ANENUULIANIEYBIEN o.e % Sodium Chloride for injection @oo ml Tsaweuiaiesidn

ﬁ)ﬂ] o.&8 % Sodium Chloride for injection @co ml

anauliFvialy

o. Wumsazansusimanitio dwsuladudu Ta il

b. UsENBUMEfE o.« % Sodium Chloride Tuddmiumdenedn (asusmanasiugainla 1)

Y3195 @oo ml

o, UsTgluNMUzUTTIIdauTmanidenanaiin TagldwataRnuuy non PVC bag 1M eoo ml uazdl scale
spyUTiesiiannsodulfuiguasamuanis

. frovidlurmitndeioniaifiuetlifosnd co ml
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Finished product specification (USP &g) : Sodium Chloride for injection
@. identification test AT
lo. Usunsusnendifgy ®&.0 - ®o&.0 %L.A. of Sodium Chloride
en. pH €& - oo
. Sterility ATIINIU
& Bacterial endotoxin NMT o.& USP endotoxin unit/ml
. Particulated matter ATIVNIU
@. Iron NMT & ppm
. Volume in container ®00.0% - @@0.0%

rug substance specification (USP &) : Sodium Chloride
®. identification test AITIVIU
. USinausignddny &al.o-@00.& % L.A. of Sodium Chloride (dried basis)
en. Appearance of solution ATIWIY
«. Acidity or alkalinity HIIINTY
&. Arsenic NMT @ ppm
o, S!L/ﬁfate NMT oo ppm
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Drug substance specification (USP &) : Sedium Chloride (#19)

¢l lron

. Bromides

«. Phosphates

@o. Potassium

®@. Magnesium and alkaline-Earth Metal
eb. Nitrites

@m. Aluminium

@& Barium

ad. Ferrocyanides

ebo. lodides

@w. Loss on drying

. Sterility

@e. Bacterial endotoxin

NMT & ppm
NMT @oo ppm
NMT & ppm
NMT &¢oo ppm
NMT @oo ppm, calculated as Ca
NMT o.0e ppm
NMT o.la ppm
AFITY
ATITHIU
MIIINIUY

NMT o.& %
ATV
ATIINIU

Finished product specification (BP boan) : Sodium Chloride Infusion

@. identification test
. Usinausenddny
en. pH

a. Sterility

& Bacterial endotoxin
o. Particulated matter

o, Volume in container

HTIVNTY

®&.0 - @od.o % of the stated amount
m?ﬁ]mumuﬁisﬂu Finished product specification
ATIANTU

NMT o.lb& 1U/ml

ATITNTY

®00.0% - @30.0%

Drug substance specification (BP woab) : Sodium Chloride

. identification test
- USunausendnagy
. Appearance of solution

. Acidity or alkalinity

@)

lo

n

&

&. Heavy metal
. Arsenic

¢. Sulfate

&. Iron

&. Bromides

®@o. Phosphates

i;,f’otassium
/ Vi

........ Jocismisses VTSSTUNTRITT oo
(Wyaduiivd waann) (W1angel 9AiUsH) (w1an15751 Rekezyed)

MTINU
ac.o-eoo.& % LA of Sodium Chloride (dried substance)
AIITNITY
ATIANIU

NMT & ppm
NMT @ ppm
NMT oo ppm
NMT lo ppm
NMT oo ppm
NMT lo& ppm
NMT &oo ppm
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Drug substance specification (BP woab) : Sodium Chloride (#8)
@. Magnesium and alkaline-Earth Metal NMT @oco ppm

@en. Nitrites NMT o.0@ ppm
ec. Aluminium NMT oo ppm
o&. Barium ATIIY

@b, Ferrocyanides ATV

ew. lodides MTITHU

@w. Loss on drying NMT o.& %

@e. Bacterial endotoxin Less than & 1U/g
LT“]‘QHLEEJIW]
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o.0.0 WM Tunzdoumsue 15un el .o no.e e vl udansdl
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ﬂmmwmmwémﬁm%mmﬁﬁwmﬁ'au (finished product specification) ﬂﬁa‘iatviiwdwmmﬁﬁammamf’ﬂw
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®.lo LONAITTUTRINTFIUNITHEAEN
olo.o n3diNERTUUSEMALNY frdnszdedidiunnmenisdodusommsgunisndny iy
naninassnIandialun1sudagn PIC/S (pharmaceutical Inspection Co-operation Scherne) Tnemiag e
PIC/S participating authorities #38lana155UTINTIIUNMIHARIMANENLNNSLALIEN5TRLUNTHERE
0 UNNUANENTTUNITOIMITUALYT NTLNTIEIFITUAY Gamuntulasfinuaenndouasiaifiofu
vaninasinagisnisilunsudned PIC/S Tunuaeniiauswis atudransusountsnsiadeulnsiinanis
Fusestefulsznialszmeadidnnselnd
alolo nsdiilugnindnandwssnag duandesdnidediuinimdreniidesusomnnsgiuns
HEAUIRILNENN 9IS Alun15HARe PIC/S (pharmaceutical Inspection Co-operation Scheme) Tng
W4 PIC/S participating authorities atudgasuseunisnsivaeulaeiinanisiusediiviulssmadsznin
1ABEnnsetind viioegmaendn udusnsel
o.60 LONANSANNMYBILITIAUDTIAN
a.m.e KHANIATIVIATIZRAMAMHAASsiend1Ta3Uv0inEn (Certification of analysis of
finished product) Tugguiidadusioting
e.mlo HAN1IATIVNATIZRANAINTAGAUYBIAI81d1ATy (Certification of analysis of drug
substan;\e) ﬁ:ﬁ?ﬂumiwé‘mm‘g'u'ﬁdmfjuﬁfmﬂwﬁu’m@’mﬁmmL,Lazcg’jwé‘mi’mqﬁ‘u
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