INSO

17441-2
1st.Edition

2013

Q)
Olz2! (ool (559002
Islamic Republic of Iran

ol 8 lastow! Lo ylojlus

Iranian National Standardization Organization

— oudyy e 3 SBST p
¥ o
> Il ey gy yo
A 5&«0)&‘&& ‘ s.‘bo g0

Prefilled syrings-
Part2:
Plunger stoppers for dental local
anaesthetic cartridges

1CS:11.040.10,11.040.25,11.060.20

ol o 8 lusti!
WFFI-Y

Jol ol

\yay



las ol &

! 3 litiasl Lo bojl b (ol
Sliiog 5 o labwl duwge Ol 5ie 5 (lsS 2ol (58 Yoole Sy w crge @ Glnl (siio Dladng g o bl At
(o)) (o slod lasliol 225 g (905 (et adlog &5 Sl 1925 comny @250 LS VTV olo ot ogeaan Ll (Sate
WLl sage as 1y 1l
4o V1PV Eh50 ol (Jle (lygd aad agd g ol g waSy crge 4 (lnl (e Dliiion g o laibisl dusga ol
e 0 U 12] gz A IVIYE £ g0 Yo FIVDATA o lad asl b 5 yeeis ) 0 biasl Lo bl
Elnsin g 55100 b oo ¢ lajls Galid 5 51 oS e 26 (gl pmamsaS 55 cilideo sl 055> 0 o Juiliol g0
(s bl b ez by Lo pllae b plfon (25555 950 (oo plnil Laiye 5 05T (golatdl s sunlsi (g« oode
5 OEALS jolo ¢ BALS G e (FOSays ol (o 5 3 olarlo Dlhais § wlalST &8 Lo j1 4 Canl (5,125 5 (5,55
o slas bl g G+ 39 (0 Jolo (g f g (s o losle dasl (paa g (sole ST OS5y
boolgiian 5 boylai 280 5l g 9 9980 Jluyl bonyo (28 Slo GgmneS slasl 5 ol 63 a2l 4 (2lo3 515 T ]
09 (o pite 5 Dl ol (gamsy) o 0 laibil lsie 4 cgal Sjgo 40 5 b At T L e o &S o
SIS o gl o (e Ll ule, L 5 oDlo (63 g e aBMle (gla plojls 5 Slannsie 45 olod Ikl s Ll
Co S o 09 (o e g Dl plml (e olaibinl plyte o ccugal Djy9e)0 g (o) g ik (e BeS 0
5 liasl Lo &aS 55 5 g5 O 5l ol Lo 8llinsl o oo aliigs olie bl 1 oS Wod o b Lo oloo il
Al ol ) o gal 4 dos oo Sz ll o laibinl Lo lesle a5 bgs e
5 (IEC) Sy Sl Jall i (ygmmmaS (1S0) o aslid Jall iy sl (ol slizel 51 )l sl e olajlos
2325 53 (CAC) (it nSuS (pseaa Tl s lyie &2 5 <ol T(OIML) Gigile sl o3lost JLall (s (ol
ol il 98 els Gl ol 5 (S Ll b 4 amr g e (lnl (e slasjlslin] (ngas jo . w5 oo clad
3900 xS0 (Hollim s labial 5 Gl (sare 5 (B¢ oole la céyiny
9 Coodhw Lass ¢ (EaisS B pan jl Coles sl e 5l j0 odd s i (pilee Cale, L aily o ol pl o laibil e lesle
3l eman sl e golatdl ) (ase Sy Sllade 5 Y 5maze CndS Sl Glisebl Joa ¢ (oogas 5 69,5 (i
rled bl e it Jle gyl g b o loly oI L [y jeiS U5 ol c¥game gl |y ol o sl latzal
ol Gamaz 0 5 Sholo YIS s laslisl gz ¢ jeiS EYgame gl (Mol s la il Laa> jolaie & Wilgs oo ylojles
0 glie die) H0 Jld Gluwhe o b ylojle Sleas 51 oS colatwl & yaise laebl gl p cuzen . wled gLl
551y 5 Lo oltalojl ¢ (agmatns) Cupis 5 CmpinS Cupie Sl s (8155 5500 5 (Sieee ¢ oyl ¢ Gsel
Ll Lyls o ool 1) Slasto 5 o Glojlo 55 ol Glnl 0 sl (e lojls ¢ Gomins Ll (misly ) (gl yedlS
Lo ol o) Slhes g tasl o ] a2 omdlo wnl dslialss c 3¥ Ll 1ol &jg0 )0 9 035 (o0 (b)) Ol nl Cedlo wl
plasl g Lesl 5 I3l e ond ¢ (o Jilog ((2ily) Ggamsl S S (el (s ol g 5+ oS (o0 )l
el Slojles ol ciallig o0 51 ol (e (sl o] pebas (sl 1 (gl (53,015 ol

1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 11040-2:2011, Prefilled syrings-part2:Plunger stopper for dental local anaesthetic cartridges
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2-4 1SO 3302 (all parts), Rubber Tolerances for products

2-5 1SO 8871-1, Elastomeric parts for parenterals and for devices for pharmaceutical use
— Part 1: Extractables in agueous autoclavates

2-6 1SO 11040-1, Prefilled syringes — Part 1: Glass cylinders for dental local anaesthetic
cartridges

1- Cartridge



2-7 1SO 11040-3, Prefilled syringes — Part 3: Seals for dental local anaesthetic cartridges
2-8 1SO 11499, Dentistry — Single-use cartridges for local anaesthetics
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1- Cavity
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1- Cylinder
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1- Elastomeric
2- Sterilization
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1- Microhardness
2- Shelf life
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1- Seals




S LSS ewilendl slo )8 59, 2 L VY-l Slidee Y-Y-

b oyl -l
ST G5 ) gty (g p0 00D saalive (glay SLid slass

S IS 1, (IS0 11040-3 5 Jailial) oty 5 oy (SboBs100 (3051 i by pod S 3



(SleMbl)
MU&,JL?S

So¥ DY gams (6,10, Ll gl Lonllygiws- S : AFAD o las ol o o laitisl  [1]
U5, b (Ki550008 6l s FY ¥ 0 Loty o)) Lo o il [2]

[3] [1SO 15378, Primary packaging materials for medicinal products — Particular
requirements for the application of ISO 9001:2008, with reference to Good
Manufacturing Practice (GMP)

[4] EC Guide to Good Manufacturing Practice for Medicinal Products, 111/2244/87, Rev. 3
— January 1998 as amended

[5] US/FDA Code of Federal Regulations



