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« Atrticles 40 and 46 Directive 2001/83 (HumanMP)
* Atrticles 44 and 80 Directive 2001/82 (VetMP)

* Inspection procedures (Compilation EMA/572454/2014 Rev 17)

http://www.ema.europa.eu/docs/en GB/document library/Requlatory and procedur
al gquideline/2009/10/WC500004706.pdf

Article 64 of the consolidated text of the Law of guarantees and rational use of

medicines and medical devices approved by the Royal Legislative Decree 1/2015, of
July 24

* Atrticles 26, 43, 44 and 45 of Royal Decree 824/2010 of 25 June, regulating the
manufacturing...

Key points:

1.- Any manufacturing activity must be authorised and requires a prior
Inspection

2.- Medicinal products manufactured in Spain must comply with EU GMP
guidelines even if they are manufactured for export only.

3.- EU inspection procedures must be followed

am


http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004706.pdf
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 Planning and performance of GMP inspections at national and
international level (APIs & medicinal products)

— Routine inspections: design and implementation of the Annual Inspection
Programme:

* National
* International: sites in 3 countries (EMA, AEMPS,WHO, EDQM)
— Authorization inspections:

* New sites
* Major modifications of authorized sites
. . 450
— For cause inspections: 400
. _ - 350
Non comp!lance | 300 .
* Follow-up inspections ggg
150
.. e . 100
* Inspectors training and qualification s
0 2008 | 2009 | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016
| Inspection requests | 301 | 374 | 246 | 228 | 353 | 235 | 289 | 349 | 391
i Inspection activities | 231 | 255 | 323 | 314 | 357 | 307 | 2563 | 374 | 391
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- Risk based model -

Objectives:
1. To achieve a higher level of efficiency in the use of inspection resources,

prioritizing:
= |nspections to be performed and areas or production lines to cover
= Length and frequency

2. To protect effectively the final quality, controlling the most critical aspects

Methodology:

Inspections are conducted every 3 years or less, depending on the result of the
last inspection (validity period of the GMP certificate can be limited)

A priorization is made taking into account risk factors, that can affect the
product quality and are related to:

- type of product,

- manufacturing process,

- facilities and

- GMP history

As a result, it is obtained an ordered list of sites to be inspected, according to
a given punctuation, indicating: site name and address, dosage forms/APIs
manufactured, last inspection date, number of days required, assigned team
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LABOFAR: the inspection programme is managed electronically. IT

tool of the Pharmaceutical Inspection and Enforcement Department of
AEMPS

v" Two annual inspection programmes:

Medicinal products
= National
= |nternational

Active pharmaceutical ingredients
= National
= |nternational

v' Documents generated:
O Plan

O Final Report: including results of inspection (compliance/date of inspection)
and programme compliance
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Planificacion de la Actividades Inspectoras - PEDD9-361
Estado: Redaccion del Informe Final de Actividades Inspectoras
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Listado de instalaciones que potencialmente pueden ser incluidas en el PAT LABORATORIOS del afio 2017

[Ingresar biisqueda por nombre de instalacidn... |

[Ingresar bisqueda por expediente...

Buscar

Programa Nacional Programa Internacional

103 filas, mostrando desde 1 a 20.
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DIATER LABORATORIO DE DIAGNOSTICO Y Avenida Gregorio Peces

(D) | et a0 Barba, . 05/09/2017 27MMG MRV [A, D, E, Fl ||
PE010-1548 ﬁ'lms —_— g}f;f',J ﬁiengf‘lmp”’dé”’ 28/04/2017 4 27  27LUPG PAL [A,D,EFl Si [ |
PE0L0-1547 IBA MOLECULAR SPAIN, S.A. gﬁeg;g::t’f?"’ 182 oojoz/2017 2 2.7 27MvA 1T D, F] si ||
PE0L0-1551 ROVI CONTRACT MANUFACTURING, S.L. iq“;frri'df?_rf‘aﬁ""' 35 91/04/2017 5 2.3  2.3LIPG PFB [A, D, E] si ||
PE010-1553 ROXALL Medicina Espafia, S.A Egﬂzfégii:_’f"ﬁm ¥ 07/09/2017 8 2.3 2.3 MASA ACS [B, D, E] si ||
PE010-1552 PRAXIS PHARMACEUTICAL, 5.A. g"rr',":r;"l]:ms Lumiere |, 011 0/2014 9 2.3 2.3MASA 1Q) [A, D, E] s ]
PE0L0-1550 AMPLICEL SOLUCIONES DIAGNOSTICAS, 5.1 S:'r"'tf:qﬁemtm Avda. 00472017 4 2.3 2.3MMG  CFT [A; D, E] si ]
PE0L0-1554 FARMASIERRA MANUFACTURING, 5.1 g;r:sle’“"' Km. 26,200, 130212017, 2 2.2 2.2|sm IRE [A, D, E] si ||
PE0L0-1556 IBA MOLECULAR SPAIN, S.L. (3:‘: E':n';q:'_és de Beccaria, /022017 1 2.2 22MvA 1) [, D, F] si ||
PE010-1555 IBA MOLECULAR SPAIN, S.A. gzgm:f_”ba Edison, 7. | cro3/2017 2 2.2 22MvA  1Q) [A, D, F] s ]
Redactar
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