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16.7.127 AU

R A B 13ICF 517 L e )L50mgH 813 200mgtt) & &
BHICT ALY »300mg 2 ARG L& . F AT L LED
AR-C124910XX D MEEHREICHEIIFED 5N eh > 72 ADP
FHIPAIHAKGOREEZZ I RSP a7 -7 ViFEH
IPAZBEMS B 7229 HEANT—%).

16.713T /%5 NNV

fRFERABL26H1ICF 517 L u )L 180mgDFEO#: 5 2Kl # 1<
I/ FHN) vimg/kge KRG LIzEZ FATLVOLKD
AR-C124910XX D IMEHIREICHEBIRD 5N T IPAICHE
BERDOSNLEDP 2Tz FH8) OFERERTH 5 EHE(L
FEXaR FIEEEEFICHBVIIEED 5N h 5 7220 (AE AT —
%)

16.7.14 BOBHTEE

TERERRAZCHE22601cF 1 7' L m L90mg& L BIC LA ) LT A b
LL0.15mgKk P TF =)V T A b5 Y4 —)L0.03mg% HiR% S
LEZE IF NI ANI VG —LOBREEITHN20%8EM L 72
BRIV RN LUILVOMBEFREICHEEIRO NP>
7B (SHEAT—4),

16.715FREFLY Y

R ABZ18HIICF 7127 L 1oL 180mg % fE #% 5 U 7= 28
BICFAETL ¥ »0.3ug/kgZBIRNESG Lz L& . Fh 7L
VRO TFAET LY Y OIMFEHBEICEEIRD N, o7,
FRAESLY Y EF AL Ol EDOHAKRGIZIPAICEE S KITE
S22 7zb DD PFA-100THH L7z IEM{EH 2B RICET S
HIBVHNEAT—%)0

F)ARFOEZHABIIHMEHAEE LTI80mg MFHEE LT
60mg~90mgl H2[ET&H %,

17. ERPRRGE

17.1 BHERUREEICET B HER

(SR EREE (FRERDE. IEST EFOEIESRE. ST LR DEHE
=)

17.1.1 7 U7 HEEIIEEER

HAANZEL T V7 OPCINTE S N5 S MERE (RLER
IDVEJEST LR BLUD I ZE, ST EFBLLATIEZE) B 2 0 R
ICV7 A »75~100mg/HE gL LTF oLl
90mg1 H2[E (#[E &k FE180mg) DEME R R EEZ 70
ERZLIL75mgl H1E (FEIAFHAE300mg) & HEikET 9 2
_EHEMEEALITEMERBETH D HET801HI (S 5 HAA
72360) D BE P EEBEIMN T SN ZIJERINRIE.F AT L aL
40141, 7 v € R 7L IL400F . HRANER E L TIZ . FH 7L



L3636, 7 a ¥ R LIL3606ITH D G RE6H A &
EBI2HATH 572 BUHOEATY FAA > b DIMESE. D
TEZE, R O 2e ) 2 - WL DM A XY b FAIMHIRIE % 5t
LERERVI2HABETOARNY RERIZ.FHZ O
102%. 70 ¥ R 7 LS. 1%EHE S NI,
127 RS TOERZHMOFEERIIF AL O ILT11.2%. 7
BRI LI T8R.4%EHEE SNT=32),
HAANZ &L R387HH 14761(38.0%) ([CBIfEH A
ROHN EZBIMERE R THIM466](11.9%) . & H 1184
(4.7%) \ H 1M1 2451 (3.1%) « ERFIEBAL HE 1L 1 O (2.6%) « I FR 95l
(2.3%)  IMLESH] (2.1%) TH > 7z

17.1.2 EEHEESIIEEER
HARANZ & £ 72 0N O 2R (AL ESOE JEST 7
BLOAIEZE, UEST LA BLDAEZE) BE 20 I FH 7 LaL
90mgl H2M[mE (& & HE180mg) DD ME A N> b FEEH
HEERZ2 70 R 7 LIL75mgl H 1\ (#)[E & AE300mg) &
T 2 —EEREERLATRE AR TR 2R
(PLATO#RER) TH 0 . AE118,6240 0 & P EEEEI TS h
T BMEDEE T Y RARA ¥+ (DIMEFE D ATEZE . K O 2E
) ZHWTDMEEA XY M EETHIRZ2 B LR AN
v NFEEFBIZFH L EL864,79,333F. 70 R LIV
1,01479.291f1TH > 7z 12 AR TOA N> MFERIZ, F
H12718)L9.8%. 7B RZLLIL7%THY . FHZLalid
12H A2 DMEEA XY W REFHHRICBLWT. 70
RZ UL E U CREMENICERICEN T W (FER Y 2 73
D16%. Rt ) 2 7384 1.9% NNT=54) . E A7 HMOFEHREKIC
BWT.FAHZ7LaLEr7u R VIILVTHEREZIRD S NZR
Mol (FAZLuN11.6%. 70 RT7LILVIL2% NTF—F
H1.04.95% 58X E0.95~ 1.13) VEE K 22 I K OV Z DAt o) 1k I
RIZBEZET HHMAEEN S HBIMEA XY FOFEBERIZ, 7
OERZLULERBELTFH T L OV TREFEENICERICE D -
72(FHZ1LulLl6l% . 7a K7 LIL14.6% N — K111,
95%(EFEX A 1.03~1.20)
PLATORERICEIRH T 5N 7218,624413,408f 0 B THEAE
HETRICRBNBBESNTESN TV BEBNIGETEM
13,4086 BV 2B %0 2 MRET L 7SR A X2 M FEFIEIZTF
H 7L EIL569,76,7326. 7T ¥ K7 LIL668 6,676/ TH -
T2 12N AR TOANRY MRERII.F AL OL8I%. 7 a !
RZLIL10.6%TH - 7z (HExt Y 2 754 16%. okt U 2 27 5
1.7%)33,
Rl 59,23561H 1,746 (18.9%) ICEITER 25588 6.,
ELEERIZ R I3145(3.4%) 522501 (2.4%) W ] 8
19561(2.1%) TH > 7z,

RIBHEDEEE)

17.1.3 EFEREENBEER
HARNZ & OAEZEOREERE (1 ~3FER)ICMATT T a—24
MARFED ) A7 R (655% DL L SEYEE % NE & 9 5 RIR. 2
EHOOMHEE, MEEY CHRESNSHRE2ET 28R
B USRI TR WBEOBHKEEARS) 21 DD BE U BRI
ELTTAYY VEHHT2EEZWNRICF A7 L aLonmE
HA R MREDTHRIRZ TS RERET 5 _EEREES
(LA TRE R 3% (PEGASUSEUER) TH 0 &E121,16261(5 5 H
AN03M) A ENE BB SN ERMARIZ.F AL
90mgl H2[E7,050%1.F 7 7' L 1 )L60mgl AH2[E7,04561. 75
T R7,06761TH D GG RE4AS N H (FIMEF H 7 Lo
90mg28.1 7 H.FH 7L u)L60mg29.24 A, 75t +R30.3%
A)THol- AEOEATIY RRA 2+ (DIEFE.DAEZE,
K ORAEH) TR U 7236 1 AR 0D ME A N> M FET
B RICBWC. TR ERE L TF H7 LuL60mgldifat
ZHICERBICENTW(FH 7 1LaL60mg7.8%. 75 AR
9.0% AHRT Y 2 7 A 16%. Haxt ) 2 784 1.27%) o
BEAGHEMOFERRICBOWT. F A7 LaL60mgld 7S ERE
&L THEBICE» -2 (FH 7 1La60mg2.3%. 77 AR
1.1% Y — RH2.32.95%5FHX E 1.68 ~3.21)3%, [5.55H8]
HARANZ &R m56,95801912,40361 (34.5%) I BIfE
FAERD &N, 2 IVER I IFIREEES3M4 (8.5%) « NI F2E
OHEMMER 37341 (5.4%) B 1133241 (4.8%) | #:45 2544
(3.7%) VHFFEMAE1 9761 (2.8%) TH - 72,

18. ZEZNEIE

18.1 {EFEER
FHZLAMZTT ) Y2 VEE(ADP) ZB(EKTH 5P2Y12
ZAMBIIH T 2B E O 2 FEHEE TH U ADPFEFHINL/D
WREZHET 539,771 7 L 0 IE P2Y 122 BIEDADPH &
AL & X R B ERALICHE A U/ IMRP2Y 102 A D ¥ 7 F IUE
EERIHET 535930, £/ FH 7L aLIZZEIREEX 7 L4
RF+5 Y AR=%—1(ENT-1)2MHEL.FF7T/ vV iBEZ
FREVAEREET . FH I LBILOENT-1HEIC KD 75
)V UEBHAEE L. 7T Y U RIEES ERTAIETR
FicBI 275 ¥ AERAHEET SRl gEE A B 537)38).39),

18.2 VIR EEFEZ1ERA

18.2.1 In vitro 18&

FAhTZ L MEEI/ME. 2 /MRS & 2 i B0
T ADPFFFIMVIMIESE % 871 FHE L 7240:41.42)

18.2.2 In vivo 588&

1 X OREREIRE O IMAATERET VICBWT. F AT L)L
in vivo TOIMBEER K Fex vivo TRIFE L7z ADPEFM/IMR
BEEZHE L7934,

18.2.3 BERHEEREICHIFTZF HI' L OILDINIMREEEZEER
TR E 2 0 R & L7 ENnE R 53R IC B W T HARA KD
BB B E & 20601 F 51 7' L e )L50~600mgED iz 75
LAREBREFEOREG L. IPAZHARANE AAMEE T L /2.
IPAIZBAAR A AR & 612 %521 /1Z1250mgik 5
TIEHI80%. 100mgll LD 5 TIZ0%HBTH 0 % 54K
1213 100mgbl L D5 TI5%LL LD FAMEICE L /29,
RS 2 0 R E LI REBSHBEICBW T . HRAKRUHA
EEEW R E B 36HlIcF A2 L a)L100mgH) . FAH 7 Lo
300mgH RIx 75 AR %21 H2MRERERS (7272 L A A5
HEDOLIHIZF H 7L al100mgDRE S D& TiEEZhik) L
Teo FH 7L a N 100mg F300mg i [m#: 5.4%  IPAAS R IS
ET 5 E TORMOPREIE HARAERE 28 (100mg & O
300mg) « B A M B #E TA4RR (100mg) & O 2K (300mg) T
H > 72, 100mgH [l 5% DIPAD B AEDF I HAR A EE
T99%. B A#Ei#E T87%.300mgHi [ 5% TIFHAANR U H
AR & B I121FIT100%105E U7z, 100mg RIE #5144 O E§ IR
REIZ B BIPAORKMEOFIE AR AGERE T99%. A AW ER
#HT85%.300mgREH 5% TIZ HAR A ERE T100%. FHA#
BETIT%TH > 729,

18.2.4 7O RIVIWRIGHIRUIERBFIICH 3D FAHI O
DI\ E(ER
7ut RTVIVKRIBFISUIIERIGHITH 2 2 L HHRIICHER S T
e REMHOBHIRERBEISM 23R & L HIHHRBR T 7 A
VY K BEBEE R TF A7 L a LoV IMREERENEH 2
JUVE R UNVEHRK L EBE 270 R 7 LIVE (¥ EIE R
B600mg#5475mgl H1E % 28R & S) idFH 7 Lo LR
(WE &R AR 180mgfk54.90mgl H2[E % 2:8M#%5) 1 ElE
BEFIF U T2y 227y MR LO2HI7 02 F —N—DTF
YA E L F AT LaLOENERRIEY a8 7 LIVKIGH
CERIBHITHEELTED . FAZLulLzZ2r7u R LIS
B 24BRICIRES L2 E . 7O R LILOBREEICK S
HEEZ T ol 70 RTVLERIEH &ERIEHDOVWT N
WCBWTHFH T LU LEEIZXBIPAREVWI EPRS NI
(#5144~ 8K T74~96%) %),
F)ARFOEZHABIEHEHAEE LTI80mg. MFHEE LT
60mg~90mgl H2[ET#H %,

19. B ICET 2 EZEHAR

—AREIRAT

F 7417 L a)l(Ticagrelor) (JAN)

==

(15,25,3R,5S5)-3-(7-{[(1LR ,2S)-2-(3,4-Difluorophenyl)
cyclopropyl]lamino}-5-(propylsulfanyl)-3 4 -[1,2,3]triazolo
[4,5-d ]pyrimidin-3-yl)-5-(2-hydroxyethoxy)cyclopentane-
1,2-diol

AFR

C23H28F2Ns04S

HFE

522.57
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21. EERFRMH
BRI A 7 EHGRHE 2 FED L GEYICEMT 52 &,

22. E&

(FUU Y 95E60mg)
140%8% [148¢(PTP) X 10]
2508 DN F]

(FUUY9590mg)
140%¢ [1488(PTP) x 10]
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