2020 4F 9 AR (5 1R, BERIOMAREEICH I URT (F—2HFLE L))

KR )LIEEEIE OD 48 10mg TFFP)
ZEMAEEIZDOWNT (IR, RE. #EE)

HEIREK D 7 —~vHhA 24t



AN ER
<B#>
R R~V OD 6 10mg [FFP) OZEVEE TR 2720, NdiekBrg Fif L7z,

<#ER>

TALIRE - PTP @ L, Al L CRY 2 F LU Z IR — 7 A I =T AT gL AT R —ldt
L. M IC AT S

ABRSE 40 £ 1°C, 75i5%RH 3y (n=3)

ARERIEE - IR, MERREBR, BREENE. RIFI—ME RN, EEE

i SIEPE R
SRBRTE A [145] —
BH AL 6 » H

RN RN ES 7H| WAL D FE ik L
fife R BR (SR A rTAR IS FE I E ) [ & 228-232nm . o
269-273nm. 313-317nm |ZWIL DA % 53] 2 i
AREEMERD) (1 \ulj\?] ik Siikay
AN —ME(E —MERER) (%) (/)M - Fe KA LR E B ) )
15.0%%%27&” 3.6-7.1 3.5-5.2
P (%) G /IME- e KAED [15 43 @ 75%LA ] 76.6-100.6 79.3-95.5
TE B 15 (%) U/ IME- e KA [95.0-105.0%) 99.2-100.7 99.7-102.9
RHRESER

<B8>

RRARVIERE OD 82 10mg [FFP) Oiigiiid Filis T 2 LEMRZ MR T 5720, BHIRF
R 2 30 L 7o,

<HER>
ALIpHE : PTP @M L, ML A 2F Lo T IR — T A= A7 AL ATE R—4

L. #FEIC A8
SRERSA: - 25+2°C. 60+5%RH. 3r:z/ r (n=3)
ARERTE A MRk, fERRERER, MIEEEER. AAsEME. RFI—E, WHE. EEE

A %
A BRIE B DHAS]

BH 4G 36 » H
PR R AR B D F8E] AR D FEE Bl L
TR (RSN AT MO BE B2 [ R 228-232nm,  269-273nm, A i A
313-317nm (ZWLIL DR K 2 73] e e
foli B AR [FH SRR RO 1.4 ¢ 0.83%LL . Fh LSO BRYE & N N
Bk 9 0.2%LL T, R AF : 1.0%2LF] =E mE
i 1 i(%/)[l Wﬂ] WA ke
RUHI ) — M B — B (%) URe/ M- KAl [HIE A« 15.0% ] ]
%%qu\] 3.6-7.1 2.1-6.4
Vs P (%) G/ M- B KB (25T < 45 43 T6% LA b, %% : 16 ) )
4 T5%EL ] 86.0-98.9 81.5-99.2
TE (%) G /Mt B KA [95.0-105.0%) 99.2-100.0 100.2-100.6

X 16 YUE A AR 5 O B 2 2512 12 @] 1% & 0 Fric 2eakiid; ik TRl 2 32 L 7=,

<#GEm>
RWIRAFER (25°C, HHXHEE 60%. 36 » H) OREA., WH OHGHE FICRWT 3 FREE
Th DI LRSI,



3. MAKNKEICEITAREM

<B#>

RA~DVIRRYE OD $& 10mg [FFP) OMECIANREEIC KT 2L EM 2R o720, Maldis
TEMERRER & S L7,

<HEE>
RSt

MG - 60+2°C, Bt (BT 7 AH) ., 1 v H, 2 H. 35 A
AME - 30£2°C, 75E5%RH. Bt (BT 2. 1 »H. 2 H, 34 H
WY ST T 1000Lux BEST, BRlL (v —1) . #BEH & 120 77 Lux « hr B
AERIEE ¢ PRI, WM, EEL MEEER, BREEME, mEEE

K ERTE [ MiR(60°C) IE(30°C. 75%RH) i (120
" [%E*;’?r:] B dnlir 7 Lux-hr
1% A 2% A 3# A 1% H 2#xA 3HR | masti )
PR R AR D FEEE] WIREBOFEEE | b7l | Bl L 27z L 2h7e L 2h7e L 2e7e L 2h7e L
VR HH | [ IN . [V
Ei]ﬁ (%) [45 53 : 75% 86.0-91.4 83.7-96.3 | 90.0-99.1 | 89.2-93.5 | 89.0-95.7 | 96.1-101.0 | 92.1-98.2 | 87.6-96.0
&8 (%) [95.0-105.0%) 99.8 101.1 100.1 99.9 101.5 97.6 100.5 99.9
i S BR [RF e (R R A T
1 1.4:03% L F, #
NSO FERF S B A A R ST WE Bl A A
KK 0.2%LL T, %
WEAF © 1.0%LL T
AREEMEFED) (1 43 AN 12-18 13-16 16-24 22-28 13-17 27-33 29-51 15-17
EEWN) [ E: L] 50.4 47.5 50.3 47.9 13.3 15.0 13.8 47.1
<t&m>

IRZAFIZ U TR BRI R AN DAL F8 0 B v, MRS W T IZZ(L 3580 b
3, WTNORBREMEICRE O THIRR, WMk, a8, REEIREANTH -7,

<FE#%E (FHXELHFEH) >

EEELLEDEE

1. REAE

(1) FEHAMERNTH->TH, 7T —BE®ZRIIRRBEONIHERTLZ &,

(2) ARFNIRIRNEA RO T, 74 I ¥ r —FE# TR AT CTRE L, IRFERTE T PTP > —
B SN &,

(3) T Ew—BHEZITEL L TRIFT D 2 L,

L ] -
IRk D7V RS
HRREm IXLET 1-4-4

SUERRFETT

A000000285




