European
Commission

Verification of Conformity

Applicant; Jiangsu Benoy Lab Instrument Co., Ltd

Address: No. 16 Wei'er Road, Shanggang Industrial Zone, Jianhu District,
Yancheng City, Jiangsu Province, CHINA

Product(s): Microscope Slide, Cover Glass, Slide Mailer, Blood Counting

Chamber, Test Tube, Tube Stopper, Tube Rack, Centrifuge Tube and
Box, Pipette Tips and Box, Freezing Tube and Box, Measuring Cup,
Specimen Cup, Urine Container, Stool Container, Sputum Container,
Hitachi Cup, Medicine Cup, Petri Dish, Culture Plate, Transfer
Pipette, Swab Stick, Plastic Storage Box, Measuring Cylinder, Beaker,
Funnel, Glass Capillary Tube, Glass Culture Tube, Pasteur Pipette,
Flask, Centrifuge Tube, Reagent Bottle, Vacuum Blood Collection
Tube, Inoculation Loop, Embedding Cassette, Beckman cup, Staining

Rack
Type(s): See Annex of details
Product Classification: IVDD Other

€ ZERTIFIKAT 4 CERTIFICATE

The submitted technical files including test report of the above products have been
reviewed against the self declaration requirements of conformity for CE marking
according to In Vitro Diagnostic Directive (98/79/EC).

=
=

Standard(s) used for showing compliance with the essential requirements in the specified directive(s):
Standard(s): EN ISO 14971:2012; ENISO 18113-1:2011;
ENISO 18113-3:2011; EN ISO 835:2007

The review result of the technical files and test report support the self declaration for the
devices listed above. Where the manufacturer affix’s the CE marking to the product listed they

must ensure that all the requirements of the appropriate EU directive(s) have and continue to be
met.

SUNGO Cert GmbH

C € Csmqugo

SUNGO CHINA OFFICE Tel: 021-68828052 Email:info@sungoglobal.com Website: www. sungogroup.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China
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Annex to Cert. No.: EU115518

Product Name

Type

Microscope Slide

7101,7102,7103,7104,7105,7106,7107,7107-1,7105-1,7108,7109,
7111,7112,7113

Cover Glass 18x18mm,20x20mm,22x22mm,24x24mm,24x32mm, 24x40mm,
24x50mm,24x60mm

Slide Mailer 1pcs/box,2pcs/box,3pcs/box,5pes/box, 15pcs/box,50pcs/box,
100pcs/box

Blood Counting | 1103

Chamber

Test Tube 10*75mm,12*75mm,12*100mm, 13*100mm, 15*100mm, 15*150mm

16*150mm,18*150mm,21*150mm,25*150mm

Tube Stopper

12mm,13mm

Tube Rack

For 15ml, For 50ml

Centrifuge Tube and
Box

0.2ml,0.5ml,1.5ml,1.8ml,2ml,5ml,10ml,15ml,50mI

Pipette Tips and Box

10ul,100ul,200ul,300ul,1000ul,5ml, 10ml

Freezing Tube and Box

0.5ml,1ml,1.5ml,1.8ml,5ml,10ml

Measuring Cup

10ml,20ml,50ml, 100ml,250ml,500ml,1000m!|

Specimen Cup

20ml,30ml, 40ml, 60ml, 80ml,90ml, 100ml, 120mlI

Urine Container

20ml,30ml, 40ml, 60ml, 80mI,90ml, 100ml, 120ml,125ml

Stool Container

20ml,30ml, 40ml, 60ml, 80ml,90ml, 100ml, 120ml

Sputum Container

20ml,30ml, 40ml, 60ml, 90ml, 100ml, 120ml|

Hitachi Cup 16*38mm
Medicine Cup 30ml,60ml
Petri Dish 60*15mm,90*15mm

Culture Plate

6wells, 12wells,24wells, 96wells

Transfer Pipette

0.1ml,0.2ml,0.5ml,0.8ml,1ml,2ml,3ml,5ml,10ml

Swab Stick

Women swab, Men swab

Plastic Storage Box

Square, Rectangle

Measuring Cylinder

10ml,100ml,250ml,500ml,1000m|,2000ml

Beaker

5ml--5000ml|

Funnel

50mm,60mm,75mm

Glass Capillary Tube

1.5*75mm red bottle/blue bottle

Glass Culture Tube

Sml,10ml,15ml,30ml,50ml

Pasteur Pipette 150mm,230mm

Flask 5mI--5000ml

Centrifuge Tube Short cone shaped, Long cone shaped, Pear shaped

Reagent Bottle 30ml,60ml,250mI,500ml,1000ml,2500ml,5000m|

Vacuum Blood | Plain tube , Glucose tube ,EDTA tube , Heparin tube , Pro-coagulation

Collection Tube

tube , PT tube, ESR tube, Gel&clot activator tube

Inoculation Loop

1ul, 10ul, Needle type

Embedding Cassette

Square Holes, Stripe Holes, Fine Square Holes, Removable Lids,

Round Holes, O Rings

Beckman cup

13%x24mm

Staining Rack

For 5 Pieces, For 24 Pieces

END OF THE ANNEX
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