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0.9% W/V Sodium chloride Injection 100 mL
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1. USumdaendety

95.0-105.0% of the LA. of NaCl

95.0-105.0% of the LA. of NaCl

2. ldentification test

ATIMIN

ATIININ

3. Bacterial endotoxins

NMT 0.5 USP Endotoxin Units/mL

NMT 0.25 IU/mL

4. pH

45-7.0

4.5-7.0 (AMUUSP 35)

5. Particulate matter
-awe > 10 um- Jlaiin
25 awmea/mL

-awe >25 um {laifin
3 ayme/mL

@ATIWIUANY requirements under injections

of the United States of Pharmacopoeia

ATININANY Parenteral preperations of the

British Pharmacopoeia

6. Iron

NMT 2 ppm

7. Heavy metals

NMT 0.001% based on the amount of NaCl

8. Sterility

ATIHIUNY requirements under injections

of the United States of Pharmacopoeia

@7I9HIUANY Parenteral preperations of the

British Pharmacopoeia

9. Volume in container
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1.1 lwddymsiunzdoudsuen (.2 /My.3 / ne4 uiIudnId)
1.1.1 lwns@AdueAndaludszinelng (unedis ne.2)
1.1.2 unsdifidugingui BNSULNUITY (Manpfia n.3)
1.1.3 lunsdifidueniighaneaszane (wansfla no.4)

1.2 ludedunzdouen (me. 1) T3 auaIm wiaungazdyaiatenIniuguatnnues
Naﬂnm«nmunwn"muu'l'z (finished product specification) nsrwnaU‘sm'mn'mﬂauuuﬂaaun“lm
twumu a'ﬂamumana‘ﬁmamLu1n1wn'1ﬂn’1$'uattn'11lu1wsau finished product specification
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4.1 Namswmiﬁmﬁzﬁqmmwwﬁwn”mmaaaj"nﬁm (Certification of analysis) 'luﬂ'ls;uﬁa'otﬂue?‘mzi‘m
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lmmﬂ.memﬂwaq Sodium chlonde ADIURAINTITATIIN Q9% ne

1. SSnmdamdayy 99.0 - 105 0% of NaCl calculated on | 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. Identification ATIIU ATIU

3. Solubility - ATV

4, Appearance of solution Clear and colorless AR

5. Acidity or alkalinity AT ATIU

6. Bromides NMT 100 ppm NMT 100 ppm

7. Ferrocyanides ATIIN anwIn

8. lodides AU ATIU

9. Nitrites NMT 0.01 ppm AN

10. Phosphates NMT 25 ppm NMT 25 ppm

11. Sulphates NMT 200 ppm NMT 200 ppm

4
(83TD). .o NTIANTT n3ITUNIT
. < a

(wisuwiank audssIan ) (WNEMIWTT mMayawian )

wiflzrsumsin_yefla17i2s57



12. Aluminium NMT 0.2 ppm NI;IIT 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 %
1. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL Less than 5 1U/g
20. Sterility ATIIHIUAY requirements under -
v injections of the United States of
Pharmacopoeia
21. Potassium NMT 500 ppm NMT 500 ppm
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1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013
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