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HFF60C, mE Y 0.1KN& A, #ikt 1 kKN 2R 5L 120kN, 453
% & FHiA 100 kN, EFHFAMAERHIEAZE S 90 kKN, JE o RAUSRIL
RAR 4oty fR4E, FAARBAFRENEBRTHANGZE, Rk
F fE 3 5 Z BT R A B 18] 6 BBRAT R B T R A 4| ey R, JFT
8 A MR T, AMEAEARANZE, RAEH GAIE E ) S00N &,
FF R R R AR,

s Bt ha T R AE B TR EAERSE, BT EREH &K A ERiE
W%, '

ATEE T LR K B S i G dbabhn, ARIE AL B 4 HA
7 i R M e R 4 Mo AT,

Bl12Er—HEE, AZLEAYLG4E 1 (EZBALTARA)
MR ERETERAMER 2 OREFTZIAGA T, ZEREF, —
MNEE, —AETHFESTF, NORBEEARANGTER. B, ik
R GIEB 1| FARR)LT AR FIEF, UMELEKD T
A2d, TRNE/L A4S S | (BZFEALTAHARFNEBE. LiZF X
BEYARRES BT oRAMFLHE EEGFHE, o,

13
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AT B e T AR RR 6 Aok, LIS b Antk, BP4EBh
Fhedh by AR AR, REBTiM#. b TR R, $55) 2
WIKRAT, BRT EBRARELEIR GBI, RAE B STk s 45
SR REXBAELES, AR —FREYRRE F &P, Hbidid
R B IANBARA H ()P .

Ao AR AR P BEARAR T HAT, HARRERALALAT

S
=
53

4o LB ARE, ATHETERPeA, Inihed SR 4) 5
WRBEL AL, 457 &, XA Bkt (acketed) /i 7] 4| &A0564, 2
1B i /B A 56 ) 6 Sh 3R Q3 4 FL VT o 3 B A0 SR SR B R AR AR B W) T
WAL, |

HE AL P AREE o)t B RABOLE D3 ATE 55k, £iZ
ZiET, ORNRLEEDE. CARAER F M E Y O 6 heEERQ2)
R o oty A B 5 (1), &) 516 69 Aa o B ) B (1)36 5 75 4 BT 4078
b 7 B LB R

BHEAER TR, L P xR 4038 3R A RRE,
WX —F X, EEOREFRENZH, HASRETRRE TRE
KAa. 84 R TRALF A,

EFH—MERGERTEY, AR S(DABROMEE, Z8A
e s 4l MaE, FEANRRAELEGEEFER. Z8IKQ)
5B @2 AR (1) M & 69 F A RE B GV RMT], Hik
i BARF BN, EHFEAB2 TR T,

EREFERALAGT ET, TRIFELT Hsehn T RE $ 5o R A
gy LR R EAR], Babdn T AR 4 s vA 4 R A #) 5o 5 T B RO AK
TRIERLE ., SEOBRA N B FE EFGERA, Ak s
FEREBRAE, MBRMBEAA A A TIBE TR ELRERS G B
ARFH .

BuIh, RAFT AR TN GRE T RAAVMERE R, BB

14
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R AEANETHHERRES S, FleTRTEEN THILTRE
B AR HEAT

ARIE AL A0 F ik T AL AR O)3 ) B ik 3 R 4 Je R Aa
EARAL, BAe, XTI R A B S i B R A E R T
CAVMNEAEHN T, FlNBIR SRR T 34T,

HRBALARFHOANE G TFTARELAREL, FlleeI Rl
PR A, BPARAHBRR AR A, MEX EMRT 20K
B E Sh, 4R RBARRERER.

do B B KB IE VAN E 4G A C A FFal RAFFE T A REK A H
FAFAE, KA THEETTRAOBR, EREOFTRFTET, &
BARRPFIFAFNRETEAE R BRI B 6. 15 A58
#1/% (B) & 3K 7 .

RBALZARFOTEAMNART —FHREFH LA BARENR
W E MRS, B 0L R —FEAEAH(C). iYW (B)AAE
2y —A (D), TN MG E E S —FF T 5 5-(a)-(eHE A H s
{14 &4 4 Bh 4 T (B):

(@) £ —F ) B8 8 o/ KB M

(D) 2V —AAE B A, 80T LF R DB RMIRIK, Rt

MIZFI B SRR ER Y, YA R % BRI
38 7] 5 ARG T K A7) 49 BIL,

() 2 —FP LA MR AL &E MRS A,

(d) £ —FF 4L A,

() £ 1 —Fp4F 4 R B H] o e,

() 2/ —FEFRMR .

185(a)-(D B 45 B L RIERA FRIBAL AU EAFNE, B
d, SRR ER FHERE. 0f/RMF IML KSR 6 F
A mHOWARER THILM 5t FARLHRAF/REEER,
(A (COVLIE R TRk 2 8 Fa/3 0 B 0B , 45 AR R Br AE #5BR A 34

15
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R 285 DOWRER T LM F b, SRRk A Fo/ K E 0 F/ 3,
BERER, EHEASRFGIEEZ O R IR QS e
AAaDERTHILEZoXEQER. REKLPRSEAE NV —F 1
RG>, ARIFAT AR B HOAL I A ARAE KR P FAF R B R
—ﬂ-ﬁbc

B—NRHEFTEFY, BRERRPHGH R AT 84 R 2 Fhm s
()-(D#g a4, tRik(a). (b)BRAZE(C)F/R(DF/RK(e)K (). (b)FALL(d)
Fal (DA 2K (e).

BAH—ANFARTET, RBALARBHANET LA 0
(a)-(f).

e RARBAL P RF A €28 M A 45 (a), BRIBRLP TR
A AR B Ao/ B G R RAATIXAE GG SR % AR il it
ﬁgﬁﬁﬁﬁﬂﬁw FAEFRBL, XA R AT R A E S

TR RA A A TR B R BREIRA, Bl hoko ek, REAE b
BB ARG E MRS, Fliod TR UM Rf-E%m. S5 EF st
ST 4 R R AEIRA BT T, 3 F AL 8 B 18 1 e/ S E 6 M SR AL
iﬂF— TR B R RE L EAEL 2 RmE, BlAETEE R

IR EMA .

7 A G180 R BB B A/ SR M T A T R IR, . ATV
BB DT AR I B E Y AR R e AR
%%ﬁ&ﬁ%%ﬁm%gﬁ$%ﬂ&$Amﬁc,$%m6ﬁ%&7

1T 18] 64 40 RIS A A

(MR SR BER/BBGMRREETES —FERY A
B —F RS FE A R AT RS A

ABRL 4 F R R B A AFBEARAAR MERY A O 4th, HE
f )%= “Pharmazeutische Biologie-Drogen und ihre Inhaltsstoffe” & 3%
#, Z$4EH Hildebert Wagner #4%, # —1537#%, Gustav Fischer
Verlag, Stuttgart-New York, 1982, % 82 W 5. AR 49 m B stk 4
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B ARG A FHA A RADNF 6 —3 5,
FERAERTREBORTHOF LB R4, Blde A AR,
2V —HF RV G W6 —F RS RSk T4 A 48 5 (a)hm

NEARIE AL A T sk RAF O R B b, S F R R ik f . KR4l

sativi bulbus) (KX #%). #m3F (Asari rhizoma cum herba) (48 Ffert). &

& (Calami rhizoma) (& &%), #kM(Capsici fructus) (GRMR). F ik

(Capsici fructus acer) (M), %% (Curcumae longae rhizoma) (%

FAk). Nt £ % (Curcumae xanthorrhizae rhizoma) (JRv: £54R). 5B

£-(Galangae rhizoma) (% B £4%). W & & (Myristicae semen) (K & ).

M (Piperis nigri fructus) (3AM). & FF (Sinapis albae semen/Erucae

semen) (AT~ RFTF). BT (Sinapis nigri semen) (BIAFF). £ AR

(Zedoariae rhizoma) (& AA) B £ (Zingiberis rhizoma) (£4R), ¥ A\4Lik

% 8 AR (Capsici fructus) (). £ Z kM (Capsici fructus acer) (&

FRAR) AR HR(Piperis nigri fructus) (RA#R),

F RN T B W0 ARk OAAR-F EA(F ) KBS . B

BiEAL e M. T Rib A A o AT A 910 a4,

ARG, BV —FFRORBMR, LG NI BhE. HA5

. FTFE58. p-mFm. L. £8 . xanthorrhizol, #&ik%,

AL IR RIBEAITAEY, Pldo N-F 2 L 9E-+ Wb, — 53k

Wk, # F SRR SR, & T 2R A nomorcapsaicin, #

WA IE R K -#AAaR, T b, WA TEELHGIRE, &5

P A FA-HZAFEFAD, FTARAEAFR DR TRBEATAH, Ah

X AT E A
EEHATANFEMNZTLALEEE, RBERLPRFHHARL

LA EAH 001-30%FF, #HA4LA 0.1-0.5%F Fey48 2 F kMR

Byt radn .

o RAZF]) —H K 5 FAQRL 6 F R R AWM 5, AR KL 9P

A ERAL T BRGE AT TIZAFELEE T4 0.001-0.005%F

17
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belg

FANBBEREPFRFHGLEBEAFN R GLROIESZH R+
HANE Y —FAE A 5 e b R A (D) A B hn ], BT RE R
DEEERAR, R AR B AGZ R A IR AT 4 R IR T AR
VK FE R LR RAL BT, FFLIEMANES FRMEBRAREHR
HRARIF AN LR T HH .

AKX B YRS, ARELETHNETES TLERNFTHAK
MIRARTS R 2 R B, B TR TiaM4r. T37CH
NE S ERMRKE, ARLREREF$GLE R, FARGRALE
WOARL AWM B I T, BRI RN L e Ko, ZHAR
BRIFAT LT HANE S —54F, RLZE D 10 54F,

PBFEE G 3 hr A (R B it At RS E AR A L E R T, +o
RBRERIFAG LT #5, X BAEMNL L TRMBRIKITRIFH 5
IR, HlimBF it R, RWRFRERE—RGXOH X, FL
ARy R R R T AV RN R, ERRARESMN
ShLTE, MR ABIRNLH N T X RREEEM. 52V —FEiL
B (a)-(e)ab, A IFFHIMRE IR, Kok, TRk Fo
[RAT L%k,

BRI FHRN LA RTHRFEOEHEE, XEBALERN™
FHREMX,

A TR AS I e ) R T EAAE A B 5 (D) R THREARLNRF
BRI, EE MRS B AN R Rb, HESCHRETESETF 10
ml K9P, 4o RiX FHOH R LR LA GBI A, T AR L 64 4 38 a5
ER F L RBLEARB AL PG R GG BA .

e R A 0) I NBREARL A RFORRF, TRAZLAUT
W —FE R EFHEEIE A 2 1N ETR TR L ZMNMRBA L&
(Avicel® RC 591). # W % ¢ % £ 44 (Blanose®, CMC-Na C300P°,
Frimulsion BLC-5®, Tylose C300 P®). % & %8k (Carbopol® 980 NF,

18
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Carbopol® 981). #|4% & #(Cesagum® LA-200, Cesagum® LID/150,
Cesagum®LN-1). AL = & A5 R 5 3E £ (Cesapectin® HM Medium
Rapid Set). ##3K £ KA (C*Gel 04201%). 3 B 44 (Frimulsion ALG
(E401)®). JAJL 24> (Frimulsion BM®, Polygum 26/1-75%). - L E K&
(Frimulsion D021%), #|A&4AA&k . % 4 A% (gellan gum) (Kelcogel F®,
Kelcogel LT100%). L & % 45 (Meyprogat 150%). 4b3i(tara) %
(Polygum 43/1%®). & — 52 i 8% &% (Protanal-Ester SD-LB®). %8 844 .
# B IR, H3afi(Vidogum SP 200%). & & % #& 3 3 (welan)ik (K1A96).
% B I%(Xantural 180%), AL FRIR. 455 F ATk ) 4 AR A X sk 4
Rk st Bont., —RME, A THALEE, 0120%FF.
R Rk 0.1-15%F B 4 ATid —AF 3 % A 5 38 Ao i) R45 % R Lk £
#.

L R E S O)FEEE e ERBERL RGNV S AENGZ
Rk HF EEAERFRF T Smg, FP&HLHE4L 5 me,

BEARZ PR G KT RF, AL (D)8 +E I Ao A AR
s 2 R S0 F W R BARMRARAR B S ARIRET, HREEEAAAY
BRI R S, PTATHRRRR T dy Bk e SP LR, € G AL 6 K R H 4R
T F NG B S FLF /A 2 80 B SM AT i 8K .

4L (CYL T AF % R A 7 91 6 5 3G An R, 325 38 An ) 45 Bh T 56
F 6 ) BRI AR A EIK .

AT ALEZR EARE 45 B 6 H5 5 X, AR Al o g Al
Ao ) AARIE AL A IRAF A A AL,

AT LA Ay Al A, AR ALK B IRAF 6 H B BT @82 4
(c), BF—HY K % FF ELA M A AR A bk 6 8 M AR -0 —FF 3, £ AP 4RR)
HEPHRARELE T ESRBERALARFOANAGLERTHE,
F BB EAE AR, REFEFER.

B E P L E AR B AR A AR AA R T R
$oty, T ERBARLPRFOR R FRIHE, ROAAELITEY G
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KA, WA RABEREBEGT XAL, RELASHAT AL AR
LIRS MT X IR LS SEF e X G E.

3o RAFN R b 6 E MRS AB AR TR BEHR, LR i
ARk A T RFERA: SRR, HfR. sAE 5. nalid. 448,
¥ &Gk & naluphine, f&&- 1 JLTFAERAAR R 69 £ 32 LT 3% 69404
Hy, 4R R AR HRIER A T KA. PR S(C) 848 2
HAFEIRF, RAEHFEE, FELAELUARTFRFT I mge g,
$ AR VA 3-100 mg 69 F, FEF4FAIHLIA 5-50 mg 69242

1o RARFEAL PRF AR Q55 AF RS, A
WA ZRY, RAES —FLARTHIEY: FREE. 7R
% BAHE. B0, £ERS. SRS, ER. ARE. &
Lok | RAECEEE. ARER., RARM. EAE. XRAH S, mE
. ERERBRFZ,

ARIE AR LA FAF G H B AL L @50 & KA BBAAR S 89F
Bt 7R FO A, AR AELH R RER AT FANEY

h=4

=

z.

Yo RAF AL ARBE AL VRFOMNABBERAGESLLHES
(d), T 42 —MHMEeLR], ZHEEF Rk 5 HRAERE R 6 A R 6
Lot =R Lo BHs, EEREAN, KA RLELER.

A8 4 W b A R S PR e R R B 3 RARBRBEARAR T
R C4ntly, FFET b A TREALPRFHOFRF, KA
PTEMOTH X A R ARR, RESFATUAMEGEE FTEZ
ALE W TS R SR RA R S IEA e e T XA A

EARBALARFORNE Y, RETH EERTF —F KL obAfpy
(EARIAR AR R, Mtk F T ok AR BR AR - 09 PR e R, 41 4o £ “Pharmazeutische
Biologie-Drogen und ihre Inhaltsstoffe” & Fr#4ik, % FB4F-# 3 Hildebert
Wagner #4%, % —151Th, Gustav Fischer Verlag, Stuttgart, New York,
1982, A8 &4 L ak A 2B BAR A4 58 LT A, SF AR RANF
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v /\o

2
FRAB R R AT 6 F AR 7T €A ek F) vk ARBBAE 4 224-(d), £
HWEAERNY, FELHLZLHERXTRF T 3mg, FHIMEXT R
*F 10mg, FFEAEF4HFANKMLEKTRE T 20 mg.

) A% =T 4 i T AN "y ok 2 AR 4B A 9 6 5 o ) R A o B AR 4B oL
A, Rt A EES 20 E23 mg, HARASS mg, HFEIEFHA
#i%>7 mg,

Yo RARE AL ARTOMNE2H A BN E R84 R 84
28.5(e), &AL ARAR R 69 R BER T ARG RE, 32 LK
BRI E MRS A TEME N RE#HIRAL T, STHEGERH
M R ET AR Y. O REA, BF B KREREM RS T
¥, LTBBARERFIL, GEGREMFLEOHLAETEZNETE
WO 03/015531 & & 2|, o A8 5 492 FF 1 B RLARIA 4 B AT 89 — 3¢
o BAR A 5 K5 A,

3o RARBE R L ARFOFN RS A OAHS— T RRA# 4
B MAnNEY —FERWFR, ZRAREBIRGERIGETZ 0
Ao/ R ZEHRA.

S1E 8 BRI R BAE R 698 2 E T £ US-2003/0064099 Al + %
2|, FARM G NTE AN A R R 6T, BB stk h A Lk
VA, AiEeER Rk A, REE A, i, A4,
BRTEE, KREAMA, Hiak Q. B, BE. HHRLRSY
E AWM, Fa/33bER TR, ARG RN TR,

ARBEALRRFGEARANVER TARFHHEe., MERXEL M
B, Rt o REH, ZARERATZIEN KX, BRIBRLPAT 0 RE
HFNATREA ZBAH X, LEMAH . ER . BAKH . FH .
. BRAAHKX, FREERETFTRERL . EHEHXGR DR
ik 0.5mm, ALk 135 mmEERA. REBAEZHHE, &
L& Bh 4 ft (B) Ak A T 7 A &G 7 k.
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Ei#t—F ikt EAFTEY, BRERLAGHRBES A H. K
FHH X, R L LA EELE S~ %A ES)-(D), $hikh o RE
%9675 % %(OROSHH X..

Ho R AR KRR RF R B F A L5 (OF/R(d)F/ (), 57
S ABRARE A AZ 7 KB KA ARF| AL B S EHL R,
AR EE EREBEFARMTELGERART A EFERSNES .

4o RARIE AR A H &9 F B AA e (d)Fe/ (D), SARBEA T,
T EHIIRSGHBHN R FAGER. R, RZHNBIEHGF ZIF
HEWRLE, FHNAHINERETLE, RWREA, TFEHURE
s B AR B Ak, o R EH EA D RA T4 R 2% 64405-(d)
F/ROOFREE, THRAMBEAAR AL H LT REH L.

R, Jo R RS RL A4 &) H) B E IR BT GLAR AT 09 5
%, # AR A (C)F/R(DF/ RO F B RBARY, X sbinohik
VAR H 0 FBAA, BB S H, et BmH &4 5%7
HEER . XRER LR S E MRS R E B L5 (c)F/ (D) A/ R (D
EHRS TR B EI, L P EERSRINE RS AR Y —
L ¥4 (X)E L, MBS CF/R(DFe/ RO EY AR REELE,
FEREF LiZHREHLHE, o). (d)FExFIRA Fo/ KA A
ZELMR, FRAFMNGERES, A 2E5(C)ZAE .

4o RARIE R L A F R 4o ()fe(d)REOF e £y 27, Xk
5 & B AR B ARE ) (A £, Rk, HALEN, FTALHE
() A(d) Ak —F+ LA ¢ T #45(Y) A 4.

SIAKZAG B ! E, REAHERER, EEFRFELY, BT
AARBIHARAR Lot F RV R L, AR —FF RS FE MR
a2 Rik B E S —FEESMC)FERGLL S D)BAEL E S —FF
£k A5 40 (@) Ao/ R (D) A/ K (e), RRAEESFEFEALPAHE Y —FF
KoM (C)Fn1E it (D)Fo—FF R % Fr 3 A Fu/ X —FF X % AR oL 5| Fu/
B 05 (e) A/ AL (D) BAT ik 2 1) —FHEL G A (2)F/ (D). £t
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S HUE B HRE L LA BARE R L P o) LR ks, wRFEN
T EHARILAE 975

TRAE AL A ) 0 F R 6T M AR 245 (X)F=(Y) F 24 (c) 3K
@SO» B ) — A EXKER, HERLHN, EH(C)F/K(d)
70/ 3 ()R B Fo AR JUF FARFEA, A BRI 6 T8 1
THABEHMEZERARETRAOER, AEERNELERNEZT
i, BAMLAECA TR BRI A LBk, AR EHL
By, REE—E O/ RAF/ KEOLF REELRAAER, RE
M T EH 2 E T K.

AGBHEARAREEZRG: EREMTHATAQHT (). (d)
Ao/ (D)6 2 he A T 245 ) B B R 69 B i AL, AR B 6 RAR B
FHTRT ML MT REAL., PRAELXEFTFTER, ST 8504
BAOM(C)F 2 8E F XE 4 ARBEALPH S L EEW,

o R G HFARR, BRAEAT MR FRRSE B &R A
THRBALPHANE, ZHRER R (Y)F LEL845(c)F/ 3 (e)F/
(dFa/R(), HFELEFT ASENRBEANZIGH R, FMUEHRL T
4% %04 48 5 (c) A=/ () A/ K (D) Ao/ K () H vA A5 5 3 5 42 7 M AR
S BT AEF, BRELL T OELBARNGFH AL, 4240
Fa/ S0 F MY, CRATIRA Ao/ AR A K ERLER, St B4
ER AR TR (OF/ B(DF/ RO FH 5Ll R, A L KERRE
PRI, AR EAEAL B IR A S ) IF R BB b A R G A

B AL P GFNR, H P RS AR MR R 8 1T A )
AR 8 T4 2 % 08 B 5 (). (DF/R(e)n B, TrkiF % REl ¢
& KB, 3L A0 64 TR A5 5T & B VAT T AR 4944 BT 18 2 1A
He )| B FHIE AL A GH A, S 2% 2 LR 848 45-(0)F/ 3(d)
b &t

AR BEARN P ERG AL R A 6 —FF K % FF 485 (a)F=/ (D)
TR VA S R84 T EAZ (X) A (Y)A B A B F B 3245 (X)A(Y) 49 4k = T
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FLAMBX, BRARBBALAHEGHNE, 242 R EHLH, &
T M R X TE MR, DRI R f R HIR, RRAW(COtik
CAEEZFRN T, ARG BARYE AL A 6 7 kAT

ERLRBARL A EOFIR ZHRFETF, JE$4J.(X)ﬁw(Y) P
WA XALE, LFPRETE. R, kA A, BELEX)FELEL(Y)
ABEARE B, FHR, RESRTR OIRLEER T E42X)5(Y)
2 &. ZHEMXGRTHiLE 0.5:3.5mm, ik 0.5-2 mm & E A .

% BT R o) B AL (X)Fe (V)R AT 6 E I & P SALE R A

, B P AERAT HRABRSALELX)FNLRE ERFHA
?%ﬁﬁﬁﬁa

AAE) AR 84 % Bks T 3245 (X)F=(Y) 4 5L 48 sb 2 A 55 b TR 5T - 3%,
B sl Bl & e MM Pt N ES B, Flde, XTHRIERA
ME A EREIR, ZORKRTEFHESGE, ST LA LaheE, 6
Yo, ML —FF R B FPE MR AR A 4 T T A5 R AT B R4
TR IR

SBHADE L TRARPEARESF LA BN T Y
B R O IRA| A,

EH—FREGALPEZRTETF, RRLEX)F(Y)ESELP
AR A B X 7).

B AR 6 T 3245 (XA (YR 4 db B 69 ARIE R B ) & ey A1 R o
A0 5 & B ARFATHHES, HFESHELF —AREANERG T ELE(X)
A= NRENERGEREYVETERND FHE, RIFRTHLENE
AR (X)-(NRXD)-(N-(X)3h, 5T F AT I oy 4o B F, 1Fik
52484 (a)Fe/ R (b)dy E4R 4.

5 — ARk 6 AR A KB )& 44 &ﬁﬁ*%ﬁihwmﬂmJ
2HEEAAX)LENYE, LTV EREEZ A THEENTREQD). 44
it 4iE T Lk S BN X, ﬁ*ﬂﬁh@ﬁﬁm&ﬁﬁﬁﬁ\M
B(2), EEARLHRRBALPGEEEZR, REEARBARLA

24



200480041854. 9 o P 3E22/33m

77 iR BLR B —FF I AR R 09 % B K.

Eit—F R GRBRLPHEORN A ZH_FTEY, BELHXK)
TR L RAL(Y) L EOHZ, RFeH 42V —AREEGZH L
iaRREGE N

EEELF, REALAHEAFNETE—ELELX)—EE
Bl(Y)ZE E—ERS E, Kik—BERTARYHBEQD), 415
EO)RTAEZR Lo B T2 45(X)F(Y).

I RARBEALRHEOANR LS E YV HRoE H K80 E
K I A5 (X)Fa(Y)BAL LG LD TEEZ), ZH R 4R % REFARE AL
Py 7 ixLEs &R . ZHFEREEHK.

E—A4ER R FAFET, TEEY A B RELN. £k
EV—ARSARELX) G B ARG —Hy TR E Y HSFRA
EH—ANREANAGTREDN hRE, THEY—AFiLEH5(C)F/
R (e)Fo/ R (d) o/ R (DB 18 B B2k B 185 B (Z) AR % RAR
VESLIESE I S |

B—AAEARLEARBRALAHEGHN B LA T REIFELR
K HED) 6 T2z (X)F (V)0 B R E S — A5 519 6948 & E(p),
BARR TG E(Z), AEAR P, dI2X)f(V)ERN LMY A
HA@EN. REEBAELGEALAN T TREDREA X EHREE), Z
TR BT RE AN TR A L A B RAR T Bk, A2 R 5 E MR BAT 40
s(O)F /R (DF/ROER LREE, FBEFRREE)ELZELX)
R 2 2 —AA FRRE ARSI,

STAAABIEAAT M EAEGF R R Lity, Hliet = 0 Rk
%7 A%OROS)MAAY, LATHENEGED R AT kA US
4,612,008, US 4,765,989 & US 4,783,337 e[ vA3K 3], E A8 64 8 &
Yk S B 5] R FHOA N AT —F 4,

A —FREGEARTRET, ARFEALRHEHH A 49 2 245(X)
ARBX, HAB%BEAALEANTEGZ—FSHHEL(C)F/ R (d)F/

25



200480041854. 9 o P 3E23/33m

DAGLMUEP-IVAL: -

AARBEARAAREER: A THREBALPHESF B —AKE
A EZAAX)RNAMERAFLEG—AREANG B EDF/E—NRE
NMaB ECES I, FREERNR FOHT A, 2B FXARE
o, AT A AR 6 40 5-(a) Ao/ (D) Fo/ 3K (e) B4R 4 (c) Fo/ B (d) F=/ 3. ()
W AF R E MRS AR B, AESFALE, EALEWRYOYMALR
& 3 AARBHAAR T T2 Odkatd,

Fo & 40 5-(c) Ao/ 3 (d) o/ (DMARSE R R H) & 09 F) R 6 T #45(Y)
TR TELE, RARB EWiL, L3455 f AR R
AR Sha b MM TR TR CAN SR 2 —F RoMH(C)fixik
(D), BRARERFEALPLEH] &,

S0 RAR KL ¢ 18 B B (Z) IR AL B 1k 284 () Fa/ 3 (D) Ao/ 2 () 09
Ao BLAAEZ B )M ARAT 4 485 () A/ (DI A5 (Y) F 44
Ak P 5 LA,

A B &, THRRER TRER TEE EHESOMA.

LR AL QA TR WA %EE. BlriAdgE L. §|
R, ALK B, HERE. TR RIMGT-REXEL)AKF
H B E R, KRB R 200 80 443 F (7 b A Polifeprosan
0% E); ATFTALMGE. i Em. S L8, AT BE. LT (F
F)RHBRA LB R Y. Kbk, RABES. M (polyalkylenes).
R =B, RIAEk. RESAN K BB, ROWHEE. ROUmik,
RO, QARLH. RURE. RASLKARABALLEREY.

WASENMRTILR: TAIGE. TALSEE. ARALSE
¥, BAATAS % E. BTHATEAS % T, LHA%E. ABgs
FUk. PRESTE). THRARTEE. LERTRILE. LEAT
KoWEB i, BVRGGEE. BT E. A% EmBm. B
TEAAHBRTE. RTARKRCE. RYLARKBRTE. ET4AR
WEARF T AR, RYARBROE. RYLARBERALALES. BYA
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AHERAARLE., RTARWBRELAER. RAOKBRTE. RAKRA
AAR. RAWBFTAE. RABR+ AR, ROk, KEA
RO, GFERUH. KA. RL=8 . RAATKR. ExX=
TEE 12-Z—B3ls. ROUWE. RUHFTAR. RLBRUHBAR
AT,

HASEHERNTRA: TARKRTES FARKKRS T B
ERY. TEALHAREDABRYGLSTELRY. TALHAR
ELRBECENERY. TACKRARE HREFGERNALHE
B LR UHBRNERY .

Bk ER TRANGEENYRAAZHEALHET A B
(W098/20073). A5+ % &5 8tA(DE 19 753 534 Al, DE 19 800 698 Al,
EP 0 820 698 Al), fg#& #= % 7 F B8 J ki (DE 19822979); R Az A4t IER
B, SR ARAZATHRE. RAEAKKRE, BE49(DE4309528). &
X BsAe B X ES(DE 0 980 894 Al), [ sbAa 5l 64484k 4 A% X #k 3|
F FHIAA AT 6 —3R 4,

LFRYFTAERE F MG RABRBEARAR S48 F A B
SR, XY RARLL G R RIS EBRES . F AR Z BT
Ady. FAREWES. SARERD. FAEBEIERR T HEE. =+
ZIRBRER . B UL ER. BARR. REASBR4R. REARER. ARRRBA4A.
A, RV, MBRFRAR ZRA0st. BEITER. B e)Hid =88,
HihEs, BESK_BEALITAEY.

o RARE R L RSN AR e 5@ ED), TAE, RAZEY
E#E(Y)—H, kT LRBRATREENWRER. AR
RAR IR 7 M R (O)A/ KM R 4G T 43 F BT
Fig o TaEe B EAS.

HIE AL PR EGH BRI E R B48R, s FEEY
HEELY, SRLES, Flof] TRAEZF LR,

ARBERLRH GO BT O —F X ERHERRS, EZVHRHH
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- PR K, L PREBRTIEY T AEBHEAAN Citl
MR R ER, FlReiB iR RS EARE R R Y @
FRA—FREFREEBEHOR, Afm, SMERFHERG OB
BASEALPHEERLM, fld, wREALTFZHR, FHRS
k%%éiﬂ\ifiﬁﬁiﬁE%ﬁA@WWMQ EXFAIN R
ZB) T AHEIK

I, MNF ARSI L AR E LB

BIEARLPH LGN R Qs Bt B LB ERRSETF
b, AFEAHAER GBI MR IR E RS NER, Blde,
BRMAT A FKME. HRERGWEA, LPEERSOBEREER
EY AT, RAFKESR, AP FURSOBERLIEZRLTEY
D FUE IR AT

AATBRBAAR 4ty A FE ETHLGAREYFTRAETR
A, Ko, FRRAGHER. HEEBR/RARBRISHEA
YEFRRKWERMAT, CATER. ARATRL G L. ARAAHE.
pYAA%E. R(TR)AHERA/REATESNF L. BideiE
W AF R R R AR B R AT

BRI KR, Bl RS, B B, KR
BR. RS I B AR AL 49 B X B X R4 &0 B 24, C12-C30 B
oy B A/ 2%, C12-C30 B§ Py B ) S - %, =iy B o/ 30 38 3% LR A0 4% 34K
% B A B R

54 JF) R R KM Fe B K S &Y iR AE A B BRAT .

seobh, ARBEBAL ARG R TERE Y SO0N b 232 64484(C)
Foitik A E 628 5-(D), HARL T AL S Sh 6B RATA.

3o RARFEAL PR GHA B T oRL T, ERALT L
I G B ARSE pH ARG B 4E 4 89 8, R,

Witz R, THARBREALAHESHHNAEZ2TETREd, FA
%@&%ﬁﬁ%kﬁﬁo%%ﬂﬁ%bﬁ%i%ﬂ”ﬂ?ﬁjzm@
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fE .
25| 7 MR R I E RO R AR Y B Ao T BT A
BB ARAR MT 240, #l4efe “Coated Pharmaceutical Dosage

Forms - Fundamentals, Manufacturing Techniques, Biopharmaceutical
Aspects, Test Methods and Raw Materials”, Kurt H. Bauer, K. Lehmann,

Hermann P. Osterwald, Rothgang, Gerhart, % —p&, 1998, Medpharm
Scientific Publishers & #4ik &, #8569 L ak ] BB sbtE 4 K 3] A5+ A
INA AT 8 —3 5,

PEBRBEN T %

A) H T HIERESHAT T AELES(CORD), 1£/A 150 N &7,
B2 VAR FRAMBAE T Tz R AWy DSC BRI Z R E
T, ¥izREOYWEAALAZ IO mm. &S mmeg k. Avlizs XE &8
EAl, BBEM st 1997 SRR, 143, 144 T, F ik no. 2.9.8 $0H
G R RIBTRLREN S E, RA TREMBMEWEEBE. ATHE
#9408 2 Zwick GmbH & Co. KG, Ulm, Germany #; “TMTC-FR2.5
TH.D09” % -5 ¢4 %4 & XAHHRAA, Fmax=2.5 kN, & KFifp 1150
mm, ZAE L EE—MEF—A 4, £ 100 mm 25 &8 AT &
0.1-800 mmy/ 44t Z 18] 3 7 69 M) Xk B vA BRRAZ B8R AF . M ARF &
A ERMAT, EENFERBEABAKEMAZAE(EZ 10 mm), 4R
% . Fmax 1 kKN, #42=8mm, %% 0.5 10N, %4 1M 2N £ ISO
7500-1, B4 4 &= %6y XiE8) M-DIN 55350-18(Zwick gross force
Fmax = 145 KNYFFAM Bk f Zwick GmbH & Co. KG, Ulm,
Germany), RiXAX#93T% 5 4 BTC-FR 2.5 TH. D09, A4 & & eyiT7H%
2 3% BTC-LC 0050N. P01, ®u# E #9175 % 4 BO 70000 S06,

B 3 2FAMGRBENE, #3EERMNE AR A,
A TFiZB e A @RFTEEEG). HTEBZAE, KF@ESTHAA2-
ROy HEEETFANLEGREFHLEEAB DR TEHHOG)Z
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B, —EHALT AR FGAT LSS EYAREG), AEHLT
Z 2y RMEER L TEABRE Bl B(REF). £EFLT,
ECAREREE AR LE, BIRGS)TEILAKP & s X&) A A3 2-
Ry KAKEH L,

A A PR R BT R0 B R AL ELFE AR 2 R BT 2 4G iy B &,
AHEAGER T T 62T HEMEEM AL R A,

ARAE R L A RIF RN A b FR B i TR M E A RN L, FE
AR T AZ R Fl R A,

THEHESEAMBERELY. XBBEFUR T R 65 X8
H o, RIRE) AR AR 6 AR

% B

E—BF EAFY, D ARBEAEELRS. REBDLEAR
ABFHERBAALERGFTERS, BAHCROEERERENE
¥, MEAEWLERLEARFRERGTREEDRERR, FIADTH
AR TR, TR G L AL,

%) 1
485 #h Ak
# & & HCI 100.0 mg 60.0 g
BIA LK, NF, MFL (190°C,21.6 | 221.0 mg 1326 g

kg/10min) MW 7,000,000 (Polyox
WSR 303, Dow Chemicals)

#ARTRLHE 100,000cP 20.0 mg 120¢g
(Metholose 90 SH 100,000)

PG BR 4R 9.0 mg S54g

BEF 350.0 mg 2100 ¢

B L ALEBEPERALEDAREALTLAS S LAY
I RAIT BA, REWEISBAER X BRAL P, & Korsch EKO 13
SRR EHFZRRRASMERY . BRI LG EAA 10 mm, HE
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F 124 8 mm, 458 T L1 F #4X (Kopp £ % %41 SPGE 20, Kopp
) Hot & Cold tack #-3f 4832 3% & (seam strength)m] X0 — 5 A Tix
¥R R ERRRANE BT, L ¥ KL BHEAEA L4210 mm
B8 mmtyud, UEHADARSACHAE. —LhIEH
ETHAAERLE, AANAAYUEF AR ANESELTRREL F 64
AR, RFETAMME 130T, HABR, REHILTSON @A,
PRI 2.5 5-4F.

mikf%@kﬁ |68 BB, B30 SOON 8 AR, A B

. AR TR AR, RS B) T A e B R 7,

éi&\ﬁ%xMﬁ%¢%%%%ﬁ&w&M%$ J

f\f}/u’H‘ ENE, BRANRGRERITC, WL iEshir x4 75

min’, Ff A Q‘Jﬁ‘ﬁiﬁ/ﬁﬁ pH 6.8 ¢9fnik. AZFAT. EfE—0,
ERRSEREBE BN RAT AR ENE

B 1] B ERR,NTE
30 o-4F 21%
240 44 70%
480 44 94%
720 44 100%
EH) 2:
302 #Fh X
i B4 HCI 100.0 mg 600g
KA E T, NF, MFI (190°C, 21.6 221.0 mg 1326 g

kg/10min) MW 5,000,000 (Polyox
WSR Coagulant, Dow Chemicals)

AT ES % E 100,000cP 20.0 mg 120g
(Metholose 90 SH 100,000)
R RE BR 4% 9.0 mg 54¢

SET 350.0 mg 2100g
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BRI A, $1&HLEAH 10mm BEFEH Smmey k.

P T EH FAn KB 100CHh, KA LBFAS 1 d—Fin T,

B ER 77w A A 6 RERE ., S5 500N 69 8T, RB:
MR, R AR R, A T A A AR

& AR AE T F IR AR RO B s, B BRI R X
HEEBRNZ., BAANFGREH 37C, BELs3his %5 75 min,
FIT R 69BN A pH 6.8 9. SN T. AE—BHE), MK
HREAK BB HANR TR AR EN R,

B 1A B TERBRASN T

30 -4F 17%

240 4% 60%

480 4-4% 84%

720 44F 95%

k&4 3:

48 45 #h ot
ity 5 & HCI 100.0 mg 60.0 g
RAXA %, NF, MFI (190°C, 216 221.0 mg 1326 ¢

kg/10min) MW 7,000,000, #m # £
(Polyox WSR 303 FP, Dow Chemicals)

R K T K K 4 £ 100,000cP 20.0 mg 120¢g
(Metholose 90 SH 100,000)

R 8 B8 44 9.0 mg S4g
EEF 350.0 mg 2100 ¢

B ] | FrE %, B AR | FTkd— oL,

R LR 7w m R s R, S50 500N ¢y AHad, REHa
BT, R AT RS, REAE ) T AL A A ARy R,

TE MR AN ARSI PR RN B, AR R X B
HEENZT., BRAKGREH 3TC, REEL %% % 75 min',
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FTR 6928~ F 4 pH 6.8 89 k. EZHULT. AAE—IE,
SHRKEEENROERDRREENR.

B 8] B E R E

30 5-4F 21%

240 4-4F 69%

480 4-4F 93%

720 54t 100%

%k 74| 4:
ey A ek
i & % HCI 100.0 mg 60.0 g
RINA Tz, NF, MFI (190°C, 21.6 kg/10min) | 221.0 mg 1326 g
MW 7,000,000 (Polyox WSR 303, Dow
Chemicals)
# AL T L 4% 100,000cP 20.0 mg 120g
(Metholose 90 SH 100,000)
PG B 4% 9.0 mg S54g
EEEF 350.0 mg 2100 g
%) 1 BTk 4] &

R F e F %

KGR FEMBBIP . T 700 KAFiad 10 54F, FiEFLa 1
FrikitiThn T, REZAAETEAEEIES NG 2 ML, #F
1% A e #4 8] 100°C 8 2535 5, A EH LT A& S ANty | F) B £ 1000
N & AF, RHF 304,

A LR R R A e E, L6 S00N e A aF, REWN
B A, R A TR A, RSB T A A btik A,

A 5:
485 #h i
Wy 4, % HCI 100.0 mg 60.0g
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REIEEAE LB, NF, MFI (190C, 21.6 221.0 mg 1326¢g
kg/10min) MW 7,000,000

(Polyox WSR 303, Dow Chemicals)

AT R %4 100,000cP 20.0 mg 120g
(Metholose 90 SH 100,000)

AR g B4R 9.0 mg S54¢g

555 350.0 mg 2100 g

R Al R A 1 BT R B &
RERMEN ARF. FUOCT, ARREZAE T 0k 45 5
B A ARG 4 TR —F A T, REZ AT EH LKA E] 130

Rl EAFERZ R AR R E., %300 S00N & A8, A hm
BTR., R ARG AR A, AL RESAE B F A An b ki) 2,

%340 6:
45 &k e
ity & 4 HCI 100.0 mg 60.0 g
KA THK, NF, MFI (190°C, 21.6| 221.0mg 1326 ¢g

kg/10min) MW 7,000,000
(Polyox WSR 303, Dow Chemicals)

FERETEL 4% 100,000cP 20.0 mg 120g
(Metholose 90 SH 100,000)

7% RE B 4% 9.0 mg 54¢

EEE 350.0 mg 2100g

L 3% X IR X E -

BRAY) | TRMATH —F Ao T, REV XA F FH L0 #3] 130
C, FALEEFIONMAM AAETER M2 540, RE B HAL
45 /5 T 130°C 3614 1000N 49 7, 423 20 45,

Rl Lk 77 MR R A ey 2388 . B3k SOON &4 AB, Ak
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BB, B R RELA AR, b RS BY T AL Fo AR AR R

Kb 7

48 45 &k o
iy & % HCI 100 mg 182 ¢
BIRE %, NF, MW 7,000,000 165 mg 300¢g
(Polyox WSR 303, FP, Dow Chemicals)

¥ = 8% 6000 7 mg 13¢
TEEATX 0.3 mg 0.1g
A RE B4R 2.7 mg 05g
2EF 274.8 mg 500 g

B TEALERFTREMRT 0.6 g LEEO6%)F. ¥Kizdkry
RO =8 6000 4, RETA0CTFIE 12 0F, R T HAS BRI AT
H H NN, FFE B IRERSI T RA 1S 047, REEHRE
R4t R AR T, ZRA4it 0.8 mm 5.

1% Al Korsch EKO {3 /& K AL, B it e Rodl& A F (AR
10 mm, @& F4%: 8 mm). RELETFRET, é‘-— Ny AFF An X sk
HF ZE 80°C, #&#Er 15 94T,

B AR E B U(Kilian/IMA, %% SP300) 1, A 80KN ¢4 4 &
JE, FIATEZA#ZA 1l mm &Ry ELIZEAH8mm by/E N+,

R B EmE R R e EER R, S0 SOON &) A8F, AHM

. R RIREL R SRS, A4 Bh T AL Fe AR RR

& MR AE R P ARSI A IR R B, BRI R X B
HEBMNT, BANFHGBEAITC, Ptz £AH 75 min’,
FE Rl ey B3R A pH 6.8 89 Mi. ASFILT. EAE—BE, FHaR
SRR EBEENRO TR 5 AR EMNZ
& 1) B E R E
30 4-4¢ 17%
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240 44t 65%
480 44 87%
720 4% 95%
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