
CONFIDENTIAL 2017 RIM Bio, Inc

RIM Bio, Inc

Single Use Bio-process 

Containers

Validation Guide



Table of Contents
RIM Bio, Inc Validation Guide Page 1

Table of Contents Page 2

Validation Checklist Page 3

Quality Control Page 4

Quality Assurance Page 5

ISO Certificate Page 6

Gamma Irradiation Certificate Page 7

TSE/BSE & ADCF Statement Page 8

Latex / Phthalate Statement Page 9

NxFlex F1000 Film Data Sheet Page 10

NxFlex F1000 Toxikon Test Data Page 11 - 13

NxFlex F1000C1 Film Data Sheet Page 14

NxFlex F1000C1 Toxikon Test Data Page 15 - 17

NxFlex F4000D1 Film Data Sheet Page 18

NxFlex F4000D1 Toxikon Test Data Page 19 - 21

Cell Growth Study of NxFlex Films Page 22

NxFlex Films and compatibility Page 23

NxFlex T9001 C-Flex Equivalent Data Page 24

NxFlex T9001 Toxikon Test Data Page 25 - 27

NxFlex T8000 Silicone Tubing Data Sheet Page 28

NxFlex T8000 Silicone Tubing Test Data Page 29 – 33

Cross Reference to Test Articles Page 34

NxFlex Films Advanced L/E Study Page 34 - 41

CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc

Validation Checklist

� USP Class VI, USP <88>                Yes

� Cytotoxicity, USP <87>                    Yes

� Physicochemical, USP<661>           Yes

� ADCF                                               Yes

� Bioburden                                        Yes

� Bacterial Endotoxin LAL                   Yes                 

� Long Term Sterility               In Progress

� Leak Testing Integrity                       Yes

� Long Term Shelf Life             In Progress

� Seal Strength                                    Yes

� Horizontal Impact                              Yes

� Drop Test                                          Yes

� Film Cycle Testing                            Yes

� Film Physical Testing                        Yes
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� GMP Compliant Facility Yes       

� ISO 9001:2008                                Yes

� ISO 7, Class 10,000 Cleanroom    Yes  

� Supply Chain Backup: 

- Resins                               No

- Films                                    Yes

- Converters                          Yes

- Processes                           Yes

� All products fully traceable

� All products 100% Leak Tested

� All products 100% Light Board Visually Inspected

Quality Control
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Quality Assurance

RIM Bio is ISO 9001:2008 certified

All drawings and product specifications are reviewed. 

All components and raw materials are inspected before use.

All manufacturing and inspection standards are validated before 

production begins.

All Bio-Process products and components are assembled in the 

Clean room.

All components have strict lot control and traceability. 

RIM Bio performs extensive component and product reliability testing in-

house and through certified third party laboratories. 

RIM Bio utilizes inspection and test methods to specific industry 

requirements.

RIM Bio test methods include but are not limited to:

Class VI Toxicity

Cytotoxicity

Hemolysis

Physicochemical

Heavy Metals 

Bacterial Endotoxin LAL

Particulate Control

Mechanical Properties

Water Vapor Transmission Rate

Oxygen Transmission Rate

Film Transparency 
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Gamma Irradiation Certificate
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Latex / Phthalate Statement 
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RIM Bio, Inc.

Single Use Bio-Process Containers
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RIM Bio, Inc.
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Item Test Article Number RIM Bio Brand Name 

 

1 NxFlex 2000-2 NxFlex F1000 Film 

2 NxFlex F1000C NxFlex F1000C1 Film 

3 NxFLM-1005 NxFlex F4000D1 Film  

 

4 K-9001 NxFlex T9001 Tubing 

 

 

Cross Reference to 

Toxikon Test Articles



CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc



CONFIDENTIAL 2017 RIM Bio, Inc


