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DD S X35

WISO-14644-1 E2EI S ADLREE (f8/m3)

<2015% 124>

- LIRRE ({@/m3)

PR AEhE
5ZAN)| O1gm | 02gm | O03gm | O05gm 1 um 5um
IS0 > 2AA 10
IS0V 5%2 100 24 10
ISO75X3 1,000 237 102 35
ISO7Z2X4 10,000 2,370 1,020 352 83
ISO7Z3X5 100,000 23,700 10,200 3,520 832
ISOZZ26 | 1,000,000 237,000 102,000 35,200 8,320 293
ISO7 S X7 352,000 83,200 2,930
ISO7Z28 3,520,000 832,000 29,300
ISO7ZX9 35,200,000| 8,320,000, 293,000

[EU-GMP EREEEREEXBOERE

BFHEFINLUAOERET -2 2ERALTHEL NIV ERET 2.

RAGTETE (@ /m3

FEVESREF {ERETF
JL—Fk 0.5um 5.0um 0.5um 5.0um
A (ISO 5) 3,520 20 3,520 20
B (ISO 7) 3,520 29| 352,000 2,900
C (IS0 8) 352,000 2,900 | 3,520,000 | 29,000
D 3,520,000 29,000 - -

7 (20084F) |

[ FEVESERS |
ECOZERFBEDRENFR T UIFEIL T

WD, BIEREHNEESIUEREN LR
U VIRRE
[ ESEH

P COZERHBH RTE SNCEBEEGFT
YEEN U CUOVNTCREERDIEEENMEER U
TUL\DIRRE

Copyright © NITTA CORPORATION. All Rights Reserved.



GMPICHIFDBEREDI) 773%A

JL—KRA:
BUXODOEEZTOIXIE, BI5FR CAXIE., JA%RY/\— O 7>
)L - INAT7I)ILZIRDED. BRIEGZITOSDETH D,

JL—RKRB:
HEEORARPFTECADOIRECEAULUT., TOXEIETL— RARBD/\WvITS
> RDOIRIBFTHBD,

JL—RKR CKRUD :
HEEMOBECHBWVWT, NDEBEEDODRVWIEZITOERXE TH B,
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HETIZOOU-2IL—LDBFREEE

SREFE vs. EZA YUY
EEREEHRDOIY) -2 )L—A(CR)TI(E., R ERFICEZSFU > TREEK
LCWET, CRIFISO14644-1[C KD CHFESNTVWEIN, 2D EEHE
TEFRBTOREBETE SV T EZREUTIIRDERA,
— FREE = U —2)L—ALNHISO standardCESH SNIEHgEZmEL TWLWB &%
REAA 9 D &, (FIXIE. YV—2AIRISO-5THBIZE)
- EZAVUYD = VU= )b—Lbnormal’ RIREHS&EMUTUED T
WRWZ EZHMmNICIREET B &
(IR EFHFORIREB T, YV—2ADISODI S ASICADTULWNIERWEESDIFTIIRW)

T mBOESSHMh—ARITOEETEWLTIRVL, mAHNIES LT
KN, HE(CHTHI(CHEEET D ENKHBENTLYD
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OVU—=2)L—ALDEBEE (ISO 14644-1:2015)

A TE X SRAIE 0.1pMS5um®DA. 1FIEX (FEERDRIEE

FEAESEZiEE U CLWNE., HAERICHVC, 1ERIET
BEDRV, BUAERZEHEAIET 3558, BELOHETLE
Rl A % - HE P[RR FEEU FORIEERND > THh. &RNICHTESRE(CES
EZEEHU. FEN LR FEELUT THUI KL,
INRTCOHERCLEBRNFEEZMEELU TCTLWNIEERET D,

SN RODBIFEI SR Pkl VS
B E RS IS JIS B 9921 (CHEHA(1SO21501-4)

T ST R OBEE TS A0 TR ICBNT. 20E B
= ~ ~ 9 =1
AR EA R L e SRR Y (. AL ONAS VAR ST S,

BTV OEE FRAERT1IEUE (RIEAEFEZmIZL TS L)
YU O hE RAIEUTRER S

. RT D ZeERmEmEICSH Ules/VAIE SN ES SN
M= S5

AIERD [Table A.1] #5

" S R5LDERIISZ 658
ARSI S ASEBZ B IS : 124 B
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VU —=2)b—LDFEE (ISO 14644-1:2015)

NS> T OE[EDOER]

s\ TS I6KE (1EORES

Vs =1000x(20/Cn,m) CstEULZE 9,

Vs =&/NF> T U OEIE(L)

Cn,m =BEEISRAICDVWTCIEESINTEEXRDOHEUNEDD S AEFEE/mM?3)
20 =\ FEREN I S AREEB(CHDIHGE. STEDOIgEEDHDESH SN

L FER (BEEE)

1)
EU GMP Annex 1 Grade A (Cn,m=20{@5.0um) DFEDER/NF>TU 2 THIE
1000x(20/20)=1000L=1m?3

— Grad A (ISOOUS X 5) D5.0umiiFHITFE(E. 1000L (1m3) DBIENKE
® 1000L/2.83L=353% — 2.83L/minD/\—F« I)LHD>FEE. #3533 ENNE
® 1000L/28.3L=35.39— 28.3L/minD/\—F 1 LD >FzE, #I35.30ENNE
® 1000L/100L =109 — 100L/mMinD/\—F« ZILAD>AFIEE,. 10DBIETRE T |
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VU —=2)b—LDFEE (ISO 14644-1:2015)

[Table A.1] cRETEDIREIET & DOE/IVAIE=E

Minimum number of sample locations to

ISO 14644-1:2015
E&}:"E (:1__(/ \/,HJJE,"\'J‘_\’;';&ODW E Picn R CEEE (7E) 2 frarcrez

2 1
4 2
(2015412845 T) ; ;
i ‘
28 7
32 8
® O —")L—LDOFEXKBHIZDD ii s
HAIERZMEX T U c .
68 13
MEHEIL—)LDELE 76 s
B [36m20Digs = 5
116 18
CAE B tNER 15 i
e S
276 23
352 24
4
=1 » o)==] = .
1000 27
>1000 See Equation
1000m2U E(FERZESER N, =27 x (A/1000)
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VU —=2)b—LDFEE (ISO 14644-1:2015)

eSS - - - Model A100-50 HY&E%H

® 100LEFI/LIFT L — RAZZEERITE (CBR
1m3(1000L)AEZ10D T T !

e /\wFU—ThDHENTED

o JUZAH—NE

o SEFEXIFGDAIEICIIARKSIZEETILTHRI

B/ VR 0.5um 0.3um
MR XD 0.5/0.7/1.0/3.0/5.0/10um 0.3/0.5/1.0/3.0/5.0/10um

5|2 | 100L/min 28.3L/min
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T~ POOEKRSEIE (PIC/S Annexl)

® £/i%
vV OU—2)— ARG —>2T73EEISEERETHEE=ZS Y > T URITNIEIRS IR,

vV EZHYUTDAMAERERRIRDTDE, DU—2IL—ALAFEFIUY-2T TS RX5T A
DD S AMERDBIE TESNITHERICEDWVWTCETE ULRITHUEIRS IR,

(%3]
S, B, AIERBEARBRVUXIDIRICEBDIIANETTHD, ISO 14644-1 (CEBDIHRU,
EHNICEEEND I SADFRDT —IPOBEDEZIVUIFT—INEEBEREINBINETHS,
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T~ POOEKRSEIE (PIC/S Annexl)

0L —RADE=HSVU>Y

v EIEDOHEAI CeZSVEBTIEORRFEOBZECDNWTEYT D

v £TDONA. —1BHEDESR. &U/ZTAOD AEEEESZDIBENTEIEE SEYRY > T) LA
XATEBL. A—7o5— MREZHEIZHEES. BEENSINBLSICTR>TVWBRI E,

v OFERMALFEE, RE U EiER) \—‘JOD*T‘E_L_C{’Eﬁfd\é:E%EE{F FEZSOERRFZITOTCND
Iz U CERM (SRAIE T DT EMNEFT ULV, FT, FEEIICTEDIEINEVMIET(30cmEAA
LFUWAEZITDZ L.

v JL—RAKRUBDORBICRWTIES.OumM EDRIFDOHD > bME. BEDORIIRIDIZHDEE
BRI THDENDRT, HBICERTHD. T CABPRCENTIE. HmTDEDDHRFELL L
RENHDD5. 5.0umUEDOHRFHECELARILTRITELL,

(%3]

HaDBHEINTLWIEERRIFCHSWTIE,. FEREBZH/N—T3EHEHNREZFI I ZEHET
Bl &, MENEFE. SATFLAVEREIICRI3IESRZSH. EERNFHZRET SIEEMEDH D
RREZINTHRVNLETFIZEDNTERINERSBVNEVNWSEKRTH D, AERZIRRNIERXSZY=
M=V RS RAF LBREECRITIIZHI L — RAY - DERICITBEER,
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T~ POOEKRSEIE (PIC/S Annexl)

e L —RBDE=SAVU>YD
v JL—RBY—>2TIEU>TUTBEE IS UTHELIVWD., L — RAEBFEDS AT LAZEHL)
BDCETERET B,

v EZHUSITIATLAOEZEETHET DT L — RADKIGE BDXIBODER OB (C K DIRD
IRTUTTR S TR,

V SBRLANILOZIER S RAT LADSIEESZIDIENTEIHEELBYRY > TIL A XTERL
75— MDREZHAIEGE. ZENSNDBLD(CIED TULRITNIEZESTR0N,
[f#EH]

JL—RADE=S VU >PVEIEKANNex]l OFERBICHBNWTIE. TVYZHR—ILRSAFAIFSEECR
(33728, JL—RBY—2DEZAYUJICEETRV] EERETNTWVS,

e L —RKRC- -DOE=AU>YH
v L —RCNUDDXIBOIEZDRIRETOHOETE_-SF > TFREBY X IIHZ—TAS MoRAICED
WCEBIDCE, BREBIEH, 75— AN, 723> LN VITEMT DIEE(CUKTF T D,

(%3]

BTV RBEIUVY TV IHER, PR EBVURIDER. YRIBIRBEELVTIRY
FPEAAD MCEKDODTREETND & HMIGRREZSIVU D IBELETNRL,
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T~ POOEKRSEIE (PIC/S Annexl)

@ €D

vV S RXFASEAED/IN—FTa TILAT -, YZIRk—IL RS AT LAVRENSDOHAEHDTE TIHEE
UCTERWLWA, FAERICBVWTEENRERDINBFTAXCEULEYRS AT LAZBIRT DI &,
[fZEH]
1.5mODSFICRESNIEF 21— TIESUMDHIFZE30%RINT DTN TULD,
UE—BMIIDUSIIRFTLAZRERITIEAICIEFI—TDODRESEF 1T OMEBEZECIDRF
DRI ECRCEZZBEL. 0.5 MBKTVE5.0pmRBEDORFHA XU, BT IS AFLDIN
UF—33 >&RBULRITNERS RV,

vV EZHUZITSATALLSITDYTILE. ISO 14644- 1D 0 SR B CRHAWEB > JILELE
UTHDIHELIR,

$:5)

EZHUDDICEODTEERC LR, REKYIIT U IZ TV (BICERRXIE) . MiFORREZ

KRIFDERICTEOMITIED. FREDESICEMINEREBICIE IS LSCEHRZRI DI ZLTH

Do OTHUSAAMEBICRHEND1M3DY>TVU>IE (36DE) (X, JL—RAY—-0DF

ZHVUDICREIRENTSH S,
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=AY POOEKRSEIE (PIC/S Annexl)

IJL—RARUBICE- - -

BIEHI0
wiET—J)L
MIEX T
5=

2405 el 1B B R,

BRER TRIOFEHER
AERE(CEROERER ERTE
RBIR>T(IRIESE ERNEY T ZERACHAEDE
EET— )2 L CHa®E (POE-HUB or E&{RER)

Ethernet / 4-20mA Ethernet / 4-20mAL ]
LANZ —J)L / §liEor—2T )L LANZ—)L / $liEo—2T)L
0.5/0.7/1.0/5.0um 0.5/0.7/5.0/10.0/um

28.3L/min 28.3L/min
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=AY POOEKRSEIE (PIC/S Annexl)

—vAHRODEERATSI> - - -

i
s
i

(T TINNEL)
(12> i)

(BEEEREL) |
(BEEEREL) (42> HiEe)

v UE—BR/OBAAYFLID, ROTIZY bBXGYVI NI 7 EDFT—
SINE=BER (CHEEEN/FIE (T 7B 0OEERIEE

v EEE - IHEEROE— MIBECKD. VI I TV LOEHREEEDY)IE

v AR AT AN—IREHRD LS

v 7FIOJOREE. ZEET2 Y 0HRDIAH;
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TS U>TDOEKRSEIE (PIC/S Annexl)

JL—RCRUDICIE - - -

B/ VAR 0.3um
B A f R < R X5 0.3/0.5/1.0/3.0/5.0/10um
= 5|2 28.3L/min

®AW2 So—7 ‘/ tﬂgl
¥ = v BA3IRA K
| v F1—JER50m
t‘z‘:l'—.:l._;b E Y2 YL Fa—7 (50m)
soney | | =R—ILR s |
—blu — 'w‘ N BR2E G
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vV ESREZAAUIF L —RATER, JL—RBTH#EBZNTWLD
v EZAYUOWRERAZERIE. JL—FRA/BIZ0.5pmESumEl k.
L —RC/DIZ0.5pmBl Lt

v 2TV OF 1 -THADORFABEANDEBRNS. FF(C5umB EDRIE(CERLY
F 21— EFRNE>NVIIR—IL RS RF ARE

BREN ) AIERT BITELEE BITE X SRAIR
7 U-F A &Rty 7530 T 0.5um&TU5um
S(ns 4=z N 0.5umAU5um
- It 2 Bz
7L-MB BB 8 A I AT HE (372120.5um?DF)
7 u-pC F1-7" I8 AR W IR SEE 0.5um
V=MD F1-7 YA E)IRSEE 0.5um

o"HEIR"[EVP DO THEPSBL TERVWEWS Z ETEEL. (EETIL)E
RIS EZMEFIND. "PSBVWEE. AE - AiEZ B FEIRHT
ZROTHRIBENH D,
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