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Implants for surgery - Homopolymers, copolymers and blends on poly(lactide) - In
vitro degradation testing

Contents Page
0T =T o iv
0 £ Yo 11T 3 T o O \'
1 S o o o - 1
2 Normative referenCes ... e 1
3 BT 4 3= 1 Lo Lo 1= 3 T 4 T Y 2
4 Degradation evaluation ... s nnn e e e nnnnnnes 3
41 =Y o =1 - | 3
4.2 Apparatus and reagents ...........occcccccciiiriiiiississerrrr s nnr e e e e eeaanennneeeeeaaan 4
4.3 Real-time degradation -- Sample conditioning procedure ...........cccoocvcmminiimnn s 5
4.31 Sample loading and placement ... ————————— 5
4.3.2 Control of tempPerature ... ———————————————— 5
4.3.3 Control of buffer SOIULION ... 5
4.3.4 5= T 0 o L= = = 5
5 Physical, chemical and mechanical tests ... 6
5.1 =Y o = - | 6
5.2 LOSS Of SAMPIE MASS ..ooeiiiicceeiiiiiriisiccrsserre s e s sss s ssssms e e e e e e sss s s sms e e e e e e s sas s s smmnn e e e essasssssnmnneenssnnssnnnnnnnns 6
5.21 Y o o = - 1 0 OSSR 6
5.2.2 Number of test SAMPIES ... s m s e e s s s mn e e e e s e nnnnnnes 6
5.2.3 g o Yo=Y T S 7
5.24 Reusability of test SPECIMENS ........ooiiiiiiiii e ——————————— 7
5.3 Evaluation of Molar MAasS ...t s mnn e 8
5.3.1 Via inherent ViSCOSItY ..o s s s 8
5.3.2 Via gel permeation chromatography/size exclusion chromatography ..........cccccouniiininiiinennnnns 8
5.4 MechaniCal tESES ... 8
5.4.1 =Y o = - | 8
5.4.2 Conditioning of test SAMPIES .........ccoiiieeiiiiicrrrrcr e 8
5.4.3 TeSt MELROMS ... e 9
5.5 Additional evaluation methods for consideration ...........cccoorieiiiincinccc s 9
6 Test termination ... e s 9
7 LI 08 =] oo 10
Annex A (informative) Nomenclature of absorb, degrade and related terms .........cccccevviinriniinnnnineen, 12
Annex B (informative) Additional analytic methods for consideration ..........cccociireecirrcccnccceeees 13
7] o1 o =T ] 1 3/ 14



		2026-05-11T16:12:34+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




