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1. DPTE-BetaBag® 190 PE/EVOH/PE qualification 
 

 

TEST 
N° 

DESCRIPTION ACCEPTANCE CRITERIA RESULTS 

DPTE-BetaBag
®
 Before Gamma Irradiation 

1 

Operations with the DPTE
®
 

• Connection of Beta part is possible 

• Alpha part opens once beta part is connected 

• Disconnecting of beta part with alpha part open impossible 

• Alpha part cannot be opened with beta door missing 

• Disconnection of Beta part is possible 

CONFORM 

Operation’s simulation The transfer of components is possible and easy CONFORM 

2 
Leaktightness of the DPTE

®
 

Beta 
According Getinge Specification CONFORM 

3 

Leaktightness between Beta 
Flange and Alpha Flange 

According Getinge Specification CONFORM 

Leaktightness between Beta 
Door and Alpha Door 

According Getinge Specification CONFORM 

4 Leaktightness of the Bag According Getinge Specification CONFORM 

DPTE-BetaBag
®
 After Gamma Irradiation 

5 

Operations with the DPTE
®
 

• Connection of Beta part is possible 

• Alpha part opens once beta part is connected 

• Disconnecting of beta part with alpha part open impossible 

• Alpha part cannot be opened with beta door missing 

• Disconnection of Beta part is possible 

CONFORM 

Operation’s simulation The transfer of components is possible and easy CONFORM 

6 

Connection resistance 
Alpha-Beta 

According Getinge Specification CONFORM 

Connection resistance Beta 
door – Beta flange 

According Getinge Specification CONFORM 

7 
Leaktightness of the DPTE

®
 

Beta 
According Getinge Specification CONFORM 

8 Leaktightness of the Bag According Getinge Specification CONFORM 

  



DPTE-BetaBag® 190 PE/EVOH/PE 10L – 30L – 100L – 150L non-sterile, empty, with innerchute Qualifications summary 

 

CRCA 2018-001 001 Getinge-La Calhène  Page 5/8 
 

 

 

TEST 
N° 

DESCRIPTION ACCEPTANCE CRITERIA RESULTS 

DPTE-BetaBag
®
 After Gamma Irradiation and After 5 connections/disconnections 

9 

Operations with the DPTE
®
 

• Connection of Beta part is possible 

• Alpha part opens once beta part is connected 

• Disconnecting of beta part with alpha part open 
impossible 

• Alpha part cannot be opened with beta door missing 

• Disconnection of Beta part is possible 

CONFORM 

Operation’s simulation The transfer of components is possible and easy CONFORM 

10 

Connection resistance Alpha-
Beta 

According Getinge Specification CONFORM 

Connection resistance Beta 
door – Beta flange 

According Getinge Specification CONFORM 

11 
Leaktightness of the DPTE

® 

Beta 
According Getinge Specification CONFORM 

12 

Leaktightness between Beta 
Flange and Alpha Flange 

According Getinge Specification CONFORM 

Leaktightness between Beta 
Door and Alpha Door 

According Getinge Specification CONFORM 

13 
Flange/Bag Welding 
resistance  

≥ 15 N/15 mm CONFORM 

14 Bag sealing strength  ≥ 15 N/15 mm CONFORM 

 

CONCLUSION 

 
All the tests of the qualification were performed. The performances of the DPTE-BetaBag

®
 190 PE/EVOH/PE 

are in accordance with GETINGE specifications. 

 

Bioburden analyses are done during dose audit (according ISO 11137 and ISO 11737) and are in accordance 

with GETINGE specifications. 

 

Endotoxin analyses are done before and after gamma irradiation and are in accordance with Getinge 

specifications. 
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2. DPTE-BetaBag® 190 PE/EVOH/PE SHELF LIFE T0+ 24 months 
 

TEST 
N° 

DESCRIPTION ACCEPTANCE CRITERIA RESULTS 

DPTE-BetaBag
®
 Before Gamma Irradiation 

15 

Operations with the DPTE
® 

 

• Connection of Beta part is possible 

• Alpha part opens once beta part is connected 

• Disconnecting of beta part with alpha part open impossible 

• Alpha part cannot be opened with beta door missing 

• Disconnection of Beta part is possible 

CONFORM 

Operation’s simulation The transfer of components is possible and easy CONFORM 

16 
Connection resistance Alpha-
Beta 

According Getinge Specification CONFORM 

17 
Connection resistance Beta 
door – Beta flange 

According Getinge Specification CONFORM 

18 
Leaktightness of the DPTE

® 

Beta 
According Getinge Specification CONFORM 

19 Leaktightness of the Bag According Getinge Specification CONFORM 

20 
Flange/Bag Welding 
resistance  

≥ 15 N/15 mm CONFORM 

21 Bag sealing strength ≥ 15 N/15 mm CONFORM 

22 
Leaktightness between Beta 
Flange and Alpha Flange 

According Getinge Specification CONFORM 

23 
Leaktightness between Beta 
Door and Alpha Door 

According Getinge Specification CONFORM 

DPTE-BetaBag
®
 After Gamma Irradiation 

24 

Operations with the DPTE
® 

 

• Connection of Beta part is possible 

• Alpha part opens once beta part is connected 

• Disconnecting of beta part with alpha part open impossible 

• Alpha part cannot be opened with beta door missing 

• Disconnection of Beta part is possible 

CONFORM 

Operation’s simulation The transfer of components is possible and easy CONFORM 

25 
Connection resistance Alpha-
Beta 

According Getinge Specification CONFORM 

26 
Connection resistance Beta 
door – Beta flange 

According Getinge Specification CONFORM 

27 
Leaktightness of the DPTE

®
 

Beta 
According Getinge Specification CONFORM 
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TEST 
N° 

DESCRIPTION ACCEPTANCE CRITERIA RESULTS 

28 Leaktightness of the Bag According Getinge Specification CONFORM 

29 
Flange/Bag Welding 
resistance  

≥ 15 N/15 mm CONFORM 

30 Bag sealing strength  ≥ 15 N/15 mm CONFORM 

31 
Leaktightness between Beta 
Flange and Alpha Flange 

According Getinge Specification CONFORM 

32 
Leaktightness between Beta 
Door and Alpha Door 

According Getinge Specification CONFORM 

33 Particle level According Getinge Specification CONFORM 

 
 

CONCLUSION 

 

At T0 + 24 months, the performances of the DPTE-BetaBag
®
 190 PE/EVOH/PE are in accordance with 

GETINGE specifications. 

 

 

 

 

 



 

 

 

 
 

Getinge is a global provider of innovative solutions for operating rooms, intensive care units, sterilization 

departments and for life science companies and institutions. Based on our firsthand experience and close 

partnerships with clinical experts, healthcare professionals and medtech specialists, we are improving the 

everyday life for people - today and tomorrow 

 

Manufacturer: 

Getinge-La Calhène . 1 rue du Comté de Donegal – F-41102 Vendôme cedex, France 

Tél.: +33 [0] 254 734 747 / Fax : +33 [0] 254 734 748 

 

www.getinge.com  
 

http://www.getinge.com/

