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Authorised Person (AP > #3524 4 R )
(WHO GMP)

0 Role and Position

Implementation (and, when needed, establishment) of the
quality system;

participation in the development of the company's quality
manual,

supervision of the regular internal audits or self-
Inspections;

oversight of the quality control department;
participation in external audit (vendor audit);
participation in validation programmes.
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(WHO GMP) A

O Role and Position

The authorized person must be approved by the drug regulatory
authority. The licence holder is obliged to inform the drug regulatory
authority immediately if the authorized person is replaced
unexpectedly.

It may be necessary to nominate several authorized persons, one of
them having the responsibilities of the overall quality controller and the
others responsible for site or branch operations. The person authorizing
batch release should be independent from production activities.

The drug regulatory authority should approve the authorized person on
the basis of his or her professional curriculum vitae. Authorized
persons have duties not only to their employer but also to the
competent authorities. They should establish good working relations
with inspectors and as far as possible provide information on request
during site inspections.

Authorised Person (AP » 44 £ )




Authorised Person (AP » L34 £ f)-
(WHO GMP)

FDA
O Routine duties

The marketing authorization and the manufacturing authorization
requirements for the product have been met for the batch concerned.

The principles and guidelines of GMP, as laid down in the guidelines
published by WHO, have been followed.

The principal manufacturing and testing processes have been validated,
If different.

All the necessary checks and tests have been performed and account
taken of the production conditions and manufacturing records.

Any planned changes or deviations in manufacturing or quality control
have been notified in accordance with a well-defined reporting system
before any product is released. Such changes may need notification to
and approval by the drug regulatory authority.



Authorised Person (AP » L34 £ f)-
(WHO GMP) F

DA
0 Routine duties

Any additional sampling, inspection, tests and checks have been carried
out or initiated, as appropriate, to cover planned changes and
deviations.

All necessary production and quality control documentation has been
completed and endorsed by supervisors trained in appropriate
disciplines.

Appropriate audits, self-inspections and spot-checks are being carried
out by experienced and trained staff.

Approval has been given by the head of the quality control department.

All relevant factors have been considered, including any not
specifically associated with the output batch directly under review (e.g.
subdivision of output batches from a common input, factors associated
with continuous production runs).
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Directive 2001/83/EC article 41.46.48.49.
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Directive 2001/83/EC article 41.46.48.49.51
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% B Qualified Person (QP)+#1 &
EU GMP annex 16
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O Release date: 2015.10.12
0 Deadline into operation: 2016.4.15

O Process of certification (1)
Manufactured in the EU (1.4)
Manufactured outside the EU (1.5)
QP responsibility (1.7.1~1.7.21)

0 Handling of unexpected deviations

O Release of a batch

15



# B Qualified Person (QP)# & © e
EU GMP annex 16 oA

0O 1.7 In addition, the QP has responsibility for ensuring
points 1.7.1 to 1.7.21 are secured. These tasks may be
delegated to appropriately trained personnel or third
parties. It Is recognised that the QP will need to rely
on the pharmaceutical quality system and the QP
should have on-going assurance that this reliance is
well founded.



% B Qualified Person (QP)+#1 &
EU GMP annex 16

o 1.7.1 All activities associated with manufacture and testing of
the medicinal product have been conducted in accordance with
the principles and guidelines of GMP.

O 1.7.2 The entire supply chain of the active substance and
medicinal product up to the stage of certification is documented
and available for the QP. This should include the manufacturing
sites of the starting materials and packaging materials for the
medicinal product and any other materials deemed critical
through a risk assessment of the manufacturing process. The
document should preferably be in the format of a comprehensive
diagram, where each party, including subcontractors of critical
steps such as the sterilisation of components and equipment for
aseptic processing, are included.

roa




% B Qualified Person (QP)+#1 &
EU GMP annex 16

o 1.7.3 All audits of sites involved in the manufacture and the
testing of the medicinal products and in the manufacture of the
active substance have been carried out and that the audit reports
are available to the QP performing the certification.

o 1.7.4 All sites of manufacture, analysis and certification are
compliant with the terms of the MA for the intended territory.

o 1.7.5 All manufacturing activities and testing activities are
consistent with those described in the MA.

O 1.7.6 The source and specifications of starting materials and
packaging materials used in the batch are compliant with the
MA. Supplier quality management systems are in place that
ensure only materials of the required quality have been supplied.

) i
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% B Qualified Person (QP)+#1 &
EU GMP annex 16
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o 1.7.7 For medicinal products that fall within the scope of
Directive 2001/83/EC, as amended, or Directive 2001/82/EC,
the active substances have been manufactured in accordance
with GMP and, where required, distributed in accordance with
Good Distribution Practice (GDP) for Active Substances.

O 1.7.8 The importation of active substances used in the
manufacture of medicinal products for human use should
comply with the requirements of Article 46(b) of Directive
2001/83/EC, as amended.

O 1.7.9 For medicinal products that fall within the scope of
Directive 2001/83/EC, as amended, the excipients have been
manufactured in accordance with the ascertained GMP referred
to in Article 46 (f) of that Directive.



% B Qualified Person (QP)+#1 &
EU GMP annex 16

O 1.7.10 When relevant, the TSE (Transmissible Spongiform
Encephalopathy) status of all materials used in batch
manufacture is compliant with the terms of the MA.

o 1.7.11 All records are complete and endorsed by appropriate
personnel. All required in-process controls and checks have

been made.

o 1.7.12 All manufacturing and testing processes remain in the
validated state. Personnel are trained and qualified as
appropriate.

O 1.7.13 Finished product quality control (QC) test data complies
with the Finished Product Specification described in the MA, or
where authorised, the Real Time Release Testing programme.

)
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# B Qualified Person (QP)# & © e
EU GMP annex 16 oA

O 1.7.14 Any regulatory post-marketing commitments relating to
manufacture or testing of the product have been addressed. On-
going stability data continues to support certification.

O 1.7.15 The impact of any change to product manufacturing or
testing has been evaluated and any additional checks and tests
are complete.

o 1.7.16 All investigations pertaining to the batch being certified
(including out of specification and out of trend investigations)
have been completed to a sufficient level to support certification.

O 1.7.17 Any on-going complaints, investigations or recalls do not
negate the conditions for certification of the batch in question.



% B Qualified Person (QP)+#1 &
EU GMP annex 16
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O 1.7.18 The required technical agreements are in place.
O 1.7.19 The self-inspection programme is active and current.

O 1.7.20 The appropriate arrangements for distribution and
shipment are in place.

O 1.7.21 In the case of medicinal products for human use
Intended to be placed on the market in the Union, the safety
features referred to in Article 54(0) of Directive 2001/83/EC,
as amended, have been affixed to the packaging, where
appropriate.



