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1) APPLICANT: (who finally puts the product on the market)
Shanghai Lu Xiangyi Centrifuge Instrument Co., Ltd
No.9, Lane 4390, Hunan Rd, Shanghai, 201318 China

. Digitally signed by Perminov Andrei
2) CERTIFICATE NO.: I/ISETC.001020190605 SEL sl ey
FILE REFERENCE: CE-2019-A0 Reason: MoldSign Signature

Location: Moldova

3) ISET MARK:

4) CAUTION ABOUT CE MARKING (Instruction for the Applicant who puts the product on the EU market):
The label of the CE Marking on the left side should be not less than Smm height. CE Marking and EC Declaration
c € of Conformity are duties for the manufacturer or its applicant who puts the product on the market. This one is
responsible to start the CE marking and certification procedure as required by the legislation in force. Only for
the products which are compulsorily included into specific Directives or Regulations will be necessary to appoint a Notified Body.
5) TYPE OF PRODUCT: High-Speed Centrifuge, Large capacity refrigerated Centrifuge,
Gel Card Incubator,Low-Speed Refrigerated Centrifuge,
High-Speed Refrigerated Centrifuge, Low Speed Centrifuge
MODEL(S): See the following annex |
6) LIST OF DIRECTIVES / REGULATIONS /STANDARDS (as declared by the manufacturer itself)
In Vitro Diagnostic Directive (98/79/EC)
EN ISO 14971:2012, EN ISO 15223-1: 2016, EN 1041: 2013,
EN 61010-2-101:2002, EN 61010-1:2010, EN 61326-2-6:2006
7) NOTE: The applicant is aware about the contents and information included in the ModCOMO04.06 Regulation for this type
of Certificate that is considered totally accepted. The latest revision of the Regulation is available and can be downloaded
from the website www.iset-italia.eu. This document is not referred to any evaluation that could be considered as included
in the scope of the activities covered by the standard BS EN ISO/IEC 17065:2012 or European Regulation 765/2008.

8) REMARK: Certificate is issued on voluntary application from the Client and it gives to the applicant the right to use
and affix the ISET Mark (at point 3) on their products, even if it doesn’t imply any assessment on the safety and
compliance of the product. ISET declares that the only scope of the assessment is to verify the existence of the declaration
issued by the manufacturer or an applicant under its own responsibilities.

9) DATE OF ISSUE: 05/06/2019

10) SIGNATURE: Miriam Camplone

(On behalf of the Legal representative)

EXPIRY DATE: 04/06/2024
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This document is property of ISET Srl and any kind of reproduction is to be considered strictly forbidden.
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High-Speed Centrifuge: TG20.5, TG19, TG18.5, TG16.5, TG16, TG16A, TG12X, TD10K
Large capacity refrigerated Centrifuge: L800R, DL-8M, L600R, DL-6M, DL-5M
Gel card incubator: F37-12X2

Low-Speed Refrigerated Centrifuge: TDL-5M, TDL-8M, L580R, DL-5B, DL-5T,

High-Speed Refrigerated Centrifuge: TGL-25M,TGL-16M, TGL-16.5M, TGL-17M, TGL-18M,

Low Speed Centrifuge: TD6, L580, TD5.5, TD5M, TD5A, TDS5, TD6B, TD5B, TD4B, TD4,

ISET S.r.l.

ANNEX I

TDL-5T, DL-5T, TDL-4T

TGL-20M, TGL-21M, H1200R, GL-20.5M, H2100R,
H2200R, H2500R, GL-25M,GL-22M,GL-21M, GL-12M,

GL-23M, CSC-128, CSC-118, CSC-10S,H1400pF

TD4A, TD5P, TD4P, TD5G, TD5Z, TD4X, TD4G, TD3, TDA4Y,
TD5GL, TD5X, TD4N, TD6K, TD4K, L420-RZ, D5M, D5B,

D5T, TD4T, TD5T, LDJ-5MD, LDJ-5M
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