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Primary Citations

We developed proprietary automations and tags to augment data, giving Redica Systems customers the power to access
information in seconds.

The Comparison Report is used to compare and contrast two groups, giving you insight into historical 483 Observations
issued and trends associated with them. Customers ultilize this report to compare their site’s inspection history to a
competitor or group of competitors, and for inspection preparation.
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483 Observations

Comparison Reports show more than just a high level summary. Users can drill down further to view specific observations
associated with each organization based on site, date issued, industries (Human Drugs, Biologics, etc.), view associated
events, read the primary and secondary citations, and even refine their filter further to only view desired Topic Tags
(Production, Quality System, Data Integrity, and more).

Below are the 483 Observations for Lonza and Catalent for their primary citations.
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Catalent Catalent Maryland [Baltimare / United States of America] Nov4, 2019 amp e I 2 Producion OBSERVATION 1
R 801 W Baltimore St #302, Procedures designed to prevent
Baltimore, MD 21201, USA micrebiological contamination of drug
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Catal Catalent Indiana, LLC [Bloomington / United States of America] Qct 18,2018 e HumanDrugs  Medical Devices 2 P OBSERVATION 2

o s 1300 5 Patterson Or, o Written preduction and process control

Bloomingtan, IN 47403, USA i procedures are not fallowed in the

Caalent Catalent Indiana, LLC [Bloomington / United States of America] Ocr 18, 2019 fer Human Drigs’ | Madical Davicss 2 Briosauion OBSERVATION 3

B G e 1300 S Patersan Or, = Procedure designed to prevent
Bloomington, IN 47403, USA micrabialogical contamination of drug prod...
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Catalent Catalent Indiana, LLC [Bloomington / United States of America] Qct 18,2019 o HumanDrugs  Medical Devices 2 Producion OBSERVATION 4
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Bloomington, IN 47403, USA at appropriate intervals 1o pre.
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Catslent Catalent Indiana, LLC [Bloomington / United States of America] Qct 18, 2019 GMp Human Druzs Mesieal Deviess 2 Escilities 2nd Equipment (OBSERVATION 5
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- Bloomingtan, IN 47403, USA var= d for cleaning and maintena.
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Catalent Catalent Nottingham Ltd. [Nottingham / United Kingdom of Great Britain and Northern Ireland] Q11,2019 Ghp Human Drugs El Producion  Data Intagrity OBSERVATION 2
2, Catalens family ree rd P iR The batch production and cantrol records are
deficient in that they do no.
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ez o 2210 Lake Shore r, mental manitaring (EM) for the Suite
i Woodstock, IL 60038, USA 7S fill machine, System L
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&5 of Americal 1,2018 Gup il iman Do 3 Deta Intesrity
GMP Human Drugs 2 Production  Data Integrity
o - 483sperpage < 2 >
Organization & T site & F Date & ¥ P L T Industries & T Associated L ¥  Topic ¥ Observation =
Issued Events Tags Content
Qce 23,2018 aup 2 DetaImcegrity  Packaging and Labeling
2018 =7 2 Materiais
L Ju P Gue Ty 3 Eaboratony
8830 Biggs Ford
Walkersville, MD 21793, USA
Ju aMp  Gup HumanDrugs  Medicsl Devices 3 Laboramary  Fadil
o Gup Medical Devices 3 ey (P ((Daa ey
u e Gup e B Dt Integrity
=23 3
© Petersburg Jun14, amp Hurman Drugs 3 Production

WANT TO SEE MORE?

] s Contact us to see the complete < G

list of top secondary citations
for Lonza and Catalent or a

comparison of two companies of

our choice.
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