18. fiBR

AEES JPE (2003) USP/NF 21(2003)
£ W Sulfuric Acid
[FF TR H,;50,:98.08 H,50,:98.08
e 95,0524 & 95.0% ~ 98.0 %
BE~HRAOEANNIZEAYBALERAOE. R |EAEBPOMROIE, A, 7Aa—NEE0BRLTRM.
4R T oA BTN T S, RN, Rl
AHEIE (1 — 100) ITREEHE
HEd,, :#1.84 HEL:%91.84 NF Category: BEHE(EA]
RS BERUROERE RIS RO EERS
prEERE D
(1) #0005 %LLTF -H{EYr 0.005 $BLF
(2) Feketr  (0.001%ELTF ‘¥ 1ppmllF
(3 B&E 20 ppmELF (K 10 mL, 1.0 g, 7oE2=TFRiEchH, Ak -E&R 5 ppmll T
K 2 mL, AT 50 mL)
(4 & 0.01 $ELF
(5 £ % 2 ppmEATF (1.0 g, H1E)
()@= |FREN JBTEYR REA
Beh U Lk
HBHR
RISy 0.02 %LU (10 g) 0.005 %LLF (2 mg/22 mL{40 g})
PRMEL (2 g, 7K 100 mL, ZO#K 25 mL, 0.5 mol/L & |FFREERE (1 NAREF N LE, R AFLF LD
ek ﬁibﬂu%\i&'@f& EHTRE: 7o FE=—AI—3 (R
1 ~2
B REEEE "EEE
HEE BARAENR, —BARN, BIRRESN, BIRPEN -
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@M kB E
TR 17E2HA21A~3H38

AAREBFICRBEL IR S B TREED
HOIEELFNMAOSEORERERZED D
B, ZOHRO—o L LTERSIMA OEER
HESHEZHZLIIFERARILTH D KE
RHF BT HERSEFNFOREBESED
BREICET 2 IFRBRIIEETH S,

4[BliX Health Canada (%) X{R{E4E). USP,
IPEC-Americas K T IPEC-Americas @
Regulatory Affairs Conference MHELR FE
EeEnAicEA L TO LD ERZERT S
eI ERRABER EEE L,

T DRER, ERLTMANCE L THBEROE

A, BRI AR FRC 2 Yo >W T hEA L.

FRRRAEODICHEREREBDL LR
T&T,
LTIz 2 OB EL2ERT D,
@® JPEC and Health Canada Staff & AT
(2005. 2. 22)
SBOEM, EESFMAOLFY, BA
BROTAYBICHDELDYAT A, FR, F
EZFMAOER, =) Vo9 7ORERURE
OEFICEEM T TRHBTI L Thote.
Health Canada ML OHBEEREEREER
(Bureau of Pharmaceutical Science) @
Director T35 Dr. Sultan Ghani @fIZ8 A
Thad ZOMBTIR—MREOCEKLE2—L
FHRICHTER AR OTRTOD OMC VE=
—2WViFE-oTv 5. Dr. Ghani IXEELFEZE
BV ANZ LT Health Canada N A~ L— |
TANEWIEBEITo7.
UTofBSEBICEH@Eh-.

1. FInAOER

Health Canada FXFMAI DA EBERIL, BEE
WETIFAE L TWARWA, ICH DEHELZFIA
TACHAH. ICH DEHENERICT—EOLD
D LBE/LTS. D. Schoneker 1t IPEC &
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&2

JPEC TFRfnsh TW 2D E % Health Canada
NERTHIZEEZBRE T OHESRELE. =
EFHiL Health Canada [ZBER® (E1% GMP,
Audit, Sig. OZE, COA) IPEC Auericas 7
R YA FERTWS.

2. BEDE, BROFAT (W ¥ TRTE
hie3Eo)
PRIV RS 2 ERNCER TE D
eV U R bikdevy. LAsL, Health Canada
I: BSE #EKT SAAEED L DIZOVTDY
A PEFETEoTVS.

- ZHETE SHIEXEKRKS (dietary
supplements) Y A 3 Health Canada iZ%
%. Health Canada BRFEDFFH T & TEFD
CIXEIVBELTHBIT D Z L 2B T20
KETHD. TALEIELHTHLELRTLRW.
Fh bt natural products & LTHEENT
YN '

3. A FFCABICRLLATHWBIERF

« b HIEBEH X2, Health Canada (3 USP
ROt PhEur OIEHIRERLICHBHIZSML
TWAB. fEbIXFDA LOBEAEEZR>TWVS,
« %1} & D Food and Drug Act 135535 L, USP/NF,
BP K UF PhEur 23BHLTWA. SETIIMA
NDAD TP DBEGE, AMZRERN L LTHRE
KM b THDEBRLTWD LR,
Health Canada IX, THBERYHRDNHEZREID
7=, ZTh o DERFOMANIBEET DEHMA]
A CRE~DEREZHETDHI DL
R2YThHI.

fEHERIENE Ty — A — XA TCFHE S, £
OFEE B i —o oMy Ao (b,
B4 L) dietary supplements) (ZVWAZEW
LNENEFEETHZLTHY, ERFIZEE
NOEMBAEFMET 2 LT, PhBEOTF—F %
HVBELTINERDDHILETLHS.

» Health Canada i ICH R U5 < DD EFRHY
g (7Y ——D3if) KWREFEBLTE



D, N—FF A A~OEROBE 2+ FFL
TS,

4. ERHGOEFRGIEER

* Health Canada Tik, USP B TX PhEur THW
TWHDOLELERFOEESEZFAALTHY
L. —2OEMABTENR L LCTEATED L
WHE/) ST T7REBENDZEEFRT L
DHIZE /) T F 7R H B REnIZON
TOREMLRERIIFF > T2,

* Health Canada iZERS TP 0N
M 2RECHRIIH T VTR VRV B
A% THEOMMY, bLE—BREE L
TOTEOFHITPHEIROME L VWIS
—RERETILEHERFLL.

5. ERFPDO77 IV —% ) 7T 70
* Health Canada {X USP XX PhFur 2481,
IHALOBERIESHE77IV—TF) 57
DT RTCERED B,

6. BLEITHER UHMA GMP DER

« Health Canada iZHMAIOREE D GMP BR %
BT LTWizhy, THES TR IPEC 6P XA K
DEIRTELEDHA RFA - BE 2K
HTEHEINZIOBRRAFEELTWS. 40
BEAUCH, BRI GMP O IERREEE Y O LB
PR TWaWN,

7. ERFPEHFMARTE 5 Clvimnglo
RO

« Health Canada iZHMA QML U= L2t
E#EFA LT L, IPEC Xi FDA OF
mElZLtEH A ¥4 (Excipient Safety
Guidelines) IZIXKIZ LTWWE 3 TH DA,
FLWEREBRRICERAT2 bORRLMETM
ahad.
CEBFIINEE SR TV RV ERNR ORI
T AR r—ZRTFHEiSh D, hDZFHSh

n—-2) LLTIHEishDSTH55.

8. XLBEVCS VI v 7 RIEMADOHRE
*Health Canada I% Z 1 & DHMA F A 71X FDA
ERICHFRTCERYF->TWAS. Zhb Do
TRCBEEGESICAVORBE WS BE
OEEZRV. TR OB ETEKEX X
Dy R TR L H 5.
BERIVPEFVARNAVEUIET D ETOBRED
S EOBERITRV, E—DERIT, HROF
A NERMICEA~ERTE S b00, Xid
BEIZI -7 IFF ~BR&ENDZLDTHHH
DELLNTHD.

9. FEICEE LiiEtE (FRCs) OBREW
+ Health Canada iZFERMNFI R APT (HEIRR
) RPEANCH LTLVEERZIL D bOTR2N
RY, ZhETCHEMFICHNER Lotk
LU, PATRfEffiShi-iHAliz, RAELEAR
BEDENTEY, BIFLERL D EER
BB THAIEVWHIZ LRBELTNS.
FRCs 12X LT LV BWEBRATALENRDD
T & EFAOERICEFER FRCs ERET S
HETHHLB-TWA,

10. BMFIDO RS v <R E—T7 74V (DVF)
» Health Canada I EEHMAI DMF & A5 L&\
T ANOBBEIToT. SEHIRREXETIZ
DR PFERTWS.

« B F X OTMH DWF & 27 Lix7 A VU 4 FDA
LIEFITRE L2 AR THRILEh TV 5,
« b F OEMF DWFs 1X, ZL 07 Vv
AFHFRT 2 V7 EALFATHS.

® L7850 (2006. 2.23)
HFEE : David Schoneker, Alexa E Smith,
Jeannial L Metzinger , Christopher C

Demerlis

LEMAOREL (FADOTRTORLMEFHE ERLHBIMDFBOFEOLRMEEL 2V,
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ROCBLF & v OBBAMOEERSER S
.

BRI OWTIIERRIERITOWT, USP/NF,
EP, JP, FCC (Food Chemical Codex),

JPER YL OEBENRTETED, ZhbiTh
ATHT T Y— OSSR, YHoHE, &£
EHOHBREE ) 757 OHRBHR—~RLT
bbb X5 Tna, KR CHLARER
[T OWTIEFE L, Blza—F—R A —D
—HOBERICE I RBM2 Y, E<ABETS
ZEitky, EEAERNFOSE oM LEICES
TEHEBEZE.

Fiz, BT & AT LTI CFRIZ 2% AL;0,,
XX Si0, BEFEINTWA I ERRBHLHAT
W3, TREZELSNWTERVN 99 $LLEEL
T3,

JP TiX AL et. IIBZTITW5%LAEEL
TW3, ZhbEZEThITRMFRELOZ L
Thot.

@ IPEC-Americas D office (3fIad :Mr. Alan
Mercial) IZBWTROFEENRBR I
(2005. 2. 24)

UPS Expert Committees

USP R¥ 7 (—AREIC1IAN), FDARZ v
7 (—RENZ 1 A)

FEBEE (—RANZ 2, 3 A), Industry

(—AXAIIZ 3~4 A)

USP FXEXFFAERT CII ARV o ib USP ORI
it FDA 234kl LR 5B DRNMITH
Mdo &9 USP @ Expert Comnittees = & - THT
bhs.
PDG 23/ /7 7RRBGELERLL D &
TAHLER, EROLDOT—F LIERRER
% USP @ Expert Committees IZ#2#t3 5.
8072 Expert Comnittees iX{EHEFEM L, USP
OMENLEEES T, BELFEROERPD
NHR USP ) VT T7OERRZERLL X
I EERXNTA7F—FLRRETH LR
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B EAHE LTS, USP ix—RxmIcidfTh
AN

Eio, HEREICHOVWTI, HLWE V57
KAERNICEERMREZAUREZAVSO
BT B RE L VWO Z L ICEERNCERT 5.
L, BERAVWLONTE LM FEX D ST
2 TF 7T A XENTWBRZ, 2O
REZRAVWARCIFANTHSB. bo LRV
OEBERTEHIETHE, 20oFEREELHW
LI SBIIRERARNETERETHD.
FhETRARTIABERE BIETS. #
L LTUSPOHPCODE ) VT 7 Hhizy v hEEE
BAdHY. —OERRERETHD. JP 3F
EREXERIITBERELLTWA, i,
T DEIPRBEOERIZOWT BER S L.
D4t IPEC-Americas & U ERFEM OIS, H
F GMPMF 72 KEBDIEEZIT S BEOFEIC
DUWTERm ST,

JPEC and
(2005. 2. 25)

-
—

USP Staff &£ & A €&

LBO BN, FAOTBERVE/ S50
REIZOVT, BBPILHDHELDYRAT A, £
B, FEEHBTOI L THhoT.

USP #>& Eric Sheinin, PhD. Chief Science
officer b 12 AOANERHE LKL, LTo b
vy 7 BemiicaE s ne.

1. USP #BADHERL
+ USP BB OBEOERE L =— L, B
MIIR 54 RORENT:. B OBEHEEZFFD
Expert Committees I3ER7E, BB IE 50 ¥
MELTEORRETHS.

c RAVAR-RBFRI T 4T THB.

« BBF T 4 T USP OIEENCREE LT\ 35
120y, HLOSENLORETII 2

« USP iSH R TR Z KR Y ¥ —IZ I3 BE
RERAEEITY.

2. RGOS



*USPIXRERETDHA FIA 2R L.

Thbh, EERENAEE . 7T 7ICRET
HBILE~DHLWWLEFICE L TOFERI:A
i b,

<USP 3 =TDE ) 7T 71 BRBRE AT
BERLBZVWHEEELEZ. LML, BFIZLE]
RBRKEDE) VI 7 TEENTWEOFER,
USP iZZ ORRIZHIBEBES TH D L ¥k
L. EWH DR, BE, L FIISHBTHRE
ShTwWiekhofeZ b &, RERFZERDE
TR ROFERI LER b b Th 5.
USP it 7, ERBE%RD S LLVETHIIT
EREEUELL ORRPESLERBRTRHS
NBA3THAHH L HRB U, e FRBRIIRMNAC
LEMMOL S R BORBERHVEBIEM
FOZZ EBEBLTVWA,

S.USPHODZ VI TNE TSI 70OBE (£
277

<USP i E 2o RBRLBEZFHEL OE
IENSOME~DF LW ERRE ) T 7
DEZZVEa—L7. Zhb0RBR EIRER
FRETE»LORMM T o7 7 A VEER
ERH#BTCEBR I LRESILLDOTHB.
BT T7OH BBV LR TV RO
METRIIEELEZRBRLRDTRVWRWT
H5H 58, ORETEND ORMESE S E
EOMBLIIRRIBEORBRERET S
ERHBTHH).

s ZOOEEIZWL oD APLE ) 5 TITHRL
TERIZAWLITE Y, BE, BIFICHEWS
NALDIZH L THITHo T3,

+ USP i PhEur 23S HEOFERA CREZIm TS
BERHLBNENWD Z L2 A—T B0
TebhDOTHHEBLTWAS.

4. KHICBE L7=HmiE (FRCs) oBREW

- USP 1 FRCs &3l 5 DIV AIEHERY 7
ARFESFELR2TAERL2VWILER
BMLTVS. A AWARRE VU EOR
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RixBaETsfisRg L 2— P —iZRit bh
LRETHD.

- USP i%, BIOAIE /75 7 i Ieramesdi
& LT FRCs #&teZ & 4% PhEur THWVWHI B
PIZELTRENTRVE LTS,

ORECERLEMA A —h —DXKEIZET
5 ERLF MBI ORER (2005, 2. 26)
ASAHI KASEI AMERICA , Shin—Etsu
Chemical Co, Ltd,, NewYork Lieison office,
NISSO AMERICA Inc.

Inc. ,

3 tHitBWTEEATENAORBIZOWTT
AV BB AREREFICEERIOBER
LA ORIERICOWTER L.

1. &/ 273 7® Specification
BURIZBWTILES, USP/NF, EP, JP 2R}
T2V THE specification IZ2oWTIEE 4
TARTORBBEBIZOWTT—F2 % L oT
3.

# 2 X, USP/NFIZ/%A L T%H EP, JP i-Hs1E
AMRH25EER, TOHAIZOYVWTOTF—F %
RELTWS, 2a—PF—Iit X > TR LE TR
ENTVWIHRARMEOCEEZEDIEREE 4 H
D.

2. BEDE) 77 7HhORBREBEORES
Hydroxypropylmethylcellulose Asetate
Succinate @ USP X (F) oW TO Py
ZRE LTERBEOHER 7. Z0WHEIX
Enteric coating agent (JBRIEM=—F 42
FlY & LTI ERA SN BATIE JPEICIER X
nTna.

BBOPT JPE IH AT bSF77 4—
(GC) zhpoTV 3. Bolt, USP/NF TDH I A
v MBI 77 4— (LC) KERERA
ERorl{ahk. Jp, BE#ARM T
Hydroxypropylmethylcellulose iX GC CH 2 D
TLCOFEORY F—ra L REni,



L7ci3-> T, USP IN#ERFIX LC TR D Z L A8
+aEZExLR. ZOFITHENR5X 51T JPE
k% JP ERICHKRETT 2 R7Y, BUCHEO
HEDAHTRL, RBEL+IEFTR&ZE
i Bbihi.

3. BiEHE0SHEER L FRCs
B oRBEEIZ SV TR 2—F—2b
ERENDZERE.
B, $EEEL 725 TV 5 FRCs ORERVVIZ-DW
THERIZROER I & LoEEI R SH
fo. —RICEERFMANIER Sh 3 B A
<, BRI HHHEERER Ih THTRIA
A—A—E LTHARATETH S,
L7z > T, FRCs & LTHABRNEWEERE
mAE, Flzxo0EB MXEMRBD
(non—mandatory) T - THhEEBNCIIHEE
LEZLNS. HioBROKEICE 2 EL
RBRERCRET S Z L IEETIRRVWRM?
g7, RFIIREEREE AL TELD
RETHBH L OERMHS N, LML,
Hydroxypropylcellulose MIRIZFEEH, Bk
#, a—F 4 THIERAENDZ HOTH, A
—h—¢ LT 2 BAOHTV— FOMB R
HLTWHDT, ZDMMOLODERIZVT 7
—ATHDOTRIEIZRVVEHE LD EEZX
B TWAD.
Wiz, ATVl 2 oa0E o, B
BRBBEIN TV APEIEFICHERRNE
Zxbhb.

4, o

REBEOREIZBWTT A Y 02— —TH,
RERRIIBWTREARS XV bFRARIR
ALY RIZEBWTIRED U 0 LgERIEL
SMZ ATR BEDERR, IEFSANRINA RS b %
A0 FERERELS.

5. ¥&¥
T/ V77 OREREIIHINTIL USP/NF, EP,
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JP ZIEREN TV IHIELEHE ORRER
B INTEY, IEHEOEERMORY
— F{LZEIPE2ETHD. Zhizky, EER
SREMB OERRRIFRANRA - I{Tbh, A
—A—ORRIIEATHFEN L EHEINTIHEFEN
TEDLELDNS.

FICHHEE ORMO L7 b7, BEFORRRE
W OWTHEESRSTOEA LFRMICTWY, B
BRI RN ORI REEELLND. T,
FRCs IZ oW TREKATMANIARIIZEN
RHOREL, TOHATH > TIHRAEIZT
HRELEZLND.

@® IPEC-Americas Regulatory Affairs
Conference (2005. 2. 28-3. 3)
20064F2A28F~3 A1 H®2AM, 7+
#1 Va 4, Arlington Key Bridge Marriott iZ
BV TERD conference MRS h -,

IPEC Americas & LTIk, M TIEXD
meeting T, RO L I RF—<IZ OV THRS
hiz. FDA’ s PAT, EZESEFMHF O EERFM,
TN OTRRL, GMP, =AY —T 7V, &
SHERER Y, ST > TAPRICERE, M
ENICBEEL T -~k 2WTERIh &
ITARBFRICE IR E D 2 EERMORE
B LT, FE2FENGoN. BRENIC
RWOT—= oW CEEB R S .

1) FDA’ s PAT initiative and its impact on
the excipient specification development
process, excipient manufacturing and batch
unifermity issue, etc.

2) The USP Vision

3) Current IPEC Europe programs and 2005
plans

4 ) Status

activities and possible next steps

of ongoing USP excipient

5) Exipient master files
6) FDA® s Inactive Ingredient Database



7) New developments concerning global
excipients good manufacturing practice
standards

8 )

impurities

Issues related to pharmaceutical
9) A proposed concept for global evaluation

of new exipients

RICATRICHEORSEZER TS L RO X
5ThH3.

EP DG TIXERRFMA 0SB REEEIz
DWW, BEEMRTBNAIOE ) 75 70%¥E, H
MBBOKET, €/ 77 7ORFER IOV
THRah-. £, BEOFERIC W TIA
M OEE, FMA OB, BBz
TE2bhi. _
EXGEMAOT ) 77 7 0ERERR24R
F—C, BEVEHShEHETHLZ L2
Fmahl. FipEBRIZE L oy —2,
BEOTHMY, RO EBIRENLTHSE D
LBVETHHI L, BIRBEHOMEE IR
WTHhRR Gk,

WITHP R IT B U Jotdtset: (FRCs) KB L Tt
FRC DEFBIZOWTHRAMELEOLHERE
W (TQM) Eo—#TH5. FRCs DEAHRL
L THIRDFHE(LOF & LT, KiEST, FE
t, hREEEREL, BA0EE, REiEtt
ROMIR, 7 4 NV LFREE, =—TFT 4V TED
BENRERHITENS. EP ORY —2 LT
X PDC DFRFEHEFELRY, FLTE /57
U LIEFRC s 280 THA > F7&ENRS
ThHH5.

USP @ Update tZR8 L, HIE 61 & B A3 EE
Ffnem B & LTH#ITP T, Stage 6 2 29 1 H,
HFHEABIZI0HETHS.

PDG iX ICH @ regulatory & 2003 &£ 11 Aiz 3
— 7 47 ZH#E LK. regulatory it
interchangeability OIS ZERERL TV 5.
USP @ Project Team 3— HMA] A 23— DI

244

BHofc. £FLT Tean 3 DIEFBOBNRH -
7=. USP/NF HOEMBIDE /) 7 713 384 dh
BTh3. ‘
YAz official 72 USP Reference standard A543
fr&h, 1) BES, 2) B, 3) Procedual
Standard, 4) £8% ELORIRMNHE, 5) #AXE
DERESR, RETHS. T, SEiXMetrogy
(BEREF) IOV THBRICAN LR TS,
Tz, USP/NF X, veterinary OREEREE

BIZBETOHREPLARS VEIEPTEH, 7,

TIETHEELERER L TWS.



B4 B E AR B S
(BEES - BRBREL X275 M) —F o, 2V AR EHEER)
ST EREE

HAEIC R 3 BARERF OERSCET I REMA

SEMFEEE AT ERKEZERFRERREEZ

iz

% (UsP)

ot,

WEBE 727  AEBEEBRE - HitWTHARERFEZHRLIERBFTOME
ARRIEOWTHELKE, *ORE. 6 YEH -SHEtoP CAEORFEZETS
DIX6IE-FHEOZThoTz, £,
o BAERFIRIE (5HE) THEARAESKTVE, ZhikF LT, XEER
EEKFSF (BP) . BRIMIESS (EP) B 6FoE - HLTHERS
hTwi, 2hboE -@LTERFRIMAETHE, EEHAFHORIBLL LTEH
ERTVWEN, EELOBESCEFNINBERFTELT NS, £, REFRESR
ODEEFAREERLAEEEROFEEXBHIATEY., EEMHORETE,
EEHEHAOBILBLETHY, BFOERAREERFETHH I LBERA LML

ZORERRENS, DAERT V7 - KEREBRE TO R OBE % UERR O RHERER
EEERBOBEICENI T L BRETH D,

Z OEXEHOERFEHALTH

BT B &RRFEREER
EEMERT BB
MRS SRKFERFESR
EBRMEIYE  BhEdR
MMIEF ERRERFER
ERr RIS

#R B BIERXRER
AR IR ST

WEHAE

MR IE

BRBAHE

WM AE

A. FRHEK

EIRF OERSRA ICH 2 P (ZRFHEBE
FFLH) STREShTWAR, BRFIRE
EEORZLTRER LEZSOHAEEICS
WUERA SN TEY, #REEHIROHSAE R
RRRERFEEZRARY 02ERFOH D F
REZDBNERHD, £ T, HEROEHEOT
CTRRKERBRE R AERFOFERRE
EREL, MRAARSMERDTNEDN, F
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7=, BEEFHALMNCL, BFEERF~D=—X
P, BRLFERICRITHAIEEZAB™EL
7o

B. R F ik

771 2 HERCRFHEERRE 1 8 VE
(2135 OEFHRHYURBORRFHELHE
PEELAEHAYEICRER BH1) 2EM
L, SEBITERFOFARE., FRAKN
ERER UL, £, RADEREELBERLT,
SEOEFDHEORR, BIAE (35 E
ERORKREEDOETHEL:,
FAEZOETNIL 2004 £ 9 A, 21thMeeting of
the ASEAN working group on technical
cooperation in pharmaceuticals (Vientiane,
Lao PDR) #X 1R 11 A ® Workshop for pacific
Istand countries on EC-WHO partnership on
and the

pharmaceutical policies



implementation of the regional strategy for
improving access to essential medicines
(Nadi, Fiji) OIVICEZHOTEELZETT
ol, BERGZ 4 VU VAT OWTIEIHIYE
RRIZA O v & —— b A2 EE, ERITS
BPHINIEAA-NVERRBECL o,
AEREZHEOERFOEE, FHLTWY
S¥ERA, HREERAL2VES, ARLER
LTWHHREDERE, RRFOEMAEN, ER
FizuEin Lo WEE, KRFITES L2WERS
DFFEICOVWTTH B, Eic, BROFHRE
SE—HOETHELE,

CHERR

1. EIZERR
BASENTIRD 16 A E (E7213ED) »oEE
2R (BMX#E53.3%) . IEE fEL) 32
ToORY THB,
ASEANEE (BHE) A FRY7, T
FA, =T, T4V FAa
KEEBWRE (5 0ESHET) : 7AYV EY
7, =V TS CRERBER . (AER
Y2RIT, e—T e AEEHTE, =v=x (=
2—Y—Z v FERES) . N FFoa—F=
THYE, RFUEFE, Yewr, MY
WE (Fa—Y—F 0 FR) | AXT7T VI
Bry7r QA HE) &EF

Bt 11 HE 54EE
A - \LAEEREIRFRICTER L,

2. ERFOFIRER

2—1. BEOERF R
HEOEFHFEZHELTCWAEIZ6 7E (38%)

Thote (#1) ,

2-2. BBERARCEALTWAERF
IER5 O4E FSEEEIX USP, EP, BP i3 6 BIDLE -

RETHERAIRTWE, JP & IP OERER 3

FIBEThD, £, TOMOERFEL LTiX
FAYERE, PRERS. #A4ERHFHER
EhTwe &1 .

£1 FETHEALTVLSERS (EHEZE)

FERALTWAERA ﬁéf; ﬂgﬂ
BEOXRA 6* 38
REERZ USP) 11 69
MRS (EP) 10 63
EEERZE BP) 9 56
B&FERL (UP) 5 31
EllRERA (IP) 4 25
T OMOERFE** 3 19
FRLTLVEL 1 6.3
EABERE - ¥ 49 —

* b=V 75EB CREBBHE. USP 2ER) | L8
YXRT (75 -2ER/E., P E2ER) #85t

w KA OEBFE, PEERS. ¥ K55

=0k ([ - HL¥/16) X100

EEOERFRFIERALTWAERHIL, 8
HOERFEZALTWB3ETCH-oTHIAEN,
KEERS (UsP) . BUHERF (EP) . 3E
¥RE BP) . BXERF (BR) . ERER
J (Ip) E¥EHETAEMBRLRE,

B, KE7 V7 LRECRBEERFOH
EBIIhbLTHABBRATHY, —Ebib
Wiy 5.5 RFEFERALTWD, BRETH 1.8
REDERTHD, —FH, BLTIHBEEE-
RIBFREOERFFER ST TV (ER2—-1,
2—2) ,

#2-1 FOF (ASEANZEE+EFST :6 4
) oXRAFOFRRRE GEREE)
gE|usP| BP | EP | JP |other| &

KOR | 1 1 1 1 1 |paB| 6
TP
Lo | o | 1t 1 1 1 | ©
Mas | o | 1 1 1 1| o] 4
INA | 1 1 1| 1 1 |l1P| s
PHE | 1 1 1 1| 11mP]| s
THA | 1 1 1 1 o || s
B | 4| s 6 | 6 | 5| 4 ]11x

KOR:EE LAO:F4R MAS:=lL—iF

INA: SRR  PHL:ZAVEY  THA:#A
DAB:FAVERF TP:¥AERF TR PEERH
* BRFORE




£2-2 XTEFRMAEG yE-58EL)0ERS SBEERBR T SR,
DOFERRR (HEEE)
BBElusplBr | EP | P | other | B¢ #3 BEXRERFFERALLVLER FEXEE)
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Survey of Pharmacopoeia Use in Asian Countries

By Kazuko Kimura, Prof., PhD., Drug Management and Policy, Graduate School of
Natural Science and Technology, Kanazawa University, Japan

Objective and summary of this survey _

The appropriate use of the pharmacopeias is a critical key to ensure the quality of
pharmaceutical products in each country. The pharmacopeias are used in many stages and
processes in pharmaceutical regulations focusing on the quality of pharmaceutical products.
They are the regulatory standards for drug companies and other providers in legitimate
manufacturing, and import/export. Also, they play an important role in the countermeasures
against illicit manufacturing, and import/export by providing explicit quality standards. The
regulations both for legitimate and against illicit sectors must be implemented in
cooperation with other countries to make the most of the limited resources.

The objective of this survey is to obtain information on the use of the pharmacopoeias in
Asian countries. The focus of this survey is on in what ways the pharmacopoeias are used
in each country’s pharmaceutical regulations. Based on the survey results reflecting the
specific situations in Asian countries, we will provide a list of items on what should be
considered in further discussions to harmonize the pharmacopoeias in various countries.
The final report will be sent to each respondent. This survey is one of the research activities
to promote appropriate use of the pharmacopoeia in Japan and is granted by the Japanese
Ministry of Health, Labor and Welfare, under the title of ~ “Quality Improvement and
Quality Assurance of the Japanese Pharmacopoeia to meet the advanced quality control
measures of pharmaceutical products and the amended pharmaceutical affairs law (PI: Dr
Tsuyoshi Tanimoto).”

We would appreciate it if you would kindly take the time to fill out the form attached and
send it to the address below, or by email, by November 1, 2004.

The address to which the answers to return:

Prof. Kazuko Kimura, Drug Management and Policy, Graduate School of Natural Science
and Technology, Kanazawa University, Kakuma-machi, Kanazawa-shi, 920-1192, Japan
If the answers are sent by FAX: please send to: +81-76-234-4403

If the answers are sent by email, please send: ono-shun@p.kanazawa-u.ac.jp

inquires about this survey:

If you have any questions about this survey, please contact:

Kazuko Kimura: kimurak@mail.p.kanazawa-u.ac.jp; phone & FAX: +81-76-234-4402
ShunsukeOno:ono-shun@p.kanazawa-u.ac.jp; Phone & FAX: +81-76-234-4403
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Pharmacopoeia Use in Asian Countries: Survey Form

Name of your country:

Your name (name of respondent):
Job title:

Name of agency or institution:
Address of agency or institution:
Phone:

FAX:

E-mail:
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Pharmacopoeia Use in Asian Countries: Survey Form

Q1: Does your country have its own pharmacopoeia?

[ ]Yes
[ INo
[ ] Unsure

Q2: Which pharmacopoeia(s) does your pharmaceutical regulation refer to? (Check
all that apply.)

] Pharmacopoeia of your own country

] US Pharmacopoeia

] British Pharmacopoeia

] European Pharmacopoeia

] Japanese Pharmacopoeia

] Other Pharmacopoeia  ( )

e

Q3: (For those who answered in Q2 that the Japanese Pharmacopoeia is NOT referred) :
Why do you think the Japanese Pharmacopoeia is NOT referred in your country?

] Unfamiliar with the Japanese Pharmacopoeia

] No expert in the Japanese Pharmacopoeia

] No technical assistance available

] The US/British/European Pharmacopoeia(s) is(are) more useful than the Japanese
Pharmacopoeia

[ ] Tradition/history

[ ]Other

e B e B e B |
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Q4: (For those who answered in Q2 that the Japanese Pharmacopoeia IS referred) :
Please provide your request(s) to Japan to further enhance the use of the
Japanese pharmacopoeia in your country.

] Technical advice and training on testing

] Seminar/workshop for new testing methods

] Seminar/workshop for international harmonization in Japan/US/EU
] Provision of standard substances

] Other

Fama U o B o B o T e B e §

lQS: In what ways is(are) the pharmacopoeia(s) used in your country? (Check all that
apply.)

] Manufacturing licensing

] Import licensing

] Export licensing

] Quality control in wholesalers and retailers
] Inspections to detect substandard drugs

] Inspections to detect counterfeit drugs

] Other

ey p—— e et e e

Q6: What kinds of difficulties are there in implementing the pharmacopoeia(s) in your
country? (Check all that apply.)

] Lack of laboratory equipment necessary for the testing

] Lack of pure standard substances

] Lack of technical experts and scientists in pharmacopoeia(s)

] Lack of knowledge and experiences of pharmacopoeia in the regulators and
inspectors

[ ]Lack of knowledge and experiences of pharmacopoeia in pharmacists at
wholesalers and retailers

] Technical difficulties in the pharmacopoeia(s)

] Unavailability of necessary technical information on foreign pharmacopoeia(s)

] Other

~ ~ /e

— p— P p—
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