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B1E £UEAGHHERFNERR

L1 EHBEKGH L b A

1.1 SMEREYWHEXMAES

EHEPEYHARAGYE XFEFHRES R “ARAYWEMEARAZERERBESI (ICH)”
B S6 SUHF CEMEARRIE Y B K AT B 2R ) (R FR ICH S6) MR R XFkH ., &

O AYHEARAGYF=HARE. QFENAE. BE. B&. MYAMWHIAIWHRES R
RERKBIMFEHR™Y .

Q@ EVEARLGYHERIE., SEAKNEESY. BITAYRHBZY .

@ EYEARAGYRNEEYR. SHEEARKEZK, EAEZKEUYRTEY, HED
ZRABMAEY =K, XEEORRNEZRTERRAAMIESR, AHEYH DNA(TXHEHE
rDNA) BARAE, WEEREEREYHIY LK.

@ EYEARGYHEL ., SEHARET. SEBREEEN. BEAOnREF. FKETF.
BAEED. ZEMBEHRSE., EIFARE TXELH,

PLERE SRR, ENIE. EHYRAMELALEELTAEDSEARGY. BRME2EERE
BERBESR, BVRBTEYHNRERERKFKEE (GnRH) XLy, REE. BH
MBERAESE, FEYALEARIEAGR, MARARRFELA™. BB&H (KX
MAEREE) WA FEWNE. 2P EYBEARGYLEFEHERTEE=HT K.
1.1.2 £MERGWIGEEKITIISEKB TN — 8IS
L1211 2HERGEHHARAIRGHK S

BRGYHERAREBIRARERULAYEM L, 23N TAMMEYPH ERE
FEEmABN, ERAFHNEEMEERNRAFEEAETE, REBSEILEY LR
HTWRETERERFR. SZHR, EUERGYHRERNZE, EEEITEYENEY
BEAREM EREYMEXEN SRS ZHENLRERBNTY, SREYERGYEEL
HEBRZANMERBEREANFHER, BF “BELE OISR, IMAMEYH
AREYHIERATMIERIRAEEZZ W, IERITAIEREGRSI Y (PK) BRLME
EXARA, AUHNSEH#THRS NEHT. HaiEE FDA#MELY R ATLBT
RRAGY. EVEPEBZIRINXERBNINEERARATFT /M FREHYHIFZIHME. £Y
ERBGYWESREESAERESHER (SEEMAL), MEBT %, =ZEEZNENE
RGM ., MAYNEH—ESWEARMERERN RN T RERET WXL,

L1.2.2 29BAKRGHHALEBGRY

ICH Sé s BimfE, BIRMEBNEREEMERENE, SR 2R/ L, #BE NGY
BFANBCALEREMBEHRFTR, HEFTBEAFNES, MUFASEIRIRT, g
REBUEMBTIRTEE., SWERGYHLGR N EHL TR BN, B EXTEEY
R BPGE B R E BOAR 2 Y i G B BRI BB R AR AL AR B A, LR B
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FEARGYMMERENIE, DAFHATRFANANE (PD) HHE¥FA FHAIN
ZAFNEIRRITRIBOER, LAKRBEYE B HERERMN S F 505 R G058 st g8 vl
X ATAT BT R .
1.1.2.3 AHBAGHHEEFFROHDHH

EYERGY B TFEHYREFBL, ZEFREEYEARLYHE FDA TR D H
mE B F.O (CBER) B, 2RARRUVNLGYHEIE., F8, HEFBKRERN LS
FRERANERREN SERGYR—HK, EHEE FDA M 20034 7 A 30 HG X%
YW EHFKF L (CDER) B, XEHFEMIFNEREEEYBERGYHRE. B, BE
Schellekens Huub $##ii: “BEEH—NE4A DNAREEMAY L AT 8, Q028 88 F B f R
= @BEREY, WITFEYEARGHIETME S (biogenerics) KA REH:.” HEHZ AR
“HE, EYURARBGYHERREBTHESHEE, SBTHLIEMAN. MEEHERE EH
FatE R R R X B AMME™ L, RARRREN=RURERIEEEDSEH. WeEE
RN, FEEHERDBRARD, B REBMUAY ST, SN TRSB~EIE
FA.” (Nature Reviews Drug Discovery, 2002, 1; 457~462), B B3 E IRk B 281 5] 5
EHEHBREM, 20034 12 AKMEBIET “CPMP X FSEYBAREEANTEEY
FRZS T LR R IGTE T N7, X s h i {48 6 0

1.2 2HBARGHR LS HYE R REKAr RD i 6 4

1.2.1 ERFEEMR

EYEARAMEFEARARITENEARAGEHE N 20 HE = KHERE M (Montague. Am J
Pharm, 1989, 53: 21S~268)., H 1866 sFHm MR AR BEAFEDIR, CIETIE 1404, &
XEEEA, XENAREMAHBEGENERS FFERNTHRBUB THRANIE.
Avery, Wilkins, Crick. Watson Z%E 20 {42 40 4E40H 50 89 THES 35T DNA 9 58
W4t . DNA BER B . RNABAMM R, HE584BIE8m 4 8 FR 4 v 41 B 10
THE. XERIME 1973 FEHRMII#HIT DNA BARKK, FHH 1977 4 (Larkin 1988) B
%17 2WI3Y DNA B 1DNA H FHRETLHETH,

WiTHEA KA, 1922 4 1 A Macleod il Campbell 3 ¥ 3 5T 8% K @I 8E—4
BMEEITE., ARRALRAHMAZBREERBE B 1932 Fh A TRIHMW. 1958 4
Raben REEEBR/PMERAEHREAPREANRBYEERKEBRE. BATHIT1 4
WABER 50 M EE, HE 20 4 70 FREKZE 80 FRWAF R rDNA =5 . 1982 4
% FDA #t 45— 1~ {DNA BRS K, Mgkiit# rGH. 1DNA $ R 8K 8 1R 25 9 53 8k 10 B
B, FREVEARGYRBEE T HAM.

1.2.2 EERMHTCERER

# Ferraiolo % (1992 ) RE (BAHNI W EMHYRE) », eHELTE
WERBITROEARTAVIER L. BABIEEZ— Trang (1992 ) it Yot EAEF
ERNEPERAGYET 1004, HEAARBROLGH, EETFTEHVRE=HE 37 4.
Hp s ranEsk (FXRKREG EENARECKHRBITBE, BAKH TR
BOEAREMESEOE. SERNBATHREBHEBT, BXBFE YR - HIRK
WITH AR B3 . MIE Ernet Ml Young £ H AR 2003 FERHH: KA 300 MEYH
RAYEERTXREERR, 1997 EHME 14, SONMULHWEARLH L, I
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120047 HIEEEKIRE . BIE Reichert (2002) BYIRIE, Tufts HY I K5 B
£> (CSDD) ¥ 4 1980~2001 4 3 Ja] 36 B 2 w) 5 32 [H 4 7] 5 3 i Al R il B 3t 199
MNEITHRY, FLLABRRAXELD., P oMR 1997 F/EHEN. 82%7HH
ENIEREBIFAMBE. NBAYHEFMA S RERRF. 1 DA TR JLH & 0FRE &
B, MA-TEBABELERIKTHBITN REMIF LIE. BN 1987 £ FDA B &4#t
HABONHRHEYEARTR. FEFLRFJIEAEYBEARGYRLGAMAY T LI
R R 5 T BR A B R E
1.2.3 2000 £ WERIH iR
RI-1FHT 2000 Fe4XEMBRMFBME LT HOHFEDEALY, A PATLIED&

FREBE.

R 1-1 2000 &F 5 EEMEMETHAE EHHFHEDHREY

2000 4E G HLAE LT TR B A M ARG 6 4

FDA 8 EMEA ~ -
) 25 Y928 B A 3E R E HWhE - £HA
HeAent el “ h "
2002-6,2000-3 Schering-Plough B ERYE IntronA; Interferon-a2b
2000-3 Schering-Plough RBERBETH, TR Viraferon; Interferon-a2b

2001-3,2000-5
2000-5
2002-10,2002-6
2003-3

Schering-Plough
Schering-Plough
Roche
Roche

REF BB BN PEG L THE
SRR AT H PEG LTI E
A NBFEN A PEG L THRE
HIV-1 5 CD4™ 41 i i A 19 3 i 37

Peglntron:Interferon-a2b
ViraferonPeg :Interferon-e2b
Pegasys: Peginterferon-a2a

Fuzeon; Enfuvirtide

2000 4¢ J5 #EME b 117 0 & FIG I HE B HE 6 4

2001-5,2001-7
2002-2

2003-6

2002-12,2003-9
2000-5

2003-6

Millennium

IDEC Pharmaceuticals

Corixa

Abbott
Wyeth Ayerst

Genentech

B COS2 /Tt i, A MR
BHt CD20 Y ittt 4,34 BHE W

BlHL CD20 ¥ -IgGp.A By, 3% B Wk E

i TNF-o A5, 6L KB X £
Hi CD33 B4 calicheamicin 25414 £ M 5%

ABAL Y 18Gie 55 IgE S & R

MabCampath: Alemtuzumab

Zevalin. "' In Ibritumomab Tiux-
etan

EXXAR: Tositumomab F113! 1
Tositumomab

Humira; Adalimumab

Mylotarg: gemtuzumab ozo-
gamicin

Xolair; omalizumab

2000 4E S5 HEME b

WHAMAREF ZEMLERN 8 4

1999-119,2000-2
2001-5

2002-9
2001-11,2002-3
2003-1
2001-9,2002-3

2001-6
2002-1,2002-8

Immunex_ Amgen

Howmedica Interna-
tional

Genetics Institute

Amgen

Biogen

Amgen, Aventis

Dompe Biotec
Amgen

VIRRBHXT R, ZHBEEA
MAESRALGEARVRER

RITEREEHBRERES
R FRZ,IL-1 #5500, 31 RA
REMHBAEER. RITRBR
R M2, &R BB S EPO

HR Mz
PEG 4k GCSF, 8% R% H 7

Enbrel: Etanercept

Osigraft : Eptotermin-a

InductOs; Dibotermin-a

Kineret; Anakinra

Amevive: Alefacept

Aranesp, Dynepo : Epoetin
delta

Nespo; Darbepoetin-a

Neulasta. NeupoPeg: Pegfil-

grastim

2000 4 5 #EHE b T H94% B BOR FI/M K 20 4




