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Particle Sizing Systems

Building solutions one particle at a time.
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Building solutions one particle at a time.
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JEBE % (Light Obscuration Particle Count Test)

For preparations supplied in containers with a nominal volume of more than 100 mL, apply the criteria of Test 1.A.For prepara-
tions supplied in containers with a nominal volume of less than 100 mL, apply the criteria of Test 1.B.For preparations supplied in
containers with a nominal volume of 100 mL, apply the criteria of Test 1.B. [NOTE—Test 1.Ais used in the Japanese Pharmacopoe-
ia.] If the average number of particles exceeds the limits, test the preparation by the Microscopic Particle Count Test. Test 1.A
(Solutions for parenteral infusion or solutions for injection supplied in containers with a nominal content of more than 100 mL)—The
preparation complies with the test if the average number of particles present in the units tested does not exceed 25 per mL equal to or
greater than 10 pm and does not exceed 3 per mL equal to or greater than 25 um. Test 1.B (Solutions for parenteral infusion or solu-
tions for injection supplied in containers with a nominal content of less than 100 mL). The preparation complies with the test if the
average number of particles present in the units tested does not exceed 6000 per container equal to or greater than 10 um and does not
exceed 600 per container equal to or greater than 25 um.

R MR %A (Microscopic Particle Count Test)

For preparations supplied in containers with a nominal volume of more than 100 mL, apply the criteria of test 2.A.
For preparations supplied in containers with a nominal volume of less than 100 mL, apply the criteria of test 2.B. For
preparations supplied in containers with a nominal volume of 100 mL, apply the criteria of test 2.B. Test 2.A — Solutions
for infusion or solutions for injection supplied in containers with a nominal content of more than 100 mL . The prepara-
tion complies with the test if the average number of particles present in the units tested does not exceed 12 per milliliter
equal to or greater than 10 pm and does not exceed 2 per milliliter equal to or greater than 25 pm. Test 2.B — Solutions
for infusion or solutions for injection supplied in containers with a nominal content of less than 100 mL . The prepara-
tion complies with the test if the average number of particles present in the units tested does not exceed 3000 per con-
tainer equal to or greater than 10 pm and does not exceed 300 per container equal to or greater than 25 pum.
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Building solutions one particle at a time.
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Building solutions one particle at a time.
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Number of Pulls = 3 Volume of Pull = 8.0 ml

Number of Vials =1 Volume of Vial = 100.0 ml

Small Volume Injectables

PULL CH1 CH2 CH3

5.0 10.0 23. 0 {um)

1=* 10 8 1

2 7 1 0

3 7 0 0

MEAN = 7 1 0

£/Vial 88 ] 0

LIMIT 6000 600

TEST Passed Passzed

* First pull was not included.
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Particle Sizing Systems

Building solutions one particle at a time.




