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Product Classification
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* alistof all medical devices with their associated classifications, product codes, FDA Premarket Review
organizations, and other regulatory information.
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METTEDER  BREMHNERFFELHIRSHREE , TEAFENH :
510(k) (Premarket Notification) : /&84 Class | #1KEE% Class || EEXEMIRER

PMA (Premarket Approval) : X&B4 Class Ill EEREAIER

De Novo (Evaluation of Automatic Class Ill Designation) : B AKX IGTRER SHIET 2=
ATLARERATIR 2

HDE (Humanitarian Device Exemption) : == W& Fr FAEIRY S MR EXAYIRR([D1] |, tban : a7 S
RiEBHERERERNAESE.

PR=. BEFEJN EMTHHIEIER

LHRHREHESRSHRESEUTEASE :
Rit#=Hl : A Class 11 7 Class 1l s3I RETEARIEZI (21 CFR 820.30)A9iR = H#H1T

®if.

FElRARIIE © ETERMARMEMRE. #HFE GLP LRR=ERN.

I PRUEYE : PMA, HDE, —%£ 510(k)#1 De Novo ZEIGFRIESE.

xR : FFDCA Section 201(k) @ XRIRRBERE. EEM. BRFEM. RBPHEF

BTN BRZAE B4 FDA 52 W@

EFFBERNER  ErBHRERLE FDA, ML 510 (k) Af  ARREFERNIRZAD
#ar, —BAEFIR eCopy , —iREBBHEIR. B’RXAMEEZR , FRTHHE. ET=mmEH
SRR FDARKZEBARRE. BETHE :

510(k)t $10,953 $2,738
$4,349 $2,175
De Novo classification $96.644 $24,161
PMA, PDP, PMR, BLA $322,147 $80,537
panel-track supplement $60,403
180-day supplement 2,08
real-time supplement $5.63
BLA efiicacy supplement $322,147 $80,537
Annual Report $11.275 $2,819

30-day notice §5,154

1 For small businesses with an approved SBD.

1 Note: all types of 510(k)s (Traditional, Abbreviated, and Special) are subject to the user fee. However, there is
no user fee for 510(k)s submitted to the FDA on behalf of an FDA-accredited third-party reviewer.



FDA I B HFIIAE W ETAHAZE WA EHRHITHEE. FEIRET , IR FDA R
RXNAHBRAHEFTELRD  FENUHSEE. EXHE , 5 FDANERERFRIFND
BREIFECERN. K510 (k) B, FEHAENSERNERELTE :

Day 1: FDA receives 510(k) submission.

FDA sends Acknowledgement Letter.
OR

FDA sends Hold Letter if unresolved issues with
User Fee and/or eCopy.

¥

FDA conducts Acceptance Review.

FDA informs submitter if 510(k) is accepted for Substantive
Review or placed on RTA Hold.

4

By Day 60

FDA conducts Substantive Review.

FDA communicates via a Substantive Interaction to inform
the submitter that the FDA will either proceed with
Interactive Review or that the 510(k) will be placed on
hold and Additional Information is required.

hd
By Day 90

FDA sends final MDUFA Decision on 510(k).

Missed MDUFA Decision Communication that
identifies outstanding review issues.
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HzBEdE tWEBKFREEIXETIME—S T XMEWEMI~mFIE. 21 CFR Part
807 M , MEAEXEKABNETRENEFNOBEERIONEHNMEEHEZEELNEFR
FDA iEff. Rt FED FDA HANFETME. TERE 2018 MEFS 2019 MERFMER.

Year FY 2018 FY 2019

Fee $4,624 $4,884

FRIBRFECIEN LRZFRIUEXER , 5iF FDA RKBEXEHHHEEZ M.

Efrest L IR EHE L ? 55 FDA S XIEERX 510(k)iE#

= FDA BRI 510 (k) ZHSRYRE 1976 FNETEMIEERFTHIIN , FE 1990 F
B (REETSHME) PRITTIET. 510 (k) 2™ FDA B3R EHRIFRIEXH , BRREIERH
B EHRBMES AR EHRHERE (PMA) NSEZELHRMRATLZE2EM. REELRERE
EHRBEMSNAEEREH L — PR STEUSRMEL  SHXFREFEREERNEL. BFLE 5
533 510 (k) EHEF—HIFEXE. A2, ARIELERESR , FDA B RBEENX—EE.

2018 £ 11 B 26 B , £ FDA B Scott Gottlieb MG SHITRETOEE Jeffrey
Shuren £E75 , FDA i3S 510 (k) RERZAN ROZIFERMFEE. —AEXT FDA
510( k)it MR EH S WA IRE ORI B BMR S MME R RS,
TBMETHIBET 510 (k) RENFREEBHSTHLRNZS NG RIERE,
BAREEAREDNT

1. TR5ERK. SIRALESMRMELE

AEAIEH | 510 (k) BHiEHKMMNT=RTP . B 20% 258 5KiE 10 FLLEHNE|HF~RiE TR,

XBAFARERRIRRERBROBGANET REUR SRIRIEARKTF. FDA Al , HIGHNS
BEIARIFIREH TR ZMXCAILLER. Atk , FDA SHEMNFERERRUIEMILER. FDA K
EEM ERAHHBLEIERRETSZ RRELRFAMRLIIMLAIREFER.

BR  BRIERBEEXMNMIREERBESEREN™m  HEZETEEA 510( k) BUEE. it ,

BABRNALES MRELRFRANBER (MUS=PREJTEEFALE , BEFRE—
MBI 10 F ) . RIE FDA RIRIE |, "E L THRIRIBREHERFTNREHITLER  BLBRENE
SE—MREFNIRRAMFIRAPHEIERE  (BHEANRS  LIRSTEUMEERITIEE 7
BHRHRENRERRT BESMAKARE , JUANEREFENER, "

2, WXERREIEFEEIEER

AT H—LHRERZIBRUSEMBR , FDA ®R , BBEFREKES E BRI 510 (k) #LiE.
BRI A BEXBREMTA , BERBNMEEE , & FDA 2EEBHEXEENS. #6KE ,



FDA g , EEESHBRELS I ERLEENFIIREFRATERLER. RE | WEBE
RPHNREIRAAER 510 (k) IRE , BzIEBAREZMLILEIRT 510 (k) RENEMIR
&,
FEMBME NSRS R EIREXE 510 (k) HBRFIR. R FDA JUCHTHIRMEE | LAl
510 (k) BARHFMAHRFIZEHAENE , XERZHREPURFERARS AT HREZ—.

3. Pi# 510 (k) R2MMEERITETEER

tRIEZAERE , FDA EiFRIeIZ—1PEN 510 (k) NiERR , AFRIEETIERREFEEXRE
KENZeMEERE , KIOEREEXHEFAM. FDA R, XEFREBETINKFETE
R EHIKE MARSERENIRSEHITILR. FDA ERPSRR [ BIIBEXFAER 510 k)
THRIRIRE , MAR— Rt EERUNRENANLEENBRENEE  EERBEIH+F
NZIRRBIENIERNSRY). FDA EHRIFEERETRERRNIAKENELH T LUEER
ARHLTMRFEH . BIHE , SEIRKAARMREHITHER | LR L2 SHELHNZARE
i, SERBRATHNRTIER , BALFENRAFTRRESEN ST FHRSELRT
TAEENESEREM. "

BARFAPF LT ERAFNERRE  BITERREZAR 510 (k) BRENELR , ERITFRRE
FERMTHEHRIFTENELIKFEHRITEILICIE. BHM 510 (k) BREATREERERE
EXTFTASHIRFRBEBREFERTE 510 (k) BIF | FREXTEEFABHRREXARFAR
. FDA N7, WETTLIESS MR AERAI mbHn ENEMIRERMELT |, KEH
XPFERBERR.

EiRC hlengmed.com EEEITEs Eilx MDCPP.COM
nIRE EFSEfRSEES ErSEfsEREl ETEERREs EWzTITs
LUEFEHBNFES MEDICAL DEVICE WEB TRAINING KNOWLEDG KNOWLEDG
WECHAT OF CONSULTING CENTER ECENTEROF ECENTEROF MEDICAL

HLONGMED SERVICES MEDICAL DEVICE DEVICE



