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The EMA's GMP/GDP Inspectors Working Group

Is a group of GMP Inspectors that meets on a
regular basis four times a year. The group consists
of representatives from the GMP Inspectorates of
the European Economic Area Member States, a
representative from the European Commission
(DG Enterprise and Industry) and observers

from EDQM, the inspectorates of the countries In
relation with the EU and MRA partner
countries.



* The participants of these meetings discuss new
and revised GMP-related guidances, normally
developed by drafting groups, work related to
Mutual Recognition Agreements, how new
legislation impacts GMP Inspection activities
and harmonisation of GMP Inspections.




GMP Guide: Annex 1 Manufacture of Sterile

Medicinal Products)
DU -2017 9210872 20-2 Public Consultation

https: //ec.europa.eushealth/sites/health/files/files/gm
p/2017_12 pc_annexl consultation_document.pdf

Target date: Q4 2018 Y910 DIDIAY Ty

Comments: To incorporate guidance included in
Q&As dealing with the production of Water for
Injections by Reverse Osmosis and control of

biofilms

LOMINI EMA Website-2 0079 09 moavn xvnia Q&A
Annex 1-9 ynovY NN 2017


https://ec.europa.eu/health/sites/health/files/files/gmp/2017_12_pc_annex1_consultation_document.pdf
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IMPs
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Parametric release -Annex 17
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Guideline on the sterilisation of the medicinal -
product, active substance, excipient and

primary container,
EMA/CHMP/CVMP/QWP/BWP/850374/2015
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ATMPs
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https: /7ec.europa.eushealth/sites/health/files/f1
les/eudralex/vol-

4,2017 11 22 guidelines_gmp_for_atmps.pdf



https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2017_11_22_guidelines_gmp_for_atmps.pdf
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MRAS
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GMP certificate -Validity Period
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Super Batch
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Guideline on the selection of sterilisation processes for
active substances, drug products and primary packaging
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A deviation may only be considered ‘unexpected’ until
the time of discovery. One or more batches
manufactured prior to discovery may be eligible for
certification, however further manufacture or testing
must be in compliance with the MA. Repeated
occurrences of the deviation thereafter cannot continue
to be accepted for certification, because they no longer
meet the ‘unexpected’ criteria.
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Shared Facilities 79710
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Annex 16, section 3 (unexpected variations)

JUNOYW XIN DY THON YNINRND TV YIN °
YPYON DY NN PONN NNAN XD NNIN NYNINND
unexpected SN2 755 onN»nnY ) IPC minyIN2
NN OYS NYNINND T NPIN DN TN ,variations
TAO DY ININ MNINY XN 510> XD QP-N
>N N1 2OV INNRND unexpected variations
0NN NN NYNo CAPA yNad nowsn



139702 NN MYD

-//—' —

.’ -y g
iz g d"’
U L. i e bkt Bt




Thank You for your time

Questions?



