2026 44 A %ET (55 2 i)
HAREYERG M0 da%& = 873321

EREDA O AELI—T 44— LA

AAMRFEERIEIEO 1 FEESEME 2018 (2019 F£EHAR) (TEH L THER

poiIREE 3
FIVINY 7 0 INAIVIR T B D SEEHR

7 7z 10mg
ADONA Injection

PRI Sel]
FIVINY 7 0 W AIVIR T B U ATESHE

7 BFx (3im) 25mg
7 BFx (zirm) 50mg

7 BFx FiRm) 100mg
ADONA Injection (Intravenous)

il & | ARMETE S A
oA o HOH X o [AFEEES (FEE-EAEONMSFEICLIVERTLI L)
7 RV 10mg D1 T T 2ml) B ARIIFTT VoN T v DA
AU Y T AKFIY 10mg
7 RIEGEIRA) 25mg : 17770 ( bml) HHAIER T AN 7w B AL
W P RWET U U LIKF 25mg
g BB R (R 50mg : 17 7L (10nL) T E AR H LY 7 s AL
RUET b U v LKFIY) 50mg
7 R GRIR) 100mg : 1 7 > /L (20mL) F1 A ARSI R S5 v 3 7 1 AL
RUBEF MY T AKFIY) 100mg
» . g | T HNVNT 7w WAV T BT DOKFI (JAN)
'X P4 : Carbazochrome Sodium Sulfonate Hydrate (JAN)
HUEMGEAREA B | SRR A e
A WA LTI L) | sz g p) | PO
> %ﬂﬁfﬁ&; 72 ﬂ}j E; H 13 10mg 2005 422 7 24 H | 200546 H 10 B | 1956 4F 10 A 10 H
l?'?é Jis y R SN
Wos Bl 45 £ R BRI 25mg | 20054FE2 H 24 H | 20054E6 H 10 H |19574F 9 A 12 H
VE (B R) 50mg | 200542 F 24 H | 20054F6 /3 10 H [19594F 47 1H
VE (B URA) 100mg | 2005452 H 24 B | 2006456 F 10 H | 1967 4 12 A 11 H
B R (AN ) | s . o
BHE . W S M & fERTE o - =7 aRREtE
= B R FH X 3 o0 AR
=7 kSt EEN RS
N e TEL : 0120-226-898 FAX : 050-3535-8939
Mo 5 b ¥ & 0 BRG] i e
https://www. nipro. co. jp/
A TF 132026 4 4 AUGTOETILORREHICE ST UET LT,
BT OIEHIL, MISATBOEN EENEREESRAHEEOEEMERMRB -V THRB L TIEIN,



EEGLA A Ea—T 3 = LFHOFS & OME  — HARBEAIRN S —

(202044 H 4zT)
1. BEELEA LV ZEa—7 4+ — MMERORKE

P FH R SRS D AR 72 B & L C, ERAEELIRMNSCE (LT, R 30E) 236
5. B CEEAD « EAANE O RS DY B E5 0B 7 35 oo B4 g 2 16 H
FTHBUCIE, WA SCEICEHE SN E S 2 BT 2 BICEMRERALERIGARH Y, UK
WHEOEIRERILE (LLF, MR) E~OFEHOBMGERSCERIC L 0 FREHE L C& T
5. ZOBRICHLERIEREBEBODICATTLZOOHEA U A M E L TERMLA VX2 —7
F—2 (LLF, IFERET) 2534 L7z,

198841 H AP AIRT 2 (LLF, BRI FNE NEESNIFOMES T, TPk,
IFRLRCEHZ RE L, € O%1998FIC HIRSEAITERS/ N E B RS, 20084, 201342 HIREKE
SENERE R 2N IFRREROWG 21T - TE 7.

IFREHERE2008 LA, TFIIPDFZEDB T —& & LCIRIET 2 Z LN FRIE ooz, Zh
IZEY, WA CEOEERUGTN S > T2 IGA I WET ORILT — & 21BN L7 IR e S H ik
SNDHZ L Llpolc, BFMOIFL, EIRGLERESR OGN (LUT, PMDA) R EE G
TEHRMEE D ~X— (https://www. pmda. go. jp/PmdaSearch/iyakuSearch/) 2 CABE S TW
%, HIRFETIE, 20094 & 0 HEHELDOIFOERE BT HMkE LT A Fa—T7 4 —
LRt ZEL, Hx ORI SCEEZ T T S EFEAE®R & L CGEINER - L
TN,

20194E DIRM CEDHFHOLF IS, TIFEHEMHE2018] NAF SN, A TERH
P3RS ORETE AR BHEENCB T 2 A R T4 > (BT 2 EREH D7D, O HHRE
WE L.

2. IFELIX

IFIX TR SCEZEOEREZMTE L, ER - R EOEBREFEE L > THFEEBICKNE
72, EESOMEEROTODOFER, WHRFOODOER, HAIOZOOFER, EXKLOHE
EERA D7D DIER, B REET T D10 OB REPER S TG 8785 00 12 35 5 iR
ML LT, BIRESTEEEERE L, AN 72 010 Y 5% = 3K 5 o B IR 52 U GE S
Bl D EITHER M QMR HE A (KIE L TV 222058k ENLERT BN 5.

TFIC AR 2 T B AR A E L7 IR A S YL L, — B8O fils % I X FRR O
FNOBERNTEE S ND. 72720, BERAEOMESEICEDL L OKOFHE B O FHME - 4
Wi« SRS REHIES I IIFOCHFEL I 5. SNz 5 &, REEMENLRItS -
IFIL, FIHE A ORI - b - BREA T2 & &b, VERFMTEET D20 L0 ) BilkE
FOoZ L&A LTS,

IFORMITE T —F 2 AL L, BEESETORAIIMNAETITRV.

3. IFOFAIZHT=>T

B HARDIFIE, PMDAD MR 3R A A B SR D~ — DI #liG T AR E SN TV 5.

USRS T [EE A o ZEa—T +— LMERDFES X | 126> TIFER1ERR - 123 2 23,
IFOJF R ERE 2, EFEBGICAE LT D IEHR-CIFERRFICFRdE U MEHRZ IOV T il
HWEEDOWRES~DA V' HE2—ICLVFIHER ODPARE RIEIE, IFOFMMZED D ME
N5, Fiz, FERFSGET SN EOFEESEICET 2 FHICH L UL, IFASGEISNDET
ORI, BERSENRIET DUETNAZH SN LT SCES, 5 5 WO I35 TE 0 [ 38 5 15 it
P— R L A E LT D L LIS, IFOMAICH - TE, BFORMNCE
% PMDAOD [ 35 5, [E AR BT AR B DO — U TR T D MEN H 5.

72¥, WIEMHSCLEMEOHERO S DRE SN TS V. 5. KRR < IXIL. &%
B, IXITL. %) BT 2 AHFIIAREZIT TORWERNGENDLZ ENHY, D
BOHNITHEETRETHD.
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v, W a— R AT - T T 77 0 AEORKE —EREZIT 52/ R Wi
BB A RT A 2 TlE, RARBIESEI O FEFICRET 2 MR O\ T, REEAEENE
BHEEZE PO ORDIGE L TITY ZEIFAE LKV E SN TEY, MREADA U H B a—X
HODXXHGFHAE 2 EICX Y, FIAEB ORIFONFEREIELIREEDOTHD Z 28 L
TEMrRTNER 670w, BEEPENGE LN D IHFROBI TR ZHEE L, £ OEEIME A
hE, ERASICBIT 2@EMEHZMET 2 2 L ITEARORE THY, IF2FHA L TREE

BaEEIMEH D H DI L TW7E& 70,
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I. MEICEH9 5IER

1. RAREOERE
7 RLF U o OERNBILEEIE TH LT R/ 7 a AMTIEMERO®H 5 Z ERERENT
PR, ALFHNTLEIR T NNY 7 v ABRRPNCERE G & U TRE LR, KICEETH O I
HAUERREECH 72, 2T, TORFBERD H BB OKENE & 3R BT R sR e
M EAEY b UHR) | WEGEERTEER (V3%) 262560 L LTHANY 71 A
AR T N U T LKF BT S T,
1956 4212 T7 R (AC-17) YESFHK . 1957 4R\ [7 R (AC-17) SR (FREA) 1 o
26mg, 1959 4F1Z 177 R (AC-17) VESHK (FEM) ) @ 50mg, 1967 4EiZ 7 K (AC-17)
HESE (FEM) | @ 100mg 25858 L7z,
1979 4F 2 H OFFHlR RIC LD | KGR FHOL HITLE 20 LHE STz,
2%4$6H2ﬁﬂﬁﬁ%%mmmmﬁEﬁﬁm% 0T 3K i B [ 0 S )y Lk e SR oD i
b« BUEIZDOWT) ITHESSIRFBAZFIZL Y, 20054E2 AIZ T7 RF¥E 10mg) [7 R
(%Wﬁ)%MJW’7$EGWWWSMMTTF+E(ﬁWﬁ)N%m & U THKGR S L,
[F4F 6 A I SEAM AR S T,
2009 4 10 A lCiFH R RSt (Fo=7r ES 77y —~vHAztt @ =7v 77
—~ &) EE =S (B BT 7 —~v st LBE 2T RGE
Z B LT,
2017 10 Hiz=7"m ES 7 7 —~ A att (Bl =7 v 7 7 —<RSth) 23 H =250
A (Bl B0 7 7 —~v#RAah) K0 RUOERGEAR Z &Mk L 7=,
2025 4 4 Alc=7u k&t n=7n S 7 7 —~KXE& @ =7 v 77—~ X&)
£ 0 SRR 5E KR 2 KA LTz,

2. BEOREFHEYT

(DA IC/ER LT, mEFERMETTEZ G L (T3%), MERGUEEERT 5 (ELE
v by UV, MEREERE - RIS EE 52 5 2 L7 < Il RER A AE Lk e
oy (T9%),
(FEAMIE TV 2. (2) Hh A& BT T 23R BRER ) OS]

(2) A A2 FH ot i 2 2 O RIE RS DU 3 WA & 70 2 A & 520 L TV 7R Fe o, 8B
BEEIZOWTIISCHR, BRREFLZSBICER L,
7 R 10mg 122>\ C @fm13m&$ RIWER 2 HE Sz b o1 3 41 (0.22%)
T, FEFERALOMERE - R 2 B (0. 15%) . FERB L (0.07%) Th-olo, (FFaHlifER)
7 R E (E#RA) 25mg -+ 50mg + 100mg (2D T, FAER 1, 110 <. BIEHANSHE S
T=b Doz, (AL )
BERREWERE LT, vav s, 7T 74 7% —0BbbbndZ nb5, (VLS. (1)
HARRENWEM & OIER ] DEZM])



3. HROHEF|IFHEEMSE
B

4. BEFRICEAL TAMT NESHE

WEIEME AN BT 2 &4,

i XA R, R
ol HHEE T A KT A 5%
RMP i3
BIOY A7 F/AMbiE#E & LT -

TER STV D&M

OB HEET A R 1~

7
PRI o> B @ N

5. ABEHRVRE - EALOHIREE
(1) AB&H
L LR
(2) il - EALOFRER
L LR

6. RMPOHE
BA=RPAA



0. &#ICEY 5EE

1. BR5E4

(1) %0 % : 7 FJE 10mg
7 R (F#RA) 25mg
7 R (F#RA) 50mg
7 R (#ARA) 100mg

(2) * % : ADONA Injection
ADONA Injection (Intravenous)

(3) BMOBE : K OEKRERTHLT FL7ub - /I Vb AL
FEAROFEIHDO%EK S (Adorenochrome FBEARDE 17T HKH) 2k, 7 RS
(AC-17) &4 3IF bhT,

Z D%, 2005 FFITHRIEAEE 21TV, “AC-177 1ZHIBR L7z,

2. —fik4
(1) f1 & (G&E) : I 7 a b A LR Y oAk (JAN)
(2) * £ (f4%) : Carbazochrome Sodium Sulfonate Hydrate (JAN)
(3) RT L (stem) : R~

3. BEXXIETMER

¢}

& + 3H,0
SO;Na

H
H-N N
\W/'\N BUBERMHS
(0]

4. PFRARUVDFE
K € NNa0S « 3H,0
Sy {1 ;376,32

5. b4 (fiX) XIEKE
Monosodium(2£S) — 1 —methyl —6 —oxo — 5 — semicarbazono — 2, 3, 5, 6 — tetrahydroindole - 2 -

sulfonate trihydrate (IUPAC)

6. A&, BI&, BE,
DR L

LEES



m. AMRSICET HEE

1. PEEFENMEE
(1) 98 - MK
R A ORE XITR RO KR TH 2,
(2) BfEM%
KIZRRWEITIZ K, A¥ /=N F= ¥ /—/L (95)
T—T I E A EET R,
(3) Wt
?%éﬂﬁb
(4) MR (D8R, BR, BES
ﬂﬁ:ﬁzwc(%ﬁ)
(5) EIEEMBRETEH
pKa, : 1.6, pKa, : 3.6, pKa,: 11.0?
(6) DEFEH
AZHER R L
(7) ZTDHDELRMENE
KR (1—100) 1XhESEEZ2 R S 720,
KA (0.8—50) @ pH X 5.0~6.0%

2. AR DEREHTICEITIREL

RO TR ITFIZ <, Y=F

BR DRI RAFSe1 RAFERE A7 HH it
R =F LR+
41 4 H X (AP
AT R=TF7AN—=FRT A
. 25°C. 60%RH
- TITTUIRT | ygian ZEikA L
7 AL
bR -
AERTHE - PRIk, RN, pH, MIEERER, KA. =2 F bR B, AR A RER,
s

3. AR DHERHERE TEE
TR R

H & [H LN 7 T A VIR VEES R '7—5\7}(*[]4:@J O)ﬁﬁmh uit%ﬁ

E s

BR TRV 7 a WZVRCERT b o LK) OF

BIEIZED



RSN

2. HH O

(1) ARy GRS OEERVGHMA
HRIGy (EMERSY) D& &

V. #&IIZEE3 5I1ER
1. Flf
(1) FlfRzDXA|
LR opil
(2) HEADONERRUOMER
ot T
a%) P& (VB Dk
pH 5. 5~6. 2
=BT
- %2
(B EERIC R 5 k)
(8) #Ala—FK
U LN
(4) BE DY
PR
(5) Zhith

e 7 RFiE 7 N FEGEARR) |7 M EGEIRR) |7 N3 EERR)
o 10mg 25mg 50mg 100mg
K 2mL 5mL 10mL 20mL
Wy - aE BN N Za VA= NN Y% . al VRN i L7
(1&EH) 10mg 25mg 50mg 100mg
ANl
. 7 RFHE |7 R EGEAR) |7 R EARAD |7 83 R
- 10mg 25mg 50mg 100mg
TR K 5
Ry 0. 14mg 0. 3bmg 0. Tmg 1. 4mg
7 U RIK TN 0. 9mg 2. 25mg 4. 5mg 9. Omg
D-V /LB h—/ 60mg 150mg 300mg 600mg




. 7 RFE |7 RFEGRR) |7 K3 EERAD |7 K3 GER )

. 10mg 25mg 50mg 100mg
oLy

§ 60mg 150mg 300mg 600mg
7 a—i
K R

1. 6mg 4. Omg 8. Omg 16mg

—IKFFT RV T A

(2) EREEDORE
MR L

(3) B8
MR L

. RTBERROERRUVEE
Y LR

i
BN

RAT RO 5 DI
MR L

. BROEEEFHETICEITSEEH
<7 FJ i 10mg >

RER O FiER PRAFSRA: PRI HE RATHAR AR
AN I Tk SRR
EHIRAT HT AT T ST LT
) 25°C. 60%RH 3 AR . B}
AR ! + 5 23, A OFRERTE H 1348
b7z L
e DI M I 1 1
ITNES . HTAT T 3#sH DI B ITEH, oK
()
S 2 BRTE H X2 b7 L
i il S5 AT FN | 605 1x + h A7 L
Y2 ‘7 ) . N
SEBOL * =

* 1 RBRIE R - PR, MERERER, OB, pH, RIEVERMIRA, NAPERORI AR, I U,
R

*2. ABRIAH : JMEL, pH, & &



<7 NFE (FARH) 25mg >

HER O FiEH PRAF SR PRI HE ERATHAR FER
IS 2 /0 HE (B 78 D
EHRAT HT AT T ST E L LT
) 25°C. 60%RH 34F . .
AR ! + 5 3, A OFRERIE H 1348
b7 L
e DY M I 5 15
1L . HTAT T 3#H I HITEH, oK
(L)
e S BRTE H X2 b7 L
i ik K527 | 60 5 1x + h A7 L
VP 7 = \\/ ) . AN
SENBOL * =

* 1 RBRIEH ;- Mok, MEREREBR, 12BIE, pH, RIEMERWRA ., AR 7R, MRS,
=

*2. BRI : AMBLL pll, B E

<7 Rk (FARA) 50mg >

FRER O FEFH PRAFSM: PRI RE PRAF AE R
LS 8 224l
R HIRAE HIAT I e
. 25°C. 60%RH 34 L7223, ooakBRIE H
TR ! + 5
T2 b L
i DF A I QB
1. . HTAT TV 3% H NI DIV fHDER
(EESE)
oy P e B 2 BRIE H X2 k7 L
Pia ik K27 TN | 60 55 1x + h A7 L
2 i = ) . AN
HENEOE ) =

k1 RRBRIAE - MRk, MERRRRBR, RBIE. pH. HEBRWE. RNEMERMRAE. REEVERR R
Br, ERERBR, = F R o, EERBR, 58
*2.RBRIEE - 4L, pH, & &



10.

<7 N (FAIRH) 100mg >

RER O FEKE PRAFSRAT: RIFIERE TRAT I i e
ML B OV A
RHIRAF HTAT T I LTS i
) 25°C. 60%RH 34E1 4 A ]
kil ! +iHRAH ORBRIE B IXE
L
40°C DF T IR AR R
IR . HTAT T 34 H NI BTN, oz,
GEYE)
H kB 2 BRI H I k7R L
St =ik, HS5 AT 7N | 605 1x + h A7 L
i ;= ) . D
E L ) =

k1 RRBRIAE - MRk, MERRRRBR, RBIE. pH. HBEWE. NEMERMRE. REEVERR R
B, ERERR, = F ook, BERAR, 58
* 2. i BRIEE - AMEL pH, & &

L REERVBERRORER

BARRNA

- hFlE DEEAEE (MEIEFEHEL)

MR L

. RHM

LR L

B

(1) FEADEGRS - O, SNEIRRCESR - EICHT HFR
A% L7

(2) a%

7 RJ{E 10mg

22. a%x
2mLX10 % [T 7]
2mLX50 & [T 7 V]




7 Rk (FARA) 25mg - 50mg

+ 100mg

22. A%

(7 BFiE (F#ARA) 25mg)
BmLX10 & [7 v 7]
BmLX50 & [T v 7]

(7 BF3E (F#ARA) S0mg)
10mL X 10 & [7 > 7L ]
10mL X 50 & [7 v 7]

(7 7% (F#ARA) 100mg)
20mLX50 & [7 v 7]

(3) FPHAE
RSN

(4) BRBOME
MEAFHIA T T AT L+ G

1. ARt S h 2 EME
G RBNANA

12. Z0th
A L




V. JAEICEY 5IER

1. PEEXITHER
7 R 10mg, 7 R (BHRA) 25mg + 50mg + 100mg

4. PEENITHHR

OFEMMEENMEDEBRUVEBMEDTEICIDEEZ ONHHIMER (HI X IXEBR
7 &E)

OFEMMEENMEDFEBICLDKREH D VEHERUVRNEN SO HI, REHM - BH
M - FEHIn

OEMMEERMEDMIEIC &L S Fiid - HEROEFE LM

2. FEEXIIHEICEET 5FE
BREZ LTV

3. HERUHAE
(1) AERUVHAEDREDR
7 FJ{E 10mg

6. RERUVHAE

TN 7 WAVR T U D AKFI & LT, @E A 1Rl 10mg & F2 R X%
ANESR 2%,

RF. AR, ERIC X 0 EEERT S,

7 KFIE (B 25mg - 50mg - 100mg

6. FERUVHAZE

TN T a BAVR R N Y AKFIE LT, @E A 1 B 25~100mg % FHfk
WS )T AR EHET D,

R, AR, ERIC X 0 EEERT S,

(2) AHERUABOBERE - R
LR L

4. BERUVH=EICEET HFE
BRIEI TR

5. BRERAHR

(1) BREKT—4N\yr—o
LR



(2)

(3)

(4)

(5)

(6)

(7)

il PR 2R 2 5 B

EMER R L

RERIGHERAR

EER L

FREEREEBR

1) ARG
7 RJ{E 10mg

171 ARV REMICEYT 558
17.1.1 ERERRHER

MAER DU FRD TN D,

26 fiigx, 1, 350 GO ERRARBROAE R, Bl EHBTE OB 50 M O H e -

7 R EERF) 25mg « 50mg « 100mg

17.1 ARV ZREHEICEY 538
17.1.1 ERNERREAER

MAEIR DD FRD TV D,

50 fitig, 1, 110 B ERIRFRBROAE R, Bl M & HBTIE OB 50 M O H g fa) -

2) REMHR
EER e L

BE - WA

EERe L

AR EA

1) ERAKERE (—REARGERE BEERARERE ERARGLERE),
RRT—FN—RHE, RERTRERSBRONR
A EE R L

2) RREHELTERTFENDABRRIEER L 2AE - HEROME
EEE R L

Z Dtk

Y E R L

& R



EMEE(CEHT SRR

. REZHICHES S EEMRITLEYE
A% L

. RIEER

(1)

(2)

(3)

YEFRERLL - /ERF
7 RFiE 10mg, 7 R (F#RH) 25mg « 50mg + 100mg

18.1 ERA#F
MIILAE (AR L A8 st e 2 4 U, i o UE 2 R 9 5, MilEE -
MRS B e 52 5 2 & e < M 2 48HE U, kil /EH 2R,

EMEEN T HHAEBRAE
7 RFiE 10mg, 7 K (F#RH) 25mg + 50mg + 100mg

18.2 MEFEEMHINGI/EFH

18.2.1 4= 5, 10mg/kg lHANEEGIZLD ., B VU 7 LA KD iEEEMETTHE
Z 514 60 43 TH % 20%., 30%4HI4 5, V

18.2.2 U¥=% 0.5, 2.5, 5.0mg/kg FHARNILIZLY, e 7 vm =X —Bi#Es
K% 28%., 40%. 65%Miil+ 5, ¥

18.3 #AM B K fEIE4E1E A

18.3.1 L€ |k omy@@HW&ﬁ . A HEGUIE % B 41. 9Pa MR
L. ZDOEMITK b FEffFrE T 2, °
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