5. #E Case Study 1 : Presentation on GMP Deficiencies and Subsequent Remedial Actions that
Impacted on the Global Supply Chain (Health Canada : Reza Salehzadeh-Asl)

NIVAT T HOELET, EETRICEWTER ELER G E T GMP A & 72 o 7o 4,

i E AR T, BEREVETHLIN, E—MGHRTH L b 0T, BHELEFTIIRBRE O F AR
T IEROBECIIREEGITE ) o7, TRIIBEFMETERTIEYy ML 62APRLBDTH D,

NELROBEECEREDOIBRNDRONoTz, I LICEERBEOEANY T —v 3 V&2To 7 bEERE,
AECEHLTAY F—v g VARILTH o T,

INHEZITT, ~"NVADFTHILBAVRELZT o, V7 Fr, BEME BOFEMRTF—L
ZALA. FRTFHEZ ST, 10 B OREEZIT o7z, £ ORRRMOME, EEBIFEONE, FRYSEE D
M, ERRAOND ., RlEG L7,

BLIEEIN & Ze | BEITEIES N, ~VAD T HIIHEBTERLILDAD ORI TR LT,
WENET LELEEZEEZITI TE TChHoD, I LICAREN RO EH S,

TAUC K VI HHE R & 22 0 BB~ DB T,

IOTVErT—va vEEE, MEEEEAE LEBE0 ) X7 ZFMEEBIONATIEI RV ER

277,

6. #E Case Study 2 : Presentation on GMP Deficiencies and Subsequent Remedial Actions that
Impacted on the Global Supply Chain (Irish Medicines Board : Paul Sexton)
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1 1. Identification and Resolution of GMP Compliance Problems through Inspection before Matters
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1 3. Programme to rationalize international GMP inspection of API manufacturers (EMA : Mr.
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1 4. Stability Considerations for Global Dossiers (ICH, Health Canada, and Other Jurisdicitons)
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1 5. Warkshop F : Assessment of API Supply Chain Integrity during GMP Inspection.
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1 6. Workshop E: Storage Condition Excursions and Storage/Shipping Validation Assessments during GMP
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1 7. Workshop D : Regulatory Oversight of Imported Medicine (Finnish Medicines Agency: Anne Junttonen
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1 8. Workshop A : Managing GMP Compliance while Minimizing Supply Interruptions (IMB : Anne
Hayes & T MHRA : David Churchward)
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1 9. Work Shop B : GMP/GDP Inspection — Counterfeit and Diversion (Taiwan Food and Drug
Administration : Ying-Hua Chen % U} Singapore’s Health Sciences Authority : Boon Meow Hoe)
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2 0. Packaging/Shipping Solutions for Global Product Distribution (Teva Pharmaceuticals : Ms. Linda
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BT - WONEEST (European Medicines Agency)
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