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代工生产调查问卷
OEM Production Questionnaire
	第一部分：委托方信息
Part 1: Principal Information

	公司名称：
Company Name
	     

	办公地址：
Office Address
	     

	联系人：
Contact Person
	     

	联系电话：
Contact Phone
	     

	邮箱：
Email
	     

	公司成立时间：
Establishment Date
	     

	第二部分：代工产品信息
Part 2: OEM Product Information

	产品名称
Product Name
	按委托方要求制定As required by the Principal：
     
按受托方规则制定According to Contractor’s rules

	产品批号
Product Batch Number
	按委托方要求编制As required by the Principal：
     
按受托方规则编制According to Contractor’s rules

	产品货号
Product Number
	按委托方要求编制As required by the Principal：
     
按受托方规则编制According to Contractor’s rules

	贮存条件
Storage Condition
	按委托方要求确定As required by the Principal：
     
2～8℃，避光2 to 8℃, protected from light

	有效期
Shelf Life
	按委托方要求执行As required by the Principal：
     
TBD

	产品标签样稿
Product Label Draft
	按委托方要求制作As required by the Principal：
     
按受托方规则制作According to Contractor’s rules

	产品包装形式
Product Packaging Form
	按委托方要求执行As required by the Principal：
     
内包装为两层低密度聚乙烯袋，外包装为铝塑自立袋
Inner packaging: two-layer low-density polyethylene bags, outer packaging: aluminum-plastic stand-up pouch

	产品包装规格
Product Packaging Specification
	按委托方要求执行As required by the Principal：
     
委托方无要求，由受托方确定
No requirement from Principal, to be determined by Contractor


	产品运输要求
Product Transportation Requirements
	按委托方要求执行As required by the Principal：
     
常温运输Ambient temperature transportation

	产品及物料溶解性
Solubility of Product & Materials
	溶于水或氢氧化钠溶液
Soluble in water or sodium hydroxide solution
不溶于水，亦不溶于氢氧化钠溶液
    Insoluble in water, also insoluble in sodium hydroxide solution
     其他Other

	注：产品配方以附件形式直接发送给受托方配方管理员
Note: Product formula shall be sent to the Contractor’s formula administrator as an attachment.

	第三部分：合规信息
Part 3: Compliance Information

	3.1配方以及委托方提供的物料中是否含有动物或人源原料？

请提供TSE/BSE声明。如“是”请在声明中提供详细来源。
Does the formula or materials provided by the Principal contain animal or human-derived raw materials?
Please provide a TSE/BSE declaration. If “Yes”, provide detailed source information in the declaration.
	是Yes
否No
其他Other
     

	3.2 配方中是否含有抗生素类物质?
Does the formula contain antibiotic substances?
如“是”请列出If “Yes”, please list：     
	是Yes
否No
其他Other
     

	3.3配方中是否含有蛋白胨类水解物等物质？
Does the formula contain substances such as peptone hydrolysates?
如“是”请列出If “Yes”, please list：     
	是Yes
否No
其他Other
     

	3.4 配方中是否含有易燃易爆、易制毒、剧毒等危化品？
Does the formula contain hazardous chemicals such as flammable, explosive, precursor chemicals for drug manufacture, highly toxic substances?
如“是”请列出If “Yes”, please list：     
	是Yes
否No
其他Other
     

	如4.1答案为“无要求”，则3.4～3.10的内容可不填写
If the answer to 4.1 is “No Requirement”, then sections 3.4 to 3.10 may be left blank.

	3.5配方以及委托方提供的物料是否含有黄曲霉
Do the formula or materials provided by the Principal contain aflatoxin?
	是Yes
否No
其他Other
     

	3.6配方以及委托方提供的物料是否含有三聚氰胺或三聚氰胺有关的物质？
Do the formula or materials provided by the Principal contain melamine or melamine-related substances?
	是Yes
否No
其他Other
     

	3.7配方以及委托方提供的物料中是否含有转基因物质？
Do the formula or materials provided by the Principal contain genetically modified organisms (GMOs)?
	是Yes
否No
其他Other
     

	3.8配方以及委托方提供的物料中是否含有二噁英物质？
Do the formula or materials provided by the Principal contain dioxins?
	是Yes
否No
其他Other
     

	3.9配方以及委托方提供的物料中是否含有亚硝酸盐或亚硝化剂？
Do the formula or materials provided by the Principal contain nitrites or nitrosating agents?
	是Yes
否No
其他Other
     

	3.10配方以及委托方提供的物料中是否含有机溶剂？
Do the formula or materials provided by the Principal contain organic solvents?
如使用，请列出种类以及浓度If used, please list the types and concentrations：     
	是Yes
否No
其他Other
     

	3.11配方以及委托方提供的物料中是否含ICH Q3D中的1类（As、Cd、Hg、Pb）和2A类（Co、Ni、V）元素？
Do the formula or materials provided by the Principal contain ICH Q3D Class 1 (As, Cd, Hg, Pb) and Class 2A (Co, Ni, V) elements? 
如使用，请列出种类以及浓度If used, please list the types and concentrations：     
	是Yes
否No
其他Other
     

	第四部分：质量保证与控制信息
Part 4: Quality Assurance & Control Information

	4.1生产质量体系要求
Production Quality System Requirements
	依据GMP According to GMP
依据ISO9001 According to ISO9001
无要求No Requirement
     其他Other：

	4.2物料等级
Material Grade
	     

	4.3物料提供方
Material Provider
	委托方Principal
受托方Contractor
委托方与受托方共同提供Provided by Principal and Contractor

	4.4 物料代码以及入厂批号
Material Code & Incoming Batch Number
	     按委托方要求制定As required by the Principal：
   
按受托方规则制定According to Contractor’s rules
     其他Other：

	4.5物料是否需要受托方检验
Does the material require testing by the Contractor? 
	是Yes

  检测要求Testing requirements:
检验项目、标准以及方法另附
Test items, standards, and methods to be attached separately
按受托方标准执行
According to Contractor’s standards
否No

不涉及Not applicable

	4.6产品检验
Product Testing
（如有其他要求可以附件形式提供）
(Other requirements can be provided as attachments)
	是否检测
Testing required
检测项目
Test item
检测标准
Test standard
检测方法
Test method
是Yes
否No
外观
Appearance
是Yes
否No
渗透压
Osmolality
是Yes
否No
水分
Moisture
是Yes
否No
微生物
Microbiology
是Yes
否No
粒度
Particle Size
是Yes
否No
是Yes
否No
是Yes
否No


	4.7是否需要受托方出具CoA
Is a Certificate of Analysis (CoA) required from the Contractor?
	不涉及Not applicable否No     是Yes     

	如4.1答案为“无要求”，则4.8～4.20的内容可不填写
If the answer to 4.1 is “No Requirement”, then sections 4.8 to 4.20 may be left blank.

	4.8是否需要受托方进行出厂放行
Is release for dispatch required by the Contractor?
	否No是Yes     
不涉及Not applicable

	4.9是否需要签订质量保证协议
Is a Quality Agreement required?
	否No是Yes     
不涉及Not applicable

	4.10是否需要进行质量审计
Is a Quality Audit required?
	否No是Yes     
不涉及Not applicable

	4.11是否需要进行技术转移
Is Technology Transfer required?
	否No是Yes     
不涉及Not applicable

	4.12是否需要受托方制定工艺规程、批生产记录等
Is the Contractor required to develop Process Instructions, Batch Production Records, etc.?
	否No是Yes     
不涉及Not applicable

	4.13是否需要受托方进行工艺验证
Is Process Validation required from the Contractor?
	否No是Yes     
不涉及Not applicable

	4.14是否需要受托方进行清洁验证
Is Cleaning Validation required from the Contractor?
	否No是Yes     
不涉及Not applicable

	4.15是否需要进行检验方法转移
Is Analytical Method Transfer required?
	否No是Yes     
不涉及Not applicable

	4.16是否需要受托方起草质量标准
Is the Contractor required to draft Quality Specifications?
	否No是Yes     
不涉及Not applicable

	4.17是否需要受托方制定检验方法
Is the Contractor required to develop Testing Methods?
	否No是Yes     
不涉及Not applicable

	4.18是否需要受托方制定检验记录
Is the Contractor required to develop Testing Records?
	否No是Yes     
不涉及Not applicable

	4.19是否需要受托方进行方法学验证
 Is Method Validation required from the Contractor?
	否No是Yes     
不涉及Not applicable

	4.20是否需要生产检验相关的文件记录定期提供给委托方
Are production and testing related documents/records required to be provided to the Principal periodically?
	否No是Yes     
不涉及Not applicable

	第五部分：声明信息
Part 5: Declaration Information

	声明： 

Declaration: 
我证明所填写的以上信息是准确的。

I certify that the above information provided is accurate.
负责人签字Authorized Signature：       日期Date：     
公司盖章（Stamp）：     
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