BRI AR E VPAIETER] (RS TEES )
[ 00017214500004 ]

LATRF I ERLHRRED

- XEFEMEZEHFT 000172145000 )

QATREFNERF AL RE A

B RKETEMELEHT [000172145000 ]

3ATRGFVNEFTVE D BERL KK R

FZXERNBMRETHFTEESY (K FIFEH)
(0001 721 4500004)( & #% 7 it)

4% IR
(1) (ETBEMBERZELS) FH+ 4%
5.5 He Rk &

(1) (EFEMEEEELL) O+ =4

(2) AEFERZEREBEENE) (EXTHEEEELRA
A8 B4 BN )

6. ¥ & 1K &

(1) (EFEREEEEL) FNT=4

(2) (PERARFEMETREFTE) FHH /%

TEBEAK: T AT EE R/

8.HMERK: KX Hm A

IATHEEH: TR/FKE

102 & HFRAKXTE: £

NXEER: XN TR



DREFEEMFRY: &

BAIEER:

4N EESREFFRERFERAEREKR: F=RETERE
EHT
= (TR ERRE

KA
=, THIFTEE

LAEF AR TH A4

1.5 %% % E A0 2 & AL A E B 0 R B S TR R B T
AR, REEEAR B Y AA AR L LR H B

2.5 % S A 2 FLAR AR B B oy 22 1 B 5

3.5 4% 3 B A 2 AR B R o PR A 1 5

4.5 27 0 VB 5T BARAR 35 L T

5.5 8 B T BARARE L 0% 45 B | HORBEI A B B R A o
FREEHAMAHE AR .

6NEE = REF BREE N WE Y LA ETERE
EREEEHEE RN HNGEEER S, RIELENFTRTS

&~ .
=5

o

2ARAT B AR BE

(1) (EFBMETREETE %) (AEXTHEEEELR
REOSA TN ) FINEANEE BREEED, NYEETH &1
(=) 528 TEMEEAEMEN G REECENNRE REETHEA
f, RETEARNYEAMXLLFIEERE; (Z) 5EEHR



AfZEARHEENNEET T (Z) 52EREMEEAEME
MEEFAEE(H)52EMETBREAEN N RETERNE; (1)
HZEMEN SMMAEENN T T SARBINFRE RSN RESR
EHMEEAR NEFZRETEMEEHLLAN L EAFEE
NHREERECHENEERNITENGEEEER S, RILEE W
S e
M. TEIFA RS REB S ELIE
LRFAREB: Sk A dEE AL
QEGAGLFTER: £
3SWELETHFHAERLH: F=RETEMEEHFT
4R AR BT EMEE I TIL
S.REFA: MAHF MRS
6. AR E A
FERIR, HadrRb 20 MNTHEEERE S8 MTHEH,
TMEEFTERERER K
ARMEERELE, AELE, VIRE. KR EFEM Y
FRMARERENE, HEEBNLRRE, BRALTHEL(E
FaEmEEEELN) (ENEREZTEEEE %) (ETHERE
EMEEEANG) EX, BUACLEERFTEZR, FAALLFET
i B Y #8ARAT BT T B BR BF R RO R B R B R T BRUR [E
NBEMATRIFT  REWANEZEE )5 R G AT HH, BRE
WA EEL.
I BIETR



1.9 i AR A

LB BWMEE T EHHEEL;

2.EIY BMAE VR L

3.8 I NA A S

2.8 H AR R T

(1) (EN#EREZEREBEEE E) (BXTHREEEELRA
AESAENG) BT NEEZREFEMEEN, 2L
BL % P R TR R T2 &% B E I TR N FE, AR
THFER: (=) FERRA(DLRATA) . FERTAZBIEN
FHHREBHFARM AN ()DL AL EHITHRE; (=)
EFHERAERE. EE N (M) EEFHMEFHHELE A,
FHEE., FEARXGEIFMTWNENS; () TEZE R,
R&EEFR; (X)) EGERETERE. TERFEXHER; (&)
BREERZEARRN; () BHRABRBRXM, EFBEREEHFT
HiE AR YRR TS L, AL, EH, mERTEH,
75y FARSS

LERERENREER: T

2EMRHETALRKR: T

3R EFMNRSETRE

%

4R EHNRSWENA: T

S. RN RAEFFTHRREMER: T
+. ®itiERF



LABITRFTNEFHT

1.7,

2.% 2

3k

433K

2.9 AT BV ] AR R VK IR

(1) (ENBRMETREEELZL) (BXTHREEELR
AEDLENT) BT EANEFZRETEMEEN, 2EL LMY
P I K Y TR A2 BB TR H3F, R T 7

(2) (ERBREEREEE L) (BXRTHREBEEELR
AB DL ENAT) BT —FRENTRA T & EBEEENH TR
HigfE, MARETARAIAERLIE: (—) FIEETET AT
BALABACGEE, FiERHFL. BReEEEBAN, MY ZEFE;
(Z)HERREETUNLGEENERN, MY TFFEALGE
E; (Z) ¥ERBAFL2RENFEEEHA N, MY SFHEHE
SATHEEN—RERFFAFTEANENL2BAZ, AT &,
B HE R R AR, () FiFFERA R T ATEILX
RACGE BBy, B4 B E A T Rk E, I & d i A A X AT
BETHF AR TAA TR E BRI ENRE LT THE
BT AT WA, ALY B e 3 RATEOL K & R B A
BN ZERE LT RER DS,

(3) (ENBMEEREEE E) (BXRTHREBEEELR



RESATNMN) FTZHARRNTRAARA AR EEETHENRITE X
BBV HIEGE, MU R T RHATEE, LSRR ET B
ZERETENCWERTRIAIZE, e ZEZ IR 20/MTHE
HAEHRE., FEERE, BRHESITANTZER, F602%
Treh, EEETIFIT O FEART, T 10 MTIEH A RS BT B
ZEVHAL; A& HN, FEATHATNFERE, FFitH
B

J\\

MEEFEANHR: ©
ARTBEEALIE: BB TFE
SEGFERRN. HR. BEXS: ©
CETRERRE. HI. Bik: ©
TRERELR: &

BEERELTRITH: &
IREFERNHLAR: &

102 EETEMAEAE: &
ILEHNXREEZHXREINETREAERS: &
ZIBF0 R HEAT R

1LAEZERR: 5/NTIEH

2.5 HER: 20 M TAEH

3 % A IRAKHE

(1) AEFEREZTLEEE I ZE) (BXTHEEBEEHELRA

i

A% 545 A ) H — AR IR BT R K2 U B3 T
BRI TR A IEH AT e (2) EHEEHT T



AHATFHAEATRN, Y SHHAE SN TIEE A — kS
BAFEANENAH NG, WMF LIy, BRE SR 2 8 R
ﬁ%}i, ......

(2) (EFBREERBERLE) (EETHERTELE
AESAEAT) BT ZARENTRARG L UFEEHHITHE
TEE T B, KL SR B, 0T R E T B
GEFEERACHERTRAGBE, ¥ 8 FR2 0L 20T
AR R BERB, ER T AR, A E 4
fhbly, FHORTHTHBERE, HT 10T E ARLET BMR
GEVTIE; AR AN, FHRTHETHHTAE, HHH
1

AREFHIE: 8T H
T

LABARETRERSE: &

2UBTE AR, WRTE W, BRI E M RE. A
AR AR B

7
+. (TEIFTIE

LFRERED: S

2ERLRAM: E7EREE I

BARERWHRHIR: K

4L TR RA AR BB

7



SAERENBFMERLEFE: ©
6.OBEFHERTEFENENK

7
TRERENBEFHERESFE: ©
SABEFRERESEFHENEN

7

9.9 #LEE R B R B IR IE B

Z e

1090 5 & #0486 RA K H B B R

(1) (PRAREMEATRFT ) &0+ —FFE, THE
MR E AT BV 7T, a8 ST B R R R IR BB, R OE AR AT B
¥ ¥ A 2 B e B R B
+— {TBUFAI = R

LA G RFTRERS: T

QDARHERFN TR T

3NHHERFNEARE: T

AEHERFALFETEHEATRIFTHNAR: T

5.9 A BB IR &4 T 52 AT R F ¥ 7 A BRI

I
+=. {TBUFAI G54

LALEREKXK: T

2R R ERERWKE

I

3ERAM: T



4EREBERBEMM: T

S.ERBEMBELR: L

6.FlEERHE: T

7.5k B TUE AR, FR o TUE AR R AR R T
BHRHE. ARFERTE KFATENKE

7

SERERWIIHARERK: T
+=. TS EER

LELEHRER: T

LERBAMBLRKR: £

3R EERERKIE

I

45 |WERH: T
+r. EEFE

BRANTR, ERATHEEB
+&, &



	一、基本要素
	1.行政许可事项名称及编码
	2.行政许可事项子项名称及编码
	3.行政许可事项业务办理项名称及编码
	（1）《医疗器械监督管理条例》第四十二条
	5.实施依据
	（1）《医疗器械监督管理条例》第四十二条
	（2）《医疗器械经营监督管理办法》（国家市场监督管理总局令第54号公布）
	6.监管依据
	（1）《医疗器械监督管理条例》第八十三条
	（2）《中华人民共和国行政许可法》第七十八条

	二、行政许可事项类型
	三、行政许可条件
	1.准予行政许可的条件
	2.规定行政许可条件的依据

	四、行政许可服务对象类型与改革举措
	五、申请材料
	1.申请材料名称
	2.规定申请材料的依据

	六、中介服务
	七、审批程序
	1.办理行政许可的程序环节
	4.送达。
	2.规定行政许可程序的依据

	八、受理和审批时限
	2.法定审批时限：20个工作日
	3.规定法定审批时限依据

	九、收费
	2.收费项目的名称、收费项目的标准、设定收费项目的依据、规定收费标准的依据

	十、行政许可证件
	1.审批结果类型：其他
	4.规定审批结果有效期限的依据
	6.办理审批结果变更手续的要求
	8.办理审批结果延续手续的要求
	9.审批结果的有效地域范围
	全国
	10.规定审批结果有效地域范围的依据

	十一、行政许可数量限制
	2.公布数量限制的方式：无
	3.公布数量限制的周期：无

	十二、行政许可后年检
	2.设定年检要求的依据
	无
	3.年检周期：无
	8.通过年检的证明或者标志：无

	十三、行政许可后年报
	3.设定年报要求的依据

	十四、监管主体
	十五、备注

