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PIC/S EFRERETRK

* P| 040-1 PIC/S GUIDANCE ON CLASSIFICATION OF GMP DEFICIENCIES

lLEEELB ARAEZEmENEREZREEEEL B AREEZEMAIIRK
2.5 REmMAEIBRNABERALERITH/NEMTERE -
3EEF EBREMNRKNOIBERRBREIRK - RAKEBEERCHEE

1. A deficiency which has produced, or leads to a significant risk of producing either a product which is
harmful to the human or veterinary patient or a product which could result in a harmful residue in a food
producing animal.

2. A“Critical” deficiency also occurs when it is observed that the manufacturer has engaged in fraud,
misrepresentation or falsification of products or data.

3. A “Critical” deficiency may consist of several related deficiencies, none of which on its own may be “Critical”, but
which may together represent a “Critical” deficiency, or systems’ failure where a risk of harm was identified and
should be explained and reported as such.
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PIC/S BERF ETRK

* P1 040-1 PIC/S GUIDANCE ON CLASSIFICATION OF GMP DEFICIENCIES

EEELSUEEEELATERER ZEmAVIRK
,“,i R MENMPIFER GMP ZHl 15k
BNEEHT IR B EXRRRE/RE -
BRI TE ZN T ENEFAREEAERBITEEXRNES -
%ﬁﬂﬁl" HtFRK" TIBEMEBESHAR—EDPERRK - LEMZPERRETEHERER
|WE -

Major Deficiency which has produced or may produce a product which does not comply with its Marketing
Authorisation, Clinical Trial Authorisation, product specification; pharmacopoeia requirements or dossier;

- does not ensure effective implementation of the required GMP control measures;

- indicates a major deviation from the terms of the manufacturing authorisation;

- indicates a failure to carry out satisfactory procedures for release of batches or (within PIC/S) failure of the
authorised person to fulfil his/her duties;

- consists of several “Other” related deficiencies, none of which on its own may be “Major”, but which may
together represent a “Major” deficiency or systems failure and should be explained and reported as such.
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* P1 040-1 PIC/S GUIDANCE ON CLASSIFICATION OF GMP DEFICIENCIES

1. ReclRBA/BREXPEIRK - BEARRBGMPZIRK -
2. ?&E%iﬁ%,ﬁﬂﬁ%?&_]ﬁ%% RATRRBER - EBZREEHN
MWEMSERRASRELPERK

SEIl:

1. A deficiency that is not classified as either “Critical” or “Major”, but indicates a
departure from Good Manufacturing Practice (GMP). e

MMMMMMMMMMMMMMMMMMMMMMMMMMMMMMMMMM

2. A deficiency may be judged as “Other” because there is insufficient
information to classify it as “Critical” or “Major”.

PIC/S GUIDANCE ON
CLASSIFICATION OF GMP DEFICIENCIES
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