2023 £ 3 AET (55 5 hR) BARERGNEES

87314

EEMA I EL—T4H—L

BARRERENED 1 FELHEME 2018 (2019 FHHFhR) IZHER L TIERK

I ERR E4 3 CRAE
BAERH
7 ZAIVE CEEESR
E2I2CEF 7V—,-100mg
EZ2ICENT 7Y —,-500mg
E23I2CEF 7vV—,-29
Vitamin C Injection "FUSQO"

#l

5

IKPEE S

A 0B ER DLAZEERS CIER-EMFEOLAZICLYERT S L)

43y C3EM7Y-1-100mg : 1 & ( ImL) & BHE 7AW" VEE 100mg
B & - & E|tH93vC0:EMy-1-500mg: 1%&( 2nl)f BF 7AWt v 500mg
E" 43y C3xMY-1-2g 1 & (OmL) & BFE 7Aa0t” VEE 2, 000mg
4 : 7RAILEVE (JAN)

_ .
" B . Ascorbic Acid (JAN)
SERERAEPA BEIRSTREER R EMEENSEAB BRFERRER B
B Off K #£ 4y & - || 100mg | 1986E3F8E | 19574 6H28E | 1957465 28 A
BR % B9t &£ B |B|| S0mg | 198643H8E | 1957465288 | 195746428 A
2g 1986 £3 A8 H 198198 18 198198 18
BAWERST (WA) -

1]
2 . B e g VRO RERSTRAARM

ERFHRIBLEHOER L

REERIZHKASE HERARBEDEZ— FHE
TEL 06-6964-2763 FAX 06-6964-2706 (9:00~17:30/L£HMAZKR<)

EEEGRER FTR—LR—T
https://www. fuso—pharm. co. jp/cnt/seihin/

o3
O

M W& bt

ARIFIiX2022 4 10 HEETOBEFIRXORHICESEHKET L,
BHDOEFRERIL. ERLERBIBAEHESR —2LX— https://www. pmda. go. jp/
W TR EEWN




ERdhA F Ea—T 3 —LFHOF5 & OME  — HATRBEIHAINZ —

1. EERA LV a—7 4 — MMERORSE

R EIK S OFEARM 2 B H L LT, ERAERMIRMACGE (LR, IWES0E) 2
%éogﬁﬁ%fzﬁ SEAARSE O FEFRAEFE D A T E 7 [ 3K 8 o0 i 1E 4 1 %
ZAE T D BRIE, BN SCEICRRE S e i i A AT T D ISEEM 22 i s B 2R 355 8
&D\%%ﬁ%mzikﬁﬁé%(uT\MR)#«@hﬁmmeX%E 2 &0 IR
ERMELTETWVD, ZOBRICKLERIEREMEBNICATTH-OOHEEY A ME LTE
WA 2 a—T 44— (LUF, T FERET) A LT,

1988 4|2 H AYRPBESEAIMZ (LR, BIWIE) 5 2 /NEBSM 1 FOMEMIT, TF
FOHER, I PR EEEA R T L, T D% 1998 4EI1C BIREEING 3 /NEB M, 2008 4E,
2013 R HIRRESRIGMEBE SN | F il EBHOUWET 217> Tx 1=,

I Fo#EEeE 2008 LA, IFﬁPDF%@@%MT Z & UCifET A 2 ENEAIE A
ST, ZHICEY | RN CEOTERSET N D > - BAICUETORILT — 2 2 BMLZ T F
NHCH Rt SN D Z Loz, BFRDO 1T F i l:%iiuul:%ff e tétE (LU, P
MD A) DEFEHERLIEBRRRBDON—

(http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) IZ CTAB I TW5D, AIRIKTIX
2009 XV HIEREGO I FOBERERFNTHMEEE LT T4 Ea—7 4 — LRI
ZERE L EAx O FRAEMCEZMET 28 EFEHERE L CEINER - BRF LT D,

2019 FFOWRM L EFLHBEHEOL LIS, [ 1 FRo#Ei B 2018) NARIIL, 4% [E
S R3S O IR IEMIEME N T A A4 R4 ) (ZBhET A HEREM O, FORE
Bz RE LT,

2. IF&IZ

I Fi T CEEOFREMTE L, EAT - RSO ERIEFEIC L > THEERIC
VR EIERGOMEERO O OWER, WHERFOTZDOMER, FAFI DD OEH, =
MO EEH O 7= OF M, FFEHREE T T O OFERENEN SN T-RA 228
BIOEFEMFEHE LS LT, BFRENGEHEEZRE L, FRAIMEO 7= I S5 E IR o #
18 IR 78 UL IR B #E o D 4 LI HERR K ORI 2 K 4 L’Cb\é%fﬁﬁ%ﬂj EALEMT B
%,

I FICRHETAHEAEINIBRENRE Lz 1 FitdiEEICEI L, —H0Fs &k &
AROFPANOIER DGR SN D, 727200, RESEORESICEDL S L O L UOF|IHE A
O OSREAR « HIWr - SRS R EFHIESIZ I FORBFEL IO, S0z oL, K
ENOREINT T FiX, FIHEB S0 - Il - BRAREHT 5 & & bic, LEERAl
SEETHLDEVWIRFEmEF O L xaifg LTV,

I FORMIIB T —F a2 iARL L, SESECTORKRIIMNAE T/,




3. IFOFIAICHoT

BAEARD T FiX, PMD A OERHEEMLIEHRRBEOSN— I HIGI AR E I T
W5,

BRI TR A X B a—T7 4 —2MERO TS &) 16> T 1 F &2 ERR - 1243
L, 1 FOFERZRE 2, EFERBBICRE L TODIEHRSC T FERRHCGLE LS E 3
HNZOWTIFRIESEDOMRE~DA VA E2—IC LV HHFZFHOANEEZ REIHE, 1
FOFMAEE @D AL ENH S, £7o, FERFUGET SN A H EoFEZEICHE T 5 FHEICH
LTk, I FAKGETEN D E TOMIL, BERAENRMIT L UETNEZH LIS L 3E
2 A WITETEOEIE S SR — 2% L0 R E ST 5 L b,
I FOMERICH 72 - TE, BT OTRMN CEE PMD A O EK G ERESRIE R R D ~L—
THERTHIVERD S,

B, WEMHALZEMEOHRO KL SN TWD V.6 RS < [XII. £
EERE L XTI 65 ) 1T 2B HIAREZ T T RWERPEENHZ ERH D,
ZOWY NI BT RETH D,

4. FIFIZBELTOBER

[ FZHFEEBIZBWTRNT ZENTERWERLEFRRE LTHEH L TWeEx
7o, I FIXZAWEOEZE 250 T, YiklEFEM ORGER T UTRTEICH#E D 5 BFENE
B - PR 2 EIEAEEEH O 7D OFITER Th D & OALE-DIT 7203, Fldl - RIUT
IRESR G, EREASE O, A RE L OV VE ORI B9 D IO LA RIS E
TR EENCBE T2 04 NI 4 v, W= — R -7 - S 777 4 2ZOHIKE —E
FREZ T S %2520, IS IERIBMHEEI T A KT A > Tk, REGRIESAREI O LS
R 2 IE IR OV T, RIECENEREFEE PO ORDIS U TTI 2 &iFE LK
ZRNEENTEY, MREADA VAL 2—RHLOXEFAERSICLEY ., FIHEES
NIFONBERESELIREEDTHD Z LBk L TR s, fEkey
ENOR/LNDIHFROBIFHIRILA MR L, ZOKEMEL Rk S, BIFRBIGICHEIT 5 IE
R ZMET 2 Z SITEAMOARE THY . 1 FEZIEH L THFES 2 FICMmEH 5 b0
L TCWEEE =0,

(202044 A)




B X

I, BECETBEE 1 (D VRS LB AR AE0 - fald, SMBLO SRR AR 8 -
1-1 Fﬁ%@ﬁ%ﬁ ............................. 1 @%KEQ“J‘%‘%?& ........................ 6
-2 BUE DI oo 1 (Q) A v et 6
I-3 B ORISR e 1 () Mg v v e 6
1-4 BEMAICELUCEMT NS 1 (A) BRBEDIE - v v 6
-5 AKRAIEROVEE - #7 LORIREE - 1 V=11 BRI S DEMI -oveoereeeee 7

(1)%%}3%{5{: ............................... 1 V=12 ZFDft v cveeee e 7

()W L DBIFREETE e 1
T-6 RMP OH B - -« oo v 1 V. BEICETAIEBR - v 8
V-1 ’}‘j]ﬁ'é ﬂi’;j]% ........................... 8

O. BICETRIEE - ovorvrrrrereeneanenns ) V-2 e T BT AR e 8

T—1 BRFEAL - -rrrrrre e 2 V-3 HELROHE oo 8
QD5 1 I 2 (1)ﬁﬁ{£&oﬁﬁ%@ﬁ@§jﬁ ...................... 8
(Q)PFLL v vrrre e 2 Q) HIEECHBEOR ER K « fBR#L-- - - 8
B)YBFROHE -+ 2 V-4 )ﬂ/£&0)ﬂ%(:%§@ﬁ-é@z_% ............. 8

T—2 Ao 2 V-5 Eﬁ'zﬁzﬁf?‘ﬁ ............................... 8
(1)*[]% (ﬁ%/f{) ........................... 2 (1) Eﬁ%%”—&/\o/b“—f/ .................... 8
(2) {i% (ﬁg /ﬁ) ........................... 2 (2) Eﬁ%}g@gﬁ%ﬁ ............................ 8
(BY ATy vveee e 2 B)HER SRR ZRBR - - oo 8

M-3 BERUIARMER e 2 (4) fﬁ?fl:ﬁ’]%ﬁ%ﬁ .............................. 9

n-4 %%f‘&o\%%% ....................... 2 1) ﬁ?ﬂ‘fﬁ*ﬁ?ﬁ%ﬁ%ﬁ ........................ 9

-5 fbF% (G4TE) IR - oo 2 )L PEEER 9

-6 BH4, B4, WE, L& S e 2 (5) B « JREERERE - - e 9

(6) {éﬁé/ﬂiﬁﬁ .............................. 9

M. AT BER oo 3 D) BT (AR R, R

M- 1 WERAE AT e 3 G, SRR, ST —
(D) AMERL « PR - 3 B _R— 2, BOERGERERABRONE - 9
VTAREE oo 3 2) RN L L CEM T O LT L7
(3) @2/@:[@ ................................. 3 7% . gﬁ%ﬁ@wg ......................... 9
(4) ﬁi‘l;)fg:: (ﬁj\ﬁg)ﬁ) , @ﬁ)ﬁ, 75%%){—(7\ ............. 3 (7) %@{ﬂ ................................ 9
(5) gﬁﬁ%ﬁg%ﬁﬁﬁ ......................... 3
(6) %@E{%;ﬁ ............................... 3 VI. ;ﬁ;‘ﬂ;ﬁfﬂ(:@?élﬁﬁ ....................... 10
() X DD FTALTNEE oo 3 VI-1 SRS BE & (LA U LA WEE - -+ 10

m-2 ﬁé‘jjﬁ\z%@%ii%ﬁ:‘ﬁ‘szg“-éﬂﬁ?ri ..... 3 VI-2 %*?f@{/';)ﬂ ............................... 10

-3 HHRS OMEBRGE, E Rk 3 (D VEFIEBL « AERIBIT - 10

(2) HRAN A AT B ERBRFE - o 10

V. BAICEIT B oo 4 (3) MR « BRI oo 10

V-1 ﬁl]ﬂ‘ﬁ ................................... 4
(1)%”}}:2@ PRI veeee e 4 VI. ;ﬁ*@ﬁ%(:@?élﬁﬁ ....................... 11
(2) @ﬁU@%%%&U\;[ﬁ% ..................... 4 VI- 1 [ﬁlﬁf:‘(}%};f@{l:ﬁ@ ......................... 11
(3) E&EIJ:‘— R oo 4 (1)/@7§Lﬁ§ﬁf£[ﬁlﬁpﬂ%&f .................... 11
Q) BUFNDBIPE oo 4 (2) Ba PR RBR CREER S U7 I P s e 11
(5) %@ﬂﬁ ................................. 4 (3) E}j%i‘gy .................................. 11

-2 %%HOD%EEJZ ............................. 4 (4) ﬁ$ . ﬁfﬁ)ﬂ;ﬁ@%ﬁ@ ...................... 11
(D ATRIARSY (FHERRSY) O R R DU - - - 4 VI-2 SRR/ T A= B e 1
(2) %ﬁé’%{%@(}%fﬁ ......................... 4 (1)ﬁ§$ﬁ—j§{£ ................................ 11
(3) ?A% ................................... 4 (2) [&”XEE{—E;& ............................ 11

V-3 IR DR R OGS B o ovvveeee e 5 (B) T LT E TR - v v e rr e 11

IV=4 Sl covoeerer e 5 (A) 7 Y T T/ R 11

V-5 (Eé]\j—é EJ‘ﬁEII‘i@ 3?) 5 %%:F@ ............. 5 (5) ﬁ%ﬁ'faﬁﬁ ................................ 11

V-6 %%ﬂ@%*ﬁ%ﬁ:?@:%” 5%%4@ ......... 5 (6) %@ﬂﬁ .................................. 11

V-7 FREIE R OVEME R DL - 5 VI-3 RHEMGRE 2 b—a W) ffffr e 11

V-8 Al & ORLAZAL (ELFRZAE) - 5 (D FRHT IR e 11

V-9 IHIMHE oo 6 () /8T A — B YEEYHR] - - o vovveeee e 11

V-10 &% /ﬂ% ............................. 6 V-4 WU - ovoere e 12



VI-5 %\jﬁ ................................... 12

(1) I — B P - oo 12
(2) I — B B P - 12
(3) ?LH_,\@%;ﬁi‘[é ......................... 12
(4) 'g’@{&’\@@??‘lﬁ ......................... 12
(5) Z DM DKMEA~DOBATHE oo 12

(6) MAFEFIFER TR v 12
VI- 6 ﬁ:gﬁ ................................... 12
(1) AL ORHIRERE - -voveeeeeeee e 12

(2) RN BIE-3 DEEFR (CYP 55) Doy 1H, FE=12
) MIEEBHROH TR LOFE oo 13
(@) KA DIEHE DA WL OIEHELE, TE{ELCE - 13
Vi-7 ﬂF(‘Hi’ ................................... 13
VI-8 ~T U AR—=F =TT HM® 13
VI- 9 @;‘:ﬁ—%ﬁ:i 5%%%} ..................... 13
VI-10 %ﬁiﬂ@%ﬂ%%ﬁj—é‘%% ................. 13
VI-11 %@ﬂﬁ ................................. 13
VI R&MEREDEES) ICETEEE 14
VII- 1 %%ng%@@m ..................... 14
VII- 2 QEW@&%@}EE ..................... 14
V-3 ZHRESUT BN RIS B § 5 & T OB - - 14
Vil-4 MEROCHEICHEET ZEE OB -+ 14
VII-5 BERHARER L COBB - 14
ViI-6 $EDOHFEATL2BHICHET IR - 14
(1) B DHE « BECERES Do Hg oo 14
(2) BRREBERS R oo 14
(3) Hq:*%%ﬁgl;%%‘%%& ......................... 14
(4) Eﬁﬁﬁ%%ﬁﬁ'é%‘ ....................... 14
(5) ;&ﬁ% ................................... 14
(6) 1:5\4;,_‘#% ................................. 14
() /PSS - 15
(8) %‘iﬁ%%" ................................. 15
ViI- 7 *ﬁﬂﬁ;)ﬁﬁ ............................... 15
(1){#%%%&%@@& ..................... 15
(2){%%/}5%&%@@&' ..................... 15
VII-8 FIER] - - v 15
(D) BERZRBIWES & IR oo 15
Q) FDOMDFINER - - 15
VII- 9 Eﬁ%%*ﬁﬁﬁ%(l&li?%ﬁ@ ............... 15
VII-10 @%&5 ............................... 16
ViII-11 ﬁﬁqim/}_%ﬁ ........................... 17
VII-12 %@ﬂﬁ@ﬂ;% ........................... 17
D) B RMICIE S B oo 17
(2) FEFG IR ZRBRICIE S CFESR oo 17
IX. 3FEE[£EKE§[:@T§IEE ..................... 18
X-1 ;‘f‘gfi%ﬁgﬁ ............................... 18
(1) BEANFRFRIABR - ovvovovmveeeae e 18
(2) ZEAPESRFRGABR v oo 18
(3) %@ﬂﬁ@%f@%ﬁ% ....................... 18
X-2 %:[ﬁ%ﬁgﬁ ............................... 18
(1) @’E&i@_%:[ﬁ%ﬁﬁﬁ ....................... 18
(2) ﬁﬁg&g%:r&%ﬁgﬁ ....................... 18
() EACTEMETRER - v v e 18
(A) DS AJEERBR oo 18
(5) ZETEFE AL FEMEZRIER v o vvvv e 18

(6) %Fﬁmuﬁlﬁtl\igﬁﬁﬁ ......................... 18

(7) %@{ﬂ@%%%:f& ........................ 19
X. EHMEIEICETAIEH - 20
X-1 %E%[“X% ............................... 20
X-2 ﬁ’;ﬁ],ﬁ}qﬁaﬁ ............................... 20
X-3 @%%ﬁﬁf@ﬁ?{f ....................... 20
X4 B DR oo 20
X-5 l%.%l-'ﬁ”jgﬁ- ........................... 20
X-6 ﬁ*ﬁjﬁﬁj\ . E];ﬁ;%’; ....................... 20
X-7 B%?E@Eﬁiﬁiﬂ = BRI 20
X-8 HRUEHRFEAGREH A R UUKRE 5,
FAMAEVENGRAEA B, BOERBER R - 20
X-9 ZhRESUIZNRIEM, FIER O ELEBINE
@ﬂgﬂ H &U‘%@P‘ﬂ@ .................. 20
X-10 FEARR, FAPSRAREA ARG
%@W;"é{ ............................... 21
X-11 ﬁ%ﬁ/ﬂﬁﬁzﬁ ............................. 21
X-12 BOHMHIBIC BT DR o 21
X-13 %*ﬁ:_ R 21
X-14 f%[;ﬁ%ﬁﬁ—k@&% ..................... 21
Xrﬁk ....................................... 29
XI-1 %l)}ﬁj{ﬁk ............................... 29
XI-2 %@{ﬂ@éﬁ%j{ﬁk ....................... 29
XiI. ,—;}%ﬁﬂ_ .................................. 23
XII-1 HEE%T@%%’E%{R .................. 23
XM -2 M DR SR - 23
X ﬁ%% ...................................... 24
XII-1 F874) - RIS IS U CRERHINT 217 5 1
&)7”:0'(0)23%“%%& .................... 24
(1)*57\51} .................................... 24
(2) gt - MBI ORE R G- T = — 7 otk - 24
XII-2 %@{ﬂ@%ﬁ@ﬁéﬂ' ...................... 25



I. BiZEICET5HA

1. FAROREE

1911 4F Holst XN Frolich IZEMW) DOEMIFED & HAFEOWE D KINZ L > TR Z 5 Z L ZH 5T
L7z, £D% Szent-Gysrgyi L OMRICL W BRBFICEEFNIEERAHEEENREX I C TH
5D EDHEE STz, — King X LB LA NS B X 2 0 C ORGSO BEIC AT L, Szent— Gyorgyi
HHEEMFRIEANE X I CIZdh D 2 & 2R U PRI OB T ascorbic acid & & L7z,

2. HLOERFHELE

By C ORBHRRZIENEMH TH Y . HIEEOBEKR, & - BT OFEFTERIE, HUFpEE
RECANGIRIBRED IR T2 L&l 24, AFEOFEHIL I 6 DRESIERITRN H 505, LR
BRI TOHLNTIERY, 2T =7 RO G B & HH U 0O 385050 i 7 e [
IFfA] OFTHE 20 12 K 2 i m o dcE, BB REKE~DORE L (X N VARIEOPIE) AT =
BRAEROM 22 ERRE S TWD Y,

3. HROHKZMNEHE
Helz7e L

4. BIEFERICEAL TEMT NSHEE

BIEFRICET 2EM, BEREENS K514 UF BE
RMP Bl
BINOY A7 FMEIEE) & L TR S IV TV 2 EH i3
Sl FHHEE T A KT 14 v e
(R B b oo B8 B I A e

5. RREFHERUVRE - FRLOHIREIE
(1) A&B&EMH
Hriz/p L

2) i - R EORIREE
LR

6. RMP O#i=E
R L2y (RMP SR E k544 o F43))



I. 2#ICB9 5IEH

1. BR5E4

(1) Fn4
B3I 0 (7Y —]-100mg
v I 0 [7Y—]-500mg
EXIVCE (7Y —]-2¢

(2)*4
Vitamin C Injection “FUSO”

(3) BFRDHX
Hriz/p L

2. —fk4
(1) 04 (diE)
T Aa)LE R (JAN)

(2) ¥4 (d %)
Ascorbic Acid (JAN)

@) RT L
RN

3. BERAXIIRERX
H OH
HO

52 1 CeHsOg
A& 176. 12

5. bR (%iE) RIFEAE

L-threo-Hex—2—-enono—1, 4-lactone

6. B4, A4 S,
A% L7

LEES

onj



. A®E5ICEY SEE

1. YIE{EMtE
(1) 5488 - MK
F A OFE L X ITHE OB R T, 2B WER < BBWRAH 5.

(2) iR
HKIZERIT T <, =X )= (95) IZRR0EITITK K, VEF AT —T VT E A EBET 0,

Q) WiE %
AR L

D= (DfEm), |, RES
Rl 59 190°C (5 fR)

(5) BB B AR R R 3L
pKi=4. 17 pK;=11. 57

(6) HEAREL
AR L

(N ZDfthD E 4 RIEE D
BESEEE (o) ¢ +20.56~+21.5° (2.5g, /K, 25mL, 100mm),
pH : A 1. 0g Z 7K 20mL [Z¥EM L72i D pH 1% 2. 2~2.5 TH 5,

2. BYHSDEREEHTICEITAREN
Kz ko TR IZEBT D,

3. BMHS OHERHRE TEE
HEEREER A
D~ B Y LRI, 2,6-Y 7m0, K7 =/ =) b U7 AREOEOWK
2) Tipson 254

P
REE

3 SRR E



V. ®%|(CR§9 S1EE

1. Hif
(1) Ffz D X Al
VI EREL Pl

(2) BE| DS E K O IR
M0 VA DR

Q) @A a—F
BARR/NA

(4) E&F| D
ol BFETL
(AEF BRI T 5 )
E23220:F 7Y—1-100mg 4.0 ~ 5.0
E4 320 I'7Y—]1-500mg 5.6~7.4 9.1 ~10.5
E2432C0E [7Y—1-2¢ 7.3 ~ 8.5

(5) £ DAth
TESAI ORGP ORFRIR TR « R

2. BE|IDOHRK
(M B GEERS) DEER UV FHMAF

EHAICETTZY—] | EX IV CETTY—] | EXZI v CHETT7 Y —]
W 7E44
-100mg -500mg -2g
By | B TAa VR | BE TAIVEVERE | BR T AILVE VR
(1 %) | 100mg 500mg 2, 000mg
BER FAZV a— | ZBEH FAZVa— | ZRER FATUa—
BT RU A Img | MEF YDA 2mg | VBT RU T A 10mg
LZEA vrEgEr | ZER ek | ZER v r sk
ANl FU DA 0. 5mg FU DA 2mg FU DA 10mg
QEST) | WR{bAl N7
Jba— L 10mg N N
pH FEIH  KEE{b7 & | pH FAEIH AKEe(k) & | pH FREA]  AKE(LT K
Uk #E Vol EE VoA WE
(2) EMBEZEDRE
EEERR L
Q) #=E
MR L




V. RHICEYHEE

3.

BN A

4. A

5.

BARRNA

RMIBREDHERRUVEE

BAT BARMED 3 55
LR L

6. WADFRBEKTICEITIREN

7.

REIRGFHAR?
RAFSRAE PRAT M RATIHE G
25°C +2°C
100mg GO%RI + 5%RH
500mg . 34 A& Ak Bieia L
2g mAT
FRE AR
RAFSAE RAFI AR (e
9 21001x THRFREEE LT 210 17 1x » hr
100mg TAVT SR Heh = % L 3 —200W « h/m? L I
FEIRIRAT
#121001x CTHEEREE L LT 210 7 1x » hr
500mg FEITER A S = % L 28 —200W « h/m* LA b [EEcZaes b7z L
SRR
9 21001x CHRAHBREEL LT 210 /7 1x + hr
2g KT YE A = R L —200W « h/m? DL |
FEIRIRAT

RZ L7

8. fFlLDEE
ARSI TR T
B ZANEARFE D EH A &
HEAET L, &0 - %é%%ﬁ&@
HCEH IV B ERIR & AF T 25 & By OISR

ARERVBRERORENM

FL—h

(XTM-2. DIE HHR)

e (mE{LEHER)
PERBNDO TR EZ(EZEZ LT < T OBEKREDOR NI T T 5,
CRTIVA D PSR S, 5 T BRME IRALA.

FVBAE DRSNS,

BEEBEOHERE L DRE
THZLITEY 2~3 T 40% N o3 5, E7-.

I*
i



V. RHICEYHEE

<pH EEIR 7 —IL>

cE23203F [7Y—]-100mg

pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
«10. OmL 1. OmL—
(0. Imol/L HC1) (0. 1mol/L NaOH) e
1.50 6. 73 (B} pH) 10. 73
cEA2=220:F I7Y—1-500mg
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
<10. OmL 1. 5mL—
WA
(0. Imo1/L HC1) (0. 1mol/L NaOH)
4,39 6. 62 (FE pH) 9.72
cEAZIVCE TOY—1-2¢
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
<10. OmL 2. 4ml.—
(7 §—%a)
(0. Imol |/L HCI1) (0. Imol/L | NaOH)
5.19 6. 71 Ul pH)  9.24
9. AHM™
PN L A

10. &% -a%
(WEEIVELRSS - B, NE/SHTRD:S - BEICEHT 51K
Briz7a L

(2) %
KE#z>CE 12Y—1-100mg>
ImL 50 % HIZRAT T
KE#=X2CiEF 7Y—1-500mg>
omL 50 T AT T
KEAZVCE [7Y—1-22>
10mL 50 % HI AT T

Q) FREE
L

(4) REBDME
T A



V. RHICEYHEE

11. BERREINLEME
Briz7e L

12. ZDfth
RrlZ7a L



V. ARICETSEHEA

1. BBEERITHE
(1) XV CRZIEOTHLOVEE MK, A/LLL - N a—i5F)
(2) EX I COFENRBARL, BFNDOBBD R+ 2BOM (HREMERE, 4Tk, #5L
b, 1T DO RIIR S @R L)
(3) FREHEDI B, B IV CORZIUIMHEENE G35 LHE SN LI5S
- B I (S, S, R e &)
- Y
- I B R R R
BT OE B - B A e
- JHFBE - FEIPBE - RIEHR O EABILE
- SRR ROE R 2%
(3) DEISIZXF LT, ZIRDRODICARIZODI > TEREFEHTRE TR,

2. FMBERIIHHRICEEET 5FE
RESIN TN

3. AiERUVHAE
(M AERUVBAEDHES
(E#=2>C:F I7v—] -100mg)
TAALEUEEE LT, @A L B 50~2,000mg Z 1~ENZA5 ) TR T, BN UTEIRN
HH3 %,
¥, AR, ERIC X 0 EE KT S,
(E2=z220:x 2Y—] -500mg. -2g)
TAALE UL LT, WA 1 B 50~2,000mg & 1~EmI o0 ) CEARPIES T 5,
7B, FEE, ERICE Y EEET S,

(2 AR RUAROREEE - RHL
R L

4. BZERUVHEICEET IR
RESH TN

5. ERFRRALIA
MERT—2/\v 7=
%M L7gW

(2) B R
BB L

() RERGRRHR
R L



V. ARICEY SHEE

(4) IREEROFHER
) AR
LR L

2) Re MR
BB L

(5) B - HESIHR
LR L

(6) ;A fRAE A
D ERARAERE (—RERRIRRE, HEEARERE, ERARELERSE), RERTHRT—
FA—RPE, RERTERERABROANE
A% L7gn

NEBEHELTERFEDHNEXITIERLE-FAE - HBROME
BA=RSAA

OEOLi!
Hriz7p L



VI. EEE(ICR8d 51HE

. FEEZPMICEEH S LEMXIILEMEE
I:&':/%'

RENECSY
R

D BED & DAY OBEE < PIRFIL, HOEFHRLEZRT L L,

2. EB{ER
(D ¥EREML - 1ERRF

1.

YRR

[-2. DIE &

25— ORI EEE

BEIIE ORERPT LT, A K DO SO 2T — 7 U ERBEORTICL b0 EE

ZbNTND 9,

HIFAERBEEENE Y NOREHAELZIEEICT 2 2V E U BEORE I KIE T2

EHRARTEERTIL, 7TAIVEVBOBRGIZL VO Fexvral VpEEEE LI

Fag—rm7a ) O RERD b, BIEHRO T e U U EEWMEN 2 T — 7 T

ENTNDZ L ERBRT HHENIELNTND Y

EJENE ity ke #/&%U®ﬁ&ﬂgﬁéi&ﬁﬁﬁ®A&%72:wt/&@ﬁ

THY ., BEIFEOBEDO N OB EEROBGRARICEL D Z ERENTND P

BB P EL

Ty MZZERT7 Y CESICE DA ML REARTT D & GHEREROBD & & IR TR

IREIB OEERS 2 RET 580856508, 7 A3/ VERERTHRE L TR\ 8 ik
B O RERMATRD B AL, FABE AR ITIER ©, BIBEIERZAE T2 &0

méﬂfb\é*”o

ASZUERKICRIFTHE

InvitrolZl BWTT Aa)LE UV RIL R/%% ) - K7 a Ao IE TR E LTERALTC

K7 a AOAERELET DEENE LN TEY ., LTy NEOUTFICKRERS L

B in vitro TRO BT KX/ v AR EZ R Z LS5 BN RE~EET L Z &0

BOLNLTND Y

(2) FEh % B B SHERAR
BB L

(3) fER SIS - FH5EHR
R L



VI. EMEEICEI 5HE

1. M REOHS
(1) AR AL MPRE
R L

() BREREER CRB S D1 Mo
LBk L

(3) shst
A L

) BRE - ftRAZOEE
BREERRL

2. FUEEBIIS A —4
(1) 7 7 3%
KR L

(2) BRI
AR L

(3) SR EE TS
R L

BHoIVT7S530R
PR L

(5) HTEH
AR L

(6) Dt 0
300mg % 2 FYEST 5 & ML 30 I B —2 & 72 0 ISR LT-, 300mg & §RRIEST
L6 b RO 2R Lz,

3. BEEKEaL— 32) BiF
(1) BB 53
BB L

2185 A= 2 EHER
R L



VI EWEEICEY SEE

4. IR
MMEE L

5. 9%
(1) Ifn ;7% B8 P9 @ 1
B R L

(2) I-Ha B REPT B3 1
B L

Q) E~DBBITHE
T AV E RIS W SN D, LA RALIROGEIZIET A 3L B B O 4
Bl LR,

() BB~ DB
B L

(5) Z D DI~ DFEATHE 0
T AV E CRRITAERIZIBW TR, RENEBI OB A Zelifss IR, i T4, SR, 8%, AT
2% <MY %,

(6) MIEEAHAE
LBk L

6. it

(1) RBEAL R BB
T 1O,
BEESNET A2V e VERITTHLE D> 5B S, B 5 72 REEh IR A 12 X 0 0%
BN SND L EZbND, T OT7T AL e UERITKER R T E U CIFEET D8,
BRI ME ORI TIZRT A2V E VORI 80% NI LR (T Re 7 2 a/) e fg) & 7o
TS EWS, el & LT O AW Z AN TR TH 5,
Tk RaT AV CRRITAERN TIKSREZ ST CTRRWIICS 7 b7 a UL 7 | BICH
RSN, L-UF Y UL L-F2 @l RoTHMENTVWL , 2N HDRISIEITA: & Tl
ISR Z VEMREIC L 22E08F L <, & N TOSRIZHENIBZ N, 7 A2/ B EEOHIEY
ELTyaUBBRPICHEE S A Z ERMONTWNDNR, ZUxy 7 b7 a R IEREERIC
VaUfgl L-NLFURERDLDTHA D EFEZLNTND, LINLT AL EVEEEZE MIK
BICBS LEEGE, REEO E EIRPICHESOICHEH S, RPOY 2 UBRITIEE A EBML
RN EWHRERBE LN TND Y,

(2 REIZE5T 5B O %) O T, F5%
LBk L



VI EWEEICEY SEE

Q) WEEAMNRDERRVEZDEE
U ERR L

) RO EEOERR GBI, FELE
BB L

7. HEt

BEMEERAT « Bk 10

et © 300mg A& F2 T R OV IRIESTIZ & 2 IR ERIHTZ N Eh 1~2 FE % KON Reff#ic e —2
2720 R OHEIERIZZE N EI 50~90% K N 70% Tih > 7= 19,

P - B &R L

8. FSIUARR—E—ICEHT Z1EHR "

Miastoe# I Clidk, TRV UAMEFHEE X I C R T AR —%— (SVCT) (2 XV Mlamic
BEENfE SN D, — . Tk a7 A3/l VERIT MREILE 7/ v a— R b T o AR— 4% — (GLUT)
77 IV =% L THBENICERDIAEND,

X I CRT b RrT Rale ot ~OHEH 4 5 5 R 58178 b7 AR =2 —OFEE
WZIEE - TV 720,

9. BRHICKBBRER
MEFEHT -
RN 2520 TV L BAREE T, Bk, MITho7 2 2L e iy 40% B35,

10. BEOBREHT 2BE
DR L

11. 0t
Brlo7p L



VI. 2t (ERLOIEESF) I HEE

1. EERAREZTOER
RE STV

2. BERRNBRLEZTDER
BRE I TV

3. MMEEXIIHRICBEET HEE L TDEH
RESH TN

4. RERVAEICEET 5B L ZDER
RESINTWRWN

5. EELREXRNEE L ZTDEH
RESH TN

6. BENERZAITHEEICHT HERE
(1) BHE - BMEEZOHIEE
REISH TR

(2) BHEEfEE RS
BRIE STV

(3) FrHErEfEE R E
BREINL TV RN

b ETEREZ=H T 5F
BRIE STV

(5) 14
BREIN TN

(6) {RELIF
RE SN TR



VI &t @ERLEOZEES) ICHY SEE

(N IMNR
9.7 /MNR
<ELFIE>
9.7.1 /NRESZ xS E LR RBRIZE L Cuau,
<100mg 24&|>

9.7.2 {RHAEMKER, FAERICHENTLASEAICITHFOEET S 2 &, SAEICENT, RUdL
TV a— L OFARN K ER G (99~234mg/ke) 12X 0, PEIER (H2 I, 73 R—
VAL ERE) NMEHARERICRBELZEORENH D, AENTIHRMNANE LTy
LTI aA—)VEER L TWD,

8) B E
REISH TR

7. HHE%EHR
() BRZEZEZDER
REIH TR

Q) BtREE L FNDER
BRESIN TR

8. IR
RESH TN

(1) EXLEWER & W1HREK
REIHN TR

(2) ZD D EIEA
BRIE I TV

9. BRRBRERRICRIFTZE

12. BRRBRERBRICRIEFTZE

12.1 FHFEORFERE T, RIEOMHEZIHET LI LBH 5,

12.2 FREORMA (B, Ve Wik - @EDOSRE T, Bate 29252 LR
b5,

RS

<7;§%>12—16)
PRI, & v ey dAEERE SR N OV I S S AR A N IR LB e UG ZFIH L2 b ond v |
TS DORISIIRVETERAEZ AT AT AN E UBOEEE S T AT LR LILTVN D,



Vi

e ERALDIES) BT 51EE

10.

FR - B . ~E 7 1 By PRERICHERICE FL TV 2RI HIGERR SR 2L, 15
WREN 7 vV EBELEASE S, TALVEVRITE M o/ v L0 bbb ng
Wiz, 7aES U GB) ZETLZLICRD,

wEE (k) — (Hb @ POD ARFEH) — H.0 + {HM:EESR (0)

Bl wwesy + (0) > B aes s (FE0)

ANESOECD PO #RIEA (BARILAFIHT—EFEN)

LA F U — BRI LK B B KRBZRE L LT OWE OB A T 5B ORI TH
Do NEZBENNIANNAF X =B TIERWVD, VAR X —8 LRI E 2R T 7
b, NEZ DA F UL —BHEEEE VS,

JREEJIEY : BEUAE L EOT VoA LT Vi (B 2R SES, T4
I )VEUBBOFEIC L D IS RE SN S,
BUNLE DT =R + B TR

FREPERRHERIE « IR TPICHIE S 2 EAAET D & I ORESR I & > TR OB H R O R BRHE 23 5% o
SHTHMBE L2, 7Y Ay 7Y TROSICE Y g L2 2S5, TA L E Vi’
R NS ANYIA Ay

HERIE + 7 I MbEW - TV = UL

VTV =g + TV TR - T YEHE (GEA)

BRAERRA~OZECOVWTIRO LS WG RH 5,

. FRPT A2 )L s 25mg/dL DL EIZE MR E 1 RS b S A2 FE0R
=R
ETHDH W,
YL 25mg/dL CHIAEIZ BN H 5 19
iRz 25mg/dL UL b Crafatt & 72 5 Al et d 5 19,

LLEX D 26mg/dL LT THIUTHEE~DORBITRET 5D LFEZBND,

EZ 22 CRE (1,000mg) F5HEORPPEEICHOWT, 5% 3~6 FEFN A ' — 27 T 108mg,
Z DB LT I~24 B ORI 1T 44mg &9 G238 D 19, 1 > T 9~24 R D R &A% 200mL
PLETHIUTRT 7 A a0 B IL 25nL/dL L F &2 50T, ZOMICEIES R (9~24
R DFEIR) TIEE X IV CICLDBBRIEITAELRVWEEZ I LND,

T, RIRAE TN 24 FERIRTO DIT AR 0 HHIIEX HREThH L ORELH D Y,

BEHRS
RE S TN



VI & @ERLEOEES) ICEHY SEE

. BERALDFE
4. BALOZEE
14.1 EFBREEHOIE
14.1.1  FRARPOESTRE
MAERRHHDOND T ENHLOT, THEEILITELRETESTLHI L,
14.1.2 BRI ESTRE
FHRE - AP~ DORBERET D720, UTORICEETDZ &,
- IRNES TR0 252 WIEA IO A, LER/NRICITY 2 &, 2B, R—#~0
REEFI TR b, Fo, RHAEREE, FrAaR, fLRE, SR, RIS
FETLZ L,
CFRGETIEL 2 RET D K O ERT D L,
CTEFBERIA L & MR AR A0 . MO A R A, EHICE Ak,
WAL A DR TS5 2 &,
14.1.2 KT - iARESE
HEREALIZIER R H bbb Z Enb b,
<BE>

TV N

LRNMER T D720,

12. ZOHtoEE
(M EERFERICE D15
BRE I N TR

(2) JEEGERABRIZE D < 1B#R
REIH TV

WREBY =Z ) = RETHER T2 Z EREE LY,




X. JEERFREAERICEE T 5HE

1. FREHER
(1) N FEEHER
VI SEPSEEICET 25HE | OHEMR

() REHRBHB
AR L

(3) Z OO EBHER
R L

2. HHEHR

(1) BEHR 5 SRR
ENE Y MCT AL E VB 0.5~5. 0g/ke/ H AN, BT RORHIRNICE S LT H#EIEH D
WMo T,
VY YURLT ATVE VER0.5~1. 0g/ke/ B & 7 ARG L2556 C b 5 #EERIZA 5T
R0,

) REHRSSHEHER
F)LEy MIT AI/LEER 500 BV, 000mg D K&EA2HH. 150~170 AfIch > THEE L
THMHREe_NEBIE T o7z, L, HEHRROENLE Y NMIT A2/VE VEE 15mg
1% 50mg/kg/ H % 30 HREIZ FIZHh L7cfEd, 7 A a v e VBRSO WUV TH IR
DEBE FRH 5L P OER : S IRHE 454mg, 15mg # 58 167mg, 50mg £ 5 140mg) | *
7o B NIEOZFEMEIEZEAL, BRONBERD . BROFE S MO IEHE, JPE OREEE O RHMENE G 58 & N
DOPEMIBE DN A fEAR iR DO BEFE S A & v Tz,

Q) EfnEtEaER
RHER e L

() 15 A LB
AR L

(5) EREFREEERER 7
ﬂ%v?X&wiykmﬁLfﬂ%6~wEwﬁ%@%uw~1wmy@)@TX:wBVM%
RO LK T, RHMEAR OMAF ﬂ?éf&rﬁzxﬁ%w IR STV, 72, 4
BR 0 H~ \%%21Hif7/k_kﬁﬁmﬁﬁbt . HEROBGE, BRIL - BAELORE.
PR, WFLEE )2 2B CRHIRRE & O A= % TERD BTN,

(6) BRTRIM IR
B L



X. ERRERGAERICEEY S1EHE

(7) Z DD FHFEN
REER e L



X. EEMEIEICEY 5HE

1. BHR5S

B T EERS (EE-EMSEOALTZICLVEMNTL L)

BRIRLGT 5L L7

2. AREM

AR 3 4 (2 EMERRBR RS RIS <)

3. BERETOITE
100mg : SEIRARAF
500mg. 2g : (AFTRTE

4. BIEWLVEDEE
Briz7a L

5. BEMITEM
<FVoLEY : HY

BEMERLTA R 2L

6. B—R - AZE
[y 3

B XX SR 100mg, 500mg (7 FE 5L -5 HFE )
T A3V CFEERTE 100mg, 500mg [ h—T7 | (BUFnZEAh)

Wl #h 3K

AAKES 7RaLv el &

7. EESEEARH
RH

8. HWERFTAIFABRUVARES, EMELNHFAR, REMAKEAR

9.

BOE KA B KGR FEAT AR A H Wk Feptn4E A B
100mg 1986 43 H 8 H 16100AMZ02218 1957 4F- 6 H 28 H 1957 46 H 28 H
500mg 1986 43 H 8 H 16100AMZ02219 1957 4F 6 H 28 H 1957 46 H 28 H
2g 1986 £ 3 H 8 A 16100AMZ02220 1981429 H 1 H 1981429 H 1 H

X-10. OIE £

MRERIXNFEM, RERUVAELEEMFEOFEABRUVEOAR




X. BEEMEEICEHYTSER

10. BEERE B MERLAREABRUZOARE
HEmAE B AREAR 19774 5 A 11 H

% o

Gl

OEMBE. AN LIL - o —)F,
OT VYR, EEE N, #HTE, GRILEE,

ORI,

Ofimit%, Mige, Mg, HTFRRZ%,
BRI 72 & O F - R,
A - JEINVESERE, AEPERR

OFEPr. HIRSR,

Otk « FNEORIEL, # 5.

<7, Y|

WERIS, M, B, BFHML, BAEHML e EORIER X OV M,
CI7TVT, Vu~TF DAL EDERER,

Lt D A

BE 18] 50~200mg & & T, AN E 7ZITEIRNICESR LET,

Ak - HE KEFEIEIZIL 500~1, 000mg & & [ZEFRIRPICTES L E 9,
V& 1 B 50~200mg (2 K. finPd. &%)
R DONRE NI FIZIV-1. . FHELKOHEIZV-3. ODHE &M

11. BEZTHM
Y L7g

12. RELHFEHRICEE T 5 1EHR
AAFNE, B (HDVITERE) BIRICERET D HIRITED b Ty,

13. &£fEa—F
SAMEEGEERE | ERIERLa— R
HOT 7 5 " L7 MER=— R
T — (YJz—N)

643140002

100mg 107124511 314040042014 3140400A2154
(643140026)
643140004

500mg 107126911 314040044017 3140400A4157
(643140044)
643140006

2g 107128302 3140400A6010 3140400A6044
(643140054)

AR T, e PER I — o () NIZER4 = — Fard,

14, RIRIGH LOERE

Briz7e L




XI. X ®

1. BIAXH
1) BH/\OE B AR A fgaE BEIEEIE. 2021 : C-95-100
2) PRSI TERASH (EMRAHER) &R
3)  PREEKE TEMRASH OeRENMERER) NG R
4) Fullmer, H. M., et al. : Ann. New York Acad. Sci. 1961 ; 92 : 286-294
5) MRJRFE : FeHrESE. 1962 ; 17 @ 1429-1446
6) Gould, B. S., et al. : J. Biol. Chem. 1957 ; 226 : 289-300
7) Priest, R. E. :Nature. 1970 ; 225 : 744-745
8) Bacchus, H., et al. : Science. 1951 ; 113 : 269-270
9) PN 1EH BEEX I 1963 ;28 1 501-507
10) JPDI 2001 UiE 5. 2001 : 15-17
11) FHBEA : % 2. 2014 ; 88 : 555-559
12) (R — 132> BRIR & MR, 1992 ; 11 @ 202-211
13) FAZESCHR : HARERKR. 1985 ;43 : 1607-1612
14) SIS « BRIRRA AR S BGTH 30 il @ RiHiik. 1993 : 102, 143, 174
15) JKHE : B & Hfr. 1992 ; 20 : 62-67
16) AFH% 1E2: BZ I 1995 ;69 @ 175-182
17) Frohberg, H., et al. : Arzneim. Forsch. 1973 ; 23 : 1081-1082

2. FOhnSECH
Brlop L



XO. 8E&H

1. ELENETORTIRRT

(D) AN COEGERDUILL T D L B0 TH D, (2023 4 3 A RfA)

E4 W 7E4

SNy Vitamin C Injection 2g *FUS0”

) EESBICOWTIEL, A4 ABMRDRWEENIRGE L TV 5,

Q)T AV EUEREAILE LTk, FETRIEIN TS, (2023 4 3 HHFH)

2. BHNCH T BERIEES
R L



XII. i &

1. FF - REXIEICE L CEHREKEHEZTSI2H->TOSERER
(1) ¥z
EARRAA

(2) fitk - BANRURERET 1 —J0@EBN
RN



X, f§&E

2. ZOMOREEEN
S bHER

PR TR U3 B - IRGE L T Dl A 16 40 B & DRt & 2 il a2 520 U7, ik
BIAID 1 RETKI LT, BEZ I 0 7Y —] -500mg & 14 2mL) & LTV v DITWERD |
BAE LT, BLAE®, 1, 3, 6, 24 FEMZ OB IO pH 2822 L7 GOE T, =I5,

RN D BH 2 H DI, BN FRO bR 228 ks L Uiz, GRERSENE : 2003

L2017 4F)

#* v2I01 7Y —] -500mg DG bR

T BR LA 1 Rpff% | 3 IFfEIT% | 6 W§fEfR | 24 FEfETR AV 3K

T 7 F v Mgk S | R — — — — N7 L
200mL | pH 5. 52 5.53 5.53 5.53 5.53

TN zy NEMRE | M | B — — — — SNEE L
200mL | pH 5. 47 5. 47 5. 46 5. 47 5. 47

o 4 — > 3G HiR gl | A — — — — A7 L
500mL | pH 5. 45 5. 46 5. 45 5. 46 5. 46

v 4 — > D @i S | PR — — — — N7 L
200mL | pH 5.51 5.51 5. 50 5.52 5.51

¢ — 2 F ik S | M PR — — — — M b L
500ml | pH 6. 89 6. 86 6. 86 6. 84 6. 75

FUU b= (7)) SMEL | PR — — — — B L L
200mL | pH 6. 87 6. 89 6. 85 6. 76 6. 50

AERAERPL (7Y —] B | PR — — — — B L L
200mL | pH 6. 70 6. 74 6. 70 6. 62 6. 31

7 RO R SUPL (7Y —) SMEL | PR — — — — B L L
200mL | pH 6. 87 6. 91 6. 86 6. 74 6. 48

2 h=ABR 105 177~ SMEL | PR — — — — SEE L
200mL | pH 6. 83 6. 87 6. 82 6. 72 6. 50

Sy N RN 7" S | R — — — — S L
200mL | pH 6. 48 6. 49 6. 48 6. 47 6. 34

TNV UEMIE (77— SMEL | PR — — — — L L
200mL | pH 5. 63 5.63 5. 63 5.63 5. 66

VAN AV SMEL | PR — — — — A7 L
200mL | pH 6. 31 6. 33 6. 33 6. 32 6. 26

V7T A1 ik S | R — — — — S L
200mL | pH 5. 63 5.63 5. 63 5.63 5. 66

V7T R 3 Sk S | R — — — — SEE L
200mL | pH 5. 62 5. 62 5. 62 5.62 5. 65

VTR 17— | ML | Iy — — — — S L
500mL | pH 6.61 6. 64 6. 62 6. 54 6. 25

) FRAFRIC L DFHEIEAT - TV,

BB L ORI DWW Tld, ARRBRLISMT pH ZERRE 2 08 TERT 2 LERH 5.
Ala & Rl AN DOMA B DETH - T, MERNRRDGANE

F7-.
bivd,

BRI

SL/IN




	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
	(1)承認条件
	(2)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
	(1)和名
	(2)洋名
	(3)名称の由来

	２．一般名
	(1)和名(命名法)
	(2)洋名(命名法)
	(3)ステム

	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
	(1)外観・性状
	(2)溶解性
	(3)吸湿性
	(4)融点(分解点)，沸点，凝固点
	(5)酸塩基解離定数
	(6)分配係数
	(7)その他の主な示性値

	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
	(1)剤形の区別
	(2)製剤の外観及び性状
	(3)識別コード
	(4)製剤の物性
	(5)その他

	２．製剤の組成
	(1)有効成分(活性成分)の含量及び添加剤
	(2)電解質等の濃度
	(3)熱量

	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
	(1)注意が必要な容器・包装，外観が特殊な容器・包装に関する情報
	(2)包装
	(3)予備容量
	(4)容器の材質

	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
	(1)用法及び用量の解説
	(2)用法及び用量の設定経緯・根拠

	４．用法及び用量に関連する注意
	５．臨床成績
	(1)臨床データパッケージ
	(2)臨床薬理試験
	(3)用量反応探索試験
	(4)検証的試験
	1)有効性検証試験
	2)安全性試験

	(5)患者・病態別試験
	(6)治療的使用
	1)使用成績調査（一般使用成績調査，特定使用成績調査，使用成績比較調査），製造販売後データベース調査，製造販売後臨床試験の内容
	2)承認条件として実施予定の内容又は実施した調査・試験の概要

	(7)その他


	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
	(1)作用部位・作用機序
	(2)薬効を裏付ける試験成績
	(3)作用発現時間・持続時間


	Ⅶ.薬物動態に関する項目
	１．血中濃度の推移
	(1)治療上有効な血中濃度
	(2)臨床試験で確認された血中濃度
	(3)中毒域
	(4)食事・併用薬の影響

	２．薬物速度論的パラメータ
	(1)解析方法
	(2)吸収速度定数
	(3)消失速度定数
	(4)クリアランス
	(5)分布容積
	(6)その他

	３．母集団(ポピュレーション)解析
	(1)解析方法
	(2)パラメータ変動要因

	４．吸収
	５．分布
	(1)血液-脳関門通過性
	(2)血液-胎盤関門通過性
	(3)乳汁への移行性
	(4)髄液への移行性
	(5)その他の組織への移行性
	(6)血漿蛋白結合率

	６．代謝
	(1)代謝部位及び代謝経路
	(2)代謝に関与する酵素(CYP等)の分子種,寄与率
	(3)初回通過効果の有無及びその割合
	(4)代謝物の活性の有無及び活性比,存在比率

	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
	(1)合併症・既往歴等のある患者
	(2)腎機能障害患者
	(3)肝機能障害患者
	(4)生殖能を有する者
	(5)妊婦
	(6)授乳婦
	(7)小児等
	(8)高齢者

	７．相互作用
	(1)併用禁忌とその理由
	(2)併用注意とその理由

	８．副作用
	(1)重大な副作用と初期症状
	(2)その他の副作用

	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
	(1)臨床使用に基づく情報
	(2)非臨床試験に基づく情報


	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	(1)薬効薬理試験
	(2)安全性薬理試験
	(3)その他の薬理試験

	２．毒性試験
	(1)単回投与毒性試験
	(2)反復投与毒性試験
	(3)遺伝毒性試験
	(4)がん原性試験
	(5)生殖発生毒性試験
	(6)局所刺激性試験
	(7)その他の特殊毒性


	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
	(1)粉砕
	(2)崩壊・懸濁性及び経管投与チューブの通過性

	２．その他の関連資料




