s
FI < Gk (EmEyRE >

5[E:

FEAETERAM/KERGET - AEYEECFUMDAYE R ZETEA EHIE » #iR7E LfmEAE(D 7
WARELET(100~1 CFUMD) » (H 2 iE = —EIEE HELAERRHY AR - KE T AVEK ST B,
EITIYIRGE - BiE SRR I A NIRAE » Wi - BBk a BB > FrDALAT » 3/
R+ A8 R AR S [ E s (R o A S REaT am kS a2

1. HEEMED?
EYIETE — VINIRE A BB AT RN — B NEVIRVAERE » — AR SRR BRI 2K
BIZRoT - AEERSN (/R 0.01~0.001 25K ) - REIERGE - FlFEfEME -
FERE ~ FAEEY) ~ ENIRES - EYE N E LTS « BEEEEEY - TREH
Hsz(HEERERD -

2. {1EEZ biofilm (EYIREEEAR)?
RS AV IE— LSRR TP R Biofilm(EHH) - B —(H Al i &£ S S
Kl ZEEAEREREEY S ERHEEE - CREIRE A RCRAA H E Y E E
&Y > WRES i EFRGR R SR E R e A F A FIRT - ERAB RSN
AL

SRFTR R SRR FAIAUK SR - R 2 — (BN B —(EEEA
EHEK R GEE B » GRS -

AR b FEK RSP AR AE Y 7y AR TR RE:

—FEE M MM (sessile) ~ B RENEFEN > MU R (blofilm)
AT R 141 (planktonic) ~ HEUAETARY ~ BEELIARENN ~ UEY IR S HER
BREH » BEMIPGERAKPREY)

3. RfTIEE/K SR VR R AR LT
PERIBAE YIRS - SRR A S T B - 50T DL E VS B ORISR
SUEREEH GUKAGUEH) - AT E SRS S A E > HEFAEHEL S
A [EE!

4, SUKZSRHEPREY TS - A TERAVREE?
JeERH— N > FTRERVIEDT A, - SRR E AR5 A biofilm) > AIRAUK RS RS
FHEEER > BEEESEEZERRO) - RREB GRS (E S0 T » H
EAPKIPREE R RFREETIAS T > (B ELKERZEERX -

HAR > ERA G AR 80 i sk AT SR i e 2R By & > B TR

BB E NSRRI AR S Elga Taiwan Bioscience Ltd. 11470 &b E R B ES 6 B 348 5f OF 2 2
Feh: 02-2792-9832 {#HHE: 02-2792-9835  4li/KE = 0800-520-438 www.elga.com.tw



.i“ , < WKARSEHT T EREYIRIE >

oS B I K B

B BB BT IR RHR I LA L ERSHRRAR - A AR S - &
AG MBI AEYINNRIR - P EEE!

5. FKE YA A AT A A
B L SR A ESAEEITE - W H Iy RERE MR AR R L - M
T R ZEPREAT T

K R EEEE & BRI 5 7A — BIRE (LR
RHREE A<REE B RE A T R EES> (Tryptone glucose extract agar; TGEA ) i<
B MET S E RS> (Plate count agar; PCA ) FRIFEM R E T 2 /K th 478 K MR R A 2

YOK T

= e

PR EIRERE:
(—) BE/KEtaBai YR - FECERTE R AR 2 B - R R sl BEmREELS -
HUR PRI fERE 2 25 -
(=) PAERIERBFE > H/KOLL70% 2 75% Tk HE -
(=) EZFPKEOREEERE<I0C EMERE - ERENIR LS EERE 42T -
(IU) /KERFERPRERIR 24 /INEFNSERK R ZE DR BRI B AR EAE T -
(71) KERELIREMSE AT RS B - EAEDHY 100 mL -

EEREREPR
(—) KRBTSR 2 AL ABIZIESR 25 P B DI S B g s -
(=) PU1 mL fEERE FRE SRR KR R E A b BN MR E KR 4 -
(=) BHEERZ SRR e b FHTFEEE S (Tun table) JEEEE N2 /KEEH S i
NEEFEERNE - TEEEER AL -
(M) FEIESFEMPNEEFAEN - 351 1°C 57 48 £3 /N -
() FEEMRBERE I ATEANERE B ECsk 2 - 35 BEE N2 s TR EE - AL
FEE AR |, (Too numerous to count; TNTC) FEors o
(7)) BB (Z) 2 (=) FAEEEEFEANERE -

6. TESI/KAYEIFRRRE L - SRR RS/
— RN BRI AR ST A BB RESAE /N7 100 cfu/ml~ 0 cfu/ml 2 f -
DU R BB 7K B A ok (AL R P BB )

ASTM Standards for Laboratory Reagent Water (ASTM D1193-91)
ASTM: American Society for Testing and Materials

Measurement (Unit) Type | Type Il Type Il Type IV
Resistivity (MQ-cm) >18 >1 >4 > 0.2 (200KQ)
Conductivity (uS/cm) < 0.056 <1 <0.25 <5

pH at 25°C N/A N/A N/A 5.0-8.0
Total Organic Carbon <50 <50 <200 N/A
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(TOC) ppb or ug/L

Sodium (ppb or ug/L) <1 <5 <10 <50
Chloride (ppb or pg/L) <1 <5 <10 <50
Silica (ppb or pg/L) <3 <3 <500 N/A

Additional ASTM Sub-Standards for Laboratory Reagent Water

Measurement (Unit) A B C
Heterotrophic Bacteria Count (CFU/ml) <A1 <10 <1000
Endotoxin (units per ml) <0.03  <0.25 N/A

CLSI:-CLRW Guidelines
CLSI-CLRW: Clinical and Laboratory Standards Institute - Clinical Laboratory Reagent Water
+ CLSI was formerly known as NCCLS (US National Committee for Clinical Laboratory Standards)

Type
Contaminant Parameter and Unit Type 3 y2p Type 1 CLRW
>0.05 (50
lons Resistivity (MQ-cm) KQ) > 1 >18 >10
Total Organic Carbon
Organics (TOC) ppb <200 <50 <10 <500
Pyrogens (EU/mI) N/A N/A <0.03 -
<1(0.22
y]
Particles > 0.2 ym filtration Include 0.22

Particles (units/mL) N/A N/A " required) filtration
Colloids Silica (ppb) <1000 <100 <10 -
Bacteria Bacteria (CFU/ml) <1000 <100 <1 <10
Laboratory Water Purity Specifications
Contaminant Parameter and Unit Type 1 Type 2 Type 3
lons Resistivity (MQ-cm) >18 >1 > 0.05 (50 KQ)

Silica (ppb) <10 | <100 <1000
Organics Total Organic Carbon (TOC) ppb <20 <50 <200
Particles Particles > 0.2 pm (#/ml) <1 N/A N/A
Bacteria Particles > 0.2 pym (#/ml) <1 <100 <1000

Endotoxin (EU/mI) <0.001 N/A N/A
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USP Standards
USP: United States Pharmacopoeia

USP 'Purified = USP 'Water for Injection' & 'Highly

Properties Water' Purified Water'
Conductivity (uS/cm @ 25°C) <13 <13
Total Organic Carbon (TOC)

ppb or pg/L < 500* < 500*
Bacteria (guideline) <100 CFU/ml <10 CFU/100mI
Endotoxin (EU/ml) N/A 0.25 EU/m
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E-mail: charles.sun @eloa.com.tw
Mobile: 0975-578-872
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