ISO 8537:2016-03 (E)

Sterile single-use syringes, with or without needle, for insulin

Contents Page
0T =T o '
Lo Yo 11T T o vi

1 5 o o o - SRS 1

2 NOIrMAtiVe refErEeNCEeS .......coi i e e s e e e e 1

3 TermsanddefinitioNs ... nan 2
4 TYPES Of SYFINGES ...vueieiiiiriirier s a e e e s nn e e s e nane 5
5 L= o LT 04 L= o S 5
5.1 General reqUIrEMENLS ......oooiiiiiiiicciiir s crsecrr e s s sssn e e e s se s s ssn e e e e e se s s s snme e e e e eesen s snnneenesanssnnnnn 5
5.2 Material SEIECLION ... 6
5.3 L0 o o 11 T oo Yo 15 ¥ 6
5.4 EXtraneous MAtter ... e e 7
5.4.1 7= o 1= - | 7
5.4.2 Limits for acidity or alkalinity ...........ccccccmmiiiiiccccerrrr e 7
54.3 Limits for extractable metals ... e 7
5.5 LT o o= 1o S 7
5.5.1 Lubrication of SYFiNGES .......cccciiiiiimiiii s 7
5.5.2 Lubrication of needle tube ... 8
5.6 D 11 4 =T L= T o =S 8
5.6.1 Barrel and plunger STOPPEr ..o s s 8
5.6.2 LT T 1= g T L= S 8
5.7 [ [OT T =1 /4 o1 10T T T=T = Lo o] o 1Y 8
5.71 =Y o 1= - | 8
5.7.2 Fit of plunger stopper in Barrel .......... e ssnr e e e mnmnenes 8
5.8 N\ 2 8
5.8.1 Conical fithiNg .....covciiiii i ————————————— 8
5.8.2 Position of nozzle on end of barrel ... 8
5.9 Needle tubing and NEEdIES ... —————————— 9
5.9.1 Needles for syringe types 3 and 4 ... —————— 9
5.9.2 Needle tubing for syringe types 5, 6, 7 and 8 ..........ccccciiiiiirnnn 9
5.9.3 Bond between hub and needle tube ............o e ——— 9
5.10 Standard test environmental conditions ... —— 9
5.1 Performance of assembled SYriNge ........ccccriireiiirsssrerrrsre e rss e rs e s sr e s e e e mn e e snennas 9
5.11.1 D 1= Lo [ o - Vo - 2 9
5.11.2 Freedom from leakage at needle ... s e s s 10
5.11.3 Freedom from leakage past plunger StOPPEr .......coviiiccciicmimriinisss e sssmer e e e s s s ssnnnenes 10
6 e T3 = Vo [ 11T 10
6.1 Unit packaging and self-contained syringe units ...........cccciniiiiiininc e 10
6.1.1 = L= - | 10
6.1.2 Unit packaging providing sterile barrier syringes (types 1, 3, 5and 7) .....ccccecvceriniiennnninen, 10
6.1.3 Self-contained syringes with sterile interiors (types 2, 4, 6 and 8) .........ccccvcrriiciiiiiniinnennnns 10
6.2 Multiple-unit packaging (for syringe types 2,4, 6 and 8) .........ccccvvreeirrrccecenrcceee e 11

6.3 L0 LT=T g o - o7 1 T 1 ' [ 1

7 Information supplied by the manufacturer ... ———— 1

71 =Y o 1= - | 11



7.2 53T T =N 1

7.21 L= o 1= - | 11
7.2.2 Additional marking for self-contained syringes (syringe types 2, 4, 6 and 8) ...................... 12
7.3 Unit packaging (for syringe types 1, 3, 5 and 7) ....occcoericceremiccccer e e 12
7.4 Multiple unit packs (syringe types 2,4, 6 and 8) ........cccvcceiriicccerinrce e 12
7.5 LYY g o - Tod 1 T 1 ' [ S 13
7.6 £33 Lo = T LT oo 41 = 11 s L= o S 14
7.7 B =T 153 o e o ARTLVA =T o o1V RS 14
Annex A (normative) Fluid for determination of acidity/alkalinity and extractable metals ................... 15

Annex B (normative) Test method for air leakage past syringe piston during aspiration and for

separation of rubber stopper and PIUNGET ... e 16
Annex C (normative) Test method for determination of forces required to operate piston ................. 18
Annex D (normative) Test method for determination of dead space ......ccccccceeecccicrrernsccccseceeee e, 20

Annex E (normative) Test method for liquid leakage at syringe piston and syringe nozzle/ hub or
needle/barrel unions during COMPreSSION ........cccciiiiirriiirr e ———————— 21

Annex F (normative) Test method for air leakage past nozzle/hub or needle/barrel unions during

F= L= 011 1T o 23
Annex G (normative) Preparation of extract for test for pyrogenicity and toxicity ............cccovviirriiinnes 24
Annex H (normative) Syringe sizes and graduated SCales ...........cccvreeeerrrrecrirrscsee s 25
L5310 e [ =1 ] 4 7/ PR 27



		2024-05-02T20:55:14+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




