KHEEMAMERR

Ilf‘ruv%%j}/\”*

BRyT BRI B (B R B A M 2
10903 New Hampshire Avenue
Silver Spring, MD 20993

L i @ (301) 594-4715
www.fda.gov

Boyy as e A & R AR (5 2
FDA 483 EISHIRIIETT %

B 7 A B R UE GBS 25 7 VR A U A ) FDA-483 a1 5 2 4h, SEE A 5 25 5 B R (US FDA) 23 A1
TR B o0 (CDRH) P i B4k AT & 75 2 25 (OPEQ) Y A ML B AL 53 —Fh Az It 91 52 FDA-483 ()5
e XFRTIESE AR BB, AT DL B R A7 Bl sk R IR R

MEZ JFUMEIRAZ FDA-483 RIE?

EBFRATTEEA:  CORH N B i A AT B 70 8 ZZF':@'JEL_TQ/\H}B*@%I]%%C%%ﬁikﬁ’]FDA 483 [r]
o BAMREFREEEAEATA OV IESRIRIR . 158 8] R A0K B R

cdrhforeigninspections@fda.hhs.gov.

483 [EE MBS PEAEE?

AR T S AR

a) JRIAZ AR EEMHHE, POF #%.

b) ATAR A DUERE AR T I8 B 58 4G TSR H I BRI R H I 21 TE 48 e 1R SO 34 4, PDF 4%
Ko WRSTEA RIS, VPSSR DR FRA T AT H %

c) MEMARREN %S A AAFR, FEIL S, LLA FDA-483 [MIE HWl. fltn, “Anfi. I4&FK, FEM:
0003330044, FDA-483 [FIZ HIW H/H/FE” G HIESO

d) HTIRTHEZA LIS 10 4 PDF XY . FFAS PDF SCRY N ZHEATME % 5. 140, 1 FDA-483 [A]
2, 23X, 330, 40, 5 otE. B, N AERIEH: SKIE—RYIERE:, AR
PR S S TR I AF . 1B7ER, WSO AR S ERR TR, @, #, %, FDA K LIk, &
ANBLE SRS AR AL SRR R 74

e) A FRIE AL 100MB. AT b R H1 ) BSR4 FDA BB RSBl R Ak
[ 42 68k 100MB, 1 25 F8 R 4 SO El s I 2 kA

U.S. FOOD & DRUG

ADMINISTRATION

OFFICE DF REGULATORY AFFAIRS

IR ANV IEBEX A T IRAC T, B A EHEE SRR E . BT RZETEN, SR
I NI ETE =2

THICAE CDRH FAIEH AR IR [R]85 [ AR S ARy IS [X 3R AR A I X
AMb A S B — B PRI, B C 2] TR R TR,
R IRAIASBEST TR BB BCE AT I, AT = ZERARSR A AR5 A


http://www.fda.gov/
mailto:cdrhforeigninspections@fda.hhs.gov

SNRENL A AR AT LABRZRIE?

i % ) R K ik 3] LR ME 48 . cdrhforeigninspections@fda.hhs.gov

MG EM RN SR TEZ G, WA e AL B2 LAz, CDRH Al RE2 &% EIR &5 #1 FMD-
14515 .

E?L:uu\

A REEST S E ) — BRI AL, IR AR CDRHL ) AR 3% 35 20/ AL (DICE)

HB%8: DICE@fda.hhs.gov

% 1(800) 638-2041 or (301) 796-7100
www.fda.gov/DICE

o BHJIMMMAIT s BTN
www.fda.gov/Training/CDRHLearn
o AXRESTHHWIEMEZLKERGBE, BUH:
www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Reqi
strationandListing/

o HXAME, MIE, BERKERER, HEWHE:

www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/Rec
allsCorrectionsAndRemovals/

o AXREHIMEERM—KEE, EUN:
www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/Rep
ortingAdverseEvents

T T 7 —HERS RTRE N BT SRARRBUR A REIE 8 T A M I



mailto:cdrhforeigninspections@fda.hhs.gov
mailto:DICE@fda.hhs.gov
http://www.fda.gov/DICE
http://www.fda.gov/Training/CDRHLearn
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/RecallsCorrectionsAndRemovals/
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/RecallsCorrectionsAndRemovals/
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/RecallsCorrectionsAndRemovals/
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents

	FDA 483回复的可选方法
	检查之后如何提交FDA-483回复？
	483回复应该包含哪些信息？
	如果企业有问题可以联系谁？
	更多信息

