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FDA €7 R#rAF 2018 £ EF A M F AR AKE

8 J129 H, FDA BTG 2018 4R WAAFE BT E MOV # S 21 00 . I Sl AA4E (2017 48) 10 J1 1 HIFIRSEHE, F) 2018 4K 9 J]
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1. Hrr, fHIGTER FDA 510k FOFRMENC S USD4690 Bk F 10542 USD;

2. FDA 510k Z&rh/IMl i 245494 USD2636

AT DL : FY 2018 Medical Device User Fee Small Business Qualification and Certification — Guidance for Industry, Food and Drug Administration

Staff and Foreign Governments (PDF — 797KB)

3. TSN (2018 4EE) 3 HIEKE] USD4631,
FY 18 User Fees (in U.S. Dollars)

Application Type Standard Fee Small Business Feet
G >

513(g) $4.186 $2,003
De Novo classification $93,017 $23,254
PMA, PDP, PMR, BLA $310,058 $77,515
panel-track supplement $232,544 $58,156
180-day supplement $46 509 $11,627
real-time supplement $21,704 $5,426
BLA efficacy supplement $310,058 $77.515
PMA annual report $10,852 $2,713
30-day notice $4 961 $2 481

fFor 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.

Small businesses with an approved SBD with gross receipts or sales of $30 million or less are eligible to have the fee waived on their first PMA, PDP,

10

PMR, or BLA.

Annual Establishment Registration Fee: $4,631

There are no waivers or reductions for small establishments, businesses, or groups - all establishments must pay the establishment registration

fee.

2017 WHAERRHENC S 2018 WHEFRIENC 2 T H )
510 (k) $4,690 $10,542 124%
N 2164 $2,345 $2,345 0%
513g $3,166 $4,186 32%
N1 21674 $1,583 $2,093 32%
De Novo classification Free $93,017 /
N1l 21674 Free $23,254 /

Annual Establishment Registration Fee

$3,382

$4,631

37%

ASCEHE T IL FDA B 5 M 1Y 2018 MDUFA User Fees



https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM573375.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM573375.pdf
https://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm573383.htm
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RRBLHRRAE EN 55035 KRB I5E S A5 4558 FH Y EN 55020 F EN 55024 K HA&ITHE, BRJEAT EN 55020 Fl EN 55024 %t b, #ikifE EN
55035 A4 AN T -

EN 55035 3& i i i el «
ZAFEAEAL 2 LIBTHY EN 55020(AV)2577 51 EN 55024(ITE)S ™ i, WA &l Flg i 2 A= i
EN 55035 HE4IMHAZR -

EN 55035 A ERIFAE EN 55020 5 EN 55024 R ER AR PAS 0, X, FRATERENT MmN B (2R 225, SRIEmirIAIR
EN 55035,

ESD (#f Al BTt )

EN 55035 IR EER . +/— 4KV for Contact dischange; +/— 8KV for Air dischange
EN 55020 IR EER . +/— 4KV for Contact dischange; +/— 8KV for Air dischange
EN 55024 FUIAER . +/— 4KV for Contact dischange; +/— 8KV for Air dischange

L. RS(RSHILE)
EN 55035 fUIi %R . 800MHz— 1000MHz, 1800MHz, 2600MHz, 3500MHz, 5000MHz
EN 55020 Ay %E5R . 900MHz, 790MHz—-862MHz
EN 55024 (i %3k : 80MHz—-1000MHz

2. EFT (Peifik b i)
EN 55035 UM ER . +/~ 1KV for AC mains port; +/~ 0.5KV for analogue digital data ports and DC network power port
EN 55020 FMHERZESR : only +/- 1KV for AC mains port
EN 55024 B ER . +/~ 1KV for AC mains port; +/~ 0.5KV for analogue digital data ports and DC network power port

3. Surge (JEIH)

EN 55035 fUMBERA SR . unshielded symmetrical port 1KV for without primary protechton in plance; 4KV for the primary protactors fitted; 0.5KV for
coaxial or shielded signal port

DC network power port: 0.5KV

AC mains power port: 1KV for line to line, 2KV for line to earth

EN 55020 2K : N/A

EN 55024 MR ESR . Signal ports and telecommunication ports: 1KV for without primary protectors fitted

DC power port:05KV; AV Mains power port: 1KV for line to line, 2KV for line to earch

4. CS(IESHidhE)
EN 55035 AR ESR . 0.15MHz — 10MHz:3V; 10MHz-30MHz: 3Vio 1V, 30MHz—80MHz:1V
EN 55020 AIIHAEESR: N/A
EN 55024 (i %E3K : 0.15MHz — 10MHz:3V

5. Power frequency Magnetic field (T 3R HHLEE)
EN 55035 AR ZEK . 1A/m
EN 55020 AUIIREER : N/A
EN 55024 (AR : 1A/m
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Voltage Dips & short interruptions(FL K k%) — Voltage dips
EN 55035 fIURZEK . Residual voltages <5% Number of cycles 0.5; Resudyal voltage:70% Number of cycles:25 for 50Hz, 30 for 60Hz
EN 55020 AIIHAZER : N/A
EN 55024 A ER . Residual voltages <5% Number of cycles 0.5; Resudyal voltage:70% Number of cycles:25 for 50Hz, 30 for 60Hz

Voltage Dips & short interruptions(FLJEEk%) - Voltage interruptions
EN 55035 FUMIRZSR . Residual voltages <5% Number of cycles: 250 for 50Hz, 300 for 60Hz
EN 55020 (%K : N/A
EN 55024 fUIER SR . Residual voltages <5% Number of cycles: 250 for 50Hz, 300 for 60Hz

Broadband impulse noise disturbances, repetitive (E’Eﬁﬁﬂﬂ(@ﬂﬁéﬁﬂlﬁﬁc) — Impulse Frequency Test level
MERZSR ;. 0.15MHz to 0.5SMHz 107dBuV; 0.5MHz to 10MHz 107dBuV to 36dBuV; 10 to 30MHz 36dBuV  to 30dBuV

Broadband impulse noise disturbances,isolated(FAJltH7 i fik i 75 F-3) — Impulse Frequency Test level
MHAZR : 0.15MHz to 30MHz 110dBuV

HESE AT R EN 55035 A2 R A Bt — BRI 50T, e
MG EARER AT . EFXT 2 AR A P S TSRS L mok A
IR%, R RIER K.

KRR P AR B AT R AE !
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*HE SRRC

Label SEA#AR 4 F

FEEh A FR: Wik Bg sk
5. C2000.
CMITID: XXXXXXXXXX.

# A: 5.0V W# 0.5A
A1 6 5. 8.6.0.9,0.9,0.9,0.9.1

r ] ] i .
£ #FE=20mm*30mm ( FFEFRIAAREE FIRSF RN )

FKB4 CE

Label SEA#RAR 41

‘ Name:WiFi Cammera -
Model: C2000 Ca m
S/N:0000001

Rating: 5V =1A
Mac: XXXX XX XX XX XX
MADE IN CHINA

Manufacturer: XXX XX
Address: XXXXXXXXXXXXX

Importer: XXXXXXXXXXXX
' Address: XXXOOOOOXXXXX

22mm

Z%HE FCC ID

Label SEBARUNT , SIBRELT EHEHRIGER /3R RN, #7725 B30 5 RT3 Label TS T HMUAFEEA I (This device
complies with part 15 of the FCC Rules. Operation is subject to the following two conditions: (1) This device may not cause harmful interference, and (2) this

)

device must accept any interference received, including interference that may cause undesired operation.

LA AEE A AR BRI T

A Name:WiFi Cammera Cam

Model: C2000
S/N:0000001

Rating: 5V=1A
FCC ID: XXXXX-C2000 |
I

IC: XXXXX-C2000

CAN ICES-3 (B)/NMB-3(B)
Mac: XX XX XX XX XX:XX
' MADE IN CHINA

22mm

—~=u 28mm B
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Label SEHBAANT , SEFIFRELT EHE H R MF R —EERBL , #5% FEHF= 5 RTS8 Label J0IES FRUIFFA AN ( CANICES-3

(B)

This device complies with Canada Industry licence—exempt RSS standard(s). Operation is subject to the following two conditions:
(1) this device may not cause interference; and

(2) this device must accept any interference. Including interference that may cause undesired operation of the device.

Cet appareil est conforme aux CNR exemptes de licence d'Industrie Canada . Son fonctionnement est soumis aux deux conditions suivantes :
(1) Ce dispositif ne peut causer d'interf é rences ; et

(2 ) Ce dispositif doit accepter toute interf é rence , y compris les interf € rences qui peuvent causer un mauvais fonctionnement de 'appareil.

AL ARG P AR AT

< BH RCM

(=]
HE

RCM TATE S B P 2430 A ] FRRG 322 )0 200 i L BEORT FR R 5 (NXXXO)

AR RRIE R RTLUT A R4 SCHE EN B0E AS/NZS iy, (EUZAZARA a8 ph I HE TR I3 RCM SDoCo X THREIE #5117
HIE SDoC i, FYI YA TR SDoC A IRFEWIFEIIAT, TAAEHLA RIS o

Label SRR AT 75:

28mm
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Label SEBIBEARAN T /R:

EBE BRAR

HIEBIAERTT R -

SR EARRIEER (cac) FRaatksih=, CgT
X% SRRC,CE,FCC,IC,RCM,MIC 55 % [E Kl A TE A s Dl 22451, A PTG 05
2G/3G/4G IBAE WA “PAR AN FEPE BEAS h T/WIF S 2 R
PR, AR E IRV IEZRR, RIA T AR R I %4, TR
BRI R, AT IR AR RS . RIS AEIE
W SANE !
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