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Total Organic Carbon Analysis

o. o 51 41K 56

fEXEZHE USP Fh, xf4ifksk (Bulk Purified Water) . 57
7k (Water for Injection)  FTcEZi{L7K (Sterile Purified Water)
FIREESTHK (Sterile Water for Injection) FIBHZEME T &
AHB: (TOO fE. 34k, USPEEKNEFTE K TOC S
BUHESTRE 8.0 mg/L K FMARGIER MR, FEREBIN 0.1
mg/L KL TOC.
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USP-Specified TOC System Suitability Test of Sterile Water
£ USP MY TCEI7K TOC ARG ER MR+, MEEM 2 #h usp
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USP-Specified TOC System Suitability Test Procedure

TOC REEN IR IR B
() WEHK GIFREFROLK) B TOC, EXH e
(2) MEEBEIREARR (BRIKE 8.0mg/L) BITOC, EXA
Iso
(3) MEBRFENMIRIE (BIRE 8.0 mg/L B 1,4-FERFR)
B TOC, EMA rso

(4) WMRAGERMRIEHIERE =100 (rss-rw) / (rs-rw)
H 85%~115%, FTirmeREERMEREEK.
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TOC System Suitability Test for Sterile Water According to USP

USP B9 TOC ZR%eiE M MR B 21

USP TOC System Suitability Test Data

BRI WPER, ERAREREENR TOC-Len#1TT TOC
RYER RIS . TS A 0 mgC/L 1 8.0 mgC/L BISRE — FBA SR
BRI HALERIHIT TILE. B 1 3 TOC REGHER RS2
R IE. £ USP PEAMEFEHMBETERKER, mAxidi
AN R { %6f B2 SR B (B T B

RIAMEBLER. HILFTM, REERMERIEAR (14-KE
KB RIEEA 99.0 %, HAALLLEEHE RYE R IRIE R
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Measurement Conditions

SRR D BERBNIRHL TOC-Lern
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MR : TOC (=NPOC: ZE&{LiBS4LIER) TOCO)
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Results of TOC System Suitability Test

(1) #hi7kH TOC {& rw = 0.063 mg/L

(2) FEFEFRAETRRAY TOC 1 1= 8.087 mg/L

(3) RGEENMREAR (14-FERKER) B TOC 1
=8.007 mg/L

(4) RHEENMREAEBE =100 (rs-rw) / (rs-rw)
=100 (8.007-0.063) / (8.087-0.063)
=99.0%
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TOC System Suitability Test Data

¥ 0.1 mg/L LARHEY TOC &

TOC Measurement Below 0.1 mg/L

USP M TOC S {XFUHE 0.10 mg/L A THRIINE. F

13 TOC 3REE %9 0.10 mgC/L B4R — BRER S $RAARIHIT T E . @ 10

2 A%k 5 AMELER. BLEAEA, TOC {EH 0.0987 mgC/L, iR s
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BEFHEH (CVE) H 431 %. BAEETRMEIN CVIEE 10% ;‘f

BU, EULATH, SRS AR TOC Lo 3B AT 0.10 mg/L B 3.4
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Measurement Conditions E)\ min | RE #8 ngﬁ H5

SRR D BEREHERS L TOC-Len 1{ 5.101:0.0997 : NPOC:0.09867magiL 4.31
AL D ERBEELT 2. 5085 00988

HEHEIAIR . 500l 3! 5197 :0.1021

s 2 e \POC. R AR T00 45165 01013

MEBE ¢ TOC (=NPOC: ZBRLiEBS4IEAT TOC e

FRERL : 0-0.1-0.5-1.0-2.0 mgC/L $f7% — B S $RKIBIR

5 SRR
B2 0.1mgC/L LARH) TOC MELER
Measurement Data for TOC Below 0.1 mg/L
#*5 0.1mgC/L IATH TOCMELER
Measurement Data for TOC Below 0.1 mg/L
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