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	Product Information Questionnaire

	
	File No：
	MS-RDYZ-QR-001

	
	Edition：
	A/0

	
	

	Product Name
	（The same name appears in the validation scheme and report）

	Product type for Validation：
	□ Non-final Sterilized Product；     □ Final Sterilized Product.

	
	[bookmark: OLE_LINK1]□ Registration Declaration；        □ GMP Certification； 
□ Consistency Evaluation；         □ Enterprise Internal Control.

	Customer Information

	Entrusted Customer Information

	Company Name：
	

	Company Address：
	

	Zip Code：
	
	Fax：
	

	Contact：
	
	Position：
	

	Contact Number：
	（Landline）/     （Phone）
	Email：
	

	[bookmark: OLE_LINK10]Validation Project

	Validation Project

	□ VR0021 Bacteria Survival1
	□ VR0025 Bacteria Challeng 
（Filter Cartridge）
	□ VR0026 Bacteria Challeng 
（Membrane）

	[bookmark: _GoBack]□ VR0144 Product Wettability/
Integrity
	□ VR0142 Chemical Compatibility
	□ VR0210 Filterability

	□ VR0018 Product Adsorption
	□ VR0094 Extractables
	□ VR0095 Leachable

	□ VR0375 Reuse-Bacteria
Challenge
	□ VR0376 Reuse-Leachable
	□ VR0378 Reuse-Chemical 
Compatibility

	1 VR0021 bacteria survival should also be selected when the validation item is or includes VR0025 bacteria challenge (filter cartridge) or VR0026 Bacteria challenge (membrane) unless there is sufficient evidence to show that the product is not bacteriostatic.




	Product Information

	Product Information

	Product Name：
	（If there is an alias, please provide）

	Product Generic Name：
	（If no, do not write）
	English Name：
	

	

	Product Feature

	Specification：
	
	Dosage Form2：
	

	Batch Number：
	
	Validity Period：
	

	Storage Condition： It should be stored in    °C，（□ Avoid Light □ Well Ventilated □ Avoid Moisture）

	

	Product Component

	Category
	Ingredient Name
	Concentration3

	· Principal Component
	
	

	· Solvent
	
	

	· Additive 1
	
	

	· Additive 2
	
	

	· Additive 3
	
	

	· Additive 4
	
	

	· Other
	
	

	

	Process Fluid Properties（Filter Operating Conditions）

	pH：
	
	Osmotic Pressure：
	mOsm/L

	Ionic Strength：
	mmol/L
	Dynamic Viscosity：
	cps

	Surface Tension：
	mN/m
	Temperature：
	°C

	Specific Gravity：
	g/L
	Antibacterial Properties：
	□ Yes；□ No；□ Unknown

	

	Product Safety, Storage, Use and Scrap Information

	Product Delivery Method4    □ Fluid；□ Dry Powder

	Whether the product is a controlled drug：     □ Yes；□ No

	Dangerousness5：    □ Cytotoxicity；□ Flammable and Explosive；□ Strong Corrosive；
[bookmark: OLE_LINK11]□ Active and Reactive；□ Radioactivity；□ Gas Generation；□ Other        ；

	Storage Requirements： □ Temperature        ；□ Storage Period        ；□ Light Sensitive；
□ Special Requirements         ；

	Operating Requirements：  □ On-site Dispensing（Validity Period         □hours/□days/□months；）
□ Use Directly；□ Special Requirements          ；

	[bookmark: OLE_LINK13][bookmark: OLE_LINK12]Waste Liquid Treatment：    □ Return to the client；□ Direct Emissions；□ Scrap, Way               ；

	Surplus Product Disposal Method：□ Return to the client；□ Direct Emissions；□ Scrap, Way         ；

	[bookmark: OLE_LINK14]2 If it is lyophilized powder, please indicate that the volume before lyophilization is           mL
3 Please indicate the expression of concentration such as volume ratio (v/v), mass ration (m/m), mg/mL, etc.
4 If it is dry powder or concentrated solution, please provide the method of preparation or dilution and the type of solvent
5 If hazardous, please provide information on containment method, operating conditions, discharge requirements, etc.

	Process Information

	Filter System Information6

	[bookmark: OLE_LINK2]Level 1 Filtration
	Maximum Handing Capacity of One Batch（L）：

	Single Batch Duration（h）：
（Range can be filled）

	
	Daily Filtered Batches：
	Batch Gap（h）：

	
	Process Temperature（°C）：
	

	
	Process Control Parameters：
	□ Flow Rate（L/h）：
	

	
	
	[bookmark: OLE_LINK7]□ Pressure（kPa）：
	（Upstream Pressure）/    
（Downstream Pressure） 

	
	
	□ Other
	

	
	Filter Model：        
（You don't have to fill it in if you don't know）
	Filter Medium：
	Removal Rating：

	
	Quantity：
	Dimension：
	

	Level 2 Filtration
	Filter Model：         
（You don't have to fill it in if you don't know）
	Filter Medium：
	Removal Rating：

	
	Quantity：
	Dimension：
	

	Level 3 Filtration
	Filter Model：         
（You don't have to fill it in if you don’t know）
	[bookmark: OLE_LINK5]Filter Medium：
	Removal Rating：

	
	Quantity：
	Dimension：
	

	[bookmark: OLE_LINK6]Level 4 Filtration
	Filter Model：         
（You don't have to fill it in if you don’t know）
	Filter Medium：
	Filter Medium：

	
	Quantity：
	Dimension：
	

	Level 5 Filtration
	[bookmark: OLE_LINK8]Filter Model：         
（You don't have to fill it in if you don't know）
	Filter Medium：
	Filter Medium：

	
	Quantity：
	[bookmark: OLE_LINK9]Dimension：
	

	Final Sterilization Filtration
	Maximum Handing Capacity of One Batch（L）：

	Single Batch Duration（h）：
（Range can be filled）

	
	Daily Filtered Batches：
	Batch Gap（h）：

	
	Process Temperature（°C）：
	

	
	Process Control Parameters：
	□ Flow Rate（L/h）：
	

	
	
	□ Pressure（kPa）：
	（Upstream Pressure）/    
（Downstream Pressure）       

	
	
	□ Other
	

	
	Filter Model：         
（You don't have to fill it in if you don't know）
	Filter Medium：
	 Filter Medium：

	
	Quantity：
	Dimension：
	

	6 In the multi-stage sterilization filtration system, if the materials are the same, usually only the 0.2μm or 0.10μm filter cartridge closest to the filling point needs to be validated for the sterilization filtration process.


	Integrity Test

	Test Method：
	(Mandatory if VR0144 is selected)
	Test Parameters：
	

	Test Gas Source：
	(Mandatory if VR0144 is selected)
	Wetting Fluid：
	     (Mandatory if VR0144 is selected)

	Test Temperature：
	(Mandatory if VR0144 is selected)
	Limit：
	

	

	Sterilization/Disinfection/Cleaning Method

	Moist Heat Sterilization/
Disinfection Method：
	□ On-line Steam Sterilization；□ Off-line Steam Sterilization；
□ Sterile Hot Water；□ Circulating Steam；

	
	□ Other                                                                           

	Maximum Differential Pressure：                  kPa；Maximum Temperature：                  °C；Maximum Time：                  min；

	Sterilization/Disinfection Cycle：
	
	Maximum Number of Reuses：
	

	Chemical Disinfection/Cleaning Method
	

	Chemical Name：
	Concentration：

	Maximum Differential Pressure：                   kPa；（Immersion does not need to fill）
Maximum Temperature：                   °C；Maximum Time：                   min；

	Chemical Cleaning Cycle：
	
	Maximum Number of Reuses：
	

	

	Filter Cartridge Life Cycle
	
	测试参数：
	

	Life Cycle
	


（For example，WFI rinse and wet→steam sterilization→WFI rinse and wet→integrity test→filtration→cleaning→integrity test→chemical cleaning→save→repeat the above process 3 times→throw away）

	Note：
	

	Other Information

	Other：
	

	

	Applicant：
	
	[bookmark: OLE_LINK3]Department：
	
	[bookmark: OLE_LINK4]Date：
	

	Approver：
	
	Department：
	
	Date：
	

	Approver：
	
	Department：
	
	Date：
	

	Approver：
	
	Department：
	
	Date：
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