seazdunRMANBAIZIANY

oo mL solution for injection/infusion (& mL/unit dose)

&1 Sodium chloride oo Mg/@
hloride @oo mg/@oo mL solution for injection/infusion
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Drug substance specification (Reference USP)

m.@ Definition mﬂ’-ﬂmumumuﬂu drug substance specification

o.lw Identification test mi’sﬁamummﬁxﬂu drug substance specification

(270 sodium wag chloride)

an.en USinausnendndey (Assay) we.o - ®00.¢% (dried basis)

. Impurities ssraRumader sy deswalud
n.&.@ Arsenic laiifiu @ ppm (Method 1)
m.&lo Barium At umudeivualiiiuasnasgiunu USP
a.c.en Ferrocyanides ATIUMNVDANUA lu oo w¥)
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..o Limit of Bromides Laiifiu @co pp
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.. Limit of Phosphates Tifiu o& ppm

m.c.ca Limit of Potassium TaiAU &oo ppm
o.c.a¢ Magnesium and Alkaline-Earth Metals  1iifit @oo ppm (calculated as Ca)
am.c.eo Nitrate Absorbance Wil o.0e
m.c.ee Sulfate Liifiu woo ppm
o.& Appearance of Solution Tawazluliad
e Acidity or Alkalinity HTITHIUAILTENNUA
an.ev Loss on Drying laifiu o.¢%
on.c Bacterial Endotoxins Test m'ﬁwmumuﬁszqiu finished product specification
m. Sterility Tests mmﬁhumuﬁigﬂu finished product specification

Finished Product specification (Reference USP)

m.@ Descriptions Clear, colorless solution.
oo Identification test m’mﬁhumuﬁs%ﬂu finished product specification
(¥11® sodium waw chloride)
an.en USuneudaendngy (Assay) ®&.0 - @od.0% LA.
m.& Impurities
Iron Laiifiu o ppm
an.¢& pH &.&w.0
.o Particular matter in injection mmmumuﬁ‘isﬂu finished product specification
on.00 Bacterial Endotoxins Test mi’aﬁ]ﬂhumuﬁﬁxﬂu finished product specification
. Sterility Tests mmﬁhumuﬁﬁsﬂu finished product specification
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