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1. USunmaaenday 95.0-105.0% of the LA. of NaCl 95.0-105.0% of the LA. of NaCl
2. |dentification test AWMU ATIWIN
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-7.0 4.5-7.0 (MUUSP 35)
5. Particulate matter @ATIWUAIY requirements under injections | @TIIHIUAIY Parenteral preperations of the
- 219 > 10 fm Madn of the United States of Pharmacopoeia British Pharmacopoeia

25 m}mﬂ/mL

-awe > 25 um flaifin

3 auna/imL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% based on the amount of NaCl -
8. Sterility ATIHIUANY requirements under injections | ATI9HIUAY Parenteral preperations of the

of the United States of Pharmacopoeia British Pharmacopoeia
9. Volume in container AaTINY A%
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narmsienaiiunzdunld (finished product specification) nytiniatjszwitanaifouudaurly

W@ azdasunuiananInIaduumntnenvaun luanwsiay finished product specification
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o & (1),(2)

- 'luﬁmsnzﬁ’fmqﬁwaq Sodium chloride ABILRAINITATIIN AN

_ qumianimaiia : ;
1. WSnodaendagy 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl calculated on
dried basis dried basis
2. Identification ATIEU ATIWU
3. Solubility - AT
4, Appearance of solution Clear and colorless ATIWU
5. Acidity or alkalinity AT ATIWU
6. Bromides NMT 100 ppm NMT 100 ppm
7. Ferrocyanides ATIU ATIVHIU
8. lodides AN ATIR
9. Nitrites NMT 0.01 ppm ATIWU
10. Phosphates NMT 25 ppm NMT 25 ppm
11. Sulphates NMT 200 ppm NMT 200 ppm
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; Anmniimonaiia , USP35 ~ ee2o0 |
12. Aluminium - NMT 0.2 pbm NMT 0.2 ppm
13. Arsenic NMT 1 ppm NMT 1 ppm
14. Barium AU AU
15. Iron NMT 2 ppm NMT 2 ppm
16. Magnesium and alkaline-earth metals { NMT 100 ppm, calculated as Ca NMT 100 ppm
17. Heavy metals NMT 5 ppm NMT 5 ppm
18. Loss on drying NMT 0.5% NMT 0.5 %
19. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL Less than 5 IU/g
20. Sterility ATIWIUAY requirements under -
injections of the United States of
Pharmacopoeia
21. Potassium NMT 500 ppm NMT 500 ppm
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NANBIAG : 89899

1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013
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