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Traditional Chinese medicine - Simplified accelerated stress simulation methods

Contents Page
FOT@WOIM. ... v
IIMETO@UICTION ... vi
1 SCOPIC ...tk 1
2 NOTIMATIVE FEEFEI@IICES .........oo e 1
3 Terms And AefIIETIONIS ... 1
4 Simplified accelerated stress simulation Methods ...

4.1 LOT] 1<) )
4.2 Different types of accelerated stress simulation ..
4.2.1  TYPES Of ACCEIETALEA STIESS ....ooooiovvereiciieieise s
4.2.2  Accelerated gas Stress SIMUIATION. ...
4.2.3 Accelerated chemical stress simulation.
4.2.4 Accelerated storage stress SIMUIATION ...
5 Application methods for accelerated gas stress simulations
5.1 General.... e
5.2 Stability-relevant reactions
521  General ..
5.2.2  Oxidation With aS@0US FEACLANTS ..o
5.2.3 Reduction with gaseous FEACTANTES. ...
5.2.4 Other gaseous reactants
5.3 REAGEIIES .o
D4 APPATATULS et
5.5 General stress simulation setup
5.6 General implementation............ccccccc...
D7 ALY SIS e
5.8  Oxidative gas Stress SIMUIATION ...
5.8.1 Oxygen as gas stress factor
5.8.2  Sulfur dioxide as gas StreSS fACTOT ...t
5.8.3 Nitrogen oxide as gas StreSS fACTOT ...
59 Reductive gas stress simulation ...
59.1 Carbon monoxide as gas stress factor..........
59.2 Hydrogen as gas Stress factor. ...
5.10 Other gas stress simulation by use of carbon dioxide as gas stress factor. ... 9
6 Application methods for accelerated chemical stress simulations.............ccocsss, 10
6.1 General
6.2  Types of accelerated chemical stress simulations
6.2.1  Catalytic STresSs STMUIATION ..o
6.2.2 Redox and pH stress simulation...
6.3  Accelerated catalytic stress simulation...
6.3.1 GEIETAL ..o
6.3.2 Pre-simulation with a catalytic heavy metal miXture ...
6.3.3 Identification of a specific stability-influencing catalytic reaction.
6.4  Accelerated redox and pH Stress SIMUIATION ...
.41 GEIETAL ...oooooeoceeeeese e85
6.4.2 Reagents.....
6.4.3  Apparatus......

6.4.4  EXECUtION....oiiiiiciisens
6.4.5 Sample preparation and ANALYSIS ... s
6.4.6  Accuracy criterion for accelerated Redox pH stress simulation (validation) ................. 16



7 Application methods for accelerated storage stress simulations...............ns 16
7.1 GBIIET AL
7.2 Types of accelerated storage stress simulation
7.2.1 Temperature stress simulation....................
7.2.2  Humidity Stress SIMUIATION ..o
7.2.3 Combined humidity and temperature stress simulation........... e 17
7.3 Accelerated temperature stress tests
7.3 1 REAGEIITS ..otk
7.3.2  APPATATUS .ot
7.3.3 Execution
7.3 4 ANALYSIS oo
7.3.5 Accuracy criterion for accelerated temperature stress simulation (validation)...
7.4 Accelerated humidity stress simulation
741  Reagents....
T4 2 APPATATUS .otk
T3 EXECUTION oo
T ANALY SIS oo
7.4.5 Accuracy criterion for accelerated humidity stress simulation (validation)
7.5 Accelerated humidity and temperature Stress TeSTS ...
Annex A (informative) Accuracy criterion for accelerated gas stress simulation (validation)............... 21
BIDLEOZIAPIY ...ttt 23



		2026-05-11T05:36:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




