*5.2 REIO[MERIZH 72> TE, WRITOWEETA T4 v aBE|l

* % 20194F7 H 25T (F52h0)
* 201946 H T (55100

B iR

AR - 34

REIRS
FIEN Flolan for injection
VIS 17 S h 05mg 15mg
W) EE - EMSoL T % EFBES | 21100AMY00016 | 21300AMY00082
I EHET AL BRSERAMA | 1999 4 4 A 2001 4E 7 A

TOXBTZ T 2 L8%
ASRAIRZOXT/ —IbFRUDL

sz JO=3 050
xR 0= J15mg

BAEERLDEES

87219

D

1. B&

1.1 BEOCMEET. BLEMEY 3 v 7. ®ik. BHEEX B
HEELEOEALBEAIROHONATVEINDT, FEDIES
IFBREOREZTI/BEL LI SITHIE,

2 AFIOFERICH--> Tk, 6.FERVEE. 7. HERVH
EICEHETIEREETIDI &,

210 AFIEICERIA7O-SCERABBRANDATEHEEL.
MOEHFNELRA L AW &, £/, OEEHF. BrE
EHERET 3581, BRAETHORRS 1> o5BET
3¢, pHAETL., REMPEEDIh. FHOFWMHSD
EEBRTICKUBRSEITETHHBEMI I H 5, REEDF
BICEW T BERDEIBOSNT. HEMEEIROELR
BBRERTESZhDPH 5, [14.1.1. 14.2.15H]

—_

—_

1.22 SHECTREBSZOSFLEPEICKURTICE > 1-5EH
PHEZNTVEIDT, FHAZHKREXIBEDILET 256
3. B2 IRET D&, [11.88]

2. BR(RODBHEICEBELEVWI &)

2.1 FHR OB LBHEUE O BEHEO B 5 B

2.2 AL 2 ERO BE [AA O MAEIRERIZLY
ZOWEY SSIZELS LT, ATFa—LT I ro%s
FOWEZITN, IREPLET D ETIEIRGF LRI L]

2.3 EELILOEEREEOH 5 BE [AH O MENREMRIC X
N, ZOWEL SHIZELE L BZNDDH 5]

2.4 EEZRIMEDBE (AR OMEIREMICE D, 205
B SHIELS L BEZNMH 5,] [9.1.25H]

2.5 i) (5 G- Baa i) (MK iR A L 72 88 [9.1.3,
11.1.2z0%]

3. #HRK - MK
3.1 #Rk
Bi5es  |BHE 70— 20.5mg | BHEN 70— U 1.5mg |[BHEM 70— SR
NA 7ov 1N A 7 OvH
IRTOAF ) —)VF | R TaAF ) — ) F
B | ) 40.531mg k1) ¥ 41.593mg
(ZRTaRF )= Ve |(ZRTaRF /) =)k
L C0.5mg) L C1.5mg)
L s - 7)) ¥ v (94mg) . Kb
| S ) s | i

3.2 WHOMERK

Wi [WHERI7 0—7 2 0.5mg [HHEA 7 0—7 > 1.5mg

HHER 70— > BT

P D BRASHENR L 7240 R SIS 2 o 7oM K
DIEFH)

A (0.5mg. 1.5mg) 154 7 )b % B ki
10mLICHE L7z L &, B0

wEBEHOW
AITE - AR

A#)(0.5mg. 1.5mg) 134 7V % B I ik

pH SOmLICHRE L 7=k 5. 11.7~12.3

11.7~12.3

A5 (0.5mg. 1.5mg) 1254 7V % 5 i

PRI |somLicis L7k 2, 0.3~0.5

4. EERIIHHR
Fifi B A 4 e = £ A

5. MEERFHRICEET 5EE

5.1 K] (3l B RN e ML 9 & B2 S M7z BE I o AT 5

Z&,

PG OEBERRT 5 Lo

*5.

%5

* k7.

8.
8.

8.

3 G5 KR Lo AL S I B IR 12 A & 0 e 2 o v T
EisenmengeriEMERE & 2 VI £ I S IIE OFEAE L T 5 8
FIDORFHT L Lo

A AFNI O M ERIE T+ 2R RIE S e WA

BHZEETHZ &

.5 MRS S SR I B IR i L S B O 5 LA (2 )

it i R 2 il 85 0 S LA o Bl Bl DRk i 7 I S LS B U B 2 A
- BRVEIHEST LT,

. BERUAE

R E (P 5- PR EE)
RANTHEERR 2 CEM L, WE, RAITR T A
T =)L & LT 4 ) 2ng/kg D ¥ G- B TR S HRpe S R 1
(V) VR TFEHAR Y XD s IRNES % B
WGS 5o BHEORIEGER, ME. O, MATEIRES) 21+
2L 22351550 Ml Lo % B Tl~2ng/kg//7 3 D8 L,
10ng/kg/% ¥ TOHEPH TR GHE Z PEd b

TP G DY IS B 7o TIEL BRI BT 2 WKL (B8 7
LOERE) ., B, WREOREHORAPEELRIREL 25,
ZDX) BIERPBETHRD LN EICRTOROMEE%
FIEL. EN5 OFERITEE L 2 WIEE121X1555 U Lo %
BW2ng/kg/ 33 olEmTHI L,

e e

Z DB T G THERR L. ERIIICEE B LERIC
o U CHEG- 3% 2 R EI T A A5, T OWE D BE OIREE GER,
ME., O, MATEIRESE) 2 815 L 206 150 L Lol B
W T1~2ng/kg/5 3 OMMT %,

. AERUVARICEET 3R

1 ARFNC X B EEZEIERIZ, $5-RIGaR O/ hOF 5 3®E T
H520g/kg/ /P THLEBT BTN DH Y . £AHN L 5 EIE
D% Dl G- HE R RET 5 £ TOMIZEIL TV 50
T, ZoOMTEFOER, ME. %, MATEESE 2 1556
By 5L, [11. 5]

2 RIS 2 PUET A, MBIIRE QBT 0 s % HEZ

LawnZ & BRHERICE VT, il (R 5-5Ak) 1213
DA RIS 5728, WEIIRE KT L 2w 2 £ 5 h
THEY ., WERG LR DTREND L.

3 G ER LA EIE, MR SmATEIRE O Z I X 2 RIFEH

DHEBE CTOBHEOEH RO &

A PG R OB G 1R O BR O U i 12 &0 T U AR IR A

WETLBENNEH L0 T, K 2 KELIHGFIET 256
E. 1H4 Y 2ng/kg/ T T ICBET L 2 &, /2, EE
REWEH OB, AFEEHICHIETNE LWL 28AT
b, WEERRYHA R L. BlsfkLawnwz &, [11.21]

.5 AFN Ok PO R I IER OB LI FIE A0 bt

LTeNHLOT, BEOREIERE L, 20L& a1,
WIS IR G T 55 0MY 2 LEEZ1TH) 2 k. [11.5H]

ERLEFNER

1 KA OBGAL, RO DB 23t G EE DT, B
BT T & B PR MR M OIS ML AE S VDA & D
FZ T3 IR L AR e DR O b & T ARH OFGHE )
EHW S NDFEBNZDOHTH Z Lo

2 RN D7z TREREA S 2B LGB 5 DG, Wl
HEDS@ HOND ZEN B LHOT, FHHMLZ HITHRIHRDOZ Lo



8.3 HURMRKERETLHEIEDS D S b D Z L0 2 DT, EMHIIH
BEATD) R EESRE AT 2 & [11.1.350]
* %8.4 M/IMURDHH S bLINLEI ENHLOT, EMMICER A
AT e KBRS R 2k [11.1.421]

9. BENHEEZFI2REICHETIEE
9.1 ABHE - MEEZEDH 2 HBE
A1 BECSRHMEERY LR @0mmHg - 9/LUE) LTV 2 8E
Sl A 3K AY0mmHg - 23 /LUL b % 7R USRS 3 s A5 1l
B ARV 5 MR AE O K & % 2 5 N AR, EAZBIEM (i
FEACT R OMENR) # 8B LB I E s 2 G 5, [11.1.130]
9.1.2 {KIME (RFFHAME 100mmHgELF) DEE
AADIMEIERERICL ), MEZ EHIEKTEELBZLN
Hbo [2.42H]
9.1.3 lfiEFREAE%ZH 2 8E
HR IR e ) (P G- BAG ) (2B SRR PR 22 12 sk 5 2 Bl K %
WEXELZENH L, (2.5, 11.1.28H1]
9.5 ¥z
TR AR L T BT & B I iE, i OB w1k
Akt E a2 S SN A EICORFGTH L,
9.6 RILIB
EREOFBE R OBILREO R RMEEEE L. RILOME L
IR EBRE T A Z & FEOBYRER (T v b) TR
T35 MG INTVD,

9.7 NR%E
ANREE R IR L L BRI L T,
9.8 EEE
— I, ARSI T L TWwA Z E0%
10. #MEEH
10.2 BFRGEE (BFRISEET 22 L)
ESES FEARAEK - 38 W - fabrE T
FEFEAEH % 45 % 3654 SEEEDMTAR T A5 2 2 & | M H A REEAEH &2 B9 %
7V KB LB D BEHEL LLIX|ZEDEZOND,
T YA T vy CRREE T | A 2 BT 2 AT
FH5E#) ETOBSETAI L,
FIRRFH
TURAY ST T VEL
E». LR
Eidiik| HH Lo f Ptk % 38k & 6 2 | AH B g i ye Fl & g s
TNT 7)) BENWDH D EMMICT |22 En0EZHN5,
kgl =l =R T E A0Y ke
V0¥ — WA ZITV, LEIELT
MBS 2 453 | 2 A 5 o B 3E & i 31
e S HHERRIET k.
TAEY ¥
Fru€vy
TURAY Y5 Y VEL
Ez. Lk
JEAT T A FHHT IR
TIaAFL —BETHLH, ¥ TF |\ HE AN
Y OIMAPHEEN LA T 5 2
LG SN TV A DO THE
HyAHZ L,

* x11. BEMER
ROBEWER DS S5bNDZ ENDHDHDT, BEL 512470,
T DFED S NTA IR G 2 kT A 7 St 2 L & 1T
)T ke [1.2.2, 7.1, 7.4, 7.528]
1 BEXLEMEA
1.1 2 ay 7REE(2.9%)
WEOMEAT R B\EORIRICH] E k&, BEREREDT a v
ZIRRE, JREIRADDIDH 5 bNDL ZENH D, BIgkn 401247,
FEDFRD O N AITE, RE UG-k 2 .
FaA—NVT I v, 7 b URRERE KA O ¥ 55 0 @) 7 AL
BEiT) 2k, [9.1.12H]
11.1.2 ok BE (BHEEANH)
[2.5. 9.1.3&H]
11.1.3 FIRBRASRETTHESRE (BHIEAH)
[8.3%511]
% % 11.1.4 /RIS (8.6%)
(8.4 1]
* %11.2 ZOMOEHER
10% L) 1
WAL (45.7%) . TTE.

1
1

109 BEA

[1=NS-ZN

g IR HR

faf

10% 24 F 109% il AN
OV PV TN 2 P,
TH1LER Pk, T B THALASEL ITPRE )R
s GEIR . PAEE g B . P
FoLUTN., BHEK
FEARIRE R |BEIR (40%)  EESTR | F v, IR H AR, R,
Wbk, JRIE
I 2 - ] e
} L O ff i, AL
* ok il L, S
B2 Jd
T, . A A7V W
IR T RIN
13. BEKRS
13.1 &

BTG E A . Wi, T a7 Iy, ThaE
YRR AR & 355 5 % CLBE LR E AT ) T ko
Gk o B, M M AER O EA NI IS 2 #0570 e
IR R 2 IR T & L2tk 5 2 &,

14. BREDZEE

14.1 EZIANSEOEE

14410 RANE, FICEERH 70— 5 v BB O A CHER L.
M DFGHNEE LA L v b oEEH. Wi s olils
HHVIZREAIZEVpHPMET L, EEDE b, AFof
S DOEEETFTICLVRGEITNET TR D 2. &5
HEOAJEN &0+ 4 BRED RS S AU, Filim M e R oo 2
bR ERTBENY D S, [1.2.1, 14.2.15H]

*14.1.2 AHBE EDENATIVE

HEN 70— 9 VEERE Y, TEZ2E IS 5,

R AR AR [ o7
wpors | (TT7EAT/ = | (ERTUATS = HiERR
(ng/mL) ) )IzO.5n§g) ) ) )l/l_5r.r’1g)v ) ) (SOmF) B
INA T V(A INA T VE(R) N T IVEOR)
5.000 1 2
1 1
10,000 5 9
15,000 I 2
20,000 1 1 2
1 1
30,000 2 2
40,000 2 2 2
50,000 1 3 2

*14.1.3 EHBROBERFIE

M7V a— iz TN, TILO T 28 %2 HEFHT 5o

Q) #HEN 70— 7 Y HHERRRICRA S NEHXY 74 v T4
Ty =%, EEHTO—7 Y EABREONA T IOVIZE) AT B,
@)VHHNY T4 v RT ¥ Ty — TG E 2 Hh s 5,

(4) FESHENICEHEN 7 0 — 5 ERER 2 2CR5 14 5
G)EHE P OHEARYF 4 v FT7 YTy — %W 4L, 4%
Y fHT 5

(6) BAKHL B DN A TV D T 2% WHH: L 721210 EFRN O
TR 70 —5 YERERREE AN T VIZIEAL, BRSE 5,
(7) (6) D% b & DIFEHE AT T 5,

(8) BHDBAEFIRIMDONA TN " VB LIEDHLHE1526). (7)
DOFNEERED R L, FEHEOWREAEY) & 72 5 £ ) S A RS 5,
14.1.4 A BWNER L o2 b 0l LA &,
14.1.5 EHFEH 70— 7 VBRI RER G E 0wz, B
AR ORI IIEET S 2 &,

14.1.6 BB IIERE T OFE G L2 5T b 720, G
T UGG L e W AT A R (2~8C) T 5 2 &
14.1.7 FRBE. WEAT T 258138 I (19285 2 2 2 &g
14.1.8 EHEH 71— F » B EREL OB ST & S0 S 7
W b, B L22A I, BB LN &,

14.1.9 FREBEE RS AT OWEEEOFEICED 53, L
TORREREREICHIE SNRHN TS 2R TIAZ L, £
7oo BEGHLERT L ENEE L,

A IE I BGHT £ TORER
25CUT T2 PAA
30CUT A8IERT LA
3BCUUT 24IRE I PAA
40CUT 125 [# BA

14.1.10 —H35- 2 hlis L 7@l o3l L awvw 2 &,




14.2 EHIREBEOIE

14.2 10 RANIFHIRAZ G ICoRFHT L2 L, T hoigt
HI, WS R PRS- T A, RAETHOERT A4~ h
LG TAHIE, [1.2.1, 14.1. 18]

14.2.2 AHENLRRUIFOERNICA F— 7V EBEL, BEHO
7 4% —(0.2030130.22um) % i L 72 A5 B F i 25 E & T
W, FRIRTEFHOREICE WS4 5. 72720, BE
Fre MR E I LR IR T - 2 AT 5002 #HT 5,

RE R OFGHE = (mL/ )
5,000ng/mLOEEE B L 7254

TRTOAT ) — V5 (ng/kg/5Y)

2 | 4 ] 6 [ 8 ] 10
ESHR O (mL/#)

Tk 1kgh b 0.024 0.048 0.072 0.096 0.12
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Ty REZ 128355 L7z,
MR G- N B ATR O 3% 5K 135.3 £ 0. 5ng/kg/ 45 (n=41) . $%5-B
IEt44. 8. 12 H OFI¥e 5 # X2 217.020.5(n=39). 8.6+0.7
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T (L/50) | 3.69 4.99 (0.925, 1.678)"
ENIHUIRESiiey . = A (7o)
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" OSWEHXMICB VTR E T R W AITAE (p<0.05) & Ak L7z,
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. ARERE | BREE s e (o
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T | 1230 |t | 12E | o PR
L RE(L/%/m?) 2.0 2.4 2.1 2.0 (0.38, 0.74)*
It EIRE (mmHg) 60.5 | 55.1 | 58.7 | 59.5 (-8.69, -4.67)"
Jili 4T (mmHg - %/L) | 15.7 | 12.2 | 16.2 | 17.1 (-6.25, -3.64)"
T (mmHg) 89.9 | 85.1 | 88.9 | 89.7 (-6.72, -1.18)"
CHBEL/5) 35 | 41 [ 38 [ 35 | 065 120"
S EHEHT (mmHg - /L) | 19.9 | 15.7 | 18.9 | 20.2 | (-7.56, -4.80)"
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DLHIMATEIRE S5 A — & — 12 BV THERED RO 517z (p<0.05)0

®£3 MmiTBIRENZEIL

- RRTRE | BEERER ) gsostmmncm Criz
8 e T S BRI
iR | 1230 | 7GR | 120
UARE(L/ %5/ m?) 1.93 | 2.44 | 2.23 | 2.15 (-0.81,-0.39)"
FIiBIRE (mmHg) 50.88 | 44.97 | 49.12 | 49.10 (2.96,8.98)*
Jili M4 4T (mmHg - 43/L) | 14.20 | 9.17 | 11.17 | 11.66 (3.67,7.33)*
PR IIUE (mmHg) 92.80 | 84.98 | 89.07 | 88.60 (3.20,12.07)*
L (L/53) 3.40 | 4.29 | 4.05 | 3.94 (-1.42,-0.65)*
4iL 55T (mmHg) 13.14 | 11.71 | 11.13 | 12.24 (0.39,4.54)*
IR IR R AR (%) 92.65 | 92.82 | 92.52 | 93.06 (-2.42,2.45)
IRA FIR AR B FIEE (%) | 57.41 | 61.38 | 58.76 | 59.09 (-8.30,-0.94)"
Jili BIIREZAE (mmHg) 9.27 | 9.77 | 9.03 | 9.63 (-1.96,2.64)
OB G/ 4) 83.70 | 86.91 | 84.46 | 82.90 (-9.33,0.06)

) A E I X > TREBIEIE R A %,

* L OBUETXITIZ BV TR & E AV AIE A (p<0.05) & A% L7z,

SEBIT 75 HE O R T & % 647 W AATHLAE (Hhoefif) 12, ARG B W T
511270, 0m. $5-# THE316.0m (n=>55) . BEAFEEHIC BV i 5a1
240.0m., $5#TH192.0m(n=53) Th o 720 HG# THIZ BT 55
A2 B DAL E AL ARF B G HETA6mBg i, A C48misd L. A
FEERE I L. ARG ICB W CEBIIH AR A EICSE L (p<
0.0001) o I I8 55 > FREREIR 00 B3t Y O iz i B 58 (R ) iE O B
YR ASERO STz,

F 7o FETHNIARFFL GRS BTl BEAFE I ECo0 & AR AF SR ISR
M7 2RO LR o 7z,

ARHN G HERIE BIS6HI . BEAT IR I ARRE BIS5H) & o ZE B 7£10% D 1
THE SN ELGEFRILIN - 5 - PO (84%) . 56 (75%) «
FARAR (66%) « F 91 (50%) « B (46%) TdH - 72,

)RR E o 7o BE S MEMEE, RISUMEE. EEEREEED
5 2 A B (%) iE T B o

18. FEwhZE

18.1 1EA#RE
PGLAL M FIEH L O M/IMR O FFR I Z RIS L. Mg OcAMPREEA:
ZARMES B 2 202 X SRR VR I K O B SE I e % 383§ 5 10 12,

18.2 MEIRERIEMA
MET VRN 2181 & U TRl ¥R 055 v M 2B W IRREN %
Mot L 7zAk . AR I E 2 KT S8 5%,

18.3 M/ MR EREIHI1ER
v b II/IME O ADPFE S St & B0 (50% 30 0 0.5+0. Ing/mL) § 5
(n vitro)¥

18.4 WREETFIVICH T B/ER

18.4.1 FO YU K YFHFH Ly VMiSMERETFVIZHBWT, i
AP OB IRE © L 5% #4219,

18.4.2 9 A ¥ — A (BIRINIEA) 12 L 0 5 L7z 7 % i EfE € 7 V12
BT, MHEIIRE & OBl I IRPL A T S8, AR 2B s 219,

19. BRIRSCET LR FR
—fg 4y - TR 7 A5 — ) F b 7 4 (Epoprostenol Sodium)
b % % : Monosodium (+)-(2)-(3ak 4K 5k ,6a5)-3,3a,4,5,6,6a-
hexahydro-5-hydroxy-4-[ (%) - (35) -3-hydroxy-1-octenyl]-
2H-cyclopentalb]furan-A?*valerate

i

7 A CoHaNaOs
o i 374.45

4 R AB~EEAEOHROMETH D,
Ke ZH = (95), A% )=V XIET AFVALVAT I K
T 5,
WRETH 5,

‘COONa

o
|

H /

%(H

Ho” \H i 1’ Son

JEFEELalB) : + 76~ +86° (PRI ALK O/K5 25 L 728208 0.1g,
VAFIAEVAT IR, 10mL, 100mm)

20. BRV EDEE
IMERETRILEL L TRET 5 2 Lo

%22, ‘@

(BEA70—520.5mg)
1N A 7OV (BERES0mML X 254 TV R OEHNY 714 v R7 875 —
X 20N
531 T v

EEA70—521.5mg)
1N A 7OV (BERES0mML X 254 TV R OEHNY 7149 R7 875 —
X 20N
531 T v
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