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客户需求表/ Client Requirement Sheet 

（仅供中国注册申报使用/ Applicable Only to IND Application in China）
	客户信息/Client Information

	客户名称/Company Name:

客户地址/Address:

邮编/Post Code:

	联系人/Contact Person:

电话/Tel.:

传真/Fax:
	手机/Cell Phone:
电邮/Email:
网址/Website:

	API信息/ API Information

	商品名/ Brand name:
	原药开发商/ Invented by: 

	国内新药注册分类/Application Category:
	项目拟启动日期/Proposed Initial Time:

	是否提供原药及标准品（含杂质）对照品/ Provide Reference Compounds including API and related substances or not:  [image: image1.wmf]是/Yes



CONTROL Forms.CheckBox.1 \s[image: image2.wmf]否/No�



	报价文件需要中文版还是英文版/Chinese or English version is required in the formal quote:

 [image: image3.wmf]中文/Chinese

 [image: image4.wmf]英文/English




	拟合作项目/ Items

	[image: image5.wmf]选择路线/Determine Route：
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	[image: image9.wmf]工艺/Process Development to Define Control Strategy：�



	[image: image10.wmf]建立原材料质量标准/Specs of critical �

starting materials


	[image: image11.wmf]建立中控方法/Define IPC methods�



	[image: image12.wmf]优化并确定工艺参数/Optimize process 

parameters and determine process parameters 
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	[image: image13.wmf]优化并确定后处理方法/Optimize and determine 

work-up methods



	[image: image14.wmf]优化并确定纯化方式/Optimize and determine 

purification methods 


	[image: image15.wmf]建立中间体、产品质量标准/Set up specs of  

intermediates and API



	[image: image16.wmf]CTD 文件撰写 /Issue CTD file


	

	[image: image17.wmf]放大/验证 (Scale-up/Process Validation):



	[image: image18.wmf]3批次放大产品（ 视制剂和后续研究实验量需求来定）/(3 Batches of scale-up API)(Exact quantity to �

be determined by pre-formulation, formulation and following pre-clinical studies et al)



	GMP or Non-GMP: [image: image19.wmf]GMP



CONTROL Forms.CheckBox.1 \s[image: image20.wmf]Non-GMP


	是否需要批记录/Provide BR or not: [image: image21.wmf]是/Yes



CONTROL Forms.CheckBox.1 \s[image: image22.wmf]否/No�



	[image: image23.wmf]CTD 文件撰写 /Issue CTD file


	

	[image: image24.wmf]标样的制备/Preparation of Reference Compound



	[image: image25.wmf]原料标样/Critical starting material�


     [image: image26.wmf]一级标样

 纯度需求/Purity________  重量需求/Amount_____________
     [image: image27.wmf]工作标样

纯度需求/Purity________  重量需求/Amount_____________

     [image: image28.wmf]CTD 文件撰写 /Issue CTD file



	[image: image29.wmf]中间体标样/Intermediate�
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 纯度需求/Purity________  重量需求/Amount_____________
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纯度需求/Purity________  重量需求/Amount_____________
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	[image: image33.wmf]重要杂质标样（试工艺过程而定）/Key related substances (To be determined by process itself)
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 纯度需求/Purity________  重量需求/Amount_____________
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纯度需求/Purity________  重量需求/Amount_____________

     [image: image36.wmf]CTD 文件撰写 /Issue CTD file



	[image: image37.wmf]晶型研究 /Polymorphism Studies



	[image: image38.wmf]盐基筛选 /salt screening


	[image: image39.wmf]晶型筛选/Polymorphism screening�



	[image: image40.wmf]小试工艺过程/Process of small scale�


	[image: image41.wmf]公斤级工艺过程 /Process of kilo scale�



	[image: image42.wmf]CTD 文件撰写 /Issue CTD file


	

	[image: image43.wmf]质量分析 /Quality Research
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	[image: image47.wmf]分析方法验证 (Validation of analytical methods)�


     [image: image48.wmf]HPLC方法/HPLC methods�


     [image: image49.wmf]手性HPLC方法/Chiral HPLC methods


     [image: image50.wmf]GC-HS方法/GC-HS methods�



	[image: image51.wmf]CTD 文件撰写 /Issue CTD file


	

	[image: image52.wmf]稳定性研究/Stability Tests



	[image: image53.wmf]加速实验 （6个月）/Stress tests, 6 months>



	[image: image54.wmf]长期稳定性研究（24个月）/Long-term tests, 24months
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注：拟做项目请打钩“√”，并填写客户及API信息；客户如有相关的项目资料请提供；如果其他项目需求，请直接补充。









 

_1457877528.unknown

_1457877536.unknown

_1457877540.unknown

_1457877542.unknown

_1457877543.unknown

_1457877541.unknown

_1457877538.unknown

_1457877539.unknown

_1457877537.unknown

_1457877532.unknown

_1457877534.unknown

_1457877535.unknown

_1457877533.unknown

_1457877530.unknown

_1457877531.unknown

_1457877529.unknown

_1457877512.unknown

_1457877520.unknown

_1457877524.unknown

_1457877526.unknown

_1457877527.unknown

_1457877525.unknown

_1457877522.unknown

_1457877523.unknown

_1457877521.unknown

_1457877516.unknown

_1457877518.unknown

_1457877519.unknown

_1457877517.unknown

_1457877514.unknown

_1457877515.unknown

_1457877513.unknown

_1457877504.unknown

_1457877508.unknown

_1457877510.unknown

_1457877511.unknown

_1457877509.unknown

_1457877506.unknown

_1457877507.unknown

_1457877505.unknown

_1457877500.unknown

_1457877502.unknown

_1457877503.unknown

_1457877501.unknown

_1457877496.unknown

_1457877498.unknown

_1457877499.unknown

_1457877497.unknown

_1457877494.unknown

_1457877495.unknown

_1457877492.unknown

_1457877493.unknown

_1457877490.unknown

_1457877491.unknown

_1457877489.unknown

