Question
Number

Question

Refer to
IPEC
GDP
Guide

section...

Refer to
SQAS
Distributor
ESAD II
section...

Are contract acceptors periodically re-evaluated
according to GTDP principles?

13.3

G135

BYIFEAFEIT . GTDP BBt » CEMMICHIEMAZ S ETN?

Are contracts specifying the distribution of
GTDP related task between contract giver and
contract acceptor?

BEINE, FEH LFATOMO GTDP ICBT A EXS0BAZIBELTWETM?

Is sub-contracting prohibited unless specific
controls are performed?

BEOEBRMBITRDNRWVWES. TR AEEIEINETN?




Stimuli to the revision process (Proposed New USP General Information Chapter, Excipient Performance (1059))

#H13
1. Fik: @RF-HTeLREH
EH -7 eLB R
REEHD N I HAY FrEOaLT LT
BN BANT A 7 7 F k—i (Lactitol) R vaFsTy
F=UrBANTh B TAZ =TT
Wl At A JLEE THTLT 7 —{bT T
fEsfhErn—2 = NF = YEFAT AT
HExtEro—= <z FFFR P Y (Maltodextrin) ahXRF LT
F¥ A b L— hE (Dextrates) < k=R Lt =k
FEapY vi=h—s [EfRSE
7 Ko (Dextrose Exeipient) Y E h—ib U K TDHE  (Sugar, Confectioner’s)
Ahk FoTv

BE . EOEAIENAICARSLER AT EN TCERMSH FEAMNAICMA O AARS THD, FFE LT, Wik
BMICERT 2 &, BREAIZNAION D OES 2 5D 24250, MAIOHBER(CFEA MR TR O & & i
~DEGHRETbND, BREAIRNAOZL 0ESE2LEDHELOTHY, EF CHM2MNE, A, Zhboo
R EENEEIZL S,

BREF - WEAORLTEEZAEL LToRHIIT, Mk Fo REGAER (0, EREMRBE, B -
FARBRIR, B—) RO (SES—f. Bkl AR, ER0set. LA, BER - (LFMLER)
E/LHLICHhD, —MMORER (BEREAL—R) Tk, REESRAOEZDICERMOBELNT FF 154
=L LTEHExHALNS,

MM . SR/ 7L ORERNCBIE L — ek, BPAIR URARNSICEEMDS LOTH
5, Zhbitit, (1) RERURENM. Q) KFER. 3) 2 2/7 v 7NEE, () WREM, (5) R,
(6) EAMk. (7) Bk, (8) WWAREE, (9) AR OERMENSEND,

{ERotERR - SAORTRIZZE T, BlH () o BAEILLTL, BEEILCTL) B—OFRHH (1L
PRI, = h—) BRUZBRS. REHAERSH HERtro—X, Fr7y) 2E&UMRRSL2-T
W5, —hbIKENE. H3VEFENET, P, B NETAL )V MERT,  MARREHL Y F R A Ok
MR SRS OBE, (LFNREERUSHEIC A FTRICERA L2V L0 EB8R Ladhide b2y, RiEF
BB UYL R OB 489 IBIRT 5 Z L2, AR OBE L RRIZHE - LFMTEHLZ®mHS D
itk h, HMBOFRTRAGEESEBROSHERIIC Lo THEBLZ T HWEMENH D Z Lvb, MO M2
FALIFEEANMLE 25, NARHEYEINAOBGLREESR U ZHET 572010 4F & L 2V iks (E
LB, Bt ZEBTALILENELS,

— IR . EIBIC—EOSMELHEET S RECHREBEAMBT ANABYEL, Ko T-RERLEIT &
A MEBERVY v 7TEE (616) . BE (699) . M LE (695) | fEikEAEHIEIC XSS LEEER (696) |
FEALLEE, WAL (731) . ASBIE (921) . XEFMEEE (776) | EAWIC L DRESMOHETE (786) . R
FEOKETOH (429) . BiFHE (811) . HFMEM (846) . BfkFE (1174)

2. Fk: RF-NTEIEERR

@RE/HTEEEER
FZETHA FEALY RBYxFLAFUFR
FILF TFELD—R RE ke
A2 YALBT rE=hal)ly HFFV rEQaLFLLy
— (Ammonio Methacrylate Copolymer)
AE VAT rE= a7 F ik Rl raFwTy
— 4y Wi (Ammonio Methacrylate Yr—HA P s | A o g

Copolymer Dispersion)
AnFF =1k REEY
ANFEF =NV HRESS
Carbomer Interpolymer

Ao —2F b oh
EEd o —A

fERE £ =/ ES% (Copovidone)
R

EHBEE Fox 7oAt n
—R

e FpFToitFiela—

A (eFarog—2R)

koo FoliFazlo—

ATETF— h#H2 32—}
(HPMCAS)

< hFHF 2 B Y ¥ (Maltodextrin)

T/ h—2A

A FAEIO—R

EMTALD y—{bT T
FVFHTF LA
aLFEF T

P-4

BE . SR/ T VRESRIEAK, KET AV a—VRIE, MOERS OERTVAE & REPIZTE DERLIZH
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KHAMAT, MAOBSIRELZ D, BEAIRERIEAITEMR, TaH, Hoa 0ok & oghE
ITIRA L. MEREIIGSICERIcmaE S, SRS ERE, SRR, KESh, B, SH&. M, 5%
RAarikizisit 3 BTk 2 b o EER 2R T 4. BEGERDE T, Tk, EEE, HEEERHE. Bk, 4
B, ERREE, FREE . EMRHEIC ST S 1o, T EOERER 288 L TR0 TR & 51Xk 5,

Ak WF - A/ A7/ VAESAIIRETT L, BR{EERIZRRETTW, H2VWRRAT 7 it
w1, SARBEEICERERLALCNS, EEAIREESBINTAZ ik ), KT DI
Ao Y, BEITEMES, (7oA L—F) OERERETD, £, TALIIRESE KE, £OM0
PR e B L B EREESH D, ERP, FEARSEREEGEA & 2 AEERBLERT R S B,

MBI . SRR OSSAlONE, HREIXTOHENERICEEL, REEH, BT RESH, B
RE, HERXPTLEETHD, %, #A4H0OENESY~OH—RESIRIEBICTAICIRTE, Bk, HES
DL 5 e BEitERICkET 5, HAROBNETAEE. BERLELEEELRER LY, BT LEHT
IZ. WA FMEOBE, oFRk. SFESFICLYVEEEZTE, BoTReRRIVEERTSEENED S,

{eenutetk : BER/A T ELBRESAIL. () KBRS TF. Q) SHMST. 3) Wicamansd, w7,
Bk kot R UES], RRE, BRAORE, RS EED M HEEPOEmRiERPicis Z 5%
SEHEERICKEEE52 5, RAORMYTADIE, HICEOHMBEOATYHICLD, TOMRIZKERAT
VEMELAZ LML, RETT LS D,

— BRI . NP — RO RET S RECHRBIE LB T ANARYE R, RICFT—EWE LT &
D DEBERUY o 7EBE (616) . HERILE (695) . BHE (699) . MR (731) | FAHTIC L DRES
T OHETE (786) . Hoemfll (846) . XEHE (911) . Bk (1174) . 2 o= bFS5 74— (611)

3. Ak : #®RA

feHl - hTEILRRHA
AFT ) BEHNL T A Fo UGBS ) UL BN
RAB7IEY L ZvNATT VAT YO ABEMESM AT 1
AFT YU E2TF TN T ATFT Y RBEH
% WAL ATT IR
zud—n W7 B

BE. EENAOMECHOSRARSITED L5 kR o B AT, RTFMOBRNENL S5
HICEHRAILEEEDNLS. EWRBRFIZESINCERERAICIRRENSZ EbHD, T, ERBRAIIIR
HEROEE - SBOERNEENT A DICAVWERD,

B L 8F . ERRAITEERT (A& EBWRES) IO F LTHELZ R L, K7 kOB, itk
FreéeBoERyERTS, BENEHRABEFOMBRZOHoRTOMERICEIVRRS, EHFEL2B LD
1. HRABRAB TS, RS, UIRERSEROBERREIC Lz bl kT « L AHRAI
IIE T CHM L ITEROBSRILBORT R KT ORISR T « VA 2EY  BEEDOERZENT 5. M
FE#, BEE LR 7 L ARRAIRGETS, ERBRAINET TR EN, #R7 4 LA 2R
45, LdL, #FALIIMEZMELTLEREE L2V, BHEOSR L & b IcERRK 2 L Tilin, 3l
Boft 5.

MENER . HABRRATHRE L 25— RYEMERIT. BTE, R, Kok, SHEL RS, Ei,
g (ATFTY M/ AN F R RUSKRLEEL RS, BRZANVARRFICE>TTFRENDIER
—RHEAERIIRFRE ST, B2ERL2S, T, MELEELZS,

(B - BRAIZBERBRA, B 7 « L LRIRA, RBRRAICHBE SRS, BERRRAESUENRE
B (AFTY B3O A) | RITEERD L EBRN 2 HF BB ATV (ZeABATTIAT Y
m L) Thd, BR74ALBRAIIERIEYN REFMGMS 7 1) | RiZNERMET S50 (27
7Y EE) ThHDH, ERRRARMET CEE»SRBH LS,

— A . IEINIC—EOFELFHET ZRESCHRBRE MRS A RNAESEE, RISTRT-BREELBT L2
2 - RIFEOREITSI (429) | BEOHTIC L ARES M OHEE (786) . XM (846) , XMEIHT (941) | ¥R
BBk (731) . KSHAE (921) . #EM(LEE (695) . (696) EEHEEMLMIEIC L AREMEEER (695) . JeFHRE
# (776)

FOM; iz, BEABRICAVWORHAEORRFAIT LEROEFELSBRICETIRELRY, LML, 26D
M EMENERE CITAV SRA . — BRI R IR TR Ay, 27 IXRES T, HOMORRA O
PR A G2, LL., ITEL &R L OBR L LR THEDINERT 4 L ARRA LMZ2EDE TRIZHVWLh
Do

4. Bk : wEH
USP-NFIREO®E#
=T EERx e = Bk

EZRHESRIRSY (Ferric Oxide
Blends)
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H 7 AN

USP-NFELSA O FEF]
FD&C Colors and Lakes D&C Colors Ext. D&C Colors (A mae)

BE- HFefizeEME SRR ORI 7 L4 LRV YHRE CTHEROHHABICT 70 I AR ICH
AAEND. “NLOFARITERE (dyes: KBEHEHR) . L—F (lakes : TAHHICWANK L= Sk mBk LS L
72 B ATEMEYEY) | EHEE (CEBHET 4 oRREE0 L 5 R | KANEE (VRTSErokithnd
KIZEE L EE L bNARVWRALSE) Kot bnd, FEeAKERESECE:, FTEOHHEICOWTRED
HHh e 2 E R c R LT o 22w,

19384 K EIR A - EESR - {EHERETIE, HFEFE3ZHELTWS,

- FD&C colors : f£fh, EMS, (LSBT A HAAOERBREDLENTWS,

- D&C colors : E#ES, (KEESICHBWT, PARH HVIZHEI L i L THLEL EE X AR R UEEEL

« Ext. D&C colors : O EMO-HICHBTOEABBA SN0, ARIEETANAL LTOERNEE
LEZLNHEEH,

B bW AEEREHI AR, T a—UERE LTF o7y 3B o L 5 RiREIC LR S n 58,
— o ISR TEMT A, cnbEFRLUEILIEERECHEARKS E LTHVWbRS, L—FIE, T
EHEO T ORI O OREBENS L HICRAENS, OHEAMNL, BHEECLIEGEAZLV—FCLELE
HEIhab,

VEMME . RERUL—FORTFERROSHITHAOMMEEN (GRS, B | AROME, /MROB—EC
HEERIET,

eSaotdk . HEAICHT AR, EELMEIL, AFOEE, SFREFETHS, FHEAEITHFMA2EN
e 0T AR ARK LRI TR T CHRRAOAEORR DR CHTITE 5, WALMIC, AEAIRBFRS X
3k L RSN RO 2V L O TRTRIERL 2V, FEAFOSKEITHEK, TOMBE, "74—<r A,
SOEBTHEINS, THHOT 07 74 MIFEERS, BREESEK. 2R, ARAHHOMEICLY
At A,

—RWE : TN —EOBE R T A RECHRBELMRETANAEYE L, 2 00— BWHIIBT &
725, BBICLAFEIFCROKRMAERETAEDICHEHENDAXTHS . AWMOBENE (1061) | KT
BoXEHT ST (429)

FOM: HFEFITREHSEEICHEY, PEOHEICSWTHREOHBRR Z@MAMNCHR LTz oy,
FERO—ERUKEESSM=—F (CFR) 2L TFIZRT,

BN CFR (CEEEIBRHEE)
ft{v&k8 (Ferric Oxides) 21 CFR 73.1200
BT & 21 CFR 73.575 & 21 CFR 73.1575
£ ¥ 15 (FD&C Blue #1/Brilliant Blue FCF Aluminum Lake) 21 CFR 82.51 & 21 CFR 82.101
£ i 2% (FD&C Blue #2/Indigo Carmine Aluminum Lake) 21 CFR 82.51 & 21 CFR 82.102
fr 405 (FD&C Red #40/Allura Red AC Aluminum Lake) 21 CFR 74.340 & 21 CFR 74.1340
£ 45 (FD&C Yellow #5/Tartrazine Aluminum Lake) 21 CFR 82.51 & 21 CFR 82.705
HJAEA5E (FD&C Yellow #6/Sun Set Yellow FCF Aluminum Lake) | 21 CFR 82.51 & 21 CFR 82.706
#2035 (D&C Yellow #10 Aluminum Lake) 21 CFR 82.1051 & 21 CFR 82.1710
H226% (D&C Red #30/Helendon Pink Aluminum Lake) 21 CFR 82.1051 & 21 CFR 82.1330
#2025 (D&C Red #7/Lithol Rubin B Calcium Lake) 21 CFR 82.1051 & 21 CFR 82.1307
#2188 (D&C Red #27/Phloxine, Aluminum Lake) 21 CFR 82.1051 & 21 CFR 82.1327

5. ik : SFEH

LFER

2 2 A5 n—FKTrwh 2dad—

BIE . AFIIEFNTAH (EABAES) | BaH (BAES) oMEicfvg, TRk, sk T
BB,
B E8F . LHIT, Bh2EAICER S 8E, NTES L KR TEMIEEES. wThbeFloa s
BRUSARIC L W A2l S5 =micid, il (37°C) DT TR LA2IThERZ6R, ~—F77 v A
EANTIZITHRBCERALT S, o, SRR EER TRAR L, EA IIRMEEEICER, UIaBT5, L
o T, EMOKHZEAOBRERVEROERIZIVEZ 5.

AN . ARIERORELHENERIIRAORBICHAZ L THDH, —BRMICLFIERIT27~45CTH
5, Lal, Mok, ZhoOEREE LY D2k BARREREO2-3CHA—MTHD, o
AR ST IC L 0 A ORAZRERES EEA TS I LG, HEORALREGE QKA L RIRT 5,

{2t ~— F77 v PKIRAIITESIEBEOEEKR MY 7)Y F=ATALORENTHSH. Thb
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HEEXELBEDY V1) AR 27/ (mono-and di-glycerides) A&, = bF(LIFMBELEEND,
FNLITHMARREGHE. t Foxi U, B, 3 7M. BE®E, FAEBICLIIfisny L— FioEIES
NIEERNPAFETED,

BAMLALRIE A LEEYDRORSY CHY, TR TCHEET, BHE~ORETHMAM, B, BRLT—
Ko +5, BASERERIZA—F7 7 v PEFIER L 0K, ifhOBAESTmO KRS, ik
A2 BRI ER I RIiT BRSO~ 2 o —L 28T,

—BEH: TN —EOBEARET I HBCHREZMBT o RNABYED, KICTT—BYEHLEIT L
2% MAERUARISHEMAE (401) . EEEEEE (651) . MARREEWE - MAZERE(741). EELMA (1151)

FOM: ~—F77 v hOLARFICEETNDEHIBALREREZ Y LRSS, ZhbooWHEITER
BRMAEEEICEL>— BN EER Y v 2 ATHSD, o, £RIZVEY ETFFUonhLREShAD L
2H5 (B #HFTREERFUSHIZRERBEIATWVWARAWVWI 6, EREICIIEEL TVWRW)

6. F: A (b) # - BEK

W () 7 - $5 3
TIETdA ANEF =TS Ry F
BT X =L REDH HVxzFLrddsF
(Interpolymer)

77 3 K (Alamic Acid) HAAa—RABNL DA RBUP=ALTFTra—L
FIX R HAa—AF kI A Hiee i
EBRTFTY BT NI=0N b e B ol U R N ] TAECYBIo LYY a—Lx

AT N
FET 2 AN A HIH—F “Eb AR
aoA FEFEMEET #5004+ BiEEREro—2 aof FEZREy 4 %
A rFHAE TFEARY THX ) oA
MR~ A YIF 7 B =BT S e g
RebtA bl CxFHA R vraFrrr
ANFEFE= LR Y =910 Sr—Hh SeAHT T
HARFE=ARY 7—934 tEFpdrzFreio—2R A AT T
HAEF =R Y 7 —934P E koot reio—2 FSH b
AnFEFr=LRY v—940 EFaFsFoiLiFLEio— Fi s oA

2 (e7mAo—2A)

HEFE= R +—941 SABMTNI=TATTRIDA
IARF =R w—1342 </ bFTHA U (Maltodextrin)
WFEF o LEHED e,
(Copolymer)

BE . R (k) Al EFITOEE (SR, Sk oRElk. BRROML. MEFONTBIORDY,
FofmtEnmL # BicEELEATH NS,

AL BFE: —noFNMAOSREEL., BEMEERIZIZEZ OBFENEE LTWS, KL —BaciEsss
FH. EER. R OBRIC E5ER OB AL THEZMMEES, FOMOBF S LTiRENga+, 7
DIRTERy FI—Z I LB AR THY . FHEONFPRF ORMICER T 2 0 IREOR 5 TR5r, R
BFITBWT, BiGlER AT T ) EERETI. EEFO20OBFIIoBEL2EET S LICL Y RAOE
EfEEEEES,

MEBAE © B4 OERIBEE, BRI, FAFRomn, A7 7Y CEEEEROBINTH D . BNt
BENHEORATH S, ThLHFENMHOSTFREVK FEODIC, HHOKI N EIE==—br 2D,
IS OFEMB OIS LT, 0T ) —OBSTFHENSOE S HERUS T R0 mE Y
ENES A L CERERERLE LD,

{Lrotedk . KREIERS (USP-NF) OREE (k) Al BEAOEELRL O BRtEmS TR (77
7L, ATy, TAX=B, AVHEFRIE=L, ALAo—R, BFF—Fy FEXRAIIY, T
Hh, Fr—HA, EFaxsmFirLeio—R, EFoFr7oitero—R, e FaxiFobirtFioe
po—2& (eFogro—2R) <A RFFRM o, 2FAELD—R, A2F RUZFLLFAFIF, RY
P=ATAa—r, FLEVETOELY UV Aa—LITATFN, FTrFy, hFHU P, FHFHL) | (b) €
SFv, HEFr2EhRAktEaFRAkbHTHL, B|EY (T2 LT b, XA b FABETLI
=YL TRV L, ZREYA4E) 1T kEERG/EREESME (USP-NF) OBE (k) Al. BEAIcBT52
BRICKERLIN—TEWET R, TIATTYV BTAI=VARIOREOAT IV -t 2FEMSTF. ¥
BTN THD, FNTECE/I AT TV BTAI=0L, F/ALITFUoBTAI =g LOSESER2EE
hefonsg,

—fEIE . BN —EOSEAEET ARECHRRELZMBET SRABYEIZ, RIFT—BEHLEIT L
7pA  KSEE (911)
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7, ik BERH
B A
% (P B
poEATRAn MIATID qeuk BTy
vxF LS la—nE s xFix BERK o — XK
-
AW AL RYFFIATIEIN RZTLY
ol HYUAEIALZYEIL BYFLLFY)a—LE)2FL  AFTafl RIFZA 7)Y
—F ) N
Y40 #YyFHonsziey g AEEMESME A7 11
e
BARE ghoEY v

BE . BEISEOR D EERONATH Y ERTIOA L Z2EFTICBFMNICENENS, BREEAIEEROE
ERA T, FOHEMMIREELRT S,

A& MEF . BEEHIZENORFHERONAE: LTRESh, BEOiYE - REAITLH S,

YEMEL . REEAIZESNICRERARVWRECHD G, BERRIEELEREYE LTRET D,

BEERITROL S oM EnS

- MIEPEE LA T EA T, EHITAEBIET., KBTI, ACHEVWEE LIZSW (RF74 %) ,

< AR AT E A TA R DT NI A, KicEEITIo <, KTEWEE LI W (52 %) ,

s PLANERCREISH IE A AE, RIEMDANORA THY , AR TAEZRI L, KITETFIC< W ki, Wit @
9P A RFT4DLY—L) .

KIS AT AT, KERIRL, KEKTHD, ATEVWELLATES (R)=FLrr)a—n),

{EErotEtt - BEWEANIECENICEETREE R LONBRENS,

—B;Ji: WO — B O 2 TR T 5 HB-CRBRE 2 5 2 WA N F 1, WIoRT BRI &2
5 : f5HE (911)

8. Fif: FEHCH-EILRLER
FERpEH - EER5
A RAN TN oA FEZRESY A %
AT RO A 22

PR . LAl BEUEBSIERIITBR AT L, BikE Ly Tl D L &I S AR ERL S ED
WICHVA., Shic, FEERRUEENIER R ok o A —HE L (R TR T R MR AN T S 5,

il ML KE R TORRICRF L THAKZRLTERTALEALH, KTLFR
ICBR B L, R THOMFHROM E OBRDEREY S5, E 610, LA LR R S 2R R
SWADTESENSH D Eb, MK LR THMOBRM LMD EED LB NS, EEPIERITEBRAE
BB LIckVIERTALELZ LR, 5 TATVHEBELRECRS T 2R FREBORFLNTZ &IC25,

WIRROME LR FEENLA R OEILRS 1L O — S BRI EER b U TR, BRI, R EEL S 6N
A, FnNoEFEBELBSMENEHD,

{E4ROMELR « TE LA R OEE LRI —Baic e LBl Th s, FNALRAKICETIZIWVA, B
KiETIRAy, —hbo—irdEstEKTH S,

— MBI . NI —E O E TR T A RECHRBRESL T A ]AE S H T, RICRT—RWR LT L
% B TFBROEEFRSIE (429) | GO L oRESHOHE (786) . LRmM (846) . feiskik (731) | XK
Sr#E (921)

9. FiR: REEMEM(FLIER. BREM. 7% () #)

FLIER, B WA . 5738 () A
TZETHA 74V F$i (Mono-and Diglycerides) | R YU ¥ ~<— |60
B ra=0 A F 2y =0T 32 (HBFHE]) HY VS L~t— L 80
HiE<o¥ =0 A Ve ) E/ATT I BToLrY)a
-
AN F = LETEY *2 b¥v /=09 = FAFT U AHiRET R Y 7 A
(Copolymer)
ARExRE=NHEEY FlA 8 (HiEHD SOUNLGERET R YL
(Interpolymer)
BlkEFLEY P=0gA ALA AT a—r (BEEH) ATFTY BT MY oL
ILATR—N RoFxgv— T}V BINET




Sz & )—NT I GEBED)

AZFT U BRY AR F Lr50

ES/A LA BINLES .

AFTIN o BIzFLLF) a—n
#

R AFn10F bf r—FT0

F/RANITFIBINES S

TAIFNI T BAKY T K
-k

RUFAF A0 FAFT I Lx—
TN

FT/ATTI A BBYNES

ATFTY s BxFL L9 a—LH

R AFIABETH

TXFAL LA BINET

CATTIV BT

B A0k BERMNE = i

FDRFTY A EESIVE S

TV I2—NEES)EY ATT VU EBRY F %40 ATT B
F)ALL BT EY RUAFUNT T NT—T N P D e
EF)RTFTI BTV EN HUFAFLNAFT I LT —FT I F o FHih—
70T ha—L8 HY Y — k20 ST v 2 A

LT

HRY VS — 40

BE . REENA. REFEAIIEER OB OmE £ b omBES T Th o, REEMAIIEZERME
OhHOMEL L L, EEGABEUVT Y S — L AT ACBWTHALH, BEA, TEtR s LToRB2T5. £
O, HRF . BRI O TESENIZREDEIIv ALY a VERORE, =vATa AT AOEEL
ZAWERD, %EODEIREEER L BN Rk 2AEH, JbRERL LT, LELEERZA.

A L #F . REEHAOFBEEOUE A REHEEN L2 2 0OEER{LSHOMRICHEL, tO
1 DIERETEEA L) T T A -ifE, -k, Bf-BEoRE CRF L TRERL 2L S5, 2HA IR
FENAOBENER I tABELBX BRI IEL, HAVECSERUEEMRE L 220AAH25, RE
BH AW S MBI, EEICEELERLF L, B, NTHAKMECAMOAEEEZFEICT S 2
LAERFBRICHDDD, BEHERSFHRE. UIRMHEEED X 5 22 R 2RI ST ~OBRAN, LT#E
TAWREENH Y, FORER, BEAICLE CHRF ICEE L T T RERIRE R T 5.

ML . 8K - BEEHLBEEHE Y A7 ATE, LI LEREEEAOREELRTZ LTV GR
L, HOT P ay hOEE, RE, REEEARE, =AY a HUEEH,. RRTAORE, AfFEICL
S THBLZIT5., HLBOWESIITA RN oF LU RRABEMAOHELZHONICT DD TH oM, REistE
R FolLfmBARIIcE CikEnTWS, FhiZbhHhbbd, HLBA0~10% COFmIEMERIZH MR m
TR L e X, ARl WP ARMEICEV NS, HLBAS10~20% CTOMmiE A E B AR fmiE A L 72
i, AP RFAQNHE LTHAVWoNRE Z LSV, FOMOBEERSEAMERITIE, AKREEFNmEERT
fopH, |TAAGME, B, SitoTHYy (Rel, FRmRBLETHY) H 5.

LSRRt . REEEAIZEFOLSE, (LEMEIC L 0 SEEh, BA 4 REEERIE. 8RR (R
FTVUEEF Y UL, ANUL) | BEEE (F7UANRET ) L) [ ALRVEEE (PA2TFLY TN
ANTFH I R—F) AFVICEENSBRAMESCARHESAS, FRT yE=v LE (B~ Fra=
vh, Bkt hYE=TL) CTRESNDBA A REFEEAIT, MEAHESEDND -DIEH & LTOEA
EE IR, L LAds, ZoMEk»oRFR L LTRECAVW GRS, F A RmEMRILIEA 4~
stk BB, TS VLA EAELT AEAR S A DI DEESICEA SN TWD, A A FiliE
PRI F O(LFEWEICESNWT@) BRI ZATFA (RFTIV VB AFTI VBT oLy YY) a—Lrnl )
AyyEa—LxzATA, F)a—n) REIALES AHRE (£/ 70 ) BYLVES Y XA LA ABINVES -,
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APPENDIX: EXCIPIENT MONOGRAPHS AND PERFORMANCE TESTING SURVEY CONDUCTED AT THE USP 2005

ANNUAL SCIENTIFIC MEETING, SEPTEMBER 2005, SAN DIEGO, CA

Approximately 75 Respondents

Demographics
Research-based Pharmaceutical Companies 33%
Generic Pharmaceutical Companies 9%
OTC Manufacturers 3%
Nutraceutical Manufacturers 4%
Excipient Manufacturers 29%
Excipient Distributors 7%
Academia 3%
Regulatory 0%
Compendial 1%
Other 10%
Primary Responsibility
Formulation Analytical Regulatory Other
21% 24% 26% 29%
Agree Disagree Did Not
Respond
1. Do current excipient monographs need revision? 52 13 10
la. Do the following areas require revision?
Existing Acceptance Criteria (AC) 35 20 20
1b. Test methods 62 10 3
lc. Reduce number of unnecessary methods? 68 5 2
2. Should methods (but not AC ) be added to distinguish grades of 44 29 2
excipients?
3a. Will Question #2 above help users address: Manufacturing process 39 12 4
variability or reliability?
3b. Lot-to-lot variability? 38 35 2
3c. Multisource excipients? 44 22 9
3d. Other? 0 3 72
4. Should AC be included with test methods in excipient monographs? 55 16 4
5a. How will additional test methods impact excipient supply and 63 10 2
suppliers? Increase excipient cost?
5b. Increase number of excipient suppliers? 25 46 4
Sc. Improve excipient quality? 45 30 0
5d. Facilitate communication between supplier and user? 49 22 4
Se. Increase competition between suppliers? 36 33 6
6. Should additional tests (not AC) that relate to excipient function 35 40
(sometimes called functionality) such as lubricity, compressibility, or 0
disintegrant efficiency be included in monographs?
7. Would a USP general information chapter discussing excipient 62 12 1
characterization, including functionality, be beneficial?
8. Would it be desirable to include functionality tests as General Chapters
but not include them in monographs unless they were needed to 57 16 2
differentiate between different grades of the same excipient?
11. How would ad.ditional excipient test methods in USP be beneficial?
11 a. Improve excipient quality? 43 23 9
11b. Simplify regulatory filings? 40 30 3
lle. Decrease dlllg product costs? 18 47 10
11 d. Increase drug product quality? 37 25 13
Il e. Do you clUTently test excipients to distinguish grades?
Yes No N Don’t Know Other
34 18 N/A 20
11 f, For your specific needs, would you pay to have additional tests done by the excipient supplier?
Yes No Don’t Know Other
27 10 N/A 36

11 g. If there are additional tests included in excipient monographs to distinguish grades, would you do the tests or pay to have
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them done?
Do Test Pay Don’t Know other
36 10 22 10
13. How many excipients does your Company/Division multisource?
Answered No Response Don’t Know Other -
28 8 25 11
14. How many different excipients/grades does your Company/Division routinely hold in stock?
Answered No Response Don't Know Other
30 9 24 10

15. Does your Company purchase custom grades (i.c., grades specifically produced for your Company and not generally
available in the market) of any excipient?
Yes No Don’t Know Other

22 24 18 9

16. Are the terms additive, impurity, processing aid, concomitant component, contaminant, and co-processing adequately
defined?
Yes No Don't Know Other
11 30 23 11




