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Sodium chloride oo mg/aoo mL solution for infusion, L bag

o.8087 Sodium chloride oo mg/@moo mL solution for infusion, & L bag:
TMT-ID (GPV): Goadllo
o. ARl
.o Wuansazanela Lifid nannde
bl U o guUsgnaumeden Sodium chloride o.6% luasaatsUinms e,0o0 mL
b NYUBUTIY
- UTIRlugINAERAN non-PVC wuausiY oo ml il dlosed-system dnsuldnfuiien
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nan1sinsreiaua mbuluniy finished product specification 71819899100 dust3uaty
ety deldannsdousiodwinanuaniznssumsemauazen nIENTRAETTNY Vel indushiuild
Fredadpaduatuiiifisumimielndndtuansgundesulusiunile anudsenansenang
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m.e Finish product specification: Sodium chloride injection (USP wolam)

Test items Specifications

®. ldentification Meets the requirements

. Assay a&.o-aod.0% of label amount of sodium chloride

. Impurities

- lron MNT o ppm
A FusodlauanEnTsUMsAMUARMENYLUAINE

s mmeamdising oI WO, O
W MgYiing  Ansingd WRANIANG Ivinviea wstiyyr andey
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&. Specific tests

- pH

- Particulate matter in injection
- Bacterial endotoxins test

- Sterility tests

&.d-0.0

Meet the requirement

NMT o.& USP endotoxin unit per mL
Meet the requirement

.o Drug substance specification: Sodium chloride (USP bolom)

Test items

Specifications

&. Identification

Meet the requirement

1. Assay &&,0-m00.&¢% on the dried basis
. Impurities

-Aluminum NMT o.lo ppm

-Arsenic NMT & ppm

-Barium Meet the requirement

-Ferrocyanides

-lodides

-Iron

-Limit of bromides

-Limit of phosphates
-Limit of potassium
-Magnesium and alkaline-
earth metals

-Nitrites

-Sulfate

No blue color develops in a0 min
No blue color observed

NMT o ppm

NMT @oco ppm

NMT b& ppm

NMT &oo ppm

NMT @oo ppm, calculated on Ca

NMT o.oe
NMT lwoo ppm

&, Specific tests
-Appearance of solution
-Acidity or alkalinity

-Loss on drying
-Bacterial Endotoxin Test
-Sterility test

Clear and colorless

NMT o.& ml of o.0e N hydrochloric acid or 0.0 N sodium
hydroxide is required to change the color of this solution
NMT o.¢% |

NMT o.& USP endotoxin unit per mL

Meet the requirement
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Sodium chloride ¢oo mg/aoo ml solution for infusion, @ L bag TMT-ID (GPU): dosdlol
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