SUZHOU BEING MEDICAL DEVICE.CO.,LTD

In accordance with Annex Il A - Directive 2006/42/CE
Annex IV - EMC Directive
and Annex VI - Directive 2011/65/UE (RoHS)

DECLARATION OF CONFORMITY UE C €

No. ISETC.000320200416

Manufacturer’s Name : SUZHOU BEING MEDICAL DEVICE CO., LTD

Manufacturer’s Address : NO. 108 GONGXIANG RD QIANDENG TOWN, KUNSHAN CHINA

Tel : +86-21-56633709

Email: JILL.SHEN@BLUEPARD.COM

Authorised Representative :Giorgio Bormac S.r.I — Via della Meccanica, 25 41012 Carpi (MO)-ITALY

Object of Declaration: : COOLING INCUBATORS

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

Product names:

Product description COOLING INCUBATORS

Model: BPC-150F

Serial Number: from s/n 200100001 to 2600100001

Product options: This declaration covers all options of the above products

e The object of the declaration describe above complies with the essential requirements of the

following applicable European

Directives, and carries the CE marking accordingly:

EMC directive: 2014/30/UE

Directive 2014/30/EU of the European Parliament and of the Council of 26 February 2014 on the
harmonization of the laws of the Member States relating to electromagnetic compatibility.

RoHS Directive 2011/65/EU

Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment.

LVD Directive: 2014/35/UE

Directive 2014/35/EU of the European Parliament and of the Council of 26 February 2014
on the harmonization of the laws of the Member States relating to the making available on the
on the market of electrical equipment designed for use within certain voltage limits Text with
EEA relevance.

Machinery Directive . 2006/42/EC

DIRECTIVE 2006/42/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 17 May 2006
on machinery, and amending Directive 95/16/EC (recast)

e and conforms with the following standards:

EN 61010-1:2010+A1:2019

EN 61326-1:2013

EN 61000-3-2:2014

EN 61000-3-3:2013

EN 60204:2018

EN ISO 12100:2010

UE regulation 517/2014 concerning F-GAS

Directive 2014/68 UE regarding PED



mailto:JILL.SHEN@BLUEPARD.COM

NAME AND ADDRESS OF THE PERSON AUTHORISED TO COMPILE THE TECHNICAL FILE

Giorgio Bormac S.r.l. - Via della Meccanica, 25 41012 Carpi (MO) - ITALY

Signed for and on behalf of: XIE WEIMIN

Place 24/09/2020

SHANGHAI SIGNATURE M




G .
bEIﬂg Suzhou Being Medical Device Co., Lid

It is stated that the models we produce correspond to the following names distributed by Giorgio
Bormac ltd.

Model names

Giorgio Bormac . : _ Bluepard
TCN-30 Plus BO-30NL
TCN-50 Plus BO-50NL

TCN-50 Super BO-50N
TCN-115 Plus BO-115NL
TCN-115 Super BO-115N
TCN-200 Plus BO-200NL

TCN-200 Super BO-200N

TCF-50 Plus BO-50FL
TCF-50 Super BO-50F
TCF-120 Plus BO-120FL

TCF-120 Super BO-120F

TCF-200 Plus BO-200FL
TCF-200 Super BO-200F
TCF-400 Plus BO-400FL

TCF-400 Super BO-400F

ICN-16 Plus BIT-16
ICN-16 Super BI-16T
ICN-35 Plus BIT-35
ICN-35 Super BI-35T
ICN-55 Plus BIT-55
ICN-55 Super BI-55T
ICN-120 Plus BIT-120

ICN-120 Super BI-120T

ICN-200 Plus BIT-200
ICN-200 Super BI-200T
ICF-120 Plus BI-120FL
ICF-120 Super BI-120F
ICF-200 Plus BI-200FL
ICF-200 Super BI-200
ICF-400 Plus BI-400FL
ICF-400 Super BI-400F
IC 150-R Plus BPC-150F
SKI 4 BSI-2
SKI 8-R BSI-3C
SB-35 DKzZ-1
WB 5 BWB-05
WB 12 BWS-12
WB 22 : BWS-27
WB 22 Pump BWS-27G
WB 44 Pump BWS-40G
CB 5-10 MP-10C
CB 5-20 MP-20C
CB 5-30 MP-30C
CH 150 LHH-150SD
7 GNEDCA N, CH 250 LHH-250SD
G2 4N

Giorgio Bormac s.r.| . signat . B




