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Wrong product (label and contents are different
products)
® MR ERN AR EHEREL
Correct product but wrong strength, with serious
medical consequences
® SHEMMERAEBRMAE YT
Microbial contamination of sterile injectable or
ophthalmic product
® ARERRGERGICELN TR
Chemical contamination with serious medical
consequences
® SHBMREEMEL R
Mix-up of some products (rogues) with more
than one container involved
OURTESTEHERRY TERTFRHHEE
Wrong active ingredient in a multi-component
product, with serious medical consequences
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ORTABR  fldo: X F/H 4R AE A
Mislabelling, e.g. wrong or missing text or
figures

ORAT XM BT MRk & K483
Missing or incorrect information (leaflets or
inserts)

OFEMIE/A SR NA AR E B BB R
& 45T 8
Microbial contamination of non-injectable,
non-ophthalmic sterile product with medical
consequences

O LR/ PRI T R (AE AL ~ R TF & - %
fr it 7 )

Chemical/physical contamination (significant
impurities, cross-contamination, particulates)

L XL RN
Mix up of products in containers (rogues)

OB RMBH AR (B o4 TR % -
LM~ R/ FE)

Non-compliance with specification (e.g. assay,
stability, fill/weight)

ORMEHT R ARTEBERE(Wldo taf
Tﬁ:‘ 3 ﬁié—%f{\g% L i%;iﬁ -:Fcr)

Insecure closure with serious medical
consequences (e.g. cytotoxics, child-resistant
containers, potent products)
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Faulty packaging, e.g. wrong or missing batch
number or expiry date
® = iRkt
Faulty closure
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ﬁ)
Contamination, e.g. microbial spoilage, dirt
or detritus, particulate matter
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