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Compilation of Community Procedures on Inspections and Exchange of
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(MEf=AF 2 ME et 25 AT HA =HEH

Quality Systems Framework for GMP Inspectorates

(GMP A ALAE

1. Introduction

et EEAAE HR)

1.1 One of the main purposes of the GMP/GDP Inspectors Working Group is to establish and
maintain a system for mutual recognition of national inspections in respect of the manufacture and,
where relevant, wholesale distribution of medicinal products and for the administrative collaboration




between Member States (MS) of the European Economic Area (EEA). The general requirements for
national pharmaceutical inspectorates are to fulfil the requirements of national legislation and of the
relevant European Directives for EEA countries. Specific obligations of inspections as contained
in national law and if any European Directives must be included in the national
Inspectorate’s quality systems. (7} HE 3 REH X[ &o HAE SF AMEfZA °[RE= I}
Aol EF AlAH”of =ZdhE0fof SHC}.)

12~14 (&4 2§

2. Purpose

2.1 (M4 2h

22 Each GMP national inspection service should use this document as the basis for
developing its own quality system, so that inspection activities within each inspection service
are carried out in accordance with a system compatible with those of the other member
states. (Z} GMP =71 MAIZ| &2 ClE slei=3 S8EEs AMAHS S5 AA 858 =&
T AUAEE 2 EME XA EF AAH Jjdte] ZHE AIE3t0o{of §tC})

3.~14. (4 =§

15. Issue and Withdrawal of Licences and GMP Certiificates

(17} 2 GMP ZHA 29| wtg & F )
15.1~152 (M4 2k
15.3 There shall be a documented system for taking appropriate action against a licence and/
or a GMP certificate notably in the event of an adverse inspection report and for notifying
other Member States. The system shall be based on QRM and include descriptions of the
actions available to the Inspectorate; such actions may include suspension, variation or
revocation of the licence and/ or the GMP_ certificate(s). (53] O|AMALEI 7} Eol& Al AL
HEuMe AR 57t ¥ GMP ZHAMof| cfall MESH =X E Fstn CIE s e=x0 257 ¢
of EMSIEI A|AEIO] A0{oF stch, A/ AEE QRM Z|Eto[o{of St AlALZ[ O] & = U=
ZXof oist MEES ZEStodof St o[g 8t =X[ol= It & GMP 3HAMe ®o, HE =
= FA7F x8E = Act) There shall be a system for assessing compliance of an organisation
with the imposed licensing action.
15.4~157 (M4 2F)

(o] 3t 4 =f)

Procedure for dealing with serious GMP non-compliance requiring co-ordinated
measures to protect public or animal health
(% B2H == 58 HLS fsll =x7F 27 == Sdist GMP 28 & M2 HEXH

1.~2 (4 2h

3. Scope

3.1~32 (4 &

3.3 The discovery of serious GMP non-compliance at active substance manufacturer
associated with a CEP and inspected at the request of EDQM may lead to action by EDQM
in_connection with the CEP, such as suspension or withdrawal. (CEP 2} HatE =2/ E
HM=dXoAM AZst GMP £XEto] YW= EDQM o & w2l MEf=AIE st d%
CEP 2 #dH3stod EDQM 7F X == H3 & =XE F& = dct) If an inspection of an
active substance manufacturer has been carried out at the request of EDQM and serious
non-compliance is found, the lead inspectorate authority should liaise with EDQM to ensure that
finalisation of the statement of non-compliance should be concurrent with the finalisation of the
procedure for withdrawal or suspension of a CEP.

34 (M =2h
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Compilation of Community Procedures on Inspections and Exchange of
Information
(MEf=AF 2 ME et 25 AT HA =HEH

Quality Systems Framework for GMP Inspectorates

(GMP A ALAE

1. Introduction

et EEAAE HR)

1.1 One of the main purposes of the GMP/GDP Inspectors Working Group is to establish and
maintain a system for mutual recognition of national inspections in respect of the manufacture and,
where relevant, wholesale distribution of medicinal products and for the administrative collaboration




between Member States (MS) of the European Economic Area (EEA). The general requirements for
national pharmaceutical inspectorates are to fulfil the requirements of national legislation and of the
relevant European Directives for EEA countries. Specific obligations of inspections as contained
in national law and if any European Directives must be included in the national
Inspectorate’s quality systems. (7} HE 3 REH X[ &o HAE SF AMEfZA °[RE= I}
Aol EF AlAH”of =ZdhE0fof SHC}.)

12~14 (&4 2§

2. Purpose

2.1 (M4 2h

22 Each GMP national inspection service should use this document as the basis for
developing its own quality system, so that inspection activities within each inspection service
are carried out in accordance with a system compatible with those of the other member
states. (Z} GMP =71 MAIZ| &2 ClE slei=3 S8EEs AMAHS S5 AA 858 =&
T AUAEE 2 EME XA EF AAH Jjdte] ZHE AIE3t0o{of §tC})

3.~14. (4 =§

15. Issue and Withdrawal of Licences and GMP Certiificates

(17} 2 GMP ZHA 29| wtg & F )
15.1~152 (M4 2k
15.3 There shall be a documented system for taking appropriate action against a licence and/
or a GMP certificate notably in the event of an adverse inspection report and for notifying
other Member States. The system shall be based on QRM and include descriptions of the
actions available to the Inspectorate; such actions may include suspension, variation or
revocation of the licence and/ or the GMP_ certificate(s). (53] O|AMALEI 7} Eol& Al AL
HEuMe AR 57t ¥ GMP ZHAMof| cfall MESH =X E Fstn CIE s e=x0 257 ¢
of EMSIEI A|AEIO] A0{oF stch, A/ AEE QRM Z|Eto[o{of St AlALZ[ O] & = U=
ZXof oist MEES ZEStodof St o[g 8t =X[ol= It & GMP 3HAMe ®o, HE =
= FA7F x8E = Act) There shall be a system for assessing compliance of an organisation
with the imposed licensing action.
15.4~157 (M4 2F)

(o] 3t 4 =f)

Procedure for dealing with serious GMP non-compliance requiring co-ordinated
measures to protect public or animal health
(% B2H == 58 HLS fsll =x7F 27 == Sdist GMP 28 & M2 HEXH

1.~2 (4 2h

3. Scope

3.1~32 (4 &

3.3 The discovery of serious GMP non-compliance at active substance manufacturer
associated with a CEP and inspected at the request of EDQM may lead to action by EDQM
in_connection with the CEP, such as suspension or withdrawal. (CEP 2} HatE =2/ E
HM=dXoAM AZst GMP £XEto] YW= EDQM o & w2l MEf=AIE st d%
CEP 2 #dH3stod EDQM 7F X == H3 & =XE F& = dct) If an inspection of an
active substance manufacturer has been carried out at the request of EDQM and serious
non-compliance is found, the lead inspectorate authority should liaise with EDQM to ensure that
finalisation of the statement of non-compliance should be concurrent with the finalisation of the
procedure for withdrawal or suspension of a CEP.
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