(EDTRIE I R B XU
EENEE)Y (XER ) fwhlhikE

—., MEBR

EMEDFEIERXRETTRENEES , 2 "FEF
& 2025" FAERESHTH R Rells, , BHEHERTPERIE
ERE, B 2009 FERFIEEYEA W ERELLE |, 3
IIABERIKIFNE |, #ishmWEBRER |, £YEDFIINE
RIFERIGIK. 2013 FRYIEYELSFIRIRERET(ZTT |
X 105512 ; 2016 & , FAAIRE#EIT 2000 12 ; 2017 iR
YL EZSF SRR 2400 {275, MWAEHIF= Al Tl H#En
BXRE , 2009 FLK | FI4E9r=A TANEIME S R ERIFE
K, 2017 EEFYiE =g inEL 300 27T , EIEEIA
24.6%., BRILNREKEIRE | £UWEH=IEERY "+
h" REMLF 2035 FinRBirEEREWE. ma1)
R EYIM R EGIREERRIE. EYELSERRNER
[FiEirel  HEkEEFRIE , BERMTNEEARRTIEN,
maDRIE MR FlRmiE | RESEH , FaiaizX
foA—  HEEAEEREREX, XERFIXESKRE
e , AR EYIRIE I LR ) RIS
T, BIIRIIMMIRRIENRINIAER |, XIiREEN
WREEME R FIRRESRSE | (BHEREXRATIEY
Ear VR A REEEEES N,

BT , EARIAKRNER. BREEBUNREBRAMEERR



| IXIEDREE M R S AR E TIERE TEX. BS
MEBIIMNBEBNEERE KA , EREHRISUEFEAER |
BEBANAR  HEFREAMARBXE S RETERE. &
BIEMRFEXDIEEEMMEIRR RS A RTTE
IRSBEMNAYAEL, BIEASUHRITIE | BB RE A
R R EFRXEERFEHTENEIE | SXED KL
FREGINIER TIE, MNPRERME ; A FEER JUNmiAE
BB IFRENRSRTESRENEER ; meOeli
i AR RN M i1 R K EL il fR I R XU S S R 1R 5
EZIREE , EMEHD BT SEIRE | IKIEXGE
RUEEFTZ. KhEEFAERE , NMREREAENR
SRR AAABER. Bl , AEHHIE | 5
YTl & B R E R ERERBEREK | INRs)
YR E R R E S SH OB AR B ERSE B
W, FRIREERX, KISFRIEMERFIRERRETS
SCIERLER | #HERRYImie G4 dRIFanGEt , LIS
IR B E iRk IR iR R R R,

—. I{eER

(—) 1E53KR.

RN EEERBET 2022 F 1 B 17TARAG T (K
FFRE 2022 FRY A RAERIETTITRITIB AEE T/ERY
BRI . ERYIEXEXEREEERES T | RYImieiRia
BRZFMREREEMEAS I AREE | FIXEYH R
HIERNEMLZEXE |, BRE RIS REMEYE ISR RRT



ORH 7R mite St ESHEIT T RIIMB 2B (iR
EWIRI R ESRXESRERILE) R ImhiahEsE
HETF 2022 F 5 8 13 BT (KT FiX 2022 51t
N ATRET KB ESE0ER) | (HDRSEEYI
R EFRXE DR EEIEIE 140 TSR EF LI,

() EEREIE

1 . SZTAPTER,

222 F 5 B, ®ImmiphEEERE A (KT &
2022 FE—HHY Mt A ETRIIMBEESaER) |, (5h
MR MR R E S RXE D R EEIE) HHUEZIN,
g | tRIBESEX | RYIMmielieieBRl ZHREMRYE
KBS AR OBR S AL T iR EIE, HIETR
ERmB TETR. REAN , BHHESD LRSZMNERIHE.
A8,

2 . EBEMER,

2022 FF 6 B, tnERBIHINEZES T GB/T 1.1—2020

(REMTIESN 551 3D iU SR NEEM
Yy , EEENELIERERRIS I |, #i7 7RIS FH
R TRNEEENR.

2022 7 B-2023 F£9 B , inERFBNMWEEDH m
HHIRERHT 7 EBEMONT , FhUE. fFILUISEEYES
P REX |, FRIVAEW  THRORMER , FRERMAPX
NEIEYH REHREERNTHER |, B 7RI XAE
£ REHEFENRRAIAR , SHRRERECIFRE



xRz, AREIAEEGERRRNY T IiRERNSIERE
FORN |, 58E T EREZRREMINEERARE.

2023 £ 10-11 B , tnERFIBXNEDHIREDZEHEX
EEEAN. BERSUY. tNERSEE S RhA T T AR RE |
SVERERH—SERMFTE | TRINENAEKE NS,

3 . EREIER.

2023 F 12 B, IBENFERNRITIEEER]. £9E
A, REARKR. E=SHlTaEEREM. Tl
EXRIEKEN ; &= 1| BhE , HUgER 12 MEXENEL
MNABRBERFEIN 37 5. InERFIETERINE T
TINEDHTFIANIE | RN 34 55, RN 15, BBORMA 2
%, WIEKREIRHIT TIEK , FRnEXETS.

=, HWAHREFZEARNKEULRSEASG. Birk
BEFRHE BT R O

(—) tnERY S RN FKIE

B "RlZ. LA, EE" RN , ]HFEER
INEZFARTREE | REREE R D R LEREZIOHIE
i b, SHZRIRERR). EMLEFNER]. EeEERLR
ek, RIARFrEERRA. WEARL , NMmiZEME
AHTHELT. B, Dk, RIS, SCRM.
e, DRSO R AL ABAFER 1S, 1884
iR EBRIRIE. ASFRY9m SIS iZEE GB/T 1.1—2020
HEKHITRE.



RIS 5 EEBKIEBXREE (KT T HIE IR
tEEYI R R F RISIEIE TIERNER) (JREREEEER
(2011) 28 ). (FRIEEBXFRUREEBXHIZNE
REENM MR IR E S EREA) ([RERRD
(2015) 247 5 ) F1 (RSB XRTH REEFHIEEY
MEEERRERAARF—RERNASE) (RERAEE
2017 56 94 ST ) FXFHITRE.

ARIHSE 6 EEZEUIE CNAS-TRL-022-2023 (SCIREE
XS ETRIER) 1 SN/T 4494—2016 (EIGHEESCI0 =RR
MEMX I STERE) FHITHRS.

AXHE 1 EEEUKIE (PEARENEEYZEIE)

(RIEMEYSCREELTEEEEA) 1 (SEU=E
REMEMLIRE=ENLEBEHNE) X, &5
GB 14925(SCieni4) IMERIRHE) . GB 19489(SCieZ= 4
ML SBAER) . GB/T 35892 (LW EFICIEHEE
18ra) F GB/T 42011 (L34  RFIER) FirEH TR
5,

(=) SMITEERZEN. IRERXERE

A HNFIERERESERN (PR AREMNEREX
%) 1 (P AREFMEREMESERRZGY B9BXAE |
LN FEREREREREIEDE. BXRXRE (KXTHFiH
SRR AR R F AR ISR TVERUIERNY 381 I8
EXREED MR RS REKEX G EEER A ERR



EIE. AU SEXRIUTEEZNF S MESRIE.
TMRERBITR,

. FEEFARBEURTERAIER. 28 HRR
IER9ISIA

AR /EE. eI, RBFIEN. B
B3R, XSRS, KEORER. SEERLANRERE
MR, BT :

(—) ek,

ARIFRRE T shiiE A e il R B R XS 5 4% BY
BWREK, NIRFERKD. NEoREFNSEEKR,

AIAEBFEFRYO Fd B ISR S Rt
NESRNENLEXEEE,

(Z) HEHES | 3.

AREDHEE TAEHEEMS |IFBRISU4EER | 81E

GB 14925 SCham¥) INENKIRHE

GB 19489 L= 4SYLTeBRAEK

GB/T 35892 LWl fEFANCIEEHEISE

GB/T 42011 SCEERIYD  fEFUEN

(=) NEFIENX.

AETEH TERTASHNARENEN

(M) SfFEK,

AETNE T IREED R R ES REXE D K
EEREMN.

() REEFHRKS.



AETE T DRIEED R E S @AIXEE 5 /9
—RXBE, —RXE. =RXEFARXEFINEFR , F
FAFIE T —RMBE, ). =RXBEFIRIX AR
YIRIEEI R R B A B

(73) KBS RIER.

AETIE T SREVHRIEMVHENZT XS
FRYNDRIER | BEERIE | KERiRE, AIEMLE.

(t) EEEX.

AELUE T BFRXEFREDH RINFHEER

(I\) B

AET AR JIHT—RXE. —RXE. =
X BN PO XGRS I R #E R HL I FRRTE . 17
ISREERRIETE. HOBREAR TR hESL
EREMREFR.

f. BRSREHFINRF AR

ANIHAE RFMR RS,

7N BERER IR IR IETSS

A mHIS P REAR RN oK.

T, SChEth SR ERIFETEERIN

A ERRY Mt atngE |, SEiEBRRH—CRRE
NLeXE , RASANEDTEEEREMRERTAR | 18
BMEEEFIRETNENLTEKE, NEREIEERE
HIERETIET BRERESD ). Rk, E£-flmE



PE mHHIRTERIEE S EENLEEXMNED T MoK
HENEREEEN. EANELER , LBELTZH
REHTH | —BEGEFN 415" ERERXZEHE
HEEMEAIREXIGIER. FIISHRIVEER | —
E2RFMENREYESIS A MRS R EYHIN T
BRE  WEVMHHNRHEEY ZERSFE | AEDE
el (FFRIRAMSENL ) TR VATERIEEY L £RIAD
BF  REEXRNER , —2REHETRE , H—LIHEIEY
HRIIEMZ EDTNENE |, AUSERTHNENZE
B, BN RITEMRE XSS,

I\, HftFEZE RSN

TCo



	一、项目背景
	二、工作简况
	（一）任务来源。
	（二）主要起草过程
	2023年10-11月，标准编制组对生物制品生物安全相关法律法规、政策文件、标准规范等文献资料进行了
	三、地方标准主要内容的依据以及与国内领先、国际先进标准的对标情况
	（一）标准的编制原则和依据
	（二）与现行法律法规、标准的关系
	四、主要条款的说明以及主要技术指标、参数、试验验证的论述
	（一）范围。
	（二）规范性引用文件。
	GB 14925  实验动物  环境及设施
	GB 19489  实验室  生物安全通用要求
	GB/T 35892  实验动物  福利伦理审查指南 
	GB/T 42011  实验动物  福利通则
	（三）术语和定义。
	本章节给出了适用于本文件的术语和定义
	（四）总体要求。
	（五）风险等级划分。
	（六）风险分级程序。
	（七）管理要求。
	（八）附录
	五、是否涉及专利等知识产权问题
	六、重大意见分歧的处理依据和结果
	七、实施地方标准的措施建议
	八、其他需要说明的事项

