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Sterilization of health care products - Radiation - Substantiation of selected
sterilization dose: Method VD<(Index)max><(hoch)SD>

Contents Page
0T =Y o v
0 Yo 11T o) o Vi
1 £ o o o - OSSR 1
2 VLo T g B LY =T =Y =] =) o Lo =SS 1
3 TermsanddefinitioNs ... s e anmn e e s 1
4 Definitionandmaintenanceofproductfamiliesforsterilizationdosesubstantiation and

sterilization dose auditing ........cccovcviiiiric e ————————— 5
41 (€= 1= - | SRR 5
4.2 Defining product families ... 5
4.3 Designation of product to represent a product family ... 6
4.3.1 Product to represent a product family ..........ccoocociiireeciiircee e 6
4.3.2 1 = E53 =Y gl o o Yo 11 o 7
4.3.3 = [T TVZ= 111 01 4 0] o T 11 o 7
4.3.4 Simulated ProdUCT ... s s n e e e e e e nnn e e ea e nnnne e e e e nnanan 7
4.4 Maintaining product families .......ccccoiicciiiiiiir e e 8
441 =Y 4o Lo =T 8
44.2 Modification to either product or manufacturing process, or both .........cccccciiiiiiniiinnnnneen, 8
443 =Y o7 o o L= 8
4.5 Consequence of failure of sterilization dose substantiation or sterilization dose audit ........ 8
5 Selection and testing of product for substantiating and auditing a selected sterilization

L o= = 8
5.1 Nature of ProduUCH ... s s mnn e e e s e s amn e e e e e e e nnnnen e e e s 8
5.2 Sample item Portion (SIP) ... e s sn e e s 9
5.3 Manner of SAMPIING ....cooiiiiiiiiiccirr e s s s s e e e e e eesa s s s smme e e e e eesa s snnmnenssensssnnnnnns 10
54 1" T2 e o T Lo fe e T Lo 1 I == {1 o RS 1
5.5 = T [T 1o o 1
6 Method VD SD max -- Substantiation of a selected sterilization dose of 17,5 kGy, 20 kGy,

22,5 kGy, 27,5 kGy, 30 kGy, 32,5 KGY OF 35 KGY .....cooiciciririirrirer e sses s s ssms s 12
6.1 - 11 T 0 - 12
6.2 Procedure for Method VDmax SD for multiple production batches ..........cccccoccniiiiicinniinnenn. 12
6.2.1 7= 4 =T - | 12
6.2.2 Stage 1: Obtain samples of Product ............. s 13
6.2.3 Stage 2: Determine average bioburden ... ——————— 13
6.2.4 Stage 3: Obtain the selected sterilization dose .........ccooiiiiceciir s 13
6.2.5 Stage 4: Obtain VD SD MaX .....ccerireerrrirssmrersssneessssneesssssmsesssssmsessssassesssssnsesssssnsessessnsessssanesssssnns 14
6.2.6 Stage 5: Perform verification dose experiment ...........ccccoiiiociiircccirrcccre e 15
6.2.7 Stage 6: Interpretation of reSUItS .........cooccciiii i ———————— 15
6.2.8 Confirmatory verification dose experiment ... e 16
6.3 Procedure for Method VDmax SD for a single production batch .........cccccceeicciceniniicccccnees 17
6.3.1 - 14 o 4 - 1S 17
6.3.2 (.71 4 =T - TSR 17
6.3.3 Stage 1: Obtain samples of Product ... —————— 17
6.3.4 Stage 2: Determine average bioburden ... —— 18
6.3.5 Stage 3: Obtain the selected sterilization dose ... 18



6.3.6 Stage 4: Obtain VDmaX SD .....cccccccccmiiiriiiissccsscere s s sssssssssssss s s s ssssssssssmse s s s ssssssssssmsssssssssasssnsnssensns 19
6.3.7 Stage 5: Perform verification dose experiment ..., 19
6.3.8 Stage 6: Interpretation of results ... ——— 19
6.3.9 Confirmatory verification dose experiment ... —————— 20
7 Maintaining process effectiveness ..........ccocciiiiiiinii e —————— 21
71 L= 3 =T - 21
7.2 Frequency of determination of bioburden ... 21
7.3 Sterilization dose audit ... ———————————————— 21
7.31 (=T o 11 =Y 4TS 21
7.3.2 L0 1T oo 1T N 22
7.3.3 Procedure for auditing a sterilization dose substantiated using Method VDmax SD .......... 22
7.3.4 Failure of a sterilization dose audit ...........cccocriiiiiici i —— 25
8 Tables of values for SIP ... ———— 26
9 L AT LaT g (=T = - 11 4T (== 51
9.1 Substantiation of a selected sterilization dose of 17,5 kGy (SIP less than 1,0) .................... 51
9.2 Substantiation of a selected sterilization dose of 30 kGy (SIP equal to 1,0) ........cccccccueeenne. 52
9.3 Sterilization dose audit for a sterilization dose substantiated using ........c.ccccccvrevcirricceennn. 52
9.4 Method VDMaxX 22,5 ........ccciiiimiiniiiir i s s s s an s e 52
=1 0 [0 Yo - ] 437/ 54



		2026-05-11T19:02:43+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




