HEEERE 11085 3 8
TR 24 £ 11 H 8 H

THENREHEEETE (B) & B

FARBEERRL BEEEERE

ICHQ4B H A F7 A4 iS5 £EBIT B &
(INSEEROCSY » 7EEBEHE o200 T

%, BAEU EELEHFERERESE (ICH) 2B\, TICHQAB WA K74
> (ER 2155 B 26 HTTHEAFTERSE 0526001 SEAEBEERE R BEREES
M fdm) ) OFHEBIMBLEL LT, RO LEBY »DEABEROY » 7EER]
BRI OWT, B E (BT IERLE] L)) BEvELohELizoT,
TRACOWTHEHTMO b, B FRERES S LCORMmbEEEE £+,

="
als

1. MEFERTCY v 7EEREEORR

RAZERS (BB, KEERF (USP) RUBMERS (EP) (LLF I=HEE
KL EWD) KHEIN TS DEBEROY v 7EEMEEICEBLT, A1
DE 2B FREINDEMHICHE, ICH Hl o BV THERI AL O THS -

L

ks, REEHIEREE D, ARBEOTENOSEANTH Y | AP EGEDH
ETAHIE,

2. ANECES EERRER RSSO
(1) AECE S BEAAPTREL ShEZBERFONSBERORY v 7
BEMESECBERT L5, AERPBEICER, USP UTEP D H B,
NWODEBERDE I~3 B0 YOFEBICEZ2L0onEBELTREETA - b
T, RBAHEEERTEL 2 (F BRE 1 EICLS),
¥, RSB OWVTIL, TICHQ4B A FoA4 it S5 EREED X
WHEBESICHET AHEHEILEE (Q&A) 1220V T) (EE 21485 A 26 BRHTE
AHBEERESMAEREEHEBETEER) 2By,
(2) EEREERFFARBEFEICB T, USP RBRIE I FP RBIES £ UHH
LTRBENTWAOHBIZOWT, TORBREZERETDH 2 &< [USPHE




HTICEL D) UL TEP REEHIC L 2 BOBBERICEE T8I0 H - T,
BHREFEOHOZEEEE 14 2 9HEOBEICE S REFHO —HLFAR
HHES (LLF T—ZFH3E] 20 )) THEEES 4 LB 10 EOBREIZES R
RHEHOBMATIRIEE (LT MEMEFRH Luvv)) 2475083
VMDA LY, ~AHFIEMEERHAITOEAER LD L X 08k
TEETHIETELERZ VI &,

(3) EERMERFEAERFESIIRVT, TERBBREICELAS SrR#LTK
RENTWERBIZONT, RLEICESEREES USSP BBEICLA )
Xig TEP HBREIZ L D) EOREICEETLIHAICH - Tid, BMEERH
WEOVEETLH L TELEZ AN &,

(4) AFBHBERCE, R (1) ORELZT-2HETh-oTh, ZHLE-RR
FEIZ L HEBREAREN ARSI, 2L, EREO (2) RO (3) @
BERZE R IO T, A EBRRARE I ORBITE L 2uy,

3. EHEH .
FBENL, FRR4AFNASH LT A D L,



(Al

Q4B—EEHIMELEF (ANNEX) 13
FEFHT XA M ICH HBIC B W CHRAERFT % 72 0 0 & UEE)

NESEERTY v 787 ERER

H &
B LB oo 2
B 2B QAB B R e e e 2
2L B R Tl e 2
2.2 BIRSMEHIEETE e 2
B S B BT BRI e 2
AR FATICNI o TOBBEIE e 2
4.1 ERRIITE TR e e 2
4.2 KE (FDA) OB oo 2
4.3 BU DB e 2
4.4 BA B AFBIE) OB e 3
4.5 T H (REE) DB e 3
BHE QAB M AR e 3
51 PDG#FILE (PDG A7 —3 5B BBEATE) .o 3
52 ZHREBFIZBIULBHEER e, 3



F1E FX
RLET, HEEERCY v 7TRERNEREIC VT Q4B HTMFEEESE Ci M
MRARLELOTHD, KRBREDCTEERFRMSE (PDG) AoBilsntboT

w5,

F2E Q4B FEHMEEL R
2.1 ABREE
ICH #EEZEBSE. Q4B EMFEHRERS O MBS0V T, BRNER FIED 2.9.34.
Bulk Density and Tapped Density of Powders, BAERHILF D 3.01 X BER S
v TEER AL, RUSKEER SIGE O <616> Bulk Density and Tapped Density of
Powders 75, [CH #IPMIZB W CHERMB CE 2402 LTS T 5,

2.2, HIRS{EHITE &Y
REAR ST I, R HE RS E TRy,

%3%'%ﬁﬁ@
L, Kﬂ%%i%%ﬁfﬁﬁ7ﬁmﬁ%5

BAE BETIZHE o TOEEFIE

4.1 ERALEER KX EORITHR., BSBGEEEEN, W0 HiE4d Q4B B51E
EEENEM LR TEOR 2.1 EEBRIATVWAERFF %2 Mo S S+ 548
G W LETE B, W), ROV UIENAROFES L. SHEBHE
%%ﬁ@&ﬁﬁ%fémwwhﬁﬁo

42 KE (FDA) OBe : FEOBHICKRSE, LT, AXEICF Shi S0
VN, B2 BUBBESRNTVWAERFT XA MHRERATES, L Lans,
8@%%%&%w7)vmmb6f A%ﬁ@ﬂttﬁ%ﬁ%ﬁ@%@%ﬁmﬂb

HHCEHME S MBBERDBIEE DS 5,

4.3 EU O%a - BHES T, BE¥E B, FRoMERHOEECIE-SE, AxE

prﬁh%xﬁ’%%\Iﬂﬁﬁﬁﬂﬁwzwﬂ@@QE@%%xﬁ%ﬁkbfw

ELT, REARPHE, BH. £EBHBUBOTALEDE 21 ETERANT
waﬁmﬁhﬁv#x%%ﬂ%#é:&%%ﬁkné:&ﬁﬁééc

44 BERFEALFHE) OBEG - ALEOE2IBILBMINTVWAERB T X X M.
AL BIIRENHIEMBIIE, HAEFBEAELLOE LTRHHETA R TE 5,
MEATOBEH DV THE, AXEL T TA2BIIEE3BE L vl shb,

2



4.5 HFH (REE) OB AT, ALEOE LI ELEEIATVWAEERF
THRAPEARALEFEICRENDI G- TRIB U BSE, BERIH G 4,

ESE QB IFICHv -2 EEE
51 PDGHEMXE (PDG A7~ 5B 6EELATE (Rev.l -Corrl)) : BEERF
747 L Vol. 18, No. 3 (2009 £ 9 H %E171)

5.2 TEBERFIIBTTHEEER
5.2.1. BRINZERF : Supplement 6.8 (2010 4£ 7 B %h)
Bulk Density and Tapped Density of Powders {(reference
07/2010:20934)

5.2.2. BAERF B+ ARSIEAAERHICWE S5 5E 301 mE s
F oo TEERER (2011F 3 A 24 0, EASEHEESTE 65 &)

5.2.3. KEFER Y - USP 34, H B4 (2011 4F 12 B 1 A %#4))
<616> Bulk Density and Tapped Density of Powders






