ICS 11.080
C 50

g W N = iy ST By o

GB/T 38503—2020

HEFIRTFEFHRE

Good manufacturing practice for disinfectant

2020-03-06 % %n 2020-10-01 £
ER i BEBEANR , .
CEI A EY P



WO 00 N O U1 & W N =

10 FREEAFTH e veeersesenreneeantasoeneetetest tetee et et se see ses et eseee e aesessste e aesans eaeaeaenennnenen aenene

GB/T 38503—2020

=

: :
oo 0o N o (S} (S} Lo w [\ — — —



GB/T 38503—2020

Tk

1]

AR GB/T 1.1—2009 A H BN,

FirERPEARKAEERDARRERSRLIFAD.
AR EEERERA . TLRE DANER . RS DAERRE R SPELER | o E 5% 58 & H

IR SRR R R,
FREIREEN B ZFEFREL.F-AINAFR.IAZHESEFL . EE.HE.

FFHR.



GB/T 38503—2020

HERREFETNE

1 EH

FIRBEAE T HENES S VHHASHH S AR BRESERE O EFEE TAER.B
i REEE. CREEERS BFSRE.

A EERATHENRNE (23 .

FREAERTEYHENNES(FLE L.

2 MIEHSIAXHE

THISCHX TR FARLART AN ., L2 B5]FHCH, U B R AE AT AR
#. LEAREH PRSI, KBF A (BEFRE BB ER T4 3X4.

GB/T 191 fEMEEERIRE

GB 5749 A WEKAK B4R

GB 8978 T5/KLEA HEBARHE

GB 16297 KK 1FRYLEAHM bR

GB 50073—2013 %) BRI HE

GB/T 38598—2020 4T/ AR08 FHER

GBZ1 Tkt DAtRH%E

Hde N\ BRI E 25

W= A=A TAHLNE (P Y £02009153 5)

3 REMEX

THIAREMESGERTAXH.
3.1

%4l decontaminating
ATHRIAVENESEMERERAYRNIE.
3.2
RA4REE  state marker
RATFHEAESEE RS 5 B . BEZRENRE.
3.3
54 to be tested
YR CERS BRSEHRE . SHRERERORE.
3.4
KiF validating
ERAEMEF AFSBR . RE U . BIRFEHLRBADNFTHLE RNOE XA IEHK— R
W3



GB/T 38503—2020

3.5
X4 files
— PP RHERAET EENBERENSHETHIERER.
3.6
FR&EE quality system
R & B EIRS REW A EWREBAENER, BARIHE BT BF . E3 . B AER
LHWRAE LR,
3.7
€S H work instruction; WI
HARIE SRR E T ENEF.
3.8
IREIR{EMFE standard operation procedure; SOP
ZHE R U R RENERESUE ST IMNE.
3.9
47# S batch number
ATFRH“H W —HBF . FEREFFNRFRLE.
3.10
XEI2H A critical control point
FHRETFLATFRZERS, E—ENHEA—ENE4T MR EdBPRELERHNERER
P, BRI HIAT,
3.1
#4EIER production record of block
— KRN FRESBERBWIEESIER. fAEFIERBREZB=ZHEFHEURSHRE
HRIEL
3.12
4£7=H# &k production batch

R — b R R A [R] AR 7 AR 4 T AR 7 B IR — BRSO 7= i
. AL FFRER - RES AFTZRIER.

4 ALKNBIAR

4.1 ALNK

411 APy R ST 5 TR A AR B R R AR E R R P, MRS R T A IR B A
MEXR.

4.1.2 AW NREESHAFHHEAEEMNNREAEEXELAR EFEERARENNERA
ROEHHRAMBERAR .

413 AFEMVHFEREERIINAREENE2IBNRREEEARE, ZAVHREARAELR
%, AREARINELE - ERENESHEFHHBERAMENNREAFHXT VAR ALK RHRA
BANERAFAMRRAR ; RG> 5 KR REE T EN.

4.1.4 A AEFEHEBITARRERRITRAFTARLLAHRE.

42 AR

421 APV HERARAMERAFTAMRAERX LW REARBL LEP & 3 U EHRER &L
2



GB/T 38503—2020

MEREHSRMEXRTIAEZL.

422 EPFEpWAFEERITATAMEERXEVREU L2HR 3FULHEXTIELREN, U
E5AXPTAEAE N K% AR AL LRE K, 5 68 7 0 A 78 2 1 52 B 3] R A H I % 340 o # 4k
B, APAFRMEEVHEREFIEGHERK.

423 NEHHFEANRBREMARNMEAHERENWAE U EKXHMBERM 2 FLLEMXTIELE, U
ESFRTEMBENNELARALRER, FLFISH LK.

43 Zil5ER

4.3.1 AP EYITRIFEZ B B . YT RIRL S A 7 4 b 24 5 R B 89 4E 55 HE5E B
432 AEHHHREFRENERRBOARNSEVHEAREIEHELH.

4.3.3 XANEARFBHRERMHEFR A RERMRRRI A R PLE AR M85 L L EAREY.

434 RUVNREFAERARMEFRBETARNEET FI L HXHEBO HRANZBKIC
BN ABARBEE.

5 'BE.@5a&

51 #RK

5.1 TR.AREARNAB(HETSHETC W TAEMBIKMER,

5.1.2 A= FeE . ¥ 8. @Mk GBZ 1 #ifratht .3 . B,

5.1.3 A VNASEHE BEBAE . BERAR. . EHN . AEMNARSCHAEBS, fFEMN
AH,

52 T'®

521 HEBE HEXMAREM FELRE R &0 % KB Y% , 3 BR i 52 ¥t 3% F1H
7, 0 BE 55 T 9 38 S A0 BRI BUR BUL A 16 3 » DA A IR R BB A T .

522 AEFERMNEFRNTIZRABHESHENTZAR, TZARMETFERENFHESE, #
RN YW . HHRER BB S GB 50073—2013 BEXR.

523 WHENEEBHBRESE, NEEFTZRBEEAR, FE> M IIBFHYHER—T "
W3, B ER .

53 &g

53.1 EXRZEMBRERIMNKEF HHBREM T F M, KBLMRAEFMHR. HedlER(X)
MEE—REXRE, HARIKEF HERME. TFREMNSSIETRM, Kk R AEFHR,
532 AFHBHHEASFEERAE. SR IBYGNERNLRCHRMESHMK TE. . EL2R
M, HRFEHXHPN BERLSHPHER.
5.3.3 AW HMES . BEKSEHEB M A A GB 16297 1 GB 8978 SFH M E K.
53.4 FHEEEMWIINABEABMEYRIUZRE, FERIETE . RXEHR.ZH . LS HMBE
M. MEYEZRZNFSEREYRLEEFXNE. RERERBENEEZNAERBINEHEBHEY
MmRFER.
53,5 GMXERFEHMTR.HFEFREEBHBEYEMR . RYERSE, I MY & BRI .
HFE 10 cm P L, KW 4ricA B . B GEXVRE BESHEH N ECHY SNEMER.
e DABRHNASHE M IAENER.

XN REHE, B F RN SRR DT EEER,



GB/T 38503—2020

5.3.6 MEYHER MBI R KRG FERAE, BIA R E R BR B BHE , I L5 1 2R 4 A
R ;5 i

5.3.7 XARHRERMMUSE MR, MEBEETHNRZA KZAERE BE. . HH . RIFHRHEE
FOLAEW B USSR BRER .

54 &7 AEEHE

541 4 BRRBEENFA(HEFSRETOW T AMMINER. AR 4= 400 5NE &%
EYRBREE, FEREEFRESARREBEYREHER,
5.42 APFREFAMNEERN . AHAERNER. SRETFNRES.
543 FEBFENZTN . CURFHEAMNAETRENEENRALE . WREM. 5 H KM K, I 316
AERE.

7. 316 ARBHNMS ,MEAENULEBRA AN ,316 X7 43% 316L,316N,316]J1,316J1L &,
544 A= RERENAZE. EH. &P AFEER.

6 #H

6.1 EEXEX

6.1.1 A= AWK (35 R HR R AR AR & UL B %, LUT AR YORD B B 3 AL B B R A %
Bk R RUE BEFF R B R E R E LR .

6.1.2 AP AYKIBEWE” GRRER, FEHRERFEN DA ETBRITHEXRER, F
AE 32 GE AR DL B4 K B0 412 4 BRGE B A R AL O 7 TR B IE A A 8L .

6.1.3 . 4% . AEBYWHMATHRIREE, FUHERE. FEBNYNELRXER, HE&EF XM
7 R WAL B

6.1.4 XTEEE R EFMAFIRRRMAE R BRER YR B E K- 0877 . B4 Ak 0 8L DL 5 T 7
B A BB AR 5 8 R Y YR o R S 15 B LA MRk s i TS B v W 2K R RDRE (B R B ) B
FERAEEAESOR, FESRMTH XFR.

6.2 FREHE

6.2.1 KEH . BFHEEKPFHEEN KRB REEN EYEER O L HKNLFECTEARSE
25 50 ) 24 K B BER , A I R 30 9 A 7 K BEA T GB 5749 WER EAR m™ & DAERE.
6.2.2 HYRFEHH (FHYERY S W= RFHNEE. #0 YRR & A SRR 2l
WH KHLE .

6.2.3 HR.GRAMHMBERLHBEK . EFERE GRMEITEZEROAE. BEMNE
WA RE VR B BRI SAT B R SRR R AE YR (B MR ERAE.

6.3 Bk#HE

6.3.1 AEMB. . EH/NA —E R A WEE HRESFYEER, AN XER R, o
B T B B BRVE SFULMMERE . RS AR AR ML HER KB RER. GEMRNFE
HRIFHEER,

6.3.2 E BN RN & KRR A2 OR ) DURAHRE R KR W RSN R, JU EAR
SHBEREENRERD, AREHSBESTH . BBk REBE I T B/ 2 5448 b BT BLAE A T
Wk,

6.3.3 AR ARERFHETERNECBE EHAIBRHPARZAEHELMN.

4



GB/T 38503—2020

6.3.4 FEEZMEFANRLQENMEANERFM.
6.4 FaRESERRRE

6.4.1 NifF& GB/T 38598 WIHLRE . H AR A GB/T 191 MEMBERIR.
6.4.2 M4SN EERBARKEMARHAES D B EH. & EREHBMEEA
RE SR, HERNTF -
) BEEREABYNESM ABRAFLHEREEFR, EHOERESCRN . ELKhTER
S,
b) & ERAEHABETRRE. SRS S5, 6 AR R BRI LS5 S0
. HAHESHRERBKIREN hEARFT K.
o HEFEREABEE.EH SRNEIER.

7 EFEHERE

7.0 AN EFRANES TERE AERERBFSELES S, ANERER. MTEEXH,
RIEMERFHIEBIT HHTFLE.
7.2 EPEep AR A TR I RN A P TR AN I L B AT R & B T B R 2R E
EXBEGASNEHSH BEYALHEERERYEREZENEF.
7.3 THERI AN KR E SRR ERERF R IR R BT .
7.4 YR BRI MAABIYR M EZR RS AR S BB ER LR, IFIER.
7.5 HEFEABRMEREEHE R SRR,
7.6 FRAEFHKKRINELEBAAS BRI Z/M™HWENHRS EFTBHERFL A XE
FRE BREMRBAR HHIERAERICR ERICRMHEEHFL.
7.7 EFEWNAH#EPCRIFEE, EOREZFHERPWE 3 MA . fEF TR LERA
BRHER AL BEXBBECR AT REFEMEOHRBICR FHIER REMEBICR . FE
BAERICR . XBEHIHREICR.
7.8 #AEFHCRNFEHEN AEFEL JEETE GFEFCRAMANE BREARMEEARES.
EREYRNRALY, FEFELELARFELE. HEFCRUFESHEHHE.
7.9 FEERATERIBE IHRE M IGR, B YR A G AL ERE KB BRSBTSk, B BRI
AT 48 -

a) Wik [ AR T R B A PR R AR R R R — A R R AT 5

b) Al — A R AR B T B 5 A 7 R R L R B A R — A R R AT

o) FHERFELK R RTINS, BRI R B A A BB 1L TS R sRIR B

d AFIBRPEANRE EHRENEABHRERE.
7.10 A= B R E R G AT R IR B IC L BR BT AR 1 AL B IR ST AR BEAT VR AT AL B
701 AP R B HTAE SR TAERERAXGEEMAEHL . ENFENT B RAGH#H
7 it B At R R R0 R ) SR R BB 2 1 44 IE 0 T Bl 45 B

8 DEER

8.1 EEEX

8.1.1 Al NHES T T AEEEEE, A EEREOTERE, BT ARE.
8.1.2 AflMEE K. FEH . B&E ARARVUEEEAR AFEE . BETE B . ARN
5



GB/T 38503—2020

(6] 55 4 97 T P BRTH T 0] LT I LR BT TS T S A O R FF R R S0
8.1.3 AR RMAEERAXAE.

8.2 AFRHEIEER

8.2.1 KRBFEMENMES .2 EELRBTFAESHBESKMNAE GB 50073—2013 # 8 2
SEGESRMER.

8.2.2 H¥HE(X)NIE AT IHEEAL -, £ P A9 K T8 700 7R B X 18 4 7= A V5 Y 70 8 ok, XoF DR 4 ) L 2 B
iR R A BIR R PR T Y, X A PR A A R B BR AR D R A R

8.2.3 AFFEBANMEREEFTXNY G, 4 7=t 12 B F Y B b kb2,

8.3 &gl .REDEER

8.3.1 EXZEMRERIKET . HEBEREHREGHERE.
8.3.2 ERE KM B S B RLAR R 1A LA, AR WA 3R
8.3.3 MREF AR DAZR, MEEFTE P HEHKEE ERENARDENEE HERKE.

84 ARIAEEXR

8.4.1 MIAFACHESMET SN TAMRBIKHE .
8.4.2 Ml . FAMBEENBENERNESERHOBREARNEENABGFRA.
8.43 WHHEMRX LR B WML, DIRFFENE EMFY, LEMNFTHELE,

8.5 MREFEIDEER
REFFECHEE T A Sl AN K ME .

9 IiF

9.1 WiFFK#

9.1.1 #|=ETAE kN H#ITRIE.
9.1.2 THAPFMRAEREE, W] RER w7 5 BB B, B H AT R E
a) B IR
b) FEAFRE.RBRE;
o  FEFEHH EEMEA L B KN ;
d A=K
e) HP=TZ.
9.1.3 ME&= R, YRS EFERF MR ERZE, 7T BB w7 5 5 & &, B K #47 BRAE, HFH R
BiFR .
9.1.4 AP AEE™ 6 A FKE L, MFEITRIE, I HARIERE.
9.1.5 A=k #E O3 B B 8 0 O BE B, B4R I UE Oy RFEAT AR, 3F R RIE#H 4

9.2 RIENE

9.2.1 7B MR UE B 2 B 4% W E U7 R #EAT LR BN BFTH A P RR B A KRIE
9.2.2 A& KBEER. CRYE . AEFLZE . ERBRIEN 5 % B RETRIE.
9.2.3 FZRRFHBEIEEN KA | BT AR K - IH B0 A K B R A 7 ol A B AT R X A 7 K
HRUE T RHFTRIE,
6



GB/T 38503—2020

9.3 RIFEXR

9.3.1 AFpWHREEHEFITURERIENREHEIERE HERIEFR, UHRBIERFTAFAR
L. WUETAESE ARG B e 5 3T A 8B HEHE

9.3.2 RiEIdEPHPEE - RABERNSFT WA N USIHERXBEREF. BIEXHNGERIE
TR RIERE PR MAEAE.

10 REREE

10.1 EXER

10.1.1 EFAVHREEERITAREENE2IBNRREEARE.

10.1.2 A=l BB ST A I AR R S N BN RELB RRAT R . FRERRE R
BHEMEREAENRSHMNRERNRBEHER.

10.1.3 A= 4olk 7 i 8 R B 5 ] R AR MERAE LR, B L R R R IR B I B, B A S A
T4,

10.1.4 A=l BT 7 AR HE R B R R Oy Sk AR 7 ¥ . R AR IR N R AR PP HUGHETT . RERES
WEADE .

10.1.5 FATFEFSRBETRESR LN REEE W BEEHRE, £ LN EREN R, i
RN, LR RERE. SATTESRANRENRK . EH. 46 B8R . BTRESFNICRMYL
B 5 R IR R AE

10.1.6 IRMEYRMN BT AEEHFTHIR. ATRHNIRERRNESBTE LinBFLK RE.
RBOAAEHANE.

10.1.7 Al g S BRI BE , MR B A, H A I BAE, BB — B W E RREHHEKR.
B AR R SRR AR B, B AR BR B A R A BOEWE 3 A

10.1.8 AFSWNNEFREBRRESTHEREENETRENEFEMFEF . HRAKFEHR
w2, B RO ER BB M. HEMFHEMAITR.

10.1.9 A= R MM E R E R TR GERRIRE . RIBICR QRS D AE . 5. 016 .
EWHERBHER, ANEEREMbE FNELREE>RABHE 3 A,

10.2 X#

10.2.1 EFESUNEYXAEERERF, BER LD AR EREIRGFTERBERH, WEETF
B EFHEESEREARERF MELE P FRERICRAR B SRR RSN AR MRS,
10.2.2 HEAEFSWMASHEFHERNHMA YR EEF. > REFEEXH RREEEX
# BREEEN HEEEXH AREEXHNSEEEERISREIES.

10.2.3 HEMAFSLH>HEFEEXHFER A TZAR FERERFRIELE BN
AR, PRRREEIH EER R M A VT B AR SCH, YR 2 B B A R R A
URBRBEAR, “GRERBEHEE, - HEKERICR.

10.2.4 A== folb B A AR 7 BB 2 ) 4% T 06 BE R E SR AE U, BRI A W (B R SR
BESFHEMCR UHREERR EFRE RBRBREHE AP RFEHEMCR:AEKAE
B YRR EARE RSB A BEREMICR AR B BRE ARFEAEEE EAIER; R 5K
WAL AR YR BERMITR.

10.2.5  FLAEh BB 4K AR SCHF R IBORT , B i AR A H A SF MMM A . SUFM A ME— AR R B R
i HA OB TR RIS R R BRE R SR AN . RGP EBRE .

7



GB/T 38503—2020

10.2.6  SCHFSAATRTRLX SCHFGE R & 247 SRS, T BB BN VBN AL A AT S5V

10.2.7 XHAEREH— BB E R EHRWIIET, WA FRER, BOEHEHIITH, BRBEF
KT BT RAO . 7B B BR8P A DL SUHF BB M B AR A

10.2.8 HHEXHMEEAGRIDEEFHEAEXHFHRE ER LENHE. BxXHREC
%o BRICHFRLSBIHE —NE LY KEREY .

1N FREERERSE

1.1 NEVGREEEEGHNE, SHRAYNAHEER REHGCREEESHHETRANE LR
B, HEICRAADARE HER LR UE R L4 S A B BB R A (B ARk
BRARBE KEBH.

.2 £ mErBEME BN E . BF FAIER. BRNGEICRAENERE - HER AR,
FIE B RS /R B RAE B/ ARON R GBEME AN (B Mk KRS
) GREMAEEE. B RLEER.

1.3 HECRELNREFEHRERNFBOAWRE SMA.

1.4 AFSUNEBTZEEAZFERNEE. BEEITIARARARE, R EEME R HE
FAE R i B A& R I

12 ®|FERE

121 AN HERFHREEERFHEELITIMRARARZERT, N BEARFXHEE
IO % B i 4 b R B 9 BN IC AR IF BB R BUE BE . PRI AR . XA P R B BFA> B A R R 4T
R,

12,2 7= A7 B K R B TR R, 7 % B ) 24 3 T AR A7 B BB T 4R i .






