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(ii) Niveauet af arbejdsindsats, formalitet og dokumentation
i processen med kvalitetsrisikostyringen star i forhold
til risikoniveauet. Eksempler pa processerne og anven-
delserne af kvalitetsrisikostyring kan blandt andet findes
i ICH Q9, som er gengivet i Del III i vejledningen.

Kapitel 2 Personale
Grundlaeggende princip

Korrekt fremstilling af medicinske produkter atheenger af
personale. Derfor skal der veere nok sagkyndigt personale til

at udfere alle de opgaver, der er fremstillerens ansvar. Hver
enkeltperson skal klart og tydeligt forsta netop sine ansvarsom-
rader, og dette skal dokumenteres. Alt personale skal veere klar
over de principper for god fremstillingspraksis, der bererer dem,
og de skal have forberedende og labende uddannelse, inklusive
hygiejnevejledning, der er relevant for netop deres behov.

Generelt

2.1 Fremstilleren skal have et forsvarligt antal perso:
fornedne kvalifikationer og praktisk erfaring. Toplede
beslutte og sikre adgang til tilstreekkelig ressourcer (
lige, finansielle, materielle, faciliteter og udstyr) for ai
implementering og vedligehold af kvalitets styringssystemet and
kontinuerlig forbedre dets effektivitet. De ansvarsomrader, som
hver enkelt palegges, ma ikke vare sa omfattende, at kvaliteten
kommer i farezonen.

2.2 Fremstilleren skal have en organisationsoversigt hvor i
sammenhangenden mellem leder af produktion, kvalitetskontrol
(QC) and hvor relevant leder af kvalitetssikring (QA) eller
kvalitetsenheden som henvist til i punkt 2.5 og positionen for
sagkyndig person (QP), tydeligt fremgér af det ledelsesmaessige
hierarki.

2.3 Personer i ansvarshavende stillinger skal have specifikke
pligter dokumenteret i skriftlige jobbeskrivelser og tilstraekke-
lig myndighed til at udfere deres pligter. Deres pligter kan
uddelegeres til udpegede stedfortreedere med tilfredsstillende
kvalifikationer. Der ma ikke vaere nogen huller eller uforklarlige
overlapninger i ansvarsomrader for det personale, der beskeefti-
ger sig med god fremstillingspraksis.
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(ii) The level of effort, formality and documentation of the
quality risk management process is commensurate with
the level of risk Examples of the processes and applica-
tions of quality risk management can be found inter alia
in ICH Q9 which is reproduced in Part III of the Guide.

Chapter 2 Personnel
Principle

The correct manufacture of medicinal products relies upon peo-
ple. For this reason there must be sufficient qualified personnel to
carry out all the tasks which are the responsibility of the manu-
facturer. Individual responsibilities should be clearly understood
by the individuals and recorded. All personnel should be aware
of the principles of Good Manufacturing Practice that affect them
and receive initial and continuing training, including hygiene
instructions, relevant to their needs.

General

anufacturer should have an adequate number of per-
the necessary qualifications and practical experience.
S¢ gagement should determine and provide adequate and
appropriate resources (human, financial, materials, facilities and
equipment) to implement and maintain the quality management
system and continually improve its effectiveness. The responsi-
bilities placed on any one individual should not be so extensive
as to present any risk to quality.

SQ

2.2 The manufacturer must have an organisation chart in which
the relationships between the heads of Production, Quality Con-
trol and where applicable Head of Quality Assurance or Quality
Unit referred to in point 2.5 and the position of the Qualified
Person(s) are clearly shown in the managerial hierarchy.

2.3 People in responsible positions should have specific duties
recorded in written job descriptions and adequate authority to
carry out their responsibilities. Their duties may be delegated to
designated deputies of a satisfactory qualification level. There
should be no gaps or unexplained overlaps in the responsibili-
ties of those personnel concerned with the application of Good
Manufacturing Practice.
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2.4 Topledelsen har det ultimative ansvar for at sikre et effektivt
kvalitetsstyringssystem er implementeret for at sikre opnaelse af
systemets formal og at roller, ansvar og bemyndigelser er defi-
nerede, kommunikeret og implementeret igennem hele organisa-
tionen. Topledelsen skal etablere en kvalitets politik som beskriver
de overordnede intentioner og retning for firmaet i relation til
kvalitet og skal kontinuerligt sikre at kvalitetsstyrings systemet er
anvendeligt og effektivt, samt sikre GMP reglerne fglges gennem
deltagelse i ledelsesgennemgang af systemet.

Ansvarligt personale

2.5 Topledelsen skal udpege ansvarligt personale omfatter
produktionschefen, chefen for kvalitetskontrol og, safremt mindst
en af disse personer ikke har ansvaret for de pligter, der beskrives
i artikel 51 i direktivet 2001/83/EC1, et tilstreekkeligt antal, men
mindst en, sagkyndig person(er) udpeget til formalet. Ansvars-
havende stillinger skal normalt vere besat med personale i
fuldtidsstillinger. Cheferne for produktion og kvalitetskontrol skal
vere indbyrdes uathengige. I store organisationer kan det vaere

organisatoriske struktur i firmaet, kan der udpeges en
chefen for kvalitetssikring (QA) eller chefen for cheferl# i@
kvalitetskontrolenheden. Hvor sadan en funktion findes er der
normalt ansvar beskrevet I 2.6, 2.7 og 2.8 som er delt mellem

chefen fo kvalitetskontrol og chefen for produktion, og her skal top-

ledelsen sikre sig at roller, ansvar og bemyndigelser er defineret.

2.6 Den eller de sagkyndige personers pligter beskrives udferligt
i artikel 51 i direktiv 2001/83/EC, og de kan opsummeres pa
folgende méde:

a) For legemidler, der fremstilles inden for det Europaeiske
Feellesskab, skal en sagkyndig person serge for, at hvert
batch er fremstillet og kontrolleret i overensstemmelse
med gaeldende love i pagaeldende medlemsstat og i
overensstemmelse med kravene beskrevet i markeds-
fﬁringstilladelsenz.

IArtikel 55 i direktivet 2001/82/EC

2 I henhold til artikel 51 , sektion 1, i direktiv 2001/83/EU skal de batcher
af leegemidler, som saledes er kontrolleret i en medlemsstat, fritages fra
ovenncevnte kontrol, ndr de scelges i en anden medlemsstat ledsaget af
kontrolbeviser, underskrevet af den sagkyndige person.
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2.4 Senior management has the ultimate responsibility to ensure
an effective quality management system is in place to achieve the
quality objectives, and, that roles, responsibilities, and authorities
are defined, communicated and implemented throughout the or-
ganisation. Senior management should establish a quality policy
that describes the overall intentions and direction of the company
related to quality and should ensure continuing suitability and
effectiveness of the quality management system and GMP com-
pliance through participation in management review.

Key Personnel

2.5 Senior Management should appoint Key Management
Personnel including 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/EC1, an
adequate number, but at least one, 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 independent from each other. In large organisations, it
essary to delegate some of the functions listed in 2.6
litionally depending on the size and organisational
the company, a separate Head of Quality Assurance
or HEMof the Quality Unit may be appointed. Where such a
function exists usually some of the responsibilities described in
2.6, 2.7 and 2.8 are shared with the Head of Quality Control and
Head of Production and senior management should therefore
take care that roles, responsibilities, and authorities are defined.

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

a) for medicinal products manufactured within the European
Union, a Qualified Person must ensure that each batch has
been manufactured and checked in compliance with the
laws in force in that Member State and in accordance with
the requirements of the marketing authorisationz;

Lgrticle 55 of Directive 2001/82/EC

2 According to Article 51 paragraph 1 of Directive 2001/83/EC), the
batches of medicinal products which have undergone such controls in a
Member State shall be exempt from the controls if they are marketed in
another Member State, accompanied by the control reports signed by the
qualified person.
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