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% 1+ 4L F LTS LOHMANN THERAPIE-SYSTEME AG | #£+% i7 42 %

Inspection Program

Company: LTS Lohmann Therapie-Systeme AG

Address: Lohmannstrasse 2, D-56626 Andernach, Germany
Date: 20 Oct. 2017
Time: 09:30-16:00
Inspector: Ms. Meng-Hsiu Wu

Inspector Agenda:

Time Topic Activities
9:30-10:30 | Open meeting Reception/ Introduction
Scope of the inspection
Presentation of LTS
1. Quality System
2. History of regulatory inspections in last two
years and your response
3. Complaint
4. GDP
Q&A
Discussion and confirmation of inspection
agenda
10:30-10:45 | Presentation of LTS
related
Painkyl®( Fentanyl
buccal soluble films)
10:45-12:00 | Site Inspection
12:00-13:00 | Lunch
13:00-15:00 | Documentation review | SMF
Annual Product review
Complaints
OO0S and Deviations
Change controls
15:00-15:15 | Close meeting
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