20264 2 ATERC (B51R)

Bk SR IRAT
FREIE - 34

FERGEREE (IEREMIERS - RUEHREIE)
WL S )
FL AR > ORI

BAELmanEES
871190
25mg 75mg 150mg
AERES |30800AMX00084000 | 30800AMX00085000 | 30800 AMX 00086000
BR5ehiin 202647 H 2026454 H 202643 H

7 LA/ > ODEe25mg [BIETL]
ZLA/N) >0ODEE75mg [HETL]
LA/ >0ODEE150mg [HIETL]

Pregabalin OD Tablets

) EE-BESORLTEICL )M L

2. BZ (ROBEICEBELLRZWNI &)
AF OB LB EE OB E O & 2 B

FEIRIZ & 0 SRS 5%, 1H I E A 12450mg 2 B R 4\ 2
L. TS TH2EIC ST TRITRST 5.

7. BERUVHEICEET R

3. #ERX - MK 710 KA OG- 2P IETEHE10E, 2 LS TEMMUEPTT
3.1 #HRk B TS 52 &, [82 BIE]
Wiss | 7L 773U ODiE| 7LA/N) Y ODEE | 7L 778y ¥ ODiE 7.2 BRERREEREICAH 2 BTG T AL PRIORT LT T
25mg [HIET ] 75mg [HIET | 150mg [HIET ] Z oI T Ty M SE L L CRB OG5 K OG- HE % R
o L L | L HidaZ & F/oy MBI ZT TWEEETIE, 2L TF=
AT RLSY TV TN TLANY Yo NT Ty AMEICS U2IHHEICIA T, MiEE T % 95056 L
2mg omg | 150mg PR OB G 21T 2 Lo WEBOMENEESN TS
D-v = b=, iV E— A S ABAN YT L, S H BAIIE, BHESSBG L. ZAMSHERE SN, HRERATS4
INF) ARERNY, Az T0u—A, HE, AT7T7) VBT ALY WAITMET L, 8. CITRLTWS Y - Az
_— Ial—a VERIIESC LD THS I LS, REET LI
3.2 WEDOMHR ERICBIZEL2AS, k- HEZHET52 L. [92, 981,
Gima, |7 Y77 ¥ ODSE| 7L AsY Y OD§E| 7L 778 ¥ ODgE 1662 2]
e 25mg [HET] | 75mg [HET] | 150mg [HET] (HERREEMER)
#II ESH VaE =02 e
- = IMEEN
{3 =1 JNTIYA| 260 >30-<60 | >15<30 <15 oo
(mL/min) DR
. o 1A% 5 |150~600mg| 75~300mg | 25~150mg | 25~75mg
< &3 op 75 oD 150 1[0125mg
=> e 1F§§Eg 1H 1M
s | [E75me e b L E2m | 1F25mg | 257 1E
, <D uiny, Sb I = [ o, Wi 1ALE | 50mg
S | R by op 75 o 150 LHLE | lES0mg
SETS FES 1H 1
11850mg
1H 30 1E25 % 1%
P 1181150mg 1[8175mg 5031
T = — fi i 50mg
I:I 1H2[H] 1 75mg 1H1H LH 1] 75mg
- . . . 1H 20
BE o | pas ) 5
2= (mm %2, ) #95. 1H 30 1H 20
TH (mg) %700 #2100 #4200 T l?gozog i i 1F'H7 fg 1{?&‘;‘
FLANY FLHNY ¥ FLHNY > 1@150mg | 1@150mg g
ENINZN oD 25 oD 75 OD 150 1H 2 1H1MH
HET HET HET ) 201 1E, AFEFE GRS AR R MLGEN & ER L 2560y 3 2
L= a UERICET
4. FEEX IR (RRMERRIEAE | 5 7278
OfiREEMARE IVTF=v AT
Ol BT - > &S JUTIVA| 260 >30-<60 | >15-<30 <15 mmm%ﬁ:
(mL/min)
5. MEEXISHIRICEIET 2B L% 54 |150~450mg| 75~225mg | 25~150mg | 25~75mg
CRRAE R BIE | 5 72 78) ) |25 1E25mg
WHEGRIE OB, KED) v~ T A0 5E (B RSO mgg 1H Ll
FEIRS0 2 FE M IS D S EEICENG L. MEEZI S Nz HEI120Ak o | 1FA75me i b L <1d2m | 1M25mg | 251
B35z, N I RE I 1B175m i LH1 50mg
. . 1H 1lalg 1150mg
6. AERUVHAE LH1[M
(FRFEE MERE) 1Ii50mg
WE . AR E LT L AN Y 1H150mg% 1H 2[A voeew | 1E150mg | 1H3H Wi75mg | TEBXR] 5oy
AT TR L, 2% AR E g TIH AR E LT MR o e 1H1E | SOME | 7mg
300mg % THIMT B, b, Eil. RIS XY BERK S S A, legg

1HHmEHREIZ00mgE B2 2w & L, WIS 1H2[MEIZ5
RS 50

CIRMERRRBIE (S &)
HE . RN WHHEE LT L AN Y1H150mg% 1 H 2/
WA TROFS L, Z2oRIAMU E2TTIHHEE LT
300mg ¥ Tt L 72, 300~450mg THEFET 50 . FiE.




SLTF I
075y 260 | »30.<60 | >15<30 | <15 | MERE
. ORFER =D
(mL/min)
1100
HL< I
bE | 1H225me | 1[E75mg i?‘l‘l@g 1@2?5;“ 5%
(BEE5E)| 1H2E | 1H3ME b [Eme | 100mg
1[875mg
1H 20

) 2HIC1E, ARHF SR e S ARSI ML BN 2 EM L 72 HE0 Y I 2
L—va vicdko <,

8. EELREANIEE

(RhBELLE)

8.1 AHOFEGIZE DT, IR, EHMESEDIHSbN, HEY
HEMICES72BLH 50T, FAEEGHOEEIZIE, HEED
TREEE R A ) B OBMEICHE ST 2V E I EET L2 b,
[11.1.1 Z:H]

8.2 AK|OZW LG IR L) AR, O, FE. THL. AR
KOG THESEDOMIEIRDS S 5 bbb 2 EnH LD T, 5%k
T A%61213, 2 TAMUENPTTEAICHET A2
ko [71 =]

8.3 FHIOFKG I X WIRERINEZ RS Z E05H AT, IS
L. il oz d & b 723ad, AFRaE, EERES M
YIRAEZFTH 2 &0 BRI, S ROEM. &5 VIdEIES 12
PECRTERINASERD HND 2 E DD D70, B AR Z
Ehid bk,

8.4 RHIOFLHIZL D, §9H. HERE, B, HHSORES)
U DUREMD D B DT, BRI, REEIZOWTHZEIT)
EEEL, BEFREOONGAICGEY R NEEIT) L,
[15.2.2 Z:H7]

(R EE MRS

8.5 AHINC & 2 W IR VAR 5 R E T 7 < R RER
THbHIEDE, FHOER & 7 5 EBOZMW T OEEZ T
Ty RAIZEBREES L b,

9. HENE=E2EIH8&FICEHTEE

9.1 AfHE - BEREEZEDH 2 8E

911 BEE®S ~MHELRLENEE
DIMEEELFTHEZIIBNT, D o MELAERH b s
ZENDH D, [11.1.2 B

9.1.2 MEFEOBEI &5 EE
[11.15 ZMR]

91.3 EMEREFEOERDH 2 BEXIIBREEDH 5 BE. FHHES
Nh>3>EE
KEGEDOIMER W EBIZEL, BREICEG T2, (1512 &
1]

9.2 BHEEEESE
JVTFZr )T I AMERSE L L TAKORGE RO
MEEZMET5 2 o AFRNET L L TREIED R ABICHREL S
L7z, MAEARRENE L R DEWERAEE LT R b BTN
Hdbe [72. 981, 1662 ZH]

9.5 11w
TR TR L TV AWM & 5 iz id, B L oB A
fabatEa ka2 LHEr SN ELEEIC0REG35 2 &, BIFER
T, JRIBEY (RMAE., RRMEFEOSSEE LA, GHRER, &
LIRIESE) . A RAOEE (KRERT. AFFEOKT. FEEk
%‘i‘%ﬁﬁ)ﬁ@ﬁ? . SEEIRIE, ATEEEICRNT A HESE) SiiE s
TWwaY,

9.6 ®ILE
KA G AT S22 L, BRI E AR ~ORBIT
D HNTWBY, [1664 BIR]

9.7 /MR
INBE R R E LRI O et R & L R 5
i LT\ WiHE T v N TIEARIEOEZ DS < o RKERART
# (600mg/H) & FEDOBEIZBVT, PRARER (HI6E
TR O EL D) RORENOFEE (—@MEokEinm
H) MG SN TWD, o, RKERAEO2EY B2 L IEHE
THRMEEBE RSO TS, H5REOETE CHRIERIEH O LR
WEENTNDY,

9.8 EmE

981 Z L7 F=vr )T Ty AERSBE ISR, KSR EH
Hishny, MEIHRGTAIE, BHREMEFLTWALZ LN
%\, (72, 92, 1662 BIR]

9.8.2 WI\, AR, HHLEIC X ViER LargeR L
MdHbo [1111 BRE]

10. HHEERA
102 HHAZEE BFRICEETS L)

LS B RAEIR - S8 Wy - fpE T

FRAR AR MR AR 4x BREDY A 5
FEFA FRBH  hictolEvd b,

A

FTEyvary SRR AR R S T OSHLK AN e RS & B
SR RIAPN JE BB RE I E ISR LT

T —)v (ki) AF AN AE RS

BTN D D

MAEFE 27 &7
BE (T VAT oY
VR I E )

I I & o B P 2
RSN T EA 2k
HLTwa #E&ETIE,
MmAF M (B,
HIMOMEZ &) &5
HET DAV EED
BLIWADH 5,

B A

R PR IE % 5 & e o
FHEN (FT U
FIEH )

FTVN Y REH
RHENOPERIC XY KW
PERE % SEES 5 ) A
IREELBENDED
o 2. FTVIY
¥ SRIEH R E B
[EEESTA R I
L. OAEDFEAE X1
EALT L ENDH LT
O RKFEEBEHT B
BICIEEEICHS TS

A

Z&,

11. EMER
KOBMWERDSH S5 bINDZENHDHDT, BlEE 571217\,
HEAFRD NI EII 3G 2 kT B 7 EE ) 2 MLE A 1T )
to

11.1 EXEEIEA

11.1.1 HF WV (20%LLE) . 1EIR (20%LhE) . E#HEE (03%F
i)
OF W, IR, EHREENDS DI, B LETEICES2ED
Hnd b, [81. 982 BIH]

11.1.2 ODFL (03%Kii) . BhiKEE (GEEARH)
LARED) A7 03% 5 BETIE, BlEE 01TV, BEIRO
LN AEIEEG AR L, MY REYIT) 2. [911 =
4]

11.1.3 HEBREBE (HEARH)
iAFe. B, CKES ., Mo ORI 470 s B
HobNGAEIE, BSehmik L, #URREEZITH) 2L, F
7o MERSURVIIEC X 2 BMBEEDAEIEETL 2 L,

11.1.4 BARL (0.1%Kih)

11.1.5 MEZE AR
IMEFIELE O BBIED D S LD Z EDdH b, (912 ]

11.1.6 {KIMFE (0.3%AKii)
BiJuRE. BRI, T, JRER. SRR E S O RIBEE RS & b
N7 A3 G 2RIk L, #YR0LEEZIT) 2 &

11.1.7 FEMRR (HEAH)
Rk, I PR B, SEERGE O BRRAEIR 7 4 CBgE L. BT
SNAI XA, WECTSEoME 2 £ 52 L. M
B RSB DN A0S 2 Rk L, BIE R E AV E V|
OFGEOHY) R EEITH T &,

1118 Yavy BHERH), 7F717F%— (01%Kiil)

11.1.9 BREFEEREESE (Stevens-JohnsonfEfREE) (BHEAH).
SAIBE (AR

11.1.10 BUERFR CGHEEAT) . FFEEEREE (04%)

7
&
z

BUEN 25, AST. ALT EHZEZLE) FRREE D b b 2
LB 5,
11.2 ZOOEIER
N 0.3%LL Lk 5 y
1% 1 o0k 0.3% il S LA
Mg % N > 1 Bk R A | I/NBOR A E
IR E FE. B MLERE
DI
A ERORIR, 2| I
i wOTiE. B
1
s RIRSE SEEL. M| o, b |MEAE. W
. LEREEORE VAT X LNE.
Gy BE RSB, | ok, waREE R
. X PRCEUHNEE 1/ <
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o BE IR RE |
4 BE R
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IR, EED
BEE . &AL
JERL TEHR. A
AEREE
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ST, AR
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RV SN 3
AN 1A |
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OB
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PERERE S, &
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15. ZD/DEE

15.1 EERERICED 1%

15.1.1 AV CINE S N RF 2 GO EEOITADPATEIIBIT 5.
TADA, FHEBEEZ MR E L1990 7 5 & A0 IR S B
OMFHERIZBW T, HESE L OCHBER OO ) A 27 ),
WMCADPAEDRARET S 7 LR B L B L TH2M5E < (iT
A AFEIREE 1 043%. 7 F R 1 024%) . FLTADAFED
IRAEETIE, 7T RBEE LRI000AH 72D IINS W EEIE S
N7z (BSREFMEXM 06390 720 TANABEDT 77—
TTIE, TR REERRI0ADH 72024 NE WV EFHH ST
g,\z)mo
) AANLEICHCAD AL L CRB SN TR B A, AIFIZBIF 54

FIOREE - AHAL TR R SR . MR ISR S B Td
5o

15.1.2 SEWELHIC S 2 SAREREMOEEIER M s LT
WS, REF G S I BE TIRAF OIEBIATH R B I ST
W5, [91.3 2]

15.2 FEERPREABRICE D < 5%k

15.2.1 25EB O~ 7 AR AR BT, RABERHARE TOF
Be MEZEEOEL LOBEEEICHLE T 2 AREORGIILDY .
AR AV M W E O FEAE AN L 72 & 053D 59,

15.2.2 2EB DT v MHPAFEERBRIC B W T, RABEEHE TOF
BWe NEZEOSEL EOBREREICH LT 2 AREOHSIZLD .,
TG 7 IV E 7 5y MZHE D SN 5 M O ZEBIEAHEm L
e DWENRDH DY, 20 T v N EBEOCZEBRS A RERIZB W
T KEETOUC-T L AN » BRI I i & O%1Z
LA DRI BRBIRTH o205, T v M3RUB2ERIIE
Pe G R B ClakR RT3t 3 2 B RRD Lk o 72 RIS
M4 AREIEHORBRIZ T 7 L RBEL Y &, MR S %
WGk L7213~ 16350 75 v Kk REER SHEEES)
7T B RBETIEI8%IIR L. AHIEE (150~600mg/H) T10.6%.
EW#53E GRS Tl3102%. SHEFEEEZTRE L
16507 5 & Rt BERERD 7T & RBETIZ28%I12% L, A
FIHE (300~450mg/H) T92%. EM#HG R TIE94%TH >
720 [84 =]

1523 T v b OZMEENR OCWIHIRSS 1B 3 2 R BRICB VT,
KRR TOFH e FREHERE O L OBHEE YT 5
ﬁ%@&%tib\%m%ﬁwﬁiﬁﬁﬁ%mbttmﬁ%ﬁ%
%1 o

16. EWEIE

16.1 MMHRE

16.1.1 BMERS5

HAR MR A2, 7L #3250, 100, 200, 2507 UN300mg
(B4 5-760) &M AR ICH IR L7k, 55140 1R
/C“Cmaxb:i% | Tl/ZCi?%’JGH#ﬁEﬁVG%Of:o Cmax X FAUCo-w X+
300mg ¥ TOREHFT, HEIZLHL T8l 729,

Eiasny Crex Trnax AUCho Tz CL/F  Vd/F Ae
(mg) (ug/mL) (b))  (pg'ml)  (h) (L/h) L) (%)
50 2.03 0.67 10.7 598 4.72 40.6 839
(0.40) (0.26) (1.1) (0.65) (0.44) (4.9) (5.4)
100 3.56 0.75 204 5.66 493 40.3 95.0
(0.67) (0.27) (1.3) (0.59) (0.35) (6.4) (2.7)
200 6.35 1.00 432 593 4.64 39.7 91.8
(0.73) (0.32) (30) (0.32) (0.32) 2.7) (26)
250 7.18 117 49.2 557 515 41.0 95.6
(143) (0.52) (6.1) (0.72) (0.61) (38) (44)
300 8.25 1.08 61.7 5.80 491 409 97.7
(1.36) (0.38) (6.3) (0.62) (052) (4.3) (7.3)

. e | B &, gk
B ML
IR
R Ok EE | st v | B TS
Lol i BiFE 55— 5 = 7| TSR
oy 7, M
AR P
R 2S
MR B
SHIHE
I I R i
. 1ETY
-0 % g 5 -1 PR 2 PPN IR O S
T OV b s WE. oW ONE B IR
b, gt |1
ElCle= FERS . O BRI, WA, B M. TR
RN R R (A N N A R = Bk S
Mg 1t B B, BB, BEE &
AP, TN | R
5‘2
BRI O T | 5895 ZOHEE, | T E . W
HLER e IS AT I RE RN 45N
TR BiE
iR O FART . B\ A . E
KA MR FEAE . PO | B R
A D9 | AR SR
5
T T U IR e T JRIEE . HEIR | JREA ZIR
& GSE:
H Bl R e O FL FLEE . Pl | SR EIE,
PrEE AN, wWHAL IR 4
EnE AfE. L5
W F AR PR
g, FLEALA
GHRERCFEE. LB, | E . K| BB E K | B
GRS |JE 7 . BE R . R F|EE. S
&L AT BEE L MR &L | Tk, AT
£ OHmFE | H
[CE NS 5 Qi
O LB A BRAE
R A AT FRE I M CKE AN (R E A |1k 7 ) 7 A
AL TH | RIREERIN A
ASTHEIN., 1L
hyIs—F
B, g 2
L7 F =8
i

13. BEHKE

13.1 fERK

15g % TOWERGHINHE SN TBY) , BEKGHEHIZALNT

TEI, BEIRE, IR, SEELIRRE,

XDnL S, WERECH D,

13.2 &

o oL Wik, EHE

AFNFMEBENIC L VBREENL T S, I LTV ARERD
RIS U CBBT OFEi % 835 2 &, [1663 BE]

14, BRALOZEE

MRS, %661, oMl (EERE)

Crnax © S 13 A PR BE

Tonax © B 5 LE Fho A FE 38 S )

AUCo. © HI5E i FEE-HE 5 0 F R

Tz - IE P RE 0 ]

CL/F: Aty rs) 75 v A

VA/F : BT o5tk

Ae (%) : HRIEEGHE0BM T TORBAED R kit

16.1.2 REHRE

H A MBS 7L #3Y »1E150 % 0°8300mg  (&-$%-5-5=811)
% 1H 217 H B BRI G U 72, 351224~ A8 [ Tz 4k
FEIZEE L, %5 7HHDT1203 2 216028 U631 T - 72,
570 HOAUCo2id, #5510 HOM1AMETH - 729,

141 ZEHRZFEOEE

1411 PTPEEOHFNIIPTPY — b2 bMWY L TIRIATA L9
/83252 L, PTPY — FORRARIZ X ) . B S0 A B A
AHIA L, BICIEZILE B 2 L CHEFBIR 248 0 Tk 7 & BHE % BF
RTBHLTENDH S,

14.1.2 RHFFHFO LI THERZEESE5 L BIET 5700,
K7z LCIRHTEETH B 720 KTIRHET A ELTE S,

Crnax Tmax AUCo12 Tz
(rg/mL) (h) (ug-h/mL) (h)
1H  SB7TH  EIH  ETH  FIH HB7H H1H TH
1H50mg  4.23 6.30 1.3 0.9 222 31.6 511 6.02
(1g2m)  (072) (074 (1.1 (04 (19  (36) (069 (047)
1M30mg  8.82 10.3 16 16 42.1 58.8 542 6.31
(1H2E)  (234)  (23)  (1.0) (08 (69 (106) (087) (054)

T (A . %86



16.1.3 £4FRIFEE M HER
TV 3 2 OD$E150mg [HEET] &)Y 70D$E150mg% . 7
OAF—N—iElZ L) Fh2nlse (717N v e LT150mg)
R AT T 127K 78 L 3k & 1) R B ER S L C I
REACRRE AT L. O NEYHE/ T 2 -4 (AUC,
Cmax) 122V TI0%EHEX B2 THREHFN %17 - 72458, log
%m)~bgﬂﬁ)@ﬁHWT%U\W%®$%%%W%ﬁﬁ
Bah,

HEMBRE X T X — 5 (EYARIESETE, KEL)

HIEINT A — 8 BEINT A—F
AUC (0—-30) Cmax Tmax | Tiz
(ng * hr/mL) (ng/mL) (hr) (hr)

7L AN Y OD$E
150mg [HET ] 28661.81 =4162.05| 5513.07 £1416.96 |114£052|6.19+0.71

1) 1) /70D$E150mg  |29561.17 +4445.27 | 5854.40 = 1388.02 [1.02+048|6.29=0.70
(Mean*SD., n=24)

(ng/mL)

8000 r
—e— 7L /N1 > OD$E150mgl A E L |

---0--- 1J J 7ODEE150mg

Mean=+S.D., n=24

6000 i
il

B BEE

4000

#2000

0 o
02 46 12 24 30 (RFfHD)
e 52 I

MEERZAC L (RS, K2 L)

EMBEE/ N T A =5 (EWENFREE. Kb D)
HIERT A= % BHINT A=Y
AUC (0-30) Cmax Tmax | Tuz
(ng * hr/mL) (ng/mL) (hr) (hr)
7L AN 2 ODEE
150mg [HET 28625.96 329246 | 5388.19+96803 |0.75+037|622+0.77

1)) #0D$E150mg | 29083.79 + 2897.83 | 5383.46 + 1120.89 |0.75+0.35|6.24 0,69
(Mean*SD., n=24)

(ng/mL)
8000 . .
—e— LN > OD§E150mg I HIZE T |
I ---0--- 1J 1J 77OD§E150mg
i§ 6000 Mean=+S.D., n=24
th
* =
4000
& 1
G
#2000 H
iz |
0 di
0 2 4 6 12 24 30 (IRffED)
e H ks

MAERZAL L (R MESEE, KH )

IMEE A EENE NMNZAUC, Cmax®5:0 /87 2 — 713, #hasE o
g;‘ PR OBREURISL - B EE O FBRS MR & o TR 7% 2 WA
%o

16.2 RJIR

16.21 BEEOZE
HARNERRRALBIZ BT, MERLOERIZTLANY) V%
150mgH. 3% 5 L 72 O Cmax i T L E14.95 K O3.22 u g/
mL. Tmax!0.947 5 O°3.37FEM . AUCousld Z 12 1131.2J% 128.8
ug - h/mL“C% D f:o ﬁf"ﬁ?&%‘ 2B W ‘(Cmaxaif(f,335%1&—]\— L.
TmaxlIFI2ABFHIE R L7225, AUCosDIK T IEHI8% TH - 728,

16.3 0
HARMNEFRER A, 7L A3 50, 100, 200, 250 % UF300mg
(KPeG-m60) % AR H RS L 72O AT 054
f# (VA/F) E3WA0LTH o720 7L AN IZMmERIZEAT L.
MRS 2 R EO kX, 076 TH o720 T LN
) 2id, 01~20 u g/mLICBWTIHERLIC, I FEACHKELR
o 7295 9100 (i vitro 3ER) o

16.4 X5
TUANY) T E AR R 2T v A (PEEI6H))
[ZUC-7 L A3 »100mg (1079 u Ci) 5, JRAICEIL S L
7T DA% HKLEAE TH - 720 RIS SN T LA
N Y OFFEAEHY T dH BN-A T VLIRSS 7 009%
E LTI E NIz In vitro  BRIZBWT, TV AN 159 ug
/mL (ImM. 600mg/ H % 5-F5 D52 H IRFE D Crax D #910f5) T
CYP1A2, CYP2A6., CYP2C9. CYP2C19. CYP2D6. CYP2ElL
Te O CYP3AAIZ K3 2 BLEIZ D S Mo 729 1L 12

16.5 kit
HA MR ALZ, 7L H31) 250, 100, 200, 250% U°300mg
(&35 m60]) %M AR RO S L 72RO CL/Fi34.64~
515L/hCTH o720 = OO R APHEIZRIZ839~977%TdH - 725,

166 HENDERZ2E I 284

16.6.1 =kbE
W67~ T8 D H AR NEE R #E 66112 7 L AN »100mg %
B O S L 72, Tmadd 14ARFH . T12036.320 1 Tdh - 72,
AUCoe M U T120%, EREIES#EIZ 7L A7 731) 2 100mg % H 0l #E
I‘l%:%: L7-KE & LB L Th$IC AR IR 3 4 @A 5 RE &
nrzw,

Crax Trax AUCo-co T2 CL/F
(ug/mL) (h) (ug-h/mL) (h) (L/h)
TR 3.24 14 266 6.32 382
[ =4 (0.55) (05) (4.3) (0.82) (0.65)
(5 356 075 204 566 493
It (0.67) 0.27) (13) (0.59) (0.35)

MM G %601, FIE (R E)

16.6.2 BiEEEEZEE

(1) BHRBEO R 2PERE 260 % P RIZ, T LA/ 50mgx H
RIS L2, BRI TFICHE > TTi22 R L.
AUCow3 ML 720 CL/FRUE 2 ) 75 v A (CLr) &7 L7
F=r )T T RZHAILZYW FHEAT—4 ),

JLVrF=r Crnax Tinax AUCoe ) CL/F CLr
27)77>A  (ug/ml)  (h) (gg-Wml) (h) (mL/min) (mL/min)

>60mL/min 1.86 1.00 159 911 565 449
(n=11) 039)  (0.22) (44)  (283) (176)  (236)
>30-<60mL/min 153 1.29 282 167 306 154
(n=7) 029)  (0.39) (5.0) (41) (73 77
>15-<30mL/min  1.90 1.93 523 250 167 923
(n=7) (062) (148) 1L .7 (39 (337
SlomLamin 169 100 101 487 830 430

B5E  50mg (EH). T (L)

CLr -2 VT77 A

(2) BEMEMBEMHENT
338BI DO ERE (HARNATAG 2 & - EHERERETOB), wi RE
PRI B 2600, B PRI R IR A ) A B 5
H 15450 K OSHUHE R e R 22400) % RS & L CREERISE B RE
FRNT 2 SN L 7oA . — RN E & dsl-a /8= A Y NETW
DHEE I N, HEF L L CCL/FIZX LT LT F=0 275
v A (CLer) BROHAAE., VAd/Fioxh L CBMI, HAKE, 4
R OHER DRI E S NT2AS, T L AN o DY ERE |2 & 5
ZAHWT L LTIECL/FIZxf 3 ACLarAEETHL EEZ LN
7oo BRREREERZEICBVT, CLrDETIZLD ., LAY
YOCL/FIZME T T 4729, CLerffi® &% & L2 - HEOR
iDL TH b
F 720 HARNOHERFFVE R AR S 24 ) EREF B W T,
CLcr?330mL/min Pl E60mL/min K12 T L CW A EHIZ T L
781 2 150mg % 1 H 2 AERR 4% 5 (300mg/H) L7z& &0
EFIREIZBI 5 AUCe12 (AUCo12ss) DETIVIC & AHEEME
13, CLer2%60mL/minh EOEHEIZ T L A7/N1) »300mg# 1 H 2[0]
SAZRE S (600mg/H) Lz &M UETHo7zo Clerd®
30mL/minl_E60mL/min ki D BEIZBIT AT LAY YD
79 ¥ A&, Cler2%60mL/minbh EDOBEDOH 4 TH -
7219, [72, 92, 981 =&]

sLTF P AUCo12ss CL/F
T T YA T (pg-h/mL) (mL/min)
>60mL/min 1[A1300mg 755 69.2
(n=28) (1H2[E) 7.1 (138)
>30-<60mL/min 115150mg 80.3 323
(n=17) (1H2(A) (16.5) (6.34)

T (BEERL)

16.6.3 M&EFZITEE
BT % 520 TV B BERF 126012 7 L #7/31) 2 50mg % Hial#
425 L 72, AR O MRENTIC & ) ISk 7 L 78 gl
(2950% % THA L7z0 ZOBOBEN 2 1) 75~ A12192mL/min
THhoWw HEANT—%), [132 Bd]

16.6.4 ®RILiB
FEM 120 DL E LR (10681) 12, 7L A3y ¥ 150mgk 128
B Xic#5 (300mg/H) L7z, 7L ANy i3RI BAT
L. BT OEFIKEIZBT 2L, BERImEEh of76%



TH o7z FLIBOFIRFLIBIE % 150mL/kg/ H EMRET 5 &
TLHNY Y DFIEANDIH B 720 OFIEEE120.31mg/kg/ H
(RERET 2 E A EGEOHT%) LiEE SN DD (AHEA
T—%). [96 ZH]
16.7 EYHEEIEAR
TUANY PEEE LTREUEO £ FIRFICHRES L, e b
BUTIEEAERBENDL AL, TRMEEAICOEA L
W72 T LN UMM EAE 5] S8 2 9 R IR
Wie (FLEAT— %),
16.7.1 HIAXRDF >
TVUHINY e HINRYF v QY ELEFIZOWT, ERA
1161 % %502 7 L A28 ) 2 100mg M N 78 > F- > 300mg % Hi Al
Be 5 L7z, L OMERERALSHEINC 7L AN ) 2 100mg e SN
N F A00mg & ARG (B G-bE IR L 7-aBix S0
LTS L7z ZOfER, IS K O REER GO W B v
Th, ZLANY OB L o THNRY F v OSYFhRE 132
IbLZerolze $720 TLHNY /@WHK@F IH NN T
JAZ X o THOIMPIAET L7225, IR IE RS o 7217,
16.7.2 BOEEE B/ INVIF>FOCREIFZIIZXLS
TFH—ILDEHE)
TR N 2 MR 1660 % % SR DA (Rl 2 v =5 > o v
Imgh OP=F = VA T T F—N0035mgDEFITHLE) &7
L AN v (1E200mgl H3[A) % FIEEIC#E OIS L7z, 7L
HNY) IHEREED 2 VT F Y RO Y DCmaxdd 7L AN VIR
&l LT, L AN VBB O AUCoulZ T LA
N IEPERIEE & LR L CL6%E L. S L AN Lk v F
RO Y OSEYEREICEEE RITE b olze T LAY VO
D T F = )V T l\ TV F = VD Cmax X FAUCo2lE, 7L AN
)V IEBEIE & IR L CE N ENE% S O14% L. S L AN
VORI FNTIANT VT — VOEYEREICHEL KITE 7%
mole Tl FECEESEIT T L AN ‘/O)Jm ErgE (o7
i) (% RITE eh o 7218, 19,
16.7.3 OZE/NL
TR EE R N12610 % kf 502 7 L 8N 1) >~ (1E300mgl H208]) % KA
RELOHES-%, 07234 (Img) 2 0EHES L2, 0F 434
@Cmax&UfAUcoroozi\ 701/77“/\”} V?F@T—ﬁﬁﬁtiﬁﬁtf%ﬂ%
6% T U8RI L. 7L H/NY ka5 ¥/ h DY EHHEE 23
BAENITE R ol T2, OFERAPEHBEO T L AN) 2O
Crmaxld. T 5 B8 ZIEBEIIE & 1) 20348 L AUCo012131.8%1H
{, BIENRAETVLHNY COYEYREIZHE R 52 %o
oo LAY 2 EaTERLAOHHICE V)  PRHIRERE B USKLK
ETIFRBEIC BT 2 BUSHE R IE A EDS, HAE SR IZ I TH
TNENAR TS 3 2 @[ 255ED 5 L7219 20,
1674 FF¥>aK>
fEEERLN1261 % 5 A7 L A8 ) 0 (1M300mgl H2M) % A2
BOFEGH, A% a ¥y (10mg) ZHEHES LK, 5
I R Y DCmax e FAUCold. 7L 31 v IEfE I & Heli LT
FNZENLI% R 05%HA L. FLAN) YiddFva b ro
WENRE IR E A TS hhrotze T2 X2 T RO 7
LN ’) Y DCmaxldy FF 3 F VIEGEHEE X 1) 4.5%EA - 72
VAN AUsz FFEBEETH), FFa P E7TLHNY) Yol
IR\ E R 5.2 TedpoTze TLHN) X RN OB
(&0 FRANERE M S E BN RE 12 35 1) 2 RO EE R IR 3R
%75) )%%l B LR TH I IS T 3 2 A A5 0 5 4
f:19 .21
1675 T4/ —JU
TR e N1361 % kf 502 7L N 1) >~ (1E300mgl H2[A]) % K48
ﬁa&m&z%%&\ % /=) (0.70g/kg) %PEABES LoKE, =%
7 = VD Cmax L IFAUCooldy T L ANV IEBERIEE & Il L <
%n%nssa%&z»%%{w L. TLHNY VIEIy ) — Lo#EY
BRI TS hholcs T2 T8 ) — VRO 7L A
/“‘) ¥ DCmax M FAUCo121E. =% /7 — VIEF I & Ihig L T #
NWEN21% K 1% E o 7205, T OEIEIR EREE 72 5% T
7wk EzZ oz, 7°1/77/\')/a157/—)w>19$ﬂi1’ .
FRAIERE B OSHLRGE BN FE 12 B8 1) 5 RO EE R IE A HREHS, HiH
P G- (2 LA TR VAR T 3 2B AS5RD S 17219 220,
1676 7Zx=hA>
7= A Y HEA MG XV IERDEE L T B AERS
TADPABELOBN Z RS2 T L ITN) » <1@200mg1E|3@) %
SAEAREITH% ’%ul,f B, TLANY) SE 7 = M A v OISR
(Fo 7M) 2B ERIZET, T2 b1 25T LAY
> DY) E)HE %ﬁﬁ“%%i&ﬁ)otwo
16.7.7 7711«/\‘7-&[:/
H NN Y VAR RS STV DR TAD A BE126]
ERRIZT LN (1[EIZOOmg1Ei3IE]) ARG L7
B, TLHNY AN EY LR OFofEY (1011-28
X NE) omfEriEE (b5 71H) | ?2%“%& &Y., FoA
)v/\vkt/%ﬁl/ﬁ/w}/@;‘r;%ib 5 2 b o
7":23)O
16.7.8 /N7 O
SNV TUEEF M) AHF RS SN TV A RATALAR
FH126) % /I T L AN o (1E1200mel H3[A) % RAER %
+L7‘ B, LAY 3o V7 aomiEdiEE (FS 71ﬁ>
ICHE Y RITET, TNV TulEd 7L AN v oSy EhRE

o

%

WHEEE 2 o 22,
16.7.9 SERUE
T M) X2 HAITHRR G SN TV A RATA»ABH126]
R LAY~ (1EI200mgl H3ME) % FAERZIH%S- L 72
h‘7vwﬂu/i7%bu#/®mmmﬁﬁ<b77ﬁ>’E
BERIZES, $2IFN)FLLTLANY Y OIEYEE
BhREZ L ol®,
16.8 ZOfth
T L #31) »OD$E25mg [HETL] K7L #/31) »ODEE75mg
[HET] I22oWT, [&EEIERL 588 E A o A4 Yy W &5
YRR A BT A4 v CPR2442A29H  SEAHEAI02294510
) TS &, SL AN Y ODSELS0mg [HIET | % i %)
tttﬁs\@&é@ﬁﬁ%kﬂ%éﬂ\$%$%Kﬁ%tA&
B,

17. ERPRFSHE

17.1 RO REMICET 2558

17.1.1 BRAT 7 R EHER
HIREE BRI R 2R E L2130 “EE ML
BRIZBWT, FEFHETEE CTd 2 mA%EHMiRE O A I3 713 T
DEBYTHY, FLH/NNY »300mg/ HE: T F600mg/ H Tl

7T AR L B L CREMEIICA B R YGRS H iz,

L e
B -ai e | RN T REDE
PR ) o | (oswmmxm) | P

75 1R 97 512+019 ;
TVHINY) v 031
150mg/ H 86 4812020 [.085,0.23] 0262
FLANY > 086
300mg/ H 8 426020 [1.39-0.32] 0002
TVHINY v -0.63
600mg/ Ho 7 449019 [-115-0.10] 0019
a) HEEPBARKT2HAOAELSEB LA LAMOTFHEHFA T

[0 GEAZzL) 2510 (ThLL I—f;u%%«) DI TR S, A2
TR EVITERIAE R T ]
b) &%‘Lﬁ&UCLcrE%@% N=AF5A YOERFFGA T gL T I
in i
) 7VvT7F=rr )7 Ty AEEM (Cler) 12X 5T 30<CLcr<60mL/
min®#ERE 1213300mg/ H. >60mL/min D ¥ E# 12 12600mg/ H 75#% 5-
a7z,

LA VR B O EIVEZEBIRIE, 7T £ R TET439% (43/
98f1). 7L 7731) »150mg/ H#ET575% (50/87f1). 300mg/H
#C73.0% (65/89%1), 600mg/H#EC82.5% (80/976l) TH -
720 EEWERIE, FEES v (311%) . ik (28‘6%)\ @fﬁ

(12.1%) . RBWEFE (11.7%) Th o7z, HELRBIEMNIL
150mg/ H IO ZEL ) (SR - RBIE) . 300mg/ H #EIZ ;u

HRARIMUE D121 (i« [BAR) s Shze®). 2,

B PRI A AR T | 0 D BB R R e LtlBﬁF’EI&’?-O)
—HEERIEERIC V\T FEEHIIIE H T & 5 i f&aHlliR 9%
WMAITIITEROEBY THY, TV AN »300mg/HEETIE

7T R B LR EN IS A B R LB RO S,
RAGHIRF OPERGA T 70 ©
5 Ry | AT s b
s ™ L o E R R t 1
SRR | e | O5%EEEM] | P

77 kR 135 [483+021| -1.20+0.21 -
AZ:ZAVNM 0.63
300mg/ H 134 1420+022| -182+022 [1.09.0.17] 0.0075
TV v 0.74
Gomg/H0 | 45 [408=032| 1942032 [1.39.009]
&) BBRE A H T 20 HakA 5 Al L7z AR O FIHEREA T 7

[0 GAazeL) 510 (TP ERWiEA) OIIEBE TSN, A2
TRRECITEHRAFAEZIRT ]

e) &%L%IF&Z}CLCW%@% NR—AFGA Y OEFGAIT B ET LI
SEGHT (AR O A I T ONR=AF 4 V5O w2 BT
57"»7]“»&\') Y300mg/HEEE 7o R o e FEAME L)

) 7Vv7F=r2r07 7y AHEM (Cler) 124> T, 30<CLcr<60mL/
min®O#EEF 1213300mg/ H. >60mL/min® #EER# 12 12600mg/ H 234%
a7z,

LAVERHN S ORIEASEBEIE, 77 2 REET36.3% (49/
13561) . 7L 77731 > 300mg/ H#:CT56.7% (76/134f1) . 600mg/
HHET80.0% (36/4561) Tdh o7z, FEIVEHIZ, ZEITED £
(300mg/ H#£19.4% % 18600mg/ H #£37.8%) . f&ik (300mg/ H ¥
20.9% % U%600mg/ H #£40.0%) . AAHIEFIE (300mg/ H#H12.7% K
U600mg/ H#£13.3%) « AR (300mg/ H #£11.2% K 1°600mg/
H#11.1%) Tdh o722,

FMAEIRIE B 2R & L2 16E MG O " EEMIILEERIC B
WT, LEFHIEH Cd 2 sl Om A a 7 I T RO & B
NTHY, TLANY U (300~450mg/H) TT I REEE I
B L CHEH AR R UEN TR b/,



A OFIFA 2 72 B
58 o T WA ETY | o eREoE
O e | (osoefemxm] | P
75t R 248 545+0.12 -
VA AV M -0.44
300-450mg/ H 250 501012 [-0.78,-0.11] 0.0046

g) WEEPHBHRLWRT 2HAOHELSHH L2 LAMONFEEE AT T
[0 Az L) 510 (TP EZWiA) OIIERBECEMI N, A2
TIIREVITERANAA T IR T o]

h) #G5HERT. X—=2 54 >V OEFFA 2T % IERE L § 535800

FEA VRN S TP ORIWE M SEBERIL, 75 £ RBET51.6% (128

AR R B R ORIEH S 7T & R#ET46.7% (50/
10761) . 7L AN YEET67.0% (75/11261) Th -7, F 72l
eI, BER (33.0%). FBEIMED F v (17.9%) . K443 E
(11.6%) THo7zo mMEARBIERIL, BRI LHAHE S,
MmfE L7239,
17.1.4 S E 77 R BHER

WREB MR EE 2R e L D EERLEHRIC BT
FEMIEE TH 2 AR MEOKB A I 7T TFTEDEB) TH
D, WTFROREBIZBWTH L HNY »300mg/ HEE K O
600mg/ HH#ETIE 7 7 L REE & LB L TREMFMICE R s
o 5T 3,

/2481) . T L AN Y BET824% (206/25061) T o7c. Tk s ﬁ%ﬁﬁﬂ%ﬁzrﬁm
RITEIR I, BUR (45.2%) . FEITED 31 (28.8%) AREH AN G | mew [ TRiwrs] soewEor | o
(144%) . A% (128%) TH o722, e - Tgt; % | loswfmxm) | P™
17.1.2 ERREESHR SV U B
UL PR B 12600, MERATHEAR A GERE 1 0 5 P T Toeer T % Teuiim :
L1230, TSI 710600 LI PHRIERHERE Bt (7 13EM) TS =
AIRME PP . TS B SRR RLAE 120 5 ) 150mg/H 87 | 526+024 153023 | 00077
0301 K L L7750 (1310b 520) 12517 % ik ol 2
DiRE (0~100mma Visual Analog Scale CIEAYA 3 (R ERali A% 300mg/H 98 | 507+023 B 70.0 45] 0.0016
JAERT) OTFHMEIZTED LB ThHh o722 3, S AN S 179
_ doomg o | 88 | 4%=024 | 2T | 0003
_ , MAOWRE mm) = e
R 21 WREB RN | Rm IR R S S Toser & Tasozoal :
APEIEL | T R | RRMEIE | P R GEM) [FL 78 > - : o
5 | 126 620+190 123 528+217 75me/H 83 | 546+021 [071043] 0.7999
12 | 116 353223 119 300%230 T AN Y 007
48 | 105 340=230 112 277+220 lsomg/f | 82 | 59202 1 roea050) | 079
5230 94 283+ 229 97 248+208 3 |[FoER 81 | 633+022 -
‘ : GHE) T3 :
HADHE (mm) » TG s a0z | B 00002
FFATFRE ARAER I AR AR R R - ;{/ ) - 157
FHEEIR | CPIgME RS | RPN = B 300mg/ [ 76 | 476+023 [—Zé(i 1095] 0.0002
Tom | ik | amsems | m | asvems O E2 < BT 78 I
B £ 23, 526 BHED [T L3y -169
2838 101 483+238 92 463=27.1 600mg/Ho | 88 | 360024 [.2.33-105] 0.0001
5238 87 471+ 248 85 449270 a) WERH M H RS AW A0 HEED SH M L 2 LB OFIgEH A a7

a) 0~100mm® Visual Analog Scale CfEAYA & W T EFRVIFAZ R T

FEI I G REr CRIEs s 1B, eatiifimst
S O EIE1278.6% (99/12661) Z;’Jé@%ﬂ F R
FEIVED v (286%) . RMVERIE (167%). MR (15.1%). 14

I (135%) Tdh - 723,

FEI S 55U ORI PR A AR B L2 0 5 9 R) 12 W

T LA S OEIERNX70.7% (87/12361) 12580 5
. EARWERIE, MR (228%). REHIN (22.0%). FE)1ED

T (20.3%) “C“%of:“)o
EINRMIEG5R GRAERIRAE) 128\ T, L tharilin G

IZFIE A 1284.0% (89/106f) 1228 &AL, T 7 BITE I3 M IR
(26.4%) . FEIMED v (24.5%) . KEBEI (18.9%) . E
(16.0%) TH-720 BWEHOEIEE X, L PRETH ), T

DEWEILEED &Nz 7230,

N R G (PR R ) 128 T, 195
| B [ [ R S 70 © BIEFEDSEAL L 722 2 W IZARR BRI  his
Bz IZEB L 72EIERIE, 874% (90/103%1) 1RO 5L, Fe

BIMERIE. BIR (48.5%). REHIM (28.2%). FEIMED T

(22.3%) . ﬂﬁ"l‘éi?ﬁi (175%) T - 7230,
17.1.3 EREHFRIRERARRE

/ﬁ‘ﬁ’ﬁh%?xrr%%%ﬁ%%& L 721680 #5-0 “EH ML EGER

2B WT, EEFFHMHE Th 2 BHEHOEHA I TIE TR L B

DTy, FLANY VB (150~600mg/H) ©7FLAHEL L

L TRRHAI SR IR B AT bz,

P A DT o
s e BIHO~—274 v | .
BT | “hoopsrre | Z7UREOR ) g
gy i | [95% ]
75 EE 106 | -L07+0149 :
TV v -0.59
150600mg/H | % | LO6EOLT Logg.020] | 00032

a) IGHEEORG13, 150mg/ H 2 SBIAG L. 5238 & 0 BERR 2 170, 5§54
BHE TR HRE L2 B AR I CREbE A S 16 £ THEFRF S 52 L & L

72
b

o2

i) OLERCTHMEI N, AT T7HAREVIIEBRVFEAZRT] 25

P L7 (1638 0]) OIEFFA I 7T ONR—=R T4 »h b oY%

%G cHE L.

HENONR=Z T4 0 h o OFEELE=

RN (16381) OFEPEIRA I T-R—=A T4 Y OFHPEIHA I T] X
[#pE5 O 5 /2501 (16:80) ]

<

C
ORI ORA 7T % AR L B IS BT

WA PR S W ADOHEE [0 (A L) 2510 (Tl bEzw

BGMHROisz W]T. N—2A T4 Y OEAIT ROFHAIZET 28

[0 GaAazL) 510 (TP ERVEA) OLIERCRHMS L, A2
T AR E T LR AT IRT o]

b) RERIL U4« %58, W% M OCLerl@ 2 ¥, N—2F 4 > DEfA T

7 %R & D T
AER2 O3 L B GRER OTERE R . N— AT A Y OIEFHATT A
e 3 2 g

c) 7VvT7F=rr0) 7Ty AHEEM (Cler) 12X 5T, 30<CLcr<60mL/

minDOPEEEH 1213300mg/ H . >60mL/min D85 1213600mg/ H A3 5-
N7z,

A E & BOSRERLIZ B\ €L 224 VE R S50 O BIE 3831
LT T L AREET398% (37/9361), 7L #/N1) »150me/ HEET
59.8% (52/87%1). 300mg/H#T64.3% (63/98%1). 600mg/ H H
T74.4% (67/90%1) THo7z0 FLRBIERIE, FEIMED
(150mg/ H #16.1%. 300mg/ H #£32.7% K% 0°600mg/ H #£36.7%) .
fEIR (150mg/ H #9.2%. 300mg/ H #:11.2% M °600mg/ H B
25.6%) . AFHMFE (150mg/ H#12.6%. 300mg/ H #£14.3% K O°
600mg/ H#£13.3%) TH -7z EEARBIEMIL. 300mg/H#EIZ
TF 74T F T —HRUG1H. 600mg/ HEIZFEIMES ¥ u\/iﬁﬁ
VRN /55 0D R/ ARAY MR AE IR OS2I B i I s S, wg
nHEE L7239,
%I%H/I[[?FE?’Q%@Z BT, MM RG] oRIVER S8
ILT T RHET25.0% (22/8861), 7L AH/31) »75mg/HEET
32.1% (27/84%1) . 150mg/ H#T41.0% (34/83%1) TH o720 £
e EVE L FEI S F v (75me/ H #8.3% [ "150mg/ H #
14.5%) K OMEIE (75mg/ H #7.1% &% (°150mg/ H #£:9.6%) . 1A
izl (75mg/ H#E7.1% M ZflSOmg/EI 4.8%) . 55t (75mg/H
1.2% % t*150mg/ H #£8. 4%) ENE Ef) - 7286,
ﬂIEﬁH/HI?I‘E?’Q%?S BUT, SRR S B ORI Z63
L7 T & REET39.5% (32/81151 ). FL AN »150mg/ HEET
50.6% (41/8161) . 300mg/H#T67.1% (51/7661) TH o720 £
ZEMERNZ T £ (150mg/ H#12.3% K% 0°300mg/ H #
26.3%) . IR (150mg/ H #14.8% K 1°300mg/ H #23.7%) . 1N
g7 (150mg/ H #:9.9% & 1°300mg/ H #£6.6%) % TCTdHh - 72, HE
HEIWERNE. 150mg/ HE I EEL, O EMEMAMGE. O EAE
R/ O 2 A AL O 3B 23S S fze TS DERIFIZO N
T DEMEIANIR OB PEANEEIR /O 55 PR AU 1 o A5
SETLIL IR AT RR S 17237,
GRESE T/ MARRERA I B\ T 2o PERFAe S 6] b o BIVEFH S8 3
LT T REET36.9% (31/841§J> T VLAY YEETT3.0% (65
/89F1) (ZRED B, FRBENWERILFEIMED v (27.0%) . fEIR
(23.6%) . KiyVEFIE (135%). OAEE (101%). 5588 (9.0%)
T OSRERLT (79%) S ThH o729,
17.1.5 S ERERSHER
RS R R 2R E L ENHRS5ERL (15461, R&E
312:H%5) K U2 (27561, HREFE172:H¥G) (2B B A DIEE




OFHHEITTROLBY TH 7239 10,

JEADIRE (mm) @
SRS F# 581 Fl# 5. 5k2
FHEIEL | T = AR S | REMGI | CFIME = R (R 2
iRl 154 69.4+187 275 673179
12;8 114 428+26.1 211 403+254
2438 91 405+251 173 414+249
5238 63 383+246 122 357242
10438 32 36.8+232 78 325+241

a) 0~100mm® Visual Analog Scale CIEAYK Z W T EHEVIEAZ IR,

BGRB8 VT R R 60t o BIVER 1275.3%
(116/154%1) 12380 5, FEARBWEMIZFEITED v (20.8%) .
fRERIIN (14.9%) . EHHR (13.6%). o X 2405 (9.7%). M
NEEHE (84%) . RMVEIEIE M O3 (%71%) . MEJJ9E N OO
(%65%) STHolzo EERRWERIL, Bz X 25ME360. £
SYEMEIR, SEEIREEE, AL M) AE, SIS =
PEIASMDUE . et/ S X 2 AME/FlC X 2 AMESBIS s s
S, WLy EfE L 721,
FEIH% 53080212 B\ T e MEERER S 650 h o B VR 1365.1%
(179/27561) 1Z32o S, EREEMIZFEIED v (16.0%) .
FAYLEEIE (127%). B (105%). /5. 5961, (RERS K
O (£5.8%) . Ml (55%) EThorz, EELREIEM .
JFRa R E, PREZEE G/ L 026131 25 is S v, Z Oislmi %
neENERNE, HETH 722,

17.3 ZOft

17.3.1 BEOHZEHR
OARNERBRAZ 0 R E L TR R O ERIC T LN v %
150mgHL AR % G- L 72O F 8t F o SEBRIE, ERixS
5‘3% (1/1961) & e~ % 5-30.8% (12/3961) TE» -
f:43, °

18. FERhEIF

18.1 1EA#F
T LH N PR RICB W CEMEEEA VS ™ AF v 5
VORI LB 2% E % T a0 722y b EOREA
EHLT ANVY T AT v 2 IVOMIBEETOIRBE LTIV
Y AGANEIHI L, 2V E 3 RS O MR ) Bk i A i S
LI EDRIBENT WD, HIZ, FLAN) v OFRETEHICIET
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