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DRUG PRODUCTS
Large Volume Parenterals
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& PDE(pg/day) & PDE(pg/day)

B Eomm mRA B B TEnw BERA WO
As 15 15 1.9 Rh? 1000 10 1.4
Cd 5.0 6.0 34 Ru? 1000 10 1.4
Hg 40 4.0 1.2 Tl 8.0 8.0 69
Pb 5.0 5.0 5.0 Ba 13000 1300 340
Co 50 5.0 2.9 Cr 11000 1100 2.9
Mo 180 180 7.6 Cu 1300 130 13
Se 170 85 140 Li 780 390 25
\"% 120 12 1.2 Ni 600 60 6.0
Ag 170 35 6.9 Sb 1200 600 22
Au 130 130 1.3 Sn 6400 640 64
I 1000 10 1.4

Os? 1000 10 1.4

Pd 100 10 1.0

Pt 1000 10 1.4
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#[E Code of Federal Regulations,Title 21, Volume 4(Revised as of April 1, 2011
The aluminum content of large volume parenteral (LVP) drug products used
in total parenteral nutrition (TPN) therapy must not exceed 25 «g/L.
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As 1 H H H
Cd 1 H H H
He 1 H B H
Pb 1 H ZEl H
Co 2A H H H
Mo 2A H H H
Se 2A H H H
Vv 2A H H ZEl
Ag 2B piiz il iz
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g 1ougs (PDE 5 u g/day)
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5( 1 g/day)/0.5(g) T, 10ug/g E4YZERLATHE.

ATTIER T R LD EHRFIELTI%ERASNSELT,
MNATTIVEEI TR I LDAHNOHEKTHERET HE,
0.5g/0.01 T 50gMDEEH|Z/ERLL THPDEELL T E1E5.




Q3DIZELET S USPDIR;

- General Chapters <232> and <233> became official
February 1, 2013; meeting the requirements of the general
chapters will be through a General Notices provision
applied to drug product monographs.

-The General Notices provision roposed in Parmacopoeial

Forum 39(1) has been deferred and the original
Implementation date of May 1, 2014 will not become official.
- A new implementation date has not yet been established
- The Elemental Impurities Expert Panel reporting to the
Chemical Analysis Expert Committee will revise General
Chapter <232> Elemental Impurities—Limits to align with
the ICH Q3D Step 2 limits.




Q3DIZELET S USPDIR;

-USP has formed a non-standards-setting Advisory Group to

address implementation issues.
- Will consider implementation recommendations to USP as it relates to
the General Notices provision.
- Expectation that it will conclude its work expeditiously so that a new
Implementation date can be established.
Advisory Group

Jon Clark, FDA

David Gaugh, GPhA

John Kauffman, FDA and ICH Q3D Rapporteur (current)

David Klug, IPEC—Americas

John Leighton, FDA

Robert Osterberg, USP Toxicology Expert Committee

John Punzi, CHPA(Consumer Healthcare Products Association)

Mark Schweitzer, ICH Q3D Rapporteur (through Step 2)

Phyllis Walsh, NJPQCA (New Jersey Pharmaceutical Quality Control
Association)



Q3DIZEHET S EPDIK;

*In their July session, the Committee for Medicinal Products
for Human Use (CHMP) decided to delay the application of
the current EMA Guideline on the specification limits for
residues of metal catalysts or metal reagents to existing
marketed products (transition:1 September 2013) until the
ICH Q3D guideline for elemental impurities will have been
finalised. (the deadline for comments by December 31, 2013.)

-the Ph. Eur. Commission has decided to defer publication in
Ph. Eur. Supplement 8.1 of the revised version of the general
monograph Substances for pharmaceutical use (2034) that
cross-references Chapter 5.20. As a consequence, chapter
5.20 Metal catalyst or metal reagent residues will not now
become legally binding as of 1 April 2014.
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