2024 1 AkiT (GF 6 i)

B AR YRS i 0 JEE
873311

EXRLA LV HZEa—T 4 —A

H AR PR3 AIAT < 0 1 F 082558 2018 (2019 AEEHR) (ZHEHL L TIERR

BREH T IAAEH
BARERA SAEBIER

F8afiE+rvybdbH

Isotonic Sodium Chloride Solution Kit H

#l IRPETEST 7

&

®H 0o R G R S| OGTEERL EE-EMEFEOLLTZEICLVENTLZL)

&
o
o
]

1 4% (100mL) o AAHERY HF U oA 09g

g o Hfb S hU A (JAN)
4 : Sodium Chloride (JAN)

BERESRDE A A | WEDGEUKREFEAH 19944 34 15 A
O OE O£ IR #H - | FBMAENEFEHR 19944 6H 3 H
Bk 5t BA %8 & A B | GBI tA4E A B 19944 114 4H

BRAE (@A) - | BGENIET : =7 ekt
. 2 f# &R EREKRS A

EXFHRELEFDOERL

PSRy S Ve A S S S
TEL : 03-3874-9351 FAX : 03-3871-2419
ZATRER] 0 8 IF 30 43 ~17 KF 30 4y

(. B, #LH, TOMYHDORER ZFRS)
ERBIRE T AR — L=
https://www.hikari-pharm.co.jp/hikari/medical

o3
O

a8 b &

AKIF 1% 2023 % 10 A KETOWRM LEOGRHIZE ST LG LT,
BHTOERIT, MAATBUEN  EIEGEREESR OO IR M ERR B — U TR L T 7E a0,




EERAAELI—T+—LFBAOFSZNHME —HAKFERERIETS —
(2020 4 4 H&zT)

1. BERA V2 E1— T+ —LIERDOEE

EEE I ER S DSR2 BRI & LT, ERAEERLBAGE LT, i 3E) 2355, ER
B CIERT - SERIAMSE D EEFIEEE S B & EGIC L E R R O EERERATEH T BRI, B
A CEICFER S N AE R A BT T 2 BICFHEMRERALERIG G0N H Y | RO EIRE RS H
(LR, MR) SEA~DOIEHROBIGERLERIC LV HFREZMHTE L TETND, Z ORI 2
FANCAFTTH-OOHEE Y A RE LTERNEA VX Ea—T74—4 (LUFIF 08T 23534 LT,

1988 4R |Z H AmPedAlfne (LA TR, FIREE) FIE 2 /N B0y IF OACESHT, IF sedik=, IF
FUMEHARE L. £ D% 1998 £RIC HIREFNES 3 /NEE R, 2008 42, 2013 T H I HRIEINE
WZEE R IF SRl HOUGET 217> T&E 1o,

IFﬁﬁ%E2m8uV IF |3 PDF % O&E A7 —2 & L TR 5 Z EnFEHIE o7z, 2

. B SGEOFERUET B o T2 5A ICHET ORILT — Z B0 L7z IF 2EenZizftEn s

- <E Llpolo, BHRD IF 1%, EFEMEFESR AR (LUT, PMDA) OEFRHEIEFHRR RO
~— (https//www.pmda.go.jp/PmdaSearch/iyakuSearch/) (Z TAB & T\ 5, HIFH TlX, 2009
FELHIEELO IF OFRERGT O E LT [ a—T 4 — RS ZREL, Hx0
IF MR SCEZM5E T 2 ERE G ®R & LTINS - EtL T\ D

2019 FEDOUA ELHEFHDO LI G, IF GLHEH 2018 AR S, Ak TERMEREL D
WRGEIE RSN AT D A T A ) ICBET 2B O, ZOEHRERE LT,

2. IF &IE

IF 13 R CELEOFREME L. EA - BRSO ERIEFE I L > THEEFICLER, &
FmOMEEROT-ODIE R, WHHRFIOT2O DR, RAOTODOE R, ERMLOBEIEMS A D
D OEH, HARREBE T T OIZDORERENER SN IR G RER O EREMFERE S LT, H
SR L B 2 RE U, AR D 72 6O 12 2 3% = 36 5 D B i 78 SR GBI 850 2 R FEITER KR
ORI AR L T2 2R LB T B D,

IF (ZRe#d 2 A RCANE AR RE L7 IF Redli I I L. — 3 D fiSh % b & 7K 8 O i
NOEIRPTEE SN D, 7272 L, WEREOREFIZED L SO K OFIHE B b2VFEHN - ik - 12
I RS FHEEIIIF OFLEFH L ITROR, SR 5 L, BEEAEN ORI S IF 13, 7
MFE B &5 - fIr - BIREH T2 & & biZ, BERMTEEZT 200 L VI BMAEFFOZ & 2h]
L LT3,

IF ORMIIE 7T —F 2 AR L L, BURAE TORKITLATIER Y,



3. IFOFAIZH->T

BEFHAARD IF X, PMDA O ERH EH M IE IR K O~— il TR E STV 5,

RS TEIKNA VH B a— T 4 — MMERDO TS &) 26> T IF ZERL - 1263523, IF
R EBE 2 EEBGICRE LT 2 HHS TF (ERRFIC Fldl LB ME R I DD TSR3 o
MR E~DOA A 2 —IC XV FAER ORNEERESE, IF OFAMEZEDLILERSH L, £
7o, FERFSGT SN A MEH EOFEEFICHET 2 FHICE L L, IF BGET S5 T ToO/IL, BEEAe
ENRMET2UETARZHA LN LI CES, B2 WIS EOERGFRIE M — e 2 & ic L v 3K
IR B & 0N E4 5 & &b, IF OFERICHT= - T, BFTORMNCE%E PMDA O [E#K L =R
HaR T BRI B DO X— T THER T DM EN D D,

B, WIEM AL EMEOMEO SN OFRE SN TWD TVEERMRE 2 IXT.258EH, TX
MAEE ) BT 2HEBAEIARZZ T TORWERDETENDLZERHY . 2O FNZITA+5
HETR&EThH D,

4. FIAICBLTOEBER

IF Z HE¥BIZBWTRNPT ZENTERWERMLERFEE LTHEH L W& 72w, IF X
BRSO EE &2 17 T, YUZEH ORGSR GE UTIRGE I D D BESER - #2462 B3
EMfEH O D DOZENERTH D & ONLESIT 20, Fhs « RBUITIRMEIE O [R5 R RSO H = 3K
i DIRFEIE AR HEENCBIT 2 0 A NI 4 v, fIEa— R - 47 - 75377 0 2EOKKNE —E
FEEZT D 2500, IRFEESIRHHEEI T A R T 4 v CTld, RARIESCARRI O HIEZICBET 5
THRIRMIC oW T, B ENERLEFENLORDIIG U TTI 2 EIFEL XN EENTE
D, MRE~DA LA 2 —HLO LR LREICEY FIAEALNIF ONRELRFESEDLR
THLOTHDH I EZFEHML TEMNRTNIER B, RSN OE SN D EROBFARILE i
R, TORBMZ Bk, ERAGICB T2 EFEAZ2#EET 5 2 L 3RAMoASTHY | IF
ZITH L THEEBZTIMESH D2 HDIC L TN E & 20y,



EP/Y

I BB DI E oo 1 VI Z2atE (A EoEES) ([CBEd5HE ... 12
1. BEFE DI e 1 1. BENE L FOBEE e, 12
2. B DIRIREEAIEFNE oo, 1 2. EONEEZTOIH o 12
3. BEOBIEIZARE 1 3. ZNRESUTIHRICEE T HIER & F DB | 12
4. WEIEBAIZEI L CEMTREEE o 1 4., HEEROHEICE#ET 2R &2 OBH .12
5. ZGREAEM L OYE « HH EORIBREE ... 1 5. HEREAMNEELZFOHEH. 12
6. RMP DOHEZE oo 2 6. BEOHREATIHIAEICHETAIEE..... 12

L. ZFNCBIT DIEE e 3 T FBIAEF oo 12
Lo BT oo 3 8 BT oo 13
2 A e 3 9. BERRAEARE B RIT TR e 13
3. REERSUITRMER o, 3 10, BB G oo 13
4. DO T B e 3 11, T EOTEE e 14
5. AbZF4 (41E) XUIARE e, 3 12, ZDMDTEE oo, 14
6. HHA., M4, IS, LEET e 3 IX. FERGARRRBRICES T DTHH oo 15

M. AT DIEE e 4 1. BEBHERBR o 15
1. BFEZEEIVERD e, 4 2. FEMERRBR oo, 15
2. AR OEFESETICHB T DL EM ... 4 X. BFHAFEIEICET DT e, 16
3. AR ORERFERIE, EEE e, 4 Lo FIEE AT e 16

IV, BANCEIT DIEE e 5 2 ABIHRE e, 16
Lo BT ettt 5 3. EBREE TORTE o 16
2 BN oo 5 4, B EOTEE oo 16
3. WMITTEMRE DRI OB v 5 5. EBETT B oo 16
A T 5 6. TRy TRZNER e 16
5. BATDHEENEDH DIHMED ..o 5 T EBEFEAET B oo 16
6. BAIOKFEMETIZBT DLENE o 6 8. MUYERGSEAAZRAE H A J OUKIRE B Al
7. B R VAR DZETENE (oo 6 YEIVHEAE A B, BRGEBHAATEA H e 16
8. Al & DEEEEL (WEMLERIEAL) ... 6 9. ZhREXIIZNELEM, AEROHEZETEM
9. TR e 6 BEDEH H R OZE DL oo 16
10 B8 LI e, 6 10. FEARER. MO RAREHN B K OE
11. BRI SN DE M. o 7 DO e, 16
12, DM 7 11, BRI oo 17

V. BEICETDTER e, 8 12, BFEWIRIHITRIZET 2/ & e 17
1. BHRESUTRIR: oo, 8 18, BFE TR oot 17
2. IREXITN TR T DR 8 14, ARBRAGAT EDTEE oo 17
3. JER OB e 8 X T o SR et 18
4. MEROHEICEHET DER e, 8 1o BIFISTHR oo 18
B, IR oot 8 2. FOMDBE IR oo 18

VI. D BIZBIT 2B oo, 9 XTI, BEEBE oo, 19
1. FEPEEMICBED Db EW UL EWERE.... 9 1. FERAETORIBRD e 19
20 EPIVEFT oo 9 2. WEIMZEIT DERIRCRIE S o, 19

VI R ENEEICEI T DIEHE oo 10 XL, D oo 20
1. MLHIEEEDHERL oo, 10 1. FRA - IRFESHERICER U CREAR B 217 9 12
2. FWEIETRIMI /R T A —H e 10 BT TOBEEW oo 20
3. FER (Fral—332) B . 10 2. ZOMDOBIEEE .o, 20
A WU e 10
B T e 11
B R e 11
T e 11
8 FI7UAR—Z—IZBTDHEHR oo 11
9. BHEICLDBRER (e, 11
10. FFEDE REA T DRE e, 11
11 DM e 11



I.
1,

MEICET SRR

MR ORE

AP, ERAOBEMRARFSE L LA BEREH STV

iﬁ%%&%/b}li WS I SEH S A 7 L OURIRIEEIC 3 iéﬂ@i&@ﬁ%@%@ﬁhéa
e L CBR SN ARAEROMEHTE Xy MR THD, =717 7 —~v SR %R
R & UChATS A L, $EIEE 698 5 KON 718 5 (15545 H 30 H) ITESEH
F R OVRBR 7 1 % 3% 8 . INEGRBR 2 920 L. 1994 4F 3 AR 215 C. RSt Tt 1994
11 HIZERGE A BRI L7=, 2013 4E 12 A2, RUGEARGE KA 2 = 7 o g3 &k L 7=,

2. HAOBRRFHFE

(1) BRI, ERFIOFEEATICAE HERZRD 5T 5,
(2) BWEA E LT, K& QK5 LG AIC, MIGEMRERY. 5oL ARe, BE, 73 R—v
ARWEINTWD, (VII.—8. (2) ZOMOBEIVEH] DESM)

3. HEORAIFHEE

(1) BEAIFHRBENFHEIZITZX D,
1) MEHAESEAAFEINLTE Y | WHEERE N LR OFERHEICIT ) 2 N TE 5,
2) BARFICHUE RSN FEETH D,
3) EHARE, 1CRDOEIRBEICLERBEOMERNBRETH 5,
(2) Z< OHIRERNAA TICHEA L THND
FiAERIZIZUD . 2 < QAL T ARERATRETH 5.
(3) MEREtDAMEED R < . HFOLAMETEK ORIDHEIL D U 2 7 BRI D,
(4) BRRIERIAL DRERPRESITTE D,
NATNEEE LI EFRETELDT, REIEMRIERL OMERETHZ LN TE D,
(5) FEHIANA T A %mmkaﬁ/%ﬁADb%f%é
2 LRREA~OEO R LI X DIRIRNAS, 2TV I REO AR E D SEH LN TE D,
(6) BIEMZIT, 7J7JZ/I/+B75>%/\/( TNEROINUTHRIBERET LS Z LN TE D,

4. BIEFAICEAL TAMT NS5

WEME BT 286, S HHEEDT A N F 1 %% A
RMP pil3
BINO Y R 7 g/MEIEEN & L TER STV D &R pili3
el HEED A KT 4 pili3
PRBgE o> B B A @ pili3

(2024 4 1 HFES)

5 AREFHRURE - FHALOHEEE
(1) EBEH
FriZ7e L
(2) W& - FALOKIREIR
LR



RMP D%
M LR



I. &AFIZETSHIEHE

1. BR5E4

(1) ¥4
ERERF Y M H

(2) #*4%
Isotonic Sodium Chloride Solution Kit H

(3) ZIDHEk
ARnlE, EREER AR T 5%y MU TH D, A L ERRE 7 0 — X Nio— &b L7z %
v MG E R | HTROZ < DX AL TR ARICRIRTE 2ELFFo% Y ML TH 5,
NnEANA—7Fy FHalfKit) EFRL TR Y, TOHXTTHD HZfF LTz,

2. —H&
(1) & (@8&)

HibF ~U A (JAN)
(2) #4& (&%)

Sodium Chloride (JAN)
(3) RTL

ML

3. BEAXITITRHER
o o Saa aE=Y .
— 4 i S A EOIN 52 154
57
b= (o il LR VAUN NaCl NaCl Sodium Chloride
(JAN) a 58.44 (JAN)

4. HDFRRULDFE
[M-3. FEX IR oESR

5. {LFH (@R XIFFEHE
MI-3. #ERSUIRMER] DESH

6. EBR%A. A&, KBS, 585
B4 0.9%H6 T B U D ATESE



M. A B9 SHIEHE

1. YELFEMMEE
(1) 5 - MK
AT ACORE S UIESEOBM KR TH 5,
(2) A%
AKIZEE TR <, =& /7 —Ib (99.5) ITIFE A EET R,
(3) WiEE
UER e L
4) B (DMER). BHR. BES
MUERR L
(5) BRIBEMERETEH
BRI L
(6) HECREN
MEER R L
(7) 2D EARMEE"
R - 0.6%LL T (1g, 105°C, 2 KEf),

2. HPHAOEWEMTISHTFSRE
LR L

3. AMHSOWRRBRE. EEE"
AAHR)R T AR TS MU DA ORRBRE, ERIEICL D,



V. RFICETHIER

1. Hif
(1) FFzD XA
VIS ERER il
(2) BEFIDSNERR UMK
S ST AF Y IR bL
PR A O
(3) #Aa—F
YL
(4) "HEIDOWHE
pH : 4.5~8.0
(5) Zhith
A DO DRk IR KUK DA -

2. HEIOMERK
(1) AMES GEMRS) OEERVHMHF

1 %% (100mL) . BARFS S MY 7L 0.9g
(2) BREEZEDODRE

AR RE (mEg/L)

Na* Cl

154 154

(3) #E
Y L

3. RTBEBBROHERRUVERE
BEARRNA

4. A
BAISAA

5. BATHHEEMD H 5 KM
MR L



6. HAHDBZEEHTICHITLIREMN
hnEER Y
ARBRSA: 1 40+2°C, 75+5%RH
R RE (R 7 e v L AL (100mL : AasZE 8 i)
T H M O BHARRE 1A% | 20A% | 3WAH%K | 6 WA#
PR (A O TH D) ey WA HE A e
TR R A — — A T
pH (4.5~8.0) 5.4 5.4 5.3~5.4 5.2~5.3 5.1
ol P R T — — W W
T K h % kB ey — — A A
B Bkl T W W W W
RETER YR A ke A W W W
RYBVERRL 135k ey W W W W
Je R AR ke W W
&8 (0.85~0.95w/v%) 0.90 0.90~0.91 0.90 0.90 0.91
(n=3)
R ZERLL 2 LT dEAER (40°C, MHXHREE 75%. 6 U H) OfER. @i Ot izl
T3HMELETH D Z BRI S,
7. RAEERVBREOREN
VIL1LGEA EoER ), [XIL.2.Z OO BIEE R OESHE,
8. fFlEDEEEILL (MEILFEMEL)
pH Z &k ¥
Bk pH e o n | HBmEK | ZR
54 0.1 mol/LHCI 10 1.26 4.21 Eik7e L
0.1 mol/LLNaOH 10 12.77 7.30 ZEAbi L
9. AN
AR BrANA
10. B - A%
(1) BN RLELGRSE - OF. NENEHRLESE - ARICET 515K
VI-11G8H EodEsE ] o SR
(2) 2%
100mL X 10 A<
(3) FREE
ARFNDOF T, KORE GO IR & - IRIERER - e 2 &
Wi 5e4 & R i T R ETE T A
ARV >  H (100mL) | 100mL | £ 185mL #) 85mL #7 10mL

) REERGIEFIRIETE 58



(4) BEBOME

1.

12.

ot ) = ol P

g RY e e L

HA RBETE)L R T’
=AY A P

AERE SN D EMEE
MM ERR L

Z Dt
LR



. REICEA9 4IEH

MEER TR
LES A D Ve i A R

XIIHRICEHET HEE

#hee
BRE S TN

RERUVAE

(1)

(2)

RiERUAE DR

HEA RS OTRAR - AU 5.
RERUAEOBERE - RIL
AR L

BERUVRAZICEET HFE
REIN TN

B PR RRE

(1)
(2)
(3)

(4)
1)

2)
(5)

(6)

BBRT—2 Ny Tr—
REER L

B PRI ER
HEE R L
RE RIS
REER L
REERIEAER
BNEREEEAER
EEE R L
R EHER
BRI L
BE - WA
EERe L
SRERE A

1) FRABRERAE (—REARBERE. FEERARERAE. TRARBLEERE). BERFTERET—4N
—RAAE. BERFTEERABRONE
MR L
2) REBEFHELELTERFEODABTXIIERL-AE - ABROME
BARUANA
(7) Zhith
MR L



VI. E3hEB(ZEEHI HIER
1. FEBEZICEEHHLEMXITILEYRE
Uik, LR Y 7 NIR

k. TEFAIOEMBARA & LT, EBEREOIENC 5% 7 FURHERIR, ARG
j/l/-(l/\%)o

EE  BEED LB ORIEE « ZIRFIL, RHOEBFHRLEZEZMT L L,

2. IR

(1) {EFRERE - 1EFIHERS
BB L

(2) HhE B B RBAA
AR L

(3) {EFASSIRRSRT - FHRRSRD
LB L



VI EMHEICEHTHER

1.

(1)

(2)

(3)

(4)

2.

(1)

(2)

(3)

(4)

(5)

(6)

3.

(1)

(2)

mepREDHH

AR AR MR
MR L

BB TR S DM
DR L

e

DR L

BF - FAROES
AP L

BYRERI/ST A—4
R A&
AR L
IR U 53K E 7 4K
YL
HRRETEH
R L
DIYTIUR
MR L
NERIE
MR L
ZDith
AR L

BEM REaL—23Y) 8@
B A A

BRI L

NS A= EHER
MR L

& U
BEARRANA

10



5.
(1)

(2)

(3)

(4)

(5)

(6)

6.

(1)

(2)

(3)

(4)

10.

11.

kil

1fn % — A B8 P @ @ 1
EERe L

1% — Ra #2 R Y @l i
YRR L
FHit~DBITHE
EERe L
BERANDFITIE
Y E R L

Z DD RADFEITH
EERe L
MmiFEEHER
Y E R L

(]

BB B U BHERR

U E R L

KBTS 58K (CYP %) ONFiE. F5F
EERe L

PEBEENROEERVEDEE

Y E R L
REYOEEOFERERVEEL, FELE
EER e L

it
B L

FS U RR—2—ICET H1EHR

MR L
BNEICLEBER
MR L

HEOEREAT HBE
RERER L

Zott
R L

11



6.
(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

7.
(1)

(2)

M (ERLOZEEFICEATSHER

ERNBEFNDER
EIN TV

T

BZEERNELEFTDER
RE STV

REX THRICEET HEE L T DEH
RE STV

BZERUVHEICEET 58 ETDEH
BRE STV

BELGERNIE L ZTOERA
BRE STV

BENDERZETHEEICEHT IR
BHHE - MEEEOHHEE

9.1 BHHE - MEEZFDH L ESE
9.1.1 0. BIRBARUEEEDHDEE

EEBRMEEOHINC LV | ERBELT 28T LD

BHEEEEERE

2 BHAERESE

RSy, HifkF b Y U AOBRIETIH Y T < ERPELT 2820 B 5,

FreEfEE RS
BB S LT e
HLNEREE BT S A
FRE Z LTV e
1R

FRE SALTUN e
RELIF

BRE STV
/]\IEI

FRE SALTUN 720
ﬁﬁn%

0.8 EhE
BHHREEZFRICL, BETHIREFETDHZ &,

— I

AEFEREME T LTV D

tHEER

HRAZSETODER
BE ST
BERZFE LT DHERA
BE S AL TR0

12




8. HEIER

1. Bl4EHE
WOBIWERN G oD Z ENH DD T, BIEZ 5TV, BED
i e S E A T Z L,

P

D BTG EITITR S

(1) EXGEER & MHEK
BRE STV
(2) ZooEIER

1.2 T DO EI1E A

B A
K - s MRS, 5 > ML e, I, 7o F—o R

1§

&
il

9. BRRBRERBRICRITYR
RE SN TR

10. BEKRS
BREI N TV

13



1. BRLEDOEE

14. BRAELEDEE

141 £f0NEEE

1411 FEHFRCIE, BRI HREE T 52 &,

14.1.2 KHNF 7B NERD B DIEFIASA T IVIHENZ OWTITH BRI 2 JRR &35, #E O IEHR
PNA TV ESERERT D GA T, TEYRO ATREMES N A TV D I AR DIEN~O B O 7]
BRUENEELIBENDLH D7D, EHRBEFELOCEH W EOFEICHSREETHZ L,

14.1.3 R » FOOAEHE, I 2kl z R CEFAOZIA MM THEN-O0OH) 1
BEIZWP - LT Z & RDITHILI25E . HID A ORBAR NRIFNOIRK & 72 2B
N o, £7o, CABHIFE—FETIZHV R LEIS vz &,

14.2 EFIFREBFOIE

1421 FHZBLAT25810%, BAZbicEET D Z &,

14.2.2 A5, BRARA L U CREL OVERRERSE L CWAERFNCHEHTS 2 L,

14.2.3 KFNDOH TN ERi> T, B 7wV EHO—VZBETSH 2L, BlE#ZIZ. B
T2 Z &,

14.2.4 JEHINA TNV & T RNEICESET 2856, AEIZRDICR > THIT, FKHIAA T Lo
22RO FIC WIS 2 E A D TR o 7ot A TURASE TALE £ TEREIIW - Z(THT
Z Lk, KEIEES LIREETH A RD B TA SN EAIAL TV EEET D L RS HEED
RIS E D72 EUIRBEIC R A X T 2 3 D,

14.2.5 FARBNET H55101X, B TR VBEOBNE & Ffo THIEL, 77 AF v 7R b
A7V, HEZ Ln L,

14.2.6 AANZHEIANA TIVEEIR LT, FICT7 v 7 VRIS o ERAZRET 54512
X, T AF v 7R MLV OREES Y v 72 L0 EFEE I A0 EOZEE (FEH
THENTWRWORD) IZEEIZP - Y EHlTZ &, E7o, $HIFE—EFTICHY K U S 7
AR

14.3 EFIRSHOIE

14.3.1 EIRMICEEGT 5 2 &,

1432 REBOHKV IZHZE L THERTLZ &,

14.3.3 BREHIARETH DM, bekx 2 TR E 2 E AT 255101%, @5E%2 I 20N

THENLTWARVWORBICEEICWD > VRl Z &, £/, WEEN D2 25 LMK

TLTL DT, i FHEIZFDEET DI &,

14.3.4 FRIKIIEH L2 2 &,

12. ZDMDEE
(1) BEEREFAICE D < 1H%R
BE I TV
(2) FEEGEREABRIZE D < 1B¥R
FRE I TV

14



IX. SEERIREBRICEE 9 5IHE

1.
(1)

(2)

(3)

2.

(1)

(2)

(3)

(4)

(5)

(6)

(7)

FIEHR
P
VI SR B 5 | OB
R HBHER
LG L
Z D DREHER
LR L

HExS5EEHER
YRR L
RERS SRR
H AR L
HinEEHER
Y E R L
A ARIEFER
AR L
AR EFHEHRER
Y E R L
B R R Bt S R
A EE R L
Z D DYFHEME
R L

15



10.

. BEEMNEHEICEYSIER

RHIX 5
A AGEEEN (EE-EMEOLGEICIVENTL L)
AT R LR

A3EAR
3 4F

@ ﬁ ETOETE

Wik EDEE
20. Bk LEDEE
201 WRIRN ORI & 72 D DT, SROVEBESHIH 22 S D & OEMEZRET 52 &,
20.2 LN OBGAIIFEHA LsnZ &,
ﬁ%ﬁﬁ:m%%#%ﬁﬁw%M6%Q
« R BIE NI TN D5
« PR 2 DRI 2 FRAR D3R w%néﬁA
IO X vy TR T RIEHO S —ABNIBRN TV DS

BEMITEM
BEMERLTA R 2L
<FvoLEY 2L
ZOMOBETTEM : 7L

B—m5 - R%hE

Al — Bk oy 38 ARBRAMEIR (e V) OSSR | ARREK Ny 7 [7 Y — ) BREIE = HEK)
i

F % FREELAaw

EREEFAR
AR

SERFTARFABRVARES. EMBELNBFEAR. REHAKEAR

BLEIR e KR B KB > A EEHEGRAFE A B HkoeBRAAEH B

1994 43 H 15 H 20600AMZ00777000 1994 £6 H 3 H 1994 4211 A 4 H

[7E] 2013 4 12 A 2 Bz =7 m kXSt G B 5E A& GR & ik

MEER(IFREM,. AERUVAELEEEMFEOFEABRUVEZOAR
Y LR

BEEMR. AHEBRAREABRUVZOAR
AR
16



11.

12.

13.

14.

BEEHMN
A L

REHARHIR ICRE T 5153k
AANL, B (BHoVITEE) FIMICEET 2 HIRITED STV R0,

&iEI—F
JEAE B AL | @=L a— R HOT L7 MR AL
ISR o — R (YJ =2— ) 9OH7) HBEE | > AFLH=—F
BRI v b
3311402G2023 3311402G2023 107681301 643310508
H (100mL)
REEBAF EDIEE

AFNE, P L DR FEEE TS T D,

17




X 1. X

1. SIAX#E
1. HH\SBUE A AR/ 5 figan & 5% )11 #5)5,2021;C1148-1152
2. RS NERE (ZEPERER)
3. JLBEANE R (pH £ #hEER)

2. ZOMOSELH
AR L

18



XIO.5EEH
1. EFHENETOHERFTRR
WA CIEZETE STy (2024 45 1 A BEH)

2. MM BEER KB
PG L

19



XIO. {§E

1. B - REXMRICR L TERERHIZET S IHE=> TOSEFER

(1) #
AR

(2) Fik - BBAMRUVRERSF1—J0@EEM%

Y L

2. FOHoEEER
UAfRIR1EAE]
1.>— LB

TSRAFYIRMLODATEILEZE>T. h TEILEED
—ILEEFINT,

OFFDH TEILEEFHE > TROIZIEIT S,

e A QEHINA TN ETHESHHT S,

AR QEHNATNEARTHEET, FoF CL>ETHIT,
< &y EE | AFIEEL LIRETHRNTETA S EH
P AT LVEEET B & HRN TS ORIZE
(=g 5%, BRBECIMESLT I ENDS,

(TS O RIE ()

MEEH EERINATILOITLET « > TILOFIDLEICESR
[THTHAI &,

FE | mEHtEILR@EICH L TROICRILEZY. TA
BOBARICRIS &, MEHAMMN =Y., EE
BhSEREN LY., JLARSERNICEHETSE
ThhH b,

(AT IIVEEHEARDEESDLE)

AR BAR | EAAATLBARTUEE CRBEMHETRE AL,

fw - 38 | MAEERTHEF CTRE#H0 & FH/ A
FLOBENF+HERY ., BRNEERIT

A==t ZERHB,

O+

;il; =

20




M'5
i

If

il [

TSRAFyIRMILELIZLT, 8 TILIZ 12 BBEDAR
REEIALTECRY. /(7 LROENE522IEMRT

Do
TI3RF VIR MILDBBRINA TILITEALIZS NS

BlIERVEVT*ETS,

47517

kRS T TAF VAR AR REERRT TR0 5 BEEEY KT,

TSRFYIRRMLETICLT.NAMTILADERZRE TSR
Fy IR MILIZET,
NATIVADEBRNTSZAF IR MILIZRYIZ WS
X, ROEVT*%1T5,

5% v v JEtg

TSRAF VI RMLTEHORGERERES. vy TERY 45
L. JLRZHEET 5,

6.4 R~ D E DRI E

ZS

TSRFYIRMLTEHORESZEL. Xvv ITEmY 5

L. JLRZHEET D,

AR | #OICRITE, TSRF VIR MLOBEERDORE
HIY., BIYRLBNW=TSRF v FNERPIC
BALEY. F=. TS5 RFYIORMILEZEEEL.
BRENEFEZTZENH D,

TOT, THEEFEW,
[T OREAIE]

TRIGREIZIRIE AT AT 25— 53K T, TTAF v 7R MVRNOEND EHT 2550850 F

EERAOEHHERTME
(FBATAERZFN TGOS

iRty FORZERITAE
(FEATEEN=OMER)

21




(PRIEEAE] A TILBOLNLTILERYSN L. 25T 5,
- hTEILEEFL. NMTILEVRLTIZEST RS,

J%qgﬁ4 R4 7 IVERY 54 LES DI

AL DN _

e f;J]\zy\,\ A TELEBERSTITS &,

T Lo CRATLEVSECRYNT & ERATRE

TEEENLHLINDTIEET S &,

22




	生食溶解液キットH
	表紙

	IF利用の手引きの概要
	目次
	Ⅰ．概要に関する項目
	1．開発の経緯
	2.　製品の治療学的特性
	3．製品の製剤学的特性
	4.　適正使用に関して周知すべき特性
	5．承認条件及び流通・使用上の制限事項
	6．RMP の概要

	Ⅱ．名称に関する項目
	1．販売名
	2．一般名
	3．構造式又は示性式
	4．分子式及び分子量
	5．化学名（命名法）又は本質
	6．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	1．物理化学的性質
	2．有効成分の各種条件下における安定性
	3．有効成分の確認試験法、定量法

	Ⅳ．製剤に関する項目
	1．剤　形
	2．製剤の組成
	3.　添付溶解液の組成及び容量
	4.　力価
	5．混入する可能性のある夾雑物
	6．製剤の各種条件下における安定性
	7．調製法及び溶解後の安定性
	8．他剤との配合変化（物理化学的変化）
	9．溶出性
	10．容器・包装
	11．別途提供される資材類
	12．その他

	Ⅴ．治療に関する項目
	1．効能又は効果
	2. 効能又は効果に関連する注意
	3．用法及び用量
	4．用法及び用量に関連する注意
	5．臨床成績

	Ⅵ．薬効薬理に関する項目
	1．薬理学的に関連ある化合物又は化合物群
	2．薬理作用

	Ⅶ．薬物動態に関する項目
	1．血中濃度の推移・測定法
	2．薬物速度論的パラメータ
	3．母集団（ポピュレーション）解析
	4．吸 収
	5．分 布
	6．代 謝
	7．排 泄
	8．トランスポーターに関する情報
	9．透析等による除去率
	10．特定の背景を有する患者
	11．その他

	Ⅷ．安全性（使用上の注意等）に関する項目
	1．警告内容とその理由
	2．禁忌内容とその理由
	3．効能又は効果に関連する注意とその理由
	4．用法及び用量に関連する注意とその理由
	5．重要な基本的注意とその理由
	6．特定の背景を有する患者に関する注意
	7．相互作用
	8．副作用
	9．臨床検査結果に及ぼす影響
	10．過量投与
	11．適用上の注意
	12．その他の注意

	Ⅸ．非臨床試験に関する項目
	1．薬理試験
	2．毒性試験

	Ⅹ．管理的事項に関する項目
	1．規制区分
	2．有効期間
	3．包装状態での貯法
	4．取扱い上の注意
	5．患者向け資材
	6．同一成分・同効薬
	7．国際誕生年月日
	8．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	9．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ．文　献
	1．引用文献
	2．その他の参考文献

	ⅩⅡ．参考資料
	1．主な外国での発売状況
	2．海外における臨床支援情報

	ⅩⅢ．備　考
	1．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	2．その他の関連資料





