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Kapitel 2 Personal

Princip

Att faststilla och underhalla ett tillfredsstillande system for kvali-
tetssdkring och korrekt tillverkning av likemedelsprodukter
bygger pd minniskor. Av detta skil maste det finnas tillrackligt
med kvalificerad personal for att utfora alla de uppgifter som
ligger pa tillverkarens ansvar. Individuella ansvarsomraden ska
vara tydligt uppfattade av individerna och dokumenterade. All
personal ska kinna till de principer i GMP som paverkar dem
och ska erhalla initial och kontinuerlig utbildning, inklusive pa
de hygieninstruktioner som ir relevanta for deras behov.

Allmént

2.1 Tillverkaren ska ha ett tillrackligt antal personer med nod-
vindiga kvalifikationer och praktisk erfarenhet. Det anwar som

ges till varje enskild individ ska inte var:
innebir nigon risk for kvaliteten. oe
2.2 Tillverkaren ska ha ett organisationss@ema. Pgisone! q

ansvarig stillning ska ha sina specifika arbetsuppgifter beskrivna
i skriftliga arbetsbeskrivningar och tillrdckliga befogenheter for
att kunna utfora detg garar f@. Deras arbetsuppglfter kai
delegeras till utsedfia Qetricdlinden rled

tioner. Det ska intd gigra I@kor elfer o r ara
ningar i ansvarsomratf®fIor de p lerOrs a

Nyckelpersoner

2.3 Nyckelpersoner inkluderar tillverkningschef, chef for
kvalitetskontroll och om inte minst en av dessa personer ansvarar
for uppgifterna beskrivna i Artikel 51 i Direktiv 2001/83/EC en
utsedd sakkunnig person. Vanligen ska nyckelposter innehas av
heltidspersonal. Chefen for tillverkning och chefen for kvalitets-
kontroll ska vara oberoende fran varandra. I stora organisationer
kan det vara nodvéndigt att delegera delar av funktionerna listade
i punkterna 2.5, 2.6 och 2.7.

1Artikel 55 i Direktiv 2001/82/EC

2.4 Ansvarsomraden for sakkunnig person beskrivs fullt ut i
Artikel 51 i Direktiv 2001/83/EC och kan summeras som
foljande:
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Chapter 2 Personnel

Principle

The establishment and maintenance of a satisfactory system

of quality assurance and the correct manufacture of medicinal
products relies upon people. For this reason there must be suf-
ficient qualified personnel to carry out all the tasks which are the
responsibility of the manufacturer. Individual responsibilities
should be clearly understood by the individuals and recorded. All
personnel should be aware of the principles of Good Manufactur-
ing Practice that affect them and receive initial and continuing
training, including hygiene instructions, relevant to their needs.

General

2.1 The manufacturer should have an adequate number of per-
sonnel with the necessary qualifications and practical experience.
aced on any one individual should not be
Nt any risk to quality.

t have an organisation chart. People
in responsible positions should have specific duties recorded in
written job descriptions and adequate authority to carry out their

Key Personnel

2.3 Key Personnel include the head of Production, the head

of Quality Control, and if at least one of these persons is not
responsible for the duties described in Article 51 of Directive
2001/83/EC!, the Qualified Person(s) designated for the purpose.
Normally key posts should be occupied by full-time personnel.
The heads of Production and Quality Control must be indepen-
dent from each other. In large organisations, it may be necessary
to delegate some of the functions listed in 2.5, 2.6 and 2.7.

1Article 55 of Directive 2001/82/EC

2.4 The duties of the Qualified Person(s) are fully described in
Article 51 of Directive 2001/83/EC, and can be summarised as
follows:
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