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E |; :F1E H Removal of heavy metals tests from a specification - Substances with a Ph. Eur.

monograph in existing marketed products

| Expand section | | Collapse section |

1. Is it necessary to submit a variation when removing a general test for
heavy metals (Ph. Eur.) from the specification of a substance with a Ph. Eur.
monograph in a medicinal product for human use? (H+V) March 2017

No. Reference to the general Heavy metals test (2.4.8) has been deleted in the Ph. Eur. 9.0
from all individual monographs for substances for pharmaceutical use (except those for
veterinary use only). Instead the Ph. Eur. General Monograph Substances for Pharmaceutical
Use will require that elemental impurities are considered in a risk assessment and the Ph.
Eur. General Monograph Pharmaceutical Preparatrons will make ICH Q3D mandatory for all
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m Plastic packaging material for the active substance

| '

Solid active substance

v

N\

Non-solid active substance

Material described in Ph. Eur. or in the
pharmacopoeia of a Member State
and/or in accordance with Foodstuff

d

yes

AN

no

*General information (3.1)
*Specification (3.2)

*General information (3.1)
*Specification (3.2)
*Migration studies (5.1)

*General information (3.1)
*Specification (3.2)

*Exiraction studies (4)
*Migration studies (5.1)
*Toxicological documentation (6)
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Plastic packaging material for drug products

.

for oral and topical other than ophthalmic administration

g A

Solid dosage form

Non-solid dosage forms

l

Material described in Ph.Eur. or in the
pharmacopoeia of a Member State and/or
in accordance with Foodstuff legislation

PN

yes no

v

T

for inhalation, parenteral and ophthalmic administration

/

Solid dosage form

v

A

Non-solid dosage forms

Material described in Ph.Eur. or in the
pharmacopoeia of a Member State

/N

yes

no

*General information

3.1

*Specification (3.2)

+*General information
(3.1)

*Specification (3.2)
sInteraction studies

*General information
(3.1)

*Specification (3.2)
*Extraction studies (4)
«Interaction studies (5)
*Toxicological
information (6)

*General information
(3.1)

*Specification (3.2)
sInteraction studies if
necessary (5)

*General information
(3.1)

*Specification (3.2)
sInteraction studies

_

QI

C¥FDA

*General information
(3.1)

*Specification (3.2)
«Extraction studies (4)
«Interaction studies (5)
*Toxicological
information (6)
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