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Sterile water for injection 100 mL
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3.1 Finish product specification“”(z’
anananenaiia USP 35 BP 2013

1. Acidity or alkalinity / pH ATIVENU AT

2. Water conductivity ATITHIW ATV

3. Oxidisable substances AT AT

4. Chlorides - NMT 0.5 ppm

5. Nitrates - NMT 0.2 ppm

6. Aluminum - NMT 10 ppb

7. Sulfates - AT

8. Ammonia - NMT 0.2 ppm

9. Calcium and magnesium - ATIINW

10. Residue on evaporation - NMT 0.003%

11. Particulate matter ATINU ATV

- wa > 10 pum lifiu 6,000 aume/
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- e > 25 um Liifiu 600 aunie/
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3.1 Finish product specification™® (ag)

AmdaianInaia USP 35 BP 2013
12. Sterility tests ATITNH AT
13. Bacterial endotoxins NMT 0.25 USP Endotoxin UnittmL | NMT 0.25 1U/ml
14. Volume in container ATITNIU ATIINU
15. Total organic carbon NMT 0.5 mg/L NMT 0.5 mg/L
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WANBINA : 61989970
1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
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