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B

FERESH T ISO 14644- 1CGERBILIRHXFREN F1HF .S EFERIIFIG 7190
(e i T RB AT E .

AAFHER R GB/T 16292—19964 B Tk it = (R BB PRyt k).

EAFHES GB/T 16292—1996 I FEX B4 .

— AEGRELERE, AR E R, A iERE (BB S RHETEE;

— B T SRR BRI T B B0 T S B

— BN TRERLREIB BT
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BIRFEM TR A RAEHERF.

AFRAERIM T B R R .

EREHERERAGUBEERREIHD,

AARERERN ., BT RS R EE R,

FIREEEEEARER OE BEN By DR,

RIRE R BRI KRR KA 10 % . GB/T 162921996,
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EATLERER
=R T R 7T &

1 EHE

ERERE T ERBPN TR RN,

ArEEATEATLHAEAHPE, AREREFE R AR (EERERA IHEGINESE
R T WA R M B .

AAREAREAI T RICY B AP B R 58, B UROR R o7 A

B ERRNRHEEN EERBENEN, THEOMRRERT T H LA B2 EEAN.

2 MIEHSIAXH

TR A R SCE AR S AR AN ZX. LEE BN AXHE REEFRE
MBE R CRERfEiRN A REITRYRER TR, . SR ER R R & F IR
REMMEAXEXHENER A, LRAER NS A REFREERTARE.

YY 0033—2000 REEFHEETEHAN

3 REMEX

THARERE ERTRR#E.
3.1

EHRE(X) clean room (zone)

MR RBEAYGRACERTHREEHNNFEREE. RBRASH, B4 RAEHY AT
MZEXBAERENAEMGEMINEE. KOS 8EN . BE. . BE . EhaFLE#EH.
.2

B4 localized air purification

EEATEREENENRABERNE ST TR BT RERIMNEN TR ERERINY
.

3.3

B[ unidirectional airflow

FE—FEEFTRAHF LSRR FHELNNE ERESTNSH. SKEEREANMNERS
M H  vertical unidirectional airflow), 5 /K ¥ & ¥ 47 9 1 /K 3£ 3 5 % (horizontal unidirectional
airflow) ,

3.4
JE¥ EH non-unidirectional airflow
AHZ EREMRERIR T IA TSR,
3.5
BF T airborne particle
AFEREeEAENESERRTRIEELE 0.1 pm~1 000 pm FEEFMBELT. X T

BRI B B, —MERIR M E AR R E — . A AN ENE SN T AR ER.
1
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3.6

% E  cleanliness

HEHERBARMNERESPIRTHETE - NEERRTFHAITRERZ G SRE,
3.7

®B{E FFR(95%UCL) upper confidence limit

MIEZF AR RM LR ER S 2 NEEE (LN 9520 BB A MM L BRE KT
BRI, MR8 B R X — B{E A LR B (5 EFR.
3.8

E&E  as-bulit

BFREROEREE T RAEE LR HR AN EL T ERERAERE . EHHEA
AR,
3.9

#7  at-rest

BY e EMM s ST RAEC R ETE AT EaNER T . AT BEC T,
HREEONREESARKRE.

BEbEHECORETRESRMEN, EPFREARBMERFIHZE 20 min BHRE.
3. 10

Th#s operational

BERECE DA TEREXRS BREEREENFATHS HAGRENARTREERME.
n

ERTI{ES clean bench

—FIEAREEZEMUN - HABRE TR, HEAREREGHALTIIBRHNSSRR
K EZLSREAAAEER M TES K ERNRLESS.

4 PR E

4.1 HFERE

AITEFR AT EERERS ES N RE R RN RN ERSS PSR TRETERBHNBRRT
BoOEREESE(RINERRTFHeERT.
4.2 ARSBHEE

T (D MR B R SR AT 4 % b B 35 11 3 2% 15 A8 R B 48 J5 4 B8 B 47 34 3 v 8 (D) R BG B
I ETEES RN DA mEmEER SRR,

2 (KB R RS 4 P RS S B RS TR AR IE B A 52 88 07 X, 51 18 A9 4K AR
AEEH HE 100 000 LA b HY IR,
4.3 (L8

BRI R AT EE—F

a) XBARFIFESHTFRBAFTHET 0.5 pm BWEFRTIHED;

b BREFIESATREEATRET 0.1 pm HEFNTIHED.
4.3.1 REHNTFIHHBEERE

ERTHERNFERNRE T ARSI BN EHNRESEBR THERTRREL.
4.3.2 MERFHIHBER

EEFHBRREN FERERNBH FEMNHE NN RESEEE THEBREL.
4.4 WWREE

4.4.1 PRERMRONGEHEERM, E SRS R E. NEAREAH, EECAARYA
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RLER.

4.4.2 PEAEEERHEABMKEN HLT MERERE, REMMNEFENESNERL AR
R HAE A RIS .

4.4.3 f£ 100 FHEREFAMERN, EEMR E—KBRAEDLRBEY, 7 100 FHERENREHE
ERE.

4.4.4  FEFRI SR AR L™ 45 5 FR O AR U0 B 54 4k .

4.4.4.1 QERIFHL A ERES , 7 P 30 DA O0 2% 0 9 5 i AL oo (R 2R HE AT BRI - () b A 26 SR i /R
& I RS,

4.4.4.2 REEOETRELOREN BB TRER FRELIRE.

4.4.4.3 REELATH, FHEER.

4.4.4.4 REEHKENRENRHATRKE. BAAAEN KEARAT L5 m,

4445 NFHESRREOMUSIECEELER-SEMBET, e -EME&RmE.

5 BRI

51 Aik&FEH

AR ZA/ EESE COMASEH T AN, XX H S EEN SRR THIFRE
4, B0 R SR R AT A .

a) BEMANEENAR, HRERONREMENEERN SHAP R T L ERMEERN (LK

PRERES BT 18 CT~26 C, MM BETE 46 % ~65% FE), [H i B3 2 1 AN R 1
B

b) 2 Pk KR XL A ) 5 R 2 AT

o) R AR H TR I
5.2 FWRHRAE

S BENSEZRHREYTHTHR.

SEABSWEN, ERARARATET 2 A,

R b Ry B LR R A R ERE it A R B
5.3 REKA
5.3.1 AZAHHS WEA. HEmMAERSE WS WEEESMMSSBEYREEEBTHA
AAF 10 min B K. SMERERESE (R . UREESETSANEEL#FBTEHRALT
W minFAK. GRS HRAN . JENRAFRE(E)  MRAEEETREARREE SIS
10 min G FH;MERRNFFEHE (R, WRATEEF-BREARBER G IFEN 20 min BEF
Fif.
5.3.2 TESIARDRE, WS4 7 7 55 i i R LA R 300 e ]
5.4 BRERFITH
541 RERYBRHESE

EEFRBENEAN, BRERTREABERKAENIRES, ARSI TRLIRELKH R
BAGEANREZ A, SRS, BERTREAHARAHFENRERWETRITAXE
BAEXEER.
54,11 RIPEESHE

BRE TSRS RETEU TR FETEE—F

a) No=+A R A LI T G U

A

NL‘%&%#).J{,
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A— EHRERBEEHFEOEB, AP F KD,
E: EEREHLT BRATURSREE T IRFT O EHNHBREH.
b) BARHEABETAELEED,

1 BORXEARE

EH TR
m’ 100 10 000 100 000 300 000
<10 2~~3 2 2 2
=Z10~<20 4 2 2 2
=20~<40 8 2 2 2
=40~<100 16 4 2 2
2100~<200 40 10 3 3
2200~<C400 80 20 6 6
22400~<C1 000 160 40 13 13
21 000~<2 000 400 100 32 32
=2 000 800 200 63 63
B X 100 R R EFIEHE(K), €3 100 Eifd TR (bench) , HHEHRAE K I RT3 T 10 000 &
g smmiEaz (X)), BHRENEFAER.

5.4.1.2 REAMEE

RERBMENBEEUTER,

a) RBA-BEEHT.Sm HENKEELHAONE.

b) RHEEETS SN . BTUEEHH .S m~1.mEENKBRASERE.HEERLT

5 /K.

542 REXBYRE

MEMAAEHEECORREBEEARE, FFEAMEERBL T2 ARBEREF BRI T
K. BRBEAMBRERET ST 1 R, AARF RSSO REHERETUARFR .,
5.4.3 ERR

AFERERNGRENHRERERE 2.

®2 mRIRER

BRER T ERA
L/¥% 100 10 000 100 000 300 000
=6.5 pm 5.66 2.83 2.83 2.83
=5 pm 8.5 8.5 8.5 8.5

5.4.4 REEFEER

5.4.4.1 MFRMAPBFEECO,NFHERNREEORESSHET R ;5 FIRERRERE X,
B TS REE0ER L,

5.4.4.2 HBRHAMH VEERFERD,

5.4.4.3 RER MEARMEREONTRMN, EEELES.

5.4.4.4 REERER,EXMEFHRERITES.

5.4.4.5 RNRE-PIHE MR h KA BEFY.
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6 HRitE

6.1 RERANFHBFRTREA
RERMTHEFRTFERE A EIQOHE.:

bav o

A— R R AW LR TFRE R FAGR/m');
C—H KRB AWRFEEG=12,,n) BB HFKREB/m*);
F—REE A ERRBEREL K.

6.2 FHEMHEM

n

T EHHE M ERDHE.
>4
M——
RKehr,
M By A0 4910, B0 38 () MO S0 7 7k B B 37 7 2K OB/ 5

A— K -—REHSMEHRTIREG=1,2,-,L) BB E B /m?);
L—E - Eag(ROHNAREARK, .

6.3 HfEESE
L SEERRWHE.

SE :“/(Al =My (A, M)  + -+ (AL —MD)?
L(L—1

A
SE— ¥ HHMEMRERE, RS K CE/m®),
6.4 95%&EEEEWCL)
95% B R WUCLYERFG)HE:
UCL =M+t x SE
K.
UCL——-¥{E 9 95 % B A5 £, B8 r rk OB/ m*);
95 B LRK AR RS,
3 BREELRNSHREY

e (2

(5 )

REBEEEL 2 3 4 5 6 7 8 S

H 6.31 2.92 2.35 2.13 2.02 1.54 1.90 1, 86

B YURBESWET I R6 ARETHEUCL,

7T BRTRE

FUWG B TR T 00 0 v BE G R (] I 2 DA T AR
a) BIREAWTHSFNTERELHAASKTHERNRAFE, B ASRN TR,

b) SWMREMWBREETREFYEHYEN SHEFLHRLFAR X THEH LI F R, 8

UCL<{% R R 5.
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8 MEHHE

MG EBRE(COBRHNRERN SHFIDF T —BEF BN RELERE,

R S AL L F 2.

a) WRFHEFRAMMBHE, JL A M

by WAAKAE

o #HHFERECNTEEE(CENGEHSXENTCEME;

d) BERTHER;

e) ARWMAMBREFENHER AN ELG, REABEUATER, WK, RER
B, A R R T A, MR B MR I B S b AT, WA e R R
EARBBRENVE R EHREFHERMNE;

D WHAEE  QFEFAE K ERR.
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M ® A
(RIEEMR)
HRERERERAHE

Al FEHEECREAHTBEIRY S, BEARFCERBERS FRE. THEARFHRER
HWEERTESFWAEA D,

BAl FTEAREAHFEE
A2 100 HEBEREE, e TEARABE SRR MRS RN BE LN SR MK TAD
B REEATSEE A 2. H A3,
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HA2 kFEEESHREX
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A3 BHERRSKER
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B & B
(FHE SR T
HEER)BEAFHERER
B.1 HEEHTLAFEWESERITEEN FHEAERILEB 1.
Bl EAR(AABRFRTFHEAERW P ERESSR
S 0 USP 22 NF #kH T TGA CGMP ki EU CGMP 3 1 #H FDA CGMP IS0 14644.1
(20024 8 H 16 H> (2008 4E 3 H)> (2004 £ 9 H) (1996 £ 9 H)
- _ _ EEHE.BER
W AR R E & Ligo3 ihne i shas it " AR o BhAs W s AR i B
B BK AR 5 BXAair# # BKAF# el BXfeird = BX s e BRAWEK il e
4 s i 4 s i 4 s i3 s i s i s g | BRXANK
o5 ™/m o ™~/m o ™~/m 5 ~/m o /m & ™/m i A
2 bl bl 5 il E:l| Eilf
220, Sum} Z=5um =0, 5pmf Z5um =0, 5um{ Z=5um =0, 5um| Z=5pm 20, 5um| Z5pm =0, Spum| Z=5um =0, 5pm| Z=5um
M 3.5 3530 28.3 A 3 500 0 A 3 500 0 A 3 520 20 A 3520 20 100 3 520 — 5 3 520 29
M 4.5 35 300 283 3 500 0 350 000 | 2 000 3 520 29 B | 352000 2900 1000 | 35200 — 6 35 200 293
M 5.5 353 000 | 2 830 C | 350 000 2 000 C |3 500 000[ 20 000 C | 352 000 2 900 € 352000 | 29000 | 10 000 | 352 00O — 7 352 000 | 2 930
M 6. 5|3 530 000| 28 300 D 3500 000 20 000 D e e D |3 520 000] 29 000 D FAE At 100 G00 |3 520 000 — 8 |3 520 000] 29 300
Az M HaE HiE

26291 L/49

0l0¢
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ﬁﬁ’f;?f;iﬂﬁ YY 0033—2000
BENRBEA RN HEMEBKATE
o B B A/ Vo B 4 91 o/ m?

=0. S5pm =5pm 20, S5pm =25um

100 3 500 0 100 3 500 0

1 000 — - 1000 - -
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




