2023 £ 10 AKET (5 11 hR)
BARERRTERS : 873321

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

MmEs&{k - 1k MmF|
ANV O A LRIVRV BT B D LKNYES &

ANV OLRILEVEEF M) LFTER 25mg THETI]
ANV OLRILEVEEF MY LFERS50mg THETI)
ANV OLRIKRVEEF R D LETEE 100mg BETL )

Carbazochrome Sodium Sulfonate L.V. Injection

#l M | ARPETESS A

5 2 R L

BAORERS ) EE-EMEOLTECLVMEHNT LI

UTFDOHNANRY 7 v WANVK BT N U Ak EE6T 5,
FHERR 26mg: 1% ( 5mL) F1 25mg

B ® - & E -
. = FrAEE 50mg : 1% (10mL) # 50mg
F7E 100mg : 14 (20mL) # 100mg
_ " £ & ARV 7 a b AZVERCEET R T LK
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WARMEENCET 204 FI Ay, B a— R - 47 - 7777 4 2AZ0HNE —EREZT IS
AR, IRGEIE RSBV A N7 A Tl REKGRIECAFRIN O AL ICE T 5 F @I HHz SV
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YEAE2—RH OO E R LTI FAEE ORIFONE A REIELRE DO THDLZ L&
ik L TRt by, BERMEN OB LN A HEROB AR EZHER L, T OREIMEZ A
&, ERBFASICR T A EEM A A2MHET D 2 SITERFOAE TH Y, IFZIEH L CH (B2 E
IAES A S DI L TWETE X0,




8
I. BEICETBIEE -veevreereerreeseesensieesinnnns 1
1. BHEE DRI oo, 1
2. B OIRIRZAIIFFE oo 1
3. BEORBNIZHIRE e 1
4. WIEMEHICBE L TR RN 1
5. AKGRBEMHEL OIS - EH EORIREHE ... 2
6. RMP OBEE ..o 2
M. BERICEIT BIEE evrervrrrerrrmrrrrrrn, 3
1o BRTPA i 3
2 B e 3
3. REERSUITRMER 3
4. FFERET T E e 3
5. b4 (415 XUIARE e, 3
6. HEHA, Bl&. BBE. BEED 3
M. BEIRESIZEET BIEE - rreerreerrrerrrnrrnnina, 4
1. WL SEAOPERT oo 4
2. AR OBFEEM TR T D REME ......... 4
3. A OREGRIRBRIE, EEE e 4
IV. SEIZEET BIEE - oreereeerrrerrermn, 5
Lo BT e 5
2 BUFNDFATL voveveeieeeeeeeeeeeeee e 5
3. UMTHEFRIR DR OFE B e 6
Ay M e 6
5. BATDAHEVED & 2 MDD oo 6
6. RHOEMEEM TICBTDLEME e 6
7. FHBLE R OVAfE DL TEVE (o 7
8. Al & DR G WE L FRIZE) ... 7
9. TEHIME o 9
10, 2%« BEE e 9
11. BB SN DB o 9
12, Z DML oo 9
V. BEICETAIER e 10
1. ZHRE TN e 10
2. RESUTN R BIE T DVER e 10
3. HELUHE e, 10
4. AEROMHEICBEET DR e 10
5. BEIREAE oo 10

Rr

VI. ZEHEB(CEAT BIGHE e 1
1. FEHEPICEE S 2L X LA EE ... 11
2. FRIEVEF oo 11

VI EENEEICRI T BIEE - orevrrrerrrenrrrnrrrnnnnnnns 12
1. MABREDOHERS (oo, 12
2. HPPHEIEFRED/NT A —=H e 12
3. FHEM (Rtalb—3a32) BT .. 12
A WL o 12
5 e A e 12
6 0 AR e 13
T BB e 13
8. NIV AR—=F—IZHT DR e 13
9. BTHEIZLEDPRET (e 13
10. FFEDTE AR T DEE e 13
11, ZOM e, 13

V. ®2t% (HRALOXES) ICEJTSHHEE- 14
1. BENEREZOEB e 14
2. BEENREZOBME 14
3. RESUINRICEES D2VER &L FOHH ... 14
4. MEXOCHEICEET SR S ZOHE .. 14
5. HERERNEREZOHB (e 14
6. FFEOERAATHEEICHETLHIER...... 14
T KHEAEF oo 15
8. BIER oo 15
9. BRMREBREICKIETEE 15
10, EEAE G, 15
11, B EDTER oo, 15
12. ZOMDTER oo 15

IX. 3'5%5555(:@?—6@@ ........................... 16
T FEPERBR oo 16
2. FEMERRBR oo 16

X. %Emglﬁlzlﬁj—érﬁg ........................... 17
1o RIS oo 17
2. AEDHIRE o 17
3. BEEREETORE (o, 17
4. B EOTEB A e, 17
5. BETNTEM e, 17



6. [A—R57 « TFIZIE o 17
7. FEBSHEAFEA B e 17
8. BIEHRIFEAGAEH B R OUKRE B, FAMKELUE
IWHAEHA B, BRFZEFIAFEA H o 17

9. ZhRESUIAE, HEK OHEZ T BNE
DOFEH B EOZEDHR oo 17

10. FEARER. B RARFEA B R ORED
P ettt 18

11 FEEAEHIM e 18
12. FFHIMHIBRIZE T D1E R o 18
13 BT F e 19
14, BRIEASAT EOTER (oo 19
XTI. xﬁk ................................................... 20
T BIUHSTER oo 20
2. TDOMDBE MR oo, 20
XII. §%§¥4 ............................................. 21
1. FERHNETOIRETEIRDL i, 21
2. WM DERAR SR oo 21
X 1III. ﬁﬁ% ................................................... 22

- A - IREESCRR IR U R 21T 0 1I2H

T2 TCDBETEH oo 22

. DD BEEIEEE e 22

Wit e




I. BEICEYTSEE

1. FAROEE
RANL, TNV T ARVERCEET N U LK RS & A ME R - kA TH B,

(77— z—iE [=a]) T~/ IR EH N B RERL L UCHRZAeRE L, Bk Lk ORER
FEZHRE, LEMERRS 2L, 19734 1 H 23 AAREA. 1974 4 2 A 15 B I MINE S n
7

PRt CRZFERIM) O, 1979 4F 2 A 2 A | AGBRFHO L FIILE R & OFFHRE R 21572,

2004 4E 12 A4 1 B X W BETHRRESHEN S IRGEZ MG LT,

2009 £ 6 H 1 Flzw /L ol atix, #HA4ZPELY 7 —~HRXSHIcEE L,
201246 A 1 HIZ, AETY 7 —~HXStH3 A E TSI A S, RUIERFE TS B [ TRE
AT A& STz,

ER MG DT, DL OIRFBA LR 21T o7,
PAEH A Wi 7e 4 I 5244

7 — = — 25mg 7= z—F =z
200549 H 15 H | 77— =—k 50mg
7 —Y = —{F 100mg
TR T WAV R Y U AT 26mg TAET) | 7—Y =—7F 25mg
2012451 H 31 H | HAY 7 a AZVR VT b Y U AFRER 50mg THETL) | 7—Y = —¥E 50mg
TN T a WNAVIR CEET R Y U AFRERR 100mgl HEET.) | 7—Y = —i¥ 100mg

2. HAROEBRENFHYE
(1) RHNZ, Ay 7 a LAV KR AT N U D LKW E Ay &3 5 E#Eb - hififlTHh 5,
(2) BERZRIERELT, vavy, 7H 74 7% —BHEIhTW5,

(V. 8. (1) ERZFENWEM & WIHER] OHES )

3. HROHF T
(1) 7o I NBHREOFESGIEICEE L, 77 AF v 777 E Lz,
(2) 7o g-vEmmAERE L, 7-VEmICHRTEA EFRR LT,

4, EEFEFERAICEAL CTRAMT NS

T 2 B G

S 4 KT | A B
RMP S

EMO Y 2 RMEER » L |

RSN CV B &b

SR A <7 A e

R - o8 B E AN pili3




5. REFHRUTE - EA LOHIREIE
(1) RBEH
Y LW
(2) FE - ERLOHBEIE
L

6. RMP O#E
LR



I. &WICEYTSER

1. BR5ERA

(1) M4
FINRY I a N AVIR RS R Y U AFRER 26mg [ HIE T

AN Y a WANKR T b U U AR 50mg [ HET
TNV g AV T R Y U AFRERR 100mg [THE T
(2) *4
Carbazochrome Sodium Sulfonate 1.V. Injection
(3) &AFDHRE
—frA L0

2. —f&4
(1) M4 (HAiE)
TR T a WNAVR RS R U T AKFIY (JAN)

(2) F4 (WAK)
Carbazochrome Sodium Sulfonate Hydrate (JAN)

(3) RT.L (stem)

A
3. EEXANETRERX

et
CHs
/

O N
N H M e3n0
z W N g N SO:Na
RUSRGEES

O

4. PFXRUVHFE
4313 0 C10H11N4NaOs5S - 3H20

4y : 376.32

5. %4 (Mfk) XEXHE
{b524 : Monosodium (2RS)-1-methyl-6-oxo-5-semicarbazono-2,3,5,6-tetrahydroindole-2-sulfonate

trihydrate (IUPAC)

6. \EAA. 4. KBS, L5ES
Briz7e L



. HHEP BT HER

1. YEEMEE
(1) %M - K
R AOREm XITHRMEOM R TH 5, (ITBWRUBKITARN,)
(2) BFE
AKIZRREEITIZLS K AZ 7= Ex= % 7 —)b (95) [T TRITIZS K, Y= F Lo —TF)1TiF
N ETRT IR0,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
b 210°C (43fR)
(5) BRIGEBEMTEH
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
KSR (1-100) 1 THENEAMEZ R E 7200,
A 0.8g /K 50mL IR L CIE L, HEIL7Z#E D pH X 5.0~6.0 TH 5,

2. AMESORMERTISH T BRER
AR L

3. AT OREREERE,. EEE
(1) HeBaBrik
1) SO AR W N P )
A D RERIZ D EWIA LT "V ERIE L, KD AT ML ERFOBIART MLE KT 5
L&, WHEDART MUVEFR—ERDO L Z AIZFRROBE ORI ZRBD 5,
2) FROMRIL AT N VEIER
BALA U U AR LV RBR ATV, REDART MVERBOSIARY M ERET S & &,
M DAY R VLRI D & Z AIZAEROEE OWIR Z7BH 5,
3) EMERG
AR OKEIET BV v aEoEERS (1) 2235,
(2) EEE
BN Tk
A G AKIZTR D UBRERYE A A 2 IR 7 7 A& @i S, KEgb) b U o METHET 5.



V. RAICEIYSIEE

1. #Ifg
(1) #HRORH
IRPET S A

(2) RHDONHER UtER

Wk 7e4

VN ZaV/ =N
AJVIR g
RN RN e
25mg [HET

VA= N
VIR
TR U U AFHER
50mg [ H[ET |

VN ZaV /=N
ZIVIR TR
PRI e
100mg [HET)

KPR S 51
U+ b N
A+ PR i 5 €0 P B A T
pH 5.5~6.5
1.4~1.8
BB

(EERHRICET 5 )

(3) @Ala—F
LR
(4) HFloMit

(Mv. 6. BHAOKESLMETICBIT 2 LEN] OESMR)

(5) Z0fth
A Lz

2. HFIOHER

(1) ARG (EERD) OFERUVFMNA

VNI A/ = N VAV /=N VAV /=N
. A VIR VTR A VIR TR A VIR TR
. F b U AR TR U AR TR U AR
25mg [HET 50mg H[ET] 100mg H[ET ]
1% (bmL) 1% (10mL) 1% (20mL) H
R TINISS T B INAJVIR B TI NSNS 7 8 N AJVIR VBRI NY 7 | A JVIR VR
7 U T LK) 7 U T LK) 7 U T LK)
25mg 50mg 100mg
1EH 1T 1T
JoevirryrZlVa—Fervrrysya— e s Y a—
125mg, FAmEET ~ U 7|250mg, FAFRET Y v |500mg, FAHEET N U D
-~ LAKFIY 0.5mg, D— VIV LK) 1.0mg, D— Y /V|AKF# 2.0mg, D— Vv
B h—/b 75mg, VUV _|E F—/L 150mg, Y B | h—/ L 300mg, V B
KFFT MU DA 4.58mg, Y [KHKEF MY T A915mg, U [AKHFEF YU A 18.3mg, Y
VKT Y U LAKF| CEEAKFE T Y U LK EEARFET U T AKF
0.97mg 1.94mg 3.88mg

(2) BREFORE

B R L




(3) B#E
M E R L

3. BABRADHEBKRUEE

FPARPASA

4. Hif

BRI

B R L

R R A7 R

L EAT SRR HLSFKMY

. BEIOEEERETICETHIREKR Y

OB T a BAVER T Y U AEER 2omg [HET] ERFERR 25C - 60%RH [

FAF I T T I]

& H =IO TRAF IR
< HiHg > Hw5 B A IF 12 % A 24 » H
R PBAS it o o
<P 72 > 6SA32
pH 5SA84 5.9 6.2 6.1
<5.5~6.5> 6SA32 5.9 6.1 6.2
i (%) X 5SA84 98.6 98.3 100.0
<90.0%~110.0% > 6SA32 98.5 98.6 98.9

X FoREICKTOIEAE (%)
OHNRY v KNAJVER T B U AR 50mg [HET ) RHIRGTERR 25C - 60%RH [
FTAF I T T I]
HEER =R PRAFHARE
<> H B AL 12 » A 24 % H
5SA33
PEAR 5SA62 e e o
& = M= (=)
<K O VERA 72 >
ER 5SA82
5SA33 6.0 6.1 6.1
pH
5SA62 6.0 6.1 6.1
<5.5~6.5>
5SA82 5.9 6.2 6.1
. 5SA33 98.9 97.4 96.2
a8 (%) *
5SA62 98.3 97.8 96.7
<90.0%~110.0% >
5SA82 98.4 97.0 96.3
X FoREICKTOIEAE (%)



OHNANY T KZVIR BT B Y U AFER 100mg [HIE T B/
FARAF I T T IV]

25C - 60%RH [

HIEHE B [mEVAN PRTFI
<> &5 B AL 12 % A 24 % H
5SA41
PEAR 5SA61 e e sy
& = & = =
<K& EE A TEHH 7201 >
ER 5SA83
5SA41 6.0 6.2 6.1
pH
5SA61 6.0 6.2 6.1
<B5.5~6.5>
5SAS3 5.8 6.2 6.1
. 5SA41 98.8 97.1 99.5
G (%) ¥
5SA61 98.3 96.9 98.9
<90.0%~110.0% >
5SAS3 98.3 97.1 99.2

Ko RTRBICHTOEAE (%)

7. RRERVERROREN
AR L

8. fFlEDEAEL (MEBLFHMEE) 2

AEDERICET HEE
RIEE, AR OWEALFZEEICET 2 mTH Y . A &S L THET LIZERO A2
[ZOWTORIIEER L T, £z, BE LAl o b PR Z EMHEIZ OV TIERE L TR
W, AAlE AL RS U THER T 2BRICIE, SRAOIRMN CELZMBL, My 5Z L,

- etk

(1) pH Z#hAER
QAN ALRILEAVEEF R ) LERE®R 100mg THEI] O pH EEIEKER

. 0.1mol/L HCI % & (A) mL 5 & pH TOEEER (%)
S0k pH L ik pH | BEhFEs ——
0.1mol/L NaOH % & (B) mL B [H 1% 24 K5fE 4
(A) 10.0mL 1.58 4.46 98.0 16.4
6.04
(B) 10.0mL 12.19 6.15 92.2 27.5
X REOEEE 100 £ 15
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
A7 |—0.1mol/L HCI 0.1mol/L. NaOH— | B4 2370 5
%1 HEE 10.0mL HEE 10.0mL %2
1.58 6.04 12.19
1 ;24 BRI A IR E A 36 A4
X2 BAEZ L Ve (BoiEQ) L, 24 % IZER




(2) BlAZA bR
HNNY T BAVR CERT N U U AFRERKR100mg [HE T 2 &M &AL,
CARTESME L =R (26~27C) - EREOET

- RERRE R - 2008/6

QAN T a WAV R S M) U LEERLIOOmg [HET] ORAGZE(L

FEzh Bl & iR Rl AL A% D FRGE IR
7R Woed (ko) fid & & HH L% AREH] 8IRF[H] 24FF[H] 48HF[H]
e B — SMBL TR VB | (A RN U (0 VR B | o VB B TR D A A
) o 500mL pH 5.10 5.11 5.06 5.07 5.09
A | T ET Perfra (%) 100.0 103.8 104.0 100.6 101.1
AT SMEBL TR VB | B (A RN U (0 VR B | S VB B TR D A T A
- 500mL pH 5.89 5.90 5.98 5.89 5.89
175 (%) |  100.0 99.9 99.7 100.3 101.1
V) Z-T3%5 SMEL R CAVE I TR B (0 TR | 2R TR T |0 o C B PR R B T A
(FLEET BV w A - SEHESE - | 500mL pH 5.14 5.14 5.12 5.13 5.11
FEERAIMERFIR) BeAr$ (%) | 100.0 100.4 100.1 100.9 101.4
L R3A SMEL TR CAVE I TR R 0 T A U 2R B A R B OB B IR R A A
(HEFED) 500mL pH 6.01 6.04 6.00 5.99 5.98
BeAr (%) | 100.0 100.0 102.3 101.0 101.7
KNHi3B SMBL TR VB | (0 RN U (0 VR B | S VB B R D A T A
(8 A AR 500mL pH 5.40 5.41 5.40 5.39 5.38
i 175 (%) |  100.0 100.0 102.3 101.4 101.7
i 8D LR SMBL TR VB | (A RN U (0 VR B | S VB B TR D A T A
K (b R HIELEE Y S L) 500mL pH 4.86 4.88 4.89 4.88 4.85
;‘?J FAEE (%) | 100.0 100.1 102.3 101.6 102.1
YD SMEL R CAVE I IR B 0 T A U 2R (B I R B OB B IR R A T A
(5 o ELERRR U ) 500mL pH 5.42 5.42 5.42 5.41 5.38
BeAr$ (%) | 100.0 100.1 102.1 101.7 102.1
B — 7 U — R SMEL TR CAVE I TR R 0 T A U 2R B A R B B R R R A A
(7 /- b - BRE - 500mL pH 6.77 6.76 6.77 6.75 6.72
v I) FIFEE (%) | 100.0 96.4 96.3 97.8 97.9
TINHY v 725 o) O | A | ey | Al | HaEn
(72 B B ERE - 1003mL pH 5.29 5.28 5.26 5.26 5.22
v I) P75 (%) | 100.0 99.8 106.1 103.8 104.6
INHY v I15 o) O | A | EEEY | A | SaE
(T /8- b - ERE - 903mL pH 5.06 5.06 5.04 5.05 5.01
EA V) P75 (%) | 100.0 97.8 98.9 99.0 99.5




9. Atk
FARANA

10. B3 - A¥
(1) FRIRELGER - BF. NEI’RKRLER - AEICEHATLHER
% LR
(2) A%
<AL ALRIEKRVEF ) D LEER 25mg THETL] >
5mL X 50 4
<AL ALRIEKRVEF ) D LEERS50mg THEL] >
10mL X 50 %
<AILNRJTBLRILKUEF R LFREHK100mg THET ] >
20mL X 50 %
(3) PHEBE
% L7
(4) BROME
Reg Rz TF L

1. GRS LEEHME
(IXI. 2. FOMOBEEEE] OESM)

12. ZDth
RZ YGRS TE e L



V. ARICEYSEE

1. BREXIEHER
O Efl fn A 4T
O M L AT
OEET T IN=R RN

MED RS M O D TTHEIC & % & B 2 b i fem (] 2 1T ERBER %)
MEDIREIIT K 2 B & 2 UM TR K OB~ & oo tHifi, BRJES i + B A+ - HE
MEOPEIT K 2 FfT - firek oo S5 H i

2. EXEHRICEET HIE
RE STV

3. BERUHAE

(1) RERUVRAROMESR
HNIST T v B ZVR T ) U LoKF L LT, @E AN 1 B 25~100mg A FIRITESR TR

THEHET D,

¥, . ERIC X EEREET D,
(2) AERVAERDHRERE - 178

B R L

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERALAE

(1) BRERT—% /%y

B R R L
(2) ERERFIRFER
B R L

Vir—o

(3) AERBRREER

A EE R L
(4) BREMELER

1) BHEREHRER

WA R L
2) REHHR
AR L

(6) BF - WEAIER

MR L
(6) AENER
1) FARERE

m

BT — 5~

(—REARERE. BESEARKRAE. EARKRLEEHAE). 8LER

<

—AE. RERFRERZBROAR

B R L

2) RBFUHLLTREFPENDAERITREL-HAE - ABROME

AL
(7) Z0fth
LR

10



VI. EMEBICEYTSEE

1. EEZNICEEHSILEDITILEMEH
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