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I 03/16/2022 .
. 1
- 1 Gordon Shu, Direcior of Regulatory Affairs .
N 1 . Shanghai Zhirui Management Consulting Co., Ltd. 1
° |Iﬁﬁﬁma — m4ogu B 1 No. 741 Yao Zhou Road, Xin Cun, Chong Ming district .
7G I . Shanghai, |
1 Shanghai 202150 CHINA .
e | ! : I
HTA (9 | I Dear Gordon Shu: I
- I The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration .
- (FDA) has received your submission. This submission has been assigned the unique document 1
1 control number below. All future p regarding this submission should be i

N prominently with the number assigned and should be submitted to the Document Control Center |

1 at the address listed below. Failure to do so may result in processing delays. If vou believe the
N information identified below is incorrect, please contact the Office of Product Evaluation and Quality I
! (OPEQ) submission support at (301) 796-5640 or OPEQSubmissionSuppert(@fda hhs.gov . |
1 Submision Number: K220774 .

Received: 03/16/2022 |

=] /\ - N Applicant: Hangzhou Lancet Robotics Co., Ltd. I
1 .[nl b . Device: RobPath Total Hip Application
Feml : MEN RobVas : ! -
for which we have already made a final decision, please note that your submission will not 1
be re- opened For information abmu CDRH review regulannns and policies, please refer to .
. S X LY 1
' | EEFDATMZENERE BRI FANEA
; ! FDA; = A =] ,
D o ot st s s e e e e s ket e e e e s e skt e a e e s st ek e a e e e skt = h = s skt = = s s h e . e e e e e e e e e e e e e i e s s e = -

We will notify you when the review of this ion document has been ed or if any |
BRSNS 1 EEmEEhEE |
éﬁéaﬁk u i’l& E,E\%[] " m% ﬁ)\*}]}%g A : | Sincerely yours, I

1 additional information is required If you are itting new i abouta
" Center for Devices and Radiological Health
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Acknowlegement Letter

03/16/2022

Gordon Shu, Director of Regulatory Affairs

Shanghai Zhirui Management Consulting Co., Ttd.

No. 741 Yao Zhou Road, Xin Cun, Chong Ming district
Shanghai.

Shanghai 202150 CHINA

Dear Gordon Shu:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future ¢ I ing this submission should be identi
prominently with the number assigned and should be submitted to the Document Control Center

at the address listed below. Failure to do so may result in processing delays. If you believe the
information identified below is incorrect, please contact the Office of Product Evaluation and Quality
(OPEQ) submission support at (301) 796-5640 or OPEQSubmissionSupporti@fda hhs.gov .

Submision Number: K220774

Received: 03/16/2022

Applicant: Hangzhou Lancet Robotics Co., Ltd.
Device: RobPath Total Hip Application

We will notify you when the review of this i has been comp or if any
additional information is required.If you are submitting new information about a submission
for which we have already made a final decision, please note that your submission will not

be re-opened. For information about CDRH review regulations and policies, please refer to
http://www.fda.gov/MedicalDevices/DeviceRs i idance/default.htm .

Sincerely yours,

Center for Devices and Radiological Health

U S.Food & Drug Administration
10803 New Hampshire Ave.
Silver Spring, MD 20983
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