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X &Y —®FHTA AF2
X Z Y —®FGHTHI AF2P 5

(2) 4
KINDALY® Hemodialysis Agents AF-2
KINDALY® Hemodialysis Agents AF-2P

(3) BFRD ¥

KINDALY® | Kidney (i) & Dialysis (EHT) O OOHEEZSHK LI bDTH S,
AF, PIZOWTIETROE®RTHY, 213 2BHDOE®RTH 5,

AF : Acetate Free (EREEEMNIK : 7272 L pHFHEIAI & L CHIifRZ & H 1 2)

P : Powder (B KA KYAR)

2. — &%

(1) #n4 (dr %)
O LT U 7 A (JAN)
@ LA U w7 A (JAN)
@A v o Lk Fn# (JAN)
@b~ 7 x> A (JAN)
QM KEERET N Y v (RS )
®~7 Rk (JAN)
DREEKFZET FY 7 A (JAN)

(2) ¥4 (d %)
MDSodium Chloride (JAN)
®@Potassium Chloride (JAN)
®Calcium Chloride Hydrate (JAN)
(#Magnesium Chloride (JAN)
®Anhydrous Sodium Acetate (JB4MH)
®Glucose (JAN)
(@MSodium Bicarbonate (JAN)

OF SN
LA



. BB HIEE

. BEXXITRHEX
(DNaCl

@KC1

3CaClz 2Hz20
@®MgCl2 6H20

(B®CH3CO0Na
©
HO
H 1 O R
HOOHHRz a{%ﬁw3%?/~x
H  OH f-D-ZVvav 7/ — A
(DNaHC03

. DFRARUDFE

D4y :NaCl 4yF4E : 58. 44
@5+ KCl yF& : 74.55

@5 F= : CaCly 2H0 4y F & @ 147.01
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« T RUBE (Celin06) : KIZIETOFT <, =& 7 — L (95) ITIEITIZL K, YEFLZ—T M
A ETE TR,

Bi&RUBXR
c REEAKFET P U DL (NaHC0s) « AKIZRORET 9 <, =& 7 — /1 (95) TP =F o —7F )L
I E A ETRT R0,



. A3psrIcEY 5EE

) TiEtE
A&
<A R U A (NaCl) @ ffish TIEBRImE T 72 0,
<AV 7 (KCL) - ERH R L
HAET v LOKFIY (CaCly- 2H0) « SR 8 %
e~ 72w L (MeCla-6H:0) : WIfFEMEDS %,
- HEKEERET R U O 4 (CHsCOONa) = WRIRME & %,
« 7 ROBE (CHiz0s) @ EEFR L
B&RUB=XR
* RIEKFES DU T A (NaHCOy) : i o 722858 TR 2 I i+ 2,

AR (PER), #HR BER

A&

< R A (NaCl) @ EEH e L

<AV v (KCL) b 768°C, haR 1411°C

s HAE B VT T BKFIY (CaCly-2H0) : EkH e L
Wb~ 72 A (MgCly-6H,0) : &k L

- MEKEERET U w7 A (CH,COONa) : &2 L

« 7 R (CeHp0s) : FlsS 146°C (oY)

B&RUBX

- IREEKFET B U 7 A (NaHCOs) @ BB L

(5) G EARREE
LB L

(6) D ECIREL
EERR L

(7) Z DD E 7 REE

A&
¥k Y oA (NaCl) @ thEE 2.17
HAEA Y s (KCL) KK (1—10) X ETH 5, hE 1.98
WA LKFI (CaCly-2H:0) @ 1. 0g ZH7- & W L CHMAIL 72K 20ml IZ¥ED L2
D pH 1T 4.5~9.2 ThH 5,

cHfb~ 7 22 A (MgCle6H:0) @ 1.0g Z/KIZEEA L, 20mL & U729 pH 1% 5.0~7.0 TH 5,

- fEKEEEE T N U 7 A (CHsCOONa) : 2. 5g % 7K 50mL (Z¥AH L 72K D pH X 8.0~9.0 TH 5,

- 7 RUBE (CHiz06) @ FLEE 1.544 (25°C). BENSE (o) » +52.6~+53.2°

B®&RUBXR

 JREEAKFEF B U 7 A (NaHCOs) : 1. 0g Z7K 20mL [ ZIAD LT D pH 1L 7. 9~8.4 ThH D, HE 2.20
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REE
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V. ®H|CE§9 SIEHE

1. Fifz
(1) FlFDRXH
X ORI —FBWE AF2 5T AFNL A IRK OB IR A EHFHICIES - AR L THW D N T gET
HHITH L,
X R —BWE AF2P B AFNEL A KL OB K& HRFICIRSG - AR L CTHW S A LB gaET
MAITH S,

(2) HEIDHNERR TR
FUH)—FENE AR 5

AR BAEHOERTH D,

Bi& : MEEH DK TH %,

F U5 —FEHE AF2P 5

A& - EEAKHOETH D,

BR : HEADR G UL IEDOI R TH 5,

Q) #Aa—F
LA

4) HFEIDYHE

A&
RRE! pH RBEL
% 4 ) A AF2 B 0.7~0.8
4,5~4.9 (KT 35 AR L7-iR)
5 Y —B A AF2P (kR BRI % 5 )
Bi#®&KEUBXR
i B pH BEE
4.9~5.4
X AU —FBHTAI AF2 5 (5 fEATRIL N E UHAE L 7=

(BRI D )

X H U —BHTHI AF2P =

IRFR. BE - FIREF : pH 7.3~7.5. BEFEL 0.95~1. 00

(5) ZDith
BAEIMAA



V. ®EICEYSER

2. A O
(M A GEERS) DEER U HME
F R —BHFEIAF2 5

AR
%57 Al
6L 9L,
HiE b rU oA 1, 276. 2g 1,914. 3g
HiE sV os 31. 32g 46. 98¢
o HE by o LKW 46. 32g 69. 48g
B oy .
R A/ SV VAN 21. 36g 32. 04g
MEKEERE T R U T A 103. 2g 154. 8g
Al 7 Roks 210. 0g 315. Og
wan HJR KRR 25. 20g 37. 80g
B &
%57 Al
7. 56L 11. 34L
HpSr | B IREEKE T FU DA 529. 2g 793. 8¢g
F o) —BHE| AF2P &
%oy Al
10L
HfE Mk hY oA 2,127.0g
RS X RN 52. 20g
- AJE Ak h v 7 LK 77. 20g
R % N
A b~ 7 32y 7 A 35. 60g
HEKEERE T R U o A 172. 0g
HiE 7 Rk 350. 0g
wngl | B OKERE 42.00g
B D% 14 (882g)
HopSr | BR REEKFET Y DA 882¢g
Q) EfRBEEDERE
<FRGHRLE Ok - EREEE (FiaHE) >
. 7 R opE
R E R E (mEq/L) (ng/dL)
Na+ K+ Ca2+ Mg2+ Cli CH3C007 HCOgi C6H1206
140 2.0 3.0 1.0 110 8% 30 100

3% pH FHERAIKEERAE D CH,C00™ 2mEq/L % &rte,



V. ®EICEYSER

Q) #E
BARRNA

3. RHBEREDODHEREVEE
PSRN

4. Hif
Y LR

5. [BAYT HFATREMED &H 5 KW
AMg: 7 RUkE > -t FaXxv AF /L7 L7 5 — L
A& BIK « B RIEET
REE TV 7 I | 2HC0; & €052 + CO. T+ Hy0
C0;> + Ca® — CaC0s |

6. WHNDEEEHTICETHIREMK?

#l i R4 PRI PRAFHAM RAFFERE RBRRE R
25°C+2°C
KB e R A7
o MR 609%RH = 5%RH 2 i b a RS B2 L
(A 9L) .
T PR b2 1000 1x 10 B HEER R il L
s | EmEERn wCraC 2 4f Remds | kL
AFZ 5 AT 60%RH +5%RH RIS ~iers
(B &
11.34L) W P AR bin 1000 1x 10 A [ERpZSE S Eieie L
AF2 & ) 25°C+2°C
B e R Ak
(i 6L) F ARk 60%RH+5%RH 2 4 For& etk A7z L
AF2 & 3 25°C+2°C
KB R A7
B 7.56L) F ARk 60%RH+5%RH 2 4F B etk ZAb7x L
25°C+2C
é \N SRS BH i 7?-
— FE R AT R 60%RH 5GRI 3 4R R VX (REQD
(A 1oL |, e
i P AR e 1000 1x 10 H [ERFaE b7z L
25°C+2°C
. [ERCZATE A7
Jr— RO 609%RH-E 5%RH 34 EEE Bl L
(B %) s e
Tl R b2 1000 1x 10 B HEER R i L




V. ®EICEYSER

. REERVBRROREL
ERIBAAIRE (EARRBITR) OLZEMEIC OV, BIORLEZERD, 38 CEICTHE
LT LMz SIFMA LV, pH23 7.5 LA EL720 [ Wy T LD RIEIEDOIEEDFED b
58012 %, UL, SiritsEfeitiaeE 2 M L CEIMR A2 2B 5 RRIT %
NERARIEE DA TR A TH 30 LN TH D Z &2 b, HoR EEHTE %,

(F251)—FEHEAF2 SOREED pH, ZBE. FERERERVUBERENEL (ELE%)

(n=3)]
e L «%@Eﬁ _ BUEIEHE N
B T ﬁ(%ﬂﬁ (ﬁ(ﬁ% ﬁ(%ﬂﬁ TR Al(f’/lg)fF (E?/% ﬂ(%ﬂﬁ
Ry 7.23 100 277 100 0.97 100 139.9 100
lhr 7.35 101. 7 277 100. 0 0.97 100. 0 140. 3 100. 3
2hr 7.41 102.5 278 100. 4 0.97 100.0 140. 8 100. 6
3hr 7.51 103.9 277 100.0 0.97 100.0 140. 3 100. 3
4hr 7.57 104. 7 276 99. 6 0.97 100. 0 140. 2 100. 2
5hr 7.62 105. 4 277 100.0 0.97 100. 0 139.8 99.9
6hr 7.69 106. 4 276 99.6 0.97 100. 0 138.7 99. 1
?E’Jﬁ K Calt M2+ cl-
e B SEEE | A kR | CESE | AR | RS | AR | RS | B
(mEq/L) (%) (mEq/L) (%) (mEq/L) (%) (mEq/L) (%)
A L 2.03 100 3.00 100 1.01 100 112.1 100
lhr 2.04 100. 5 2.92 97.3 0.99 98.0 112. 1 100. 0
2hr 2.04 100. 5 2.89 96. 3 1.00 99.0 112.1 100. 0
3hr 2.00 98.5 2.87 95.7 1.00 99.0 112.1 100. 0
4hr 2.03 100.0 2.80 93.3 1.00 99.0 112. 1 100. 0
5hr 2.03 100. 0 2.75 91.7 0.99 98.0 112.2 100. 1
Ghr 2. 00 98.5 2.71 90. 3 1. 00 99.0 112.1 100.0
fﬁ”? HCO5~ CH,C00™ 7 R Vi
SEEIE | AR | ESE | B kR | CEE | Bk i
] (mEq/L) (%) (mEq/L) (%) (mg/dL) (%)
R 30.5 100 7.70 100 100. 6 100
lhr 30.3 99.3 7.75 100. 6 100. 4 99.8
2hr 29.0 95.1 7.81 101. 4 100. 0 99. 4
3hr 28.1 92.1 7.75 100. 6 101.0 100. 4 X
4hr 27.3 89.5 7.69 99.9 101.6 101.0 X
Shr 26. 6 87.2 7.76 100. 8 100. 4 99.8 X
6hr 26.0 85.2 7.74 100.5 100. 2 99.6 X

X IR &R D




V. ®EICEYSER

(F251)—FEHFIAFP EOREED pH. ZEE. RERBERERUBEREDELL (Z1LE%)
(n=3)]
e L HAE BB No
R P %&% ﬁi% %&% TR %&% (ﬁ?ﬁ %&%
iy 7.23 100 277 100 0.97 100 140. 2 100
lhr 7.35 101.7 276 99. 6 0. 96 99.0 139. 8 99. 7
2hr 7.42 102. 6 277 100. 0 0.97 100. 0 139. 9 99. 8
3hr 7.53 104. 1 276 99. 6 0.97 100. 0 139. 7 99. 6
4hr 7.59 105. 0 277 100. 0 0.97 100. 0 139. 6 99. 6
5hr 7.65 105.8 277 100. 0 0.97 100. 0 140. 0 99.9
6hr 7.69 106. 4 277 100. 0 0.97 100. 0 139. 8 99. 7
?E’Jm K Calt Mg e
e SR CmE | EE | TOE | EE | THE | ELE | THE | ELE
(mEq/L) (%) (mEg/L) (%) (mEq/L) (%) (mEq/L) (%)
iy 2.03 100 2.98 100 1.01 100 111.8 100
lhr 2. 02 99.5 2.98 100. 0 0. 99 98.0 111.7 99.9
2hr 2. 00 98.5 2.92 98.0 0. 99 98.0 111.8 100. 0
3hr 1.98 97.5 2. 87 96. 3 0. 99 98.0 111.9 100. 1
4hr 2. 02 99.5 2. 80 94.0 0. 99 98.0 111.8 100. 0
5hr 2. 02 99.5 2. 74 91.9 0.98 97.0 111.8 100. 0
6hr 1.99 98.0 2.67 89.6 0.98 97.0 111.8 100. 0
%E HCO; ™~ CH,C00° 7R Vi
SERME | 2B bR | EEE | AR | ERE | AR M
R (mEq/L) (%) (mEq/L) (%) (mg/dL) (%)
iy 30. 4 100 7.75 100 102.6 100
lhr 30. 2 99. 3 7.78 100. 4 100. 6 98. 1
2hr 28. 8 94. 7 7.76 100. 1 100. 2 97. 7
3hr 28. 1 92. 4 7.73 99. 7 101.6 99.0 X
4hr 27.2 89.5 7.75 100. 0 101.0 98. 4 X
5hr 26. 1 85.9 7.75 100. 0 99. 8 97.3 X
6hr 25. 6 84. 2 7.88 101.7 100. 4 97.9 X

X IR AR &R D

8. thFlEnEEEL (MELFMEL)
L

9. AHM
M LN



V. ®EICEYSER

10. Ba-a%
(N EENDELGRES - K, SNE/RRCERSE - BR(CHT HFER
X-4. DIH M

(2) B%
F oA —BHF AF2 5
A+ B X1
[A‘{TQ 6L (/T AF v /7 RE) 1K ]
Bk 7.56L (77 AF v 7R 1A | X1

AR - BIRX1
[}W %(7?2%y7§%)L&]
X1

Big 11.34L (FT7AF v VR 1K

F U5 —FEHE AF2P 5

AR + B R X2
AR 0L (X7 AF v 7 Ka) 1K
B R 882g 148 X2
Q) FlieE=

BA=RSYA

4) BHBEOME
AR (22U —FEHTHIAF2 5, F & U —BHr#Al AF2P 5-)
Ry F L
Bk (%% &V —&EHrAl AF2 5)
R x=FL v
BXR (& U—&#rsl AF2P 5)
RYyzFLv

1. AR INLEMEE
FRloz L

12. Z0ith
AR OfIR B (BEERAE) : 298m0sm



V. ARICETSHEA

1. MEEXRTHHE
MEVEE R R2IZIT D2 BTRA LEROMERIEE L THWS, (R OFBATIR T3 bEfE i 2o
72 B R O D B REEREATIR TIEE A Y v AMUE, &~ 7R 0 AJEDSER AR+
e, XEmAny v MMUIEZE Z TR ENDOH 555 ICHNVD,)

2. MEXFIHRICEEY HEE

A

5 ZEE - DRICEET HIEE

5.1 AFNTEMEBE A RITKT 218 O MEBENTIZFER T 50, AFOFRHECROFEHEEEE L
THEH+TLZ &, [8.1. 8.2 /]

5.1.1 AFNEXT Rz adetdf (EARE : 100mg/dL) ThHHDT, 7 Rz a0 BT
CIE, BT IO 27K T, Bif7eiffE = b — L o REERGEICHEHT 5,

5.1.2 KFNIA VUL, AN T L, T2 T LREDERWIFITH LD T, RO KD e

BT 5,
(1) BV DA, =X T ABREOEWVENIK T, B0V 7 A, &~ 7 %27 AME
DUGENRH 256

(2) IEMERIE & I o D BAIRY VAR L LTH A D ABIFIEOEEIFE T, iy
LAPEEOE VBT CIE. LYY AJEREZTBFNLOH 558

3. FERUAE
(1) RZERUVAEDMES
F oA —BHF AF2 5
WL, AWK BIR : ABUK=1:1.26 : 32. 74 O - JHRLER O FEIRBEELENT IR G 2 E %
W TCIIEENT 21T 2 A OREWRIE & L THERT 5,
FAEITEHRFEIC K0 Bp o5, @HE, K E LT 150~300L Z %,

* R —FEE AF2P 5

W, AR - (B ARKIRE+HATRAK) =1 : 34 OFR « SRR O B R ERB TR IG L E 2 1
W CHLIRENT 24T 5 e OFEVER & U CTHER T 5, 370 b, B RAREUKUIES FHKIZHE
MU, IREEAKRFET FY T A8 Ik T DA ®EA &V, ZAUT AR 10L e UK % n % T 3501
LT 5,

MBS L 0 822 575, 8%, BRI E LT 150~300L & H\ 5,

Q) BERVEEDHRTRE - 1R

AFNIERIREHIRE ., B E L THWHN TV, BRI &I E500mL/4y TH v | 1
[B]d> 7= 0 5~10F[H], WH2~3EIDOBH N EfM SN TWNWD EE X, AFIOHEA150~300L & & T
L7,

4. BZERUVHEEICEET HEE
BREINL TV




V. BRI SEE

5. BRIRAGR
MWEERT—2 1\ i5r—o
BRI L

() BB
AR L

(3) MERGRRRER
DR L

(4) BREEROERER

1) BNMEARREER

2) RE MR

OR—BHICHITHLLEGERER S ¢
MBI TR ORI R aEE 214 Bl k5 e LT, F—B& T, dtREDOARA LD &
Na JREEAME < | K. Ca, Mg IREEDEWEEREEIRIESEITIK, AR ONEFT% 3 » MMM L T,
PR 2 90 L7z, & ORGSR, AAIOR AR LR, B8 - WP 220 803, it
FRSEAE FAIRE & 262037270 o 7o IE AR E T BT IR EM AL A S L= BB 2R LTz, £z,
AR C Uk Bl I IRE & el U C | BB E A EY 0O D 72\ BT 23 FTRE T do o 7o, BIEF I, Y8,
EFENRTED B L, TNEN0.47% (1/214 ) TH -7z,

O ELLEGAER Y
MEEHTEA T O @R R 162 Bl s LT, A&H (78 #i) &xHEEDOARAIL Y
b Na JREEMEL . K, Ca, Mg JREED@EWVEREERIEEITIR (84 61) % 3 » AMEHL T,
HemRBR 2 90 L7z, 2 ORGSR, AR OR GHPEM R EZ A, EAFE - IR R 2 1
BRI R & BN e o 7o, £, AREITIXBENTH O MFEHE O TSR BRIRIC A~ TF

FASHIH S, MR TR 722 EFEAT P ORGR, SERORAESE B AFITMKT LTz, A
FDEIEMIZER O b pi-oTz,

(5) B - FAERHER
A B L

(6) Ja Ay A

D ERRERAE (—RERRERE, HEERAERE, ERRELREE), WEREET—
BR—REE, WERERERRBONE
R L

) RBEM L LTERFEONEXEER L-HE - RBOBE
L L



V. BRI SEE

(1) =Dt
Kriz/p L



VI. EHFEEICEI HEE

1. REZFMICEESH SILEYMRITLEYME
B, FEAFE R

2. REH%R
(1) YEFERLL - 1ERRF
BRI MIBEITIRIEIS A BV, FATIE & MRS BT s OB 2 A L Tied % 2 & THEK
& IREMIEIR 2 AT WMRIR O 5 & JE BT 2 9,

(2) E$h & BAF1T HHABRBIE Y
R EAT AT H OB AN ERE ST 2AF OB Rz, AF LD b Na JREMES, K,
Ca, Mg JREEDEWER D HENE B RPBHTIK & i LTz,

Om#Ear tO—)L
AFNTAEFRAIPERE CTd 5 100mg/dL D7 RUKEA G L, HEHE T b 2k} RESEE FIRE & Hoig
LC., BT OIMBEEZEE) O 72\ BHT S FIRE & 72 0 | R LR B IS o v B R FFIE 1] C
X, BITBRAAT: 1~2 B B ISR Z A MBEHEOIR T EE Th - 72,
F o FERISIER] & FERERIFAERS] D Hele CI3EE 721372 <. 100mg/dL 1XWEIRIFIER], FEHE IR
JRRE B DO F B W TR R OB ONDRETHDH Z LRI TN D,

OEMEIZRIFTEHE

ZNENDOEFRENZ DN TIIIRD X 2 REfERF LN TN S,

1) Na : BT AET 2 MER FoRIEERREO— R & LT, @il & fyE 0 Na R E
TN T 5 AR MEREEOIR TRE 2 5T\ D, AFID Na JEEITIEH IMI7F Na J2EE
TRl U 140mEq/L IZAL 5 S TE Y | 135mEq/L T D MRS AR L L, L 0 IE% miEElC
IVMEZ HEFFT 5 2 E N ATRECTH o 72,

2) K : BHTRFE OELSEIRA RN U CRFRIRIIAER S 2EMICH 0 . K BEE #EIC
Y bR L TCERVRW T CTOKREEL LTI 2. 0nEg/LBAEECTHD EEZE X LD, K
FlE 2. 5mEq/L T HAMIRIZH L, KVDRMICK ZRET D2 PRI TVND,

3) Ca: &ML S I D BUAIDME IR L, BT D D Ca flifa 13403 L BT <
720 Ca BEEEIXMAED O diffusible fraction \ZFHYS 4% 3. 0mEq/L IZAF SN TW5S, K
Flf IR OB 1% Ca fEIX, 3. 5mEq/L Td 2 RFRRIEM FHIE & b~ REICIRS, B4 I
D AlD X 5 2 FEHNLT; DE A A< LIFD Z &R E Tz,

4) Mg : Mg 1% Ca & I BHRFHCBIET 2 EME T, 1. 5mEq/L TiXi Mg MJESE L@ RER
WTHO, FIETED L PIH W AERET HERMENRH D 2 LELXZFE L, 1. 0mEg/L (T
7 LT5, 15mEq/L T D3 RERIZ A~ A RO BT ME Mg EIX A BICRT
LTW,



V. FHEEICEHT HEE

Ot - IEHFH
AHID HCOs IR BRSE & 25 Lo, pH, pCO2, p0s, HCOs', BE (2592 2h L idot FRSE S
R & 2R 72 < | direct RIETOT ¥ R— U A RIENREZ R L Tz,

(3) {EFASEERMFRT - Frihs ]
A L7



VI. EMEREICEEY HIRE

1. RO
(1) A9 LA Mo
DR L

() R TRR S NP RE
LR L

(3) st
DR L

W RE - HHAKOLS
DR L

2. FMEERI T A
OF2ip
LR L

(2) BRI E 41
DR L

QEPS::9
LR L

OP Db S P
AR L

6 S
DR L

(6) 2 DAt
BB L

3. BEMGKEL— 3 2) BRiF
OF 25
WAL L

(/35 A — 52 EHER
DR L



VI. EYEEICEY SEE

4. RN
Pt e

5. 9%
(1) 1% —Aixi B8 P9 @@
MR L

() %-HA B BEPT B
DR L

(3) B ~OBITHE
LB L

(4) BB~ OB ITHE
BB L

(5) Z DI DB DBATHE
LB L

(6) MIEE AR %
A E L

6. @
(1) FRBERGL B UM BHIR R
MY ER e L

2 RBIEET 2BECIP % ONTH, FHE
A E L

() MEBENROERRVTOHAE
DR L

() REOFEOERRUSELL, FELE
MR L

7. HEt
AR L

8. F3VRKR—A—IZEAT BB
BRI L
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0. BAEIZ& BREE
AR L

10.

HEOEREET 2BE
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ZDith
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RESIN TN

ZIS e

MR ITHBIBIET 5518 & £ OEE
V-2 e

A —
X IE

I RICERET D 1EE] 25T 5H2 L,
BZERUVHEICEET 55 EZDEH
LY A QAYAIA

5. EELGEXRMIELZDEH
8. EELEARMIE

8.1 AANDOMHEAICE L Tk, EWIRC s (FEfFE
JREE, MKES) 2475 ZLNEE LW, [6.1 3]

fe « PEJLSEfT. BUN, 7 L7 F =2,
8.2 RHIE AT 258101, BREEENOOLDLND Z ENH L0 T, EHMICEHKXRE (4
LR . X BRRATES) 2170, TEMRL e & X o Ds BAIEE 5.5 0 ) 70 AL 24T 5
(5.1 5]

6. BENE=

EHIHBEICEHTHER
() EHHE - IEEFOHLEE

el
9. RENEREHI HEBICHTHERE
9.1 GHHE - BIEEZFDHLHEE

9.1.1 SEDHEERIEEMRKFEFICL SHRRBMEENOHDEE
b5,

HERRIC & 5 RS A R DSREIBIERIC £ 0 | MBI TSRS b bh s B2
9.1.2 PSSO LBIEDESE
BWREMETT 22 LD 5

E I
X JE

FHEAZTEMICHEEL., KT T38RIV T ABEOEWBITKEZHAWSZ L, &
(2) BiREfEE RS
TV

Q) FFigrelEE8E

BRE STV

2y

AxX &

A &hERe=HT HFE
N TV



Vi. &4 @ERLOIEE) ICEY SEE

(5) ¥4

9.5 11im
IR SRR LT D ATREME O & 2 & MEICIE, 1R EORFISMEN G % EAl D &l S
DHERICORMERTHZ &,

(6) =ZELIF
RE STV

(N INR

9.7 IMNR

INRFE R L U BRI L T2,

(8) B E
RE STV

7. HEEH
M HRESEZDEH

RE STV

Q) HRIFE L ZEDER

10.2 BtREE (BERICEET D &)
A4 ERAER - P8GR e USES
XL AFROECE AR VXL Y AREEE TR | AFIEEH LIS R,
= FNndH b, MmigH V7 LMEPMET T2
AFNTAFLUE AREMER B D,
8. EI{EMH
(1) EXGEIER & AR
(2) ZDthDEIER
1. BlEMA

BTRIEIC L O IROIERN S oD Z ENH LD T, BEE H0ITV, BENRED L
75 AR IS U ClEb 2@ 2179 2 &)

Stk

gk PSR RO BB MN £ BIEIE, =3 v 7 SER, E LR
By L | BB CPHIRE, AR, SRR RO
Ratss |

g g, g

REE - IJE PREECHE N, afn = b ST (0 VB R S K 2 Ky LU i)
ARIBHEMRE | SR, ED. TE, R ERRRE, AR - BRI




VI. &4 @ERLOIEE)ICEY SEE

9. BBRRERRICRITTEE
VI-2. (2) DE &R

10. BEkE
BRE STV

. BRLEDEE
FUH Y —ENE AR 5

14, BRALOZEE
14.1 ZHFNUBFDOITE
14.1.1 BHHIKOKE L, (—F) BARGITEFLZDED L 5 OBHTROKEEEEZZRT 5
ek,
14.1.2 FARRFICIZ, LFORICEET D2 &,
AR (EMFE - 7 RUBERIR) KOBIR (REEKET U U LAEHK) 1%, &% BRI
HL72aWZ &,
CARKOYBIRIE, BIFROIRETIRAS LN &,
14.1.3 EOONIARKE LTRSS Z &,
FRREN AR MRS, UTOX I ERZEZTIERHIOTEET DI &,
RENET GG ERlEE, E R BhiE. B
CRENMERT XA EEREE, SR T, WNER, 2FEE. UEO LUK
14.1. 4 EHRNSEITROBMREREZHE L, TRAONEMIETHDH Z L 2T 252 &,
14.1.5 BHTIRDIEEELLD 0. 95~1. 00 DFPHICH D = & 2R THZ &,
1= LRI AR PR AR 01235 (286m0sm) (2K~ 2iBHTIROEEREME O L v kD2,
14.1.6 BHTHRD pH IXBHTHKE DR ETEHETOEEBN H V155D T, MHHFNT pH7. 3~7.5
OFPANICH D Z L 2RI D L,
14.1.7 AFNTHEEHEAHORAICTH Y | HIGRHRE OBITIRITESCHITHEH T2 2 &,
14.1.8 FRIKIFMEH L7202 &,
14.2 EF|FAROEE
14. 2.1 ARANTER SUIMEERETRIZ N2 2 &y
14.2. 2 MIFRETE & BITRIREITL & DNRT U RAERDOZ L,
14.2. 3 FHTE T DU DA 2 BT il O BATIR B ChEd L. TR A 4 U 7o @ikl 348 M
L7pnz &,
14.3 RFFEARDIE
AFNTA O Wl & A EIRBEALBEITIR LV pH &< 72 0 | RIBESHTH T2 BTN H 5,
O, HHTEEE, BE S ORI A MENIAT ) Z EMEE LU,




Vi. &4 @ERLOIEE) ICEY SEE

F U5 —FEHE AF2P 5

14, BALDFE
14.1 ERANFOTE
14.1.1 BHTRKOKEIL, (—Fh) BARBITEFDDED D B OBWROKEEEL ST 5
e,
14.1.2 R, LFORITIEET S 2 &,
- AR (BRFE - 7 RUBERIR) KOVBR (REEKFETST FU U L) X, K HMTIIEAL
RN L,
“ARE BRIZ, BEEHRA LIEM LW &y
< AR ONAfR LT2 BRI, IREIRORETRA LRI &,
14.1.3 EOONIARKE LTS Z &,
TREE NN EME2 ST, UTOL Y RIEREZR T ZENHIOTERTH L,
CRENETEGE  EiEE. 0E LR B SEE
CREMETE2GE  BEilkkEE, U T, WNGER, 2FEE. T LUK
14.1. 4 EHBNCENTROBMREREZE L, TNONEETHD I L E2MRTDH L,
14.1.5 BHTRDIRBIELLDN 0. 95~1. 00 OFPHICH D = & ZHERTH 2 Ly
B IE X AE B AEIR O1RBE (286m0sm) (2% 2 BHHR OIRBEREMEOL L VKD D,
14.1.6 BHTHRD pH 1B HKE OB CTETOLEBNH D 155D T, EHAIC pH7. 3~7.5
OFFANIZH D Z L 2R TDH I &,
14.1.7 AFNTHEEHEAHORAICTH Y | HIGRHREZ OBITIRITESCHITHEH T2 2 &,
14.1.8 FRIKIFMEH L7202 &,
14.2 EEFEAROIE
14. 2.1 AFNTEH I IMEBRET I W22 2 &
14.2.2 MiFRETE L BITREEIEE DT U AERD T L,
14.2. 3 FHTIE T O O A 2 BT il O BATIR BN Ched L. TR A 4 U 7o @ik 34
L7pnz &,
14.3 EFFERZRDIE
ARFNTA O Wl & A EIRBEALBEITIR LV pH A E< 720 | RIBESHTH T 2 BTN H 5,
O, HHTEE, BESOBISEZMEENIT) 2 ENREE L,

12. ZOHDEE
(M EEERFERIZE D EHR
BRE STV

(2) FEREERERERICE D < 1BE#R
RE STV



X. JERRPREAERICRE T 5 HE

1. FREHER
(1) 3SR ER
VI BB B 5 HE ) OHSM

() REMFIBHER
R L

(3) 2 Dt EEHER
LR L

2. SR

OF--EEEE S -

IRF) e B PR FH B D P2 P | A BR AR BRI L. Wistar 25w M T 50ml/kg/min OO TREIRE
B U= LDso 1%, M 105 (93~117) mL/kg. #ff 218 (197~237) mL/kg T 7=,

(2) R 5B
MR L

(3) BIBH IR
R L

() PA RIS
DR L

(5) TR BB
DR L

(6) BAT AR
DR L

(7 ZD D 4E%=M

Ta PR

BESA O R TR B3 2898 8EC L 5 TERAIO /prEEEICET 23 8kiE (2] o
W MRRERE K OV SRR 77 AT v 7 ReaeBik R OV MERERED 2 R KD o4
U —BEHTAI AF2 5 O E B FIR OV MO F B2 Rt Uiz, B O 55 CIEREH 2 ik &E=10:
1, 37°CC 30 srflfiE % . 3000rpm T 5 3 Ly BEAATV, IO A 4 PIIRAYICBIZE T 5 D
WXL, BEOFETITREE  MiE&= 100: 1, 37°C T 24 BFfE % ICHIRAICBIZET5 =
Lo T D, 2O X DI L MIRORA LR, AR O R 5 2 HIEOWTHIZEB W T
LR M Z R S22 T,



X. EHpEIEICET 5IEHE

1. BRHERX5S
B9 O EERS (EE - EMEOLGZIC IV L)
BRIRLGT 5% L7

2. BIEM
¥ &Y —BHTAIAF2 5 2 4F
¥ & —BHTHI AF2P 5 : 3 4F

3. AERETOITE
FE{RRAF

4. BRWLWEDEE
F 1) —BHE|AF2 5

20. ERWLWEDEE
20.1 HRIRNOFKE E 72D DT, MOEFRCHFZ2 S O L OBMSEZRET D Z &,
20.2 LITOLAIFHEH LW &,

- g (D) IS8 DDA

C B LIEENIRN TV DA

ARIZEADRD NG

C Xy THORHE S —ABEBN T HE

F U5 —FEH AF2P 5

20. HEFEWLEDEE
20. 1 IRASUIHIRNOJRIR & 725 DT, 5ROEESSHURI 72 © O & OIS 2585 5 2 &,
20.2 LITOLAFFER LN &,
- N g (D) ISR O b D 5E
« N # ™ DI DAL TV D G ECBRIEN B MR MAL TV 256
ARICEBRRD b DGE
AR RX v TEORE S — L RIRN TV DG E

5. BEMITEM
<FvoLBY : AV
PFEERS T O OLBY AV
BEMERLTA R 2L



X. BEHEMEHEICEY HEE

6. R—m7 - BRI
Al — i oy 3K
(R 2A) Fo2VU—FAl 28 (F5)

A %h 3K

(HEAFA)

X Z ) —GHTAI AFSP B, ¥ & U —iB Al AFAP B, ¥ U —iB AT Al AFSP 5 (BR%)
AK=> U Z3BHTA « DP, AK- U Z5EHTAI « FP, 1—HR A X —FHAl M (A T A T 57—~ =
Byt )

(% 2 #1)

XU —BTAIAF3 7. XU —BHTHI AFL B X U —B AT Al AFS 5 (%)

AK=> U Z3EHTAI « DL, AK-> U Z3EMTAI - FL, B—RA X —FWAl L (A T A 77—~ =

i) %

7. EREEEAE
KB

8. WERTARFABRUVRRES, EMBELNHFAH, REMBFAHE

S AR FE KRR SRAN FE B
=] HRE AR 7ERRAA4E A H
£ HH £ HH
XX U —GHTA
1998427 4 10 H | 1998 4£9 H 21 H
AF2 B (6L)
EppvI— 2009 4£6 A 30 0 | 22100AMX01550
:/ —
(RBA AT
AF2 B (9L)
- - 28 %) 19804E6 A 2 H 198946 A 2 H
X H ) —FHHA
22100AMX01551
AF2P &

9. MEEXIFHREM AERVAELEFENFOFABRVUZOAR
L

10. BEERR BHMEERARFABRUVTONE
A% L7

1. BEEHM
A% L7

12. HELHRFIRICEET 51EHR
ARFNL, B (BbHWITEE) $IMIZRET 2HIRIZED STV,



X. EHEMEHEICEY HEE

13. &£fa—F
AT FEUE I EREH G o — K L7 FEE
HH HOT %5 \ IR \ -
I a— R YJ 2—F) a— R
X H ) — BT
108223401 3410520A5032 3410520A5032 620822301
AF2 5 (6L)
X H ) — BT
108220301 3410520A1037 3410520A1037 620822001
AF2 2 (9L)
X —FBHTH
. 108221001 34105202033 34105202033 620822101
B

14, {RERFGHRT LDEE

AANIORBRFEHR O EHK L TH D,




XI1. x ®#t

1. BIAXHE

1) FMEIESC &) 0 N LTt aadE. 1979 5 12 1 477-478

2) PEIRG TS (et gk

3) PIERE TR 1FA  FEP L JRHRE. 1987 5 15 @ 3299-3320

4) FENERL B 1 RERAGER (1988 4F 11 A 30 H/KRR, HWREEEMIEZE (1))

5) FEETR 1F> : FEEEL LR, 1987 ; 15, 3787-3812

6) NG  BHTRIEATFEMZEBSREZESR « Mk bRiE~ K7 > 7 [2025]

IR E K. 2025 © 122
7) FOETE 10 FEPR LRI, 1986 ;5 14 1 3199-3208

2. Z0DSE

A ARSE R A E SR A LR (2002)
FHN\ME AR/ E (2021)



XI. &&H

1. FLENETOHRTIKR
WEANTITFETE ST U (2025 4F 12 H R 5)

2. BWINCH I BERIIEEE
LR L



XI. {§ #

1. BHAI - REXIRICHR L TERER¥IMIZE1T 3 (CHT- > TOSERER
(1) 4 8%
A% L7

(2) fRlR - BAEAMRUBRERSFa1—J0EEH
BN

2. ZOMOBEEH
R L



	表紙
	IF利用の手引きの概要
	目次
	略語表
	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




