At ANPUZIANIZVDIEN Meropenem 1 g. powder for Injection

1. ¥8871 Meropenem 1 g. powder for Injection
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2.1. jUuuu Dursensennideduniwiiug

2.2. dyulsenou Usgneumesien Meropenem 1 gm. U trihydrate wausuAiy
Sodium carbonate 208 mg.
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3.1. Identification Test
3.2. YsunauiiendiAgy

3.3. Uniformity of dosage unit

3.4. pH

3.5. Bacterial endotoxins
3.6. Loss on drying

3.7. Sterility Test

3.8. Particulate matter

3.9. Organic impurities

- Meropenem impuirity |
- Meropenem impurity ||
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m/kklv

MTIIU

90.0 - 120.0 % L.A. of Meropenem

HTIWU

7.3-8.3

NMT 0.125 Endotoxin unit /mg of meropenem
9.0 -120 %

MTIINU

- 9UIM 210 micron Lsiifiu 6,000 aya1A Avial

- YUIA 225 micron LAy 600 oyn1A Avial

NMT 0.8%
NMT 0.6%
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4.3 ONASANAINYDIETLAUDTIAN
4.3.1 wamwmml,ﬂs'wviﬂmmwmamnmemmmmiﬂmamwam (certificate of analysis of

finished product) lugnguiiduduoens
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4.3.2 NaMINTIVAATIIAA N INgAUYeIE Ry (certificate of analysis of drug substance)
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(GSP) uag Good Distribution Practice (GDP)
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