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v a ¢ O > v a a
QUUNUNATIN o0l UaZAUULWILAY (The Seventeenth Edition of The Japanese Pharmacopoeia

and Supplements; JPew) TUsALuUENUIATUFMTUTRLE 954
nfﬂ@l-:lnished product speciﬁcatigr): 0.c¢% Sodium chloride Solution @coo mL (USPan)

fo Testitems  [specifications _
® | Identification

i»?]?]j]ﬂjy@ju finished product specification

o Assay ®&.0 - @o&.0% of the labeled amount of

m | pH .| &&-do |

« 1 Sterility MTINIUAY finished product specfﬂcatioh

& Bacterial endotoxins 1 NMT o.& EU/mL (UPS Endotoxin Unit/mL |
1 e | of Sodium Chloride) R

) ilron » NMT o ppm ‘ |

o Heavy metals NMT o.coe%, based on the amount of

| | NaCl
@ ’ Particulate matter |
- U9 > @0 pm. LAY b& BYMA/ML | AFIIMIUAY finished product specification
- UM > o ym i m BymA/mL | amassimum finished product specification

«lo Drug substance specification: Sodium Chloride (USPe)

99 Testitems = Specifications ]
® I Identification |
’ -Sodium ' -Meet the requirements
- -Chloride | -The precipitate dissolves easily with

' the possible exception of few large

|

; : particles, which dissolves more slowly |

‘ Assay  &x.0 - @00.¢% of NaCl

Al ' The fluorescence of the Sample

| solution does not exceed that of the
Standard solution (0.l ppm)

Arsenic . 1 Not more than @ ppm

Barium Any opalescence in the test solution

i

is not more intense than that in the
referenpe solution

' No blue color develops in @o min.

' Ferrocyanides

' lodides No blue color is observed T
' Iron  After & min, any pink color in the -
s -
....................................... U3TsUNITIUNTT Qﬁm(nssums e SUAT....... 35S
(weayey o) (W93 yueSe) (unansudy Tiene)
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Sample solution is not more intense
‘ than that from the Standard solution
| (NMT o ppm)
Limit of bromides ' The absorbance of the Sample
5 solution is not greater than that of the |
it ' Standard solution (NMT @oco ppm)
Limit of phosphates Any color in the Sample solution is
' not more intense than that in the
| Standard solution
L ’ | (N\VTe&ppm)
' Limit of potassium Not more than &oo ppm

Magnesium and alkaline earth metals The volume of o.0@ M edetate

i disodium consumed in the second
\ titration does not exceed .& ml

, | (NMT @oo ppm, calculated as Ca)
' Nitrites : Absorbance is NMT o.o®

' Sulfate Any opalescence produced in the

? Sample solution
|  after & min standing is NMT that
produced in

|

e | the Standard solution (wco ppm)
& } Specific test : 7
Appearance_ of solution ‘ Solution clear and colorless »
Acidity or alkalinity NMT o.& mL of o.oe N hydrochloric
| "acid or c.oe N sodium hydroxide is
required to change the color of this

| fsolut[on
| Loss on drying | NMT o.¢%
| |
& | Sterility test ‘ | Sterile
b | Bacterial Endotoxin Test 7 ' NMT o.& USP Endotoxin Unit/mL

VEURTT)
- * ¥hte Dissolution, Content uniformity uag Uniformity of dosage units lsfuuutenans
a a ¢ avy v v a a2 o
WAPMNTIEALIBEANANITATIIATIEY ndlaudeswaziBuamdusariluly Ccoa
o P Y Y _ a v
- n3fiNIAneLlaundanisiiu (waive) n1sasi9deUiAsIERsIenisle Wiunanuenans
wingudananiilisueysitsag

¢ .
....................................... Usesunssunis Qm(nssums mp(\nssums
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- Drug substance specification W913a191nlUAATIEUBIENER drug substance w3e Tu
3Lﬂiﬂzﬁ drug substance voukaneduiagy atulaatuwis feinmsnsaiinseinsunn
Wianimun
& Roulvdug
fauemmdesdudiunnmensienans wisnamesiedesuseasnansinegiisne suazdundieil
.o enasnslauaygndunsfoususniesminglulszndlne wazdiuna (declare)
WVAINER
&.o.0 ludFynsTunzfoumniue 1 nele ne.m ve.e wie oo udusinsdl
&.0.0.0 nsaiduenindnlulszmalng (ee)
&.0.0.0 lunsailifugiiduiowsussyluvssmelng (me.m)
&.0.0.0 Wnsdidugitmiedudnnanieussma (vo.<)
&.alo luAatunulou ve.e o v.e vesiiauesia wiouseasBeaiadonismuny
AunMTBIKAR STz Dou (finished product specification) wagdarnuunnmuaIn
909¥ngfAu (drug substance specification) narifiegszminansuAsuLUaflufiady
zfpauuulenalsnsveuily (u.¢) umseu finished product specification waz/w3e
drug substance specification lagveusluneuiuusznmausenmnsiardiannselinduay
Tty o U s Judsznmadszmasindidnnseiind
&lo 1BNATTUTBWINTFIUNTHEREN
to.e nimomranlulszmelng Juandecdiionarsiusewnsgrunisuaneimunanineei
Lazisnsfnlunisnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
Mg PIC/S  participating  authorities %39 HL8Na133UTBINIATFIUNTHAAYINY
WNNTLarIENAluN1INEN 1983 1TNIUANENTINNITOIMITUALET NTENTI
53y Fervuatulaeiiruaenadeuagvindisufiundninest uagIBmsniatunsHan
g1 PIC/S Tumuanefiauevie atuarganiuseunisnsivdeu lasfinanisiusesieiu
Ussmeuszmasiandiannseding
&lolo n3difiiugnindranasusene guandosfiionansiuseanasgiunnanginiy
waninueiLarIanisiialun1sudnen PIC/S (Pharmaceutical Inspection  Co-operation
Scheme) Tnenneau PIC/S participating authorities atuaganIusaunsnsIvaeulngil
nansiusesdeiulsEnaussmasmBidnnselind isergnasatin uiusinsd
& \ONANTAUAINYBILTLAUDTIAN
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