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3. SRIEEHY)

Parenteral PDE Inhalation PDE

EMA

USP

Q3D

Q3D

1.5 (%)

No limit

1.5 (%)

54 (1.5)

5# (1.5)

25

No limit

2.5

54 (2.5)

5# (1.5)

No limit

250

No limit

1000

2.5

1000

2500

100

100

100

15(*)

No limit

1.5(%)

4

5[3
(1.5)**]

100

250

10

10

250

500

250

50

200 (50)

4 (1.5)

5

No limit

5

5

S

100

100

10

10

54 (1.5)

100

100

10

10

54 (1.5)

100

100

10

as Pt

as Pt

100

100

10

as Pt

as Pt

100

100

10

as Pt

as Pt

100

100

10

as Pt

as Pt

100

Orange: tentative: no agreement yet. Bleu: proposed change.

250

10

**: may change to 5 if the bottom is set at 5.

10

30
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~ Classt ~ Class2 ~~ Class3
As, Pb, Cd, Hg Rh, Ru, Co, Pt, Se, Ni Sb, Ba, Li, Cr, B, Al,
Au, Tl. Pd, Ir, Os, V, Mo, Ag, W Cu, Sn

Class 1 Metals
Ubiquitous metals in nature with known safety concerns and are not
intentionally used in the manufacture of drug products.

Class 2 Metals
Metals with known safety concerns and are used as catalysts and/or
reagents in manufacture of drug products.

Class 3 Metals
Metals with low safety concerns that may be present in drug products.
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