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I. BEICEYTSEE

1.

2.
(1) AFNE, IV 2 a2l &3 58D RIRERTH 5,

(2) DHE - YRIRAEDGE & B AMBEIC L0, D EEZENSE 5, (VL 2. 3EFEH] 0mEER)
(3) Hii - RAWMOBBIC LY | M) ol & KR ZUET 5, (VL 2. FIEIEH OHEZBH)

(4) RWERZS B (BRRMAME R 25 Te) 12, KRR 21.4% (45/210 f) | TR A AEHR A T 9.2%

B OZE
AHFNX, Y ARG LT LR OAEIBEAITH S,

SNV 2R, TR v OBMIEE LTKRKERAY -V T ey Rmy T (BT ) TH
ENT-EE) P UFEARTHY . [FHFZEFTO A. AAlousi H1Z & - T 1981 4E IR STz,
AIEIL, AP OBIRA R AR AR Y AT T —PMEKTH O | BPEZE SVER KON & HREE 2
R - TRV, LObLBEERMERIZH <, BMELARIEERE L TET LW ERA LTV D,
SNY AT A O%BMIERE LT, b b ER K O EIRERN LV T, &
WZEME AT D2 L2 BRI SN ERTH D,

KETIHEH, 9o MMEOLAREOEREZRIGICEFEEZED, 1987 4 12 A2 FDA I L W AR I 7,

ENTIE, RKERXZ =V 7 - v ZAny 7 RDEAL, 1986 450 LM L7z, HARRER
L1987 AL 0 FEhi L. AFORAMELAR2ICHT 28 SRS, 199649 H, IV —F%
$H 10mg] DIFEFEICE - T=,

[V —F R 10mg] 122021 4E 7 A 1 HICT7 27 5 2SS S B E TSl
EIRFEARGEN AR S, 2021 4E 9 H 1 H LV HE ISR A2BE L,

A0 aRFEE

(288/3,122 f3) T, FE/2bDITMERT 2.10%. (70 14/3,332 1)) . if/Migid (iE) 1.71% (57
413,332 #) . LNmEPEHSMHNE 1.05% (35 14/3,332 #il) % Th 5, (FHHATHERmE - 200846 A)
k. BERARNEME LTOEEN (Torsade de Pointes Z&dp) . ([LE), M/FEET., Biae
DEABFEO BN TWD, (VL 8. EIEH] DEZM)

3. HEOHFFHFE

(1) ERSEESIEA2EEL. 7o TADT~ UL ERIEAEZ Tz LTW5,

4. BEMERICEL TAMIRERHE

T T B b

RO T | A b BRE
RMP fiis

EMO U 2 RAMEEB L LT |

IR S LT B b

Sl A $ 71 o i

R B E i




5. REBEHRURE - A LOHIREIER
(1) RBEH

LR
(2) & - ERLOHREIE

Y L7

6. RMP D=
LR



I. AMICBEY HIER
1. R3E4
(1) M4
VY —ZEFHE 10mg
(2) *4
Milrila Injection
(3) &AFDHRE
Fricia L

2. —i&4
(1) M& (WwAE)
LY /v (JAN)
(2) #4 (WMAE)
Milrinone (JAN)
(3) AT L (stem)
T ALY UHEROELE - -rinone

3. EEXANETRERX

H
D%JN . ~CHs
NG = N

N

4. HFRRUDFE
4+ C12HoN3O
StE 0 211.22

5. 24 (M) XITEE
1,6-Dihydro-2-methyl-6-oxo[3,4’-bipyridinel-5-carbonitrile (IUPAC)

6. \HR4. &, BES. BE5&S
RS - YM18018
YMO018
Win47,203



M. BYR4ICET 5EE

1. PEEEMER

(1) MR - K
M EA A~ EAORKBEOR R TH D,

(2) B
FRRIZET09 <. HER2 (100) XIE NN - P AFIVRIV AT L RIZRORVFETIZ L, A% =X
W2 7 =L (95) IZEIFIT <, KT THEITIZS K, P2 F Lz —T /LT L A ETIT R,
0.1mol/L MR I 7“50

(i)

. VR 1g DT DI

i (mgml) | BT HuME (mn | 0 EEREA
R 401 2.49 CIASERR
N,N-PAFNHRNLLT IR 20.3 49.2 RREEIT I W
WEfE (100) 18.0 55.7 LB Iz W
AR ) =) 5.72 175 BTz <
x4 ) —)L (95) 2.76 363 Wiz <w
ZA=2=F: Y 70N 0.707 1,410 TR & TEIFIZ <D
7K 0.593 1,690 Fi 6D T IFIZ < W
YxF )T —T )b 0.00688 145,000 FEAEWT v

(3) WiEtE

LU % 105°C, 6 REMFLIEEEE . FRHEE 33~93% D FMAHIC 4 HEMRF L, TOHEREE (LA

FARTe, FEXHBERE L 725 L EEOWMARD HiLd M)@ FHXHZEE 75% LA | CHENZIE 2%
FTHY ., WD 72h ol
(4) B (RR). R, BRER
Ale K 317°C  (5fiR)
VY 2 AE3I3CHHEN BETIZ U s, 31TCHHE TR L7208 b ElT BRIk L e o7z,
(5) BIEEMEMEN
W EIEIC L VROV P UVBROE=ZT I RO Y FUROE T I 0 pKaldthFhn4b
KIN86 ThHHoTe,

(6) DEEHK
st (37°C)
JaaRvh - K 1-A 2% 7 —) - K
pH HE1) —
D #2 LogD D LogD
1.3 0.0001 -4.00 — —
3.9 0.08 -1.10 — —
5.1 0.34 -0.47 — —
7.0 0.44 -0.36 1.17 0.068
8.9 0.12 -0.92 — —
9.5 0.033 -1.48 — —
10.0 0.0037 -2.43 — —
— D HEET
1) pH1.3 1% 0.1N #if%. pH3.0~9.5 i% Britton-Robinson #&f#{fk. pH10.0 % 0.1N /KEefkF ~ U
U LR A LT,

H2) D=FHHSETOWRE/KETDRE
(7) TOMDELRIEE
RS - Bl 616, 489 (A %/ —)L)




2. AMERSOEBEHTICE T SREN

ey fE Al e | R )
GERAR (Ko~ 97 4 —)
s | 25C. TB%RH | FIAR ko BV THIEEOE 5o X 2R3 &
RMRAFHER (W 77) i) | 2P b on. sREEE e
NTH-T-,
| 40CRUBOC | TR g 1t o
‘{J]ILX (H%F)T) (%—:*%) 6 jJ H %Dﬁgﬁ B H eiif%ﬂ*ﬁm(&)o ‘k—o
e | 40°C, T5%RH KUY | 7R kb . N L
mp | 400 TP K G| 6 R | EREEE IR TR T T,
HREAR e B N Yy Ty PR
- Sl o DIRBRIZIBNTH DTN EAkE
g | TR NCEIIT ) TS | eaA |#UR. Ll vFRbeme L
: B AOREN TH 1 . &R
S 34 CHR Tl o -

X REIRAFABR BIEIZ L D

BBRITR PRI, RSB,

H) EHRFERBRICORIT- T,

3. AMmSOEBERRE. EEE
(1) HERdalBRik
1) A AR e R E I5

KR E IR  L, i KAET B U 0 D2 N T2iRIC D& | WA AV EJET D &

x . HE 281~285nm K TF 328~332 nm (WU DR K A7,

2) IR AT S AREE
RAL U 7 LEEAREIC L W RBREZATV, KD AT MV ERGMOBRANRT MRS 5 & &,

i DAY N VIERE IR D & Z AIZEEROIEE ORI %

(2) EEIE

RN E TR
Kz XERIED LTt BEE (100) 2NZ., EFRETHRET D,

Al IR, Koy, AR

AR, TR DIRER

IR X #REIAT

[ oXaN




V. RAICEIYSIEE

1. #f
(1) FBOR
KPS
(2) MHOMERUHER
HR5E44 VY —F EFHK 10mg
RPETER A
W - P
A - TR 65 VS Ok
pH 3.9~4.0
1
»"ﬂ,‘%‘%
PRI L FLE T K H)

(3) @WAa—F

7L
(4) HEOYHE

(MV. 6. BAIOEFESEI TR HEEME] OESMH)
(5) Zoft

YL

2. HFOHERK

(1) ABES GEERS) OEERUHRNH
Wi 524 VY —F R 10mg
GED%a 1% (10mL) LU J v 10mg
Il 1% 7 RopE 470mg. FLEE. pH FHEH

(2) EREZEORE
MR L

(3) BE
MERR L

3. RIBRACHEMRRUVEE
M L7

4. Hif
PP



5. BAYTHEHEIED HHRHEY
TREDOIMEM RN T D ATREMED B 5

W5 (REHR) = ok
H
0. NH2
R-1 | AER
NC X~ “CONH3
Bt it AL
R-2 53 )
(M-2) H2NOC™ X /’| T VT 3R
N (RH)
H
O N\ CH3
R-3 SN LRk
K

6. HADEKBEHTICETIRER"

(1) EWitRGER
ARBRRE B - 2008/8

OINY —FESKR 10mg  EHIRFHER (25°C., 60%RH. K5FT)

[ mdtgRe (7 v 70 +HEdE5E) ]
BRI H LRATHAR
<HiHE > BHAGHEE 6 % A 12 % A 24 # A 36 % H
PR . - . . . . . . . .
. ﬁ 7_V<E 0)~ ?ﬁ% 7_V<E @w ?ﬁ% 7_V<E 0)~ /{\H‘f‘ \}QE 0)» 14?‘:% 7_V<E 0)~
< AV O > R DR B DR B DR BPEBE DOE B DR
pH
39405 3.63 3.60 3.66 3.60 3.61
R ERER (WG . . . N .
ROEERUR (BB | e o o o o
<>
LB (o
& (%)
95~105%> 101.0 100.6 100.1 100.0 100.4

X5 ERRXU AT NI TT—/VH R 284nm (21 WG 0.20 LU T

(2) writaER
AR RIS RIFIERE PRATHAR AE R
et ) B IH £2TH s

e 50C (WEFR) ﬁjﬁ 7 A 6 5 A %\‘iﬁ?ﬁ% Bl & THEBEANTH

T -7,
e BT w118 TN T h

TR i (1,000Lx) mersa | 6P| o
TSRS UT T LZHEBRE RIS THEBENTH

o 79 HERY
77 ST,
RERTEE MR, pH, ME. 58, RAEMWE. S oK%

. ARERUBRREOR

EE

(Tv. 8. AELOHE] KO V. 11. EH EorE] OESMR)

8. thFEIEDEEEL (MEIELENEIL)
(IXI. 2. ZOMOBEEEE] OESMR)




9. Atk
FAAOSA

10. B -aE
(1) FRIRELGER - BF. NEI’RKRLER - AEICEHATLHER
MU ERR L
(2) A%
10mL X 5 %
(3) PHEBE
% L7
(4) BROME
O T AT T

1. BRRHIhERME
KB L

12. O
Mgty FAOBREERER
FRBR N B 2003/11/27~2003/12/18
Bk LY —ZEHKR 10mg (2 v b : LO06Y01) 174
iR - REARDE (2 v b 2A9IN) 148 (500mL)
B A

BA AT o IV T84 TPN 74 2 A (BRI 7 4 V% —{F) PLFA-2203)
TERL TR AR >~ TE-112)
% F & : 60mL/hr
BREUE T - Wi > 7, Wi v RN L D iR L2 IR (45 SmL)
s . T T RERE
PRI FURIEH R 1 Wi 3 W1 6 ]
iR\ 7 o PRI n=1 iR RG] RG] RG]
peadiie i (%) n=1 103.1 103.2 102.6 103.7
e o e PRI n=1 iR 44 5 B 44 5 B 40 5 B
KO LmEK | &8 (%) n=1 102.7 104.1 103.4 103.8




V. ARICEYSEE
1. PEXEHR

2.

3.
(1

(2

TREOIRIEE T OIA 2 K5 L THRN AT 056
ol A=

MEEXITHRICEEET HEE

5.RERIIMRICEET HER
KANIMDOHER 2 55 L THRRD AT DG EICHEN 2B ET 5 2 &,

REBRUVRE

) AERUVHEORSR

AANL, EFRE O FE F. UIHEITE U TABRRRR, 7 FUBEIR, 1B ) 7 ViR, a7
U BESHRETHR L, I 2 e LTHRE 1kg 720 50 g & 10 23T TEARNEE G- L,
FlEfeE 1 7= 0 0.5 uglkg % siHEIRNE ST 5,

¥, R EIXBEEOMATERE, BARERIS T T 1 oMbz 0.25~0.75 1 glkg D& T
HIHTE 5, £z, BEOREIZ L - TE, AEFEIRNE S 2588 L TH L,

) AZERUVAERORERE - B

RMEE R L

. RERUVAEICEEY 53R

7T.RZBRUVAERICEET 3R

7.0 AR OEHIZ X0 BERIERS L E L, BEORENZE L72She (BMEMORELZN LS A
ZiX, BAREEET 22 LR MOERGIEICEERT 52 L, SHEHMITEE OKIGHIZE U TR
7250, A8 WA A THR G T 2 BN UGA 10X, MATEIRE R VRS RIBE 4+ F B L 72
NOEEICHEGTHI L, 2B, 1 HOMEBEEET 1.13mg/kg UKRHAED EIRT 24 &5 L7
BEICHY) BN &,

7.2 RANTBHEMAR OEAITH Y, BHEENMET L TV D EBE (BEBERE, FERBIERE, milnd
) ClmETRENEL RDZBEANRH HOT, MIE, L OEX. RE, B, Rk
OVEEARE . F7-FREZRBR 0 MEhAIREAAE, O E R MR T A%, BEOREZ +o0B5E L)
B I EIRN IR G- OBRICIT 1 9 H 720 0.25 1 glkg BRI T 57 iR GIZ A bR E H
FICEETDHZ L, B, MiEZ L7 F =14 3.0mg/dL 2B 2 % BE T, AAFIO MAEFHEENE
FELHTEMROOLNTNDHDOT, ZOXIRBETIIRICEET S &, [9.2, 9.8, 11.1.2 ]




5. ERERRLIE

(1) BERT—321Rvr—o
MG R R L

(2) EREKZEEFER

TR BRE Al 2 seh 5202 B [ B R PN B 5 BB B OV RN e 5% - 5B 2 S0 U 7, BRI RN B¢ 5B 1

12.5. 25, 50, 75ughkg (VU /U8 (MEE) 1661, 77 wARREE (PR 8H. #2461) ® 4 H

BIZOWT, FFAIRN R 538k T13@0.5 1 g/kg/min (120 43) @1.0 1 g/kg/min (120 43) @

50 g/kg (10 M) (28l &HiE 0.5 g/kg/min (110 43) @ 3 A& (M B 13 %, P & 8 ). 7 21

B) IZOWTITo 72, ZNHOFER, Wbk & bICARMEICHRICHIBIT 2R, BEEZSR L LK

RERZAT D I A D S L=

W) AFNOKRBIN TS HE - AEiE, TI4) 28 LTHKRE 1kg 729 50ug & 10 4300
THIRNE G- L, gl&kis 1 M H720 0.5 glkg Z SRHEARNER G595, 728, SEEGEIT
BEOMATERE, BAERIZGEC T 1 2MH720 0.25~0.75 1 glkg O Tl EHIJK TX 5,
Fiz, BEOWREICE > TE, AEEHIRNEENSBEIELTH LV, ) Th D,

(3) AERERFERR

AL SR B LDAEORAMIEOBRE (64 ) Zxigic, HEFIRNES AR (12.5. 25,

50, 75u glkg). FRIRNFREEEES (0.25, 0.5, 0.75 u glkg/min) % FEiti L7z, TOFEENSI LY

UIRBAMELDARICK L TAHETH D Z LR S, FEERENER LA LN o7, HEIFR

W EICBWTIL, &E%, DIRNERLIIHEET 5 S O OERERZITIINR VI T2 2 &0vb

PHIRZMEFFT D 7o DI IT I FRIRN A B SRR 52175 2 N E L, o, BRI EG

BACHSI O HEFRN G- O & & L TURESCH 2 MATEE O SGE 2155 72 DI21E 50 1 glkg 235 Y)

ThiEEZLNTLY,

W) AEFOKRBIN TS AL AEIE, TI0Y) 28 LTHERE kg H729 50ug & 10 4300
THIRNZE G- L, gl&fs 1 M H720 0.5u glkg Z SMHEARNER G925, 728, SEEGEIT
BEOMATERE, BAERIGEC T 1 2M&H720 0.25~0.75 1 glkg O Tl EHIJK TX 5,
Flz, BEOWREICE > TE, AEEHIRNEENSBEIELTH LV, ) Th oD,

(4) BEEMEER
1) ENEREERR

BMEDAR BT 2t RICIEN TEfE S 7z ZH S B HEGR & O— MR EFR R 30T 72 61l 67 4]

(93.1%) MFEWLE I EOFME 579 8,

OMEAE 2 LEAT F B S 3R

Swan-Ganz 7 7 —7 /WEIZ X D MATEIREE = % — BN LEE T, JEINRRAJES 18mmHg Ll ED &
PEODAE R OB OREO B EO R (65 1) Zxtge LT, HEFRIRNES (50 1 g/kg)

B OEARNE R GO BHEMER AR L, Sk B RN EGABRIC X W BE Lz, BBk
YL, IERFUPAEMEDHIESRT L v A F—3 RS LAE, REEPIMNESCEE R REIROA
PR L L=, M1 0.25. 0.5, 0.75u g/kg/min ® 3 FETH VD . K E5HEFENIHEEIFIRNIE S & H D
HCRF6 R & L7z, FPMTE B XA TEIRE R T A — % [IMREL, — BRI HRE, ImEEe, 2
R MEEPL., —EOMfEHESRE. RPP (Rate Pressure Product) . MEiRELAJES], I )
Y OMBEFRE K OREMNTholo, R MATENRE ST X — &% OZAIZ A & & OSE IR EER AT
PERRO T, ZEMEIZB L TE 0.75 1 g/lkg/min H 5 TEIWEA (REIRE) ORBRN00
m< (25.0%). EwMERAELE LT, 0.5ug/kg/min 2R L7,
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Ot
17.1.1 BALERE (RELFEXFEELDTEEERS)
ARz LTz 2t DR 2 OB M D AR 2O BMERIED B ICARI T 7 7 v R &2 Sl F —EER
PR e LCEM LU, AFNTI Y 8 LT 50ugkg DR T 10 4FEARNTR5- L2,
0.5 1 g/kg/min @ 2 C 50 I ARNFRGER G- Lz, AR 7R E2xti@its Lic2 b, £
SEBEICEIE O SEMNEG ENDTREN D 722 LD IBREOH H5BMA% 30 Ll k&
F23 U C b MATENRE ULEG RIER O E DT O 2 WA ITITERER 2 F ik Lo FKANZ 8] v
ZTHLRWZ EE LT, ZOBRA, Bz fik LR TrERIB Y DIRHEEITH) Z & & LT,
MATENRE D UGE N DN MR UGE L I E P U, doag, OXUE, A, Bbo 5 Bl TR L 72,
Y URECEBWT, MATENREOUGE . PARSCGER & bICEWINE « 12/27 1 (44.4%) . UGE
Lk 2 25/27 f5il (92.6%) T, tELLE : 0125 Bl TH-7-7 T B AREE &l L CTHEIE > TV,
FINY L UREOBEZ 2R T2 2RI e U : 23/30 B (76.7%) . Z2VEICISIERIEE 2 L L
£ 2 27/30 Bl (90.0%) T, T EREE (LEMEICHEZ L - 24/28 61 (85.7%) . ZAMEIZIZIER
e LLLE - 27/28 5] (96.4%)) & ORNZZEZRD o7, RBINY J VEETHRD LZEIE
AE, DEMEAREENR 5 1 - B 2 4F GE7/31 4], 22.6%). 77 EAREE CIXOBEMEARIENR 2 14 - I
IR GBE2/28 Bl 7.1%) TH-oT20,
2) REMER
(TV. 5. (4) WireyiRBRl. V. 5. (5) B¥E - JHEEHIRER) DHEBM)
(5) #BFE - WBHFAR
1) Bt LAEEMEELAREOAMIEED B3
1712 BRA—T VR (RUHLFEXFEFELTLEESRS)
ARt LT 2t DA XL B ORI RS 2 RIS as LR A— 7l e LT L
Too ARANIINY 2 & LT 50uglkg DHET 10 BEAIRNE 5 L7=%. 0.5 1 g/kg/min © &
T 50 SrMIE RN FRe e G- Uiz, 1 ReDARR I m A TENRE - BRAREIRIZ)E U T 0.25~0.75 1 g/lkg/min
OFPHCHEEHR L, AFt 4 R G U, BB TRE (4 RpR%) L Ok G- T Rp IS 5-a10
OBIE L e U ClATENE, BRIEIR, RO ERIT ROUGERE, S CEE, L2 2 HE
L7z, MATENRED UGEE N AR UGEE 1T F I SGE, o, OwE. RE., Bk, HERRD
6 BePfE CREAN L 7=, MATENRE O UGEE X EWILGE  19/36 44 (52.8%) . &Ll | : 32/36 i (88.9%) .
DARYGE T E IS © 16/36 i (44.4%) . LA L - 34736 5] (94.4%) Th o7z, £/, IV
U UL SNREG OG22, 2aMEICRIBEZ L - 31/42 6 (75.6%) . ZZaMEICIZIER
7 UL R 37/42 ) (90.2%) Th o7z, 7235880 LIVZEWERIX, MM - B85 4 51,
EENE - DRI 2 B, B S D VIEER - 1F T A 1B (GE8/42 B, 19.0%) Th o7
7)
2) BRI D LAA
17.1.3 BRA—T VB BRDHERLTLE)
BN DIRIMIEER 2 U 72 R R DBSVEE FATE S C . FAITRFOARARIR O 280 43 2B BRavi
7o MATERE DL EW O BF & G Sk LR & L CHEMm L=, AFNXI LY 2 & LT 50
v glkg OFET 10 o MEIRNEES L72#%. 0.25. 0.5 X% 0.75 1 g/kg/min O fET 1~2 K
AR FRGEIE G- L7 (e EIREOHIETIC X 0 BEIFFIRIN G- 21T OIS F RN R 5-2° 5 B Aa 5
LTl R ASHRM & Tk 590 2 L&Al L L), IR T, BGRTOBEM & i L
THMATENRESCGE RS, SARUGERE | MHEL R4 HE Lz, MATEIRE O SCEE I NS AR UGS X
EHIT 8/9 5] (88.9%) THEMILED H W WM TUHEEA R LTz, INY /&L L2210 FliciBnT
BITERIZRD 5T, BHELREITHEARE S S 1 Z2R< 961 (90.0%) TZeatkicf@E
LEEnk?,
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(6) AEMER

1) EARERE (—REARKRAE. FECEARERE. SARGELRRAE). RiER
—RARE. REFRFTREBRAROAR
IV — R A
HEZIRICBIT 2 IV — T OREEROGIMEEZEET 5 BT, HEHANT 1996 45 10 A D, F
v NUEIE (31998 4 7 A D, I 2001 4F 9 AKE TOMIC, & FE PRI 5\ TAHA
WG SIVTIEG 2 kf G & U 7o H RO i A 2 e A5 5 S T L7z, 220 216 Mgk 6 3,140
BN LTz, LRMEICB L CTid, DR RAEs] 3,122 1L L, 20955 9.22% (288 i)
BITER SRS v, ERFIERIE, SR, OEEIIAMGE, OEME), LEENRSORENR 106 14
(3.40%) . IMJEET 691 (2.21%). M /MRigd (E) 52 7F (1.67%). NFHrEREE 21 1 (0.67%)
HEThoTlo, AT L Tk, AZMEMAT I SAER] 3,122 il & L, HIEARRIER 187 il Ry 7
2,935 FlOREHIET, Tk PLEEHESNIEFIL 64.05% (1,880 f1]), oodks® ) DL E&H
TEENTIERIE 86.92% (2,551 i) Th o717,
) v FRANT 2020 4F 11 HICIRGEFIE & 2> T D,

2) RBEHLELTERFEORNENITEEL-FHE - RBROBME
Y L7

(7) =ttt
% L7

m

BT — 5~

<
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VI. ENEEICEET SHEE
1. EEZMICEEHSLEYMNITILEVE
RARYVERAT Z—RBMAEE : 72U /> ATV ) AREREE KT
HE : O H HEWDOREE - ZIRFIL. BEHORMCEEZSRT L L,

2. XEER

(1) {EFAEREL - fERRF
RARY AT 7 —FPIN & @ROICAET L2 I, MlaNY 127U v 27 AMP &% 58RI
B &, ORI BRI R NI IRIRIER A BT 5 L B2 b b

(2) EDHERMITLEBRRE
18.2 58ILMER
18.2.1 FHTE/NTE v b LI K OF DFEFEARIZE W T, BRI AR 2 iR S 7208, 8
BT D EIERILII 0 o T, FAERDBEEIEAILT LV 2 X 0K 10~30 fFHE->72 " (in
vitro i5R) ,
18.2.2 WA X B ORI A X2 C L I BRARAFRII o G /) % B3R S 7225 I FREEH K&
OB E RIS > Too DIRIGHE TR PEIZ 7 2V 7 > X0 9 10~30 {580 - 7 17,

A ST SRIE ] RRIFRA X)

(mmHg/sec)
70007 (ng)
Mean+SEM *k

6000 *p<0.05
el *%p<0.01
< B HHMEITE LT For Fok
S 5000 (5-RiEI LT)
¥ Iy
5
& 4900 TA) -

3000 .

Of: r T T T T

THE 1 3 10 30 100 300 1000 3000 10000
(ng/kg iv.)
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18.3 IDiE - MERICH I 54

18.3.1 kA X2\ T, HBEIFIC max.dp/dt, DI ER O—FEHHEZEMEE 5 & & b,
JIEEhARFR AT & T e S R 4R RS M8 BEHT & b S 7 1Y,

18.3.2 fiij i 7 W F KEWWRIEA K O A SURTEFARIEARIZI VT, KCl ROV V7 Rt U vz &
W UG S B 7o AR A YR B AR AE RIS AR S 7, MR ISRIERIZ T A0 /v X0 5~6 o7 1P
(in vitro iRBR) ,

Wi M (BIR) (St 2 PnaRMEM (79 REMR, KC1 %5 5ILH)

%)
( 0- (n=6)
Mean+=SEM
IC50fifi (zeg/mL)
20 IV 4672082
| TLY) S 228+6.60
a O i TR
.1
"%E g g S S S S S 5.\, A —————
#60-
80
100- T T

003 01 03 1 3 10 30 100 300 1000
(peg/mL)

WA FIR) 2R3 D HRaRMEM (f RTERIR, KC1 5

(%
00)- (n=6)
Mean=SEM
. IC50fifi (2g/mL)
20 I/ 1.86+0.38
| TA)/ 2 :11.0£240
401 IS TH Y
i
ﬁi B e . e - e e R
60+
80
100‘ T T T T T

003 01 03 1 3 10 30 100 300 1000
(pg/mL)

18.3.3 BRELA XIZHB\NT, MSHENIR, Mg EhAR, EEIAR, IHRMIRENIR & OKBRENAR o ifn & BT & el
SHT 9,
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18.4 ERMIDLFL2ITHT H1EH

184.1 7077 ) v — /LI LV FHR S ET B A XOARET VBV T, max.dp/dt & OVMA H &
NS5 & & bITAEDEIRARWE K ORI R 2 > S8, SO AR RELSE L
7": 13)0

18.4.2 A X DREIRFEERIC X 2 AL R ET T B W T max.dp/dt, R, —FEHHE L
OV E RIS 5 & & SIS D EIRBRR I, AR M A& JRET K& OGat ii & #Ht 2 )8
S, AL AREREREELE Y,

18.4.3 HERRIEA X D L— v TFHEFROLAEETT VBV T, max.+dp/dt, max.-dp/dt & OV H &
NS D L &b, ALSEIRRMIE 2 TR &L O R RIE I ERI 2D S8, O RREA I
Lz, Zolx, MR T a7 IV REICHELZ 52T, FEREIREFRESE Lo Y,

FEEREREIT T D1EM (BRI A X R— 2 TFEROAERET L)

(mmHg/sec) "
2500 * ok
i . SV
2000 1 %

TS
1000
== I:I W) 3ug/kg/5r<3047
0 == r T T T T T 1
0 30 60 90 120 150 180 (43)
(5809
(mmHg/sec) Mean=SEM
2500 sk sen #*p<0.05
*%p<0.01
8 ISy (FG-RHICHLT)
2000 A
o] AT T T
1000
= [ 1 3w/ 3ug/kg/53%305
0 o r T T T

0 30 60 90 120 150  180(%})
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18.5 DR HIC T 24
18.5.1 FilEA XICHBNT, LFBENGEZITEA NS S 2 L7 MIMERERBELLE Y,

O RRATEEBEICKIT TR (Rl X)

(mmHg/sec) (mL/min/100gk: s eft) (ARSI

5000- — p<0.01— 1007 e
80- i
4000
6.0-
| 40-
3000
20-
0T

0
Behqr D (R AR AERE) e hqr Dt G AR AERE)
(n=5)Mean*=SEM 3MW)./»30pg/kg iv.

18.5.2 JHiA X DEBIRFE I & 2 BHELAEE T /UTE W TURMIC L VKT LR ERE L &
IR F &5 Z e/, Enofima B s Einorz ',

DFBIHBHCAT 5 R OB Bk S At LR 2T 7 1)
(mmHg/sec) (%)

2500 40- ARRCR | sy

o 30ug/kg+3pg/kg/ m*2055

(n=5)
2000 ok 204 * Mean+SEM
#
i 0 #p<005
1500 7 207 ##p<0.01
(DAEHFE RIS L T)
*p<0.05
07 40

*%p<0.01
(FEG-AEICHLT)

(mL/min/100g/: % E &) (dyne-sec+103/cm?)
= = L
1001 100+
80 80+
dok ok
60 60
401 404
i % & mgy %
5 5% 5
m %

NSRS
(FAeBHAD)
S

18.6 DERIBEERICRIFIEREEREMIER
18.6.1 fitHA X 7% U RHEEARICIW T, §RIEIREN, [EEVEM ORI, 0 FHDOR KRS B
DR, AERER], 4 fHOAEL, TREVEN R, RIGH R QBRI RIS o W)
(in vitro iRBR) ,
18.6.2 WA XIZHW T, B I FHE LB ML KT SRtz A XOT R U UiFFRA
R Z AL ST, HBAREE SR R VY TN VIERAEARC T L TR R RIE S o7 2,
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18.7 —iRZEEEH
FARAER R (7 A) . IR - FEBRERR (in vitro BRI O X) . HAMRSR (in vitroikBR) . 1
bR (U AKRT v ~) KOWIR « A5lE%R (n vitro B KE YT » M) 13 L CTRICRIBEIC
2D XD RER A RS o2 W B
(3) {EFASRERME - FHehFE
HEFRPE AT T VA XUTE T max.dp/dt OBEINVERIXERIRIN R 5% 5-BRAGTE - AL HEL L |
BB T % 60 /0 REsE L= 9, (TVL 2. (2) & EM T 2RBAE) 0HESM)
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VI. EMBEICET HRE

1. MPREOHTR

(1) aREtFHLCODRE
100~200ng/mL°’
(Swan-Ganz 7 —7 /WAEIC LD MATEIREE = % — 23 Al BE CAFEIIREA L2 18mmHg L Ed &t
DR B OMENE DA D MRS RSB 35 51 D A Zh T e )

(2) BERSBRCTHRBSh-OPRE
16.1.1 BB A
TEFERR N BIEICIAE 1kg H720 Y /& LTH0ug % 10 07 TRREIRICEARNER S5 L, 51 &t
& 1MH=Y 0.5 glkg & 110 3 HATREEIRNE G- L7z & & | R AR bR IR B3 5-BR 1A% 30
Oy LA 544 T £ TR 100ng/mL O A #aRF L7z, #HK THOWERITHSCHTH Y, MDY
WHEH 50 5y Tdh o724,

BERERRA T FIZ I VY ) v ik Fife i G- L7 L D
1 35 9 B e VIR ) S R T A —

(ng/mL)
400+
A :05ug/kg/minx120min (n=5)

300 1 a:1.0ug/kg/minX120min (n=4)
ik 0:5.0ug/kg/minx10min  (n=4)
’ﬁf\f +0.5ug/kg/minX110min

Mean+SE.
h
200+
1
| //‘;_'—"X
—
o
100 3 i —

. 5 & t1/2q t1/28 AUCo- CLitot Ci5?
G n . . . .
(ngkg) | (min) (min) |(xg'min/mL)|{ (mL/min) | (ng/mL)
0.5 1 g/lkg/min (120) 5 60 4.2+0.8 | 45.243.2 13.19+0.73 294+23 109.9+ 6.1

1.0« g/kg/min (120) | 4 120 4.740.4 | 43.744.0 | 20.27+1.41 | 391+11 |168.9+11.7

5.0 1 g/lkg/min (10)

] 4 105 4.0+£0.6 | 49.8+2.6 | 21.65+2.10 303+17 |103.1+10.0
+0.5 2 g/lkg/min (110)

R ARAN $E 5 16| 12.5~75| 4.7+0.4 | 46.6+1.6

() : BE5RER (min) Mean+S.E.

a) TEHFIREIRE, Cis=# 53 EE/CLiot

E) RFOEB SN TWDHE - A&, T4 2 & LTERE 1kg H72 0 50pg % 10 3T T

HIRNER G- L, Bl&kiE 1 5MH720 0.5pglke & SR EE G-+ 5, 2b, mAiEkGEITHR

FHOMATENE, BEAIERIZIE U T 1 oM B0 0.25~0.75pg/kg O HiPH Tl I C& 5, £ 7=,
BEOIRREIZ L - T, AMFEIRAE G2 OB LT LV, ) Tho,
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16.1.2 DFRLEH

OLAREBREIRE 1kg H720 IV )2 LTE0ug % 10 03T TRRICERIRNEE G- L, 5l &
& 1720 0.25~0.75 1 glkg % 350 7y AT FFIRINIR G- L7 & & 0 A RZE (IR 1%
EBAhAT: 30 4y LI 548 T £ T 100~300ng/mL O 2 #Ef L 729,

(ng/mL)
600 _ A 5.0pgkglX105+0.25 gkl ¥3505 (n =18
A 5.0ug/kgfFX105-+H0.50 kg 3504 (0 =19)
500 | O 50pgkgl ¥ 105-+0.75g/kglHX3504 (n = 16)
!& (FiSEHiEERE)
i 400
x
b 3005
f S
& 20| -0 I —
100 o __“___;_____
0 : : : . : 5 (h)
> 5 3 4 3 6 Lh)

w5 [
IRPFR GRS (2 B L & % DM R i

QUAEBHE T TL, 2 OB AR T ORLEITIS Ul iR AN I3 2 @A 23380 b iz

23)
o

(3) HhEE
MR L
(4) BS - ftAEORE
(Tvii. 7. MRAEAEH ] OHEZH)

2. EMEERNNTA—4

(1) BiTAE
MR L

(2) BIGERETEHR
MR L

(3) HAEEEH
R L

(4) VU7 VR

111~178mL/min (&5 7 V7 7 v 2 &ML AREEHE 12.5~75 1 glkgiv.)

E) AANOEBINTWALHE - HEIX, T34 ) 2 LTKRE 1kg H720 50ug & 10 57T
THERNEES- L, Sl&feE 1 0MH77=0 0.5 1 glkg Z ST AIRNZE G535, 7ok, A&k 5 EIX
BEOMATENRE, FFRIERIZSEC T 1 oMH7720 0.25~0.75 1 glkg O Tl HEIK TX %,
Fo. BEOWREBIZE - I, AEEFIRNE G2 OB L TH L. Thd,
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(5) HHBE
12.4~16.7L (BMELAEERHE 12.5~T5 u glkgiv.)
) ARBENIOAGRSIN TS HE - A&, TIvY 28 LTRE kg H720 50 g % 10 23T
TEHIRNIEE- L. gl&kes 1 9 H7=0 0.5 glkg Z MiEHARNIR G-+ 5, 2P, AEksEIx
BEOMATERE, BAERIZGEC T 1 2M&720 0.25~0.75 1 glkg O Tl BHIJK T X 5,

Efo, BHEORIEI LTI, ABEIIRAE S DS ML T KV Tho,
(6) ZOft
DR L

3. BRE (KEailL—3y) @i
(1) A
B L
(2) 155 A -5 EHER
KB L

4. R
MR L

5. 9%
(1) I%-RBIFTEAERE
AEE R L
(2) m&-iedEPIE B
(V. 6. (5) iftm) OEZM)
(3) Ait~OBiTHE
RATORET v MZ UC-IY /2 FlRNES Lo ks, Lt T OB RER B3 M AR R E D 9.1~
91 & MIRIE LR | HETHED 85%LL EASRZLIE TH -7z,
(V. 6. (6) #7Lif) OEHZM)
(4) BR~NOBITHE
HE R L
(5) ZOthOBBEADBITHE
RH R L
(6) mMIFEAHEER "
DARBEITBW T, MIRN S 5 0A% . 2 R O MmIEE A& %IE, 76.7~95.8% Th -1z,

6. i
(1) REEERTRBER
FRHRBAL - s
b MZBWTI VY 2 AR S Ic < <Y, EREIEI VT v Ul IR TH D,
(2) REHICEAET 58% (CYPE) OHFiE. 5%
CNEE R L
(3) VEEEHNROERRUVZTOEIE
BRI L
(4) REDOFHEOERRUEML., FHELE
AR L
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7. BEitt
fERERR A BB W T, HRIEIRN 5% 4 B £ TIlICBRGED 85%LL A3, F7- 24 FFfi £ Tl
93% LA ERNRIPA~RKREMAED £ FHMH S, ZOMICREME LT Z 7 o U ERIAIRS D B4

sni?,
g 55E (ueglke) HES RZACH DR R EdER (% - #5-5H)
12.5 4 98.2+1.1
25.0 3 96.5+0.4
50.0 4 94.4+1.9
75.0 4 93.3+3.6

(e A, MeantS.E.M.)
) AFNOKGBE SN TWAHE - H&EiE, T2 2 & LTKRE 1kg 720 50 g % 10 43T
THARNZE G L, 5l&kes 1 08B0 0.5 gkg Z SRS+ 5, 2F. AiEEGET
BEOMATERE, BAERIZGEC T 1 2MH720 0.25~0.75 1 glkg O Tl EHK TX 5,
Fo, BEORBIZE > TE, AEFIRNES 2 OBLTH XV, Thd,

8. FSUARR—E—IZET HIER
MR L

9. BIEICLEKER
B R L

10. BEDERZHITHEE
MAER e L

1. Z0Oith
BRI L
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VI. £t (EAELOZXESF) CEYHEE

1.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2.EE (ROBAICEFBELEWNI L)
2.1 JERFUPAZEMEDLIRAED & % 3 [t H S PAZEN B L3 2 TREMED 5 5, |
2.2 AR ORI LIEBUEDOBEAERED & 5 &

(s

2.1 JERBUPAZEMOARAE T, ODAF ORI X 0 B3 AZE L T\, AFI ORI 11EM
LD IR OPAZE 2 B S 5 ATREMEN B B 72D IR R PAZEME DVRIE O B 126 L i 5
T DT b,

2.2 WSO SCE R ONAFE « [FEh S OUA CEIC R bW E L, AFNCRBCTH D 2 L5
NTWDHBEFICR L QIR G 2RT 52 &,

. DREXEHRICEET SEELENERA

(TV. 2. ZEEIIZRICHEE S SR OHSM)

. BERUVARICEEY 5B L ZDOEB

(TV. 4. HEEOCHSBEICEET 2EFHEE] OEBM)

. BEEGEFNIE L ETOER

SEELEXMIE

8.1 AN OB G-ANTULRD f OEBEIFE Ot IE, FPRAE FED LB UE 21T 5 2 &,

8.2 AF|OHIL, M, Ok, LER, JRE, BHERE, KRN OVEME., £ 7 rTREZR R Y M EIk
AR, DEHER MR T A%, BEOREBEABIE LN HITI 2 &,

8.3 AHNDOEHIZL > ThH, Wi SNImUER A LN WEA TG 2T I L, thAceI v Bx 5
R EDMBEIRE AT O Z &,

8.4 AAIOBEHIZ, WEOLHEHEM, MER TR O DN HEICIE, WERGOAREENH 5
DT, ZOXD G EITTWEXITTIET 572 E o2 E& 42175 2 &, [9.1.2, 11.1.1 ]

-
—

(s ]

8.1 RUELARBDIBR AT O G E OEE S, KiEE RIFRMKE) NED L Tnd LHiff s
TN I LN -T2 0 EROMFEPRENRELS D2 bbb, o, MEEMREDOAY
s, FRICMIED U U LD T ZZIELRWEE, RUMEHOH 2FEA 25+ 2 L HERREIR
ERITZENDHDLOT, MERWELEITRoTHhoHEEGTDHZ L,

8.2 BMELARIREEIC L DR ZT2 5 HE0BOEEFH, SO AREOBE TIX, REXE
EFTHIENRHHOT, BERNE HDBELRBOARREZHRGT 5 &, ol ARANTEHRH
HOIER| O, BHRE REZET) IO VW TTERELTBET L &,

8.3 BMELARDOWIK - WEBIISEFZIETHY . A LEBEL VLA EOREIZL > TUTBEE A D
AFNCH T DIENEL B D EEZ2BND, 6> T, AFIEHE L THEEORENE M1 TH)
REMNREAL LI WA, AFIOF G 2kt L7222 DAL GRb3E, FIREE, i iRk
LOFIRNEE -8 2 OISR 72 &) 20806 C TR L, mATEREO R EL L O
RIER DS EEZXD Z L, TN THARBIOHENED LR WVEFITBO T, EHICAFIORE
Gzl U, tho@Eb gkt GRODEE, FIFREE, mEIRRER & OFIRNE G- & 5\ I35
HIMBIEER 72 &) 1TV 25 2 &,
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8.4 AFH|DFFOGG WO EGPEZS R e OV & JEsR AE S 25 < IR AR & 0 D i 2

ZEDBHDH, L, WEO.LHEIEN, MEKTAD O ONGEITBER GO D S

DT, BHIHEIFIET 5 EOW@EETTRH 2 &,

6. HEDEREAIIBEICHTIIRE
(1) AHHE - BEESEOHLBE

9.11

9.1 AfHHE - IEEFOHLIBHE

EEGHERETBIROH S EE

RERB BT 28200 H 5,

912 ELLMENELESE
MENRE IR TT2BE03H 5, [8.4, 11.1.1 &)
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SHE4 SANOFI

AR 7e 44 Primacor 1mg/ml Solution for Injection

I - Bi#g | Colourless, glass ampoules 10mL or 20mL packed in lots of 10

Therapeutic indications

Primacor Injection is indicated for the short-term treatment of severe congestive heart failure
unresponsive to conventional maintenance therapy, and for the treatment of patients with acute
heart failure, including low output states following cardiac surgery.

In paediatric population, Primacor is indicated for the short-term treatment (up to 35 hours) of
severe congestive heart failure unresponsive to conventional maintenance therapy (glycosides,
diuretics, vasodilators and/or angiotensin converting enzyme (ACE) inhibitors), and for the
short-term treatment (up to 35 hours) of paediatric patients with acute heart failure, including low
output states following cardiac surgery.

Posology and method of administration
For intravenous administration.
Adults

Primacor Injection should be given as a loading dose of 50 ug/kg administered over a period of 10
minutes usually followed by a continuous infusion at a dosage titrated between 0.375 pg/kg/min and
0.75 pg/kg/min according to haemodynamic and clinical response, but should not exceed 1.13
mg/kg/day total dose.

The following provides a guide to maintenance infusion delivery rate based upon a solution
containing milrinone 200 pg/ml prepared by adding 40 ml diluent per 10 ml ampoule (400 ml
diluent per 100 ml Primacor Injection). 0.45% saline, 0.9% saline or 5% glucose may be used as

diluents.
Primacor Injection Dose Infusion Delivery Rate
(u g/kg/min) (mL/kg/hr)
0.375 0.11
0.400 0.12
0.500 0.15
0.600 0.18
0.700 0.21
0.750 0.22
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Solutions of different concentrations may be used according to patient fluid requirements. The
duration of therapy should depend upon the patient's response. In congestive cardiac failure,
patients have been maintained on the infusion for up to 5 days, although the usual period is 48 — 72
hours. In acute states following cardiac surgery, it is unlikely that treatment need be maintained for
more than 12 hours.

Renal impairment

Dosage adjustment required. Data obtained from patients with severe renal impairment but
without heart failure have demonstrated that the presence of renal impairment significantly
increases the terminal elimination half-life of milrinone. For patients with clinical evidence of renal
impairment, the loading dose is not affected, but the following maintenance infusion rates are
recommended using the infusion solution described above.

Creatinine Clearance Primacor Injection Dose Mamtel}ance Infusion
(ml/min/1.73m?2) (ug/kg/min) Delivery Rate
(ml/kg/hr)
5 0.20 0.06
10 0.23 0.07
20 0.28 0.08
30 0.33 0.10
40 0.38 0.11
50 0.43 0.13

The infusion rate should be adjusted according to haemodynamic response.
Elderly
Experience so far suggests that no special dosage recommendations are necessary.

Paediatric population

In published studies selected doses for infants and children were:
-Intravenous loading dose: 50 — 75 pg/kg administered over 30 — 60 minutes.

-Intravenous continuous infusion: To be initiated on the basis of hemodynamic response and the
possible onset of undesirable effects between 0.25 — 0.75 pg/kg/min for a period up to 35 hours.

In clinical studies on low cardiac output syndrome in infants and children under 6 years of age after
corrective surgery for congenital heart disease 75 ug/kg loading dose over 60 minutes followed by a
0.75 pg/kg/min infusion for 35 hours significantly reduced the risk of development of low cardiac
output syndrome.

Results of pharmacokinetic studies have to be taken into consideration.
Renal impairment:

Due to lack of data the use of milrinone is not recommended in paediatric population with renal
impairment.

Patent ductus arteriosus:

If the use of milrinone is desirable in preterm or term infants at risk of/with patent ductus
arteriosus, the therapeutic need must be weighed against potential risks.
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Drug Name Category
A=A KT VT OHIE milrinone B3
(2022 4£ 7 A WER)

2% PO
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category B3 :
Drugs rugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.
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XMW. %
1. A - IREZRICERL THRERHBZTS ICH->TOSERER
(1) ¥t
LR
(2) Bk - BAMRURERE T 1 —TEBMSAR
Y L

2. ZOOBEESER

AEOHERICET 5FE

AR, AR OYEULFRLEVECET D EHRTH Y | 1&%’&@EALT1ifHL7‘_W“O)7ﬁxJJ$ o e
DWTOFMIE M L T, £z, Bld LIl OB b PR EPEIZ DV TG L TunvZan,
ARFNE A & BlA U CHERT BRI, BIRA OB R A MR L, #lLﬁa“é b

RAELHR ™
(1) pH Z#htR

. e 0.1mol/LL HC1 (A) mL ik o .
" pH | 0.1mo/LNaOH (B) ml, | pH | f5m | %

(A) 10.0 1.40 2.27 2L

IV —FEHK 10mg | 3.67

(B) 10.0 11.68 8.01 2L

pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

— @ @ N
1.40 3.67 11.68
(D0.1mol/L HCI 4% & 10.0mL ©0.1mol/L NaOH 4% & 10.0mL

(2) BlAZ bR
fERIEA : I ) — T HSHE 10mg
AR ONGEE  Sal : AR, Glu: 7 FURHESKR, D.W. : HEHHK, Sol : IRTAFRIR
oy Offikiid K: VA Ca: LA Na:FRUDA
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& L) — Z SR 10mg Ok & OBl G2 R (1)

Fzh B & 34 AH| | B Bicl & 14 D FR R RE ]
¥R Woes (sr4) Bl A& AR HE | REHE% 3 IR 6 R 24 IFzfH
KRG 10% SMEL | mAEN | RaEy | RaEy | EaE
(7 Rk 20mL 1A pH 3.70 3.70 3.70 3.70
FRAFH* 100.0 100.3 100.4 100.2
RIGHEIR 20% SMEL | mAEN | RaEy | RaEY | EaE
(7 Rok 20mL 1A | pH 3.70 3.70 3.70 3.70
FRA7H* 100.0 100.0 99.9 100.0
~ L~ ABGK 10% SMEL | MEAEE | MAED | RAED | EEEE
(= h—2) 40mL 2A | pH 3.70 3.70 3.70 3.70
FAFEE*| 100.0 100.2 99.9 99.7
¥V » bEB% SMEL | MO | RaE | RAED | RaEE
(¥ b= 20mL 1A | pH 3.66 3.67 3.66 3.62
iig Pelr*| 100.0 100.2 100.3 100.1
# |7 V=v ME10% SMEL | mAEN | RaEy | RaEy | EaE
(¥ b= 20mL 1A | pH 3.62 3.62 3.62 3.61
FRAFE* 100.0 100.2 100.4 100.1
NA T Y IR SMEL | mAEN | RaEy | RaEy | EaE
(& U — ik A FE AR 700mL 1A | pH 4.40 4.40 4.40 4.40
(5-1)) FRA7H* 100.0 99.9 99.9 99.8
NA T Y IHR2 SMEL | MEAEE | MAED | RAED | EEEE
(&= U —iigis A FE AR 700mL 1A | pH 4.40 4.40 4.40 4.40
(5-2)) BAEE* 100.0 100.1 99.9 99.7
NA T YR8 SMEL | MO | RAED | RAED | RaEE
(e Y —gik A AR 700mL 1A | pH 4.00 4.00 4.00 4.00
(5-3)) EFER*| 100.0 99.9 99.8 99.9
TI LRy SMEL | mAEN | RaEy | RaEy | EaE
FR2HT I 7 il 20mL 1A pH 4.70 4.71 4.72 4.76
(1)) F1ESR* 100.0 101.2 101.1 100.7
ATV 7 I8 SMEL | mAEN | RaEy | RaEY | EaEy
(& m ) —iRRRE T 20mL 1A | pH 5.28 5.22 5.25 5.23
A (1)) FRA7H* 100.0 99.7 100.0 101.6
AT 7 I8 SMEL | MAEH | AT | RAED | EEEE
(EHw ) —iRARET 200mL 1A | pH 6.00 6.00 6.00 6.00
% A (1)) FAFEE*| 100.0 100.0 100.2 100.2
T TIRLy SMEL | AR | EAaED | RAED | BaEE
} (FHw ) —EiEARET 20mL 1A | pH 6.58 6.60 6.60 6.61
%@E < A (1)) BRAFFE* 100.0 100.2 99.3 98.6
AV SMEL | mAEN | RaEy | RaEY | EaE
(7T /8- 0 EmE (D) 20mL 1A | pH 4.46 4.48 4.48 4.52
FRAFH* 100.0 100.2 101.1 99.6
YA VIR SMEL | mAEN | RaEy | RaEY | EaE
o w e & (350mL) -
(T /B - b5 - ERE 18 (150mL) 1A | pH 6.70 6.60 6.60 6.60
(2-3)) FRAFH* 100.0 100.3 99.6 99.7
INHY v 1E K= (700mL) - SMBL | SEAEE | HEAEH | OB | AR
(7 X /W%« B - BMHE - Elh= (200mL) +| 1A | pH 5.10 5.10 5.10 5.00
23 (1-1) /N2 (3mL) FeA7EE* 100.0 100.2 100.4 100.4
* 0 (%) — BRI
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& 3L — T RN 10mg Dk & OECE LR (2)

FEzh Fi & S A AFH | HBR Al A% D FRGE IR
SR Woes (sr4) Bl A& AR HE | EEHE% 3 IR 6 M 24 R
INHY VT 25 K= (700mL) - SMBL | SEAEI | HEAEH | HAE | AR
(72 /B 8- EME - EhE (300mL) «| 1A | pH 5.30 5.30 5.30 5.30
% 23v (1-2) /R (3mL) FAFEY 100.0 100.1 100.4 100.3
T oYy 35 K= (700mL) - SV | B | ReaEy | BeEl | ReaEy
j (7 X /W% - - BMHE - Elh= (400mL) +| 1A | pH 5.50 5.50 5.50 5.40
ﬁz‘ﬁ £ 3 (1-3)) /e (3mL) F1ESR*| 100.0 100.1 100.5 100.0
5 =7~ re i (150mL) - S| ey | mewn | meny | ey
(72 /- Wk - EMRE - BF% (350mL) 1A | pH 6.70 6.70 6.70 6.70
23 (4)) FRA7H* 100.0 100.1 100.1 100.3
R T/ SMEL | AR | RAED | RAED | BaEE
(Mt Na (AEELEHER)) 20mL 1A | pH 3.57 3.57 3.57 3.59
FATEE*| 100.0 99.3 99.4 98.2
V) &-T1 %5 SMEL | AR | RAED | RAED | RaEE
(F%hIK (1) /¥t Na- 7 20mL 1A | pH 4.30 4.28 428 4.28
R o BEA) BRAFFE* 100.0 99.4 98.0 95.6
V) &-T1 5 SMEL | R — HECATEI | MR
(Bt (1) /#Efb Na - 7 50mL 1A pH 4.60 — 4.60 4.60
N8 7:1)) F1ESR*| 100.0 — 100.3 99.6
V) &-T1 5 SMEL | R — HECATEI | MECEA
Btk (1) /#E{tNa -7 125mL 1A pH 4.80 — 4.80 4.80
R o g AD FRA7H* 100.0 — 100.0 99.9
K17 %A b7 U hEE SMEL | IERE] | R | AR | e
(Fx¥AFTF40- 7 Ky 40mL 2A | pH 3.70 3.70 3.70 3.70
i) FAFEE*| 100.0 98.4 98.2 98.2
V) XT3 %5 SMEL | MO | RAED | RAED | RaEE
| GiERFIE (38) /%A Na - fE 20mL 1A | pH 4.36 4.30 4.31 4.32
% T - R FEEEE* 100.0 98.6 99.5 101.6
oYV T A BA SV | D] | WA | mEEE | e
Al| e (3) /5L Na - 1% 20mL 1A pH 4.43 4.44 4.45 4.45
RIS - BEERAD) FIESR* 100.0 99.6 99.9 99.4
VIV b 3AG SV | D] | WA | mEED | e
(HEFFIR (4) /%K Na - J& 20mL 1A pH 4.43 4.43 4.44 4.42
TAEEESE - LR FRA7H* 100.0 100.1 100.4 99.9
KN #fiik 3B SMEL | AR | EAaED | RAED | BaEE
(HEFRrik (6) /%L Na - I 20mL 1A | pH 4.41 4.42 4.44 4.44
TAEEESE - AR BRAFFE* 100.0 100.0 99.8 99.8
KN3 5k SMEL | MO | RAED | RAED | RaEE
MRk (6) /%M Na - I 200mL 1A | pH 5.20 5.20 5.20 5.20
AR - BEEEA) FAFEE*| 100.0 99.5 100.3 100.6
T4 A= 35 S| D] | WA | mEEs | e
(HEFFIR (9) /%K Na - J& 20mL 1A pH 4.24 4.15 4.17 4.15
RIS - BRI F1ESR* 100.0 99.5 100.2 100.9
EL-3 & SMVE | D] | e | mEEs | e
(HEFFIR (12) /$LB% Na - 20mL 1A pH 4.74 4.75 4.72 4.71
TAEEESE - LR FRA7H* 100.0 99.6 100.3 99.9
* 0 (%) — BRI
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& 3L ) —F RN 10mg Dk & OECE (LR (3)

FEzh Fi & S A AFH | HBR Al A% D FRGE IR

SR Woes (sr4) Bl A& AR HE | EEHE% 3 IR 6 24 WA

V) H-T4 5 SMEL | MO | RAaE | RAED | RaEE
(B2 EIE#R (2) /#L1: Na - 20mL 1A | pH 4.14 4.09 4.10 4.09
MRS - B FAFEE*| 100.0 100.7 100.0 102.3

V) E-T2 & SNV | D] | WA | mEEs | e
(MoK AaHE (4) /9.1 Na + 20mL 1A | pH 4.40 4.37 4.37 4.38
MR - PR F1ESR*| 100.0 97.7 94.1 93.8

74— FiE SMVE | D] | e | mEEE | e
(FEf2 Y o 7 AR) 20mL 1A | pH 5.30 5.30 5.30 5.30
FRA7H* 100.0 — 100.2 100.5

v —r FiE SMEL | AR | RAaED | RAED | RaEE
(G Y% ) 300mL 1A | pH 6.40 6.40 6.40 6.40
FAFEE*| 100.0 — 100.6 101.0

74— DiE SMEL | IEEE] | MR | AR | e
(WEfR U > 7R (77 R o b 20mL 1A | pH 4.97 4.96 4.97 4.95
n)) FAFEE*| 100.0 100.2 100.2 99.6

74 VA 70 SV | D] | e | mEEE | e
(Fefe Y > 7 Vi (7 R o bl 20mL 1A pH 4.70 4.70 4.70 4.80
) (2)) F1ESR*| 100.0 — 100.4 100.5

i Pavao M| ey | mewn | meny | ey
| (BERBY R (7 ROl 300mL 1A | pH 5.00 5.00 5.00 5.00
gj ) (2)) FRA7H* 100.0 — 99.9 100.8

TIT v I SMEL | MO | RaE | RAED | BaEE
(FLEEY v 7 iR) 20mL 1A | pH 4.48 4.53 4.53 4.54
FAFEE*| 100.0 100.5 101.0 101.2

NV = - R SMEL | MO | RAED | RAED | RaEE
(FLEg Y > 7 ViR) 20mL 1A pH 4.48 4.50 453 4.55
FAFEE*| 100.0 99.2 99.9 99.5

NV R R pH  8-X RV SMVE | D] | WA | mEEs | e
(ALEBY > 7 ViR) 20mL 1A pH 4.56 4.59 4.62 4.63
FRA7H* 100.0 100.0 99.8 100.2

777 v7 Gk SMVE | D] | e | mEEE | e
(AEBY ik (e R 20mL 1A pH 4.53 4.54 4.55 4.59
— /L)) FRA7H* 100.0 100.0 100.1 99.8

7 U =%1Y B SMEL | AR | EAaED | RAED | BaEE
(MEFRIR (2> b—2m) 20mL 1A | pH 5.05 5.05 5.05 5.02
/iR AR ) EIFER*| 100.0 99.9 99.9 99.5

T F ME SMEL | MO | RAaED | RAED | RaEE
(WemRAERRR (1) /iR A 20mL 1A | pH 4.89 4.89 4.88 4.85
) FAFEE*| 100.0 100.6 100.5 100.2

* 0 (%) — : R E e
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& VY —Z SR 10mg DAl & ORLEZE LB (1)

psn) Fid A S A AH | BBk Bicl & 14 D FR R RE ]
ars! Woes (5r4) Bl A& Flai| HE | BEAEH 3 R 6 L5 24 R
058 £ 7>/ —w g |t |pesseim | I e n e
. (F7 37—/ Na) 500mg/ n (%)
& D.W.20mL pH 9.90 9.90 9.90 —
rﬁ; AT — — — —
%TJ TR 500mg/ s il — — —
.. g
(F A~ % —)1 Na) Sol.20mL 1A pH 10.05 — — —
' FRATE — — — —
0 % A% i‘7‘J‘ LTE SMEL | R TR | MR AT | R AE | M aE
rg | (REYT L) 10mg/2mL | 1A | pH 3.55 3.54 3.55 3.55
7 -
#l Al FArE*|  100.0 100.7 100.9 100.1
L Yk S | AR | AR | mEeEH | e
(TFVv N7 ¢ VR | 0.2mg/1mL 1A | pH 3.66 3.65 3.65 3.66
gi FEAER* 100.0 100.3 99.7 100.5
B [T 30mg SMEL | MEEIRE | MR | BOAED | EEEE
L NP 30mg/1mL 1A | pH 3.92 3.92 3.92 3.91
Q@ P rE*|  100.0 100.3 100.1 100.9
I P g =l N =R g2 323 SMEL | BEEIRE | MR | BOAED | RaEE
(DI v =T UA VAR | 1.2 Bir/1mL | 1A pH 3.65 3.66 3.65 3.68
K IR AE B Fh HHTR) FlrEE*|  100.0 100.6 100.6 99.7
% 4 |77 v 7 AP K S | AR | AR | mEeEH | e
%H?J jfi (50mg/ml) 50mg/1mL 1A | pH 3.64 3.64 3.65 3.65
(& Fe XU HEiE) FATH*| 100.0 100.3 99.1 99.9
a2hA 1% S | IEEER | AR | mEeEH | e
| (TRl A ) 300mg/30mL | 4A | pH 3.70 3.70 3.70 3.70
% FEAER* 100.0 100.1 99.7 99.8
e [EHEAFY BRI 2% SMEL | MEEIRE | MR | BOAED | EEEE
Al (U R I A Rt 1g/50mL 1A | pH 5.00 5.10 5.10 5.00
P rE*|  100.0 99.8 99.7 100.2
AL UNE SMEL | BEEIRE | MR | BOAED | RaEE
(ax) 0.25mg/1mL | 1A | pH 3.59 3.58 3.56 3.56
FlrEE*|  100.0 103.2 102.2 100.1
AT 4 U S | IEEER | AR | mEeEH | e
(72/749) 250mg/10mL | 1A pH 8.74 8.79 8.78 8.79
FEAER* 100.0 100.7 100.6 103.5
sak ) —/-LE S | IEEER | AR | mEeES | e
A YT TV i) 1mg/5mL 1A | pH 3.71 3.64 3.64 3.62
9f FEAER* 100.0 103.5 104.0 103.7
XN vE SMEL | MEEIRE | MR | BOAED | EEEE
(R XX AERRD) 100mg/5mL | 1A pH 3.56 3.46 3.47 3.44
P rE*|  100.0 101.0 99.3 102.1
Ja— 2 D 200 SMEL | BEEIRE | MR | BOAED | RaEE
(R R 200mg/200mL | 1A pH 3.70 3.70 3.70 3.70
ErER*|  100.0 — 98.6 99.8
71 2R+ Low S| IEEER | AR | mEeEs | e
(R R 200mg/200mL | 1A pH 3.56 3.55 3.55 3.56
FEAER* 100.0 99.8 99.5 98.6
* 1 (%) — Bk i
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& 3 LY —F K 10mg OfF & DR AR (2)

Tz Fid 5 FE A AHI | BBk Al A% D FRGE IR
ars! Woes (sr4) Bl A& Flai| HE | REE% 3 R 6 FEH 24 WA
K7 b Ly 7 ZAEFHK SMEL | BEEIRE | MR | BOAED | RaEE
100mg 100mg*1/5mL | 1A | pH 3.49 3.40 3.42 3.38
(RT3 HERR) FlrE*| 100.0 100.6 100.4 99.1
o |[F7ARUIE0.6% Y SMEL | T | RAED | ReE | EaE
% (K7 & 3 U HEFE) 300mg*2/50mL| 1A pH 3.60 3.60 3.60 3.60
FEAER*| 100.0 100.0 99.9 100.1
77%&3& 300mg/ SMEL | W | RAED | BeE | EaE
(77 253 Na) SoL5mL 1A pH 4.17 4.11 4.12 4.11
] FEAER* 100.0 97.0 99.1 101.3
7YY U SMEL | MEEIRE] | MR | BOAED | RaEE
(FadA 7 NE#EE) | 100mg/ImL | 1A | pH 3.76 3.75 3.67 3.65
FlrE*| 100.0 102.5 102.3 101.1
1T T VSR 2mg SMEL | MEEURE | MR | BOAED | RaEE
(Fer7 7 a—iEfEE) | 2mg/2mL 1A pH 3.56 3.56 3.55 3.57
FlrE*| 100.0 100.0 100.0 100.1
T AN Y S | IEEER | AR | mEeEH | e
(77 o) 100mg/10mL | 1A pH 4.82 4.76 4.68 4.59
FEAER* 100.0 101.2 101.3 100.1
& emes0 125mg/2.5mL, S | Wy | mem] | menn | mem
Wk | (7 24 o ) (0.83 &) 1A | pH 3.70 3.70 3.80 3.70
g} +5%Gul.100mL FATH*| 100.0 100.1 99.7 100.1
AR AVSEH SMEL | MEEUBE | MR | ROAED | RaEE
(RZ IV RRY) 5mg/2mL 1A | pH 3.61 3.62 3.61 3.62
EArER*|  100.0 99.8 100.3 98.4
A X F— VSR SMEL | MEEUBE] | MR | ROAED | RaEE
(A v LF ) 125mg/5mL | 1A | pH 3.54 3.51 3.54 3.57
ErER*|  100.0 99.5 100.0 99.3
UREL L PHE SN | W | RAED | ReE | EaE
(Vo@ByyET IR 50mg/5mL 1A | pH 3.70 3.71 3.71 3.70
FEAER* 100.0 99.1 99.5 99.8
Y VHE 7 kv 100mg 100mg/ SMEL | Btk — — —
(v /K D.W.10mL, 1A pH 8.19 — — —
o AT — — — —
Fl [EHAXATEY A —— SMEL | MEEURE | MR | BOAED | RaEE
e e mg™3/
§ (7&%#Y7 3 K Na) DW 5mL 1A | pH 8.88 8.89 8.96 8.85
P rEE*|  100.0 99.2 97.7 95.3
T AE SMEL | Ak — — —
CA=E>) 20mg/2mL 1A | pH 4.22 — — —
FRATEE — — — —
g o [V E M 10mg SMBL | MEEIBW | RGN | AR | G
;EEE (=N ) 10mg/10mL | 1A pH 3.61 3.61 3.64 3.62
FEAER* 100.0 99.8 100.2 99.5
WmL*ﬁv*vyn—Uﬁl% SMEL | mEEE | RAED | BeE | EaE
%%;(7I:V7Uyﬁm%) 1mg/1mL 1A | pH 3.85 3.85 3.86 3.88
Al FEAER*| 100.0 100.1 100.1 99.5
* 1 (%) — Bk S

%1 F7ZIUEmE L LT 112.1mg/ F7# 2 & LT 100mg
2 R7 X I UHEEE L LT 836.3mg/ K74 3 > & LT 300mg
¥3: 7 kXTI RFELTH00mg
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& V) —F SR 10mg Ot & Ol G 2 LEkER (3)

B3] Fi & S A A | Bk 515 D s IR R
k! Woes (5r4) Bl A& Flai| HE | REE% 3 6 k5 24 R
ALY T R SMBL | SREATER | HEEH | HAEH | B
(v FE—)N) 10mg/2mL 1A | pH 3.37 3.37 3.39 3.40
EAFER*| 100.0 99.5 100.6 99.4
= k@ —/ L7 bmg S | IEEER | AR | mEeEH | e
(REEEA Y VIV E F) 5mg/10mL 1A pH 3.82 3.82 3.86 3.85
FEAER*| 100.0 99.9 99.8 99.8
Ly —ER A 10 10mg/ S| IEEER | AR | mEeEH | e
| (CATFT Y L) 1A | pH 3.61 3.61 3.62 3.63
s Sal.10mL -
;LL FEAER* 100.0 100.4 99.8 99.5
B [/ ~— ¥ 48mg SMEL | BEEIRE] | MR | BOAED | BaE
Al (=250 v0) 48mg/ 1A | pH 5.30 5.30 5.30 5.20
5%Gul.160mL -
P rE*|  100.0 100.0 100.2 100.1
Y A —LiE SMEL | MEEURE | MR | BOAED | BaEE
(=raZUt®VY) 5mg/10mL 1A | pH 3.60 3.62 3.65 3.63
EArER*| 100.0 100.2 99.2 99.2
N 7VESR A 1000 1,000 g/ S| IEEER | AR | mEeEH | e
(TNY F R (GEB TR D’W 10mL 1A pH 3.89 3.89 3.89 3.89
Z)) o FEER* 100.0 100.8 99.9 100.6
TR Tz 2057 v 904 o/ S| AR | AR | mEeEH | e
(FATRAZIL TLT Sal’;iL 1A | pH 3.54 3.54 3.55 3.57
- Iz T A) ' FFEER* 100.0 99.4 99.4 99.5
o =2V R SMEL | MEEURE | MR | ROAED | BaEE
% (vFayv) 500mg/10mL | 1A | pH 5.46 5.46 5.44 5.46
o EIrER*| 100.0 100.6 100.2 99.9
?‘E‘; 20%~ > = b —/LTEHE SMEL | g | EEEE] | EEED | EAEY
| TR 10mL 1A | pH 3.70 3.70 3.70 3.70
@% (D-~v>r=Fr—) AEE*| 100.0 100.3 100.4 100.2
20%~ > = N —/L{EHK S | IEEER | AR | mEeEH | e
FAF) 20mL 1A | pH 3.64 3.64 3.64 3.65
D-~vr=F—) FFEER* 100.0 100.9 99.4 98.2
T 7 T EE S | IEEER | AR | mEeEs | e
i | (PEARTIV) 45mg/3mL 1A | pH 3.58 3.57 3.60 3.64
% FEAER* 100.0 99.2 100.5 98.9
W |77 o TEENE SMEL | MEEIRE | MR | BOAEN | RaE
Al (vRerTr il AEEE) | 1mg/lmL | 1A | pH 3.61 3.63 3.62 3.62
ErER*|  100.0 99.8 99.1 100.2
P N R SMEL | MEEIRE | MR | ROAED | RaEE
K 40mg/1mL 1A | pH 3.60 3.61 3.61 3.61
Al (== B Y ) iR 100.0 101.6 100.4 101.2
% |V ILR TSR S | IEEER | AR | mEeEH | e
/i (F'a b~ v o HEERHT) 4mg/2mL 1A pH 3.45 3.46 3.45 3.49
#l FATH* 100.0 99.2 100.0 98.7
W [ S —TESHE 20mg B SV | RG] | MY | SEED | e
%’E’(} {é (Z77EFTVL) +Sal.18mL 1A | pH 4.60 4.60 4.60 4.60
' FEAER* 100.0 99.2 99.6 100.0
* 0 (%) — Bk S
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& L) —F SR 10mg O & Ol E 2 EkER (4)

B3] Bl 5 5654 AHI | BBk Al A% D FRGE IR
e Woes (sr4) Bl A& Flai| HE | REE% 3 6 FEH 24 R
P By 7 R SMEL | MEEURE | MR | ROAED | RaEE
;E (T =F v ) 50mg/2mL 1A pH 4.06 4.06 4.06 4.09
P FlrE*| 100.0 100.9 100.5 100.0
}E Yt v T B | mepy | memy | ey | magn
| Gl ) 2mL 1A | pH 4.30 4.31 4.32 4.33
FEAER*| 100.0 100.2 100.2 100.1
27V T SR 10mg SMEL | MEEIRET | MR | MOAER | EEEE
%%%(XF7D773F) 10mg/2mL | 1A | pH 3.60 3.60 3.60 3.60
'O FAEE* 100.0 100.5 100.9 100.5
RAIUTE SMEL | MEEURE] | MR | ROAED | RaRE
(7 FLFvy) 1mg/1mL 1A | pH 3.49 3.57 3.55 3.62
P rEE*|  100.0 102.2 98.2 95.0
JNT RYFY S | EEER | AR | mEeEH | e
(VT RLFU ) 1mg/1mL 1A | pH 3.48 3.51 3.51 3.51
FEAER* 100.0 101.9 97.9 96.8
_ |V a—57 500 o SMEL | MR | EAEH | AR —
&l . N 668mg™4/
| (B ReaiFyrany SoldmL 1A | pH 6.86 6.85 6.85 —
ﬁ gt 25 /L Na) ) FFEER* 100.0 100.9 — —
= [TH e EsE SMEL | BEEURE | MR | BOAER | EERE
%ﬁ (FHHFRAZY ) BT | 6.6mg™5/2mL | 1A | pH 5.53 5.53 5.54 5.55
27 )L Na) FEAfFE*| 100.0 100.3 71.1 66.9
VoTeiE ShEL | I | ey | e | mapy]
(RNEABE Y BT A | 4mg*6/1mL 1A pH 3.98 4.08 4.01 4.02
/L Na) FEAfFE*| 100.0 100.2 98.3 92.5
KIEPEZ L K= 20mg 20mg™7/ S | AL — — —
(v R=ryaransmk D.W.2mL 1A pH 4.40 — — —
T 27 /L Na) B P fEER* — _ _ _
Ng‘E&iyKdiwmg SMEL | OB | AR | BOAER | HeAEN
IS (74 b FoFY) 120mg/12mL | 4A pH 4.10 4.10 4.10 4.10
v FEAER* 100.0 99.5 99.1 99.0
oy [T ISR SMEL | MEEURE] | MR | ROAED | RaE
Qéﬁ (7= o Ca) 425mg/5mL | 1A | pH 4.67 4.73 4.76 4.80
EIrER*| 100.0 99.0 99.3 98.9
a g [K.C.LIEFHE (175) SMBL | TR | SR AR | R A | R A E
3ﬂ% LK (VBRI 15% 20mL 1A | pH 3.60 3.62 3.61 3.60
lEsn) FRAEE*| 100.0 101.4 99.7 96.3
7 BT (AC-17) 1EHHE (% SMEL | REETEE | BaEl | BaEr | B
- HﬁfidifytLAx}v$>/ 100mg/20mL | 1A | pH 4.28 4.30 4.27 4.25
M [ Na &) FRAFH* 100.0 100.2 99.9 99.4
NSy sn L | MEEE] | B | EaE] | Eem]
(b7 %4 A0R) 1g/10mL 1A pH 6.21 6.23 6.21 6.22
FEAER* 100.0 100.3 100.0 99.8
* 1 (%) — Bk S

x4
X5
X6 :
X7
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ERrand L LTH00mg/t RuealFy ranyBRe A7) ) 7 At LT 668mg
CTFRYRAZY Y VR AT E LT 8mEg/T XY AX Y L LT 6.6mg

REALS Y VR AT AT MY AL LT 5E3mg/NZ AXY LT dmg
L R=yuarantBEo ATl LT25.56mg/7 L K=Y & LT 20mg




& L) —F KR 10mg O & DR G2 kR (5)

Hh Bl & A1 AH | RABR Bl 4 1% O FRE R R
Sy ¥ WRoe4 (%) fil it BlAH HE | MAEE 3 M 6 IFfH 24 IR
7o SHE SMBL | MV | EEER | EEEE | mEE
(F 7 3%H AER) 1g/10mL 1A pH 6.21 6.23 6.21 6.22
ﬁ A7 100.0 100.3 100.0 99.8
HO|A - WBTRZ I SMEL | WAV | R | EEEEH | mEER
(CA=P W23 100mg/10mL | 1A pH 3.67 3.68 3.69 3.63
FAFE* 100.0 100.8 101.1 100.4
WA ) T = — S| VR H ¥ M) M
Eé (ZIVFAYVFo T 20mL 1A | pH 5.00 5.00 5.00 5.00
g | YATA VELEAD) FAEE*| 100.0 — — —
P R S | AR aE AR
o3| . . 200mg/
x| (TNETFE) D.W.3ml, 1A pH 4.60 4.60 4.60 4.50
o FEAFER*| 100.0 100.4 100.3 100.4
v a—EHEEH 6 T AL e SMBL | MEEVEE] | EEER | el | EEE
N 180,000 HAL/
5 (Te%)r—=F) Sal 30mL 3A pH 4.30 4.30 4.30 4.30
;i ErER*| 100.0 99.8 99.4 99.9
7L k2R 600 7 e SV | el | BAlRE — —
7l (TNT 77 —8 (BT 600 J5 #A/ 1A pH 7.15 7.15 — —
2 ) Sol.10mL P - - - -
i PERA= 74— A S| MEETEIR | MR | SEER | EAER
(85| ey —ponmi) | ;8051;15/ L | 1a [ pH | 356 3.56 3.54 3.56
PE ffa TR FEAFSR*| 100.0 101.1 101.0 104.5
a% fb VEH 7 10 Jomg/ oEL | M | e | memn | mesn
o | (FT7rERAZ Y FALL 500Gl 500mL, 1A | pH 4.10 4.10 4.10 4.10
O i) oLrl-oHm iR 100.0 100.0 100.5 100.5
MR N T~ A S 058/ SME | EAE | EEEY | EEN | EAEN
1 0.5g Sal iOOmL 1A | pH 3.70 3.70 3.70 3.70
(Nva~v o o) ' FEAEFR* 100.0 100.6 100.9 100.5
N ERHIR SMEL | WAV | R | EEEEH | mEER
(TN o BRI 100mg/2mL | 1A | pH 4.30 4.31 4.31 4.33
FAFE* 100.0 100.2 99.6 100.0
TIh~A T UERR SMEL | WAV | R | EEEEH | mEER
(7 2 ¥ UHiTRH) 200mg/2mL | 1A pH 4.65 4.65 4.65 4.64
FEAFE* 100.0 99.5 98.8 98.6
HRAE U v 1e/ SME | EAE | EEEY | BEEN | EAEN
g (7> ¥ Y > Na) o ngmL 1A | pH 8.47 8.37 8.25 7.98
#ll o FEAFER*| 100.0 99.9 101.5 101.6
bV R 2 g |EPCTEE BECAE e | et
(E~25 Y Na) 2g/ n W "
D.W.8mL pH 4.66 4.65 5.16 5.29
FAFH* 100.0 102.7 — —
XU AR UEFER 0.25g 250mg/ S | YRR | IR EE (TP | R AV | IR IR
(&7 F 7 L) DW.10mL, 1A | pH 5.96 6.03 6.09 6.05
" FEAFSR*| 100.0 98.3 99.4 —
E XL EREM 1e/ SMEL | PSS B | TEOE TR | IR GBI | R (R
(k7 % 2V 2AkF) o WmeL 1A | pH 6.23 6.19 6.21 6.12
" FEAFER*| 100.0 100.3 100.3 101.3
* (%) — : BRI
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& L) —F SR 10mg O & Ol EZ2EEkER (6)

3 Fi £ 251 AHK | AR BB 4% 0D e e ]
SR W4 (kr4h) Bl A B Flfi A | BAEE 3 B 6 FEf 24 HE
HEHAA ALY le/ SMBL | BV | EEEER | EEaEE | EEE
(7 3 7 7 % Na Kin) & 1A pH 4.11 4.11 4.08 4.05
D.W.20mL -
FRAFER*| 100.0 100.1 99.9 99.2
b7 AH Y UEREA 1g 1g/ SMEL | MmEVEE | R | EEEEH | mEER
w7 A% —)LN . . . .
( a) DW 10mL 1A \pH 4.20 4.20 4.19 4.08
FEfEER* 100.0 98.1 97.7 91.0
7= UEER 1g 1e/ SN | PR TR | S VR | TR G TR | i (VB
7urEeXt7 N . . . .
( a) DW 10mL 1A \pH 4.22 4.34 4.40 4.98
FEfEER* 100.0 98.4 95.3 94.9
Fo BTN 10 S | IR ER | MEEURE | MR | MR
(Fr2~A 2 i) 10mg/1mL 1A pH 3.58 3.57 3.57 3.59
FRAFE*| 100.0 98.3 98.6 103.8
b [SETA YRR S| IR | MR | MEER | AfinE
E| (O VU RERER) 100mg/2mL | 1A pH 5.56 5.53 5.51 5.64
Al FRAFE*| 100.0 101.3 100.9 —
TR A IS le/ SMEL | MmEVEE | R | EEEE | mEER
(FRAFR~A > Na) & 1A pH 7.41 7.43 7.42 7.43
D.W.20mL -
FEfEER* 100.0 100.3 99.5 99.5
F ) A 0.95¢/ SN | PR VA | R (0 T — —
(A SFDKF - v T A 5og Lo 1a [ eH 4.97 4.86 — _
. . m
A F . Na*s) a FAFE*|  100.0 — — —
ANRT Y U 0.5 S | AIRE — — —
. 500mg/
(AN 2L Na+¥®7 4 DW 10mL 1A pH 4.12 — — —
5 Nato) W AUm Fefy o _ _ _ _
S EREAI A v 100mg/ SMBL | SRR | TR TR | WS AV | 15 TR (A
YA )RR ) ) . .
( U Fiit) 5% Chul. 100mL 1A ‘pH 3.10 3.10 3.10 3.10
FeAfrEE* 100.0 100.3 99.9 99.8
5? Z |LXF— R SMEL | MmEVEEH | R | EEEEH | mEER
[}zg @ (Z2r b T I AR 10mg/1mL 1A pH 3.54 3.60 3.57 3.56
I o ) FEfEER* 100.0 102.6 101.0 97.4
* : (%) — : REBRREE

W8 A I AKX ALLELT250mg, VT AFF L LT 250meg 2 &H
O ANANRNTHZLF FY T LELT250mg, BE7 4T F R AL LT 250mg #8H

14, BRLDZE
14.1 ERIRHBFOITE

1411 OEFR EIBEETITHNDL Z EREE LV, EEDOINREIZIG U T, AH O 0w R %

HEZHETOSLERDH D,
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