Notification of Physical Media  Submission due to failure  of message receipt by the SÚKL ESTRI Gateway 
Date of submission:
To: State Institute of Drug Control
Pharmacovigilance Dept.

Šrobárova 48

Praha 10

10041

Sender‘s details:

Dear Madam/Sir,

The enclosed ICSR(s) are being submitted via physical media (CD) due to prolonged technical failure of the SÚKL’s Gateway which was announced on the SÚKL’s website on (date(                   . 

We acknowledge that the respective ICH M2 Acknowledgment Messages will be returned to our organisation via the Gateway once the failure has been resolved. 

Yours faithfully,

Fields to be completed by SÚKL:

Submission date:

Date of message loading:

Date of completion of message handling (ack is sent to MAH):

Document amendment: The list of the worldwide unique numbers of submitted reports (ICSRs) (Annex 1)
Annex 1

Document Amendment to Notification of Physical Media Submission due to failure  of message receipt by the SÚKL ESTRI Gateway 

The list of the ICSR(s) submitted by (name of the MAH( via physical media due to technical failure of the SÚKL’s ESTRI Gateway:
	Worldwide unique case identification number  (A.1.10)
	Suspected MP(s)
	Date of sending ack message back to MAH  (completed by SÚKL)
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