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Dear Dr Wang

IN VITRO DIAGNOSTIC MEDICAL DEVICES REGULATIONS 2002: REGULATION 44

Registration of manufacturers of In-Vitro Diagnostic Medical Devices
and devices for Performance Evaluation

Tnankyou for informing the Somcetent Authonty of the details of Manufacturers Name:- Blohit Healthcare
(Hefei} Co., Ltd. Incated at Manufacturers Address:- Building D8 floor 1-4, Innovation Park, No.800 West
Wangjiang Road, High-Tech Zones, Hefei, Anhui, China 230088 for whom you are aclng as the authorised
repres2ntative and for sugplying the medical device information.

Your registration has been recorded based on your declaration that you have determined that the
device(s) fall within the definition of “in vitro diagnostic medical device", and that you have classified
itthem correctly considering the intended purpose{s) and mode{s) of action. In sccepting your
registration, | should make clear that the Compatent Authority does not examine each individual
notification and therefore cannot and does not necessarily endorse these determinations. Neither does
this letter represent any form of accreditation or approval by the UK Competent Authority.

Your regislizlion is bases upor e declarglion submitled oo ol ne via the Cevices Online Segisbralion Syslem
(DORS) and mears thatyou should now te acerating under the In Vitro Disgnesic Medical Devices Cirective
ard the 2002 Regulatans for the produsts you asked us o register by fully complying with the essertial
reguirements, Ok markirg those products o atelling them as suen.

If you stop placing devices on the market or if you are not complying with the Regulations you should
inform us as required by the Regulations. You should be aware that it is an offence to place on the
market CE marked devices that do not comply with the Regulations.

The infermabion yoa provived nas been recordec 2gainst the refererce nurrber shawn at the top of tis letler
vehich we askysu ta quate in all future corresponcence and cemmunications.

Please inform us of any of the following changes;

* the camgary infarmatan

* adcitenal gerere grougs of devices or, for Annex |l or Sef. Tes: devices, addticnal devices

o dscontinuaticn o a genenc group of devices af, for Annex |1 or Sell-Test dovices, discontinuaion of
devices

You should submit yaur change o registiztion vie DORS with the required statutory fee, which shauld te
seompanied with the nformation when it s suppied, (the fee is payable for each record rotfied, and you may
nlace multiple changas on ong record)




