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The validity of time-limited authorisations/registrations to manufacture/import 

should also be extended until the end of 2021 without the need for further action 

from the authorisation/registration holder.  This automatic extension does not cover 

changes in the scope of the authorisation/registration (e.g. new premises, new 

medicinal products). 

For new sites/facilities in the EEA that have never been inspected and authorised, a 

distant assessment may be conducted in order to evaluate if the site could be 

authorised without a pre-approval inspection.  In such cases, it should be indicated 

that the certificate has been granted on the basis of a distant assessment. Moreover, 

an on-site inspection should be conducted when circumstances permit.  If the 

outcome of the distant assessment does not permit the granting of the GMP 

certificate, a clock-stop will be triggered until an on-site inspection is possible. 

Sites located outside the EEA 

The validity of GMP certificates for manufacturing sites of active substances and/or 

finished products located outside the EEA should be extended until the end of 2021 

without the need for further action from the holder of the certificate, unless the 

issuing/supervisory authority takes any action that affects the validity of the 

certificate.   

For new sites/facilities in third countries where an inspection is required, and where 

there is no operational mutual recognition agreement (MRA) or the scope is not 

covered by the MRA, a distant assessment by an EEA supervisory authority may be 

conducted.  A GMP certificate may be granted depending on the outcome of the 

assessment.  In such cases, it should be indicated that the certificate has been 

granted on the basis of a distant assessment.  Moreover, an on-site inspection should 

be conducted when circumstances permit.  If the outcome of the distant assessment 

does not permit the granting of the GMP certificate, a clock-stop will be triggered 

until an on-site inspection is possible. 

Important remarks 

Pre-approval or routine on-site inspections will resume as soon as COVID-19 

restrictions are lifted,
7
 according to risk based inspection planning taking into 

account the date of the last inspection.   

It is stressed that the obligation of manufacturers and importers to comply with 

GMP is not waived.  It is incumbent upon manufacturers and importers to continue 

complying with GMP.  Supervisory authorities will remain vigilant to ensure the 

quality of medicines that are made available to patients in the EEA.  Inspections 

(including distant assessments) may be launched at any time and, in case of non-

compliance, appropriate regulatory actions will be triggered. 

                                                 
7
 Resumption of inspections will vary according to timing of the lifting of containment measures taken by 

each country and other factors such as restoration of transport links. 

35

lenovo
高亮

lenovo
高亮

lenovo
高亮

lenovo
高亮

lenovo
高亮


	20170807 2D  NCPC Huamin EUGMP -  con Traduccion.pdf (p.1-10)
	20170807 2D  NCPC Huamin EUGMP.pdf (p.1-5)
	CCF20170807_00005
	CCF20170807_00006
	CCF20170807_00007
	CCF20170807_00008
	CCF20170807_00009

	doc18260620171027154107.pdf (p.6-10)

	CCF20200318_00002
	CCF20200318_00001
	CCF20200318_00003
	20170807 2D  NCPC Huamin EUGMP -  con Traduccion.pdf (p.1-10)
	20170807 2D  NCPC Huamin EUGMP.pdf (p.1-5)
	CCF20170807_00005
	CCF20170807_00006
	CCF20170807_00007
	CCF20170807_00008
	CCF20170807_00009

	doc18260620171027154107.pdf (p.6-10)

	apostilla.pdf (p.11-13)
	A ESPAÑOL AFFIDAVIT CONDADO KINGS NUEVA YORK APOSTILLA sicmafarma.pdf (p.14-16)

