2023/6/6 12:09 ERBERXTEER (ARtGEEENE (17) ) SN

ﬂ' Eﬁﬁﬂﬂﬁggﬁﬁ B

National Medical Products Administration

#3515 FGWJ-2021-10001 FEHHE TERSS [ HSEMES
FRER ERBEBXTEE (BRRESENNE (417) ) #9ER
KB 2021-05-28

ExRBmBATIAR (ARREEEME (417) ) RIEA

EkzaE (2021) 315
38 BED

RFRJE): 2021-05-28

28, BiEK. EETAREEEER, MEtr2REANREEEER:
AEA (GHREEE) (EEEEE) , #—PHBNRRETHN, ESREETIERRERNE, ERGRREANHNET (AneEsmiE (87 ) UTF

IR (75E) ) . WFEE. WEEXREEBNINT:
—. BERNRISEEEINSERE (NE) BX, SANMTHXESRAER, SRS, METFER, BRMIFSREFEERERATIEE, 5

SRUTEET, YISTETREERE.
Z. BERSREEEEN NS ENMTERKENS R LTHITFEASENTESRREREFR, BUORRESENNIGMEED, RESRETEER
ZEreM, MLBTHRREERSE.
= K (%) WEE. MEHEKERTT—RIE, HEARKETFEEIINEN, MINENE.
BEEHER2003F4824RLMH (BREERESENTTMEEIRNE) fM20115F882HKMH (BRER

M. & (76E) BRHZBEET. FERRRS M
ETIENTBINEEENE) RKLE.

EREGHR

2021558241
W zsReEEENE (5T doc
FSHERDSREEEEREN WG ERBREEEER —
. . BT R 3 T EE
Copyright © NMPA All Rights Reserved E) proen (g EHEEE
PIEEFRIRASbM35000001  &EFSRICPE130278075 RAMZEE110102020083115
ik JEERAH PR RSIHACERR1S | #p4: 100037 | EXERAD

m7m

https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20210528171603115.html


https://www.nmpa.gov.cn/index.html
http://v.t.sina.com.cn/share/share.php?title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E5%8D%B0%E5%8F%91%E3%80%8A%E8%8D%AF%E5%93%81%E6%A3%80%E6%9F%A5%E7%AE%A1%E7%90%86%E5%8A%9E%E6%B3%95%EF%BC%88%E8%AF%95%E8%A1%8C%EF%BC%89%E3%80%8B%E7%9A%84%E9%80%9A%E7%9F%A5&url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Ffgwj%2Fgzwj%2Fgzwjyp%2F20210528171603115.html
http://sns.qzone.qq.com/cgi-bin/qzshare/cgi_qzshare_onekey?url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Ffgwj%2Fgzwj%2Fgzwjyp%2F20210528171603115.html&title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E5%8D%B0%E5%8F%91%E3%80%8A%E8%8D%AF%E5%93%81%E6%A3%80%E6%9F%A5%E7%AE%A1%E7%90%86%E5%8A%9E%E6%B3%95%EF%BC%88%E8%AF%95%E8%A1%8C%EF%BC%89%E3%80%8B%E7%9A%84%E9%80%9A%E7%9F%A5&api_key=
https://www.nmpa.gov.cn/wbppcss/ewm.html?url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Ffgwj%2Fgzwj%2Fgzwjyp%2F20210528171603115.html&title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E5%8D%B0%E5%8F%91%E3%80%8A%E8%8D%AF%E5%93%81%E6%A3%80%E6%9F%A5%E7%AE%A1%E7%90%86%E5%8A%9E%E6%B3%95%EF%BC%88%E8%AF%95%E8%A1%8C%EF%BC%89%E3%80%8B%E7%9A%84%E9%80%9A%E7%9F%A5
https://www.nmpa.gov.cn/directory/web/nmpa/images/1627020367669054873.doc
https://www.nmpa.gov.cn/index.html
http://english.nmpa.gov.cn/
https://weibo.com/u/1335661387
javascript:void(0)
https://mail.nmpa.gov.cn/
https://zwfw.nmpa.gov.cn/web/user/login
https://www.nmpa.gov.cn/hudong/weixin/index.html
javascript:;
https://beian.miit.gov.cn/
http://www.beian.gov.cn/portal/registerSystemInfo?recordcode=11010202008311
http://www.nmpa.gov.cn/hudong/lxwm/index.html
http://bszs.conac.cn/sitename?method=show&id=7A8439F78D616CC8E05310291AACA486

AmaEEEINE (04T)

%_E E‘:‘\ )I_I\U
F—F HHEHRIE

5174, RiE (FREARKNES M
EEEIXPEARKHNEEREEZINORE BEEENE)
FEXREEEIMNE, SIEDDE.

K ADEZERTARGREEESINPEARIEN
EfRALHARINET. &5, ERRTELENRE. BHE. B
Ik, EFTA,

BIMEF IR ERR (ARErSRMRIMEEEIEN
E) T,

EZFK BAEELSRMNERAmNEEERIING R
£ 25, ERRTRXREMETEREN. PITHEXEE
BN CH S mVES BRI TIRERNIT A,

EAUES

=)

AmieBENIEEKE. BIF. RERERER, HnsE

FELRIE, MRUEEE, BRLHEAmiIZE. B3HRE
AEHE.

Nz <

AS M
BiEEIR, AJLAKEEES

W RISXIAZAMISE, EXAmin &SRR N
i.ml ===

2
WERE MEEERRSHIEERER
MESFHIC, hELE.
FLEXx ExRDVERTELEARNEEEITF LERES
5. BiaX, BEEMAms
=

i E B (AT EMRaRAmns
EER)) FARAOmES. 2EIRE. ERARNEEER

=y

_l_



BEmfmExaERPOREABER. IKREmEKE, omHa
SEAIXE. (FHREESHIRHGERN, RFRE. Bia
X. BEhAmETMRESEARRIIESIIHSUAREADE
ZRZ M BRI EMBERTN.
BRAREEEENIAFTARNA TRXIBZNG R LT
FARFEA aamErtll Bmitatll BRTEEHEER
AmMNBERZE=FaFHEINE BSHERARnEEE
HIFRARZTERI. FRRMNRE, BRECXEANNE
KB EEMTA.
mEFARLEEESPIAZFRNMTEXBERARE
Sl FERBMIIRE, BEEExRMEROnnEEER1HE

AHIEE.
FA% AnDEEEERSNKGERITRER, BXRBEART
ANSEZEE, FRTLUES, FHREESSSEERICR.

=R, BUE. ERFEXEM, FMEUMHTERESR. . &
S EPRRSIGE,

FtF REEEMEMNERN, AREEDATIEE. B
MeE. BENE. HitaHE,

(—) A REEAmNEEE JEFRARETE ST
AJERISHEENRET, WHBARGESENEARETEEEN%K
HHENRE,

(D) B ERREAOREEEER HENEREEET
X, WHRLEDFTIFEA. BmEFEL. AnEEdll. 5

_2_



miEARMETAEXRER. Z0. NE, PUITEXREEENE
LIRBRINERR RN G EEE.
(Z) BERERNARLEHIFIFEA. AmErtil.

Amiatll BRERRMAIEFERIEREREE RIFER
FHEREIIMERE.,

(M) HftfeESFRTFaE. BRE. GREEIMIKR

F\F LERBORNEEEIVALSENARGE K8
B LUBAIH i E R e min B E B )8 E a8 Ko m
HEEENNRETAIREARSINGRE.,

85 REIMINAR

FhFE SRORNDEEEIPIKEIRENEIEENSM
MENA, KEERDSREEREEREZNSTRERIRETIE
AHE (BERESATERSH), ERIMETItaER
BAMERYH B EELRSETIFESRRRSNE, Oma s
I EEENA M. BE N FRRMENEFE
it A LS M ERAASIE.

AmnEEENNIASFEFEREREIT. hEREE
FSHEBTHRANRE, LUKERE (RaEGETERS ) &
HRRIEEM FHEHAE.

Ft+F AREETMNIEVRESEARR FieEil
FRBAAREETE, REAmNERE.




Sl
MERME, SHTRERDRS é%‘ﬂ%]? HERRERICE
RAIRNERSINELUR RE R, BEEK, W EHY
ROENFEERSEA,

B+ ARDEEEN INEARNETMREEL
RERFINERERTE, LMERFMNEHR. HEREER
SEHEMIRE TIFiMEERS.

AmnEEEPIRELEFERSRERERTRGE
TR ERBGREEEESR T LU ER TR MmN EETESR
I‘TJZ%%.%@E*M’JE’\JHET\; TRARNEEES IELFS

BRISZEEHRE, aLARB LRSS M EEERP JIKEEER
WizeS

’%-l- % BEEEARARNIATRETEEREN BES
CEMIFER, MERWEERMEHSHELRNER, F
BERRERNEFERR.

FTMF AREEERARNIRETRENE ™H
EESERN, hHESHRE. MEHERERXEENE

SERINARERIHESFER

Ft—F AREEEENINIZEZRIMCE LA

F=E KREERF
F+a% IREEERURRAZICERLFCE EH
—ARE 2 BLALRERAER, ﬁéif\“ SESESHREERMEN
RIEWFENR, BlZHEENEYR, EELITHRRKRES,

_4_



BRI REET E RSB THE,

SEARHAARTE 2 B0, R4 H R ZRR B A
ETIEMBREEEEN VR 2 SUHUZARSSHRET
3

A% RHSEBAETEOER, MEARIReEIS
B R, IEREER. SRS, KSR, S
MBI E RS SIEERAHIE MR RIR TR

SHtg WEEFARRERIE, NSRS
RS A T R B ST AT R BT
{4,

#+/\% DUGRETHAN, WEEMLEFTERS, 1
INGESEE, SMihEeE. RRCE. TEEILR s
(I RRR AR IR A TR 55 REATS S AR E 5
ZROBRSM

A% MEANNTERE SRS, Ries
BT S RS R AR S B TR 2k, R
LISCHIFREIDS. HESRNEEEN, MARARHE
BATRE, RERDATRE R E TSN,
RIS R ER R S RS B T A,

Lo+ SR, RESANELER, AL
BEBATR. Ak, RESERE (SRmRERER)
ETRIE, 215,




EF-+—% KMEPAUFNERVIRFEAREER
XY, FUEARNHIZAIEEBEXIHE, CEEN G R
AR A IR I S BB IR A SRz i E R N T/ERZ5 &
NESEEINIMNREIEERM, ARZFIEERMEE TIENS
I EETRER N S = BTG, FHRIETGERIE

BEEEELErE. HE., FH. #OSEXEEEEIEIORE, [
SRS ERAXE LM mEIXEH TEmEBIESHr, FHiK
EKRISREN G BT,

WIS ERMNEIIRE TR, AR ZFeERAIEETIE
NS RN EEESN INSZI AR LHITIREANE L™
A REVEN e, IS BERAEEXIEZIEEFtIA, 188
AN HEREERBIRZAR EHFFE AFREBERA R
INEEEE], ZAmLEMT B AR E RS R IEEEE
B I 7 _EIAERT PR AT IXUBG 154y, BB XUBE s HliR
£, FEIZAm LA ARBHERFEHE.

EZ+2% WpeESRG, EAN SN IITeERER
HIToIEE, EW. AF. AEMXEESARIIEEHTY
ﬁ,%Eﬁiﬂ%u,ﬁﬁﬁﬁ%ﬂLﬁﬂ%ﬁﬁ%ﬂo

F-+=% HRERIIHEEBRIEREFINGY,
A LABRIAERSE, MEEHNHUNLIER, HESHRARBANSHE
RPEIIE .

MEHN A GEHIEERMNEEEBARETERUR G
MIFME. ENFESE IIBEEIR. (ERAARE. TIHEENWRERERE,

_6_



THMAERFENEMEERIT BN EE R ERIRTREN, 1R HREVEN
M i HlfaFERIALIRZ Y,

EIATRPEIR H AN N S A BEAZ AR, FHEOESH
PR RIIICERMURTAEZFHA, BXTTEHR—D,

F %X MEEHNIREREAZ, RRENMATEER
ERITIEE, IREIIZEEEE, FARIIRESICHREIEEN
PINDUZRERS, REANIRITEIRERS. RERIC
SISUEP SIS i [Ru st iva= ==L VA

FITREX WREDATERE. TERE—RRE, H
KBS ZRAIRIFIE.

MNEBREFEIAIRE, ik (AREITRENRITE
ES/RN) HEREIIXIEEFR. AmEF I ESHINEIRG
BERIHRERY, XPEFRATLUTFHR.

WAMEERWAIEE, KiE (nEEREEENCEIE
SR HERERINEER. AREaEtWESHIENIR
MERIVERFERY, XBEZFHRATLATR.

B+ F WPEEECNGESITESICT AFTEER.
ENFTEER. TRHEEX,

F-_+tEF mErEWVIBRESCHGEITESL
HITFE N

(—) RERRIEEEREREZENEEM. REEEK
RLbRfEERY, RESCHMFEENR,
(D) RUeE—ERERENG, BEREEEARRESR

_7_



e, MBELRICHERTESER, 82 EARRTFUTEE:
L5 (BRAEFREEEME) (LUTEFR GMP) EXkElR
B, tRarmAETR—EXK;
2. RN ETERPEEE SINKRK—RRIRIE, £5anTRAR
EEERRPE—RRALTE.
(Z) KGN ERELTENE, RERRFEEE
17, MBLRCHAFAFESERKR, 8 EARRFUTEE:

LEREIEMRCEHRE FERRNE;

2.5 GMP EXEBERE, ‘Ar-mREmRIEXE;

3EHREEFT. MWICR, AREF- SRR, REEHRY
ICRFEHEAESE,;

4. RN EHEEE ST T EHE, fS4aaniTRBR
EEEARRPE—RAIEB ST,

EF-+/\& BRESEWIHMCEESCHNGSITESICHY
eV

(—) REUEERY, MEESCATEEK,

(Z) RI-—AtRPEeE TE2HRE, BB ASRRES
HARET, MIAREENRDARREENEN, SEEICHE
AREFEEXR, 83 ERNETFLATER:

L5 (BREEREEEAE) (LATEIR GSP) BlRE,
S| REERFRELZENE, BRENARRENITH;

2ITBENAESR. REEEARRZ M ITE, EG8LREFS
STHIERNARRESER R TE RSN,

_8_



(=) RIF=EiRkpE, B RIAEERPEF—ARERRE SN
WEREETEARIEIT, AR IKETEREREN, MBS
AMIaEK, BaEMRTIATER:

LIWRERSEA. REEES JRRIARNTLSRRESRE

THE, FBEIEREFE(TERR;
2. (P —EKiR GSP EKERITENES,
3fEfr. ERTREP RIS mAETEIR T,
FtHhF IkERERUNIEERRIIZEERSE
MERSBRAZTERERZ, FERERETTELSIL. BmiaE RIS
BTELICHE (BRESSITTERSH) ROmEEETEE
1l

AmnEEEPIINIRTESETFESLSARRER
(VA

F=1T5F (AERESOTERSE) NIERAMLED
FARFBEAER. DIEFR, ik, sCiEsf. WEBE. 15
KR, WEAKE MEAR. OENE. ARESERE. ZaiT
TEECEFRNEA,

(BmEEZESITERSH) IRIIHEREETIIHEIE.
B=+—% HRaEiARIINERBRAERFHIIT.
AmnEEERBTHRINGE, RANNESTER. 5

NERL BT TR BHK B T—F B TH=FEFN
RELirR 2 o] LIS E R,
F=1TX IPNELERE, WEESRMNISE 20 T

_9_



{EEHREXIRFEINE TR, TR, NEHIE
YISERITTHYEESIT K, FHE/IRI N ERPEH VRS G e Rk By I NEEBTR
&, BERIRENSIRAIRERE R,

BRSNS E=/ DB SRR, BREEE ST, KBZTHE.
Mgl Bz, BECERIMNSAE, ITEREERERIX,
iR, EIEmaX faizhahER TSR,

WG ERNIERESOT 7 E N R, NI RATRENIER
R EIRSIREREEERN, VER, IRHQERME]
LISt E SRR SCE LR TR E.

FUE WFaaE
F—T AREFIFAHEXEE

FZ+T=% AR EEEPIIREDREETSSEI
HOERI, NIHEIACETFLR, FARLHEIGNE.
HlE TIFD =N SEEI AR E TIRIIFRD 30 N I{EH.

B=TMF BXBIE (BREFIFAUIE) /9, £ GMP
BRABHEINGNE.

BRIS (B@mETIFNE) EFfANE, SeEWVEBTHRE
BEEZN, GMP HIRENRIETRR, RIEXEEERNIH
1THE, YERNFLUFRE GMP FFEHERE.

JRUtaE FHFhiE. S, ¥ BFEEEETZLRY, NI3TF
f& GMP fF &40 E.

FRiEZm EHRY, R (AmE~mEEENE) AT

51



FHNE, RIEFEE LHRIR GMP FFEIEIRE,
F=THEEX FETPENIERERIIGRERSRE 20 M1
{EH 5Tk,

.~

BT HRELEFITHEXIKEE

F=ZT7F BRARLEESERIISRELDRQENISE
ﬁﬁ?nn?ﬂﬁiﬂ:ﬂ_ AmBE JE% RSPz ERT, NEHIENZ
WwBEITELR, HFRAXLBINZRE. HIELIFLRKEEmINT
wETT{ERFR9 15 PN L{FH.

MmERA RIS EEEN LA RSER I ER, M
HHEMAMEETIEA R, FRALEIZEE. tIeT{FaZE
NEEilimtaE TERIFR 9 10 N I{EH.

F=1+tF BXRFBE (BREZESIFONLE) FIRE (BmE
SFANLE) TSI E BEHITIZRER, KIE GSP KE
DspteEIRSRN., F 7 4 & 4 N FHRXEERITEIISIE
=9

%)?f

BRIS (AmEENIE) Bk, S6EWVEBTARE
HEAEZEN, GSP MIREARRETER, HIEXEEERNEHT
HE, YENFLFTRE GSP FFEHRE.

F=1T/\F ORTEEUCWANTFIRE, BmTFEEMN
AV NEEENTEEST 30 kAY, KRR 20%RYELHIHE, (B
AEOTF 3R, KT 30 xRM, & 10%LLhHE, BREDT 6

K. | JEFEt ERAnn SEEE N AR SHRTIRE

=k



Vi E SR S E N RAET T REE. #hE
AMSEEMTWIENETFES(BAX. BEM)IRIZMN, ©
EiY, BRIFJNENERAGREEEESIILHFERKSR
&=,

F=1+N% Btk HEESESEUSIPLITFOIEE
RETER AT llﬂZ;’éUIJ"'uiﬁﬁETEiE 10 ™ THEH AT,

ARBECVHITFIIRESSITEEN SRR ER
=& 5 ™ LIEEMN5TK.

FOhE EIRE

BO+% AnLEBEEESIKENGLERERNEEDSmEE
ithl, HERMERURZER HERE. REER. MEHL.
GEENRTE, LIEXEOREE, FERAETHIFNSHET—
TR ER T RREEEN A MRE.

MBSTHMEERZ R TRE:

(—) AEFHEUNRASR IS FERESXEGE;

(D) AR LmFAIFEA BmEr-ill BmEEthl.
mE RS mEeER,;

(Z) Bm LmFaFEA GmaErtilk Bmé
AmFERRAEREMIER,

() DmARRMEN, FREMHR. RFEREERED
BRI ReFERE LT = XSRY.

FO+—% BEIREESUTRE:

———

b,

=

HN
i)



(—) BETOmEEZIREINGENG,

(Z) FUTHEXRSMARESENEARATERIRG S,
(Z) BREF. BE. (EHAFHMNSIENESE T
(M) @ EHFARFFEAREERE. Xebizees;
() mnEEER TAAFTEREREMBRE.

A EEEER B AmRETRITEMEERT LA
REAFS e SAACEL T, A LASE - LaE IR E T =
MENRBHTRE, VENTREEEGE,

FO+F HNENRBAREFZEEBERINEERA

-

17

XIS . A M. AmRZHSHER. BN m
FET AstamESER, FNENTPIMRELREER
2. BIERAIEERESFEXAENITHERFH TIRE:

(—) MM, E—RBAARMNNREZHSHERE
il EFEEREADTFT—IK;

(Z) BRIk, MBS miNE—EEEE
mEEE AT, FEFZSmANE —REHZ0 m X 2 Bl
LK mEZHSUERRMSHREIESFFRERADT—
X

(=) BEtsem. ErRAstoRErfERVEFaE
ROF—IR,

MERARNEEEIEE TR ASLFRERHIE
(EFRRMAIREIUR,



FAE BRRE
FO+=% BB —N, ARNEEE X
Ha, AUARERRE:
(—) RFEREE RS RRBAEFERER S
XBEHY;
(Z) REANFERERZEXRAY;
(=) BRARRMENIRRAIREFERELEXRAHY;
(F9) XJERIREFESCIEE 2RI,
() B EERERREEENTEEKAY;
(73) AV EEARTEICRAY;
() BIIETEEEAREICEIRY;
(/\) EVHmitERP AT EFELERER,
(L) BEANGFERFFRARTEEEREMN,
() FAFRARTEAANEERER,
(+—) EfvFEARERRERIIE.
FO+MF FREANRENIFIERELE, BRGES
IN. BYE). ARMERAISE. ©EN, DmmEEEER ALl
BRagXab JHRFAREERE.
SEHEN SIS EARIOREE LRBREEERS, ©E
NHREEERE.
FO+HF KNEHNRAMSSEILSARRERMAQET
G ERNS,



MEAEEEERETR, NAF—HEERENCEN
7, BEsHIAREFENIEARRE.

MEHNRNMEEEEER BRI EIIEPHHERR.
RIBIERENGRFEKER.

SO % IR ERERN_ HRREERRERAT.
MERARERERR, LEESESELEBAREN, N0 E
Xt EREF TEZEN, IREBAEERENS RN EETESR]
EEETIAEE,

FO+E& EROMEEERVELSCEERAEER,
A LUERS BRI E R e i E B IERR . #iER(
FHEZS MnEEER INIRRIDEILE, tMEIEERA RN
SR EHERIZHE,

FMO+/\F ARLEBRNERNSMEEEER NS
InEEXSIEEHREE, RIERERIENER A EZRER
B, WERSEENENE, FETLURER A REBSGETISE.

FM+h%k WNEENG MEENIENEEIOER
&, AT 5 PN ITIFHRIREALAE A BN RREEERE .

e EREHNASERE: REURE. RIE., BXIHE.
MESICTITEENSE.

FLE MESEERE
FO+% EEIRGELRIEDS AEREED. Bmia
B. jEHERIR NS INSZTER, SRHER, R



NRsEtHE Z BIRIMES TR,

Fh+—% KREPARIERERMALSREZR, FUAAR
NEZRIFREERAE. BUET(F, EENSKAIANE RS
FICEEN T ABR AR EER MR E TP M E
EEE AR EERN. fAEREERME TFRIZminE
EEINIZANREERAED ARBACENS, KRS5EE
1T/9M8XRA0EY). &BRL BEiE. SUEEMENRSFILEYR, 28
REREEAEND T, WFERIRH, M3 RIBAR NS,
R FREEXRENSFHFEERXRO MY EIEEH#T
M FEEIR S A I E .

SIRER T AN EARREREXEE, AERGER
s TR M S ETEER I N SERCHE A, IR
INER T —FAEHA TG, (FHXSESEIRE, =W

SERMEE DM EHIFRFE AN E LA RREAEN XIS
EHIFEhE.

FHTZX EHENIEFRIGRERMLSHICTERN,
Amin E BRI NS IRBBINE , AR IBEERA %R
K.

FI\E BRIECERINMME
FHT=F DRILMHIFIRFEA itk FEEHR
=B (LATERESS) et E R R S EIRER INEEXIE
ZIEE. THE. EtiEE. TtEh. AMENSFREE



BREELRRAUARRG I ENE T HINE.,

FR+IF BREEERW (LINERZES) AiEta
RAmn EFEET INIBTRIRERE, NZIETETHERX
EEREN. NE, FMTREEENE. BRARERRARRE,
EaEEH e R AR nEEE JHRERSEE,

HERBERANAIERETEEHIEN, NSREETHM
BHERSMEEEER), EHEOMEEROmEEETEER
NTRERSTTREE.

FA+HF ZHSNZXLAERERAREEEER
VINSBES TIRE. BRGIaE. {TBEEZSTIFILH,

FHTARF FEBRGAERN, EEHMEMERAMmMEE
BRI IRZIEL A ER S mEEEEER IR HPE
BRRE, pBAETEH. BREaEHN SN FZiERADT
2 BB ARERN, REaEEARBETHFIEhaRm
IEEEER kK,

FH+EF HEIEFRIRDAEEANEMRY, BKE1E
BHEHN IV THREFEEE. BUETF, SELREEHR
A & SRR N IR TBHEFISNSTE , F=EA
TR RPEENER A mn S TR JARME. WEFEER
NFNER, REERALBIEEER. WEaRaExkIES
Aot XEMEXRFEXERRY, RITRERDEAE.

FR+H/\F ZRSNZRXLAERERAREEEER
| IRERE AN EZE DB mARROFER.



Fhthk sEOnnEEESINIERERALR
EVHREEE RS, KEREXERRERLEA SRS
B, URBHR EHIFFEARZNFERERESER. AnhEE
EENEERER, AEMIIKERNIZIRARLEEERE
1H{ERA.

FARTH BROmLEEERN JENKEIELETLEE
ZELRIERENTAN, FERIMahHTEE. BUERY, &
D& EEXERAmn E TR JFRERERE, tBalHE1E]
EERIEHEXER DM EEES JENEE. BUt. MENEE
BUERT, thEISRUNSEREIMENAERZ Hi 15 M TIEER
STRIETE. RERESR, Z3BR T, RDRMNAER
ZiETEER B 7 N TEHEERIEDEHREX, S5t
BETFHER; FEE7MRY, MENRAN SR AT SRR LT
EiaKAYERI JF AR,

FAt+T—% HEADREEEERIFEFREXIEEK
GRER, SR EAFEEERE. AMEXTRL, RTRE—HK

Amin =R,

FNE HEERAIGE
FATIE OnDEEERNIRE(OREESSITER
5B) BEBGEITELSL, (FHENAE,
ZETTEEICHMEEKAY, BRLNEEERR & DM
BN SRBIZRERS. (UnRESATERSE) KB



RiHEM#L, BRiRSSHTERRIIERE.
ZETPEEICAENTEEKN, DMnEEEPINIR
iR (FREARKHEZREEZER) BN TFHMEREFENEY
TR RN EIEHENE, FRIERERS. (AnRESS
THERSH) FBEXRIEE#, BARE. TESCEMX PSS
BIERXER SR TR TIERE.
ZETESCANTEERE, BRLEEEERNINIHE—
AEERENVE (A, HE. (£, #OFXaizHEE, Birk
£fEB, [REXRBERXITIHENGEIIN, BRlEEEER N
SZR (PREARTHESREEEX) F—B 7 \FFEXN
THTACE, FRIRERS. (REEETFERSE)
REXRIHEM#L T ERXEEEAFHITER ISR E.
BAT=F WRERMHER ELERE, (NE. H.
[eEEXRILEMFR, AR mAEFERERE, Dmint
EEE N IR (FEARKHIESREERZE) BN HFEH
MEHITALE,
HWIRERMNA NIRRT, NISW/9ER, dbEhnER
8, {hia. #HR RECR. Uk FEERFHEXEH:
(—) B8, REeERHFAGRERRESEXE, REla
BEiiE, BEREERIRERERET,
() RIESEHANLRMHEE TR S EHERAIX
. icR. EiE. Sk BTFEESTRN,
(=) ERERGIAE. S, BEFEETIFR;




() UBRR I EARAESEZE EBMBNJIeE. HEE
IEAFEEENELR R, 125, WECERY;
() Bt BcSaERIEH.

FEAT% Z2RRBARE siteERA LA/ FHXE
IEHEEERAERNS RIS SRR B ARRRX I FE AT
5, FHEREMNIRE, HmhEEERE IR IBRART S,
VENTUFRIVAIE, HABRNFTESERGHEIREXXIEE
HiEHe, FRHSREAHER.

FATh% HRNESEINILANERLMITFIREA.
Am&Ers. KW AERRIERZEE. ZRETTE, it
r=. 5. FENFREUSE CEERTEREREEMEK
FRY, MAYm E—R25 R IR EE SR IFIA YKkt A RBFFHR
& LR EEER I NS REES TAA RN EEESN]
FFRERABMAIXBEANE T,

Ft% IREeEREAFANEARBE ™ITAZ—HY,
NEERENEFEAR HEEESTEAR REARSGFRE.
13455y )

(—) WEARKEI ERADHEAXEIRERY;

(D) Ik ERAREIANEEA R FIRIEAXEIRE
{EHBN AL EFETERY;

(=) WEARRKIBRTEHRE AR ERERRY,

(M) IREEERMRRAAREEDSBIITFERNES
R, EEIHE. BAENLGIEEXITIERN.



FAttF ARLGEEERIINAKEILATLERELS
xR
FATN\F BREEEEN INSZRB(ESHRDIRTX

Tt — L R EBREORHEERNERMEERRKIEIESE
Y, EEKAMBIFRETHINARE. iBR. 1F3E. H=E. 2.
ERANEREEFTIE.

ETE K N

FERTIE BERGSRLEEESERIEAZMIRER,
EIE A A HIEE R AISEREAEN .

Ft+& ANEERHZBERT. RERERAAES
EIHF 2003 F 4 B 24 HRHMINK S REEREEEIBIANIEE
HIMA) #2011 F 8 B 2 HAMR (BREFHREEENTIA
IEEENA) BRTEL.


https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20110802120001536.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20110802120001536.html

	国家药监局关于印发《药品检查管理办法（试行）》的通知
	20210528_NMPA_国家药监局关于印发《药品检查管理办法（试行）》的通知(国药监药管〔2021〕31号)2
	药品检查管理办法 （试行）




