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5.2.1 European Pharmacopoeia (Ph. Eur.): Supplement 6.8 to Ph.Eur. 6th Edition (official July 2010),
Bulk Density and Tapped Density of Powders (reference 07/2010:20934);

5.2.2 Japanese Pharmacopoeia (JP): 3.01 Determination of Bulk and Tapped Densities as it will
appear in the JP Sixteenth Edition (March 31, 2011. The draft English version of the JP text provided
by MHLW is appended (see Appendix A);

5.2.3 United States Pharmacopeia (USP): <616> Bulk Density and Tapped Density of Powders, USP
33 Reissue (published April 2010 and official October 1, 2010)



BEfE A

EHMHLWRABL I IP16TE IR ER
3.01 AU SRS B A e ik

REA:

AW B VE R S RN 2 B R R E 25 MR E ISCAR, RSP RIMRARE S RFES ¢ )i
H.
* B B T LR S5 W 5 v e — T o I TE AL FIIR SRR SR AR, e M AR 25 0 F i e 2
JERMRSE 2 FE I TV o BRAA A0 3R KoM ACTRAT: i 78 3 25 25 Hh I AN H 3 it 1) — b I e
RE: IRLAILRIBBAEMRINER, ERUE . DUEE BB & 0 F R EHRY, |
BRI RWAR L EE S — RS
BEEE

A O ACHE B B2 SR 4R AR AR ST ACTRAE: i ) 0 B 5 AR CRLAE JIURL 18] 25 BB 1
POAE . BEIUL, ke 2 R 1A AU Eoty AR (1% FE B oK 2 P oL 1) 2 (e HE B g o RS [l B i
B AT 3L 7K (L g/mL = 1000 kg/m3) »  H - 7E I B bR P S, DR i B I B Ry
eI TH(g/mL) . HICHE R AR AT BT 5 SRR (glem3) R

MR BIBAAFE B B TRE S A 4% . ARSI 718, R hE R BRI . ik
WA G 2= AN RO %, RIEC % B S e — e VS N ARE), H, SRR E AR
B S EACRE AR . R, ARAESRAS FELME RAF R A ROBACR S B, R4 75 45 SR
A ZU 35 B T SR T 1

o A e 5 8 m@ I ) =P VR AT I 5 -

JPiEL: I AT R AR S (ATIERD 7EZ R R P R AR, T RS R

k2. el mEUIREAM T, CRER R R B BEAT I E, ARG O

Ek}

T3 WA E I NEN A, SRR R KRBT E, S U
i
HEFEAS F 7V R 5143,

Ek}



TG AR A
e
K00 5E v 5 1) 2 B RGBS LARAS KT 1.0mmiRg i, 5 S0 ARG A T RO BTER MDA T 1 5%
YErF s F e 22, LAl YR PE it o AE — AT 5 19 250mI Z1 52 5 1 o OF 1 2
2mb) , FELEREFM T, ZEBAKEFEIE £0.1%M 44K Z£1100g (m) , 5B A fE R
LIERERFET, BRRZART, BRI ZI AR R 2 A B R WA AR (Vo). 1218
MV AT HECR L (giml) o — By, 7ENE 2 S 8O0 BT AT E -

AR R I 5 RO AR B K, AECT Al i (9 R R LA AR K T 250mI B/ F-150ml, - i
ARER 1009 E Ml dh . I, & E B EE Ay fhuldh, A RO
150~250mIE [l - CRAEFARA/IN TR A S ARFRI60%) 5 ML E 45 H 25 Al i) &

=

Ho
Xt R AR ARAE50~100mISE A KA, N8 REAS B AmIg &= . ENE S R h e
& bR

Tk 2RI

®E

EE(F 3.011) AF-ATEFERAT (FLAEALommM) FEF. b0 FE— A 2a 48
APIBUI REAR, O R T O I i 2 I S R . EVE REAR IR A — AR SR,
iz E, R AT B RO . PR A B RO (M8 810525.00 £ 0.05 mL ,
#E 42 4530.00 +2.00 mm) B AR (7KF7916.39 +£0.20 mL, WHBEAEHN 25.4 £0.076

mm).



U REIE R 5

1.0 mm seveg —

Powder funnal ————

Laading unngd ——

L
{
r/" Sland

Glass baties —— ’".L\ | /

——

o
Baflle assamaly ——

“‘ ?
i —
Sampla _
recehying cup [ 1
[
Figure 3.01-1. Volumeter

1 %5 # (the Scott Volumeter) £F&ASTM 329 9045 .
Sieve i

Powder funnel k}3}

Loading funnel _ERH -}

Baffle assembly 1 fE3: &

Glass baffles #4H

Sample receiving cup £ S FEUSHF

Stand Z¢-r

Volumeter =1t

e %

WO B AR, e B B0 2R AR AR sh B SR R R L 1, T AT, B
DER25 PR, A IR AT BRSO, R/ B35 emP IR K

/N0 P 3R BT RSORE AR TR, R AR BRI th 2 R EOHR, EERIRS RO R
T ORFF A L, 3 O e X Bt 2 R M TR IR R o BR A 7105 R SN R I A kL S8 D0 5 K
REFE (m) JFHERRI0.1%. ZRm/NV AR EBEREE (g/m)) . Vo IO R



K = A ASF B AR EATIRE , 0% =R E 45 R NP2 E .

itk 3. B
*KE
2 B AR AN 100mIF A EEAN TR, RS WK 3.01-2.

" me—— 5’4.[}__: 5?:'::
«—50.5—= | «—50.5 4
52.0 50.0
A , mf e 54,0 — l
.1-.
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Cylinder

Gradudated cylinderZI|J& & &
Gradudated part %I #5473
Cylinder support & f4 Jig i
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This dimension is such
that the drop (1) meets

X spacifications and that, at

W tha lewest point of the cam,
the cylinder suppaort iz sitting
frealy on the upper part of
the anvil,

Total height
nat mede than 335 mm

Graduated part 250 mi |
not less than 200 mm

l@

Amm
.2 mm

This dimension Is such
that the drop (1) meets

¥ spacifications and that, at

4 tha lowest point of the cam,
the cylinder support is sitting
fraaly on the upper part of
the anvil.

Figure 3.01-3.
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total height 1% & &
not less than 335mm A~ id335mm

AFF B2 B RO ERUE, I HAE NIRRT, SE KRR 5 dit A T4k e -

Hh

2

W e v

BRMLMCEE B E3 0.2 mm 7522, B08250 R Iciashyh, F I8 iELI T 5 Bl E .



U REIE R 5

prprc

Mg ik

T FR R 2 B ARV T N BRI E , e B3.01-2T /R i 56 1o SRS 2 31 S B S 4%
B3 PR LA 35 1 E ML T150-604K . HRSE2000R 5, BR 25 B AR 55 JF 42 R ke 5 B Wl e 3V T T
FIRER, ANOHE] LB 2 R AR FRIRSE4007K, 40 R FF4R200 K MI4007K 2 [H] () 57 & %
ST 2%, T ERSRIL2000K, B P E Z 18] o B 7S S AN IS 2% . #2 my 100 22 54
THEIRSE P (9/mL), meZ BRI E. 2B =R AR R AT e, a5 = R
SERIPIME . AR DU E 45 5 i B PR S P R e

T 58 A AR B AT s Ak

DRI AR 8] PR A ELAE SRR 2R R BRAA RE FE TR RIS, s My AR IR BN I o ke 35 P S AR S5 i
A) ) LA, A 0 2 3K S A AR PR 25 78 0 R AR X B B o X B 5 T I 4 % e
Hausner LUAE 2240 R TSN -

R4 R85 Hausner FUAE 2 0 4% B3R 778047 I 4 Rk AR R VEREAT REIR I 24,

BRI, X PSS ERENE PR X M AR R AT Ab B BE /0, 1 R X ROURE [R) AH LA FH F A ) B 22 44 ik
ITVFOY . X T E BRSO R, XA BAE AN E S, IR R RIR S P AE B g
U PR BN ZE Rk, 30 RORL R A ELAE R SE R, B 9IRS R ) ) 22 S L B
Ko ATCUH 4R & 50 S Hausner FL B s ik 138 7% 57

545 25

100 (Vo—Vy) / Vo

Vo RE AR AR

Vi ARG HIARR

Hausner LL1H:

Vo / Vs

IRAEVIEHAPE R, 12 R 48 R BN B TRV Ve B MRV, RTEZS S s 2 iyt
.



