturer.This declaration of conformity is issued under the sole

responsibility of themanufacturer.

Reference to CS: /

Notified Body: TUV SUD Product Service GmbH RidlerstraBe 65

80339 Munchen,Germany

Notified Body No.: 0123

Identification of the Certificate: 2022-05-22

Start of CE -Marking: 2009-06-01

I hereby am appointed sa the authorized person to deal with all the registration and quality

management affairs in my capacity as Manager of Technical Regulation Deparment of

Shanghai Long Island Biotec. Co., Ltd,Effecctive immediately.

Place,Date of Issue Shanghai

Signature:

Name of Authorized Signatory: Ms. Xi Qimin

Position Held in Company: Management Representative



Attachment of Declaration of Conformity: Applied Standards List-V1.0

Applied Standards List
Product: Cleaning Solution I

Catalogue Number: CLI1015

Applied Standards:

EN ISO 183113-1:2011 In vitro diagnostic medical devices-Information supplied by the

manufacturer(labelling)-Part 1:Terms,definitions and general

requirements( ISO 183113-1:2009)

EN ISO 183113-2:2011 In vitro diagnostic medical devices-Information supplied by the

manufacturer(labelling)-Part 2:In vitro dignostic reagents for

professional use( ISO 183113-2:2009)

EN ISO 15223-1:2016 Medical devices-Symbols to be used with medical device

labels,labelling and information to be supplied-Part 1:General

requirements.

EN ISO 14971:2012 Medical devices-Application of risk managemt to medical

devices(ISO 14971:2007,Corrected version 2007-10-1)

EN 13612:2002/AC:2002 Performance evaluation of in vitrodiagnostic medical devices.

EN iso 23640:2015 In vitro diagnostic medic devices-Evaluation of stability of in vitro

diagnostic reagents.

EN13641:2002 Elimination or reduction of risk of infection related to in vitro

dignostic reagents.

EN ISO 17511:2003 In vitro diagnostic medic devices-Measurement of quantities in

biological samples-Metrological traceability of values assigned to

calibrators and control materials(ISO 17511:2003)

EN62366-1:2015 Medical devices-Part1:Application of usability engineering to in

vitro diagnostic medic devices.

EN ISO 13485:2016 Medical devices— Quality management systems— Requirements

for regulatory purposes

ISO 9001:2015 Quality management systems— Requirements
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DECLARATION OF CONFORMITY

Manufacturer: Shanghai Long Island Biotec. Co., Ltd

No.839, Gaofeng Road, Fengxian District, 201401

Shanghai, P.R. China

Manufacturer SRN /

EC Representative： Shanghai International Holding Corp GmbH (Europe)

Eiffestraße 80, 20537 Hamburg, Germany

Product: Cleaning Solution II

Catalogue Number: CLII102500

Basic UDI-DI /

Classification Class A(According to Rule 5 of IVDR annex VIII)

Conformity Assessment Route: Annex IX (excluding CHAPTER II)

GMDN Code

We declare that the above mentioned products meet the provisions of the REGULATION

(EU) 2017/746 OF THE EUROPE PARLIAMENT. All supporting documentations are retained

under the premises of the manufacturer.This declaration of conformity is issued under the sole

responsibility of themanufacturer.

Reference to CS: /

Notified Body: TUV SUD Product Service GmbH RidlerstraBe 65

80339 Munchen,Germany

Notified Body No.: 0123

Identification of the Certificate: 2022-05-22

Start of CE -Marking: 2009-06-01

I hereby am appointed sa the authorized person to deal with all the registration and quality

management affairs in my capacity as Manager of Technical Regulation Deparment of

Shanghai Long Island Biotec. Co., Ltd,Effecctive immediately.

Place,Date of Issue Shanghai

Signature:

Name of Authorized Signatory: Ms. Xi Qimin

Position Held in Company: Management Representative



Attachment of Declaration of Conformity: Applied Standards List-V8.0

Applied Standards List
Product: Cleaning Solution II

Catalogue Number: CLII102500

Applied Standards:

EN ISO 183113-1:2011 In vitro diagnostic medical devices-Information supplied by the

manufacturer(labelling)-Part 1:Terms,definitions and general

requirements( ISO 183113-1:2009)

EN ISO 183113-2:2011 In vitro diagnostic medical devices-Information supplied by the

manufacturer(labelling)-Part 2:In vitro dignostic reagents for

professional use( ISO 183113-2:2009)

EN ISO 15223-1:2016 Medical devices-Symbols to be used with medical device

labels,labelling and information to be supplied-Part 1:General

requirements.

EN ISO 14971:2012 Medical devices-Application of risk managemt to medical

devices(ISO 14971:2007,Corrected version 2007-10-1)

EN 13612:2002/AC:2002 Performance evaluation of in vitrodiagnostic medical devices.

EN iso 23640:2015 In vitro diagnostic medic devices-Evaluation of stability of in vitro

diagnostic reagents.

EN13641:2002 Elimination or reduction of risk of infection related to in vitro

dignostic reagents.

EN ISO 17511:2003 In vitro diagnostic medic devices-Measurement of quantities in

biological samples-Metrological traceability of values assigned to

calibrators and control materials(ISO 17511:2003)

EN62366-1:2015 Medical devices-Part1:Application of usability engineering to in

vitro diagnostic medic devices.

EN ISO 13485:2016 Medical devices— Quality management systems— Requirements

for regulatory purposes

ISO 9001:2015 Quality management systems— Requirements
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