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Elastomeric parts for parenterals and for devices for pharmaceutical use —
Part 2: Identification and characterization
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1-ISO48:(2007)

Rubber, vulcanized or thermoplastic -- Determination of hardness

(hardness between 10 IRHD and 100 IRHD)

2-1SO 2781: 1988

Rubber, vulcanized -- Determination of density

3-1SO 247 :1990

Rubber -- Determination of ash

4-1SO 8871-1 : 2003

Elastomeric parts for parenterals and for devices for pharmaceutical use -- Part
1: Extractables in aqueous autoclavates

5-ISO 3696 : 1987

Water for analytical laboratory use -- Specification and test methods

6-1SO 815 : 1991

Rubber, vulcanized or thermoplastic -- Determination of compression set at
ambient, elevated or low temperatures

7- 1SO 8362-5 :1995

Injection containers for injectables and accessories -- Part 5: Freeze drying
closures for injection vials

8- ISO 8536-6 :1995

Infusion equipment for medical use -- Part 6: Freeze drying closures for
infusion bottles

9- ISO 9924-1:2000

Rubber and rubber products -- Determination of the composition of
vulcanizates and uncured compounds by thermogravimetry -- Part 1: Butadiene,
ethylene-propylene copolymer and terpolymer, isobutene-isoprene, isoprene and
styrene-butadiene rubbers
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1- GC-Coupling techniques
2- GC-MS
3- Lyophilized drugs
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1- Analytical grade



(o!31)
IR‘-"-‘-“’S ‘;Lo)fm)mmﬁ‘)ﬂij|é|9.o

Slds V- I
«;Li?l—.’o—ébl—i)b‘-fﬁ“e‘gé}&@&Mdﬁ&db&@@wy9o¢z4ﬁpg¢;)|)>

098 (oo ol yiie

o St Sy e laolid jolate 4 45 Wigd o ool IR cinls S ool (sl (s, olga ol
S XNgd o oolaiul yge)]

oo Slge g b Byze ¥ — Cill

W sleg ol sl azio 535 3 sl e ond il Sis gl \-Y- I

e 3215 Y- Y il

e e TY— il

il FY— il

ot 9IS 55 0-Y-A

T o iy § Y il

5 blwg Y-

doy jlgFen cm 'L fe-cm 6 ynS o b oy B L IRz b V-Y-I
2o b e )90 b as

la oaiiSTa 50,85 L« (KBI) wlogp punsliy azmio Y-Y-I

)yl.iu.m) ‘ﬂ_r’_d‘

O iy £z -l

Oyl 53 4 anl B sl plel Gl g BO-Y-l
(&)Lu?‘) Cdg.wf}»» oo ;—“—uﬂj‘

1- KBr discs
2-Bunsen burner 3- Transmission
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1- Capillary column
2- Split injector
3-Flame — ionization detector 4- Carrier gas
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1- Column pressure

2- Septum flush
3-Split

4-Separation program
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1- Block heater
2- Gastight syringe
3- Automatic headspace sample injector 4- Head space gas chromatogra
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1- Thermal gravimetry
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