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Finished product specification : USP &e-am

Identification Meet the reguirement
v, Assay w&.o - @o&.0% of labeled amount of Sodium Chloride
. lron Not more than o ppm
e pH &0
&. Particulate matter Meet the reguirement
. Bacterial endotoxins Not more than o.& EU/mL
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Drug substance specification : Sodium Chloride USP elo-am
@. ldentification Meet the requirement

lo. Assay ac.o - @od.0% on the dried basis

o, Impurities

- Aluminum Not exceed that of the standard solution (ol ppm)
- Arsenic Not more than v ppm

- Barium Not more intense than reference solution

- Ferrocyanides No blue color develops in @o mins

- lodines No blue color is observed

- Iron Not more than b ppm

- Limit of Bromide Not more than eoo ppm

- Limit of Phosphate Not more than & ppm

- Limit of Potassium Not more than &co ppm

- Limit of Magnesium and

Alkalide earth metals Not more than oo ppm, calculated as Ca
- Nitrite Not more thar o.oe
- Sulfate Not more than koo ppm
& Loss on dying Not more than o.& %
&. Bacterial endotoxins Meet the requirement
o, Acidity or Alkalinity Not more than o.@ ml of c.oe N hydrochloric acid or

o.0® N sodium hydroxide
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Finished product specification : USP &le-aan

identification Meet the requirement
o, Assay w&.0 - mod.c% of labeled amount of Sodium Chloride
. fron Not more than b ppm
@ pH &.&.0
&. Particulate matter Meet the reguirement
. Bacterial endotoxins Not more than o.¢ EU/mL
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Drug substance specification : Sodium Chloride USP &le-am
®. ldentification Meet the requirement
k. Assay ®.o — @od.o% on the dried basis

a. Impurities

- Aluminum Not exceed that of the standard solution (oo ppm)
- Arsenic Not more than b ppm

- Barium Not more intense than reference sotution

- Ferrocyanides No blue color develops in @o mins

- lodines No blue color is observed

- Iron Not more than b ppm

- Limit of Bromide Not more than eco ppm

- Limit of Phosphate Not more than bé ppm

- Limit of Potassium Not more than &oo ppom

- Limit of Magnesium and

Alkalide earth metals Not more than oo ppm, calculated as Ca
- Nitrite Not more than oc.os
- Sulfate Not more than oo ppm
Loss on dying Not more than o.& %
Bacterial endotoxins Meet the requirement
v, Acidity or Alkalinity Not more than o.& ml of oc.om N hydrochloric acid or

o.06 N sodium hydroxide
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Finished preduct specification : USP &lo-a/m

®. Identification Meet the requirement

®. Assay ad.o -~ @od.0% of labeled amount of Sodium Chloride
. iron Not more than o ppm

& pH &&-a.o

&. Particulate matter Meet the requirement

. Bacterial endotoxins Nct more than o.& EU/mL
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Drug substance specification : Sodium Chloride USP &le-aen
@. ldentification Meet the requirement
. Assay .0 — @od.0% on the dried basis

m. Impurities

- Aluminum Not exceed that of the standard solution {o.lb ppm)
- Arsenic Not more than b ppm

- Barium Not more intense than reference solution

- Ferrocyanides No blue color develops in @o mins

- lodines No blue color is observed

- fron Not more than b ppm

- Limit of Bromide Not more than eoo ppm

- Limit of Phesphate Not more than & ppm

- Limit of Potassium Not more than &oo ppm

- Limit of Magnesium and

Alkalide earth metals Not more than eco ppm, calculated as Ca
- Nitrite Not more than o.o®
- Sulfate Not more than oo ppm
« Loss on dying Not more than o.& %
Bacterial endotoxins Meet the requirement
. Acidity or Alkalinity Not more than o.€ ml of o.ce N hydrochloric acid or

o.0e N sodium hydroxide
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Sterile Water for Irrigation @,000 mL
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Finished product specification : USP

Identification Meet the requirement
b. Oxidizable substance The pink color dose not completely disappear
o Total crganic carbon Meet the requirement
& Water conductivity Meet the requirement
&. Sterility test Meet the requirement
. Bacterial endotoxins Not more than oled EU/mL

Drug substance specification : USP

®. Identification Meet the reguirement
v. Bacterial endotoxins Nct more than ole& EU/mL
o, Water conductivity Meet the reguirement
. Total organic carbon Meet the reguirement
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