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Gefitinib Tablets
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1. BE
« =0

1.1 AHFNC L DBEEZRIBT BICHIY . BEBICAFIDOED L.
Z2%. BUINEORWEROMENEIR. JEBIimEDEE
& BN ERBEFNNSZ T EHICODVTHSITEHRAL.
FARZR/LTERESTR &, [8.288K]

2 ARIDBRSICEVEMHES., BMEMMRIGSHNDZ
ENHBDT. MIEBXIREREEZTS B ERRZTDICITL.
EENRDOSNBZESICF RS ZERIEL, BYBLEZTS
T &, Fle 2MMESCRAEMEMRD AR DR SIIEAICH
£ L. BBENRBERZER EDFHZL . Mal &birs
BHMEE 4 BRI AREFZNICET ZEEDOT T, HEMN
REOEELGRIERARIRICET 2HRE+T2ICITS T &
[8.1. 9.1.1, 11.1.1 28]

3 YFRERTHRMEAE. FIEEMERIR. U ABHAE. METHRAmR. 3]
IR O EH . FRIRSHICRIBLULIMMES. B8
TR FEERDEIRICHBVNT. FECICOBHBEELGEIREA
FTHD. CDIe, FBCKDBEZRIBITDICHREY.
SRR, BN, CARAE. MEIHRIERN. &
MR OSHOBEEZESRL. CNSOEHEEZETIES
[CERT2BSICIIFISERETSTE, [9.1.1. 17.288]
1.4 24ERHEE, REMMNICKZBIENLBERER E 36
SRREOREICHHDHOSTHRESNTVSH, FIT2EIR
EBOBVWESEREFE, ZORREERUIFETERN LRI S ERD
5. FEDZSICEUTIFEEDIREZESICHRRIT I
& TRICEETBE, [9.1.2. 17.288]

5 AFE,. HEEREECTARERZE D DEMIERT S
EEDIT, BEICEBUTRERBICTRICHEETE S ERRE
BETITS &

—_

—_

—_

2. B (ROJBEICFHRELEBEVWI L)
2.1 KAEIDRGT I LBBREDEMEE D & 2 BE

3. #HRR - MR
3.1 #R
= BRI .
R7e4 (14rh) RINA]
FUEARY, R La—A, JaZAAL AT —
ZF MUY L RERY, YV LEHES b
TFI4F=T8\BR FI74F=T| 7L ATTIVEBEY TR L, RUEZL
250mg [JG]  |250.0mg FTLUIA=N - RVTZFLYTYA=N-TTF7
FaRyv—, BtFy . ZTBmbH. HE
=Rk
3.2 REIDMIK
WRFE4 & - Al SVE - KES - E] #Ala—F
EJid] HiH e
FIAFETEBET L Eiiij
250mg 1G] |a— 1 > 75 JG G35
EfE Es =
11.Imm 5.5mm 512mg

4. FPRENIFHNR
EGFRBEFEEBMEDFMAEEX (FFEFIE/) Vb=

5. FEEXIFHRICEIET BER

5.1 EGFREETERBEZEMRT 5 2 & EGFREIRTEREAMN
AP OB NFEZ2ED T FAl2HE5d 21E. BRMEEEO
[MRELETA N T4 ]| EOBRFOBERESEITS &,

5.2 RAIOM MR BT 2G8NERTLZLEIIHEILL TV
AQRN

5.3 [17.BREAE] DIHONEZBH L. FRIDERER R 2
M+ L ECEISERE OBRIRETS 2 &

6. FIERUHE
EEL BRAICET 74 F =7 &L TC250mgx 1 H 1 [ 2O
59 %,

7. BERUREICEET 5FE
7.1 HRASREICBWTEBESZVWZ EPHFESNTVWSD
T, BEREBEENEE LV, [9.1.331E]

8. EEREAIIE

8.1 AMEHfEE, MEMMASEOEELBEEAPEI S DD
0., B GiEEmE - EH T ERHBHDT, KADBREICHT- -
T BRER (FIRRE, BERORREOFE) 2+575I108
2L, EHNICEIMXBREZ{TO 2 L. £z BEICRUT
MERCTHE. BARMEBZESE (PaO.) . Hfifa & 8 AR M i 355
JEBZ (A-aDOy) . FEEEES] (DLco) 7 EOBEZ TS 2 &,
[1.2. 9.1.1, 11.1.1 &H]

8.2 KEIZET AI2Hi->Tld. AFOBUEHICOLWTEZIC
+ICHAT 3 & &b, BRER (B, FEREEH, &K%
UHBEDHE) #+ICBE L. INHPFEBE LEAITIE.
WO ICEBHEEZZRTALDICEELEET S &, (1.1
ZHR]

8.3 AST. ALTEOHBEREMBDO LAV HSDONEZZENDH B
DT, KEHEREFIZ]1 ~2 7 BIC1EH. H50VIZEEDREIC
5 U THRERESERT 22 EAEE L, [9.3.1. 11.1.5
]

8.4 EEOEIERANH 6 bN-HBEICIE. BEOREICE U TR
HHDWISHEREZ S &2 SHEY B LB ZTH 2 &,

8.5 HERABRICBVWTEINENIRESNTVEDT, KAIFSEH
DOBRFICIIEBEOEGRS G % 4D A BRIET 2 BICI3E
B9AL0BHET L L,

8.6 FEEERFHBRICB W TARANC L 2QTER DO REENSRIB S N
TVWBIEDH, REIGUTLERNBEL ERT S &,
[15.2.1 Z:H8]

9. HEDERZRIZBEICHT IR

9.1 G - BHEIEEDH 2 EE

9.1.1 2MAHIEE. FHFMEMMRMEE. REMMN. UAE. )
FHRRA, ZERIMMAEEINSDEREDEEEDH D EE
MEMEMAPEE L, BN E L2 EMNPRES N TV S,
[1.3, 17.2 58]

9.1.2 2BREBOBRVNESE
EEREOBLE & ICREMREE. HEEMEORRRLT
FEERDP LR BEAN D 5o (1.4, 17.2 F]



9.1.3 EMFRLREEVWVEBBIKEIFRUTVIESE
WIRFE S &F L VBB BRESFHR T 2 RETIX. KFl o1+
BEMETN UER BT 2B8FN05H 5. (7.1, 10.2, 16.7.3
%]
9.3 FFigeElE=EEE
9.3.1 FHEEEEEDH 2 EE
AR ERICFRERTEDO EREPHALNTWVWS, iz, KAl
DIFEED ERPHAONEEDOHRENH S, (8.3, 11.1.5%
H]
9.4 &JEREER T BE
KA SR O IZFREEZ R T 5 L 518822 &, [9.55
FA]
9.5 1¥®
R SUIIEIR L C W A EREE D & At Ic X, 6B LoEREH
DEEEZ EE 2 EHIFSNBBEICORRET S L, R
2EIHRET HIEEHIL. KEFEICEEZ ) ZATIZONWTEEIS
+5HET B &,
BYEBRTHEEEDOED (VU F), EEHERKOED
(v ) RUHAERORHEE (Sv ) FROLNTWVS,
(9.4 B8]
9.6 1%ZLIE
BAHLEWCENEE LW, BWER (v ) THITFHAR
TIHZENRDENT VS,

9.7 VR
NREENRE U7z BRIRFHERIIER L Tk,
9.8 S

BEOREZEHE LAV SEEICRET S L, —BICEBRE
TIIAEFEEEDSERLTWVWE I ENZ,

B, REOEKREAED? 5. 658l E & 65 ARl ¢ miEH
BEROBWEARBERI NICEOREICEIZASN TV,

10. #HEEA
n vitroREBICB VT, REIIEYREBERT ~ 70— LP450
(CYP3A4) TRBENHZENRBENTVNHDT, ABEED
EHICHER RITTEAEHHET 25510 ERELTERST
52 &, CYPIA4IEMEZEET A2HA EOHHICK D KED
REHPEESN, KR OMHBENS LA T L2H8ESH 2. £
7z. CYP3A4FEEH|E DHFRIC K D AEIORBHDEE S i
FEESMETR T A REESH 5. [10.2, 16.4, 16.7.1, 16.7.2
7]
—F. KB \2in vitoREIC B W TCYP2D6R FHET 5 2 &8
TRBENTWADT, CYP2D6IZ & 0 R# & h 5 o 3H| o I
FEERENSELAHEESH S (REEX N TFoa— Lot
T, A M 7uu— L OAUCIEFEH TI5%EM L 7z) .

10.2 HEER (HAISEETZI L)

EHAE B HRIER - AR W - fEEET
CYP3A4FHH] AHIOMAEEIET U, | AAIORHICIZEICCYPIAL
A= N AN TERMREEET 2BZNDH | PEELTWS, Ei
HAUNTEE %o EH D & > % CYPIALTH
DA AN HlE DBt T. KAHIORHE
PNV — VRS ASTUHE LIRS E MR R T
LAY RFY I DHEHEMEN B B,

(St. John's Wort, >
FeYa—-rx-T7—})

aERME

[16.7.1 ]

CYP3A4RHEH] AR OMABEESHEI L | RAORHICIZEICCYPIA4
7V VRIEER (f |BERAORIBHE R OEE | HBE LW Ao, Li
A= AVESIZ IN EFEMT 282NN H| D& S aCYPIAEEFAIE

~rus4 FRIENE | %,
(v 2a<1 %),
U bhFEL, VLFTE
LIEEEIE., XT38 )L

EDBRAT, KAIORH
PEE & N IR EE 2SN
BN H 5o

H-Z A HA
7TV GRS
[9.1.3, 16.7.3 2]

BWEMETT 28200 H
%o

EiES

TU—=FTIN—=YTa—R

[16.7.2 28]

7 kv ARy FHEH L WK EERIRE SR 9 | RAOTERREN PHICIKTE S
FRATF T =V AT EIC&D KEOMmA |52 &6, BNpHA R

ML ER L RETICB,
Ty RAIOIAE TR L, 1F
FANRHET2BENDH5.

INT 7Y
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T EDREN DD, KAIE
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F—EITHT &

PP ISR

1. BIER
WORIERMNH 5bNAHTENHDHDT, BEEZTTITITV,
REPROSNIGEIERE2HIEY 24 SEY) 2 0LE 1T
5T &,

1.1 EXBEIER

11.1.1 SRS, BB (1 ~10%KH5H)
SRS, MEEMASSEDNIBEICE. B5ICRA
EBWEEEHIEL, A7 01 MIgESFOBY) 2 LB LTS
[1.2, 8.1, 9.1.1 &=H]

11.1.2 EEDOTH (1 %KiiE)
THIN D &b HEICIE. BEORRBIZIS U THRED 501
SHEEE 2T 42 &, ELIET L ABRTO 2 L.

11.1.3 Bk (1 %ki)
TR TR MBS EMRIRICHES Bk HS5bh s I &
BB, BB PUKICEDBREICESHEFILME SN TN D
ZERS. BEICE U TEREPEREREZTO &,

11.1.4 hEMREIFIFERIRAE (Toxic Epidermal Necrolysis :
TEN) (BEEARH). BKEHERIRAERSE (Stevens-JohnsonfiE
1REH) CHEARE), ZRAIR (1 %)

11.1.5 FFX (BEEAH). FFEEEERE (10%00 L), BB (EER
B). HFfR2 (BHEARH)
fr#é. AST. ALT. LDH. y-GTP. Al-P. U LD LR
SO FHERE, BESHODNAZENHY, FARIC
FEoEfILHE SN TV 5, EEOREEREEZH PR
SNTGEITIE. 52 FILT 54 CHEYILMERZITH> L.
[8.3. 9.3.1 &)

11.1.6 MFR (1 %K), HIMMEBEBER (1 %K)

11.1.7 SRR (SEREERH)
M. 7T I 7 —CEOLAEFRD sniBalc 35
bl BB EITS 2 &,

11.1.8 SEHEBZFL GEEARH). BEEER (1 %A, HEE
HIm (1 %)
EENFRD SNIHBEITIE, NRE. EHXR. CTFOLER
BEZTV., KAlO®BEEHIET 5748, BYILAEEZITS
Eo

11.2 ZOtDEIER

iz
Eo

TO%LE [~ 10kE | 1%58 e
8 W, BEE R
B, ZoR. E|NOWE B, M NEm | EnER. F
B M. R, % REFERA
S DRI SR AR
. R
B s, AR5
AH‘ZY‘ EE%@FS)
T R, . f| QAR
it HOREE, CIR%
: NN
— D
FRERE (ASTL
TR AT ER)
R CARE T
BHMm, 7L 7F|INRERE®, H
P SRR EAR |0
522
WD) REREAS 6 ON B R, Bb I RMREER > % SR AR &
5ce,

) RN TH 5, RFEREICEVRS HBALH 5,

E3) MORMER (EICEBER) ICHEL TR 2HE05 5.

F4) TLT7 7))y EORARICIN S DERY S 5 bz LOBENH S, [10.25
]

FHEIIRHFEE [ L FH255070 AT 7« THEY

PORH L. B, KHAETRO SNEp - ZEERICO W

TS RBICECE LT,

14. BRALDFER

14.1 FRIRMAEOER
PTPEEDEANIPTPY — b 5BV L TRAT 2 & D158
T2 L, PTPY— FOBRKICE D BOSHAT A BEREA
FIAL. BIZIIEFFLZR C U CHERIARE O ERE = & HHE % §f
HKILHZENDH S,



15. ZDMDER

15.1 ERRERICED &SR

15.1.1 15 T S N7 (L2EBIE R O 722 W T IE/N B e
FEENRE LI 2OOERFABICBVWT, AFlEE ) LLEY
EDOPRIC KD EREDTFRERED P FEEITF PR S A S
N, BERRBEAPIEESN, £/20 BRIZBWLWTYH., FElEY
JUIVE Y EOMATEELFFEREAD. BIEKED. /MR
BAOBPHRESNTWS,

15.1.2 EINCEM L7z [IEMIRMEERE ICBU25 71+ F=
TEEROEEE TOREMES - MEEMZOES) 27 K&
OfEBEF 2B 57-00aFR— M X —23 2 ha—JLA
75741 (V-15-33)2 12B W\, AHIOZEMESE - B E
REFEDLEEE I T Y A7 1E, InEEEOBEEER
DR ZFEE L 724 v Atk (FA%EA v X)) ©3.23 (95%(5H
XM :1.94-5.40) TH o7,

BASERNTERLE L I 2 LI A Y O(LEEERER S

I 5. TR (IBH/IVE) UM BT O IE/ N R
B REAOR 2 R ICAH] (250mg/HES) & REyFEL
(60mg/m#%5.) OAETFHAR % Ho# 9 2 S5 88 IR 58 74 BR R
RE (V-15-32)Y ItBWT, 24FEAMoBRRER, 1Ly
BECTIL.5»BA. Ry FELEETI4.00BTHY (N —FH:
1.12. 95.24%fE#EX R : 0.89-1.40) . @47ZHARMIC 31T 5 AKFHl
D REyFEVIIHT 2IELHITRS NG P o7,
AEN 58 T % M 3 GOEF1 244451 7R 23351 (95.5%) 12 Hl
ERDERD 5N, EREIWERIZ. FIZ15861 (64.8%). T3
B (46.3%) . FZEEZIE8A0] (34.4%) HTh o1z, b, 2
i - R MR 2131360 (5.3%) T 0> 5FETHNIE 3 F
THoTzo

15.1.4 B TEBEIN 1 ~ 2L I AV OILEBEEROH 5 H
FUTETIE NI RE 20t R e LI BEALT T R0t
M- EHMREINME L EEERRE (ISEL)Y 2B W T, EEHE/N
WRTEIFHZNICEREZSRD 6N D. HREELMK
(HR=0.89, p=0.09, "H{E5.6% H vs5.1» A). IREEER
(HR=0.84, p=0.09, (6.3 H vs 5.4» A) THEFLMH
DERICHET N EREZIIZD N o7,

15.2 FFERAREABRICE D < 153k

15.2.1 JEEE R O—BEIERERICB VLT, AESLBNEETQT
MROEE 2RI AHEROH 5 ENLUTOLIITRBENT
Wao A XN F v TgMEE RV ERE (0 vitro%)
ICBWT, ARITBERENICHSBRMZEES Sz, £
hERG (k& NEMREEH) 7LF vy A2 LDaY Ty b
31— R9 58T 2HESELe NVREBEMBEZzH WL
n vitroRRBICB W T, REIBERIRE N ) 7 L BREZEE
RFERICIHE L. DFOESEIEE 2 RB T 2ERSE LN,
EHIAXDOT LA N —HEB TR OERICITMETZNICER
BELEERD SN p o 245, AN QT kg D% 5 FifE &
B 5% 2 B OB % #BEt L7728, 5mg/kgfk 580 6 flF 1
B, 50mg/kgit 58D 6 e 2 fFl1210%% #8 2 5 QTcRifE D IE
ENED SN, [8.6 ]

15.2.2 4 X AW KEZSEERBRO LVERKE T, BIE
HOHHPREBOEERVINEDOEE 7T v 7 BHFEN» DD
HHNCERO 5Nz,

15.2.3 v " RUOA X zH 0 REZRSHERBE T, ®52
ROBREHBIKET 5 EZ 26N 5HBICB T 2R (kB
Bk, RER VAR EREOERE) 1A 6N. ThoDH b,
AEREIIA RICBWTOARRBEDOONZLOD, [EERERT
BRCBWTHIEBICIZEE LD 7. /2. T v NAEEAIE
EFLICBNVT, AIEBELZBESE S LOD, BlGHEE %5
BULEH T EVEVWIUTORED H 5, (BIENIBEETIIA]
IEFHFRLSARERE E TICRRRB L -0 Ly REZSEE (40
K U80mg/kg/H) Tl BIEFHFEBZI08E 72 IX1360 % I121A
HU72A, BB RS DI L. BB ERE R O S
BBV, ABRLEOBEEBICHRI N LERZEIRD S
nNzhr-7z,)

15.2.4 v NRUA X ERAWERERSEERBECIE. FE OF
B, Bif (B EHEESE) LOE (BEEED %)
BT BMENPREO N, INSDOFFRIE. AKFEDEGFRF
Oy rFF—YHEERICERLUZTREEZEZ SN S,

15.2.5 2EBPARERBRICBVT, v boEAE (10mg/
kg/H) BE5HCHERTAIRE (M) CBREEY > E
MERE () OREEMARD SN, Fow v7 AOEH
2 (90mg/kg/H. 125mg/kg/H %22 H » & 5&E) 58 (i)
THEBEZ R EOFREREIPERD 5Nz,

16. F4EhRE
16.1 MOGEE
16.1.1 BORURERORSEFOMEE
AARANBEEEERE (n=6) 1277« F=7225mg® % B[Ef%
g5 LEE, 74 F 27 OIIER T, REsEhE
EREREMIIMN4ERTHY. BEBTES (3 ~1280)
MWHENTzo HFMICHB T BHEELREITHI0RMTH - 720
77 4 F=7225mg® & BEREOHRE Lz & 2 OHER O RE
BEROEYFFE/NT A —FIILIROBEY TH 507,
£ 1 EWFEST A -5 (FHEEERE. n=6)

Crnax Tma® AUCo-e tie

(ng/mL) (hr) (ng-hr/mL) (hr)
HimE 188+120 4.0 (3.0~12.0) 4968+2125 30.1+4.6
R 384+194 5.0 (3.0~7.0) 1666010630 41.3+£9.9

a) thoRfE (EF)

16.1.2 RIERORSICHIFR NS TEE
AARANEFEEE (n=6) 17574 F=7225mg® % 1H1
E4HBRERO®RS Lz &, %587 ~10HEH TEHIRE
IE LTz, REERSIZEDAUCHIZH 2 ~ 5 S8 L7998,
F 72 HARAKROBCOR AR/ NS EE 2 35R & LBt
] i PR A BRI B W T HAR A OV IR A FE /N A fifi i e 1
T4 F=7250mgE#E Lz & EOEFIRERO b 7 MEd
RELIREE3264£5.8 (FHELIZHEREZE) ng/mLTH > 729,

16.1.3 BEARUECRAEBEZOEYEEE
2B TR ICB W THAERANY RUFCKAY BfREEREICT
7 4 F =7 %50~700mg™® O FHEHETHEERFORS L& X,
MEEFRZEARR EHS ROENEE/ ST A —F TP L TV
72
F7o. HEAROFCKAIE/NMEFAERE 2 xR & L EREHE
B IEBRRBICB S22 —Y3ryT7r—vI2F %
T AU ABITOFRER, BREAEZIIFTEDON L, >729,

16.1.4 &Y FHIRIEF R
77 4 FZTHE250mg [JG) & L v Y E250% . 7/ 1 At —/\—
Bk zEhzn 18t (574 F=7&LC250mg) BERKA
BEHEICHEAREEROKS L CmiERRE(EBEL2HEIEL., 5
SENTZEYEEE/) ST X —% (AUC, Cmax) 12DV TI0BETEX
R I TRETHERIT 21T - 72 #6 R. log (0.80) ~log (1.25) @
HWHENTH D, WAIOEMENESFEPHER SN,

(ng/mL)
300 300 ‘
—o— 774 F=74§250mg [JG]
250 —— 1 L v HP§E250
2501 Mean+S.D., n=28
I 200}
4
I:E 200 150t
Z
1150t 100y
7
; 100
b3 4
i3 8
50
06— : : : & 0
0612 24 48 72 96 120 144
5% O (hr)
HBRE ST X —F
HEINT A —% BEINT A=Y
AUCo-144 Crnax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
771 F= T
250mg [1G) 5682.9+1501.0 209.17+59.96 5.1%1.5 31.0+£5.7
A L v H§E250 | 5478.3+1638.6 205.58+67.14 5.4%1.7 30.5+5.4

(Mean#S.D., n=28)



MEEFEEN NICAUC, CraFED /8T X —F 1%, #iERE DOFEIR,
R OIS - FEEEORHBEMFIC K > TR S HEENH
%o

16.2 ORUR

16.2.1 NAAFPRASEUF 1
Kk ABEFERE B E (n=17) ICB T BN FTRA Y T«
1359% Cd - 7212,

16.2.2 BEDXE
Mok AMEEEEREE (n=25) 0BV, ¥ 71 F =72 BREE
L7 & FAUCK U CraxS ZNZEN3T% L O32%IEI L 72 A R
RERICHEE 2 2BL T3 R D 5729,

16.3 910
Mk NEFEREEE (n=19) 1277 4 F =7 28RN FRES L
e ZOEFEREBICB I A2 HHAABEILI400LTH - 7212,
t MIBUAMBEABEERITNOBTH -7z, £z, MIFT
LTIV RO o -BEBEANEEGT 5 (n vitro) .

16.4 {35
b hIEEFIZIE. AT 4 F T DO-FEAFIUE, O N-Fi7 L
FIUER, BRILER T v RIKL O Z Ot 5 BOREMAFRD 5Nz,
MEEFOFERBMIO-HAFIVETH D, TOBEEIZIIRE R
TBAREE A o NT=h REKEFREDMEFREZT
L7ce ON-FR7 IV FIVEROBRLER 7 v RO MR EE L
REMEDK 3UA T TH o720 TOMOREMIIIFEAETE
BETE kol
RELAKP 5 O-Fi X F IEANDOREFIIZCYP2DONE S L. %
DD RBEEE TIETICCYP3A4PEET 5, £ NFI 20
V=L EBAWn vitroRERICB W TO-A FIED LRI
ErTHO. CYPIAAHEFR OHETRTCO-HAFILEZRL R
FHYOEEIZHS I LY 9,
Doz Enrs, FESTZ 70 F=TJOR# I VTSIV AICE
WTEELRBREHZRI-LTVWEHODEHERINS,

16.5 HEit
Mok NEFEREEE (n=19) 1277 4 F =7 28RNSR RS L
JoEEOMEES ) 75 > AFK500mL/ 77 TH - 7212,
Mok MBEEEERELE (n=6) 2BV TREMAER R E O KER
SixERICERt s, ROPEHIIREED 4 %RiETH - 71219,
BEH=—a—L2ELLTY NORBRY»SUCIESTYy 7+ F =7
EROKSG Uiz &, INEDRIB0%ICHHE 3 2 KETRE AT T
FicHRtt s NG Z Emanizl,

16.7 E¥HEEEA

16.7.1 UI7EYY
77 4 F=7500mg EiSI72CYPIAADFEAITHZ) 7 7
YT 600mg/HEPRBE Lz &, 74 F =T DAUC
ML7%ICEA L2 (HEANT—%). [10.2 2]

16.7.2 4 >3 FYV =L
77 4 F = 7250mg % #8717 CYP3AADHEHRTH A1 b T
7V —=1200mg/HEMRBTEEG LI L&, 70 F=TDAUC
T8I L7212 (HEAT—%). [10.2 28]

16.7.3 S=FIJV
T =F D 2 450mg?D 2 [ 5 R O REEKSR T b U 7 L OB
BIZX0BEWNpHZE 5L LI 6 ~ 7 BERIFERE L 72 tF R T 7
T4 F=T7250mgE BEEOKRE L/-&2 A, K74 F =70
AUCH4T% A L7z (BEAT—%), [9.1.3. 10.2 1]

) KAOEDHAEIX250mg/HTH 5.

17. ERIRRUE

17.1 BMERUREEICEY 2R

17.1.1 EA% 1 HEERRHER
HREEEE ZWRICT 7 «+ 5= 750~700mg/H® D&
TEERFARIEREDIFERENE [ EBRRFEY PTbn,
BAEGI31E] GENERAEIZ2361) D55 5HIIZPR FE/ Mg
k). 7 BICNC GE/NERLNGRE. #5055 - EBE. HEME.
FUE) PROS5N. SHIOPRIZVINH225mg/H® &0 §
LoRETRD SN,

17.1.2 EIRHFESE T1EERARER (IDEAL-1)
7T 4 F =T B EIC & B HAAKOYHE A DETIE IR
fifERE ((LEBEICKLBURA) 2HREL, T 70T =
7250% U500mg/ B DBEZER R & MET L7 BRI
ZEERITRIHS TEERFRRARABRY PEBES N TV 5,

20014E 5 AR E TOHEET (7 « 7= 7250mg/HIZ 58)
IZBWT, BHEIZL8.4% (19/103) THDH. £0>5. HA
ANIZBIT B 2E2031327.5% (14/51) SAEIANICB T 2R8I
9.6% (5/52) T# -7 nEMAHY IZFHARANTFHI05.7H.
SHEANTFIH04.9HTH - 72,
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