2026 4£ 4 HikET (55 6 i)
HAREYENS T 0 k8% B 873919 - 87449

EERMAVAEL—T+—LA

BARREFEISO | FELEEE 2013 [SHEHL L THERR [—#D 2018 (2019 FE#hR) (THEHL]

e B A - 7 LILF— A
TUFIVIF U T 2« AT R & %
BT 7= kasss
HISHIPHAGEN Combination Intravenous

#l | KPS
woOoH o HOH X | AFEERR (EE-EEOMLFEICLVERT S L)
177 (20ml) H

TVFNY)FUB—T =L 53mg
P (ZUVFNYFUmms LT 40mg)
B 5% pkERES sV 400mg
ARG LV AT A UERBEKTY)  22mg
(L-v AT A st L LT 20mg)
M4 1.7V FN)Fof—T7T EFE= L (JAN)
2. 77V > (JAN)
3. L-v AT A IR KT (JAN)
— % 4

P4 2 1. Monoammonium Glycyrrhizinate (JAN)
2.Glycine (JAN)
3.L-Cysteine Hydrochloride Hydrate (JAN)

BEARGEAGAEA B 20164 2 H 90 (MGEAZLHEICLED)
FRMEEEIEAEA B 20164 6 H 19 3 (ARFEAZEFEICTLD)
e H H S 20034 6 H 12 H

BoE ke K B A A
At AL HENL Y - FETCHEA A

A% - WaERse (EA)

ST | =7 nRAA
BLOHE . B A & IR FE T BE AT S

EESCR SN2

=7 A att ERLERE
TEL:0120-226-898 FAX: 050-3535-8939
R BRI T AR — L —
https://www. nipro. co. jp/

o
O

w5 b &

AT FIiX2026 4 4 HRGTOEFIRLOREHICHK ST UG LT,

BHF DU SCEREWIT, PUDA — L2— TEFKICET 515
https://www. pmda. go. jp/safety/info-services/drugs/0001. html |2 C ZHERL 7ZE 0N,



https://www.pmda.go.jp/safety/info-services/drugs/0001.html

I FRIAOTE & OBE  — B ARAR2—

1. BEAEA VU F Ea—T7+—LERORE

PR ESR S O SR 2 ERIE SR & U CERAERLIRSGE CUF, IRMSCESKT) 2
HD, ERBYCERM « SRRSO BEIRMESEF D B 5 25 B 722 IR, O EAF WA TS
HT DB, BSOS S NG A=A D BICFEM R ERALERGE R & D,

RS CIE, YaZEIEAIZ OV THRISEAR 3 0 B S-AF i 2 F OB INEE RO 5 %
Lf%ﬁ%ﬁ%bfﬁ@bf%fwéoC@@K%%ﬁ%ﬁ%ﬁﬁmuliTét@Q%ﬁ)
ARELTA VB Ea—T 4+ —ANHE LT,

BAFN634EIZ A AR PR EAIRT = (LLF, BRIEENET) s/ hEZBan EEGLA v F B
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PEFF AT W NNTBF AN EIELEHR=— A DAL EZ T T, FEA1049 A I H IR E3
déﬁx ZBWT I FRt#fEEOSET M ThbnT-,

IO RE L, EEMEROAID FCTH L RIEEZE, EOFTH 2 ERBLL O IEH,
ﬂﬁ & o THE  ERIEEIIRE B L2 2 L 2520 T, FRR204E9 A 1T H I 3R 2= 21
ZESIZHWT 1 F il EH200823 K E S L7,

I FRC#EfH2008ClE, I F 2MBHADH & L TRMILT 2 50D, PDFZEOERN
T ELTHRETDIZE (e —1F) BRAIE 2 o7z, ZOERIZHDOET, RICEE
BWT % - hRoBn) , S g EEAEANEEOLET) REDUGTRH -
AN, BGTORWT — 2 2B ULTEFRD e — 1T FREtsnD Z & LiroTlz,

RERD e — 1 FiL, Of) EELERERBABMEDERLERBIF —L -
(https://www. info. pmda. go. jp/) 72H—FE L CAFA[REL 72> TV 5, HAYFIZEAIEI =
TlX, e — [ F&E#iT 2 EHNIERIZHR—L2R—U NN A FTHHZ LITEHEL T,
SAMBERENICHDOETe — 1 FOFREMRGFTT OMEMARE LT, fHx D1 FRRMACE
T D EME SRS L COlEYINEE - et a2 s LT,

2008 K VAR DA L F B a—T 4 — LMRFTS A BlfE L 7o TR L CE 1 FHE A HEE
fliL, BUSEMEIZL T, EA - EHMEIZE>ThH, DROBWERFE L T52 L 52E
ZTo, T TAHM, 1 FRldllEEO —HHWET 21TV [ F Rl EaE2013 8 L TART HENE
ot
2. I1F&ix

I FI NI CESOBREMEL, HAMEOEREFHICE > THEEFICLER,
EEGLOMEEEO D OER, WHHFIOZOOER, FAF OO OWER, EIRLOMHEIE
RO DDOER, FPNIRBE 7T O O RS DNER S TR A 728 51 o [ 38 5L i
EE LT, HRENFIHEELRE L, RIS D72 12 Y5R35 ORISR 3T ERUL
MRIE A K L TV D A TE R EALERM T B D,

72771, $EEyE - MR T B A b 0, RISEM ¥ RIFIZR R BT 5 H 0K
OVEEAIRR B & 2550 « JIWr - 28T RS FHEEI T FORFEFHRLIIRLR, S0z 5
&, BUEEAEN ORI T FIL, EEETA S 25500 - HIWr - BREIRT 5 & &b
BRMEET 0LV IBMER O L ZAfEE LTV D,

[ I F kK]

OB ITANR, MEXE L, JFAIE LTIRA v A EOTER (KEITERLS) Tii#iL, —
BRI T 5, 722 L, ISTETHRE - REEZHWESEEICE, EFEAETIE I
> b0 ET B,

@1 FRldlEEIc R SEER L, FHEALIFIIY vy 7 KTl 5,
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IFREEBEOMREADA VX B2 —|Z XV EFMER LPNEEZREIE, 1 FOFMHME
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T, YREEIRGOREIEMENMER - T2 b0 TH D Z Enn, R - BHICITHIKNE
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I. BiZICBEAT HIER

1.

M DRE
TVFNYFATEREREE LTS EH SN TELHENOHIH SIS T
ZOMEER, T VAX—EANEH SN L2 LD 1948 R ICFHR M E TR A
DTV FNYFraifint T NN SN, SRBEXES - THEBREDT
LLF—RE R MEEFRERBICK T SR ETORBICLEA I TEL,
20mL U7 U F Y F oA 40mg, 7 U 0% 400mg KN L- AT A R A
20mg ZEHTHE L T 7 —HF U CHEDH T AT o IAARANL, =707 7 —< W%k
FEEH A & U CBR I 2wl L, HIEH 698 5 M U 718 &5 (HEFn 55 42 5 30
H) (ZED & B KO T IEZ2 R, MERBRZ J0E L, 1994 4 3 A 12K %
. 19944 7 AICIRBZBHIG LT, S HIZ, 20036 ALV ST RF v I T T
RIFNOIRIE % BIdG Uiz, 2013 4F 12 AlCi, WERTEARE =7 a3 &k L7,
Z D%, 2015 4 2 AIZiE, BEHREFEEB LR E LT et as e v 77— R
BEEICEE™L, 20224 6 HIZX, 7 AT 7 VBAFIORTE 2 ik LTz,

* TP FHL 1L D 72 O W 7644 28 BATAR D AR BLUAGE #5602 T
(CFRc 2441 H 256 A EEREFEER 0126 5 1 5 R OHELH 0126 5 1 75) ITHKD
<

wo [T B G H O IRGEA 4 OBAR ) RO TA > 2 U v 8K IR 58 4 fiv 44 0 TR

W) OSSN T
(PR 26 457 H 10 AAF3EAEART 0710 25 6 5 L OVFER LI 0710 55 4 ) (TS
<

2. HE0RERFN - HAFMEHE

ORERIIZIZ, NEA b T2 W5 - RIEK, ZZ . BEE 9 FRE. D%,
TV Ty, BB - hES, BUHFERBICETDIFEERYOSEICH L, HH
PERFEO BN TN D,

O Fr it
Q7 ~NVEBIZHRIELDORENH O, 7> T VEMN» S LT H R OGRS A

AE.
QAT AT TN E D

- BHER A O D 2T CRIBICBRE K B,

SEHE LT <L ik - RE - ORISR A - R,
BB Ta T N THD,

OFEKRZEMERMELTCIE, Yavs, 7T 747F%v—vavs, TF747F%
— BTNV RATRUVERHOLDNLDZ ENH D (BHEARH),



. BAWMICET HEAB

BR5E4
(1) % b7y = UREETE
(2) ¥ 4 : HISHIPHAGEN Combination Intravenous

(3) &MDHEX : ~H

. — kB

(1) & (MELE): LJ7VFALIFUBEB-TUE=U L (JAN)
2. 770 v (JAN)
3.L-v AT A U KT (JAN)
(2) # & (#43%) : 1. Monoammonium Glycyrrhizinate (JAN)
2.Glycine (JAN)
3.L-Cysteine Hydrochloride Hydrate (JAN)
(3) RT L NG5!

D EEXXIETEER
TJYVFNITFUB—T = A

NHq+ H+

g v

.-__,-'"'K"“

HN~  ~COH

L-3 2T 4 VR K

CO:H

HS/\'( - HCI + H;0
H NH:



4. HFXRUSTE

TUVFNYFUBE—T E= A 5 FE : CoHesNOg
4y f B : 839.96

A 3 i = I O B0
4y 75.07

L-v AT A VB K Fnd : 13 1 CaHNOLS + HCT + Hz0
4y 1 175. 63

5. £FEH (FRE)
TJVFNIFUB—T BT N
Monoammonium of 20 f —carboxy—-11-oxo—30-norolean-12-en-3 3 -y1-2-0-
B -D-glucopyranuronosyl- 3 -D-glucopyranosiduronic acid(IUPAC)
7" 22 1 Glycine (IUPAC)
L= A7 A SEERIE K1Y
(2R) -2-Amino-3—-sulfanylpropanoic acid monohydrochloride

monohydrate (IUPAC)

6. ER4A, 4, BS, &S
A

W& - 7 2 J HiEE (Aminoacetic Acid)

7. CASERES
70 F U F o 1405-86-3
FVFNYFUE—T F =17 L 53956-04-0
7Y vy 56-40-6
L-v AT A KR - 7048-04-6



M. 58519 51EH

1. MELEHEE
(1) 58 - %R
TJIVFNIF BT =1L
F A DO 72 56 b SO T R PEO MR TACEWIE R VR H®RRH 5,
AU Ve
F O G AT e OB R T BRIZH W,
e ZRRD BN D,
L-v AT A IR K Fn8
HEORES XITEREDOH R T, FERTBVWROBNERIKS D 5,
(2) BfEM%
JIYVFN)FUfE—T v E=T ALY
TrESTRBICETRTL, g — IR ic < <L K, BEER
(100) (2T <, =& /7 —)v (99.5) (ZITMD TEHETFIZ< W,
7Y
ARXIEFBITETOT <, =& 7 —b (95) 12T & A EEIT R0,
KT KET 2D WS AR EE 1 24, 99w/w% (25°C) ThH D, ?
VEFAT—FNIIFELEALEET R, ?
L-v AT A VYEEEYE K
KIZHD THEITRLT <, =& 7 —/4 (99.5) [TROREITRT U,
6mol/L HERFRIKIZIE T 5

(3) BB
TJUVFNLY)FUopE—T =LY
W

(4) B (R, FHR, HER
JUVFNY)F BT rE= LY
Al 208~214°C (4 fiR)
AV
Al K 290°C (4R,
(5) BRIEEMHTH
7y
pK, (CO.H) =2. 34, pKs(NHz) =9. 60
(6) NEHEHY
U ERR L



(7) Z0HDOE L RIEE

TIVFNIFUB—T =T A

HMERR L

AR

pH : AN45h 1. 0g # 7K 20mL \ZIEN L72#R D pH 1L 5.6~6.6 TH 5,
WL JRIREE 0 0.30% LA F (1g, 105°C. 3 K[,

BREME Y 1 0.1%LL T (lg),

il A E AT

M S 1 5. 97
L-v AT A HERRIE KTl ¥

pH : AKfh 1.0g 27K 100mL IZ¥E LD pH X 1.3~2.3 TH 5,
FEHE [al 3 +6.0~+7.5° (EIRWICHE L7-b O 2g. 6mol/L KR
%, 26mL, 100mm),

WOMRICRED © 8.5~12.0% (lg. WUE. ML Y > (V). 20 K¢,
BREME Y 1 0.1%LL T (l1g),

2. HMRAOEMEMTISHTZREN
B GRHR L

3. AMA S DRERRERE

TYVFNY)FUB—T E=T A
(N2,4-Y=rua7z=)Lt FIT I UrRIKIZL DB
Q)Y b~ AFOFE
BB/~ ST T 4 —

VAR
AAREBHOERLE LD (700 MRAREICE S,

L-3 AT A YR K Fndy ¥
HAREDHFOERBESLD - 2T A UHEEBEKIY ) HRHBRIECE D,

4. BURSDEE!
TVFNVIFUB—T V=T A
Bk m~ 7T 74—
7y
HARFHFOERLSE GO 7)) ERIEICED,
L-¥ A7 A B K ¥
HAERN T DEEBERD [L-2 2T A CFERBEARTY ] ERIEICL D,

75i



V. &HK|IICEAY HIEB

1. Flf
(1) FIRORA, SERUHERK
1) KA 7K M 4 A
)& 177 (20mL) H

TIVFNIFUB—TE=7 A 53mg
(ZVFALYFUE LT 40mg)
AARERG 7V 400mg
AARKR S L- AT A VIEBBEKfY  22mg
(L-v A7 A VR & LT 20mg)

3) HMEL R OV R - M8 P B D ik
TITARAF T DT T
(2) BBERVAMEEOPH, 2BEXL, HE, LE, RELZpHESE
pH: 6.0~8.5
REGEE (EREEIRICHT 5 - K1
(3) IRAFDERFDRHELGIADEERVIES
PR

2. WEIOHEK

(1) A GEERD) OEE
1770 20mLl) F ZUFALIFUBE—T S E=T A 53mg
(ZVFNLYFUge LT 40mg)
AARRRGT 70w 400mg
AARKF S L-v AT A VHEEE K 22mg
(L AT A U & LT 20mg)

(2) &y

177 (20mL) o HEEEEAKET N UL (ZEAD) 6mg
7 vE=7 K (pH FHEA) 1

(3) EMEDRE

1 77 v (20mL) HICHiRREEAKFE T Y U A 6mg #5 AT 5, (Na:0.058mEq)
(4) RTBABBEOHEBRRUEE

YL
(5) T

YL



. BAEA,

L EHFI DR

LR

AFDHEMEICHT BEE
YL

. HEDOEEEETICEITSAREN
1RGN
KBRS - 40°C. T5%RH

IR (7T AF v 7 [WEEaT T

HH L OV ARERBHAERE | 3 W A% 6 71 A 4
PR (EEAEHOWR TH D) A A A
pH (6.0~8.5) 6.9 6.9 7.0
232 b WA WA ey
T2 K b iR ey — A
5 I R A — A
NEMERMRA WA wMWoA ey
AN PERORL 7 A R ey — ey
LIV TV TF Ul (95~110%) 99~100 102~103 104~105
5|7V vy (95~110%) 100 100 100~101
L-3 AT A e (95~110%) | 105~107 101 95~96
(n=3)
B R Y
MBS - 25+2C
A& EIEE (WRE . 77 AF v 7 8EET V7 )0 . Shadk  R5E)
T R CH el R I
B 46 IF A # A% A%
PR (EEEHOER TH D) e BRI I
pH (6.0~8.5) 6.9 70~ 7.0 7.0~
7.1 7.1
i 99~ 102~ 104~ 103~
YV FAYF i (95~110%)
" 100 103 105 104
% 7 (95~110%) 100 100 100 100
L= A7 A Mg (95~110%) 106~ 106~ 102 99
107 107
233 b WA — — ey
AV PERORL - 3 BR A — — A
=y N hF ol WA — — WA

—
i
w |0
N—




Bkl dE Rl o 2 - B R ER B (25°C. 3 4E) OfEE. BE OB TE Tz
BWTCSHEMBMEZETHD Z EVRHEREINT,

F

6. BREOREML
AR L

7. EFlEDREEL (WEBLEFZHELR) ©

pH 2 & il R
Elk 2K =
St} B E Tl A ¥4 pH pH ik ?ﬁ%ﬂu#ﬁ% 500mL
" - 0T | BH _ (B ZZ{BAT AL, T B : pH)
P - 254k 5 pH | %K Oh | 0.5h | 1h 3h
g |y | 2T | 21| 2
0.1mol/LHC13.0| 3.48 7| §‘7 2L | 2L | 2L
6.95 ' 3.7 3.7 3.7
IN
0. 1mo1/L NaOH 10 9. 60 2.65 A
L

8. EMFMHREA
Y L7

9. HEPOEMES DHERRRE

(D 2,4-Y=btn7=z=Vb RT V=¥ )= VRRIZELDLERIS (7Y F Y
FUBE—T L E=T L)

Q)AL EREE (Z)VFALYFUB—T VE=T L)

B)=rbe RV VyRFZLDEARIES (7))

(4) A sl R OVl B U v AR AINZ 5 & & Wi h | AT D 0 ATEEAET
o (V)

G)KEALT RY U ARBER R Z T 7 = ha v gk (D g b Y v AR
L BRARE (L—Y AT A VHEIEE)

6) At D EMERR (2) (L— ¥ AT A )

MEE 7~ 7774 — (ZIVFNVVFUBE—TE=UL, 7V, L=V

AT A IEERYE)

10, BHFOENESDEE;
Wik7a~ N7 77 4 —

1. i
M LR




12. BAT 3 AMD 5 5 HHM
AR L

13, EBNLELESE - ABROSBEUEEICHT 2R
TR L

14. Z Dt
L7



V. JAEICEAJI 5ER
1. PEEXITHE
4. #hEE - R
OMRR+FOTILR, B - KEX. EMP. REZTS5FEE. ORKX, JUIT
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