ICS 13.040.35
Cc70

A N R 3L E E 3K b b

GB/T 25916.1—2010/1SO 14698-1.2003

‘eﬁ!'ﬂ

EFREREXRZFEIL
A ) 5 R %IJ
E 1 a‘llﬁ — R [RIBFN ik

Cleanrooms and associated controlled environments—

Biocontamination Control—
Part 1:General principles and methods

(ISO 14698-1.2003,1IDT)

2011-01-14 & 15 2011-05-01 35




GB/T 25916.1—2010/1SO 14698-1.2003

=
ﬁnMMk
Moo
=2 =

L

D FI A - oveeveereveenes

RIBFIGE YL wovvverereveees

BIBIEHRER oeeerrrrreenn

GRERR O MRE e

MR A FEEHR) SSEYSRIBIERG e
Btk D (BBHEM R HRBRAEYITRIETERT oo
B3 G (WEMER T BEYIFEE rververerrerrmmr s esnenes

© 00 N O G B W D
W W O 00 B B 2 ke

O I T T e S S e
[D e O v o W O



GB/T 25916.1—2010/1SO 14698-1.2003

il

Bl

GB/T 25916 % Z R X ZEHIE £YBLREHZIUTEARSL:

—% 1 HS:—BREEAFTE;

—58 2 W A YFRBEN RS ST,

A 4B GB/T 25916 B% 1 ¥4,

A4 GB/T 1.1—2009 L WH N AR,

REHEFABIFESFKA SO 14698-1: 200 i ERHRZENE £YELRERH F1#
4y — R EBAF L),

FHSHLEEHSELAXRZERRERELAEARAZ RS (SAC/TCIIDRBFHEA,

AFSAEREAL . IHRFERBEEFRATD FPEHEFRETIBE_BRERAF  FHBETR
PRI TP E 0

ARASMBELN . PETEREHRE EREVHFERE TEBEARTE PO FEEAFTMN
RERSEHERERAT FEHANEALETIBARAT . LEEARCRETIBEERAA . MBELEA
ERBEAERBEARTL AFEEEREYRLEEATRAA R FRFEAEHERAA.

FEHLTEEEN . EZH6R.ERAI VER BOF EUE R AERER. BT, 7 8E.
FEHKREEH.CE . WMEFR FHOLE . EXT.
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GB/T 25916 KA M ANFEEBNERFELGHTAENE. AFSHEDRAUBRERZEN
BEREZER AWIREPZ—
ARMEF, DEERSEAHAIBER. EXETRP . DEFFTEREYFREERN T EEERT
REZATHERS BENT . TEHBRTGWERAS A BYL, AN, NERGYNEHE
EABBAOEEHE L, HER T 3 EY B RERBTR.

FHARE BN SO LY B REHIFE. HR EHETRAXZEAENRIT HAE
RGBT FERITT BT BN, BN BRI S HAEE.
HRMEH#ITELFE.
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HRERBEXRERE
cX/MEE S L
F 185 . —mMEBIFG &

1 EHE

GB/T 25916 ARG T RABEHERARERHED BT RN, NEYFTRATEN SEHHE
AR FEEMBERI ., ZMAIME T HURE XM — T, RE T 5 X5 B AR 2 6
M. RN KR A5 RER A ELETEIHOHME.

A4 F R G BRI B R . AEB R 4R B T B 7 %2 22 T T Y (] R, I 2K (7] R O 3 ST A 5K vk AR
DA R B R B 7 B SCHF K

2 MBHSIAXHE

TR TFAEXGHNHARLOARTT ALK, LEEHBNSI A, NEHBEMRAEERTAX
. REXRE B S5 HCEF, REF A (BEIA NS E) & A T34,

GB/T 25915.4—2010 {E%ZERMHXZEINE 84 8438388 .8 31 (ISO 14644-4,2001
IDT)

GB/T 25916.2—2010 FHFHERMAZEARIE L£YHLREH 52 WMo -£9HREEREM
52347 (1SO 14698-2.2003,IDT)

3 REMEX

THIREFRESCER T4
3.1 —HRiE

3.1.1

FFHi{ action level

APEZERRPRENBEYRME. EEIREN. FLNELTTH. G FEWRERYE
173
3.1.2

FE{E alert level

FAPEZEFRRPRENBAEYRE, X7 R ERH MRS L R IR, 8 88 B B 0 3% X3
TERRIE,
3.1.3

E£HSBK Dbioaerosol

BRRESSHETHEYHER.
3.1.4

45 biocontamination

ER T R AR RHBE SERESHELR.
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3.1.5

ESHE  cleanroom

EEBRFRNTREZENER, RBEMEAFXEERINFAR LK. FERATFED, FH
NEBREBE.EHEHMHXSBERERZE.

[GB/T 25915.1—2010, & ¥ 2.1. 1]
3.1.6

$Eai28  contact device

TR EAEYREERE REES TERNREEMURENEE.
3.1.7

#EREA  contact plate

LARIGE A 2 2R A Al 8% .
3.1.8

#4% & control point

ZEABEPHIRERRZEER UG ILAFNRE, AR HERIEZEAGTERE.
3.1.9

L3R controlled environment

PAHERE 5 B X 15 B IR AT B M AR X3,
3.1.10

Y IE{TEh corrective action

HBNLRFRNPBERTRECHELHN, TFERBWTS.
3111

E#{KFRE formal system

WHEREPHARNMEDTRENER.
3.1.12

&% hazard

BENEEFR.

[ISO/IEC Guide 51:1999,3.5]%
3.1.13

fEEHKMHSE impact sampler

SESHEAAETEEREURELTBRFHRE.
3.1.14

i RAERL  impingement sampler

SERRAEPEREHFEARE, URERFTERLFHEE.
3.1.15

£ qualification

EE—PIHRAEL T2 . & HARKEMEAREETHEHEMREERNIRE.
3.1.16

KB risk

EEREMTTRERL™EHE,
3.1.17

KX risk zone

AR FREMHRSZERNFEEM.
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3.1.18
BB settle plate
AAE-ERTHBBEFEIAXHEBERENER(NBFFRID BB RE, 7E 35S B 8 A
SEPUIERFRTF.
3.1.19
HF swab
MEREHEYEMEERANTELE WWEIRTERYY/DE,
3.1.20
BfR{E target level
RArPEECHENNEEETERREENE.
3121
$iA  validation
RUEFVIEFEAEREXNTHALRINAZERESHIAHE.
[GB/T 19000—2008, & X 3. 8. 5]
3.1.22
BSiF  verification
RUEFVIEEAE , BEERECHBWE.
[GB/T 19000—2008,% X 3.8. 4]
H MEMERATRIE, THARNAREN R, TRABMRR, QFEMILREMOT.
3.1.23
7EHIF  viable particle
BN HEBNEREY, AH A SRR EREY R T.
3.1.24
&85 viable unit
VU
HHA— TR — DB ERT .
BB ENEEITAEETEH, - RFZHAEERT(CFU), — CFUR -/ HREMTELIT.

3.2 HFARE

3.2.1
EA  as-built
BREEBBIET . BRAELETRE MEMARGRE,
[GB/T 25915. 1—2010, & X 2. 4, 17t

3.2.2
7S at-rest
RECEBRER . £ RECREFHERTHF SHTNENRMEET HRAEARNRE.
[GB/T 25915.1—2010, & X 2. 4.2]™

3.2.3
Zh#& operational
RHERAEFRNBIT  AEHEHARIZNEF X TIENRES.
[GB/T 25915.1—2010, % X 2. 4.3]™%
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4 EYFREHRE

4.1 WHEZRMEXFRPUFHESHIHEYEREFNOERER”. KEREKR B LM I ZH
EYX TERP= R,

ANHE M, F—-HATHRAREHEFETREAYY “REATESXBEH KR
(HACCP)U Ul Ul g B A I A KU R R R . ST, 3R BT DA A “BO i 047 7 (FTAD U, “ ik e
X5 EmaH” (FMEAM, U R M2 38l ERTE.

XRFETATEMNLRBNEEMN . MERFINYT RREDLEE.

4.2 FEEMHMEYEETINEENAZNEGETRESR:
a) B TZHRMOBELEET; N XBR/EFRENTTRE, AR EMEHEENEE;
b) FEREX . HEEMNXANHREBRRAEERENTEETTLUEHNA AR ETER
DYSE28: ¢ 2Ly

o)  BEBRA BRI FRE

d) il E Y 5 WP R 5

e HEHETHFR W BUNEREAXRIMEER AR EALBRIAELGRZERNTR

B IEFTE);

D HEAURIEFREEREKRTZARNARE, Kl F 428 0 MRE ;

g) HIELYIME;

h) EILIHREAHXIH.

5 HRERIEMKR

51 —@ER

PR sHE. B K R RRARFELAEY T RERERERRIH. KERERLE
RGN ESTRERE FEAG HBRARBEEEARANLEARBS. REEERRFNE
FE X EMBERATITR.

BEAh, BEAF 4R BT 3 SEHE M R (L 5. 3) , T ROKE SRAF TS 3h 42 B 5 3 7 i 0 JXUR: X 9 T RE 4 o =2
B

BIREAH RIS EMEFE) R B ERERN AR X H#THR. ATUREESSMETLEY
BREOBEXRSR, Bl HEE . PRE.RE FEILTRF.

. AWAFHFRFEAWTR 4. 200 AT FNEMKRHRFARS . WERHGFNAEHEEFNEXATTE

HAtger p AR

5.2 m¥WE.THRE.BHFE

BFEERZEAFHAPNREMEYAEEMNTHME. XEREEMES THARG . EAT
R X#MF%,HFAERAREHEAT UL, FEERE AT R RMEY BirdE, ARTEEM
FHUE.

EVRE S P EMEERGRGEH EBHE N, N EY B REEFTEE, UERTRBAAT
METEEMTHENEERE. EREFARE. THE.BAENIREAS S, IRENTHE

w5 HiREMEXE. BT EMN T BE, A RERHTELRE.
4
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5.3 &£¥sHEN
5.3.1 #fi#

L3 RBE TR, 6 S X4 89 SRAE T B AT 3 R I WA VU KR X A 2 795 3

WREENEYHFREAQE . 2R RE A AR AR C.HF D.WF D%,

FERE S IR R, RN SR T HOBEDRE, TR O EERE. RE XA EN
A AR SRR A T HEAT  BIAT M U B AR BT i EE UK R MM E S A RO T #AT.

5.3.2 X¥
5.3.2.1 iR

BE LRI E RN SRR SRS GRRAE T ERMCREME. BR45 5 AR N2 H &
TR 56 B , 5 4 A T Y SR A AR AN BBV O Bk SEHE R A .

5.3.2.2 RE=E

RIEENXBHFLEEREDS. EERAEGEFARESHNNERTREE:
a) WRERFHRR,;

b)  KIE LT R RAE B B U

o) TERLFRITUAKE;

d BEEREYEE;

e) PR IX AT IAHE;

D RERKRELEYITRNET;

g) AT REEM R X KRR &G

h) SRR (R RF SRR A 5

D REEFTE R B RPR R

P OREBERMEEN T ARFENEM;

k) REFVEGEEFREE R,

D BFFE EATFREMITEMTE;

m IREEMEEWIN, EEHERER);
n) &RA, B REBE.

5.3.2.3 R#¥it¥

O 42 BB BT 8 TE MUK R B BLRE » B RE R AR TT RIFFTE SO . 5 T SR AR 31 R 3 4 99 75 B B8 B YE A O
NS RLEH .

REMESSFMHT LYW ARRMEDRERKAET, G, RHEZ ARG BB AN, £F
SERETHRFEVTUAHAXRREABHAEETENERFER.

SRARETHRI B e TR AR -

a) AIROUEME R BE R P IE MR R AR BEAT MR 4R 5

b) T EMERET HRITRE.

5.3.2.4 EHITRBBE

FRPANRH.LE =6, RS B RE KR EEREUREXRE S FREDS
R KT ERAEH R P E RO BEBHEMT .
a) BERFLAME,FRIINE XA E DG
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b) HEFEBGERERNIPDERHBEATREIEESEERRENSR MELG S, KEHE

ARIVNEEFERBARL) ;
o) REHEE;
d REF® REHELERERRE;
e) —MHENE. K- THEENBEENER;
D RREN BRI R AE
g) WEFGTUREMERERNER;
h) REXAPFEEEYTRAEL AR BENEE,EN.
D E&HSK;
2) BABS;
3) HEFRE;
4)  WEI I R AN S
5 WAL
6) EHAAREE;
D ABRmMBEFRERE;
8) AN AR
9 BFAR;
100 &% T
1) Hb1E;
12) |7;
13) THE;
14) #&F;
15) XRBEHMRENZES.

5.3.2.5 FENEE

REERE M ARE BT e EMAE R B E . BDEMN,ETFHFRT FURARBR.
a) HEZBYWEERTHREN;

b) BRNEIALEZE;

o K XA DI R R ;

d BRREEREPZE;

o) RMEHRENRMITZEHZE;

D ERBAREERZE;

g WHHEHEFIEREEZE;

h WREEREYFRNBINERZE.

5.3.2.6 REX

R R BT EMAR R R E B HAARETL .
Rl—RERTBUCRE. BRERHRERETURF.
SR A SO BT BLRE O D A ) 2 1l AT

5.3.2.7 HAX#RiR

BMMERMRRNEE TREERBEEH TRE BB
a) REL;
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b) R4 HAFE ] ;
o XREE;

d R FITHTE;
e) EFEHRA;

D REREITRZA.

5.3.3 #iA

B Wil R A GB/T 25916.2—2010 F1 GB/T 25915.4—2010 WM F CMEMNEBEREZR T
BRENEENHANE.
. XA Y W B B9 B IA L GB/T 25916. 2—2010

5.4 HAELE

BAORE ZH LENFERARAEIENFENREE. RELSEBHERS:
a) BHSAEAERAR A T E

b) S EBE A

o BEMVHKER.

RERFRTARFRBHEERS, MESEMBTMEHEDTRY.

5.5 #ARIEF
5.5.1 #Eik

HRIE B A YR SRR SR TR UREASRE, BERRENMEREAG GBI BE .
B Rt | VE A AR ED .

55.2 ExE

BRAEZAHME, MEATEEENERE, IEBRBOREITRERE NI AL, TESFET
BoAE 2 &

X FEBGERMAFRNEANERE, AARRAREERFHLOTHERE.

: TRRE2ERIBEEURKERE.

S35 FR LA A 3E B TR oy g0

5.5.3 &3¢

B R B BUHSEA S TR IR A R RA R EREG, RS REFEREFBREM
B Rt A .

MAEANBENERAR 2 XR~5 K, AW S X~7T X, —RET LUK, A £ETE F T (VO HE KA,
REHE WHAE BEEAH EFREARNERTRE AH, TRTEREHINRRMEREFM. &R
37 (6 B2 LASE 24 fy 1] (6 R S S SR 4% 4R I

5.6 REBEHITM
5.6.1 #iR

XY TS R PR AT VA, RAARBYEfTSHRELEHFEE. GB/T 25916.2—2010 il T
BAREYTFRBEEKTREANA.
. TR ERRAREEUREYRER, MR ZRRRE (ATP), HEEH . RHARERSEYITRZIA
ARFAEERAX. TREEAKEARHALMRENTREERGHEEDTRY.
7
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5.6.2 ¥

— AR, R A R Y S — R IS A T BB R T B RS T ik . A
WL RN TR B R EERESHANERL .
M1 HRTERTH A E Al B 0
7 2. GB/T 25916.2—2010 EABER A AN ERTFSEBRTREZAFEEANLAENRBRBBEXRER.
TREFESHNBRECEHRESEHERKTE.

5.6.3 %35

WA M R R P R TA M EDFRHTERFER. B, EEROTAE N
T SR FR .
i ENEGRBTPREBNXBRE, THRERTRRERNESFRE. —RUAREEE RORHER
HASE#TEHBSRERS. YER JAANERENEESTENEZRX—K. BIEHNFEBMHGES.
HEBTFHESHENE REE PR GEEE YN ETS. XBEBERNENERLETIEXBRRE.

6 HRMRRE.SW.WE

BEFAMTE, FHSITRGH ,AERAT(VOEEZE(CFUOMBRRARLER. FREEF
AR ANR GB/T 25916, 2—2010,

REEEE TR ERGWE B, LA T AW KEXAEERMENSEROFRERL,
BERFHRNBEE BERXGTETEMLANEEE.

RMHBENEERREATRASE:

a) FEARPEL;

b) FRANE TR ENSRS B ;

o) Fr{EFRIREERR;

) REME;

e) REEMIEA#ITHENLE. HARS;

D REXARIE;

g) Rt HHFEE;

h) REERegkatiE;

D BB E ;

P OEFREFMEE SR

k) SHERNAEMNREZLARTEZHERHEER;

D ATHEMBEEEEE  TKRKENEAFTERIRBHENER;

m) H#TEERME, L SRR RIRRER;

n) EHHFTER X4 B ERFEAT A

o EERUMEINMHZEH . BWTREH;

p) RUENELFMEF.

7 ERERNEIE

NESRREDB RN ENER, UFBAEREZHITRHENAENAE, HEXBHMENER
[/ 4.207.
. WERA BERD BN, AR AR, A ERVURBE RS 2SN, I THEENERIE
E¥ BAENFE TESBAREHTREEMRIE,
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ZRIERAZEFRRELERE, RZEFROREGROLZERL, NRBRMEFTSH. HER
RIBBIEAME R .

8 Fl

L 3T — B YR (L% G

9 x#%

XHREA -

— X IEAE R UL ;

— R IR E

—REETH R

—&FEH, THE PRE. BHinE;
— R R B

— R R

—RiE#HRE;
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Mt = A
(ETRERR)
BREYTRUEES

FHREHETRESLABHEYERNGAWEETKEYBRAESR. W THERREARYE
R, ISR T LA$2 ) Fn 00 B35 B T .

XA SAEY TS PRI R EAREBT . REARBEER, NAESEERNG SRR
S—EIERMER AT ROERKR.

W% B & T REES MBI .

A2 [FIE

BEERTRL REFANATES BSREFSTHARK, FABEYHNMRREETLT  WE
HERRE X ZSEEDTER.

A3 REE

A3 1 B

ZRBBER T HRAER T BT B B B R0 ARAE PR R AR B P BB RA T B ROR
. BARBHHOREZEAR, MEERFSEN T EMRE,

RIS AP

a) BB RER FIMERER.

b)  EBhAREESS, GUANE SRR A vl RFE SR IRBERARZE .

XSS RN G R R RO B A E A R RE . MR BT T EHREFBORERE.

A.3.2 RERMERE

KRR RN M IRFEFHRBE N AREMEYNEENBERANENE . thii RS
RER/DN RERE, AATRITRERL TR, HETEAE S TESEFEATHRE,

AEMEZHENEAZSHAEYRBERG, RN ZELNERTREA

a) FrREBRFHFEFIRA;

b)  ERLTF X SRR B B R

¢ TERTFHBBEE;

d XNEREMMEREEY B ERAOETEES;

e) ERABFEULS. 5.2,

D REER A FIREE RSN ]

g) REFBEHRMG;

h)  SREEANZEXT B T4 5

D RESRE.EW:

10
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D ZEEPREATHRERNEELHHIE;
2) BYMELEERSIREE;
3) RAFIEHBARER;
4 BTHREEER.RDOAMBEGER, FHRE,NEERE K BEHHRHRR;
5 BTHEE HERKE;
6) FREXMERMBMEDITREMBERT .
KA B HE A DL G RAFEIF, AR PCRFESHRBRA

A.3.3 HWHARMEWRERRERERD

HFHRABFEIAZAMEYRERAENBSPEL T SE, RN BTN FERTHIIHE
X, Bl ZHEATHATERERERFAZI T REER. AEREEUMNEEER EHHKE, AR
BFEGMEEANRBERSRE A Z B MR, B0 &7 60T R 32 5 el o)

A3 4 ENXFEYRER
A3.41 —HEX

HIPHRE XS SMEYRRIE, DEAESNSIREERE. AEHRAESRES . SHE
FHRERYE.

RIERAEFE, FRAWHLENMEERTIER RKE EYBRGXE X B RFSFM IR
FRAEAR

A.3.4.2 EEHERBEHEMPEREFE

ATFEEFRMEEET RS ERESEREMN, NERRLA TRAFENEE .
a) FEEEEEFEMOEEREUTHGE:
D HESGAEUMRDEL pm WIERT;
2) HEERPBIA x40 2R B A S R LA R s 4, ARIE TSR T I35 0 .
b) RAERAEE UK BIERERKMEDTT L, AN X2 R UBRREN RY B RIEH
%1,
EREELEYIT RIS, ARG ENEE, AR ENET T EMRER, URIESRER.
SREFSOHEE T RBEEER:
—HRBRBEWE , EAEMNENERE 1 m® BF, XABFEREN TS T TR
ZRMBEREMNBETEREE.

A.3.4.3 BEXEH

RBEXESRT EATEARH. ARERGENKR BEMBERRS, LEFTESGEREHAR
EAFTTRREMELRR.

RIS ERBERAERN, BB TRER.

a) PRIESIEM R R m BT R B KT H  BIINABEZ B K 5

b)) JH BRI R T4 o R R AR A i e T

o) HA.3 4.2 ARMAREG, HRAKNHSE, HRKNE EEEE;

) HREEBEABREEAFLT, SHAKENERENASHRZE;

e BWREBEXBRETEARBER, IRFRENEEFEXERGF TR, FTETESHE

SEFRETD,
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A4 GHRFZE

UG HRERTRESELTHEER.
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Mt & B
(FRER R
TEREBMIAER

FRRANBTHEZIREYRARRERERR I . TP — 8 i BlE R REE = 7Ry
#17.

AR FTEEBRBEYESRESHRERE YEAENEYRE. WEREEEEHRE
WRTREZHEPHES. RTETABEYREFTHEY . RENREGHA T, MY ERELR
M, EYREREEHREYONTREIAFERTREES . dTHEZEEEEREYBRETHER
. HMRBBEAREYREERERRENTTERHEDERNES . AR EBENM ARG BBE
M7k

B.2 XBAH*

B.2.1 JiRkiE

AEMIREANE 1 m K2 m. &2 m, BUIFEHEMPREESSH. RESKBERERBRRA
EEBMIZARBE., RBRXKWERNEL HEPA S ESSE, HUBE YN HSEERFRRR MR
E. HERF % HEPA T IBS 2 38,

WEAER KRN AL F T, RESREE—ROESEMY, E/0ef 20 R~60 K. NEER
RAXEGHR TR, U IERGBAWESSERBAEE . EXHERNERS HERIEARENFR,
FARER S KA ERT X RN BRI ER, B—FHERIE.

EARERESREFIHERAESSRRXETFR ATRESEENRAFREMSBRKRE.

BB E MNP EFRFEC2E2)CRGOLIO Y, AIUMNEMIAKRFERESERIBME AN
&

B.2.2 WHEHAUER
B.2.2.1 YEYNERLIAEFHMH

A 0] B8 R R M A B ZEHIFF B NCTC 10073(=DSM 2277) , LM ERELA U T T R FEE. Bl
BRHNERARERERNEREPHE, FARRRKERTFRRR.

E: TUGEAREZBBBEHARAHEFTLTFRUSESREROVERR, SRAREYH FHHRNE
RME, MEEREREERUMAHEREF . ERAMEYDH, TREE TRESLFHWER.

B.2.2.2 AUNEHMBENER

THERSSPHREBEYREANERK KPP FEXEMNBHAEHHRE., EFEFREBE
AARBERATIZHHAEY. SEHTEYRQ, NURLZASEPHERAERAR. TUFEHE
KA %R (NCTC 11047, ATCC 14990), HE & ,MEW . RME T EMNEF X HFNRETRSIH
YR, FREYFER MY E TR,

13
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B.2.3 RAUNTHEE

RHREEREERSEREERTERREZENSER™ . HEYERTREEEREREHN
FERFER L, BT AR SN PHRTE . BRA/DEERETE. MESRRE TR, BBETAEY R
EEMEREMHRERHTRT. YENBENEE . REKN KANEENER BT UAMHAKXT
BHREARE.

BBEEAE  2ERAEAEHECYRNSERNE D EMBER Y. 8BS BPmABE T8
MEEMREMRE. FIAUTARTUHE TR FHRE; oAl REHBRFTESRE R
ERBHMENE.

BREEZOESERWVMEXEMKR(B. 1)

r= (%V-—:— n) B NS - 1 1D

FRLF 8 R i R P B i R S B 7 E e [nk (B. 2) ]

FRFERE = [%(V,, +V) = ,r:| g R O - T 1

KA
V —AFEBE 0.5 pm®);
V, — #HERRNFRER,TTLUHER(B. DITE .

v BETER) X BT HEEYEEREE/ M) ..o (B3
g VWA B R R S B (g/m?) :

WRETTFRETHER ARAMET HR.
BFHES N EEEREL. BRALEHERNGB OHETRFHLENE, I, BRI TH
FHEEHNS.

YRRE —d()? R O - Y T
K-
d—THTFHER;
p — T EEEYREKEE.

B.2.4 BN

AR REAEUTHERERRRSHRXHEHTRN. BHEARERES—NHFF 0.45 pm ALEH
WERFSHSHE. MREATFERNE TR, ARRESBESABRRERRT —BRER Y
1m), AR FH SR ER A RESMBERAR FRRE . BAREHR. BERESHREES
295 L/min, ¥R AL E —NRB T, AL, LB b FREAVIREEERE. FNITFERR
REE. REMNBEEFREDRFESSKTHRERETNEEBILLOHES. BUE HRRETEFAE
RHFEERBETEREIHINGERERE . W IMFEERE CTHER 2 XE . AHEEHR.

BWERKT 10° mL™'~10" mL™ (WP FRFBIBA 8020 & Z B M o, LMRIE R BEW
HPRAEEIAAT. FIRIBFBRRERRENREN KD ZXRBERHERNRTE . THEBOEES
RIS PABCRFER RS, AR R UBRENH EHEES,

ATHEHNELAE - EEEN  AESBEARMECYEAERBE L. AR B 2.3 PHAK,
THELFTREGYN SR, NESS GER ERYENRAN 0.8 pm~15 pm BEKR T . &
FREEHITALTF IORBZR.

14
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B.3 ZRRR

FTHEZSTERARESMBEARUESE, THRGB. ) HHEREK.

. oy SRR EEER T
FRERBR(N) = BT R R D 100 (B.5)

BERGHBRERREX N RBRE, BRSHRENBBPHEMRES.

15
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M ® C
(B R B RO
RAEYSRNERD

C.1 5§

AMFEHTHRREEDBTRNEE  ATHRERLAEHEYBROGH . FHEARK. &
T ERREAREFAURNFENFTERMNRENNOENT . XEFETELESUERED
BEEGETRHERBERMATHEN TIX LSRR, XEFE—BRATHEIN, K4E S0, wA]
RTESRBS.

XFNEBREYITRWENREREI M EAFEH#TH, EER L — ENERHLUF
EMENAERERRGFOEDTE.

C2 EFHE

FERZRBRAT, TURBEREENAANMEDEER. ZRSUEAERNESERN K
SREEM, EFREBANEE TALFEAFLATNERE”. AR FEREIRE, EREHE
YR ER TR k.

KENERKERERERE—ENE,RFEF AEAREDEREGRIIER. FITEERS
H By R B0 £ T AR B B (] B RO LR R

C.3 XREH

C.3.1 HEMREH

THREMGARKMECRE XSEBEANFTAENERRRKARS FRANERNT RSB REXR
L, BRI AN >20 cm?,

BORANBENERAREERELDH AEES. REBEAEEREERN, BHEERREEX
. EREEERY.

C.3.2 BR¥

WA AE RS Y AR R TE AIT . X EMEE M BH AP RE MR RERE,
RXERBER T SRR E.

EAXENHEENREER . ERE%SIRTFRRAN, ARRERNHE, BEIREHREX
gmE, AA—RTFHEETHRKOTAURETRER. AR TFETAERNERB D).
BREERBEPHELT. REFMEERFLNRE, FREEOEENE.

C.3.3 %##

HEHE R XS K P UL TR 8B T B B 15 3, 1T WA B IEAS .
HER/TRAESENERE, TUEELENG S, HE LA T E NS S REDIREFEFHE
B TFHEER. BERNESER. INTEXEWUEZPRED SR, WA KRR REE TR

R HREDRE.
16
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SRR HR ILCE B2 14 om) SHAE K BIBTIL, FORY Y 00 L SR SR , TSR M ¥R 0 R
g

C.4 ERRE

RELIEE dm? FRTERAREENTFHEE, X80T dn’ HHRTRERAEEH LT D655 A
FEHEQ dm?=100 cm?),

17
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M = D
(FE BB RO
GARENSRUEER

D.1.1 FZMRAELTHUEGAREDITRNIEE ATRERLFRHEDELENGS .

MYGRBEDTFENENRBEEARSHERFEEAEITH. CERHE-—EFMMEHEREEY
GYRMIEMEER,

WM BERERREREER  REFRNAFETHAR LRNGHBBERNERTF .

KX EARG AR AR MMM ESE FEESTHRLRE REATHEABN, IAHES
B, ATERERARES RS SR .26 2B S S R A 2w i XU, B Mg R S 4
e O
D.1.2 #EEXKXFASRGUBITFHEEYELRH NEETREER.:

a) HAMMBRAER . EMB P RE KAGE;

b) EFARAERE;

o YRBFEMBER TR

D HTHRMTEEME, FERERERE;

e) YHMMEE KERKHE;

D BRGEMH LR THBE;

g) ME&I;

h) ZGHGHBSHE . RERRL . WEH.
D.1.3 WMERGAKEYHFELIZ . ERAELYNFERETENERE. EANERE:

a) BB REEHEREER T EXE;

b ERARY, MREERKREKD;

0 KERFES BEHBRE IHEHKE;

& HRBVEERBAPIR Y, Xt K XA g rmE

e) WREHRETHR.

ERFAERATHERR TG RARNFENE. FHFRPRFELENAGEX SRS KE B
LERHRER, RPRGAFRENENRERMEAE.

D.2 R®E
P& SRR B, S ORI RIR B IR T, LIRS Fn S KBS K NG R @ B B s e
D.3 HEMRERE
MUEAGENEMEEARR O . EFERATRUMEGARMNER, WEYH A& LRGN

F. HEHURE MBS AAPFHEESRFEHNERRE L, BERARMA.

RS NBCE KRB KSR, W % 6 W UL R E Bl ik . A e, AT AGERIBE A0
18
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ACER R B R R B S T B, ERE SR AT P SRR A BRI R .
i ETECANNSASRE, KERATEN—TAZTE BS AR NEEETRERRT VLS & o
B FHEENOHEY. BEXRBSBELE, ITHESAINEYSLRR.
D.4 &HRRFE

BLEA%E dm® 38 BT BRI RS A KB FHE (1 dm® =100 cm®),
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M ® E
(HERHE R
RRIFRIAEE

FWFRALBNERLFNTENEERIAER, BTRERDTENEY B RNGE .

E.2 ®AF*

E.2.1 F®E

BALBPHEANERGSZRTFFRENGARBR —XE., HEEMECAMED B e
L RIEEREIRAANGERTE URERX T A ARRERK I+ A2 — RSB ENE
HRTEEZERKFRTSZ-BROES.
BEHETHIN R
a) XA A RBAEYBRERPERTHITE. WEE A HUESTREE YRR UHTE
BHEDBRRAOWE;
b) XEHE B:BRAEWHR LIS, X BEBSHRARESFETNEBR M. Xt BAEMNE
BILHATI . XA B RARIESHAS B I MAEYRRE I RREEK;
o XEHEC.HREURIFZEHAMEDRERBRN . MBECEREARSETERERT
FENKSESMERAKNEE. Ex BT R THT IR, WEECREAREXLEREY
BT RO B B T T EAM (RHE UM R E SRS ERFHBEND).
MFEXBN, BEEORFRTHECHAREYNBREBRFRENEBEN SRR THIRER.
BARRENEUNERAFG PN —FSL2LRERTF. BERE, 8RS £ M E Y HTHE.
WEMEGRHBORE, S L RIINEEEBRIITHE,
BUAUIE % Be ¥k B A IR 3%, N K B 5 A RE TR IR A SR P LI &

E.2.2 4%
E.2.2.1 HE

BLEFHTIIEM:
a) FIEKBHBRE ATCC 10541;
b) XBHHE ATCC 10536,

E.2.2.2 HH

MEFEEGE NELEGFHTHEER.
a) MRS ATCC 9084;
b) HBh% ATCC 16404

E.2.2.3 HAHEBF
MERFHFEMNELEFHTIRFER.

20



GB/T 25916.1—2010/ISO 14698-1.2003

HEZERITFHE ATCC 6633,
E.2.3 {49 BFHE
E.2.3.1 BR#NTE

BN ERKEEOBREKIENBRBBRONE. EESMER$0. 05240 R ILABEAE 80 K
23 B AR AL G, R T DR R K AR K .

E.2.3.2 B¥KAMNR

] R RO I, R K AR I W A T BE B SR AR (T . B RIS R P AR, 7T
K H A BA T

E.2.3.3 EBRBH®

TR ETRKER:

—ABRBR-FEREINFOEARAERAG V), MFERHLAE pH=6.810.2, HEEE
BRE

— BB -FEWRE ISR B HEE pH=7+0. 2, HELHAN S RKE;

—CHW-¥ ABBS B 100 : 20 LB A TUEMEARNEERKER 2.5%.

E.2.4 REMBEEXER

XENRSF GRS EAEREFEHAGER LA RERNS RS FEREERH LK. &
BRYTH1I0emX5 cm, HFF S ecm X5 ecm WERER. AFEHER, UERERGFHRENGH
Ml

B ERENMECERER  HEIHAN T B KA.

E.2.5 HI&EFR

HESEFARAR=10° M REZAAFARNRAER T =10" MHIBREER.
E.2.6 ME
E.2.6.1 R&E&RN

— R A HERRESYREERER X EHEE 30 VU/mL~300 VU/mL MHEBERR S
MERTT(VO#T 2 K38, 2 REMFEIEN N. REFEEZFRPAHARKER
BZ10 4 mL™ AR RAERFREE =107 > mL™!

—— % BB B IS M AR, E W X R 7% 0.5 mL FE & 30 VU/mL~300 VU/mL
HRTBERHA X REE LR 0.5 mL A8 & 300 VU/mL~3 000 VU/mL HEAZRK. B
TREZERTLF . X4 A BRESERAERERN B P EAR ML B MENR . & EE
BEE, ABEEREHTER. TERBEENFHA X BE LBERTESHEEN N, S5
Wi K B9 E B e N 2.

—XBHECEIAXMNBEELHO.S nL WEBRCHER(LE 2.3.3), SHHEFZHENYER
ITFRBERA 100 mL & EMA TS, B 15 s~30 s, HAEFRIL. RE5H I mL FFE
30 VU/mL~300 VU/mL M BB WK ELM B L, FHHA 10 mL HREHREFES, H
BT EHREG . EHEEER n. AR Y 638 B 38 A0 BT A 69 100 mL B4 R .

W2 3 KU BA 50 mL BT E S RP . X 50 mL EEAFFIMAl mL SHEE
21
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30 VU/mL~300 VU/mL # B3R . R/5H L. HH S 50 mL i B A T iF ge ik B
BEE REFESE,ZE . HEBEEAIHENEEFTER. EHEIEN . HE =0+
le)/zo
# N=N . 2a, MHAZR UM ERZGER.
# N',<<0.5N, H N',<0. 05N, 8 n<C0. 5N, &M LR LMK, FEHFAT L HWEXRK
W, EEHHESBE, AN, TESKRESERTHF X BELNESHEAD PR EHLER.

E.2.6.2 FX#£3

¥ 3 mL MMAYRER(E.2.55 2mLMEAR CHB(E. 2.3 DAEFRKERETIRSG 5 min,
# 0.5 mLIZBABRFHRBIEAES L. BHRAEYTEIRER.
ERRERTIRFE RREBHEAFRIRE., BEREFBA 100 mL & EKA ES,
15 s~30 s, RFHM TR L REIE:
a) WIS 0.1 mL, A 9.9 mL # EWAFEH,FmLASEHE, FHRELIEX 10 mL BB R,
ik 50 mL Bl A FE S A 3 iR, B IE R B AE B R E LR,
b) BHES1ml,2EEZE, FH0 mLFEKNEESEE 3R, BEBEEXIFBESREL
B3
o) FAMEBTEF TR 98.9 mL, HA 50 mL FHEKAFESEE IR, BRERIFEEERE
L3S
d EXEFHTHERGERAESLRAERIL, AEIEFEE R TR,
n'y R YRR E B E A STHCR L B E. 2. 6. 2a) \b) o) H X H EHIME
n'; R E.2.6.2d) FRIAHS L HIERTHEHME.
B, 2%R LA EREMEYNEERN R=1"14n,.

E.2.7 Z£RiRHA

WEMEER EMAEYREN SR WILE. BRERTFETHLIKEAREELRERETTNZ
— BEGENMAERTEELRRATIZ—

22
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Mt ® F
(BT RHERESR
BREEYTRAUEESE

F.1 3|

il

A B R R BB OKEEMBROEYERNEE A TRERMLAEHNEYERNGE. IR
M ERERRENEL, FERLAFN FEMLEH RSN OERF .

MWEAEYERNTEREST SN —RABEETH, EERHE—-ETFNNERERZEELEYS
L ERBER. REZN AEZEBTREE:

a) KERAMEREDESRERSEG

b) EEBAERER R BURRE;

o) WARKRA

d) SREERETERRERE.

F.2 [f18

B YRS EXR KA TFHREDEHEFBTH, R BERETIREXNR X ABREKFELR,
FEFUMREEARBHHEDBRERE. TRAERRAEZNEENELTETEEME RN
RN

F.3 M

F.3.1 %

WA B RGBT BT 2R, BRERGFEMFBERFEREFEREITE. S0, H{EFR
¥ AR A ok L DB R T U Bk R HAt Oy 91
9 8 F KA BLE 2 MR R R Sy o 7 T R VR A AR IR O A A R T L TT R U R BE .

F.3.2 HEXg#&

BERERREMEYFREE, THEA#TERRERNSELYLBEHERR.
F.3.3 HXxgR

JOL 38 #3E A T RAE WA e i B A 5 A B T 3

F.4 ZRRF

MUAE mLA em® ) WE R TTERER FHE.

23
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B ® G
(ERHER R
il E S

FHREHTAHREGERMRZEFEFT UEYBREGIAAEHARENES.

BARSFEERRFTLENFEAR BT LTE LN FHARNRFEEY . LTRNERE
BHEARBEIMTBONEL I  EREEENXE. SRS OREANFTIEFHEXARBELLE LK
Bl A RRRIERFA TR AT HAMBR. ZFFIEENHEYRUMLE ST ARKL L.

BN HIT X AT RIS Bk, £ BV E W XHMCRFTERE, EFE—ER RIS
R BEATFEABALA, AT iy 2 SL MU FE B ShEEAT R

AR RAUE B AEY B RERMTE - ENEEFAPEFNANREREAFNER, HIFREL T
VERE (BB S1KF (BB S R B A REE VI R AR

G.2 RAERKIIVIHAR

G.2.1 #&

ROL #% BUAR B AR L B R ME S YIS R E X P BN EN S RA THRA LY. HEE SR
MAEBES N ZANAS, 2EBEAEFIPIES RN ATEE.

G.2.2 It

BN PRE B T & H

a) FIMERKHMSEREZR;

by SEYI BARFOET R 5 B R B AR X

o BMABLRAFHRYA.UETLEERXAKLRILHER;

) BRI, WEKER;

e) HIIREBR, HIEABHEREMLZES;

D XTEYIBRE VR .

RLXT BT e E AR R B EE—MENFR AR B MMBRAZE AR ELBKEIHEH. X
P8R R M5 — , BB AR, N B R BB E R

G.2.3 FIFH

RS 548 SUR B AR & WHEAH R B BT A I BER R B — 0 35 T . TR B AL AR
B TEEEBENMSI SR, UXBIHENHER.

BEINFR—BNATFTREN.

a) FHRITEI;

b) RAF T BEE FORES;

o WMAYVEPABEALR TREEXS;

d KRS

24
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e) REEHRIAENHRINEE;
D HRAGHENKEE;
g) EHRIE.

G.2.4 REYNEYBREHNESR

THETRZREAREHFAARUEARAEEGTEBEENEFEANARBEREARALR
FERARARWER LY, AR

a) WMAEYFEAREHE,

b) ERAMAYFEER, DARER, RIT RS RER;

o) RITEHBRIERERTHER;

) FEERHREE;

e) MEYRBEHEAR;

D MEVEESTHEARFEE,;

g) TREYHFRERGBERE . HEHES THE;

h) #BEHSTEHE;

D ZREFASHIENLITHILBEDES ASLEB AL EITIE;

D BREFERLEMNSE.

G.3 FIHRIE

G.3.1 i

BIUERNIELHEREMFI, HAEXHIER. MARBEAESHERZIEIMGRIE, BRIER
BERMEAN. B ABRLHATERIRENES. I TETRIEX¥ABREABRZRAR T/AEMN
BN, BUCRA—ERERRIEN .

G.3.2 ¥EFEHR

HTHNRIES B, 2FLERIT—EFCBRAXRREEVIRE. THRLRE RAHT. RY
B RV M ERE TER TR, THERAEH“EETR" RIS ERANEDNR,
Bilan .

a) FWEFVHRE BIRHT R

b BEHR;

o) TFEXMTRIE MRS

D RESHMRABIR;
2) [l
3) SHABFER—EFELR.

& EEEHREARMOLEM;

e) XtEMEEAFRFERSEITRA.

MAEWEFHZHERTASME BT IEE NI,

G.3.3 x#
G.3.3.1 #R

BIGROERXHTRASHER. EFNREXHS, R TIEFEAERANERET4RE,
25
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SRR A ERER A EMEER, FEFEER F AV OB D WEEREIIMER, REH
FHEXPME : FELREMIMSF TAERFHER.

G.3.3.2 BRRE
MNRFEEN . FSETRAENBHIDR:
a) FZHFESR;

b) HYfARAKSE;

o ERRFHBFTRUBFBIERHAR;
D EFRAIREE;

e) WHEMELUMHETRERFICR.

26



GB/T 25916.1—2010/1SO 14698-1.:2003

8 £ X W

[1] GB/T 19000—2008 FEEMEAER HAFIARFE SO 9000.2005,IDT)

[2] GB/T 25915.1—2010 WHHERMEZEINE 5 1B . SEESHEEHRASO 14644-1,
1999,IDT)

[3] ISO/IEC Guide 51 Safety aspects—Guidelines for their inclusion in standards

(4] ISO 14971 Medical devices—Application of risk management to medical devices

[5] COVELLO,V.T.,MERKHOFER, M. W. (eds. ). Risk assessment methods. Approaches
for assessing health and environmental risks. New York Plenum Press,1993

[6] PIERSON, M. D., CORLETT, D. A. (eds. ). HACCP—Principles and applications. New
York Van Nostrand Reinhold, 1992

[7] Hazard Analysis Critical control Point(HACCP) system and guidelines for its application.
1995 Codex Alimmentarius Commission. 97/13. Annex to Appendix II. Joint FAO/WHO Food
Standards Programme. Rome,Food and Agricultural Organization of the United Nations,1995

[8] JAHNKE M. Use of the HACCP concept for the risk analysis of pharmaceutical
manufacturing process. European Journal of Parenteral Sciences,1997,2(4):113-117

[9] ISO 15161 Guidelines on the application of ISO 9001:2000 for the food and drink industry

[10] IEC 61025:1990 Fault tree analysis(FTA)

[11] IEC 60812:1985 Analysis techniques for system reliability—Procedure for failure mode
and effects analysis(FMEA)

[12] WHYTE, W. Operating a cleanroom: Contamination control. From Chapterl5, Cleanroom
technology—The fundamentals of design, testing and operation. Chichester, U, L. John Wiley and
Sons, 2001

[13] DIN 58949-9,Quality management in medical microbiology—Part 9:Requirements for use
of control strains for testing culture media

[14] CORRY,]J. E. L. (ed.). Quality assurance and quality control of microbiological culture
media. Darmstadt,GIT Verlag,1982

[15] ISOARD, P., CALOP, J., CONTAMIN, C. La contamination microbiologique des
atmosphéres closes. Origines: méthods d’études. Journal de Chirurgie(Paris),119:503-512

[16] ISO 7218 Microbiology of food and animal feeding stuffs—General rules for microbiological
examinations

[17] 1SO 31(all parts) Quantities and units

(18] HENNINGSON,E. W. , AHLBERG, M. S, Evaluation of microbiological air samplers:a
review. Journal of Aerosol Science,1994,25:1459-1492

[19] MARTHI,B. , LIGHTHART,B. Effects of betaine on enumeration of airborne bacteria.
Applied and Environmental Microbiology,1990,56:1286-1289

[20] WHYTE W. In Support of settle plates. PDA Journal of Pharmaceutical Science and Tech-
nology,1996 50:201-204

[21] PITZURRA, M., PASQUARELLA,C., PITZURRA, O., SAVINO, A. La misura della
contaminazione microbicadell aria:ufc/m3. e/o IMA Nota 2. Ann. lg. ,1996,8:441-452

[22] MACHER,]. M. ,FIRST,M. W. Reuter centrifugal air sampler: Measurement of effective
airflow rate and collection efficiency. Applied and Environmental Microbiology,45:1960-1962

27



GB/T 25916.1—2010/1SO 14698-1.2003

[23] CLARK,R. P.,GOFF, M. R. The potassium iodide method for determining protection
factors in openfronted microbiological safety cabinets. Journal of Applied Microbiology, 1981, 51:
439-460

[24] WHYTE, W., NIVEN, L. Airborne bacteria sampling: the effect of dehydration and
sampling time. Journal of Parenteral Science and Technology,1986,40:182-187

f25] TAYLOR,R.H.M. ,ALLEN,J. M. ,GELDREICH E. E. A comparison of pour plate and
spread plate methods. Journal of the American Water Works Association,1983,75:35-37

28





