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We have identified a discrepancy in the regulations on ophthalmic solutions and suspensions in the Japanese Pharmaco-
poeia (JP). The JP regulations specify that there should be no visible particles of foreign matter in any ophthalmic drug
product. The JP further specifies that there may not be more than 1 particle of foreign matter of 300xm in size in 1 mL of
solution. However, we determined that particles of 50.m in size are visible to the naked eye suggesting that the JP regula-
tions concerning ophthalmic products are contradictory and should be revised.
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Table 1. Visual Inspection Result.

Particle Material of Particle Detection
Size the Container Number
300 m PET(Pink) 5./ 5
PET(Blue) 5,/ 5
PP (Blue) 5,/ 5
50 1 m PET(Pink) 5./ 5
PET(Blue) 5,/ 5
PP (Blue) 5,/ 5

+ 3004 m (1 particle /1 mL), 50z m (1 drop /5mL)
« PET (polyethylene terephthalate), PP (Plypropylene)

- Particle Detection Number show person / person.
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