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Table 1
Stanless Sl Canisters Stailess Steo Canistors
Alloy 3161 Alloys04L
i (Mass Fractons)t
Carbon 003 002
Copper - 1020
Chvomium 1600-1800 190-230
Manganese 200 200
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Stainless Steel Canisters Stainless Steel Canisters
Alloy 316L. Alloy 904L
i (Mass Fraction/ )2
Molyodenum 200300 40-50
Nickel 1000-13.00 230-280
Nitogen 010 015
Phosphorus 0045 0045
Siicon 075 070
Sulfur 003 0035
ron Balance Balance
® Values are maxima unless otherwise stated.
3.2 Alumi , Aerosol Cans, and Soft Tubes
These
aloys, d The
composition o dose
g ) cans, soft tubes See Lable2
) ans, and soft tbes.
Tabl i
Canisters, Aerosol Cans, and Soft Tubes (4-5)
Inhalation Canisters Aerosol Cans Soft Tubes
Aluminum Aluminum Aluminum Aluminum
Elomental Alloy 10504 Alloy 5052 Alloy 1050A Alloy 1070A
Composition
Siicon 025 025 025 020
iron 040 040 040 025
Copper 005 010 005 008
Manganese 005 010 005 003
Magnesium 005 2228 005 003
Chromium - 015-035 - -
zine 007 010 007 007
Tianium 005 - 005 003
Other (ndvidual) 003 005 003 003
other total) - 015 - -
Auminum Remainder Remainder Remainder 970
® Values are maima unless otherwise stated
3.3 Aluminum Alloys for Foil
10 bacteri,ligh, moistre, and oxygen
hard Temperng is
cesignated astheletter O w8,
indicates the degree of hardening (e.0, H1E). A range ally
il pouch cold form,
Hard foil itisntas
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the minor Alloys used f

ofdempred 4 nclade 100, 12001235, 011, 8021, nd 8079 (5. 807-0) hie hardtemperd ol s r yscly 1200815, Ths,
partcular tempeing
See Table 3 for a
pharmaceutical foil
Aluminum Aluminum Aluminum Aluminum Aluminum Aluminum
Elemental Alloy 1100 Alloy 1200 Alloy 1235 Aloy8011 | Alloy8021B | Alloy 8079
Composition i i i
Sicon 050-090 040 005-030
iron 035 100 065 060-10 1117 01713
Copper 005-020 005 005 010 005 005
Manganese 005 005 005 020 003 -
Magnesium - - 005 005 oo -
Chromium - - A 005 003 -
zine 010 010 010 010 005 010
Tianium - 005 006 008 005 -
Vanadium - - 005 - - -
Other (each) 005 005 003 005 003 005
Other toal) 015 015 - 015 010 015
Auminum 99,00 99,00 0935 Remainder 76 Remainder
® Values are maima unless otherwise stated.
4. METALLIC PACKAGING/DELIVERY SYSTEMS
theiner ayers. s, polyest wothe

4.1 Manufacturing Process

4.1.1 STAINLESS STEEL CANISTERS, ALUMINUM CANISTERS, AEROSOL CANS, AND SOFT TUBES

|
Blank or siug).In general 1 P and
outer surface coatings.

by, for example, a deep-draw
process.

coating (if
Anodized coating: electrochemical process utizing acids

Polymer coating:

the base, I required.
t

 cured. An exteral lacquer q Formation of
configuration completes the manufacturing process.
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prevent product seepage aftr ilng.

4.1.2 ALUMINUM FOIL.
Aluminum

When two

4.2 Surface Coatings.

Since
lar internal
Polymer coatings

BPANI

gas,
that deposits an interal thin treatment layer.

another layer of

paper. chas:

A solvent

the other side

A primer.

Aprimer the other side

‘An adhesive laminate on both sides.

P the other
side

Extrusion laminates on both sides.

‘An adhesive laminate on one side and an extrusion coating or laminate on the other side

i tof the drug
ol
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