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1. —HESRE 24 PMAGHEAERARMNE, EAFBEMNTY L
MHEZHER, ZERCSHBANENETHEEEZAZ EATRIMZ R

5 Kl FrRAEIA T BESH Cou/Cos ZHZ 4 0.55-0. 85, BT I & K57 B AT ¥

/DYy 24 /BT

2. MAEKX 1 FAMAE, HIFEETHBARE Cp/Cun Z LA 0. 55-
0. 75,

3. MAER 1 FFRMAE, HHEETHREREZTAE.

10 4. BRIER 3 TR AE, RAFMEETHREHEERBS .

5. MAEX 3 FTRMALY, HIEEETHREMUEENFE LINTHR
E:

6. MAEX | FTAMAE, HFEETHERAEA C,W/C,., ZHA 0.60-
0.70.

15 7. WAEX | Fridmm 8, HAFMEAETRA USP EREME: £ 37C,
700ml pH1.2 KJZE MKW S, 100rpm, 3 1 /MRS T E I ASME B
HMEZE /DAY 10-45 EES.

8. WMAER 1 Fr@ifR, HAFEETRA USP HBERNE: £EITC,
700ml AEHLlE ¥ (SGF) #, 100rpm, 1 /MY, REH A 37°C, 900ml, pH7.5 B

20 MREBZMHEP, H4PNEHETHREEEMEHBRREZELH 20 EEY,
H 8 PRI TEER KA BRBE KA L 20-656 EEY, 12 PEERARH
45-85 EE%, 24 /PR E/D K 80 EE%.

“9. HER1FRAAY, HEEETEEOREN 4-14 PHFRRE
w] B B R ML 3R R B (T,,,)
25 10. RIEX 1 FrRAE, HRTEETREOREY 6-12 D EEIZE
2 AT R 5 R AL 3 R (T, o
11. MREK 1 Frd s, K EETHRLATER C.. K TFERNESR
o] M R 57 C,oy B 60%.
12. MAER 1 ridfm, K EETHREHEE —REHA.
30 13. MAEK 1 rRIAE, HETETHREAERESHA.
14, RER 1 TR RE, HRTEETEXNEEHRMUTABLLLE .
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15. —FESHE 24 MHAKMEREROBRAY, RN EEHMA
ERBENETHRELGE LTSRN, ZARSAREORE, A
Toax 2 ARG 24 /MBS 3 18] BRSO 38 4 Z S () 25 ) 1R BR T R AG 24 45-85%,
B BIT R FT R B D 4 24 /AT

16. —FHREBEZLY 24 MEREFOSE, FRAFERBEORE
HHELEEZERMNEY, ZZRSHEBARENEATRHEHAZE LK
HAEBEME, ZEALTEEFH CyW/Cu Z L2240 0.55-0. 85, 57 AT FF
S /DL 24 MR,

17. —HHEEGOREBNEN T, ARTEEEEEBAATRENS
AR AZ LATTHEMAEBEM SR ERERAEY, SRNBETEER
B Cpa/Cuax ZELZI 24 0. 55-0. 85, ST R ATREZE DY 24 /BT,

18. BEBE 24 MHRAMEAORERAE, FFAARASSILEAX
ENETESEAE DN RSB S AR E BRI, %0 ]
R USP BRI E: 7 37°C, 900ml pHI.6-7.2 KB KIEHF, 100rpm,
H1/AME TR R AR EL N 0-35 EEY%, H 4 /DA TERTE
RS BREAR 10-70 EEY% H 8 MHHETTEHAH L EIBRERLH
20-75 EBY%, 12 /MBF KL 30-80 EE%, 18 MR KLN 40-90 ER%, 24 /)
BEZh 60 EESU L, HASNBRERER EAKBT pH H, JERIE
900ml ZE /KW L 100rpm AEEZY 1 XXIT AR (1990) Frid g E v, 7
ey ErtiE, FR— pH BEIFMAFAHESEMS— cH BERNBHZEAKX
F 10%; BEOREZFE C.0/Coy Z LK 0.55-0.85, STHEADFFLEE 24 /)
B o

19, BAIER 18 FradMAE, RFEFEETHRAEN CWC. ZHH
0. 55-0. 75.

20. BUFER 18 TRMFE, HIFELETREOREY 4-14 M FHE
STERERELERE (T,,,) .

21, MRER 18 FTRMAE, HIFEETREQRSY 6-12 MrfFEIE
4 T R 55 G A 3 R (T

22. WFIER 18 TR AR, HAFMEETHARLATEN C,, KTFEHES
AT R R 7 C,o 9 60%.

23. WHER 18 FIRMFE, HEEETHRAHRE—REY.
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24. MAEKR 18 FriRAE, HIFTEETHRRABRBESLY.

25. MAIER 18 TR E, HIMETFEX BERHRMUTALS.

26. ARERBEELY 24 PMEBIEROLTE, BESTEE QRS
EK 18 FTiR iy EL.

27. —HERORAE, FAREGHE.

(a) BATIREHNE:

OEFHBAARENATHERAZ LNTHENAYE:

() BEEBBEREYNERE;

(b) BENEZHFBENE, RO AFRAXRBERTRAEATHEEASR LI
] i £k B 18 B

BRI Cpy/Cone Z L2 % 0.55-0. 85, B FREOREITMFEE LA
24 /NEY

28. BLFIER 27 FTRMAE, HIFEETHEMABE Cp\W/Cu ZHH
0.55-0. 75,

29. BUREXR 27 IR A8, HigMAETEEOREY 4-14 P RES
] B S M SRR (T, o

30. BURJEK 27 iR 98, HEMEETHREABEESEEOREY 6-12
/B B IE T e B I R R (T,,,) -

31. BAER 27 TR, HIFEETHARLATEK C,, K TFTEAESR
] B B 5 C,, B 60%.

32. MAER 27T FidIAE, REEETHREHRE KLY,

33. BUFIER 27T TR AR, HEEETHRAHREBELY.

34, WREBRE 27 iR EY, RA USP HIEEWIE; %7 37°C, 700ml
LB W (SGF) &, 100rpm, 1/pEY, REHA 37°C, 900ml pH7. 5 BEER b 48 b
B, H4/PERETESERAMEHBRREZDH 20 EES, H 8 /MK
S TEIS I SR AP B R KA 20-65 ERY, 12 AT KZH 45-85 EEY, 24
NEFE AN 80 EE Y.

35. BAER 27T rRMIFE, KREETEN BEBRRUETBILG,

36. AEEREELY 24 PEHAERILBHAE, ZHFZEEBORAKSA
BFIER 27 FriR 7 &L

37. —HMEROMRME, FAFHEERE:
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(a) BETIHHEEHNEK:
(ETHBANENETRHARAZ LATTRENGDE:
(IBEBEREYNERE; '
(b) BEIBEZHBELE. HPHFHARBREATEHSEHE ¥ Law
5 EHAEIE;
B F B SR USP ¥ vk@liE, #F 37°C, 900ml pH 4 1.6-7.2 MK
WS, 100rpm, 1 DEMETERREEEIBREZESHR 0-35 EES, 4
AN AT B ER S AR A AN R R L0 10-70 EB%. 8 /A S T B B 3L £k 4k 4b
BMEKLA N 20-75 EES, 12 /DB KLH 30-80 ERES, 18 /M KL% 40-90
10 EE% 24/ PHAN 60 ERESUL: BABBERELALENKBT pHE, &—
5E I 1B) P 24 7E 4 S E 2 XX T AR (1990) BriR 32 7E 900ml b /K IEH+,
PA 100rpm BB, AR pHE TR A EYEERENEREEFNZIIAKRTF
10%.
38. HEBERMHESY 24 PHFKILFEAFE, FRAZAELSED
15 JRIURIER 37 BriR R R
39. BUFER 1-15, 17-25, 27-35 8% 37 FriR AR A&, HBEET
FriRFIR A BEREZELY 24 ML,
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2 B 2] W R R

R B U
ARPRHX BERAERBEE ORI L 24 NI 24 B ELERRTT

BRI B TT it

RAYE R

| H— KRBT 5 A28 37 8 K A7 42 2 B % R No. 5, 478, 577.5, 672, 360,
5,958, 459, 6,103, 261, 6, 143, 332, 5, 965, 161. 5, 958, 452 Fl 5, 968, 551 7,
XESIAMEAXR, SREWHEFAR, 2BEEESERY, RKATEH

A& .

K EARLR

HWRMEAMERZ —RRRBENFERFREARORRENTE.

TR ELELTHTAN - ERRREETER - KLY, BF
B FA AR AR E YT R B S0 EE A .

HAXBRAMELEIHEIRN - EREREETEH —RE%, #HE
R0 R Fe SR i 1A] B 2 K TR 0 R e 50 B4 AR R A R B L R R R

HAXMRAMELLETAN - M EHRRRBHESBH - RALHDO
RERMAHFHF, EXANEXRRE, ELAEPNEIBERERRF M
SPERMK LR, BT REY R ML K E R Cyy/Cou Z HEAKEY 0. 55 3 1.0,
HAUFRHERBENERE.

TREHMBRATREARARII, EFELHEAFRXP, ERET—FE
FOREEAY, KT GFHEBERENEATHEEAEZ ELUTTHENEEN
EmERME, UMEXHAREEER—KEY, ENE—MEEREEHS
2 Ja , 4 9 S0 RT H dn SR R P (LK IR () B @ BN 4 4 AN B 14 AR (T,,,)
218, C,/C,, LLIEZE 0.55 F 1.0 Z[d].

AR RIF LI T T, X B G ik py 00] B ik i 3% R B 0 (B 19
B8] (T,.) TELRE5 /549 6 N F 12 N/NEE, 498 N3 10 MR, 294438 10 A
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MNEFERZY 8 NE] 14 AN/ET .

EARPMFEEELH AR P, XFHFRRER Co/Con LLETLUURTE 0.55
3 1.0, £40.55%]0.85 %4, 0.55F) 0. 75 8F 0.60 £| 0.70 £ 4.

ERFEREAEH TR P, Hid USP #4857k (the USP Basket Method) i
TR, T 700 EF-RY 37 CHERIE M (Simulated Gastric Fluid, SGF)#, 100
¥ /4y % (rpm) IR 3E —NMEE, RIEHF] 900 ZEFAH 37°C pH7. 5 KIBERRELZ o
WP, XTRXFIEBRAEET AR BRREARR: 4 MEHEDF 20 EEVEAT
R BRI, 8 M KL 20 EB%FI AL 65 ER SHA RN EHRE
B, FE 12 ANPBERY) 45 ER%FIKY 85 ERMA TR EHBR, & 24
NN ED 0 ERMIA T EHREEERB. BR, MEEXK, IHEIEHR
A LU pH KBtk R, AT CUEE pH KEHER). ERKARE T R+,
S0 AT B A B TR JF pH KEMERY .

EFEREMTET RS, B USP BEE#HTHIR, 7 700 EFHH 37
‘CpH=1. 2 G MKEB T, 100 ¥/44 (rpm) , ST A FTHRHGIX Fp R ) RO AT
—MESNBIRERRR, 1 MIEE 10 EB%E KL 45 EEWATEHRE L
BRI

FEA R B RSy R, Bt USP # BB TRR, 7 900 ZEFH#Y 37
‘C pHL.6 3] 7.2 Z [RIMBEMKEB S, 100 $/5 80 (rpm) , AR E A%
FATTH X AR R EGE T AR ERRR, 1| NI 0 EEYE 35
EEWERE, 4N 10 ZEYS) 70 EEWERIE, 8 NIt 20 EE%F
75 EEWERE, 12 N/DET4 30 EEYF) 80 ERESEEM, 18 MhEL 40 E
B%E 90 EEWMEBM, 24 ML 60 EEYER; AXEHK (.S
Parmacopeia XXII Rz, 1990) (%A USP 3&:, 7F 900 BAM B KBR+,
EA 100 % /438 (rpm) YU E ASVBRIRE, EARIE pH KBRS, FE(ETRMHE,
FEX — pH TP B R I BRI B A0 55 SME— pH B BRI B M 2 A R8T 10%.

EFLERBENLTHETRT, ARANSRORABOETEHE 24 o4
H—RMEKFREBE, TTH W ERER, ETE W, % 4 3 22 ;i
B, FEFLEEHH RSP, GLGEEDHN 4/, BREFNEDLH 12 /M6, BHFH
Z/0% 18 /M,

LSBT, FRANEEORAY HEEEMERMEHE T
SR EIS R ¥ LA AR . ERESTHE R, BREESRAF, &
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FANEETT SR E—BaK, BTERMEEMEZS e UEH ST
REZE FATTREAENPER, Eit, foPiEEasr KT LERREA
EREERITEEN. R —SLHF S, BRIUETHRE.

e TRd, ARUNEEORANBCTATEHHA¥ LT
MM EATHERERAR, XRAMRERSTEES, EWEML
KR AR KB R e REVR T TR A

ERHETEAFRT, FRANSROBRAHNESENE, BEFAEHK
HEZ PATTHHBRNERENERL, —MAATKENSRY, SRELK
MAKEERALERPFATHREAZLATHEERRRNEE, F
g, XHFBELSTFEER, OPFEERSHKERT LIEKNE A4 RERT
BEA.

EAEAHFELERELEE TS, BET —MHEH - RNETEHORZER
FE, ZHEOEATEY C,, ETFEFEEREATHESLLHIF (Fii Lortab®)
Caax 129 60%, £ 50%BR%Y 40%, FFRITE 24 /NI II45 25 3 18] 9 U .

EARAPRERELHE LA F, RUET—HEEH - RKHEATEHAORER
PR, ZFBRET ORBATM T, KL 24 DB B HIRYE F KA R ZEAH
[E] B ) P9 B 7 BRI #E 1 45%F) 85%.

EFRUREZHETRF, FRANIHAUELAFREELKY 24 H
I EIRIT R

FEFELHEHTAP, EREM—FHREBHENSHETLLEE X —4 &
ERBERETERA TEIMARERE.

ERELEHAERGT RSP, LREF—F a2 EME & S BT LUE T *
—ZBERBERHITREATIRAEEFRSE.

RERAEMMS, “EE” SEATEEER, KHGE ELATHE
MEEY.

ARiE “USP 38k ¥ 15 4% (USP Paddle or Basket Method) ” 2 US 2§ 8t XX11
R (1990) iR B i, EXEIERSESELMT.

BA KW EMTS, “oH KB R0 & B pH TSR (BB W) .

BMARAEHMTS, “IF pH KB RAZEFRTZEE pH W R (5
wmEd) .

BARAERTMS, “EURAE” RAREANEPZ5Y (F) ST E) #
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W R .

BRAEHEOTE, “BR”XRAY GIwE TTE) 88 REE 4 fi i (n
M) REEL 12 PR EREBINERFERTECEN, BETHEERE.

“Conx " RABH R B ER M B MEIRE.

“CoTEIX B RINER Y 24 /MR BB Y I R IR P &

“Taax 27 12 B B 18 ML 3K BE (C,,,) B 8 RUBT(E] .

RERABMTE, “Wo"RAMBIREKFERTFHE T 50%25 41K B 1)
FrEERT(a] .

BRERBEMME, “Co/Con LLE"RTBHE 24 PRHBYRRKES
SHRMAZIINE RMAREZLL.

RAEARPENNS, "FEERREBEXMWE, NTEMNANKECEER
ERRS BRI AL, PSS KMEEYERE, T FAHYRAAE
i E.

BT R KB A TR “ BB A BIRE” 8L “ MEAC” JE# LU E.
R, BEA - NEATEREFEBATRMBRE, ZREUTRAEEBYER.
BREGIMEATEN XK FEEBARZAGEEFNEXE, BRFRFEAN
3K FEE ERENFEBRRARX. ETHLEKEEBREHNRZ 524
BRBBBKRONRNZEE —BRIFEH. AR REBARTABREEX
—RR.

ARPAT, BRIEFIREA, “—LEH” BRFEMNLR ERAEX) 2
B — 2 BERN RNV IFSHER.

“BEB RAFENLE ERMER)REDHLBERN R FHEY
MO FSHIER.

RARBEMTS, “SUHERSLHEN” BREHFEN Lortab® (W H
UCB Pharma, Inc) PRIEFIE, SHEMETEHERAGE ENTHENERLY
PP REATTE.

RAEKABHNES, MRNERHANERHATESH BRI, &
KlF, A= HBEBEZAF—FRBERLGYH %S5 (Fim AUC A
Coox) BEERMEHMININ. B LAZERE B B M5 Y3 J1 %5 $U0T i 12 41 70) 3 4th 77 8 49
SRR/,

“B—RGH” IRERTREN I — 2B ERBERS TEEHN— KA
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.
“BA XTAPEIRENBEUSETAYEFRENE. Bk, €8

A0, LAY R 254 0 3 A A S5 T 0L 40 T S AR N L O T 4 S RGBT R
R ZBHIER,

FEHMERORBANETTETSEYROE. VR DRE &
MBEMHAHBTAKETFEAER"G, BEFBBRLABTER. 57
MBS, AHANERNE, XRAXRANEREOREGRLTREE
HFEIRR

KRR

AKRWPH LR XL LE LI ERAFRAROBREARTT
FR 1 2 Fob 5 BB 4B SR AT SR SRR 4L, Fitm, AT EEEF) 4, 861, 598. 4, 970,
075. 5, 958, 452 #1 5, 965, 161 KA M EF F LTS8 HE A KA,

XESETRELBEERESF.

EHEY R

FERBELEOBRAHELSL 0.5mg-1250mg FIEHEYBEMHAX L
WAl Eh . EARIER, B4y 5-60mg (Bl 30mg) AFRIsk K. HAFTKAEMN
HELATHREHE: ENAREATEH, ENARATEKEY, SRATH,
SHRERRETE, #HRATE, STHAERR, RRIATE =RZRBRSE
E, STE 2.5 BEY, ARANRIATE, SEYHERE, S9H 0-
PG, STRAEER SRBREATH, FRATH, HRETE, —®H
BR(ETEH), BB ETEH), STREARE, ATEENRE, 2
BRATE=KEY, W(LRTR IATE, N(FEIAERR) ATH, (&L
BAR ATE, WLERR) STEH, W(ZRIR)ATE, HBATE,
MHRREATEHAKEY. ARENEETEAREATHE.

ARAFBZT UGS —FHREHRMEY, ENEXRREHETEER
FEHREENERER. LAAYNETFaE: EEERBRY, MAEF,
WMAGFE, FTEE, FEWEF, MELEF, FEESF, RAHF (flubufen), EH
YB3, WIS, MK, RiEF, EEEE, g, NS, Z88F
(trioxaproten), #F¥&3F, HEVEZF (aminoprofen), BWHEFR, REF,

10
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S, BIREE, FHKEKE, EET, EER, BTR, FEEF, FEXF,
REE, HELHM, NP FM (oxpinac), FHHK, FEFXR, RFNE,
RFRREE, H£FHB®, —FEW, REN, WFER FEERIKRER.
b E S 1A 48 2538 RIS R b BB IR, a0 celecoxib (SC-58635) , DUP-697,
flosulide (GCP-28238) , B EHE, 6-F A E2-F E Z 8 (6-MNA) ,
Vioxx (MK-966) , ZFT %K (6-MNA FIRTZy), JEX&FH|, NS-398, SC-5766,
SC-58215 F T-614, &Rk I-EESRIK) MEERI (3, 5s-—FEHEEN
£, ENMEEY, UREMNGZLATHE.

HA5YE 0L HEK NMDA &R A, Flmadkk, GXDF, 3-01-
HH)-5- (BEBEETHE)-L-FRER, 3-(1-BH)-5-(BBREPE) DL-FXFK
B, 1-(3, S-—HEFER)ZM 2-(3, 5-ZHFEFEE)ZE, 2SR, 4RS-4-(((1H-
U0 me-5-3E) B ) 40) DRIE-2-3RE8: 2SR, 4RS-4- ((((1H-PYmMe-5-) L) &)
) WRIE-2-3 8 E M Z 2SR-4- (0- (1H-PUM-5-3) B &) PRI 5 ) JRAE -2~
B#, 2SR, 4RS—4- ((1H-[Umk-5-2)5i) OkME-2-R B, 2SR, 4RS-4-((1H-HM
-5-%) BR) JRIE-2-RMR: 2SR, 4RS-4-(5-FE-1H-[IM-1-%) IkBE-2-R K
2SR, 4RS-4-(5-FiZE—-2H- 0 Me-2-3t) URAE-2-3R M, 2SR, 4RS-4-(5-3fi-1H-
DO -1-25) URBE-2-3R B8, 2SR, 4RS-4-(5-3KZ-2H-JqmMe-2-3) DR 0T -2- 3R B
2SR, 4RS-4- (((1H-[Qme-5-2) i) I 2E) DRIE-2-72 ®: 2SR, 4RS-4-((5-FHE
—1H-Pgm-1-2k) B 3) BR BE -2- 3R &K ; BR 2SR, 4RS—4- ((5-FH E-2H- Py me-2-%) H
H)RIE-2-RE, TNMBREY, UREMNAE LATHE.

ARASEXARAMNPHEMETENHMMAYERE: NZHEAER, MF
TCHKk, #HE3E 1 4 (Bl e B &R iF 09/026,520(1998 £F 2 A 20 H HiF)
F BT iR ) LA B B Atk AR B SRR o

plan, MRHAPEESE-ANAEYEERMHFR), ZHYEEP BT U
RERNMBTURERAE. ZMNAYTESRMAER#YE—RAASERERE
B BEEBEREART: fAF—BREREBREQEEHNS, LB XK.
BHELAESRRAER—RBREAKRES.

EEEARELHETRP, AHANERRAMNBETEGEATEFTREN
BRERFESTE . 2S5 80 348 0k 2 f i (5 2o
*) WE AT E C,., FTHERIET 8] ZHEBF F RYRBEFHEBAE RSB E X3 0
W (Bl ) AT R YR C,., TR MR E, Bk, % T, BEEH%N 413

11
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10 MR, B4 6 ANE 8 AN, MRTHGTA T, FRENERATHETE
REFRWPEFRZ L. i, MRH—EERERRLAITHEAEERL,
WA EREAERRARZE. H—T77l, MRAATHESERZRERT,
W ERERERRRE L. MRARRSAREAAANBEATHNZHERE
B(BIImAKL, Bb. NMRENZHBRRE)ETE M EARKEN, TTHE
EMARERE T UBRKRBUEABANRKE. 5E, ARRELASAE
USTREREER. FTREARANRME, EH H A 77 20783 8 0§ &
AMARMFE. FETANMACTERTXRFERD. BRA, SEdEs
MAMFMATRENERLATE, TEFERBEZRITENERE.

gilEe

PR BB UEEHE s —EEre, BHEE5ETH-EBAR
B BRREARBRURBESTHYNER B E R EEIAL. AR B4,
ARRFGF) 25 RIBFE, FREEHMET LR B K8t LR 5K
YR . RRPOMAB AT LR GBI, WA, ANRHMEHRHER. 77
REBEUE—BHEAATHRATEABRTABYRNEBTREARE, R
IMAFARAEFT S EK ORE AR, GIMERKN. 5—HFE, ZRWHFED
RABTLUBRS L, REAUSEER, RERERTEEHY. BEHE
MEER AL 2 G &R (BIMAHREF, HMeaH, A%, HENS M.
2 5 B B FE R 57 B th T LA sk AR SRR BB U B R iR B S 2 I

BRE T B

EFRRAFERIETRT P, EREFRE—FMER (B mER A7) 4
RE, ZERTESATHRIANEEME. SRBERMANAEREEE
AHIBT Y R SME HER, FFAH pH Ktttk pH KB RIBEIKR .
BERTEERERANMBRRTRRERNTE. ORAETEE 1-80
EEYED—MRKERBAKEZEM R

BERAEFKPERERTHERMEQFEERRFUT KN/ R
HAKWEMEL, BN, FRER, AERNE, BARMEMR, 8, B
MEERR. SUEDMEmE. R, ET% L ATHRRAMESFEKE
ERMHERERIAMARYENEESTATERYA. RENBRESYE

12
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BRESHR, BIMZEARE, AEBRANFERNERESYLEARY, d4%
o, LHERREFEFE (WARREFEAER) MREREAFEE. HEN
AEBRANPEAGEBRREACYRAEYEAERENGRTRE, PERAR TS
RY), PENGRCAEZRE FERNEREAELR, PEASRIAEREL
XY, REHR), R(FEAFR), PERNRBR-RERXEYD, B(FERF
HREE), R(FERGR) (B, RFERNERE, RNEBKR, X(FERF
HEE), FEAGBREKHEMEBERARY. FLERELHEFE EREEMEIR
EYRATARAERT.

FTREREATETHEMN. EURIHTF, FRKERREX TR
FNERERPHEERBAFT —T IR,

ik KB KX & R B 2 32> R B B3Rk M/ 3 B K 8 ) K R 4
V. BRTARAPBREFRGEKERE R EETHLR, KR (CCs»
TR Cp-Cyp)r WA RBEEAKIREE, BImPRER, FEhEE, BB
W, F Y, EHYW, RALEBRENRE (EHEE) —F. RENTHTEAR
BRI BRKERS & B A% 30 3] 2000C, LL%Y 45 B 90°C i, UETRERK
Y REZR, KB SRIFE 253 90CZa. ERKBELR (CoCso) P, RikigH
. ZRPEHORAMTEES 80 EBINEP—MaT i KBE2.

BREME, FTAORNEESZESL 80 ERWIED—FR (W) 8. &
KEREFI TR ERRRA K, B GImAEE, RSB, BEE,
B RE, ERIUERISRIETEASRE), JRITRR, SEMERE TR, Rk H
MEE (REE, —RE=8), SN, & LEK, TER, EBEBAAER
BROGKERRKERE . GENECES gL, 5 (glycovax), HEF
WHNEAREEE. NEARKHENNES, BEMEREZET—RAIEE, BHY
7 30 2 100°C Y% .

EMTREERETAF, ZRHAPEEFHFRFEF L LHAERS HH
BEY. WREFAH—MBKEREH, ERFEBRRRARE. BHR.
FERTEEREMNEEY . HEpaOEds. ChEaE, BhRaEke. o
EHELEHNZ,

—MREANREERERCEEL M KBURREAEE, EL—H
Cy3=C36(Ciy=Cp, EIF) HIBNTRE, URWMNEL—HEBERE M. FTREE
RAURNIER (C-Co) MELAER, PINBRREAER, RAEFEFAE,

13
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RERBZEARE. XEL—MEREAUEEELRFORAEF SR
RFRERMMAREYRERBREREEE., BERTURGWAER. A
SHBNEEE. RN, E—RIRENARAQBRAMEELTNF, FE
ST R Rt R R Ay AR . AR ORAE P EFHEE, W
iR, BATHRERMMAF#DROBEHRBEREE, CRATORMNEPES
EHEL—HRUKE_M. WREFRERE_®E, ORAEESSE 20-50
EBYENE: MRS ERERECE, WEINERIRE_BEEZNH
HBFIEH 20-50 EEY.

E—RELEARP, INEL>—HREEAERRNABRHESE L —
FRAGRT R/ R T E 2 LL7EM L2 b g B B B2 B 170 P B Y
EE. BrRBEFEESENE/RERE_BZEAN 1. 2F 1: 4, & 1: 3
E1: 4.

AR TRE_MITURSINERN _—_EERENRZ_B. iREL—F
BT mE BRSNS TFELU 1, 000-15,000 AFE, BA1,500-12,000 A,

A—FEENEBRERESAREAEE LHRZEAER), C,CyulEll

BN EARESE R

BREdAFZH, EBRERETESEEMRMAME, FlmsZkE AN
WER, EIER, KEeM, ENEA, &K, FHEABEF.

ATHEHERARFAERGEERORAE, 2XUNF—FTHAFEHHE
Fik, BEEMABEYASALAREGIANERERS. MAZEERKIETHT
i&ﬁ:

(a) BMER & E > —Fh LR gk vER /R KEY R (B KB R B A
4 F) A 0] K RO RURL s

) ZEDE—FEKEN/BRKEYRNBRE ED—F C,-Cy FERT
RRA

(c) W& R, R #TERIFRE.

Y EIFNL A &R T & ER BN . Fln, E—-REFES,
EEAKEREEAREE/F R BEYREEEN R RFTRTR. EiXFTEN
—MRAREER TP, BEERNIEPKOMARRMAEYRETES
1.5-5 1%, 1.75-3.5 {5 EF.

ERLLHAA T, MG LR KRS T .

14
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AR B B2 R T OB A R R W BORR & . SRR, AR PRAYRT A A
PIRESHAF (FABRER) URTHM R GEERSRE, REELHINGE
YR FRVURE R R S Y RIBAR (B, 2RRD . RiE, MEAFM
FERADRIAKL BHL, BRRLD) . ERBRGFEFNEX, BBSEHT 40 C. &
EMHERCESMELERE, SEYwH, LA, BUE, fE
RBE, RRITERH mEEE.

AT A AR R B ERARRB SR RER. HRENZA—
RAFEKET EASHTUKERSH (Bl B, EXFBAGYRER. A
TREBERMNLY, TREBZEHRKEZEME GINZEFERIANELER
BRESY) BABRMNERAKEREAF. AREMENERFHZENEER
FIMRLEB T2 NEEEFR 4,861,598, ZEFOHILAEEHMZILA, F
B2 MERESE TR .

HUKHER & FIT B& —F S MK EEE R R B YR, XY 5 6
BEE MRS HHEKERENERABUEYR. HTERER, ZHH+H
ERMEFY RERBYNBLRAEAL LAE B BB P EMREENR. FRBKAR
WHEE R SR T LR K PHEBER TS 1: 5,000 (w/w) KABLE,

FRULANZH, ERERECTRETEASERIMYEA, Flm
N ERAREEN, EEAL, BEM, ENEBF, AR, FEABREA, B
B BAAEIMA S ERNL 50 EBY. XM E BN R LAX T 7 HH
FEERBRR.

BEEENARVBMFBLER, SEBMAFREBNESEEME, &
FEAHEH, BRERNTNEREY. RENRZHNREY, EERHESK
WETUSFE. REHFIMIRTFFENATREYMHFE, BREEA. RE
BIFANACMTERZTFHIRA, FOBIRERA, REHS TN HRE
I, HFHYHNERULY 0. 1-5om HE, HNEIGTHEEHYEL 8-24
AN E b

HELRABERFEHAG—FHTETEZCREERTBHRAEEREME,
WBITRAESEAYMILENSE R, FMASFEN; n#ZHIREY: BHY
REVHEREF: RHNXTHFHNIREYRERE: BEOFBEKADS 0.1-
12mm B FRL; R FTRBN S BN FIE. EARAMNXBINES, TTEHRE
XTELHETRE.

15
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AIPEERE R R P IMART AR EH . FrRgBnUS®RY
0.1-30 EBYHE. FRALBERIETEAERA. ARHLE. A%, &
. HRNEEXMAYRES. eI ERATRERBNSE.

RS AN HFENFHINERRAZRFUF R ANERE. MH, FEH
HHEHOA—eBER2RAXUTURMHE. ERE. FHNFEEITARLYE
BB 7 L 55 1) R RURL

BREFEM L FNREMEATT LR AR, BB ERR, XBRTHEN
M. BERBHENTNS, “HBRFBEHZHN” M “BRFER LN
RE” M “BRAFENEN” H#EFSRUNES, BREFENHBEAFHENKX
PMR/BER, $EF-BREREEAYUR—FREBRRERN, FRIFE
FEXBEREMGKEREMNE. BREFPE, TRBRFEMEZT NP HTRNK
BZ4%0.1-12mm, HRZ% 0.1-5mm. $b4b, FEHAMNE, FIRBEMFER
ZEHRATURU EXDMERANEMLAER. BE, TULALHKLIRENE
EHFHYVIEIRARERENF 4 RIGTREEAYR RN,

E—RELHEATRXF, FHlEe0RA ST RE AR £
ANBEEMEIR. Blm, THEXERRMFENETREANAKKE, KENIL
EHEBERNEMBEANRUEEREENER.

A—MELHARXP, EEHZFRNFHDLHRESRUERS FREE
FIRRARA . $EH A (EHRABES ), BREGE. KA RRE) AR
ARFBECH LTS R Remington H125% (4548 : Arthur Osol), 1553-1593(1980),
EXEWRESE RS

H—RELESTAF, TWEREER 4, 957, 681(Klimesch %) Frid 4§ 5F
HYREHFF, EXERRESELRT .

AERIRE, ERE L PR R a1 Bk B K AR ZE T B LA AU BT aiR B B
AX. FREXEATEEHKEN/ERKEREEMN, UEREREMMNY
2-25 EEY% HE, MRERKEEREE LRRT A4 AN FREHEA Y
BEENFFNBREREESEEE.

ARAFBEATEBEST MRS M REBA N ERFER L B M
RBEY. MA, AN ETEE—EENBTHERGYURBENTH.
FrRBIT AERGYTUR S EEWRBEEAN BN, HESEENER
FRUEFHRA L. ARGHFERR, AR\ ALHEETEEH WEE

16
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RN AEREFTALRED

BIFHR, AR USRI RO EH R 35k E Bl B U4k T £ A
SRR I FE . AR U1 R B 48 B ) B 42 8 h £ 0] LUE I 151 o
HBBBEMENE, ATHBASRAYMKMAERAR. HKEMEEEG],
A EAL R S RREH, SR FEFTEF DR,

EAERARMLEART, SEOBRFERBANNTRITHELREAY,
HYEREEMAFHEY . XEHGH—RREBTIERAY SR NERM
RS, REEARERAE. XHEREIREERTIEESYI KIULHKME
M/ EBRME TR ERESRNEE.

BEFRBEAMRYENBRFBEFTRECHE: AENFENLEND
&, HESREMAEEE, RAF-REHAaRE. it, ZEFREN
AEFBREFE, HTPaBEFEIAKTENAEERS, RANMMNERS
AU, S, ZEFRENGEE MR R B RFEN, Frid g
FRHAAFRRMEEMHEEIES BT, SN THRERSER, XEEN
WO —FLEREL. vedamE BN, ARFENERERS), ZEEL
BLER R, REHFINREHFEERE, HEEFANKAEESER
P, BHHAOLEHRSBRRE. BANTHE. BENhH. EEE
MEHR. SENREMRETY B C. W. Brabender Instruments, Inc,
of. South Hackensack, New Jersey %. HMESEMN R EREFH —BBEARA
G FT 2 FEY

BREAS—RAEY R LRBRFBHLZTHNARETE, ZHTERES
FHYFHESSE. ELEHFUHDTIHNESLEER, BITERADNGInE
BRFEYPERAOEFEHESET., EFUEEEFRP, FHZDH pH K
BB HE.

Hit, £ARAMS—HSANAES, EFRSBRFEF YOS EHE TS
FREAHER. ZTUESFWAMFTEZIME Leistritz HFBHEHR. &
ABER, ZRPAH Leistritz FFEINEEZ THENFBHETHAFTA
AR EFE. B, AOoRERERTFEMRA CEMHA#KRTE
WMEMNE, ZHEEYEXREREILR. IHELTILREEIFBRRGITIEES
VI EELEESHZSMHFR. ESTHRESZTNK SEM FLE T8,
EERNEERTFEETHEANZTR. TR, ELOERIHAG, EFHK

17
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WEMRMFBR LR pH KB ELZTHENREFNE. BRIGTE™
Yt 5] LA Werner-Pfleiderer X4 #F 3% ¥ AL 4 & .

EFELER TP, REABEMAR AR ATRR S WS, REERIL™
SRR XFPEOR AT MEER AR FEE UERER.

A ARl & 4k B 25 FORL 7] 9 BR 4L R L8 & P A S S A0 BRI, 1R
EARERNTEY, THEBBAER. SENHBEAEERHI W Avicel pH
101 (Fi#%, FMC Corporation). BRUUFE HEZEMAERMY 1-99 EEY.

BRIEHER S FIBRUFIZSL, BRYFETEFTHEN. FENKER, B
WK EKBEEREYER, BHIALBREBARARFARMN. R, REMHE
KERRERERETER, FINRREAER.

BB A R BT AMERAL A 258, AR Z TR HFECETRIERME,
MNENETARREFERAFRREYENRY, URZEAEE. B8TF %
IR R, FREEMENSEAIZTRMNL 1-80 EE%. BREFNE, Fk
EREMEEZBHHBNFIHNEELSULHAMAFRERAANSTRTIHEER
i @8

LRAEFFETUMARER. BERNEAYMITEIN. SNEHFF
& BT & EHFRAH R

ATFHRERAKORERFANGZTEZORENRL M —Li¥
R|+2 R4 B 7 F M (Handbook of Pharmaceutical Excipients), 2
HZh%4(1986), ESEHBRFTXE.

EMBZHNZIBE—BESHUREEMBENERAXK. ZERAXK
FREZBABELY 5-30%. BREKNBERRTHEZEE, fnsHua
B B RG] (BREURT ) F 4L 2/ sk B 4 .

R Z TR — BUE R BRAL T 5 BT B KR AR A — R T B g
BRRHE. RE, BAGBRRURERESHR. RE, £EXHANREE
EEREZRMIIEUEBEEK.

FEBERZBRET —FRFTELR, flln: QHZETEL—FKBEEBR
EARRNTABYRRELHNETN: ORI ERREAEENBTREEL
—F CipCys FERTEEIR S T () fEEHN BRATER R . BRIFHE, W
WS KN RRETER/F R EYRBIATRBEERSB. Ei%FEEHNR
B —FE TP BEER S RPAIMAKBAM YR TER 1.5-5 1%,

18
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1.75-3. 5 {5 B 4F.

A—LHEHRP, THRUFEEFEERS — IR RIRAL. BB
REHBAER. EENUEFEERHIWD Avicel pH 101(F4F, FMC
Corporation). MWHELHH AT, REERSTMRUMZH, HEFETE
EHEN. AEAKEN, Pl{EEEKBEERESY, BHIZLEARANTF#H
. R, REMBKBUEREREREAER, FIMBREAFEE. i
(R#F), RATEE—MAKTELHREY, RHRAKBRREREGY, RERE
HERY, PINFENER-WERIEIARY, RIEFER. HRLHEL K
F, ZRAX—REEUTKAIEEHE, Sl (a) B8R E 15 08 b RE
MREYR (b)) HBRHEXREA.

2% R B P B BRORCRL 4 fn b LR B 64 2 R R BRE T 30 4R B A BRI
7, HR40.1-2.5mm, JEHEZ 0.5-2mm 2 (8],

BEFHE, XERAIEEFRBHEARE, ZERKTEKEN RS
R BT R B AL . R B KRR IS R LA AR IR 15 AU ST BT R 4 SRR JBUE
#ZFlm 1 PEREREDY 12.5% FREAE. A RXPANEBOREFRF
RREHEE. XU, RAREREHMOREMA. £F. HHEAEEKENE
[ T 3 4 4 B ‘

BB &

EFRANFLELHELTAP, 2RUNEAOREEAH O XBEARNE
RARL, Bl MERR (BIin nu pariel 18/20 ). S THEBBATLL
RGKER K BROERRRRM,. ERXLEIHETAT, TH—E&
MR RECEFERERNBEAARKE, RENEDAIBEBEAFEME R
BREHN AFARR GRS HAERNERERE.

FRAMNRBEAERERNEFENMBERAFLEEMBEREBRE, T
S BRI BT R BB AR BRI AR i TR Bk R
K BRHERE, ABHBRAMATKEERMEASBRN TR, &
T BH BN FHKERERHE LG, MARRSBRREHR, TS
FEFMUASRE. £FPHEHHLET UESHNRBAREEERARER
AR .

BHBTRHEBEGAYNERNBETURGIW: BETRHEEAYET

19
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7K, RIE, A Wuster #&%® (insert) B EE R (H40 nu pariel 18/20 2k)
L, TEME, EEGBERRATIMA AR MR AR R SRS,
REBRBAEHEE. fl, TEBSBRIPMACERREREARREHEH
BAEHEE B Opadry®, Colorcon, Inc HIF=&) KIF=&, BA (Flmsy 1
M ERBEER L. RETUERBFEXNERIFLURER, UK
BITHEHADSHAEEREKEIT.

AENRBERNZ —AERAEFEAER. AT, SHAHEMC 5 HER
FIETER. REFVRERFAIEWNEL=YHEHEER.

REVTEERIBEAUXERINFEKEREHERKIBER. GktEE
BHENKIBRBRTEARIFRENNEN, FlmirRR=2K. Wa#EA
Aquacoat®d, Surelease®ZEFH|I ZBAE R KB FR. MEXHA Surelease® N
A FIEmEEA . 8E, HARA Eudragit®Z BMHE R GEELEREWK
SR

BRIEFME, ZRPGKEBRBREEN . BBRMENRE (B0K) Z54ER
FARULEGEMNF G TE L. BRBITAMAGRKEREKS EATTMA
RITHEEAYRRT, BATURESM. s, THEARRN _BEHHER
SR, HTEBERAEN _RUKZEAEAN, AEUNREEMAKEEER
EVEE, REARKREUAMARBERN Aquacoat®, HELEEEMA
Aquacoat®. AT RAEMESEN T ERBAEMASTKRATN. ERAAGERE
REVWKSHARN, EHRAEFTHENGTERS SE _FHKNFE, Flus
R . AT, BEMMATRERGRMERRN.

THEMEEHENBR RN EE MR KERBEM R KBRS
ASHRITHREYNERL. REHFEZ—FKAT Vurster MUWKRSE, EH
B, NTEHEANZRABEHTENL, FERRRNEGRERSY KK RN
ITFR. BEFNE, MRBUKEMEKSBANENE LS HERMBEREK
HEBNEBIRARBTEEAYNTEER, ANNERBIETEELY
M EREYE, MBFARMATRE. EEURKEEEMEE, ETEEFMN
—E R ER], Flin Opadry®FEkkiz b. iZBXENEHMEREA FHBREN
RIREE

Yy 24 N ERFREIFOA - ATERBRBE. EHLETFERY
ZUAEAKEXEER 5,411,745, EXREHBPUFESELRSP, ERRTH

20
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FEHRAKEABURON TR, EdnRBEHEAREE 24 A G
B HE. MARBHRRKE &R BRERKBEBRRRERERLL, BR
—BRHRE, K5 MM ERN R RG NI A K SRR E
Yk, REWENTR, FAUMXARGEKEME, UMERE™HEAE
BEFHERBEGY. RE, BERRBRERUBEARE, RANTEY 24 /b
B P 44 5 N A R SRR FE R R R R

BERBENL

ARPHERADBTHREZENEY. Z2BEANAECEHAYENEE
BEHNEHRNONEY. ZNEEHEEEERCE, HPHEgEFEs—
Bl EREXHEIRT, ZNERCSEHATHEEKEANAAGNENE R
BE#sE. EFREXHETRP, AYBEECTREEL—MREWKER. %
REYIKEER Y2 TR AL 500-6,000,000. REWKERNE FEIE
EARRTF 5 F3NH (CeHi05) - H:0 IZFHEBERESY, K nh 3-7,500; ¥
¥4 F B K 500-1, 250,000 MEFEMBERSY: R(EREEMLY), RARHE
MAERGEZRE) MEHSTEN 50,000-750,000 KFE FEFL), BHH
MRREEHS TFEZELDH 100,000; 200,000; 300, 000 58 400, 000 Z — 3%
(FEZH); REFRBEAERWSRELE, KPHERIPRN, REHAFE.
ZE. WEXTE, EEWSTEN 10,000-175,000; ZE-HHKEILEY,
BEH L TFRH 10,000-500,000 MR EABRAUZERER.

EARARNRELELTAT, EBXXBEZEBEREY. BEXEY
BBl FEEEABTFRETRERESAYDIREREAERNRA. ZRT
REFAYEY LS TFER 1,000,000-10, 000,000, FEmERALHTHLUT
BRZ—: BREFEELY, RHREA KR, RAXEARK, FH5TEN 1, 000, 000
MBHRAZE, FHLFEHN 5,000,000 HEREZE, FHLFED
7,000, 000 HIREFE Z 4%, FH4FEHN 1,000,000 HATERR L B EE P H
T4y FEH 1,200,000 FIRFE AR AENREGEARREBEREYE
FUTHRZ—: RERETEEBEERL, REPEAEEN, REFES
BRH, REZLEAREN REPEAGEYE, REZEAEREN, RER
ERREAEE, REFERZIEALR REZEBRZEARRNRETLR
RAEAER. ATERENBERSYELBERFMNENBBEERE. B

21
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BERESYBRBGEAE#ARE, ATEK, FEEKEBEEKER (RIREELSE
% (osmogel)), FEMEMIHE AT B2 % LT Btk M B &I B R T8
%

B BHLITEE—HEZHBERTRMEY (BREBFEF (osmagent) F
BEAERER . eMNBREFEF0EHENREEAFYHERESRE RIS
k. BEESELEYNE FRBSEREANBENEZ —. FEMBEN
B FRFBEEAR TR, TAW, RS, PR, T8, BmH, W
BREF, BRERWN, BEERER, WA, RENEFE.

ZHFETEENEERREREALEE. ARENFRANEFES S
F BABZEAEER, BRERAEALEER, BRETEALENRTER
BAEER.

ZEFEAEEMEETENAREULE. A ZRLHNEFREEETR
FARAREHRERREE) (FD&C). #ilin FDRC —S R K, FDRC US4 §
B, 468k, RERMLK, 8K KB, K.

ZEE BT ERNSEREAR RN RS R PR AE— L5
FRBEARTUTHRAZ—: HIHAMER, HFODRKERE, TELBEXE
PR, 2-RTH-4¢-BEXFBAN-RTEA-BEXFRNEBEY, TELE
ZERXR, RUFMEY, —SREIAR (dihydro-guaretic acid), WA,
REBREAH, WRREAY, LR, HFLRHE, 4K E4-8-2,6-—RTH
B, o-4EFH, RERBETRH.

ERA—BIBLTRATD, ZAREE-ITH—HEEK, ZH—EZETFE
RS FE LN, AZFLEUTHREGY BInRHFEA LK), £BES
R R (Bl R Z IR i l) , RS S HRBOEER (B, RE
EHEA, BEN, ERTHEE) . ZY - OBEFHARBERATERI ¥
TR £ R B B BB R T LR .

EFELHEFTAF, ZIBEUHBREREUTZ—: S4RBEEEYD,
TARERMEEY, ALEHE-HESY. ARUEHBEREAYEEUTZ—: B
BAER, _MEAEER, =BMEALER, BERAER, _BRALE, =B
MRAHER, B, _N=HEERFRE, B, _N=A4EEXrmE. ATLRH
R (A4 ¥ 2 FEH 20,000-7, 500, 000,

ANTHTARUNFEERREYER LB _FEAE R LRE,

22
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AUREZMBEAETRE, 4R ZRRFEAEETRE —ZRA4EE. A
REETRE. AERIBBE_ZEEEZREYBELHRME, FBELR
Rie, ¥BREUBUREZE REXEEF 3,173,876; 3,276,586
3, 541, 005; 3,541, 006 1 3, 546, 876 PR A RIAE FARMAE FIH TR E K
BEBEETHRESY: BIEXLEEF 3,133,132 F Loeb M Sourirajan frid
REBBEUREAY: FRBEUTHEELSE: FBERTHRER (KXLEWRW)
YREUTER (FULLBEEFE=ZFRER) NI BEHRRWUE—KRE
HikihERBEEERTOBAKEBELEN 2.5X108-2.5X10%(cn?/h-atm)
BEBEEREY. VARMMNARAFTRANRBREYTRATRELF
3,845,770; 3,916,899 F1 4,160,020 LARBZMMTFIK2 CRC ARt
Scott, J.RFW.J. Roff &« HABESWFEM» (1971).

rREHEAFP, RENFBBEERLER, HEN, FEEEDHUN
REAFRHARFENYEALEER. EBS AP, FAHEE LR
MEE .

FEFELEFAP, FRHCETER R G AR LR BIREE R
MLREMAERA. ARANPFEBEESBTERRE, ERRN, FER,
WIS, MBS, R, MWW, ¥R, HEREARRINKERE.

R

AR\AFIRTUEERBU RS HESATERIR P AKX,
KHEARZ—F, BXMEMRITERES NS BBHBEMN A pH KB
B3E pH KBRS WEFEFE o KBEER, RN ERNEABRE,
Bl B B ER AP AL pH MABRBLXRFRERBRE. 5 —BRELK
FRE pH KEMEEXR, BEVUEEHENHTERL, uEm NG, BB
FEEYR, XHEBINRKMEZRBEZ LY 12 /M, BEFNE 24 MR K
BERUPHEER. ETURHRETBEREL, SlnEHE, BH—HIAE,
REER—&, BB, BEREKES.

XA pH KBHEEROEARAFAETUEERERANN, B, B
RPMAVBERBERRZIUNEENER, BEHESXARFHIKESN
FEURHHLENRER. TRATARAK pH KBEAX ST ENRE. 44
RLBAFX _HRE(CAP) . RIZMIFBEEX_FREE(PVAP), BREFRE

23
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FEZBE_FREE. PEABSBRELARYAERBEOZFEEML.
AERR—RELTHIARR—HBEANOEAEENY, HesHaHH
KEEBMEHNE YR, IRERMEEE: OREFER: ((DRSB
MAREY: (i) ENHEEY. IRGKTHEFANSUKERRERS-ERT
J o
EBIMRIELHEFRF, FREREXKBBRKEEEMEAKESHRE
o SRIGH AP R R I A A B R (B 0 o B R B 2 D BR R BRER R
B ERFAFRCHE HREE. ZE AL S0 E &R R E LS AR H
BHMWRSLZMERTFFMEERRE Blw, 40C, TSN EEERZL—
A)RIBIRE R L. SbRBIFIRT S WEELF 5,273, 760 1 5, 286, 493,
EMNYEHLTFARREMZLA. 7T AT 4<% B9 /Y 4 12 5 ) 70 7B K 1Y 35 B
HAEXEEF 5,324,351, 5,356,467 M 5,472, 712 frik.
FERELHEA P, FREBESXESHMRKMER.
EREHARD, FLEESAFMAFXABANERSCLUEERNERE
REAUZRIAFRERSYR KA, NG 2-50 ERS (Flmgy 2-25
ERYVHER, HUKBERHA. SBRMCRUEHELOHBM A TFRITEES
MR EFYE, EXPOBREE, KESHRATETESHENEARENTR
FHRE.

MEFEREESY

BRREAEREANGREREIMBNREYREEELRRPPEEHK
K. AAIEERNEZERHE. Gl RENREAEERSYL —RLERE
B, BXRUEEARAREE, RUFEEN/SREFERZRAGD B TR
RBEHEARHRKEERNEWR 7.

—M &R ZE T4 EKS B R R Aquacoat® (FMC Corp, Philadelphia,
Pennsylvania, USA) . Aquacoat®fIll &N : AR ZEAERB T EKAREN
AHLEFGS, REERDEEFNBERAFETERAMLT K. HUBEH
KBHEE, EZARRKENER, BARKL. EHELEP, BRI DAY
By, Hitk, ZEREAKZAT, LFER Aquacoat®5EEMBERN T RE.

B—HMTENZEAEFEKIBERR Surelease®(Colorcon, Inc., West
Point, Pennsylvania, USA). %™ RBZEHAELEFIEMBHMANT 51K

24
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. THRGYASE. MBH (R KT B MIEE R () #& KK
REY, REAWEREHE, BITHREINERLHKIBR.

RIEREREY

EARARS —SLHEATRP, SEBMENEREXKEANE LATTHR
HRREEESY, XEHEEART: IERANFERNGRIEY, FARERT
FELRY), PERGRZEELER, FENFRAEZE XREAR), R (F
ERGR), PEANGRREBREARY, R(FERGRPE), RFERG
BEE, R(PEABRFEIERY, RAEBE, FERRRAERELREYD,
RPERGRMAFERSREKHHERED.

ERSEEHTD, FRANERAREYE S RS HETFEREEE
HRY. EFERSRELRDRVABISE, ATSR NF XVIFARAKE L&
FHREANAGBREMFERARRENSESRY.

ATHRBHAFHNBELME, SFALEMAFRHRE S HYBFETRRN
HRENBEREBHIARY, FRARRKERFINARNZEED P (FR)A
Ra BR R A R R L
- HERERNGREARSYITRATHREZEARAMN pH KEEAK. W,
F—EERY, HFERSM_ZEEEZMS L PP ERRRES M,
XHPERNGRIARYEARPERNERE, TTEMNH Rohm Tech, Inc. #Y
Eudragit®, Eudragit®*FHFAFRIKE. 5, Eudragit ER—FHLEBHEN
JR R A I RSB ILE Y Eudragit L R —Fh7E pH5. 7 LA T A BK,
7E pH6 UL LB R R A BB FEY Eudragit S & —F7E pH6. 5 L F Rk,
ZEpHT U BB BERASEEILEY. Eudragit RL M Eudragit RS ZE7KH 7]
WK, BUWHKAKBIRGT pH, AW, A Eudragit RL A1 Eudragit RS ALK
RBAZIE pH KR

EFREMELET AP, AHERIEECXKEE Robm Pharma f Eudragit®
RL30D 5 Eudragit®RS30D XP5# MMM IR E Y. Eudragit®RL30D F1
Eudragit®RS30D RIEFHESENARBENTFEABSRENKLEY, H+S
BESPHE (FE) AGEMEERE/RLE Eudragit® RL30D F& 1. 20, #
Eudragit®RS30D F 2 1: 40. F3y53FELA N 150, 000. RL(FEE ) # RS (K
BiEN)RNBEM. Eudragit® RL/RS BAWARBE F/KMMEAB. R, BHE
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10

15

20

25

30

11T BB B2 AT ZE K A LRI AL P s Bk HF 18 35 .

A A RPN Eudragit®RL/RS SR EERERLLHIHREEUSBR
EFEAEEMENZEREN. o, THUTHRBEHFNZERHE A
100%Eudragit® RL, 50% Eudragit® RL #1 50% Eudragit® RS, LLJ 10%
EudragitRL: 90% E1ldrllgit® RS. HRAFMMAB AN R MiE, B RH

HtAEBREREEY, Hl Eudragit®L.

opeeh il
EBREFRKEERMEKESTBROTRT T, EFRKTBERT

MAFRENHBAR S-S UBLREROYERE. b, BTLZETHE
RAABRMNBEAXLEETAE —BEREHTAREADER, U, =
EFLEAERNERFTMARBAEHECKME. 8%, BERNERK
BHREPHEERRTRBENRKRE, S, BFABENNLY 1-50 EE%. R
M, MBHKKREIFTEARGCHNEREBNER G EHTHARR G aeME
B

BERTZEAERNGERERAG TREKFEEYEHR. MR _K—
TH, $EX_FR-ZE, TRR=Z8, FRR=ZTEBENHH=ZKEK, 8
WA LR A AK A EERER (Bl Z B2l SX_FRE, ER
HE) . RERXHLEFGERKIERNE, TRE=ZEERFHFHIMER.

BERTARVABRARESYHHENFIFEEARRT: FER=2C/
NF XVI, friRR=TBEFHRRE SEX_FR_TEN 1, 2-H_M. &F
Hofth 38 ¥4 UE B PT 4R B Eudragit® RL/RS 4% FE¥E ¥ ¥ 55 FT AL PO A0 AR 206 B 1y 3
M, XEERZ K, H2H, SX-FR 28, ERH0HH=Z8E.
MAERACEAERKIERME, FRR=ZEBMERHFHIEEBH.

HELHHI+, EERERTWADER G BEEAK L BRENTTES
HEREE, JFAERIEH.

ERUERBFFEEDRIBRESETIMA—HEASHBERATY
B, BRE-ARSNESTERAERERE LR, W, TEEE N
HHER. EHAERT, BHAENEEMEEKEEME2Z LERTBHER
R BT R FM B AR BT LE

Frid B R BRI, TURANRENY R, GIERLAERS
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RS NARABH. ERRBHOYFR. ZBAFTEE—FEEFRK
Wi, BlmBREERETEER.
4R B R AR E T LA & v RO B A5 2 R rh A
FRULBAKEATUSEWTECEAFEPEBEUAIAENOMEL, SlmES
S DELESHARREEANKRYUKRERSRKRE.
BRSZEFETTURETLE2ERREEY. REREZETXPHBRHER
FEERAEFREAER, B ERRSRE, UREMNWERED.
EEARBAKEATEE—FHHAEL—£ER, MEMRPHOHH.
FiRERTTRAUTREEFRFRTERE: REEF 3,845,770; 3,916, 889;
10 4,063,064 1 4,088,864, FrREEETILIREFERE, HlWEAKR, =A%,
EFR, HERE, AANBE.

PG L 77 RATFER R
UTFEHEIRATERANSTEHAZE. ENNAUEHERH, FAR
15 EXARBHEE.

B 1
ERRIARSHELTHEHERH A
x 1A

D% 2 & (ng) #HEE ()
ENARATE 30.0 150. 0
WETROIE 90. 0 450. 0
L XA ALY A 8.0 40.0
.Eudragit RS30D (& 4) 30.0 150. 0
= Z.BE 6.0 30. 0
e 50. 0 250. 0
wAa 4.0 20. 0
s R & 2.0 10. 0
Opadry Red YS1-15597-A 10. 0 50. 0
atifkak * *
st 230.0 1150. 0

*ATMIERE, REFERPKUEAREFEKS .
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RTINS EREMNE:
1. ¥R ARALKEN ALY Eudragit/ HMIZZ BB AREEERA
MREATE. METHRAEANR oL cB L. -
2. BREE: muEkireY, 4HEdE.
3. W BIEREE, RAREAVNMEIBERSNS. AHAH.
4. BB bW HERFBRETENL.
5. #8¥g: HEEN, EFRPMARAGNERRERR.
6. ER: AERPLEBRESBA .
7. BK: EAFSIEE—BKEBRK.
10 T g7 Xt i AT iR
1. {x2%: USP I & (38 ¥), 100rpm.
2. ™ J: AU 55 S8k A 700ml SGF, ARG N A BERE B ¥ ZE 900ml, pHT. 5.
3. BUBERTE: 1, 2, 4, 8F1 12 /A
4. A EMBAGEE
15 BHSHI|TE 1b

r 1B
b 18] (/M) HHETE
1 25.5
2 31.7
4 41.5
8 54.7
12 65. 0

il 2
20 BHERERLAREFHZSEATRERFH:
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01820265.9
x 2A

%8 B A B (mg) #E& & (g)

BEEARATTE 15.0 187.5

Eudragit RSPO 78.0 975.0

i fE Y 27.0 337.5

Bt 120.0 1500. 0
HERTH 2 EREBE:

1. BPEE: RTFEHLGTE A RBEARRE.
5 2. BE: BEEWEAMREATE, Eudragit MBI BEAERE.
3. Hr¥: HFERESHNERMAZIZURITHEN T, BABEEERE

TFAEET .

4. BH). TEMERH EEREEELH.
5. HlA: RBIANKRDEREAETI AR
10 6. . BANLHEERFTTHOLHED.

T

1. {%28: USP# I &Y (¥ %¥:), 100rpm.

2. JvJ: 700ml SGF, 1/phBF, RS, MABEERELR MW E pH7.5, 900ml.

3. BUBERTME]: 1, 2, 4, 8 F0 12 /hht
15 4. ST BRBAHGHEE.

BHSHmR 2B FiR:
il 2B
i 18] (/A ) SGF/SIF ¥ B &+ E
1 19.5
2 26. 3
4 38. 2
8 54.0
12 63. 8

20 %l 3
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10

15

R AR T HEETEEREBE R M-

r 3A
D% ERg
HYE HYEESE
EEARIAAE 25. 4
EXE Tk 70. 1
RZIE g 4
BARRR & 0.5
BHRE BEREBNE
RIER L5 68. 57
s 26
BRTIEE | 4.5
gk 0.6
R & 0.25
BHT 0.08
R prid A YRBRENE
LBAEER 95
RL_E 5

WRIE T 5 5 Wi R LR EC 77 & A 8

K—EBNEBHLARATE, V4 FEH 200,000 F% GFH L5 AR
(ZHAHE ) A B —TEXAREMPRE, REREENTKZHERM
ABREMEE S, FARFEHHE 15 24 USIBEBER. &F, iLFHE
FhiE 20 IS, ETZETH, REET 16 Hif. BEEBUEATER
BEH, BE, A ESBENERREERE.

HHBREMBRTRTERE: BE AR ECEBNRAEFEAER
FTARPERFEEER REHTEUREFERETERNEKIE, BERA
HPRTER/ KEBRMABTEURERE/ZRBERT, FAMNHH. &5
BERNBERNERETER/ KEBMAZTEAEERE/BEBET, HAW
B, BIBHERER.
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$RJ5. Bl Quadro Comil® EHLE/—EBEFIPWHBB R, FH 21 BiF
SEER. B85, BEAKET 40 BFER. REBFELHOER, ¥
ST EA 7,000,000 FZ% EATTHIR GRA LK) IRRERETERNAS
Glatt MALARFLHLAIE P, HEETHRN L, FHRARME. BERES
5 FBEBEHMEIRRL.
BAMELERE, BHABANAILKMNCH AAMRRBR T, B Quadro
Comil BREE, @it 8 HIf LM, H¥BAERE, HMA—EBNERKREER.
R Killian®H AN LB EBARATTEAYESONENREDE
FRAUER. BEBEEAREVTRHESYMAIEA, #ITHESR, REM
10 A#SNREY, ERREHIA.
ERBHF R LG E—B¥BiERE. RiERESYH 95%F 39. 8% LAk
ERSHNERAEEN SYNMEZ_MARK, B XBEYHETHAEE: K(5: 5
B ER) BN UBIE 4K BB 2R EWTE 24" Vector Hi®

BERNTHEZANER ERKAR.
15 RIE, BiTEBEEELFE 30nil (0. 762mm) H DNFE, FHYBEMLY

REMRMEIERE. £ 50°C, 505BE T F1& 48h LIREZRFERN, &F, #i2
FEFRIE 50CT T4 4h LUIBREEEZ KRS .

WELAALTSHEETEAREAFT S HMBITE, SO MR E
KPTCEZA.
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