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Metronidazole 500 mg Injection
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2. lu1 MTULUITY U5naua 186387 Metronidazole 0.5 % WV (0.5 g/100 mL) luansassuuSanas 100 mL
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1. YSinmeasndngy 90.0 — 110.0% of the L.A. of 95.0 - 110.0% of the L.A. of
Metronidazole Metronidazole
2. Identification ATV ATIVEU
3. Bacterial endotoxins NMT 0.35 USP Endotoxin U/mg of | NMT 3.5 IU/mL
Metronidazole

4. pH 45-70 45-6.0

5. Particulate matter ATIVEU ATIU

- 2119 > 10 um v 6,000/container

- 2w1@ > 25 pm Laiifin 600/container

6. Sterility ATITEU a7

7. Volume in container ATIVEHIU ATIVEHIU

8. Related substances - the area of any secondary peak is-
not greater than the area of the
peak due to 2-methyl-5-
nitroimidazole : NMT 0.5%

9. Nitrite - 0.8% calculated with reference to
the content of Metronidazole
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3.1 mamsan iR MM WRAAT I kAR (Certification of analysis) lugnjunsadudaadg
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USP 35

BP 2013

1. YSnmdanmdny

99.0 — 101.0% of Metronidazole

(Calculated on the dried basis)

99.0 - 101.0% of Metronidazole

(Calculated on the dried basis)

. Related compounds

2. Identification 993 #A283T Infared absorption ATIWU

3. Appearance of solution - AU

4. Heavy metals NMT 0.005% NMT 20 ppm
5

- Any single unspecified impurity
:NMT 0.1%
- Total impurities : NMT 0.2%

By liquid chromatography

- Any impurity : NMT 0.1%

- Total impurities : NMT 0.2%
- Disregrad limit : NMT 0.01%

6. Loss on drying NMT 0.5% (at 105° for 2 hour) NMT 0.5% (drying in an oven at 105° for 3 hour)
7. Residue on ignition NMT 0.1% -
8. Sulfated ash - NMT 0.1%
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1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
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