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e HEISOIFRKIZUIGESAKIZ. /7NILODKE
REAYDKE—DDBEDFTH-LTEY. /N7
DK T BUSPROEPDEE R /K A0 5 FK & 4%
DELEBELDTH-HI=CL

® NILIDKEBBAYDKEZE—DDRIEDORTHES
—&ICEET AR ‘Iﬁwiﬁ;‘—itbt TNEhDKIZ
9 HERIBIEML; BET A==, BAHIZLL. h
-‘E’nwkudb'cthiriibtb\éwb\b\ﬁb\u
[Z{WN&eCADBHHT-C &
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17K D LL 8

JP15 USP31 EP6.0
K (BR$47K) (BR$FK)
fmREk K FEElK(/8ILD)
USLIKERBAY R
DIKMR1DDIRIET IS —F/F5D
BONTLID) BB (RBAY) |
BEREK e sk K
= ERRK
&% (ROF®) I2& 5K
BT K
FESTAEK 5K FESRKGNILY)
REEXITEBAB HRBEENRFIENERAZELLEDE | ZEEIZKDK |
& (BER) I2&BK fikIZkDK
NILOKEBRB/AY J7IY—FEIHTS5T
DK 1DDIRIET T
BHNTND) MBS K ESFA(EBAY) —
ST 5THK (bacteriostatic)
FEXRK ) B NILODK (BER)
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HERKEFOBMEARELOETR

e HEISOIFRKIZUIGESAKIZ. /NILIODKE
@%E)\Ud»k"é—cd)ﬁﬂ*ﬁ fciR->THEY, /LD
DK T BUSPOEP DI Tk 0T 5t K LT 4%
DELEBELDTH-HI=-CL

® /NILIDKEBRBRAYDKE—DDRIEDHTHD
h&l-ﬁl'd‘éT‘Iﬁmiﬁf—i&Lr ThEhDKIZ
9 HERIBIEML; REEd A==, A=<, Th
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[T\ ECABRBHHOTI=C&

17,

o FRISEECODRIBESMULTRI LY,
BAYDKIIL. BEPSOBHM-LUBEND
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B&15 NES K]

BRFDEBIEEFZAYDKICET H5L0D, ZXFDERKITESEEICEHT HLD

E5AK

Water for Injection

Al TEKIRIETHREKIDZEE, RILTHEEKIDESBGEREE,
BALBEXEINDEZHAGHOELRES AT L) ICKYRLTES
FIORREICANDHD, RIFCNZEBFRICANTHRELEZLDTHS.

RRZELHBEICIYRTIEE, MEMICIOBEL AT LD BRI
[SERBL, ZBICKYELELDOERFOREZLORENDHD. KRET5H
FIDRAHICANSIGE, BER, EONAWSD. 2L, BFRZEET, HhD
BEMDBIEAIFI SN DL AT LAEESNTVDIHE, —ERRE (HfFE)
REFETHENTES.

AREBHRITANTRELEZIDE, TELTHRBEX(TBEALTHWS
S| DOERAIZALS.

RRZEARBRICKYELESE, TORRAVRERAISHLTIE, BlaE
LTESRAZRBKERTTHENTED.

MESE (DEXIITZILA) RKGE20mLIZEXIE7ZILAYEEBRBRAFILLY
FERRO.AMLENMZ 5L, RITFEE~FNWEWBZET 5. =, AFHm20mL
[Z27AFEFE—ILTIL—RK0.05MLEMZ A EEZRITFREZ LA
(2)1E1eY) ARFSOMLIZHEER3 M R U MEHEREREARO0.5mMLEMA ST, &I
ZAELAELN.

(3)EafkiE AGS0mLIZIE L/ )™ LRKOSMLEMZ &S, KITELLE
LY.

(4)THEEMRER A&FH2.0mLESOMLOE —H—(Z&Y, HYFILEEF R L -
KERIE YD L& LML, 1EIEFRIDLBFR (A — 500) IMLR VT IRE
7 UEZDLAER( - 1000)ImMLEMZ, KA ETRREEET . 5i&,
mER2MLZE IR, B AIRYEELEAD, 100 BKEL, /KIOMLEMZ, RRS
—EIZFT. Ak, BRAITKEBIE TR LAKR(2 - 5)10mLEMZ, EIC
KEMAT2SMLET BEE, KITERZELLL.

(5) BHBMER RRIOMLERRAT—EIZEY, TNITRILITF7ZILTER
DFIEEAK (1 — 100) IMLEUN, N—CIFIIL—N'—1—FTFILTFL
VOTIUYABERKRIMLEMZ B LE, RIFMFABEZLELL.
B)FUE=DL (1.02) KFEI0mMLERKEEL, REREITD. LERIETTUE
—r) LBEERO.ASMLIZT o E= D LR AR EKEZ T30MLET S (
0.05mg/LELTF).

(DELE ARBIOMLIZHEEE2MLEUFRIEF RO LR ZRLEEZMZ HEE
, RITEAE LR,

(8)BIVAVEEN) D LETEYME AFHI00MLIZFHFREELOMLZMA TE
3L, 0.02mol/LiEB< AU EENY) I LK. 10MLEMNZ, BICI00ME#RT S
EE, ROFEITEZLEL.

(9) RHKIEEY) AMIOMLERFKL, BBEWFI05C CTIRMHERT 5LF,
ZDEIE1OMgLL T THS.

=1L, BABICKYEL TEFHBFIORARICAWLDEDIZDLNTIEL(8) BT
UHUBEN)Y LBTEMBEERD (8) EMAREIZKRZS. -, BRICA
NTRAELDOD (1)EXIETILAY, (2)1E{EY, (6)ToEZILRU(
Q) WEKRBEMILRD (1), (2), (6)RU(9)[2kB.
(EEZTILHY AR20mLIZTT/—ILLyRE%0.05mL K 180.01mol/L
IKERIEF R LR0.13mMLEM R, FBOMNIRYIEE, S0MWEIRET 5LF,
RISFBEETS. £, KGE20mLIZTOEFE—ILT IL—E%K0.05mLE N
0.01mol/LIEEE0.13mLE MR, FBOMIZIRYEY, 30 BIRE T 5EF, &k
HBEZETS.

(2)1B1eY) RRORBEMNIOMLUTOREFIDIFE(E, Km15mLELEY,
CNICHIEEE2.OmMLE A THiKRET 5. F1120.001mol/LIEF£0.20mLE &Y,
KEMATISMLEL, FAEEE2.OMLEMA THEREET S, RBERULERK
[CREER SR AR 0.30mLg DZEMA TEFML, B BEE T, 5HMMELT:
% EEOEREAHAV, BAZLRTLILEE REDETIEEE, LLEHRD
23 5EEKYELZL(0.00005 %LU T). KEDABENI0MLEEZ B 5!
BDIZEIE, RMSOMLICTHERSHE R U THERER S R05MLEMR 5L, &L
ZELAELN.

(B)TUE=DL (1.02) RFEIOMLERZEL, REEEITS. LLERITARRD
RABENIOMLU T OHEFNDIGE (FT VT D LIEERKO.6mMLIZ, £f=, K
RDANBENIONMLEFBZDHEFIDIGZE X T T LIZERIMLIZTY
oY LHBRABEKEMZ TIOMLET S (NBE10MLLL T O 8H|
0.2mg/LLLTF, NEE10MLEE A HHHFI0.1mg/LLLT).

(8)HHiAIRE (2.59) HEREITIEE, AMIARREIX0.S0M/LLU T THS.
=1L, RSB (L, BAEEICKYEL TEHFIOAXICHWSEDISERT

3.

(9)ZEHKEEY) ARMRI00MLEZERFEL, KBYME105C TIRHEZIRT HLF,
KEDABENIOMLU T OHFIDIFE (X, ZDZEMEN40mMgLL T TH
Y, KEDHBENIOMLEEBASEFIDIZE(E3.0mgLL T THS.
IVRRFS Y (4.01) 0.25EU/MLEKE.

BB E 6.05) HEBRETHELE, BEETH. 1L, XAHRIBBAVRE
HEICHLTERT 5.

| H (4.06) HARZEITOIEE, BEETD. =1L, KAREBAFAYRER
I L TERT 5.

fri& & &%

) EFFORAMICAVND LD IEHMEMGLE DFEIEITONLE HLESR
(2)FBHRERE. -1ZL, BREAVRBERZICKHLTERT 5. £, ARIET
FRAFIEKEERFNBR/EFERATHLELETED.




HE16 [ESTAK]

BE16 EFAK(EZR/AY)

EHAK

Water for Injection

AEE, TEKICAA R, FRBEFICEHBEVGATLEE{T oKX
[FMFEEKID, ZBERITEHBICIYELI-2LDTHD.

ATl EE(FEREBEE, 2 FEFI6000Ll LOMEZERETELHR
BHBE, XEINoDREEAEDOEREVATAICLYKERRT LA
&) [CEVET RIS, MAEMICIIREL AT LDFLRITHIEREL, &
BAEICKYELELDERFDKEZLDOLDET 5.

AmlE, BER, FONNAWVS. 2L, BERBERIELILE, MEYD
BIEN RIS S AT LAABEINTVDES, —RHIICCNERET
BHIEMTES.

M R ARTEEZHDRET, ITHLMILL.

MESER AHARE (259 HEBETOEE, 050mg/LUTTHS.
B E R (251 ROFEIZKYRERZEITSLEE, RRDEEE(25°C) &
21 uSecm LU T THS.

AEDEYEEE—D—ICEY, hERES. BEF251°CIZHHEL, 58
OERELID, —EBBCEIZCORDEERDREEFITS. 59 H1=Y
NDEBEREILA0I U S cm TUTELI-EENEBREFARARZDEETE(
25°C) &9 5.

IVRMEYY (401 0.25EU/mLEH

EHAK (BREAY)

Sterile Water for Injection in containers

AAEFICEFAKIZEHBSRICAN, BRELTELZLO, XFHoHL
ORBELEDESAKIZREENCTFERCIVERORRICANLR, &
HLTELLOTHS.

=L, (BHRAY) ZEBLTRTRY HIENTES.

BE, ZBRICKIYELECEFAKIZANTARZRELZES, 4
ELTESRABRBKERTT HENTES.

R ARTEEEZEHDKT, ITHLMIEL.

PERER BIUAVEBH)DLETEYME AMHI00mMLIZFHHREE10mLE
MZTEBBL, 0.02mol/LBIHUEEAH') ) LK 10mLEMZ, EIZ105
BERTHEE, BOFRBITHALL.

B E E Q201 ROFEIZKYREBRZITIESE, NBEEMN1OmMLUL T DR
mDIGE, TNEERE(25C) (25 S-cm U T THY, RBEEH10mLE
B2 FOBEIE, 5uS ecm LT THA.
AEDBELUEFE—h—I2EY, NhERES. BREF25E1°CIZHHEL, #<
NERELEADS, —ERBCEIZCDRDEERDAEFIT. 595 HfY
DEEELIEN0I S ocm U T EEO-EENEBTRERMDEEE(
25°C) &9 5.

IR Y (4.07) 0.25EU/mLE#.

BB E (605 REBETSLE, #ETS.

RBEHEEY (606) F1RICKYRBREITOILE, BATS.

T F (6.07) HEEI1TOEE, BETS.

| B (4006 ABREITHEE, BET 5.

B &k B 2/ BHBESB EL ISRAFUIEKETIHRFIRSEEFEA
FBHIENTES.
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IKEERBHREBEDERI,S

1 CERISEEEESEBMLHMR FRAYDE
KR OESAKDKEZERE | DREE

v 1LY DIKDBEFEAFTEADLAILIZELS, TOCDH
%ﬂi;ﬁlilit/u& DREERIZEHSLNT100ppb L T T
) j=p

v BaAYDKOBBREHEVOLAILIL, Baebb
DBEYPDT=OIZ, NILIDIKIZHRTIEEICH
WL ARIVISET D ENH S EMBAGIEEHT-.
RRIORERICIE. TOCHHIE fEAH3000ppbZ ik
Z3L0OMTHLNT-.

I, BRAYDKIZIE, BRHALDBHBIC
ﬁnéﬁmxﬁ%qu»b?ﬁMLxﬁv
CVSRIEARBY . SILIDKERCHED T CRY
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B AYDFEIKDRAE

1 FERAOEEHIL. RO2DDBEHBELSNT-.

> BEXMTDLD

vV  ChFETCUHIMLEREEShTEEIBREREKINCH
[CHHEL. BEEORBENRESATINS.

v BRE16TIX, EDAMHMTHEREK (BHRAY) 1(RIHA T
BEREKDICEESNT-.

> “BEERETESETONIT—av[IfToTL
LA, MEYMREN—EKEUTLGEHLIICE

BEh1=84T70DL0

v BRICTIREAKINEYHFohIIHRK (BEAY) ]

AINISHAL, RSN DEDTHLHEM G, WMEMIR
EDREHRESIT-.
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(Drinking Water) (Drinking Water)
BalK Purified Water Purified Water in bulk INJLI DK
BEK Ak _ Purified Water in BaAYD
(BFEAY) containers 7K
WE ALK o ] BEAUD
REEK (F52 A L)) Sterile Purified Water ”
Water for

Hemodialysis

_ - - Highly Purified Water NILIDIK

Water for Injection in

ESTFRK Water for Injection bulk NILYD K
5K
) 5K Sterile Water for Sterilised Water for BRAYD
(BHBAY) Injection Injection 7K

Bacteriostatic Water
for Injection

Sterile Water for
Irrigation

Sterile Water for
Inhalation
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1 EXMAE

IBEDLFEHBRZEAREL-FHERITE DS UVEM
BRgE, REOKEEERMZHBFEAT,. 58
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REABERE (TOC)ZEREL=-D VT IVIER
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T B H BN LET M ER
ERICRKA CTOCEERERAT DM ?

1 BITUHVEEN) LETEYMERBROMER

v  BRYOBREICEI S TRYUVHVEBAYDLIZHT HBRBENKE
CREHCELHERYICIH>TRRESMN-HABRETE+52I1E
ETELGVLDELHALLED b, FRF YO FERZIEFREISH

ETHDHEELLY.

S & -4 =1 ) )V >5000
A32/—)L 2500
IHIVERIKFENY) ) L 500
TR 8% 5

Ve . 2.5
RTIWAREDR IV BT L 1

v  BHEF ﬂ%t(ff?&( Eiﬁ@iﬁ & (I)i&E. mieYiELE{Esh
T. TSRO EE5X
v Jﬁ%ﬂ\gﬁ ‘/@7:')"J.Lxd)ﬁb‘,ﬁz%&._%’éﬁ;‘—itﬂ'ét&) 2 3=1))

'S ) F <] = Vzﬁvﬁﬁ')fbluiiﬁ%ﬁﬁtﬁﬁfli JKHR(
EHET S %T D EZIELEE@ETEEL.



g B A BN LR E R
BRI X CTOCRERZIZAT A0 ?

1 KehICREET AR REM OB LA AR (TOC)
SERIZ K YIELCEHETT 5 L AR BE TR .

> BIUAVERA) ) LETIEMEERE, TOCHBREGLUICE
NIRIRARY N IVEDB THRIREAMTHhNI-FERE . TOCHER
%tbla'%%}%:\l:lgﬁinéﬁ%%d)gémL<J§H9&Lf—ﬁ%é'—ix

— 21Z.

> USPIX. USP 23, Suppl.5 (1996) [ZEULNT. 7NILY D KD E#FR
ﬁﬁ%d)ﬁtsﬁl-mc::tsﬁéﬁmbn\é =7-. EP%. EP4.0(2005)
[SHLVT, USPICBASHEH T, IO DKDEBADEEIZTOC
l-otU?T')'\%httL'CL\é.

1 KEZEFAFICESOKBEETE, BECAY AV ED
'(Jz'goisxiﬁ)ﬁiﬁsﬁ&ﬁmua TOCEHERZERAL TLS.

v  HRETH BHBEICEYRLMELI=ERAKICE, B
;J/E(ﬁ '-1‘7111%% %él?)ﬁ—:tsﬁ'cm . TOCHERZEAAL




SEXRHRICIIBEBEHFOEE

BHEROHERIS. BBIBEEOREZINELSSHERAEZLELT, BE
HENERAMOPTIRESN. HEDfERAE I PIERE/ILO—
AIDRFICEAThTLNAS.

$t- ChoDEEDREBEEICL THRENI251 BEERERE)
REB—RRREIC NSRS,

KERAKPOEBISEHEOHABRICEETRZBERALIDOIXUSPTHY,
USP 23, Suppl.5(1996) [CH LT, 1L PRIGERICE J<EEIG D@7
R ERIEICEEL. 2O BB EE R B THIEY Ao

EP=E:EP4.0(2005) [CHEVT, USPICESSH . EBIENHOEEICESE
EHEEALTLS.

HEI6ICEWCTHERKZEEFODEBRRDRERICRASN=AEL,
BRAYD S KD ERFAFZE (2005) TUSPOHLIRESNT=-Fi%
zBALEYDTHS.




INILD D IK D FRFE

IKEEEBREDHER, ATFM1TD/NILIDIKOEER
LAJIE, [FEAEDHERET 1.0¢ S-cm LT (RXIE
1.21 4 S-ecm™), TOCLARJLIE, ZLDEERT100ppbLL T
(B K{iE 287ppb) Tdho7-.

CDFERMNS NILIDKIZDOWNWTIL. BEERERREUTOCE
ERET ALY ERIEBRUVARAHMEEET
AL EMA[EEEEZ DN,

p S

= HERERICCho2DODHBRIBH(REE: BE3*E
2.1 £ S=ecm™1(25°C) , TOC: 0.50mg/L JZE&ET HKHY
2, WD HBRFIEFHABRRBZT N THIFRLT-.

CNIZEKDT. NIV DFERAKE LV ST AKDORIEEIE
BIZOVTNEBEDET HEMNTET.

i, EPPUSPICE 1T 5B KE KRG DELTE 77 &t
ELEBITHLDTHS.




HE15EBB16DNFFHRIK 1K ED B

ik  (B@15)
Purified Water

A (IMEKIZESE (FERE, RyN518E), 14K,
HEBEXFENoDBAEHEICKYBHLIZKTHS. &
mEHETHEEICE, MEYIZESHEFRITSTEZTLSD
ENHD.

AE(FFFELE, FONIAWS. 2120, AmaES
BRERBFICAN, MEDDBEANFIARSNDEGEE, —EH
FMREFTHIENTES.

% R ARBEFELEADRKT, [CEVLRUKIEEL.

PESER (CBEREROAEEITH)
(1EEXIEZT7ILAY

(2)181t¥

(3) RERIE
(4)HEREE R
(5) BIHERHEE R
(B)T7UEZ=ZIL
(MNEER

(8)BYUAHVEEN) Y LETEYE
(9) ZBRZXEY

It &2 B & XERHK

mEk (BR16)
Purified Water

Rl (7R, B, FREXIIRNHBLGTEEEHB
BVFHAEOEREVATLIZEY, TEKIKYELEZLOTH
.

AE(E, BER, FONAWLS. 120, MEYDOETEINHI
ARLNDIGEE, —HHICCNERET HENTES.

fE R ARFERBFADRT, [THELEEL.

MERER A (259 HEBREITIEE, 050 mg/LLLTFT
Hb.

B EE (251 ROFEICKYRBRETOIESE, REDEEE(
25°C) [F21 4 S-cm 'L FTH 5.

AEDBEUEFE—H—IZEY, hERES. BEF25+E1°CIC
RAEL, sBHOFRELNS, —EERICEIZCORDEZTED
BIEZEITD. 5 HI-YDEZBEREZIEMN0.1 4 S -cm ' LU TFELE-T
EEDEBERFARMDEEZR(25°C) LT 5.

RFDEHIIBRH/AYVDKIZET 20D




FRRIKERD LR

USP31
Purified Water

EP6.4
Purified Water in bulk

B (E7 LAY

BitH

RERR

HERIEER

0.2ppmLELF

HIHBMEER

ToEZ=DL

E®R

0.1ppmELF
(EEEINTIHAKDOH
BICEET 58T
FE)

KMnO, EtiEYE

Hi#ExFE (TOC)

0.50mg/LELF

0.50mg/LLLF

@)
(TOC or KMnO,)

ARRERED

TILVE=) L

10ppbELF
(FEHTRKDOHIE)

21 4S/cmElF
(25°C)

2.1 1£S/ecmBLTF (25°C)
[ <645> Stage 2 ]

[0~100°CI=DL\THIE]
5.1 £ S/cmLLTF (25°C)

0.25IU/mL ki




TS KSR D LR

USP31 EP6.4
Water for Injection Water for Injection in bulk

BEXIET7 LAY
IS

BiEkiG
HERMEER 0.2ppmELTF
HiHEAME =R
ToE=DL
=R

KMnO, BTHME | O (R®)

E#AE (TOC) | 0.50mg/LEL
T (B5:8)

ARREBRED O

FILS=r L 10ppbEL R
(BATRAKDHEE)

HEXR 214S/cmBPLF | 2.1 £ S/cmBLTF(25°C) | [0~100°CI=DLVTHIE]
(25°C) [ <645> Stage 2 ] 2.1 14'S/emBLTF (25°C)

IVRREDY 0.25EU/mL ki | 0.25USP EU/mL ki 0.25IU/mL ki
BE

0.50mg/LELF 0.50mg/LELF 0.5mg/LELF




B AUDKDOMERE (1)

1 RIS
> KEEREBREICBITSEERLANILETEDEY

v ARENIOnLEBIOEM: RKIE 3.674S cm™ (AFE12mL
DHSRABRER. SFEF n)

v  RHNBEELMOMLLUTOHEG: BXIE92.43uS-cm ' (ABEEImLDA
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Sterile Water for Injection
Bacterial endotoxins It contains less than 0.25 Endotoxin Unit per mL.
Sterility meets the requirements.

Oxidizable substances — For containers having a fill volume equal or greater than 50mL, to 100mL add 10mL of 2N
sulfuric acid, and heat to boiling. Add 0.2mL of 0.02M potassium permanganate, and boil for 5 minutes. For
containers having a fill volume less than 50mL, 100mL add 10mL of 2N sulfuric acid, and heat to boiling. Add
0.4mL of 0.02M potassium permanganate, and boil for 5 minutes. If a precipitate forms, cool in an ice bath to
room temperature, and pass through a sintered—glass filter: the pink color does not completely disappear; or
perform the test for Total Organic Carbon.

Particulate matter meets the requirements.

Total Organic Carbon — Perform according to Total Organic Carbon method. For containers having a fill volume
greater than 10mL, the Total Organic Carbon is not more than 1.00mg carbon/L. For containers having a fill
volume less than 10mL, the Total Organic Carbon is not more than 1.50mg carbon/L, or perform the test for
Oxidizable Substances.

Water Conductivity, Sterile Water — Transfer a sufficient amount of water to a suitable container, and stir the test
specimen. Adjust the temperature, if necessary, and, while maintaining it at 25+ 1°C, begin vigorously agitating
the test specimen while periodically observing the conductivity. When the change in conductivity (due to uptake
of ambient carbon dioxide) is less than a net of 0.1uS/cm per 5 minutes, note the conductivity. For containers
with a nominal volume of 10mL or less, if the conductivity is not greater than 15uS/cm, the water meets the
requirements. For containers with a nominal volume greater than 10mL, if the conductivity is not greater than
5uS/cm, the water meets the requirements.
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