202452 ARG (BB1A)

TARG TS VEEE
BIZE, MAEERERD

BAERA

PIL7ORYI D )iz

BARERRNEES

87219

PILTFOAII I iz 0ug vy =9,

ALPROSTADIL INJECTION 10ug SYRINGE “TOWA”

R SRS R SCLUT TR
AR - 14
) B -EMFEONLZIILIVERTLIL

il 5 | 22400AMX01253

HR e B A 20124E12H

1 = - =%

(BIIREIRTF ISR R IO E)
AHIREICK Y EFRREEDPRRT S L0HH5DT, HEE
ERHEOESTWSHRTRESS L. [9.7.1, 11.1.98

]

2. B2 (ROEZBICIIRELARNWI L)
2.1 HERODMEZDESE (8.2, 9.1.1, 11.1. 3B/

2.2 Hiffn (BHIFWHIM, HALEHMm, %) LTnaRE
[9.1.5, 11.1. 6]

2.3 I SO3ER L T S alREE D &b 52tk [9. 55 1]
2. 4 KFN DBk UIBBEUE DBEEIE D & % B3

3. ARk - K
3.1 #Rk
i 139 > (2mL)

ﬁfjﬁkﬁ E”g_] 7)1,7°ny:/~‘)l/ ................................. 10M€
JEBLL A T -wvvvememmmmrmne e 200mg
T%]fﬁ*%i%ﬁﬂﬁl/“/?‘/ .................................... 36111g

“ﬁiﬂﬂﬁu FL A P e 4. 8mg
VEZZ 1) 3 e 44, 2mg
DHARIA] (i, KEE(ET B UL s st

3.2 HH DR

TS HEOHEE T, DI NITHERD 0. FRIZIZBN

LN el

pH 4.5~6.0

B 1 R RIS 5 k)

4. FHEEX [IRhR
OBRMBRMARE (N—Cv—5k. BIEMBRELIE) [CHF5H
BEBELSUICRSBRABORE
OTREEICBIIZ2REEBEDKRE

HEITHEL B

2BHITUFILA—FTR
OfENRKBICBIT2EEBEEDHRE
OIRBFICH T B RMMITREICHD BEERDKELRSLICTKE
BIE - Mg - EMEEREDRE
OFMBEREMERELEEICE T 2HIRE DT

6. AERUHAE

(BEBIRFARE (N—2v—&K. RAEGHIREE). ETEES
HRELEE. £5MT YT b—F A FERE. RIF
A, RALHIELI~2mL () 70X &2)ELTE~10ng) %
Z DR F USRI U TRRIRICIHE, SUIATRHET 2.
7sB. ERICK D EHIEWET 5.

(BIRERTF ST RELERE)
WRICIRA U, BliaREY )L 70 R % )l ong/kg/min & U THifi#
HEL. TORIFERITIIEC THEERL THYRNEET %,

8. EELEANEE
(EHBRMARE (N—2 v —F. FHEUSIRELE). 128
Eﬁgﬁ\QEHIU%?h—?z\ﬁﬂﬁ\ﬁﬁﬁtﬁwéﬁ
Rt

8.1 AFNT K BBFIFERETH O, HEHIEBHERT D Z&n
HHDTHERET D &,

8.2 A%, MKIE., MANDSHLND ZEMNHDHDT, EERINE
(ME. ki) 2 +0ICBRT3 &, BITEHE 30 HAES
AHBEMERTL TWSOT, BEOREZERZLANSHEEIC
BEIHzE, [2.1, 9.1.1, 9.8, 11.1. 3zHd]
FERIRICH T 2 R EEE)

8.3 BRI DIEARTH 2 fFfk, EEEE, B OmpER: Al
AR VEDRIEETOR ETOMMAEZEET S Z &,

8. 4 N OB RFEEERESR T+ o B n g s hasnid
WRLUTHEAZEET D&,

8.5 G ZE IRl SERERRS L THENED S
NBWHEITIE, MOBYRBBRICYIOEZS Z &,

9. BEDERZETHEEICHT I EE
9.1 BHHE - BEBEEDHIEE
9.1.1 LALNEE EELLALOBEEERL)
DARZEQERREAND 5N DI ENH D, (2.1, 8.2, 11 1. 3BH
9.1.2 BAE. REAEDHDEE
IREZTTESEEBZTNNH 5,
9.1.3 BEEDAHNIZDEEEDOHZEE
B0 »H 2 BEFICEHINZB I TBTNNH 5,
9.1.4 BMEMMADESE
FIEMEMAZET S 2 EMnH 5, (11 1. 48]
9.1.5 HMEROH5EE
HiftzBET2BZFNnH 5, [2.2. 11.1. 6]
9.2 BHHEEERE
9.2.1 BALNDEE
BAREZWMET D ENDH 5,
9.5 1Fi%
IR SUIEIRE L TW B TR D B 2 I3 5 Lish 2 &, B
B (v b, invitro) TFEIEEERNHEINTNWS, (2. 350H]
9.6 1RILIF
HBELOEREROCRAREOEREEZEZE L. BAOMKE XX
PilkERAT2Z &, BMER (S ) THIFABITTSZ
ENREINTNS,
9.7 NRE
BIRE R S R DR B U D /NEE 20 5 & U - RGBT
Efp L TWRW,
(BIREREFESEERE RS
9.7.1 HrEWRICRET 2851, UTOFEEEZEETDI &,
CIRIE R DS TR AR TREGT 5 Z &, AFIHEEICX
D HIRRFEENFEIRT 52 0B 5, (1., 11 1. 98]
- EEREREETOHERANOBRERDO T, BRE 41270
BEEICEREGTHIE, b, BERANRELZEE8E. #5%
1by FEAEE OJGER SHEYNEZ#T D L,
- BRI ETHRT A 2 &, BEERGICXVBIERREIRRNSE
FEBETNND 5.
CBRE T, BED FOEMREIETS &, BRIE
BIZEX O EEFRICEENASND EOHREND D,
9.8 SihE
BRITZ2REEERTEHI &, —MRITEHBENKTL THS,
(8. 22 01]



10. #AE%EHA

10.2 HHAER (BRAICEETHZ L)

0. 1I~1%A 0. 1%A BHEAA

Sk PUREER
G 5 )
Zof SR
BT

& b U AAE
Ul R

i e

4455 HEPRIEIR - FEEHE | T - BRI
Pkt it 71 mggﬁﬁﬁféé i%%%%ﬁg
~ 5 mIBENDLDH S, | %
IINT 7 AT LE Tarw Th
/N RE 2 I3 % 4 5 D HEHF & D ff
TAEY > HAIZEDZDE
F Oy SR MBI B
TORYY— )& TNNH 5,
I VA fE Al
U OFF—t%
11. 8ER

ROBWERDH 50N EMNHHDT, B{EE IV, B
WD BN B ARG 2P IET B EFEYBAE E1TD T &,

1.1 EXAEER

M1 23vd,. 7FI745F2— (WTRHEERH)

HERRS. WREERME, PR EE F7 ) —F. MERTENED S
NGRS EREL, BYRLBETY &,

1.1.2 BiER GEERH)
MERTICHEN—BEOEHRHEN D SONDEZ E0H DT,
Bz +oIciTn. BRENRDSNEZEAIIZRSE2PIEL.
YEZETTS Z &,

1. 1.3 DAL, BikE (WINbHEEEARY)

DARE (BmzEa0) . MAKE. RWABSSONDZENH DD
T, BE ML X, WERREE, BESNED SNEHE I3
HzakL, BYZAEZTO &, (2.1, 8.2, 9.1 1B

1.1, 4 BEMR BEEAR)

MEMEM% WEZED) BNHS5HODNDZTENHDDT. FEEL
gk, MR RIS, HEXAR B SR S NG A IR S E P IE
L. BIBEERNECHOBRGZOHEYRANEZITS T &,
[9. 1. 458]

115 (DERER (BEAH)
Mags. Mo Eies. DEXMEHESENED S NBEICIREEF
L. BYUBLEZTTD Z &,

11.1.6 B, SEEELMm (W HEEARH)
[2.2. 9.1. 55:Hd]

1.1, 7 BERERAE, AMBKED. M/MRELD (Wb HEERH)

11.1.8 FFgEEREE. |E (WINHHEEAH)

AST. ALT. AI-P. 7-GTP% D b5 %S FFHREREE D HE N H
S5bNDTENDH B,

11.1.9 EFRRE (12.2%)

FAERICKRS LEGA, EWERREENRS SOND ZENH DT,
BRE2THITOE, B, BELULEZGAE. BE. EAEE
OFE, HE5FIEREBYBAEZTI 2, (1. 9.7. 150H]

1.2 20D BIER

0. 1~1%Ait 0. 1% BREEANAH
M4 BARARIR HNR (7 7% &5
N I e ik
i 50 M il -
AP
LR %ﬁ@ M _E 5D
J—— RS/ I’
R FEWL | BiF
Wi R | SRR
Bk
5y & I 5 ] e
uﬁ“ﬁgm
JIiIR7:3 IFERERIE S
FEEL HEWN i
PR | BEE PRk PRH
LU () Jee fg
B =z FIT
B E ¥R -
ik AR 0D B T
I b JiiikER ZhiFv
{Igil‘ DK{M %jﬁ:\_ % 5 ’%Eﬁ‘
] il (Gt ARG
H ifn feg et I, FERH M, R
I, MfRES)

) ZOXIBIERND S bNGH IR EFIETSZ &
FERANDEEICHZ> T, L OREADIEAD. K7 O—)VifnfE (1. 3%).
AV AlE (0.5%) . mIEMIE (0.2%) 23 5HNb T E0H2DTH
RKETRIITO T &,

FE TS 1R R IR 0D [ A e PR A B OV B 7 8% D 1 P AR A D RS SR 2 &5 b
HTHEHL .

14. BRALOIE

14.1 2RNAEER

14.1.1 ROBEICIXERALARNZ &

- HHEELZDH O,

s TYURY —EERPHEL TS EERERNRLL TnD EE,

- S UKD AN T NS, TV P DIHEESEDR
ENRDLEND &EE,

14.2 ZHIFRABBOEE
(ShBELLE)

14.2.1 ®MEOREZREFT 2720, FHEMEITHELRNIE, #
FIZER L TIEE AN 50> < DBIT S Z &,

14.2.2 Seiio Lz Ut U > DRRERicidfiizn 2 &,

14.2.3 WHTIRMNT 284813, 2 O U THEBRRZESI LT &,

14.2. 4 AFEHRIN OMOER SEMFE AL 2N &, 272 UimE
HEH FFRANT . EIFUHAL) EORGHTS 2L,

14.2.5 K2 8 IRAN U AT 9 % S A RN 245 R AP I B A L 5%
TRISFEETDZ &,

14.2.6 RNURILEZ IV ROKRE v NMEEFA LGS, THAITH
% DEHP [di- (2-ethylhexyl) phthalate : 7 % )L - 2-TF ILAF)V)]
PEFIRET S 2 EDRE SN TS,
(EIRERTEE AR RS

14.2.7 FERAOHZEIZHEL T3, FigdiEic & D DEHPOMRIA BN
BN 50T, RUBILE VB O Y v MEOMHEMITS &
MEFE LW,

14. 3 EFIREHOEE

14.3.1 AFRGICKVEWERNS SO -BE13. #5otik, #%
Bl DEER EWEYIE Z#T D T &,

14.3.2 527558103 91 N TORERZP </, 47
BS 1 O TRET DI &,

14.3.3 AFNIEMAAZEEL TS ED, RYT—RR— MO
EFa—T%2ER LG, F0a37 5 =80 O0ENDIFH A
L. IR 5w, ZERASZORRENS DO TEETE I &,

14. 4 FFII/REROEE
BIEZOMAIZ—ERD & U, FHEORRIIAEE & & HITHEPMNIT
BETDHI &,

15. ZDDEE
15.1 ERRR{ERICE D < 15HR
BRI DG X 0 FENH SN & DMEND .

18. EEZNEEIR

18. 2 &EYZIRE AR

18.2.1 M/MREEICHT SR
TN TaRYNEIO g ) >Y Th—=71 RO FI)VF v bEL
wglZDNWT, Zifif/MIEEERERIE R E 2 H W T e M2l Tof/h
WREEREZMIE L. S0V EE2AE T 2 DI hERd T —7 Bk
BB L2 &2, M/MREEEIGIER 2R L. mHOEML
AR RS &I S vz, D

18.2. 2 #AEHIRMFERCME I 2/EH
TINTOZAZDINEIOngT ) Y Th—=71 RO F)VF v bEL
wg (0.1pg/kg) ZHMEE FTIE® A X (LBE260L) 124 RBREIR &
DEG L. RSEEIIRIC BT DR MFEEE K O I0E O i KB
TERELEMRALZEZA, WAIE S MHT IR O R EH 2
KU, TNENOESEYFICFEZ SIS iz, ?

18.2.3 RIEMFEERCMEICHT S/ER
TINTOZAZDINEIOngT ) >P Th—=71 RO F)VF v bEL
ng Bug/ky) ZAML TN R (STZ) #FHBERES Y M (A
FELSID) ICREIRE D5 L. B EHE T2 3 mAmiid b
BROVEHMEORKRE FEZ LBRRFLZE 25, WFlE b Ik
BNk OMmER FMERZRL. TNTNOERISEYFHICFEZE &
HWFE N,



19. B ICET HEBEFHME

Mt O o (FNTARTTIEOue U TS Th—7] ERAE
NSNS GO L7 2% —msEEEEH L, SMEEZROHELT A0,

FEE) JUSY OME) Z2E-oTHDAALTLEE N, (X1)

HOHH

H OH

—fg4 7L TO ALY V)L (Alprostadil)

b4 : 7-{(1R, 2R, 3R)-3-Hydroxy-2- [ (1E, 3S) -3-hydroxyoct-
1-en-1-yl] -5-oxocyclopentyl} heptanoic acid

5373 CooH3405

T8 1 354.48

(S N EI@ODﬁEEHX s EOM R TH B, T /=)L (99.5)

XiEFTF b o ROy @23, 7 b= MUJLIC
Iz < <L KITIEE A ETEITRN, )
Bl 114~118°C

20. FIRWLWLEDEE

20.1 HAEEMITTRET D &,
2. ALRREMN LI/ DX DI TT, dAKRZOSL D, Bl
20.2 BEER DD, SMHICANIREBTRET 2 2 &, SMEME % EIEILANSBIEHNT A, (K2
LTt T B LS ICE LA >b§[ 7.3 T, (X2

2. Qg SR
2mLX53 U > ¥ (BiEEHAIAD) @ﬁ,jA&

23. EE
D RENEDEF - SO (MR I HS B IER)
2) Rl RS RSEBIRILIA B ML V9 % Ve )

3) tNEERl - FEEABR CRMIFR R & OILE I 53 2 1E/) YT
20, TERERCHNADHE G
R SRSt FhEDIE > & —
T570-0081 KBFF~FOH HEHEMT2T H5& 155
0120—108—932 FAX 06-7177-7379 — 0
TS50 v —
2. BBIRAEES ()

26.1 BLERRSETT (BIA)
RIMFEmFINE

KERFFIEMHAER2E 1S 3. ALK &S Ui 5PN SE Y F L, 2QERELT
AL T/,




