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9.28 The adoption of suitable alternative monitoring systems such as rapid methods should be considered by manufacturers in order to expedite the
detection of microbiological contamination issues and to reduce the risk to product. These rapid and automated microbial monitoring methods may be
adopted after validation has demonstrated their equivalency or superiority to the established methods.

FEFEANES (JL—FA&JL—FC) JL—FCTORIER
28.3L/min,1sample/min,35min —— BTRBES O:ASTEEH —— BTHEFHZ05um — BTHHFHZ5.0pm
6 10,000
140 %\
® Grade C 7“4: 5
120 1 o Grade A o T 2 /\,\/\/‘//’\'\,—A/\/\/\/W‘\/\'—’\’\/V‘/\'\/\—-\,_ 1000 g
oo’ B 4 =
~ 100 o2 35 2
= [ ﬂ L "H
o o e 3 f 0
80 =
@ o.. ﬁtﬁ > /\I\A I\\ f\ L . =)
& 60 ° i ' | \ 0 3
i® oe® b & | -
5 00®® BE o V N WAl
gty = B / L\/
. .o. < 0 A 1
20 L 13:12 13:26 13:40 13:55 14:09 14:24 14:38 14:52 15:07 15:21
oL =
0.0 0.2 0.4 0.6 0.8 1.0 AS (ZF7—H>F5=) e OTIEUNIIRY FEE S ZETNBEVD,
BEYYTILE (n) BT (BIOTRAK) RZRERELZAZLHAETEZLDIRNY FEES5X 5N B,



BioTrak 9510-BD D HNER1&E

T2 DEE

LT RIES

HhL FRIEEE TIE28.3L/min (1CFM) D RE THMM F(T-CNT)Z RIE. %EEIE
1SO21501-4 - JISB9921IZZEHLL . 1SO14644-1%PIC/S GMPHREICED WY ) —
YT TOFEREFEA L L THERTRE.

AERE | 0.5,0.7,1.0,3.0,5.0,10 um

% 5 = 28.3L/min (1.0cfm)
R — BRELYE
S R R --- KR
405 nm L—H'—h5 OELYEIE T + T+ bEAF—F

N& A A4 — RICE S LIF (Laser
Induced Fluorescence : L —%—5
RHE) IC&KBHENIE. 4100
1Y IIZ—TCTRERE 410~

500 nm) ¢ EKEi% (500 ~ 600
nm) ICHBES N PMT LB FEEE)
ICE Y. BRELYEARE. SHMBRED
BRICE D, IEFBMEMRF EMEY
HF % FEES < #Blo

HE7rIL2

R EYIRR R @B L e e R T
#37mmtESF > 7 1 L Z TH%,
SRBRESRKB X CIIMiEOEEL
HWRTE 3,

TAINERILE — K&

-~ "B

FIL—Ov Y

LLoO40 vy

35—

PMT
(RIRREEHIGEE)

PMT

(RRRIEEIRE)

71 LB —EUR

il

BE

T4V L—5—REH

Filtration/Circulation =
Yo R—=2R
BEREVU—X Isolator TR
‘ (Grade A) (Grade B or C)
= BRIREL A
EREHE Y FERb I EIN FMS
4 FOEREZEZUY I:
A ISP
: S
- B
- MEREEE
FERREYRDR REBEIRIR
TSI 12 USP <1223>.EP 5.1.6.PDATR33 Physical Efficiency(%ﬁ?ﬁ$§3$) Range (88H)
(Rev 2013) ICREVW U TOBERICOWT AN F Accuracy (EE) Linearity (E#R1%)
k5w o 8E R SE % 1T L. FDA IC Drug Precision ({5 %) Ruggedness (BH1%)
Master File Type V (L{%.DMF) 7 X kLR—k Specificity (FF£1%) Robustness (&f21%)
ZIRIMLE LT, DMF O U—LK—ki3AB  ° Limit of Detection (RiHERSR)

LTWET,

Limit of Quantification (E2[REH)



R=RTIWNITTN—=F12ILho>3
AEROTRAK®+ A1001)—X

AEROTRAK®+ R—B TILITT7INN—F 1 ZILHho 45 (APC) IE.
)= —LERGE. E=2UYT, HATXE®
TaNERAFvoRYE, HOWBAESEECT/EHATITET,

AEROTRAK®+ R— B T I T N—=FT 1 VI hT > HIF. T—424
Y77 UT 1 (Annex1Z8T) MEEPEBBEAS S>3 V&R
BEHINTCERNG GUITEREEDR L, ENCILAETD. &
BICERATE. ERERS A TLO—EE LTHH AR, &8
BRERRICHLCTI S ADEAED L R— FREITETESICE
Ho BRBORAIA AMEERC A T aVICEDRABRZ—XICH
BPHRLET,

N 1ETHoWZHEDRIEICER :
SO =V —LFBEE. EZAVYT ARTRAM T4 ZXF v IRYE
B SRR MLEDNN—TORERT !
© 20m/360°h* 51752 A BE
N 2977t X5 (GMPERICHIE)
B /N—1O— R/NFCH Y DR ERD
(1B%R : 2—H—ID (NFCODH) - XiF - BIERT > k)
B AZBICHE CTHERBICE D SREREY > T VU hiakE,
M 1SO 14644-1%GMP (EU GMP) E&DEEIPDFL KR— MMERK
B AET—I 70— HEEICKDFERES SIAPENEZHHR—
B 7482 2F v TRV —IRAEE—F (E—FELLEDKRTR)
M 1SO 21501-4 (2018) (C#EHL
W USB R > J LIS TWIFi®x IS (F 7> 3>)
W 4-20MATFOJHEAF T 3> (FIFH2ch, RF—42 X 1ch)
B 7rOJAN#47>ay EEEVHET-SWMDAAA)
W Z#FTrakPro™ Lite Secure Software TOEFEL KR— MERL

A100-31 A100-35 A100-51 A100-55 A100-50
AR EH 0.3~10um 0.5~10pum
gy 1CFM (28.3L/min) 1.77CFM (50L/min) 1CFM (28.3L/min) 1.77CFM (50L/min) | 3.53CFM (100L/min)
EREMmE YERE 5% YERE £5% YERE £5% YA 5% YAEE 5%
JAIERIR 0.3~10um 0.5~10um
BT BA6ChIERE BA6ChEIBRE
AR ARRE <15% @ 0.3 um (ISO 21501-4%EH#1) <15% @ 0.5 um (ISO 21501-4ZEH1)
BESOIES 50%@0.3um; 100%@0.45um< 50%@0.5um; 100%@0.75um<
BARGAERE 3,900,0001@&/ft3 (137,670,0001E/m3) @ 10% 5t#38%




43%8 (classification) VS _

EXREEREBEOZERFFEDTMEIZ. EJL—RICEVWT “9F” £ “EZ4UVJ” [FBEREICKR SN,
ZNETNDBYNCRBEINBRITISRS B,

DROTEIAY MZEDSWTIThbA, UXIPRHED
FHRR. FFRROECCETRAZTHET 5 .

5 =

HE5DLHEDSNHE, FREDRICRVBERICHE
BE (JL—F) ZFMBELAET S Lo

EU-GMP (BR#NZE/FA) « PIC/S GMP EU-GMP (BRMNZER 7). PIC/S GMP

RAFENFH (BE/m) RAFENFH (E/m)
FEIEZERS (=53 FEIEZERS =53
A%l JL—Fk

0.5umE | 5.0umLE | 0.5 pmBAE | 5.0 umIA E 0.5umIE | 5.0 umLE | 0.5 pmBAE | 5.0 umIAE
A 3,520 — % 3,520 - x A 3,520 29 3,520 29
B 3,520 — 352,000 2,930 B 3,520 29 352,000 2,930
@ 352,000 2,930 3,520,000 29,300 @ 352,000 2,930 3,520,000 29,300
D 3,520,000 29,300 — %2 — %2 D 3,520,000 29,300 — %2 — %2

¥1 ! CCSCERERHER) £ 7 IBEDEMAICE > TRINBZBRICERINBZ LHH 3,
K2 FORESNTULARY, BRTIIHEERIRITEIXY MPAET—RICEDEIREY 3.

I =VI)—LEBICHBELIEEDY T VT RAL Y L 1SO 14644-1(2015)

SU=Y =L AESH SUY=Y—LO AE S SU=Y =L AIE S
EEA () (N1) EEA () (N1) ETEA () (N1)

2 1 52 10 148 19

4 2 56 11 156 20

6 3 64 12 192 21

8 4 68 13 232 22

10 5 72 14 276 23

24 6 76 15 352 24

28 7 104 16 436 25

32 8 108 17 636 26

36 9 116 18 1,000 27

Aﬁmmoﬁut@ﬁ\wﬂﬁqéﬁ

)=V —-LDFFED S ANERE (EF)

AR SRR 0.1uMmH S5umD A, 18R F 2 ISEB DRI
PLREIIE S 0. 1 UMABOMF A TR L L1=URTo Spm&E D AF VHFE TR YL LEMET.
BNAEREEBLLTVARE. SAESICEVWT. 1EHETHEDAL, ALIESEEHENTT 315
S - M &, B4 DRAETLRMFEEN FORATRERAH > TH. BROICATREICTIELEH L. THEN L
’ B FEEU T THhE LU,
TARTORESTLRMFRERH7- L TLWNIEARLE T3,
BN RDOBEEEI SR | BEEEYSR1~9
Bl ge ISO 21501-4 (JISB9921) (o@& L7=
- RBERKHNN—F« VAT VE
BNAEAS B RDERES S ADLRMFRICHEV T, 20 A3BRFIFAERE1D £ EERBLORATV
’ BRBXI3,
BIE B EAESTIEULE BNIEEEEBLLTVBIY)
AlEE 19ZES. BEIE L TEESS
BIE S8k HRTU 7HRERICS LR NIESENED Shic [LER] 228
TREESERE 1258 (URITEARXY MK DIERER)




WREZARV IO RATLDIBE

TRV VIR Y FOEES. EEEREH. BFRINPITVER. HEREOFFEZARTIEARBREZERLEY,
BENGRERFEOE=FVYIRIY M. REARRICRBINZESE (BIZIF 30cm UR). ADTARERLZL. B
WEREIUT7OREBZRITTERRLBOP TV, [URBINOBRIST—IMRA Y FEEZXSNBBEMBE. VRITE
AXY FORERPHEXIFDFREX S ORI THEOSNIBREZSEICRELE Y,

RIEBEE-42VY YIS RTLER

\ —IANS—T) —EZFa-T —E2H - BREE

— Y=FR—ILR
Client ........ =
oy
Client
Client «eeeeeee- : °
Monitor vooeenrf | FMS Client PC
SQL. Main .. Buddy
Database Monitor
s smgtoar | et ve_t 1o ERET=RUSTIR. SAEACY MNA—F 1 2L EY
RO »aEr YOTFOESAN | EHUB _ [ " Il e . <
ZomNre. | PERBCEEESOALS i ZHRELTAET 2 EHERARL. EROAERT > bz
! pgz7azs B (I=F—LR) ICED LBON—F1 ZLAI V2 TH
BE TI—L —| - .
= ﬂ | ETIRBUBEAADHD 9, BERERANCRBIESN
o el UOU W EEBEDEED, EBEVYOT—FZEMDASZ1ED PC
Aero Trak 6510 .. HIE AE  COuRME rade
Bio Tal 9810-80 Model 7510 (VIh9z7) TEETZLHTEET,

EEmEEMHRDREH

EAREXIE OS5 | JL—FA (1S05) 23X 100 JL—FB (IS07) 52 10,000 4L—FkC (ISO8) ¥3X 100,000

N l_I [1 [1
cB = A E’
#E (| SRA—L
m “ C
_ =\_| e 9310
—.E-ﬂ P , RAE .\L; ]
model7510 5 LJ T~
v & REAE ERE >
:I JZAR=ILR
—o

U'_“_ — . w=E PR P | = S| I ZI_N
B % U
M= §g§ - BRE BERE

model6510 C| #e= Eg M Y
E W=

— Model 7510
GradeA i P e GradeC
U
GradeB B ” ”l GradeD
L L L

HE - BEERHR TORBARENZVIE—MN—TFTo JILE2Y

RIEX S AEHR EEE

Ry TR 28.3Umin | 254(W)x155(D)x267(H)ymm | Modbus RTU (RS485)
i 0.5/0.7/1.0/50um | (1 ote3/min) | 6.5 ke Modbus-TCP
: 4-20mAH 7]
R THIE 28.3L/min Modbus-TCP
77551100-22421%5(& 0.5/5.0pm (1.0f3/min) | 114(W)X61(D)X74(H)mm 4-20mAE S GREADS)




FHmOEHEEE

BEHFEOHLCIBHPHD 7 # —LHSEKBICEHEET IV,

BEEEEIRHS XA T L« BEFES R

.-ﬁ--—-r!l'v.-—--__F
L }ti'_.- ]

iaas

Spor-Klenz RTU

RIREZZVU VIR

\SI

TSI 4 (TRUST « SCIENCE - INNOVATION)
I& 1961 FICFRII. T7OVILHRICET 3
BER/DOY—FT 1> T hYNX=Z— LT &
BLTWE T, TSI #HiCid. = =Y 2 M
St.Paul %8 % @ Shoreview @ & 1t - T 5
(1SO9001 : 2001 FBEE) ICAMX T. 7 XU
HERZIELSH. I—0Ov/N. ZOT7HIET
HRAAI—HR— b EREBELTVET,

TBCLEEN) ki, ME&IER TREBETE-4U>J1 THRE) O3 20 7HEMER—IICHEY
BEBE/A—>aY BEICEVWTHLVLWEEZAEL, SAI7HA IV ANBTASEICEEIN-ERNERE
@ BC L= — N “Aseptic” ZiRET I UMD FICILB EIFEY ) a—>a > TSV RTY,
PEFROFELAZIAV.EFNAEMICLD MEEMENICSEICERIN-BERE OEE-.
HESEHRAENICHR—MLETD,

srmmzipcThEER ! > el B

A zeicET3EE
CEROBRIFEIGHAEZ LK BFHADD RIELLBEVCTEITL,

HANZOTICRBMOULER. THA VY ERITFELREBTZLHDBDETDT, HOMNLHITHEILET L,

—VIKRI=L
)=V IO T) VTEED
https://www.nitta.co.jp

K BR & #t T556-0022 KIRMEEXKI4-4-26
TEL.06-6563-1233 FAX.06-6563-1234
Is_info@nitta.co.jp

2024.08.KY


https://www.nitta.co.jp/product/biojyosen/fogact/
https://nitta-monitoring.com/biotrak/

