ICS 13.040.30
C 30

e N RS 36 R B [ 5K b

GB/T 16292—2010
% GB/T 16292—1996

EZ T FEEX)
=IFPF R

Test method for airborne particles in clean
room (zone) of the pharmaceutical industry

2010-09-02 £ 16 2011-02-01 3£ jE
i \EAAEER KBS BGBRERR ,
ol R ke WM B H % R 2




i

ﬁ%?ﬂ%)&
Iﬂlﬂiﬂ?‘iﬂ%
%%ﬂ-g ceeeas

OO\]O)U‘!»«P-CONHZEE:
=

WARE -
B % A(ﬂ“‘fil’ﬁsl‘ﬁ%) EHEE(RREAHE
Mk BOERHER R BHRECBERETFHEARAER -

GB/T 16292—2010

OOQO}(HU'!OON)——‘D—-‘D—‘E




GB/T 16292—2010

[}

HI

AFRESE T 1SO 14644- 1T A AR M RFFEER £ 1Mo - SEFELADF G 71—90
(EEER T RBBHEITHIE.

AARERE GB/T 16292—1996¢ B2 Tk i& @%(Z)%ﬁﬁ%mwm“ﬁ%‘»

ZM'/T?E 5 GB/T 16292—1996 MI@ZEUJ

g

M—Hflil% Tﬁﬁiﬁ%ﬁlf&f% &ﬁiﬁj‘ﬁﬁ?ﬁ’ﬁ’%ﬁ?fﬁ%,
—HINT BB RRE R E M

—— ARG T E R AR % .

AARAERII R A BATEHERT % .

APRAE R B B RETRMEM %
FipEREREAAREEEERELIAD.

AARAERR AN . YT R A2 A A BT .
FAREEEEE A ARBR L BN K R DR .
FAREFT R ER T RR A R A E SN . GB/T 16292—1996.




GB/T 16292—2010

EHTIFEHR=ER)

1 EH

IR E T ERERFATHRIMETE.

AREEATEATUESEMNHESK, ARER AR EHAMER(EEEF TEONESE
FRFIRAIA RS

RIRER BT RIEDELN RN R EFR, RE BRI T R E .

I ERREEEEA, EERER NN, LN RO ER AT BULMBERN [ 25 E0H.

2 HEHSIAXH

TH S A REE ARSI AR SN AR LT BRI RS, KEERE
BB B (R FEENR I A 2 R TT I RE T4, R T SR AR B A v 5 B U & 7 B AL
EEUERXE AR RERAE. LERE R BS A, KEFR4EE TR E.

YY 0033—2000 FGHEESTEEAEHME

3 RiEMEX

THIAREMESGERTARHE.
3.1

E%E(K) clean room (zone)

SRR EAEDEREAERHTHAERFANERREER. KBRS, R REFERAYRERL
KR A SR A R E i . HAEXS RN - BE R E E SRR BEER.
3.2

BE#E %4l localized air purification

PEEHATARRREENRFEANESTEERATERERIAMENEERERAN K
FR. ’

3.3

B[ unidirectional airflow

R FHEFAREF LSBT AEEMHE L RESINSR. SKTEEERNMEER
] B (vertical unidirectional airflow), 5 /K 3 & ¥ 47 & " 7K ¥ 8 [ 3 Chorizontal unidirectional
airflow),

3.4 ,
e @5 non-unidirectional airflow
BAE SN EEERRERKET A ETHS.
3.5
BEZHF airborne particle ~
ATFsREEEFENESERRTRIEEAE 0.1 pm~1 000 pm M EAFBRER T, T

PR T B0 B3 — ORI B T AR AR B A — AW LA AR W R 4 T AR R B B2
1




GB/T 16292—2010

3.6
ESE  cleanliness
BTSN AR S P AT RETE B ARBER TR B ERR SN EEEE.
3.7
B ERO5%UCL) upper confidence limit
MEBS MR RN L REER A 2B RS E AN 95%) HE BB AT ERE X TFHE
BRIE, MFR B AR X —HEMA T ERE B ER.
3.8
274 as-bulit e . N
WA E (OERETA AL E LS E R I a i T NLREA £ =85 A RA
REPRE.

5~

R
< 2™

ERAs  at-rest /
B 2 S E ()i
e (K) WA HFA R
B b.EE

3.10

) R SRR

an

T ERERER

B BRI R
4 WRFE N

4.1 HEBEE
7 ¥ AR e
BoRFEEERE (XD e T3 2 5 !
4.2 ARMBREEINTAS
i E (KD KA AR

BV 3 ek

V

L I 36 B AT B M R BB R T () TR TR

R el G gl
W () YR R PN = A TR T o B2 G SR H 8 L 0 2 0 7 % A1 T K R
REEHHE 100 000 MU EMIKIR. SN ﬂwwff _

4.3 {458

PR T EE—F

a) JEEATRTHES A TRERTRET 0.5 pm WEBRTFHED;

b) BOBRFIHESATHERATRET 0.1 pm MEFHTHEO.
4.3.1 RBHRFITHBEE

ERFHEEN FECNBRH T AR AR B AN B ESE R THEASHREL.
4.3.2 HERFIHEEERE

SERPHEENTENCRN B T AMH R it RES BB THEARRER.,
4.4 FRELR

4.4.1 DEEBREANSOEE RS, SR ERE. NEARES®E, BAFRERER
2

P—

e



o

GB/T 16292—2010

FIAXES . |
4.4.2 UBAUETER e AT BCIRRT ,200 T , U S5 T VA R T, BOTE A L O W 2 PO MR AR B (R R
18 REAE MRS LD

4.4.3 £ 100 GiEE PN, EERS E—KBURWHLMEEY . 7 100 LEAE N AR
ERRE.

4.4.4 A FVUIRLER B L TEA 1 R LU O R0

4.4.4.1 {UEIFHL AERERE 7 AT HIRACHE UL B X S TR I R R R AR
M3 RAE K. P .

4.4.4.2 FREEOBT RSN T BUATRER PGSR

4.4.4.3 REERATH FEBR. ~ = \

4.4.4.4 REEEHREFREITHAFKE. BEARDRKENGAT 1.5 m,
4.4.4.5 BT HHSFRETHE TEMEELER—SEMRET N a2,
5 WA / T ’ %

5.1 Ai&H

COSTIR S IR B PR TR E L
4 X
%ﬁg Gy \

f%ﬁi'%lé%ﬁﬁﬁmﬁﬁi
B, [F AR i R A B i

b)
c)
5.2

5.3 JEEE
5.3.1 EZHEF

NG T 2 () W4 7 255

/4

30 min FFFHA . 7 A SRR 1T V0 v 22 (), WS e M A B R B3k 2 it

mmmaﬁﬁﬂﬁhﬁﬁ$W%%%ﬁ§%hwﬁﬁﬁgyf%Afﬁ

)

i A S— y
5.3.2 E@ﬁ%ﬁﬁﬂ@ﬁﬁé%mggﬁﬁu%ﬂ;wff
5.4 BERTFITY . ——
5.4.1 REANHREAE

EEBRBSWRN , BER TR AR A KA BRI RY S, A RO TR REAHE, R
RAHEANLIR A, EshENRN, BRETREAREREFENRESRNEFR TSRS
BERRE.
5.4.1.1 BORESRBH

BB T IR B R K B AT 72 AR PR O 3P AL 2 —Fh

a) Np=+A R e D

Ko

NL“%’/“%#)%?




GB/T 16292—2010

EREREE RS R NER BANF I K (m®.
W EERRHRT. R A TUAAREEFTINA 0 EHRBEER.

b ESFREAFEHTAELE.
=1 BORELSHEH

"R v B
m? 100 10 000 100 000 300 000
<10 2~3 2 2 _ 2
>10~<20 4 2 2 2
>20~<40 8 2 2 2
>40~<100 16 4 2 2
>100~<200 40 10 3 3
>200~<400 80 20 6 6
>400~<1 000 160 40 13 13
>1 000~<2 000 400 100 32 32
>2 000 800 200 63 63
. XF 100 HEYEEFFEEE (K5 100 i TIES (bench) , HIRE M ER X O REH:XF 10 000 &
PEMEEARERER . BERENEFAER.

5.4.1.2 FEHEAMEE
KRR EMNERE Y TER:
a) FREA—BEESHEO.Sm ZENKTLELLBIGE.
b) REELEZTFS AN UTUESHE.S m~1.5 n GENRBALERE,. HEERSLT

5 Mo

5.4.2 FREXRBHRZE
XTEH/J\%Y%E(Z)jE%i%@%zﬁ RESANEEARBLTF 2N, ARBEREAEBLT

5. BAREANFRERETUST 1K, ERFRAF S RERET UAR.
5.4.3 XREE

ARESEZNERE/PHREERRE 2.
®2 BRIMEEE

BNERE e ER A
L/& 100 10 000 100 000 300 000
>0.5 pm 5.66 2.83 2.83 2.83
=5 pm 8.5 8.5 8.5 8.5

5.4.4 EHEEFEER -
5.4.4.1 XTFREREFSE R A THEESENREE OMEXN ST ;X TEERRESE (X)),
AP HESRHRFEEOER L.

5.4.4.2 fAERFERN,NRERFEKXO,

5.4.4.3 REEMRARMEREDNTRM,FRESES.

5.4.4.4 RHESTHRE,EXMNEFIHESHHETESE.

5.4.4.5 PORE—VIERR L RFELBERTTER.

4




GB/T 16292—2010

6 ERitE

6.1 RERNTHEZFNTREA
RERNTHERRETHRE A H#RX@HE:
>

n

ﬁ ‘:F' : = Mmmm%%mb%%
A——F— AR TR B BT R G/ ) 3N
Co——F—3RHE A B AR BE (i= Ly 200 > Brtgsnd{ ok CRL/ Q5

n—— e RRE b R BE

i -
AA 3 iﬁ( o [

o e

N
LD
N

Ty

s

5 ,;,,#@g%z‘““%

S

i

) %
Pl

e

«e(3)

ey

e

Gz /m 5
CBr/m®) 5

e (4)

{ 2 /l‘; :'f’ﬂ
. - S 3 N % J"“
HEERR ME T KRB S

s &
e &

——95 K EHE L IR i DRI R E W3, S
FINGLRERE RIS RR

Rrrmene

REREL 2 3 "4 5 6 7 8 9 >9
¢ 6.31 2.92 2.35 2.13 2.02 1.94 1. 90 1.86 —

H: RESEET I RN, AREHH UCL.

7 HRITE

BT B TR BT W T e BE R 5 B R B R AT B AN S

a) BIMREANTFHERNTERELMIAKRTHENEINAR, B ASRAFR;

b) &WEEANERNTRELHEHMEN SHEFLBULOTAARAKTHENZIFR, B
UCL<ZH| 5.




GB/T 16292—2010

8 WX\

M- EEE (R ERMURES R S0, RS HR R RERZ.
WK E R EFEUAT AR

a)
b)
c)
<))
e)

D

TAE B2 PR AL, WK H

TR 5

B FEFRE (XD H‘J?Eﬂﬁ(%%ﬁj"bﬂffﬁ%iﬁﬂﬂzﬁuﬁ)

EER TR

ARURBGFERETEA#R AR NEAFELAG  REABEURGER, ﬁUl‘iiZk%ﬁ( KA
B R RN UE T BN R, WA R E 5 8 A S A, NE R it R M
ARBEBEMNE . AGERRERERME;

WK BEHARITERR.




GB/T 162922010

B % A
(HLSETE B
BREREOREAGE

Al FRECERXEATEENRES, BEXFRERBRELTHE. THEARERREA
MEERTESESLE A D.

Al THEEEGEH
A2 100 B EmMBRE, HE TR AR SR REN RSB S E & T AN TR
. ]RERXTSEEH A2 B A3,

(s = =
X — — 4 —
X — — —

P P HHHHH

A3 EEEmRSEERX
BOXFEREESRS A LLRER—-RETIEE L 0.2 n RENTHE LHSIHE.




2010

GB/T 16292

00€ 62 |000 025 €] 8 —_ 000 025 £]000 001 = = a 000 62 000025 € U S 2 ad 000 0Z |000 00§ €| 00g 82 |000 0ES €S9 N
s | ik sk | Ak
086 2 | 000 ZSg A — 000 26€ { 000 OT | Q0062 | 0002SE ! DO 0062 10002se| O 000 0Z 1000005 € D 0007 (00008 | D 088 2 | 000 €S |S'GIN
£62 007 S¢ 9 - 002 G€ | 000 1 0062 (00028 | € 62 028 € 3 0002 |0000s5E | € 0 006 € g £82 00€ S IS PN
6% 028 € g — 02s € 001 02 046 € v 02 028 € Vv 0 00§ € Vv 0 00S € v £'8¢2 0eS € IS'EIN
wg |wirlg ‘0L wrgZ |wrlg (0L wrig |wrlg (0L wrigZ [wrlg 0L wrig |wrlg (0L wgZ |wirlg ‘0L wgZ [wrlg 0L
w/y fis i fit fiz fit fi i
£
N z s/ z /< z /) z u/ z s/ z o/ z
.E_%j e # XA U # WYX % Ry M AU MM b MM p BRI 3 #
R s -
CEEE IR mmer | R mme IR IR R FwmmERE | R
WP =
(H 6 5 9661) (H 6 5 7002) (H € 5 8002) (H 91 H 8 =5 2002)
B 6y K6 £ # AN 2€ dSN W GEEE
1°7%9%1 OSI dINDD VA E3E 1% dNDD NA B dJINDD VOI MY

GE B F ok 38

q

(GHEHAS A REVHHEIHETXEDEHRH

(I -

T FEW WO O T AR XN W F R S TN L S R
REVHMETHEE RDEHE

r oM

Ld




B.2 KEFRSFE(EDMNEEATHEAER(EMEFELSR . NEB. 2,

GB/T 16292—2010

B2 FEE(EDHNEFHTFHERERENELEESSD)
HamErREEEMAE
&L (15;?@:;)%? YY 0033—2000
BAURER AT BAIREX AR
W E R A/ R A/ m?
=0. 5pum =5pm =0. 5pm =5pm
100 3 500 0 100 3 500 0
1000 — — 1 000 — -
10 000 350 000 2 000 10 000 350 000 2 000
100 000 3 500 000 20 000 100 000 3 500 000 20 000
300 000 10 500 000 60 000 300 000 10 500 000 60 000




[

FTENFHEA: 20114E3H3H FO55

e AR K M HE
H R I #
EHTLFEFEER
BEFNTRURTTE
GB/T 16292—2010

*

TEREHBRELHRES
AERENI=ZEMLEF 165

BB 45 7S : 100045
Fi3k www. spc. net. cn
B35 :68523946 68517548
fE R R R 2 SR B
EHFEBELE
FrA 880X1230 1/16 ERTE 1 =3 18 F=¢
20114F 2 B —fR 2011 4E 2 §55—KEIR

*

= 155066 - 1-41345 EH 18.00 T

MENEKERE BEAHRGTHOLIER
BREE BHLR
235835 . (01068533533

2010

GB/T 16292




