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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 8536-2:2010, Infusion equipment for medical use -Part 2: Closures for infusion bottles
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2-3 ISO 48, Rubber, vulcanized or thermoplastic—Determination of hardness (hardness between
10 IRHD and 100 IRHD)
2-4 1SO 3302-1, Rubber—Tolerances for products — Part 1: Dimensional tolerances

2-5 1SO 3302-2, Rubber — Tolerances for products — Part 2: Geometrical tolerances
2-6 1SO 8536-1, Infusion equipment for medical use — Part 1: Infusion glass bottles

1- Closures
il oo b wass Jb 45 1S0 8536-1 wll 5 o)l e o laslw! Y
3- Barrier-coated closures
4- Potency
5- Purity
6- Stability
7- Safety



2-7 1SO 8536-3, Infusion equipment for medical use — Part 3: Aluminium caps for infusion bottles

2-8 ISO 8871-1, Elastomeric parts for parenterals and for devices for pharmaceutical use -- Part
1: Extractables in aqueous autoclavates
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1- ldentations

2- Piercing

3- Flange

4- Trimming edge



oolo A

Aol asls callas o lailbewl pl £ o 5o ead et Slol L sl oolazwl 5,90 \61493-“’5” oole

slod o oal gl L o G ATl plia 3,5 (1 Y“-';‘)-? 9 Wb gegiwdl oole
5,8kas gl daseiin a5 Sloy o] 90y 5 00 Cymend Sg05 Lial3dl oy |, Te MiNGse 4 (VY1£Y) C
Jle plsie 4038 g slo oy, e 3550 50 ales Jeod Jolatte oslitnl Lulyh Cod (A )
Sed 23l eole g cowlio ( 255

J.i:....u 9o )""J’ B wgl&a “5.))).) dLﬁb lem Ls oolazw! Ls‘)’ 9, <° )Lf L @Lét“)‘ L}“)JS U?]‘"‘“ 1ads oS @L?DT )‘—‘5)9]—0'.?
5L ol el (e B b (59,5 (g

20 s 598 Al T Sles 00lS G pas Lawgt 5 0nd eesl ddsl 6 pegia¥l oY e s b ol b i o
Gl L 3 0 Shee sla el b b )] il 5 (o5 diged b ool &l (g p0 o llas 5l Ghg s
S ol liabsl Tog lazs byl g ons

iyl #
LIS 1-§

b o s yagnadl sl gy Lulyd a8 SLll Jilas 4 F-5 6 Y-8 (claniy ) 5 oad (pepns Lol
e on yma |y 983 oo gl )| Tl Jmall i

59 ol P Y -5
S \-Y-F

b laie LEDIRHD i i uls 5 953 38l55 )5 5 00iiSadsi Cpm il (6 posiw¥l oole idew oo
pll jols digesl SO (69, VAIYY-Y o)lels ) (Lo o lailinl b gllas ool ol o il ails LS
0331 190 48 L @llas azilizo9h (59051 1SO 48 L sillae b (9150 (59, Wl (o0 Lglite (5uw 092
il asls S ey aiges LEOIRHD i in wls | hewy, b

1- Elastomeric material

2- Cycle

3- End-user

4- Compendium requirements
5- Receipt by the user

6- Hardness

7- Microhardness
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1- Fragmentation

2- Spike penetration force

3- Spike retention/sealability
4- Resistance to ageing

5- Vulcanized
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1- Prior processing
2- Crimping device
3- Sealing force
4- Sharpness
5- Lubrication
6- Keenness
7- Context
8- Capping device
9-Aluminium caps

A3l ool wass b 50 1SO 8536-3 el )l e o lasliwl =Y+
11- Fit
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1- Organic solvent
2- Dip

3- Degrease

4 Marked area

5- Pierce

6- Withdraw

7- Naked eye
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1- Lack consistency/ Inconsistency
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1- Fit
2- Clamped
3- Perpendicularly
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[3] ISO 8871-5, Elastomeric parts for parenterals and for devices for pharmaceutical use —
Part5: Functional requirements and testing
[4] ISO/TS 15510, Stainless steels -- Chemical composition
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