Wi ]

Frr3
AN S

- spd

fadp e e i W~ 2
FoEERFEAET
FELEAFTLAE

L \ﬁt

® LA S(RTENFF A R)
Wrong product (label and contents are different
products)
® EFwRTIF X EREDFRHE R
Correct product but wrong strength, with serious
medical consequences
® LS B Sl B R
Microbial contamination of sterile injectable or
ophthalmic product
® LT FRHL R FPIG
Chemical contamination with serious medical
consequences
® jEERZ FEMAL AR
Mix-up of some products (rogues) with more
than one container involved
O AT FEHEAS  FRREFRG S
Wrong active ingredient in a multi-component
product, with serious medical consequences
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O LT 453 Bldoie F/RoT 4 &
Mislabelling, e.g. wrong or missing text or
figures

O:up i N HMF A N
Missing or incorrect information (leaflets or
inserts)
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Microbial contamination of non-injectable,
non-ophthalmic sterile product with medical
consequences
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Chemical/physical contamination (significant
impurities, cross-contamination, particulates)

L E- Bl Syl A
Mix up of products in containers (rogues)
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Non-compliance with specification (e.g. assay,
stability, fill/weight)
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Insecure closure with serious medical
consequences (e.g. cytotoxics, child-resistant
containers, potent products)
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o Faulty packaging, e.g. wrong or missing batch
g ° .
A number or expiry date
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Faulty closure
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Contamination, e.g. microbial spoilage, dirt
or detritus, particulate matter
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%% PIC/S PI 010-4 "PROCEDURE FOR HANDLING RAPID ALERTS AND RECALLS ARISING FROM

QUALITY DEFECTS ,



