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CERTIFICATE

NO.20 0665T/ITC

confirm that the products - in vitro diagnostic medical devices - according to the Directive 88/79/EC.

Blood Collection Tube

Models: Plain Tube, EDTA-3K Tube, SST Tube, Lithium Heparin
Tube, Gel + Heparin Tube (Lithium), PT Tube, ESR Tube, Glucose
Tube, Micro Plain Tube, Micro EDTA-3K Tube, Micro Gel Tube,
Micro PT Tube, ACD + Gel, Sodium Citrate + Gel

manufactured by company

Anhui Sinic Laboratory Medicine Tachnology Co., Ltd.
Sinic Technology Zone, Dongyi North Road, Economic Technology Zone,
Tongcheng, Anhui, China

comply with the applicable essental requirements of the European Parliament and of the Council
Directive 98/78/EC on in vitro diagnostic medical devices as amended.

Referring to the intended use, the ITC Products Certification Body has conducted with successful
results the type-examination of the certified product according to the relevant parts of the above
mentioned Directive and appropriate harmonized European standards.

The detalled product descriptions, documents, assessment procedures and evsiuations of the
examination are presented in the Finali Report NO.316600336/2020, which is enciosed to this
certificate

Conditions of this Certificate use and reiated information:
1. If applies only lo the above referenced models of the medical davices.
2 it does not imply that the ITC has perforrned any surveillance or conitrol of their manufacture

The manufaciurer is obiigated to assure conformity of all in vitro diagnostic medical devices of the
raspeciivae model to type assessed by tha mean of this Certificale

4. The Certificate remaeins valid unfrl the manufacturing conditions, the qualily system or relevant legistation
are changed but untit the 31" November2023 at the latest.

S, Aner fulfilling of the relevant EU legmaﬂon mqwmmunt : manufacrumr shall affix to each medical

C€

Issued in 2lin, on 5" November2020
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