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平成 2 2年 7月 3 0日

各都道府県衛生主管部 (局)

薬務主管課  御 中

厚生労働省医薬食品局審査管理課

日本薬局方における国際調和について

平成 22年 7月 30日 厚生労働省告示第 322号 により、第十五改正 日本薬局方の
一

部改正が行われたところですが、今般、三極栗局方検討会議 (PDG)に おいて、日
本薬局方、欧州栗局方及び米国薬局方間で調和合意がなされた 6.lo溶出試験法につい
て、別添のとお り英文版を作成 しま したので御連絡いたします。
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6.10]DissolutiOn Test
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Apparatus for F10w‐ ThrOugh ce■ MethOd lApparatus 3)The assembけ consists of a reservoir and a

puIIIp fOr the dissoluはon Hledlum;a f10w‐ thrOugh cell;a water bath that

maintains the dlssolutlon IIlediuh at 37± 0.59C.Use the cen size speciied in the indふれdual mOnograph.

The pump forces the dissolutlon l■ ediuェl upwards through the flow‐ thrOugh cell.The pump has a

delivery range between 4 alld 16 mL per IIlinute,with standard flow rates of 4,8,and 16 mL per

minute.It must dehver a cOnstatttユOwは 5 percent ofthe nominalf10w rate)i the f10w prOttle shOuld be

sinusOidal、vith a pulsatiOn of 120±10 pulses per lttinute.A pump withOut the pulsaよ On lnay also be

used. Diss01utiOn test procedures using the floH′ ‐through cell lnust be characterized、 vith respect to

rate and any pulsatiOn.

Theユ Ow‐through cell(see Figures 6.10‐3 and 6,10‐4),oftransparent and illert material,is mounted

vertically with a ttlter systeIIl(speciied in the individual IIlonograph)that prevents escape of

undissolved particles ttom the top Of the cell;standard ce■ diameters are 12 and 22.6 111Bl'the bottom

cone is usually lllled with small glass beads of abOut l■ ェIII diameter with one bead of abOut 5 1111n

positioned at the apex to protect the fluid entry tubei a tablet h01der(see Figures 6.10‐3 and 6.10‐4)is

available for positioning of special dOsage forms. The cell is inmersed in a water bath, and the

temperature is IIlaintained at 37±0.5℃ .

The apparatus uses a claIIIp mechanisl■ oftwo O'rings,o asSemble the cell.The puIIlp is sepaFated

住om the dissolution unit in order tO shield the latter against any w■ brations Origlnating缶 oIII the pump.

The positiOn ofthe pump should nOt be on a level higher than the reservoir nasks.Tube coIInections

are as short as possible.Use suitably inert tubing,such as polytet with abOut 1 6'Inm inner〔hameter

and inert flanged‐ end connections

Apparatus Suitabihty― The detertxllination Of suitabihty of a test assembly to perforIIl dissolu位 。n

testing IIIust include conformance to the thIIlensions and tolerances of the apparatus as given above,In

addition,critical test parameters that have to be lnonitored periodically during use include volume and

temperature of the dissolution l■ edium,rotation speed(Basket Method and Paddle酌 Iethodl,and■ ow

rate of medium(Flow‐ ThrOugh Cell MethoD.

Determine the acceptable performance of the dissolution test assembly periodically.


