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Apparatus 1 (Basket Apparatus)
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37.0 27.0+£1.0 Screen with welded seam:
mm open | = e
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’ with wire openings of 0.36-0.44 mm.
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v > z may be slightly altered.]
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Note—Maximum allowable runout at “A”
is £ 1.0 mm when the part is rotated on
center line axis with basket mounted.
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n’lwﬁ 2 : Apparatus 1 (Basket Apparatus)
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Apparatus 2 (Paddle Apparatus)
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Apparatus 3 (Reciprocating Cylinder)
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Apparatus 4 (Flow-Though Cell)
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AW 5 : Apparatus 4 (Flow-Though Cell)
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Extended-release tablets
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Delay-release tablets
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Immediate-release tablets
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FNWIRENLN . .
Stage NOLNNNTYDNIY
nagay
S1 6 Each unit is not less than Q + 5%
S2 6 Average of 12 units (S1+S2) is 2 Q + 5%
S3 12 Average of 24 units (S1+S2+S3) is 2 Q, not more than 2 units are
< Q - 15%, and no unit is < Q — 25%

Extended-release tablets
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L3 wnuamInasay lHwnasinsoansuues L1 w38 L2 inawsinnsuaniufadn Q (A1 Q AiT79a0
i 6n199) laef Q nunefeiouazniadivessasazuadsinmaeniudiuuaainiazansluudazsi9aa

FNWIRENLAN . .
Level LNEIWNNIILDNIU
nagay

L1 6 No individual value line outside each of the stated ranges and no
individual value is less than the stated amount at the final test time.

L2 6 The average value of the 12 units (L1 + L2) lies within each of the
stated ranges and is not less than the stated amount at the final
test time; none is > 10% of labeled content outside each of the
stated ranges; and none is > 10% of the labeled content below the
stated amount at the final test time.

L3 12 The average value of the 24 units (L1 + L2 + L3) lies within each

of the stated ranges and is not less than the stated amount at the
final test time; not more than 2 of the 24 units are more than 10%
of labeled content outside each of the stated ranges; not more
than 2 of the 24 units are > 10% of labeled content below the
stated amount at the final test time; and none of the units are >
20% of labeled content outside each of the staged ranges or >
20% of the labeled content below the stated amount at the final

test time.

Delayed-release tablets
a ] Ag £2 L v

EI’]Lﬁ@]’E%@]%%’JGﬂ’]iE]Emf]‘V]ﬁ mi‘n@aauqmmwmumia:mmladmmﬂi:naumu nia
naxaul acid stage uaz buffer stage TatdunsiamsazarsvasarenlunitstrsnaNmuue Ly
MIsaNTUMBMIazaeUaIiendsutduinaaivas acid stage uaz inusi Va4 buffer stage A%

Acid stage NMNINAFaUAITILINIY acid stage LTun1snasauluseal A1 uazaaunTarinng

a Y 2 o ' I3 o A I3
ﬂ@ﬁaULWNVL@igdqﬂﬂdit(ﬂU A3 mnNami"mﬂaau"l,wmummmmmamwaq A1 %38 A2 INEKNNIT

HaNTULEAIL T UT DAz UaIUT U AL NUIIUBRAINN A LA NN R A

FNWIRENLN . .
Level LN NNIILDNIY
nagay

A1 6 No individual value exceeds 10% dissolved.

A2 6 Average of the 12 units (A1 + A2) is not more than 10% dissolved
and no individual unit is > 25% dissolved.

A3 12 Average of the 24 units (A1 + A2 + A3) is not more than 10%
dissolved and no individual unit is > 25% dissolved.
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Buffer stage NINagaUAIILINlH buffer stage 1dunminasauluszay B1 uazaansnyinnms
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lunanfimrua lagnilddrenmruadn Q lu buffer stage maamﬁ‘ﬂﬁmmiaanqw%ﬁl’ﬁmﬂ”u%aya:
75 BaIUINHAIVINUIILBRAAN

FNWINLLIA . .
Level LN NNIFLDANIY
nagday

B1 6 Each unit is not less than Q + 5%.

B2 6 Average of the 12 units (B1 + B2) is 2 Q,
and no unitis < Q - 15%

B3 12 Average of 24 units (B1+B2+B3) is 2 Q, not more than 2 units are
< Q- 15%, and no unitis < Q — 25%
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