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A (35&H)
(EEERFCHFREEsh=RE (10&8) ]
o BE—ER N
EBRN=UEY, AV Ny, antBAFLT L R=Y oy, FTRIY
LB T2, N RIVAEBEE,. b RV AEBERKE 65E)
o TS
Ar3aTHhy, hr¥ay, 7, TVR 4&EB)
(EHET =D
o B
Yo b= ogEr
o B TR
H—Erx WEHT—F*, UFFY R DXF Y AR, RIS, HERBE
fare, RMERIER Y, RERRBIER, BAIF >
(BIBREEH)
L AGREEMR 2 INTHRES RV H.
O REEFEREE 4 EE IEIESCEE (BEMBOEE) ~BiTOLD.
hE MR ABITORD.
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PECETIRIE S e & 5h 33 B L ERRHICH
BAGE 2 N2 &&r 10 mEH N 9. Zidho
Hpg s S L IR FTICBATT 5 LNz
GO TIT- BB T, B 2002 20 6 OBATHE
—#T 1l FH, EZEHTS5ME, BAER» LD
BATH 8 5 E, BAMAEZN T9fnktt] »56
DRATH 6 ME, FICEIIRENEE [HEmEESE
Sl LB MESN F LT,

EER IR S s & B, EERER
BN U RETEIRIE 4 RE TT. )

—%, FlziEr b= VXSV, VXS
) ZKD L ) ICERIC KR 2 TS RE L
LR, #—EHE, BIEHRED L CEFERSENOE
WAFEITL 72 L, BICHEMAEAT L 72 #H80F 1A
3 g A

HBE+RTIEEITE LB L 52 102 & E 2%
UL X L7, WA Table 1210/ $ &£ 9512,
(L2 FAY 55 fE, WERI6MHE, HEWE
P27 G, A3 & E, £EISHE, BN
WX 2H6 METY.

AAZER &K eiR) K-> TAHET L, Table 13
R & 9 B 28 B R BINEEIE 1227 dn E
T, BR+TP=I2ES L 120094, AR TE TR
1300 BT L7, TN HBETE T 1400 23 F
THEmML, BB SENEE,IEFICEI L
A ET.

Table 12 {RMEER EELEEHOEEOER
W EBREL (BRI

[FrlvgmE 102 %E]
o {LEFEE S, : 55 M H
(Zoarus AREE, 77 NRAEF T RY
WL, RIUR—R, 27X oEBESNY
7 47 7 — MRIEEES)
'E%%lﬁ: N 6:?::5
(ELEFufxy, TEOA X%
o FIAEME : 275 H
(BT h~_UERXVAERE, Yoy 7B
7 uRERATF YUY LE)
WM 34 E
(T %)
o 4 ¥ . 5 H
(AYEA, YIH, VAV, ~UX, L
=7)
dEHFMFTX A 6E
 (BRBT= XX, @PRRGTXAE)
(A mNSio7 7 IV —8 /777
] e7XaAto—=x

6.2 HBICUAERPHABLBERD ENIC
& BFHOMELER (Table 14)
BR+M T 2 BOEHUIELSHT 2 BlaEse
ExITWFE L2, SB5%EN 1 BEIZERERNTSE
PR B IEHRIC A L 258408 iE & L ¢, EH) 40
TEELIMCOWTHEEL, Tt LREIH -
127 2+ FrOHIBENOEERITVE L,
2 B B IZEBRAME 5N CRORBRT 572512
EAWELZTY, [EHHORIEERERE] 25

Table 13 History of JP Edition (Number of Monographs on Drugs)

Edition Date of Issue Monographs
JP1 18866 A 256 B ™~ 468
JP2 189145 H 20 B 445
JP3 1906 £ 7H 28 703
JP8 1951 € 3H 1H 634
JP7 19614 H 18 1227
JP13 1996 £ 3 B 13 B 1292
JP13 Supplement 1 19984 12 H 26 A 1295
JP13 Supplement 2 20004 12 A 21 A 1307
JP14 200143 A 30 B 1328
JP14 Supplement 1 20024 12 A 27 H 1362
JP14 Supplement 2 20044 12 A 28 & 1391
JP15 2006 %= 4 H 1483

Pharmaceutical Regulatory Science Vol. 37 No. 11 (2006)



B BHARERRERSFOME, EERESR (EYER) RUSBROFEMIONT 777

Table 14 SIS CIRER B RESRERRE
NIZ & BITBOM BB

o ERCLIE

- BEELOEEMEICE D FRICHE L8 4o%IE
< BRI 40 ICEELRSH OIRE
- TxFEF B (FRE 14 F 3 AEF)

- BRSO BORE (FR1ITETRE
)

MERBOFRRERRE) FRNEE, £
A S @A R OB AR oM TE

Table 15 ERRFATOHE BUNERS : EPR
UKEZERFS  USPL)

o FAFIEEDRUAL
- BRTUETBME CICNE o RBRE, 9%
% (EZRE&LRMY) 5
- AR IUE : 18 RERE, 4 EELEE

Table 16 H AR FWM EICR D FHMEORER
RUOBARERFOLER

BN L, 2 e B 5 SRR BRHRR D IE % 47
wE L7,
6.3 EEAFDHEE (Table 15)
EFEFAFOHELE & 13, EP, USP, JP THfixn
EEBORF~NOBAATY, HEHMEE EWME
TIC9REEE 9 &%, BE+HRTIR ISRRE L
24 ZBFEHSWNIAEFNTHFET,
6.4 BAZEBHFREICRIBHEOHERY
BARERFDER (Table 16)
BRDBLER A v 7 —F v Mo L 2 0B %
HigL T&F L2, SR EL BN UELE
GEEZTET,
6.5 Q6A BIENSRROEEHAME BB
iR (Table 17)
SERFETHESHICEFEAN LY, 3WOH

o HIROIER (B B+MUE BRI 3 A %)
o AV —Fy MZLZAH (BR+NEBH
132 )

B BICEIT AN S L BIKEEICT 5 & v ) s
TNTT» T B4R L ICH G S % Q4B L IFA TW
F9. Tz 3#EF (Pharmacopoeial Discus-
sion Group: PDG) TZ TH) 22> T i DA
ICH Q6A I2Bi¥ 3 11 mRERENFHM Y. /M
BIEABBICINE RN T ETD, ZN) b * TR
Lz b4 R 721 BRI U & iz Bk
TY. &8, WEMRERREIC DV TiE, 2005 4
ITAKCHAMEN T T, BR+HEOIEMHED
YNZTH 727z, RSN TvFHA. Colour
WOV, FREERAMZOL O@REI I T
Ze VR T

Table 17 QEARERGRIEDCEEFRf L A B BRI

= 3 = B RETR
HRERiE4 FATER paye
Dissolution 6.10 WEHHBRIE" 200446 A 2006434
Disintegration 6.09 RERRE" 20046 8 2006£E3 A
Content -
Uniformity of uniformity 6.02 HRIFH— B 2004524 200643 8
Dosage Unit st =R
osage bl Mass variation ﬁa%% ;Efﬁ%ﬁ 200442 A
gf:f "Stable volume of parenterals | o o5 yrapmnmmAZRRE | 20044268 | 2005478
Particulate matter in injectables | 6.07 E&FI D REHERMBLF
i SEs 20044268 | 2006438
Sterility 4.06 EERRE 20024108 | 20044124
Microbiological Contamination 4.05 PRAMIRERBRIE 20054114
Bacterial endotoxins 4.01 T FhEVUoRRE 200041 4 2001523 8
N . iy g" NS 4k
(Sr\;lf}zl)ated ash/Residue on ignition | 2.44 &GRS HEIE 2004410 8 200643 A
Colour (and clarity) of solution

* : EERASETERERRERFICRB SN D RARE
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Table 18 QBABIERRIEIZOWT

2.44 BAFEHRBRIE (EERRT)

—SEBSOEBPENEEEEOREREBLABZEILOVT, 130 5B 0EHAERE
EHVEL, BiROREED 0.5mg LLTFIZ250, XIIERSOESENIEERIC

HMETAMEBUTICRSET) LHE

6.02 BAIH—HRERE (EERHAM)

—EEH—MRBRIERVCERFEERRE 2 2O HAN—ERBRIRICHIE

6.07 FE& Al R MR TR BRI (ERET)

B EKD, F1ECOERAFHEGE) , £ 28 BEBBN TR ORE
WEHE, B 1EORECEC—REEFHEZER, BREE2eEREL, ¥

A

HoEELTWA
6.09 BERRE (EERA)

—EERAMICA DY 2ENR%IE

TEOEEEM. £ 2EFEBEIC &L 2 FiEe RGN FHEECEANICET R

- 100mL A O EEER CREEBOLN Y 7 LV — 3 L OFE IOV THERT

BL, ERAFICELA, RAOBM, WHEOBM, BEE~OBEESE
DHEOEME, BRMBORENEFEL, BoMEMORNE

6.10 IEHRERYE: (EEE)

—EEFMIEbE e 2m R %IE

B L, BRTIEEBEIZ Reciprocating Cylinder DREEH, IBEMERAIORRE
DO E R, BIAMERE REERA, BEEEAI~OME OHEEELRE

T5%, BoRMONE.

Fiz, RBREREATMOMEL 2o Tz, F—FOEEZITANTEL

VAR

6.5.1 Q6A BA&E{EREIZDWVT (Table 18)

BE-FIICINE 2 e QA BERBEEN ) b,
mEVESRBEEILITITESFAMNL, ICH Q4B T
BENIBLNILLENT, FLEH(3IMEZITLAE
AT oaRBE e ) 29, BAE—IERBREITRR®
Lz TY.

FESFIOA B T 3R k1 100 mL #E( o H)
FHRERVBEEBNOYY 7T —a Y OREICD
WCIERAME S B L Twbs T, ICHOER) #
Al FNEIBOLVLX 2L —F—LLTEIFEZ
LS TY.

PR M EHRBREREREANCEICE D
ST RELITE L2, TBERBED
HMEDVE->TwET. 21, PDG L~V TOFRM
ICIESEERAM BTN LT THRDL > T B L DD
HD, INEFICHTEIRVMILNEPHPER
Ee N ET.

6.5.2 Q6A BELIADHEEDEIRHREF L

H BRIk
Q6A BhHELSM D REEEIC D W TERERMEN

BB~ MK % Table 1912/~ L £ 7. Table
17 LRERIC ke DT W2 b D B +HR TH 721
wINLnTT.

HE+HRICINE S 1172 QA BELISN o SR BB,
Table 20 iCFT>OREET, 20 ) bikEE
HHIEEE RIERIERIE, RAXER~TY. &
FE BT~ DEER] D BEHE BB EE B KD TiE)
L EERNICS b TR LR~ L TENF
NATEER CHFRIIE L 20 DT

6.5.3 FmMHE/ IS 7OEEHEMEEBD

BRI

—ix R EOEBEHRMIC L, e, 757
DEEFRNEIT-> T ¥, 2B, —ixEEk
B, mhiteTnd wAhn A EERICIGEICH )
EELIIEFICE O T, B —&RBE L I
WinERERANES L > TnE T, — MRk
El#kic Table 21 D DfTMAN T3 REH»HEHBE
FHTEHZICPEI N LD TT.,

Ty AN AN T LED, KEEOGELHY
FTH, BRETFOGZED Y B, 2005 4 11 AC /A
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Table 19 QEARSELIS ORERIED RIRIRT & B RREKEL

&R
HEIEA FRES EEET
Amino acid determination 7 I EoiE (BEER) 20024E9 8 20044124
BERE !
Capillary electrophoresis ;ﬁ;’ vy —BRAKBE (BE 200249 H 2004%12 A
Isoelectric focusing LESBREKDE (BEER) 20024E9 A 2004£E12 4
Protein determination AAEERE (BEFR) 2002494 2004412 A
Peptide mapping _RIPF Rwy Tk (BEEFR) 200249 A 20044124
Sodium Dodecyl Sulphate Poly- | SDSEU 77 YT I F/VER
acrylamide gel electrophoresis sk@niE (BEBEFEHR 19994107 2002124
Tablet Friability EFROBRERRE" (BZFR) 200442 8 200643 A
Specific Surface Area 3.02 HhERERMEE" 20034114 200643 A
Powder Flow wEOREE" (BEER 200446 8 200643 A
. . FlE  SFEHEW
Optical Microscopy 3.04 HIEH o 2004464 200643 A
. FIR* b (AN
Analytical Sieving TEHR %Q(fﬂ; ST | 90048 A | 2008435

% EREHTSETERERAERFICIBRENDARE

Table 20 QBARSELIA DREERIEIZ OV T

3.02 thERERBEE (EERM)

—EAEJEEIC L D HRREES O LRER
PEETAAE, AfXEE—

3.04 RIEREE (EFFT)

—RED BE ERB ORI LY, HFEM
BEITSDWSITERAVD
BAOBEILH DM, AL EE—

12. EFIOERERRE (2EFHR - EEHEM)

- EEBRfIICE b 2EEIE
FFnC L Fl—

26. Y OREE (BEFR . @l‘%—?ﬁfﬂ)

— EBSFRAFI S O FT LS

RS & A —

ENFLDIHOWTHE, BRETREEENENKEHY]
NicilicAbidr-72NT, 4BERTENE—E
WS ZEBHICINEINLIFEE L > TWET,
6.5.4 EREFAMBEEORYRROBAR

WAl 44 #FE (Table 22) o k0, EERESE
EU—RARE CHAMAEINLLNIEEICILD
SRETIEEL-TWET, 2720, BoRMD
Bal, ZoWws, 22 IERFTAMIATY
HnEGE [® o) THUIEICLINHRTHI
EHREENTVET,

6.6 BRFEOMIEOBENEARVELESD
BHEEOHE (Table 23)

HB-HE BT 4 BB, 70 K%, 2 5%
#H®, BE+TLETIE 4 R8&k, 275 &%, 1 &5FR
DV TH LR BRI EA L CYUE £ 4T
L7 '

¥/, HREESEESTHREL, OAERIHE

¥ 5 SR R RO ER 7 VR BRI IS
SHAIRERL, BRTENEEICLELEERD
BT E L7,

7. [RCHRET 3] @R (Table 24)

Pk 134 11 AnRAEEH [ A AERHIERE
AFE] O, Tk 14412 Al [4BOHARE
BHEOHN FizonwT] oFarrndnilni £
DERNTL KE LML, [HICRET 5] NE
HizoWwToRS T, 3k HAERTICIES
N5 % NEERR, NEBICKEBNEERERE L
TEEEINLZ L 2L L THRBIERINTE
Frzoic, BEjE L UNEERMD S RIS
B yNToORABIrEEINTEL LR Ll
ph, BrhEEROBEREIESA TORERMD

ZRLLTWBZ Epb, MEfchiz> TEESD
MEREE —RICRET 200 RELEE ﬁiLf

ECwWET, BB L CHBRZEERICE
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Table 21 W®MFIE /77 7 OEKRHAT L BB ORBIKIR
“~
A mhEs | Con
Ethanol (rev.1) & —=)* 200249 A 200643 A
Ethanol, Anhydrous (rev.1) Bz H /—1* 2002459 A 200643 A
Benzyl alcohol RUVNT T — ) 20004E78 2004128
Carmellose calcium (rev.1) DA a—RAh g 20034E7H 20044124
Croscarmellose sodium JURRAANAB—AF RNY T L* 20014101 200643 A
Cellacefate I3 T7=—h 200146108 | 20045124
Cellulose, micro-crystalline R —x* 2005458 2006434
(rev.1)
Cellulose powder(rev.1) MmEREAT—R* 200545 4 20064E3 A
Citric acid anhydrous (rev.1) MWy = EE* 20034114 200643 A
&tﬁ)amd monohydrate 7 x BRI 20034115 | 2006434
Hypromellose t o Ao —R* 20034114 200643 A
Lactose anhydrous (rev.1) | EAHLEE™ 200342 A 200653 A
Lactose monohydrate FLAE KT 200249 4 200643 A
Methyl cellulose AFhEro—RF 2003% 114 200643 H
Saccharin Foh Yk 2003424 200643 H
Saccharin calcium (rev.1) Foh YAy yh 2003424 RS
Saccharin sodium(rev.1) Yo b U MU T LK, 20042 8 2006434
Sodium chloride(rev.2) BALFT R U oL 20034114 | 2006434
Sodium starch glycolate(rev.1) | VR F L AF N A Z—FF h Y 7.5 | 2005458 Bath
Starch, corn (rev.1) hyEmaysForre 20044E24 20044F 128
Starch, potato R raFrFy 200142104 | 2004124
Starch, wheat aLEFT T 20014108 20044E 124
Tale Ay 20034114 MEts
Ethylcellulose TF LB — R 200224 BEt
Cellulose acetate (rev.1) Eefig =z L0 — R 20034E2H FEt
Methyl Parahydroxybenzoate | NS 3 F L EEEFE@AFL* 2004524 200643 A
Ethyl Parahydroxybenzoate N7 AR VERERIFLY 2004€2 A 2006534
Propyl Parahydroxybenzoate NREAXRVERER S n Lt 2004424 200643 H
Butyl Parahydroxybenzoate NREFRVERERT TN 2004424 200643 A
Calcium Disodium Edetate TTF NBEANYTLZF NY A 20054E 114 BEtF
Cz.ilcium Phosphate Dibasic U BRI Y A 2005411 A st
Dihydrate
Calcium Phosphate Dibasic a5 7 Y \/ggyk,ﬁ. BT I 2005411 H RETH

Anhydrate

% BRAMSE-ELREBARAERFCRBR NS BMA

5 [TRERTH] 1,
FURL) ETOT,
Witk & BET 5 2 & HEMETT

Y, TnrkENLH
BE->ThnET,
DL R TARRIC

AR B BB ED E N
EREFEL T—2o0F—5
Frz, FiLWEE
BT 5354, TORED 5 IZHEICEDL S
WEROTERIL, MBFEETRES LT
WRAFICIER L T < AR

BT T DHNE

LES Y
W [l

TRRETY DUERNDELRBUED
RIENEE % &L 1 Fikic

SNz D,

A e

RE

Hkicmz, &%
EZ B, LEIZELT
MEEROHNEERT LI D TELHELEZ,
WBHETA2HICEE
DERETY, #E 11

A HET 5
5 2:0)@5]11*75‘i75>ﬂf
HET D] MBI ARG

BLHBREETH LY, ERFE L TH— E’J’ZC%H“

RUEEH B\

A%

NREDEE L HASTEE I
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Table 22 EEHRMEEOB F~DKM
— EREEAEE O FBRIROBAR ~

Table 23 SO HHIEDEBIIE AR CFRESRL
DEREDOHEE

HAl 44

AAZERS, BMERFF (The European Phar-
macopoeia), KEHEFF (The United States
Pharmacopeia) (AT [ZEF/F] L 5) TOHR
MEBIESEHE L RRBRERVEELE
FZOWTUL, TNENOFHEICEZDEZLT.

72, ThEhD— ﬂx?ﬁ@?ﬁ&(ﬁ[%‘;uu%?&
BOWTZERF CRMEINTHRWESE [®
THE Z LIL L RT.

o RELICHEIUWE : BRTNE _BH 4RR
%,m%%,z%”hﬁ AR S RIEEER
<) ;
e RELIMESKE : BR+E (14 RRIE, 275
&%, 18EER)
o RO (AREELEESORE, AKX
HERAFIEELREEERROBHERE T OE
T EE I ONT ERER 1 A TERR)

BHAINLIOGBEETHY, AKEBDEICHET S L
WIZETHNET.

FoREEZT, [HlcHET ] #@HEL &
- -HARVERAZTFELTWEESE -HEHELT
i, Mz BEEROTREESMY, Toxawd
K OWERB O E & R B,
DEERIC 7 T NEIDBEBES BN 9. 72170,

B D T B mié;w &) ERED 5
F%mﬁi?%thvﬁﬁm%%ﬁth%,a
BrATiicAEL T A RENFIRLTLLZ
S THVEE SNHEINTWELNLH N EFTH
T, G, HEELREIUELELDNLET,

Table 24 S#HOBAERFOHY FloHonWT (ERI4EIZAHEEEELHR)

o EXGEERBOREFEHIME T, BR 11 ORE (BEXHFTHRORRICBVT,

(BlHET 5 &

bHON, BEELEICAROBRIHET LI LETRT. )

o HAEBHFIZINHEINTWVASL DEELT, WA,
LTHERBEHFINRTER. ok, BRIE LT, NEEELOE IR, &R

HEXNTET-.

ARTEEERL L LTHEESND I L EHIRE
N E A2 TOEEN

e LLEME, BAnERLOBRENT T, EXLHOMEEFLEHFIILL TND I LR2ENDL, HERIC
bl AEELOGBERBRERET D EREHERBEGLELTETCWA. FIXE, BEFEORRDRE
A% (A—&E) oBd, [TRERERRHY KT oHERRORBRFERVHEABEIIENENLRL
D, —oOKE—MRBRIELPRET A LEEETHS. £, BESLHEBCHOLIHMBOFRITAOFE
HETHREINTVWAIESLHY, BUHEELOWHICBOTHIARERF CINLOREEZRET S
EHEHATLLEYITH B LTV 2R

o LEMoT, 5B DOEELELHBORECBNTHE, BFRERFOENIZRL L, ﬂ%mﬁwﬁtkﬁ
W, EHRABEELETI L L L, RRICLERETORBERETHIEROEERBOREFIEIC
Z, BEHBBROREL LVERICEZ, LBEISUTHERROBHEENRT D Z kwTﬁéﬁmﬁ&%
BETERILLETRETHD. Eﬁmtm,tﬁ0f1E$%K%%JKﬁ#é@gﬁﬁwﬁ%ﬁ&&
UHUEEOFI 2 LT, AAERFRANCE 2 TAICHETS) 2EAL, EFERICEIIARED
HRETARETHS.

o 2B, BAEBRFBEANCHOWTIE, EAIE LT, AEBRBICAEOICLERRBRIEE Tho T, H—82
HEEEERVRBRFEORENTAELEREREICEAINIONELRLELLND.

o EERLALEKROBEESFSHCE, BRI XS BICHET D) 2EALEDLD (FEDLD)

- MR EES . TERARTHY

- TYRuA Uk FY  MERR (VEBWE QEZEEE
- NI RFRYAEED T B B

- b TR RV LR  RHIME

- vuFubid s e IEHE

- A NERMVI IEEEEEE AL

- oaAY R U8 IR
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Table 25 AR5 O LFHRNE S B RUHE

Table 26 AMEEDEEEBOEATEHLTD

fn B S

PRl 8 & B HELEAHRE L TOABRMEICE S HBERURR
o VYV F—LIERRIE FEOBRE ,
o XV VY D &HZ L OBBICE U ELER - BR{LF
o SNFNRYFRYT L 9 - HEEAE MR - RECER - BER
o ESRTH—E BORELENLOHENREEGDEICLD
o I FUL Y EFEEE BREUORBRFEORE
o TITETTAFY Q@ LVEECEVWRBRIEDNER (VY F—LiE
o TETEAFL [£3Y)
o AT EOA X @ BEHICZ LWIEE, v REOHIKR (VY F—

%I 9 &E LIEERIE R &)
« WUV FF—E @ &RMICERELZREL, ERECESWE
o A X MUUERK KR IE DR TE
o I IEMEMERRAEI ARV E ® RECEUERE A EOREAL
o VES A MiEMEMERRAIS A LT ® T@EErem BEoEROBE (LA
o MEMMERREIE AT Uy b ob)
o TES BB MEERRRIB R /LT BHEOHISEHEBEORE, WEEOMIIRE
o NV T UV TERE il e LTOER
o ~XY L RYTA QeI —FEEHRE  BAEEHLIO
o ~%Y b U U LERK FEREMOMB & LTRE

8. EMERICOVT

8.1 EEKBRGBALEOVLT

3T h N E T, EMERCONTLHAT S
TERRERNTWETOT, BRI EE
wET, EWEENEEMREICOWTIE, Table 25
R & O IS E I A TR BEmTH S
rrEOL Xy, TrulxrkEn8mE, Wik
FoOmBHN F LA

8.2 AMESKOZEBHOBLERFE L EDORBR
BEREZITI %> T, BERESITLILE
KBHOBHEAFEEDTET. EWERRE
BoTLEAF+ED THEEELIT-TEEL
72 L L, ZoRIEnT L EYERMICRED

ZETEEL, ED—BHTHNELEENTVET,

FOEAFEED LS BB TRICKES Lz
% Table 26 I/ RL 7.

—o B, &E&KE L TAREICEYTCHBR
PRBHENZEICOWTTT, ZORFTH LT
NREENGRBELHRATLIZ L, BERIIZLY
B BELHIRT 52, SRBICHBEE R
EL, EAECESWHEBEETRET S LAY
SELOERE R AR A ERET 2 Z T EAET L
NTwETH, THFENEETHIBITERTN
2 HETT. EMEKFENLNLLTUL, mBZ

@ HWiEE . FEuA Xy, TLERA TS
@A AT v LECENERE (HPLC
B) ~EE
Bl IFRFLY UEEBBER A XL Ry
B RAMHERBEHLT S F XV R~
®
| EERA T
WEERER/ Vi HPLC B0 BEBOIER -
i IFFLVY CEEERE, EERATY, T
oA X
&8 [FFEREELOIERICE 7= > TORT
v FréTeulFr  LEOE
YE, BEOEETHLATER ST

OIS U A, BRI, MlEY
sy, RELEN, B{FHRBROFEL TNLD
A M AS hEIC & BB RURBRA S BRE
T2 2RO MERZEY] BROERNAEL S
nE.

ToHR, iz T —vh EOEaRE
REETRL TV v b 0L SREFR TRTNET
THTHELE L, 7, Trof XL /LE
oA X IR A MR EL E 2 LTREL £
L7z,

=oHIE, BWEEACENA AT vl oM
7 HPLC 72 &l & 2 EL M ERE~NDEE
¥, IF VY CEBBERUA XS N L RWE
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LFELA.

M-oHiE, REMEWERBEI,LZFEFXL R
BANEETT. LT X HEF0HTT,
AoB i, MEREL &SI HPLCHED & ) e fd
FEUBENTCFELZERYICIERT 526, IF
FLiyy, et Xy BUTRe A X %00
ESINFL

AOHE, trEnf X RUT RO X3
bWLA v F—uAd X I TTD, MEMICIEEY
STWTE—MTHEHN FRA. LL, BLE
ZERERTLOTTOCRESREBICL, &%
DERLHINTE LIS T 520N /2R £ L7,
8.3 NAAEERKOBBNBDES (FE)

HECIER, HdnidonrbI#Ea N5/ 34+
E#gnRmE% ) ATy 7L, EP, USP Ok

EHL LADbE%kE Table 27125/ L 9. EP,
USPIcE/MC XA E LD lE, HAZERHH
AABEEFOPBICEAL T4 N BN THL D
LEERL TR, .

S FEHEED BARER T ~DIHR TR %
Fig. 21c7RL 229, #ENEIE /2400w TTd, M
Me L CEFEEICEMEXIT T £9. BAER
FiTlz4 #EBEFOL Y I N el L nd
HBHENW)ZETT.

5. EPESESTWEFEESRA

{bFEMERSOUYUEMZERTUE, BUCEREIHE
TLCHRTREE—-BHICIUETFEN &K E H 49 &
HBaY, #HPr 149 &EH N 7. ZofFk 18
F£2 AcRAEINRFEHRSTHLIC 152 B0k

Table 27 <A FEEL*O HRIEOEE (FE)

ARNEMERBLUEHLE
TINFTS5—F (EEFEEz)

A H—7 a7y (NAMALWA)

IRTFLTNAT 7 (EEFHRIEX)
TRZFR—F (EEFHEBRZ)

T oq Fr (GEFHBRL)  (JP15)
Ve bnvy (BEFHEBEZ)
FVRF—E

FtEtoAFry (EEFHEEL) (JPL5)

FI T TAF A EREFEBRZ)
EhARY Yy (EEFEEZ)
T4 NI T AF b GEEETFEBRZ)
VT AT L (BEFHEBRZ)
LUTHBNEER T2V b 0

AvE—T7 20y ThT7y (EETHERT)
A8 —TxurHrv (EEFABRZ)

ARy Y R7n (EEFERZ)

(JP14)

(JP15)

EP USP
O O
X X
O X
O X
P X
O X
X X
X X
X X
O O
X X
X X
O X
O X
X O

X NA AERES  MBRAERLD D VIS RERS

AL T

il

L= - - -

JP13 JP14 JP14 JP14 JP15 JP15
Sup-1 Sup-2 Sup

Fig. 2 /~4 A REGKD HARIERHT~OWERRLOHER
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Table 28 {LFHEMERSUWEFRERKIL

Table 29 55--7NUIE B AR FERERTT 2 (F)

T ESE OFHEBRIR
. FHEXRTERTEE—BHNETE) : 49 &
H
2. FEHYF : 1495%E
3. HEREH 1 34mB
. FEAINERERSE 152 & H 2 BE(ER 18 F 2
A 14 BRFEHS)
[3& & E ]
1. ERL IS ENDS 1TEE TILEBBEBID TE
RN S i EE A
9. TR 1ITEIARIN-FHEOERNEERE
HEOFELESE B 10042 Y A MIETF LN
E S
3. FOM (BRELIVHBICELEZRb-TEHD)

BAEFFD (54804

s REERLEELREXRLOSADNIEIZLEFR
(g

s BETOFM - BFFORBRHE A LB L

s B LoHELE ’

g DEIS LR ECHERSBRERTENICL D
TEOMBER

m AAERBFUEC AL BAEORRER AR
BHFDER

WaEEEEL LA, To#Eidid Table 28
WRT BN Y. BAEZOME DIFRFEIER T KE
L, 4% BB TRE EMD Wi HEASICMET
T B TFETT.

10, B+HRYWEAFERHERERGEH (F)
—HAEDHE— (Table 29)

BE-+5 & Rk B R+HoSic e TREAR T
DRI L FEDHSITbN T E ¥, ER/HFOERLE,
ZTALZCBMLESH b TIEZ, HE+TER
DIEEREICBFHAH»HN £TNDT, SEDHED
Bl 2= D BNREER EERELERKDSHEIN
Bick s FEMZERTRLERLAETT. Z2H
FEB+RETRRFOTHIE L BN T L7225,
b LIRAC & b 2 THR - BR0TEfREyE A

Table 30 REERFEBELERLOSEOIRIC L2 BHEL

(1) W&t

ERERLIEESEERLEE, FOERVOEZEEICEN, BERELOLEEREL, ERATELERX
NTWBELOTHD. TNHLERLOFAMERVCLEEEDEFNRRIL, EERREORIEICLoThH
LEANZI LML RF~OEENEEZEREL, UTORRFECE- T, BEXR, EEZED TV,

QEHHBINH IOV T

a) BEMCHHRNEE T~&&E
BEEFBEN SH-ENZERS
 REERZ2VERS (HOERAEESLSE)

< KEZFS (USP) REKINERS (EP) i@ sh, #AETHELEASA TV S ERHA
cEREFAMNRDDLEEZAONDERE (REEEVPERE SN TV DERMLE)
o BAMEIC & 0 B, BEMRUMESHER SNICERES -

b) IR

 EARS TREER EEEREEMLICOVTUL, FIRERRYESCHZWEEITD.
BREERHOBRBOR—ZHIBA» 0, BRERLOABHHLEEL, AIERRYERHZUX

WETOLOBRATD.

 ABAERBINDIFREIIONTUL, ARBR—EOHMERLLLELL, fI2E, &8, BE2ERVOED
HI DD —EOFREWNET DI ENFR LDV RE, ELHIINE TS ZE2RFNT 5.

OBEN M B (22T

BROEBIZL ) ERLLONEEME 2ot @& B IOV TS, &E, HIREZITS. £k, £2%
OEETER 2 EOEBENR L ONEGKBIZOWTL, TOHE, HBREOENZEBELHELS. 28, O
REDOBANDL, BEEPHIMBREINLIBRCELET, RELZITI ZLLRFT 5.

(2) EEZIRDLMOBBENLOBIT

BAERFAERSHE, BARERFAEERE, EXRLEMIRBRSENEIATHE&EBIZ2NT
ix, EE (1) oWEFEHCBL L, BR, BAIREL TSI ELETS.
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SBEMmEEHN o nwEEZ TWET, Z2HII
B o Hett, 12 EHIZBLEISIE L 7280 34
SOE R CITE D i 7@/, Ao BB AREER

EREDFER R SR 2 Fet e LTHET T T,

0.1 REERLEELEELOLSEMIEC

& 3FEEIM (Table 30)

IRUEERR FEE RIS &, AER TSN
WEN, BEFLEOLEE»EC, BRATEFER
ENTBL0TY. INLEEROEMER VR
SEMENEFORERE, WIEZRENFEICL - TY
2hEND I EDLRANOLTILEE BIgT 2 &
LT3,

Wk AEE LT, e > T, izl
WHEy e B3R, FORRAESRES, #BAETLIE
(HIN T EER, BREES»KELINE
FELLHMED R B & E 2 S A EHESR, FICHEFM0
D& - I EHEmM 2 ERIICIEL T2 ) EF 2
TwET,

INH R & L T, BIKRIEHER CHREERLE
B RFEMITATRE LR Y e AT E T,
BEEBEERICOVTUHIBBOR— 2R8B80 5,
FORAREE IR, THELRY) HEes LU %
19 &9 MEL 29, HEEIcH>»TiE, BHEAfE
e, PBEEYEPICRE etk AT S
DADHNHLIERAWEENDL I HFE L, A
ERF TR £ » TEet, FEr—ED
Fix /2 b0k, ZOREXHRT 5 HIZIE
LT EW) I ETTNT, HFHRINESTRE %
SR ETIA I 7 2R) e s e I I L
T ZEeHEZFT,

F/o, BymEs#EZ 2T EBNENME TY,
EfE D DBEAME A 7 » UG B I D T,
BEEGET 2 EHAUETT. ZORDIZ, £
$9 %7 74T ) T TCHIRT 5 2#EH T 5 KPS
TF. LEAALEMDOMETEINAHEELIR S N
EEICOWTIE, HIBRLET.

MOBALED & DBATIC OV TIE, BEMICBIT
TLNTIR L, WHASICES L, £Uc@EH b
DIZ DV TURKB IS 2 T TT.

10.2 RFOFM - HiFOBBRHBACL S

Zym E (Table 31)

BUZBEHERICEL B~ 2EDTD

DTTOT, FHOFERM - BAfioESsE KL, §
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NTHOEIEMIEBETE2HINELFZSTICENT
WIEL, FALELEEOEN - #5247 HET
HNET.

%ﬂﬁwm,%ﬂﬁﬁﬁéﬁgmw~wﬁw%ﬁ
IR - DER, ME REFESsBRESN, B
HEER EUEERDHENEARERT LN TT
DT, FHl, FRHYENEACERBIS CHEHR S
% %o 2RO EIR T SO BEREEICHIG T
ELLIWELTWEET,

—MEREEIC OV TIE, EEMEFICEBET IR
Beik, EIEGODEITCAH R L RBEER K s
BETHEHEHELET. TOWREICDWTI,
ORAED D » T HBIZRINIGD B, QFCKIE
BEFFIEEN T Ay EARTERFFHICIEI T
Wirnw Bk, QEMSIRFIART L2 RO TUA
o, OERRO — R EICOWTE -2 8D
DY =a2—=TN, @FFEFERICH L LOTHEL LD
DM RFEABTT L R EE2PLELT,
BT ORISR E R L 2B RET L L &
HEITET.

EHEHEFIIOWTL, ZCUTOHICEELT
IO - OBEBRGEA LR Y, HiE LA
HfslL £9.

1 2 BRI ER, MR, EsEE~0rdr
DHATEDTEMBEIE A, 2 8 ISR ABRIENHK
2, 3 AT BEA ORI S BRI FEZEN ]
BL, 4 FHRIHECEKET 2T MO BKEED
EZHIE DO THBEEL, REBREHZ MM HRE
THZ L, 5ABRHBRICHY 2 RBE LR,
6 REIEHEEREI L CHRTLZE, THAH
xR AT 5 R ERRENRE, 84
H 13 Seim B A IS F E 3 S I L 72 B e S sE O RET
9 HEWEEIR L2 [BHCHET S ] O@AHIC L 58
Y oERE &E&HBNEZE, 0SHIIEB+E
THARZEGNHLELZHE 2 CE&HE KIRICER
LELLY, SBIBETLZETT.

BaERL, SERFPNETIVELES L) ET0T,
FIUCHICTE DL L) LY L EEROESE - %2
FOWE T ET.

BEERIT, BEFHE L TUEEIT LN T
T, BHEARERF LKL TERTAZ Lick-
<, HRE BEWME L, FIEENOFIEEDE BICRT
THIENTEFZT. Lizd»T, BUSETHEE
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Table 31 HFOZEM - FIFOBEBHEANZ L 5EHM L

(1) BRlO%E

BEANY, BHFERCELIEBDOL—IWEEDLOTHS. ,

BHOFEM - HROESRPBRL, 2 TOERLICLFTIHINZLRLAFICE X, KE, LERE
BB - BEt%175.

(2) BFIRAIOHE

BHIBANL, MEICETAIXBBON—NVRUOESERBE T L OES, ik REFEEZ2HELTED,
FHEMEREELEED, EEGOFEOEARZLRTHLOTHS. HEKRANZ>WTIL, FEHl, HAEO
EARLERRBCTHEAINRL 2-o7=RADHIRE, EFOEREECHGTERLSCHETS.

(3) —MRRRIEDHLE

—fRERERENL, EELSECEBTI2RERE, EELOLETIMCEARRRERVINICEETSE
HERETD.

—RRBREDOWEIZDOVWTIE,

O RAERS Y B AR FIZRIE TH 2 RRIED BB 2 ETGA
@ BKERFEICWE S, »0, BARER/FIRIE TH 2 RREOEBH 2EGA R
@ EEFRMAKRT LERBIEOBUA R
@ BENEo—RRBEORE L
® BEFRO—BERARE~DBIT
REERFLE, EFORPBENEERLI-BRELZRETS LI OBT27TS.
(4) EIEHEFEOE
FIZKROEBIZEREL2O®RET 2.
@ FeERR5%R, MERR, TEES~OEFOSIEOEBIEA
@ BAIRGEE (FHESE) ORE
@ AN DOFHRUE T4 D BENEEEORE L
@ BHEIKTETARAYOBRBRREDE L FITHOWTHREL, RREHOLSEMNBRTE (b1, 54
B, BEmES)
® RRICAVWIRE, RIE - Rk, BEEOKEIL
® HERED T RAYER
@ &S EERL2VWRRIEORN (RERBREOKRSD)
® FMEHRISAERRICE LEERSHEEREORS
@ B 1LIHET S BNIHET D) OBEAIC L 2B OFTE 2B LB ORE
O BE+HEBRERFERFOHBARLRERDMATELEE A ERS, RE - Rk, BEROGLKED
st
(5) 1ZHEROELR

AAKBFEELIL, AAERFELE2ERTH L TRARZ LD THS. A% OINESLE 0N L

D EY 2R EERICRHCT A OEELDER - EXFORNEITH.
(6) &EBIFROAMIEA -

BEFERET, EEAELBEBRMICLY BAERFOMEL LTESTLNATHWALDTHS., 2EE
REABAEBFE—FELTCGEATDIZLICEY, BAEBFOERHR LA AEOREEORm EICET
BT EMBTE A,

HBEFEBICHOVNTL,

QO BUMECTCOEEFTHOMBREITHE

@ FsRiis AEELE O REFMIC L E L FRE RO

@ EEREMEEO BHFIEIRK IR

@ EELOLERFICLERFER
ERORNESETEZ LTS,

—F 7, BEINEOLOIZSWTIRAEILS UREERTTS.

—FiZ, JORALLTWEISEBEFERICNE I P2EARVCZOIEEOERLITS.
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Table 32 EHE/LoHEE

() R FHEE PDODBYEL-EELE
Rk OB ED BEATIOHE R A fIEE
DIER )72 B AR/ T ~DOFAH

(2 BAERFICHESN TV ARBAFEZICSW
THOPDGEDOEZEU-EEL

Q) FT VTR E SHIIBWERFOERLE
T D7D DFHROBE

(4) AEEM 7 4+ — T LDOBEFBBUAESFOT
T HUE C O RTINS BN~ O BN X iE

BIENMHIHEEIT ) Z &, BRI ESE RS
ORI LR 2 N T A 2k, AU
RIEMOD AR LB ER PN T 22 20
MCHRET L, SR - Bl BRREEA % X 1)
£9. 72, BIEN LD DWTIELECE LY
E#4T» T HEHTT.

10.3 ERMto#E (Table 32)

EHEizc >\, —2HIX PDG %@ o 723841
DHEME R I IR e H 7 B AR/ H~NDBGA
&, ZOHIZARBICHESI N T TEAEICIE 20w
LbOIEPDCHENG+ B L CEBLERIZZ &, =
DERE B E U CRIC T U T il R T E
W BHDEBAG R HEAET B foh o F RO, W
DSHIZEEBM 7+ — T LG 2B L 2 EEITFD
T YT IR T FMANEB A~ DOFEBEITIE £ 1T - T
(FETT. '

16.4 SBIZEL A ECHABIRERTEHNIC

& B3ITBOMELER (Table 33)

R DEEMEITAR B IFERHTE S N EHASCEE
P& N2 AN HER D KL 8 R LA & 354
WEZFEMT 5 HETHN 3. /2, BHEFGHI
BWEFREPBFSTTOT, RWISHEMIGHEL, 5
NEEAZR > T I EFEZTHET.

Table 33 SEIXSULEESHRFLEERY
Fhic &3 TEOHBERER

(1) BEEROEZEMEIZRIFRNELNZEE
HBEFBHEE (PDG) , BX EU ERLEH
AAERSE (ICH) FiRBW TEHERREMAR S
NI-BAEIE, ko KRG ERBRBLUSMNT L
4 IIE % FHE.

(2) BEFERIZOWVTI, FOWEFLE PR
HWAES ThITD, TOFENEASHEL, BEP
MNBERERS.

10.5 HEAEBFLEIZH D EAMEDOERREY
HAERHDER (Table 34)

EHARZER BN R B R 12 D Ji 5
ELTUTEEBT B L 2HLTET.
—DBIEHERD JP 7 1 —F 20l & B HEEHG
MTHOBERFELEINZ, A 7—Fv P &FABLT
FREELITCET, ZOHIEA v F—% v b 2H
HMLTRFZAEL, e o ERiRd, »ounid
R—=L =P DONENTENLER D Z & EHL Tn
9. Z DB ERH» LT, MoBITL
N )T WLERES L WIIRTENDEMEIT-
Ta—HW—=7v > F)—LFHNEE, A2HIES
EHRMENTE - HLFEE - T FEFTT.

1. BEREBRFORENE KR
HASERFDOBEN LG L2 Z D h v o 720
PEVIIEEWDHTEITCAEITE, TOREAT
DR - HAfTO S L ERFEEICIE U TRYIENE
RO WE % BIEICFER T 5 2D LB - 5
BROEENRBRES LRI O JHEETH S &
W Z T

T, BARERFITERETE, HIESE BER,
IERFTE, WHEHEF L LITHD 5 % DEEMLBIE
BT E RO TEEENTERZINIZLNTHY,
ENENDHTHRBICIZ(EHENENELEN
LOTHLECHERBLELTHET., £72, £D
YERUZ (R BiBAME & e, ERICEEMKDMEIC
H4 2 HEMEARARL, HHETE RTEEDKD
LNBRHNETLH) T

T, EBEHtendh CHAERFPEERNDSEHY

Table 34 HAEBFREIEDBEMOREERER
VCEHAERFDER

() BFEEEBEBRCOEREE

BARERF 74— AL 2EREEICMZ,
A oF—Fy b ERIALEEREERTT.
(2) A& —xv bERFBLERFOLE
L%, BT TEDBSEELED, (v~
Z—2y PCIEREBEEZITY. £, BHFICHE
ETOFEREE LD TERHTIER LD
DOHRNEDFRERHS.
(3) FELSRDBERD 2 RAT
4) BPORTWVWERERFORE (L9500
RTVWHERREDER, KLOEHE)
(65) BEIFR, (8, RKIIZFORE - KK

Pharmaceutical Regulatory Science Vol. 37 No. 11 (2006)



