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» & European Commission (EC) 2011.6.8& #75f # 2
Directive 2001 /83 /EC#% Directive 2011/62/EU

* Article 46b:
1.  Member States shall take appropriate measures to ensure that the
manufacture, import and distribution on their territory of active substances,
including active substances that are intended for export, comply with good
manufacturing practice and good distribution practices for active substances.
2. Active substances shall only be imported if the following conditions are
fulfilled:
(@) The active substances have been manufactured in accordance with
standards of good manufacturing practice at least equivalent to those laid
down by the Union pursuant to the third paragraph of Article 47; and
(b) The active substances are accompanied by a written confirmation from
the competent authority of the exporting third country of the following:
3. The requirement set out in point (b) of paragraph 2 of this Article shall not
apply if the exporting country is included in the list referred to in Article 111b.
* The provisions necessary to comply from 2 July 2013.
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* Article 46b:
1. ...
2. Active substances shall only be imported if the following conditions are

fulfilled:

tive substances have been manufactured in accordance with

f good manufacturing practice at least equivalent to those laid

e Union pursuant to the third paragraph of Article 47; and

ive substances are accompanied by a w» confirmation from
nt authority of the exporting thir of the following:
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52 okt (44th Technical Report No.
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Article 46b:
2. Active substances shall only be imported if the following conditions are

tulfilled:
(b) the active substances are accompanied by a written confirmation from

the competent authority of the exporting third country of the following:
»  Written Confirmationz. 3L Z_
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» THE ISSUING REGULATORY AUTHORITY HEREBY
CONFIRMS THAT:

@ the standards of good manufacturing practice (GMP)
applicable to this manufacturing are at least equivalent to
those laid down in the Union;

@ the manufacturing plant is subject to regular, strict and
transparent controls and to the effective enforcement of
GMP, including repeated and unannounced inspections,
so as to ensure a protection of public health at least
equivalent to that in the EU; and

@ in the event of findings relating to non-compliance,
information on such findings is supplied by the exporting
third country without delay to the EU.
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P = W2 7FER 2
the country’s rules for GMP;

the regularity of inspections to verify compliance with
GMP;

the effectiveness of enforcement of GMP;

the regularity and rapidity of information provided by
the third country relating to non-compliant producers of
active substances.

v
v
v

review of relevant documentation, and
on-site review of the third country’s regulatory system

observed inspection of third country’s APIs manufacturer
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No listing for the moment (the relevant Israeli
v 7 2012.5.9 |legislation covers only active substances used

for the manufacture of finished products
manufactured in Israel).
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