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B-TV013
Dates for B-TV: 18 to 20 June 2024

EDQM/DBO team co-ordinator: Perrine ARNOULD

1. BLOOD ESTABLISHMENT INFORMATION

Blood Establishment (BE): Hospital Blood bank-Health Care Centar Valjevo
Address of the BE: Sindjeliceva 62, 14000 Valjevo, Serbia

Requester/contact person name and email address: Svetislav Mati¢, Maticsv@gmail.com

Quality Manager: Mira Vukovi¢
Director/ Authorised representative: Vladimir Pantelic
Responsible person: Svetislav Mati¢

1. B-TV PLAN (subject to changes)

Day 1 - 18 June 2024

Time Process / Activity Auditors/Trainers
09:00 — 09:30 Opening mesting Al
Presentation of the scheme, auditors and blood bank
main staff
09:30 — 10:30 Overall Quality Management - presented by the All
blood bank
Overview of organisational aspects, policies and
objectives of the blood bank, explanation on how the
national regulation incorporates the GPG
10:30 - 12:30 Issuing and Testing All
Immuno-haematology
Break
13:30 - 14:30 Quality Documentation Management All
14:30 — 15:30 Risk Management/Change control/CAPA All
15:30-17:00 Qualification/Validation/Equipment All
management
17:30 Audit team debriefing Audit team only
Page 1/3 FORM/671 — Rev. 01 [18/03/24]

Approval: CLO, MPE, LMA, CO 12/03/24

Reference document: IR24/02
FORMOQ7




V4 COUNCIL OF EUROPE

European Directorate | Direction européenne
for the Quality | dela qualité
of Medicines | du médicament
&HealthCare | & soins de santé CONSEIL DE L'EUROPE

B-TES/B-TV/B-MJV/B-MJA Plan

Day 2 — 19 June 2024
Time Process / Activity Auditors/Trainers
09:00 —10:00 IT systems All
2000 — 1100 FromH::a?::zir;n:::?rg ‘t:;ﬁning All
11:00 - 12:00 Internal audits All
Break
13:00 - 14:30 Haemovigilance and Recall management All
14:30 — 16:00 Audiit team debriefing All
16:00-17:00 Closing meeting All
17:30 Audit tearm debriefing Audit team only
Day 3 — 20 June 2024
Time Process / Activity Auditors/Trainers
09:00 - 10:00 Training session All
10:00-11:00 Training session All
11:00 - 12:00 Training session All
Break
13:00 - 14:00 Training session All
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2. TEAM CO-ORDINATOR

Name: Perrine ARNOULD
Position: Scientific Programme Manager, EDQM

Date: 13/05/2024 Y
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