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3.1 Finished product specification:
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UD Test Items Specifications

3.1.1 |dentification

Meet the requirement

3.1.2 | Potency

Meet the requirement

3.1.3 | Water content

Not more than 6.0%

3.1.4 | Disintegration time

Not more than 10 seconds

3.1.5 Microbial limit tests

Meet the requirement

NUBLR

1.%24® Dissolution waz Uniformity of dosage units TALUULONATLEAITI8ALLBUANANITATIDIATIEANINT LALTS

sreaztdunmdusnavlilulu COA

2.nselmamneLdoundanisiiu (waive) n1sasavaeulinsieisensle dulanuenamangudnannlasuaydd




4. NMSANWDUE
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(Risk assessment report)
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