
DMF注册资料-美国药物主文件怎么编写

产品名称 DMF注册资料-美国药物主文件怎么编写

公司名称 深圳市商通检测技术有限公司

价格 .00/件

规格参数

公司地址 深圳市龙岗区坂田街道马安堂社区布龙路227号
格泰隆工业园A栋厂房一层110号

联系电话  13635147966

产品详情

??DMF?????

    ?????(DMF)?????????????(FDA)?????????????????????????????????????????????
????????????FDA????????DMF?DMF??????????????DMF????????????????????(IND
)???????(NDA)??????????(ANDA)????DMF????????????????????

DMF????IND?NDA?ANDA?????????????????DMF?????????IND?NDA?ANDA???????
????

?????DMF??????:

I?????????????????

II?????????????????????????

III??????

IV????????????????????????



V??FDA???????

??DMF???????????????????????????????????????DMF????????????????DMF?????

??DMF????????

2. COM MON TECHNICA L DOCUMENTSUMMAR IES ????????

2.1. Quality Overall Summary (ExpertReport)??????(????)

3. QUALITY ??

3.2.S Quality of the Substance ?????

3.2.S.1General Information ????

3.2.S. 1.1 Nomenclature[name, mamufacturer ????

3.2.S.1.2 Structure[name, manfactrer ????

3.2.S.1.3 General Properties[name, manufacturer ??????

3.2.S.2 Manufacture ???

3.2.S.2.1 Manufacturer Information ?????

3.2.S.2.2 Description of Manufacturing Process and Prgcess Controls ???????????

3.2.S.2.3 C ontrol of Materials ????

3.2.S.2.4 Controls of Critical Steps and Intermediates ???????????

3.2.S.2.5 Process V alidation and/or Evaluation ???????

3.2. S.2.6Manufacturing Process Development ????

3.2.S.3 Characterization ????

3.2.S.3.1Elucidation of Structure and Other Characteristics ???????

3.2.S.3.2 Impurities ??



3.2.S.4 Control of the Substance ????????

3.2.S.4.1 Specification ????

3.2.S.4.2Analytical Procedures ????

3.2.S.4.3 Validation of Analytical Procedures ??????

3.2.S.4.4 Batch Analysis ????

3.2.S.4.5 Justification of Specification ?????

3.2.S.5Reference Standards or Materials ???????

3.2.S.6Container Closure System ??????

3.2.S.6. 1. Description of packaging material ??????

3.2. S.6.2. Specification of packing material ??????

3.2.S.6.3. Suitability of packaging material ????????

3.2.S.6.4. Product labels  ????

3.2.S.7 Stability ???

3.2.S.7.1 Stabjitvsm.ofU eitCoelusions ????????

3.2.S.7.2 Post-Approval Stability Protocol and Stability C ommitment ?????????????

3.2.S.7.3 Stability Data ?????
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