R&T-8—b EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

1. eZRREUSHITER

EZEHDET . Pentobarbital Sodium / Phenytoin Formulation

HieEosHaH. EMAUVERES

HHEEDORHELW : MSD

eSS : 1-13-12, Kudan-kita, Chiyoda—ku, Tokyo, Japan
BiEES © 03-6272-1099

BFA—ITELA : EHSDATASTEWARD@msd. com

RREREBEES © +1-908-423-6000

HERFAER UER_EOFIR

i Po . BE#A

£/ _EDOFIR |

2. BRABEHOEN

L&D GHS 5358

EIP§ ;30 D Ea3
SESET (E0O) D E93
BRI B AE & DR
FEMNAMK (D) D Ra2
ATEE D Ea2

BHEFMRBSRSE BEEEC @ B2 1 (PRAER)

=)

RERMESZEE (REEC 0 B9 2 (PRHER)

=)
KEREHEN 28 (& RS 3
%)
KERREEN RY (18 D Ba3
%)

1/25



Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
14.1 2025/04/14 671673-00024 PE{ERA: 2016/05/12
GHS SRJLEXH
BRREXITL URIL : l é
EEMEEE D fEkR
EREE M ER : H226 BINMERIAR UES.

H301 grAA L & B

H317T 7 LILF— M ERERGERECTEEN,

H351 BRARL ERNADEETNDEEL,

H361 AFERER TR RADEZEDE TN DEEL,

H370 g% (PiRmiER) DEE.

H373 RAAICHT=5. X@&ﬁ@(ﬁtiU%ﬁ(¢ﬁWﬁ%)
DEZFDOEEN.

HA12 REARRIERIFZEIC K o TKEEYIZE S,

wexEk:

P201 {EAATICEIRERBAEZAFTH &,

P202 £ THREFELHHEMT HSETMYRDEINN &
P210 2, BEDH D, KiE. BRRUMDFENEIN SES T
5L, &,

P233 BR/EFFHLTHC I &,

P241 [HIRE! D [EXHES MR E TRIAMES HR] #F
Ad5Z¢&,

P242 KIEZHESELHWIEEXFERTH L,

P243 B#ERMEICX T SHEBEZHET 52 &,

P260 S X b ZERERMALGZWNI &,

P264 Bk WMEITEEZEZ K <KS 2 &,

P210 COEGZEFERTHEEIZ, REBXITEEE LA
&

P272 B EINT-EEKRITEESHLHI LN &

P2I3 IREBE~DMH ZBEITHZ &,

P280 REF R MREK RERE RERZERIT LI L,

BREE:

P301 + P310 + P330 SRARAAT-BE : EHIZER (EHKT S
ZE, AZFETICIL,

P303 + P361 + P353 & (RIFB) ITBELFBE EHIC
FBRINE-REZE2THCIE, REEK [FPvy7—] T

ke U
P308 + P31 X< BRIZEX K BOBEZAH HI5E « EEIER
THI &,

P333 + P313 RERIHRIFFE LA (B) NELGE : EEHD
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Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

PRAFUTERITLHE,

P362 + P364 B EIN-KELZ[RE, BEATIEEICITEE
*4HIE,

RE:

P403 + P25 S DB MEFICRET A&, ImMLULVE T AIC
B,

P405 EfE L TRETH Z &

B

P501 AW, BREADIN-NIBERIZEET D&,

GHS IS L XL M DEREEFN

ERGHIERRUVEE SN DIE
EEREOHE

AIFEREBREMEESVERR TS EAH D,

3. MRV TER

EEHME - EEYORI BEEY

5%y

=22 CAS &S E2HE (b w/w) EHRATERE
B85

RUMNIWER—LF YDA 57-33-0 >=30-<40

JonELygya—i 57-55-6 >=10-<20 2-234

IR/ —)L# 64-17-5 >=10-<20 2-202

T b VBEF R L 630-93-3 >»=3-<10

RUULTILI— 100-51-6 >=1-<10 3-1011

#EERTRSNTWSHE

4. HRRE

—RREIT KA R

WA LGS

BREIZfE LI5S

EHDHZEPL, [NV T CNGVEERELICEEDREE
25

FERAREICIGE. FREIRMAHLHRIT. EMDIERE
25

RWVAATZIGE . HIBEEIDBER~BET 5.
ERLEZZITS,

EML-BE. ELICKBEEZRITAESEDKTRENRT,
HELERRE S THER <,
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Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

ERLEZZITS,
BEADHIIZKERZES .
HE=BERY HEIICERITHES.

BRICA-T=155& . PEAEEL LT, KTRERSET 5.
RN H Y MBI 2BEICITEREETEREZRIT 5,
RAAATZGE DOERFAALESE., BECHMERL,
EbLICEMELIIBATEFERE V2 —(3ERT S,
KTAZEXLCTT

BEHEARTWER, O oERIAE5ZAG NI &,
AMEERRUVERMEROER @ MAFATEFE
HEELGHIRER FULE—MERERGEECTEEN,

RARAL ERDADEETNDEE,

ETEREX IR EANDELZEDEETNDEL,

BERDEE.
RHIIH=5. REREECBICLPBHREDOEETDE TN,
BREEET S2EDRE D MOANEBEEEFESDREITERZEILL, HEIA TSR

RBKRZFERATH L BROFREMNHDISEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
EEISH Y DHAGEIEEIR | IFRESIUMEREZERTS &

5 KKFDIEFE

AP . KIESE
fit 7L a—ILiasE K
ZEgbmkE (C02)

FIRH N
10 TIX7E 5 AR LVH KH D REERKOK
HEOBIRAEEM COBRKICEBENIE, KA LR o Y RVKLIZY T

HDT., T2 TIEEBIEL,

NEY DEREICHhYERNEZ 5N D,
ARFEREESLTERREICLDENH D,
RBEERD~DREIREICEZRETEENHD.

HERGEIED D RFRERIEY
EHEEY (NOX)
ERERILY

BHEDHENAE D RSOIRR ERIRKRICHE CTEYGEXRFREZEANS,
REAHDBHRZANT H5=DICKEEFET 5,
RETHNIEREBIZEI D THERKKEEN BT,
RN BESED L,

HRETSEDRE DORKEFICIE, BRRRFEERT 5.
RERZHEAT D,
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€3 MSD /) e

Pentobarbital Sodium / Phenytoin Formulation

&S WETB:
14.1 2025/04/14

BHEES ATERETH: 2024/09/28
671673-00024 #EYERH: 2016/05/12

6. IRHFDIEE

AEIZHT 5 EEFEE. RiE

BERUVRAREE

REBEICHT HIEEE

HLRAORUVBEDFERD

2

HEDFEXRELGDLDERYERL,

REEZHEAT D,
ZEGRYFLDT (R (HBE T 238) . BAARE
Bn#fRERICEN BB 8ZE3R) .

RE~OHREZRITH &,

REFHRLTHDL, BNAOIENFLEDD,
LEHICIEEDIDZEHSC GFLRAHEIEAAILN)TIHE
12k 3),

FEINEEKEREL. LDT 5,
REMNELCEIRTEGVGE(X. A BBEKISERT 5.

MHgRATIE#EALEITAIER S A,

TEMLRRINM CRIREE 5,

HR/EZR/ SALEKRTL—Cxy hTHZS (BRET
%) o

ZEICZIENTIBE. WRIEZZELEDOBEU G H CADFE
#EBUT,. GALHWESICT S E, WRIRICERLEE
MERVTTRVEFRZZENTEZEEICZIE, BURLEY
BEEULERANIRET S,
REYMEE BN LRIEITHRET S &,

ABSEHE., BEITIEICE. SMAFEEASEUVEDOR
BlCit>TREBTEZ L, ZORBICERIN=HEIC DL
THLRABTH D, FOBRUNERAINEINEHEET IHLEN
H5

ASDSHDIEBE 13H XU 15ITHENT, WABAKRESLIUVED
ERBIOEEDHY .

1. BEVWRURELDOZEE
i g7

RATHI R
BRHR, EEfK

ZENIEFR

FBHLERVREREDEDRFERKESE,
THREB|ENTELRMGEE. BFFEREEFFERAL T
AN

PHIREL D [BEXHESE. BREE. BAKSKILEOKRE] =&
B¥sZ¢&,

REOKRRIZHFFEEL,

SRAMRKERALLGENIE,

AN FITLY,

RE DI ZERET D,

IRV RITREELCHED T &,
BISBEABTOHERICE DS, EXMHOAERIUREMED
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€3 MSD /) e

Pentobarbital Sodium / Phenytoin Formulation

&S WETB:
14.1 2025/04/14

BHEES ATERETH: 2024/09/28
671673-00024 #EYERH: 2016/05/12

e ok ] 3¢
BIAERER

EMZIEYE

RELTHAEMH

ETHREEICRVERYES 2 &
hWERITEF#FERLATNIEE 55,
BREFHALTHECZE,

B 5RE0LD. NTE. BAEUMOBEXNENSESITSZ
&, BIE,

HESMEICHLTPHLEFEREZED &,
CHEREFERTHEEIC, RBRITEEF LGN &,
RNOEENEHLEL. REAOKEZR/NRIZT HL5F
B9 %,

ER1E &

BEOFERAPIZIEEMEADIEI EOTREENHZBEIE.
EEBFOELICTA ISV VI VRATLELUREY ¥
J—%#FRELTLEEELY,
FRATIIRBERVEREEZILT B,
FBEIN-EERIIEESHOSEILBIN &,
BEINE-KRRITIBEFERT SREICEKET LS L,

T77) T4 DOMBRBEARL— 3 0IClE, TP =FO
vho—), BUGEAGERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLLEERATNOERDOL
Ex—%28TCWENHYET,

BEESRNILDDOVEBRRICANTEL,
fEfE L TRET S &,
BZLONMYEADHS,

RLL, BRORWVEFTTRE T %,
EEDHREIH>TRET 5,
BORNENDEEITS,
ROWBEFEVS>LLITRELAGL
SRER LI

BSEWHE: MEL L,

8. I EBMLRUVRERE

ERRBICHE T IRIHNRBRF/FFRRE

5% ) CAS BE BE (RER | BERE/RERE | HA
RE) #E/FBRE
RURNIVEZ—=ILF RIS 57-33-0 TWA 40ug/m3 (OEB3) REB
VN
HEH Y HIFR | 400ug/100cm2 NEB
I%/—)L 64-17-5 STEL 1,000 ppm ACGIH
TJx= b BT )L 630-93-3 TWA 50 pg/m3 (OEB3) AER
HEEYHIE | 500 pg/100 cm2 NEB
Benzyl alcohol 100-51-6 0EL-C 25 mg/m° BAREXEE
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Pentobarbital Sodium / Phenytoin Formulation

RES  &IAA: BEES #EIZET B : 2024/09/28
14.1 2025/04/14 671673-00024 #EERMB: 2016/05/12
| ’ ¥ (FER
E)
HAER REBAENE, $ 28 ARMICHLTHZ L CREE
NpobEERNHME.
B 8 D RRRELEEY DISEEYRIOOZT Y D IERELY

WEHMERALET Bl FRISHBNY A v RIEH
1) o

HA, REXEBLVREZRET LH-H. 2200 =TF) >
TEBIIREHRETICIVYERESIN., WP EZICHUVLEESL
SLELHYET,

BETOIHSLUVEETELLIY 7ADEAYMDBE %
<S5 AT, BAYOBEEICSEYGIIHFEMABRELELY F
T B, A—F2 T x4 RHEH T /A X)),
F—Fono Yoo ERIMELET,

iR [ExHs. BSEE. RAKSKITEOHE] £

Bd5sZ¢&,
REH
Ik FARER D BYLRBFHSEENFIATELMES., TREEEME
THEHA FS5A4 COHERANDIELBATRSIN-HBAE,
MREREEFFRALEL &S,
TA4NE—BA4T D WRFREEHERSADESYIAT
FORER
e D EAEFE
HE D FRECETERTAIEERFHLELELS, HRIEAH
T, FOREEDHRRICHEZRIZTARESELADY ET,
TEEHGREFR
IRDORER YA RU— L R EREREL LLIFT—VILEFERT 5,

FEREL LIIEERICROSVVMRE, S X+, T70Y
W ENRET BHEIE, BULAI—JILEERT %,
MLA. SR HLLEI7OVILIZENEESLEND
AREMNHDIERIE. T —XV—ILKELLIEFDELID
INT7z—RBEOTOTHo avEBERALELLS,

EERUVEBADGRER D AZ7A—LB LK IEXEBREAI—FEERALELL S,
MEBRENBELAEVWESIC, EESINDZRVIZEDE, K
EBOA—AVrEFEMLTHERALELLS B, RU—T
Lyy, 70>, BEFR, FLMETR—YRE)
FBRIN-AREEOHIKEER CIHEIEEYHAETIT-
TLEELY,

9. MEHRWLEMER
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€3 MSD /) e

Pentobarbital Sodium / Phenytoin Formulation

&S HETA: BERE: BIEIRETH: 2024/09/28
14.1 2025/04/14 671673-00024 PE{ERA: 2016/05/12

IR RE 7N
& e
=N T—ARHL
BELoLE0@E)E T—AHL
s ERE A T—AHL
3B T H)BE m B UN5ohe & FT—AHL
At (BA. &K L
aERE GRIR) L
IBETEARWER LRR . AIARR

IBREFEDOER/AIRERE @ T—42%4L

&

IREGHEOTR/AIRTRE : T—42%4L

&
5l K= 44 - 60 ° C
NERE F—AHL
pH F—AHL
REEE F—AHL
BARAFENEE FT—RHL
FhE

EFE (BhELTEER) FT—RHL
BRE

Kzt FT—RHEHL
n-A49 4%/ —IL/ IKNERIZRH T—ARL

(log &)

RRE F—RHL
BERVY/ XIIHEANZFE

HE F—RHEHL
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Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERKH: 2016/05/12
BE T—AHL
HxtHRZE . FT—AaHL
1R R4 D OBREMAL
ER b4 D ARHRITRIEEMEE L TEPESALL,
NFE . F—AHL
BT
HFHAX D F—AHL

10. REHERVRGHE

Rt % D ORISR E LTESES G,
LR E M D BEORETRRE,
el B ERICATREHE D BIRERERUVES.

ARIEREBRRMREADERA TSI ELH D,
BRUOBLEHIERIET S ELH D,

BETHREEN DB R, KTE,
BfERmE o ERMEH
BIREELE D BERY D BRAEELGSBERDITA SN TULVRL,
11. FEHEH
AR H L RERBOER © B|A
RS
i)

RICA-=5B&

2HE

HAHRAL EHE,

B

2MEME #&N) D AMEMHETEE : 261.66 mg/kg
Bk HEICLBAEE

H5:

Ry MRWES—ILF FY DL
SMEME M : LD50 (5 b): 118 mg/kg
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R&T-8—b EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

LD50 (% 9 R): 239 mg/ke
LD50 (24 %): 175 mg/kg

LD50 (X): 65 mg/kg

JoEvySya—i:

AanslE #&0O) : LD50 (5 v k): 22,000 mg/kg

SEEE (RA) : LG50 (5w k): > 44.9 mg/|
MREREER: 4 h
HERIRE MLA/SX b

2= BR) : LD50 ("7 ): > 2,000 mg/kg
FEAAV M COMEFHIXEEYIEMOREESHETE
Ly,

IR/—I:

2EEE &N) : LD50 (T v F): 10,470 mg/kg
7% OECD RERAHA K54 > 401

2HsE (]RA) : LG50 (v b, AR):116.9 mg/|
MREREERE: 4 h

AERIRIR: AR

24z BER) : LD50 (24 ): > 15,800 mg/kg

A= V5 ol M Ay NN

AansElE @ &n) D AMEMHETEE 100 mg/ke
ik EMROH T

RUTITFILA—)L

abEl (E0) . D50 (5 v k): 1,200 meg/kg
SMEME (RA) © LG50 (T v k):> 5.4 mg/l
MREERREL 4 h

ARG MLA/SX b

7% OECD EXERA A K54 > 403

TERAAD M COMEELIFREVIREORASZEITE
LY.

REBEL/R#E
FIRARREABERICE ISR Y NETELL,
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Pentobarbital Sodium / Phenytoin Formulation

€3 MSD /) e

REE ;ETA: BEEE BiI[EkETA: 2024/09/28
14.1 2025/04/14 671673-00024 MEERLA: 2016/05/12

%

JoEvySya—i.

£ PR T

Bk OECD ERERH A K54 > 404

g RERIEG L

IH/)—JL:

£ PR

Bk OECD ERERH A K54 > 404

e RERIEA L

RUDITFILAaA—)L:
i

ik
R

A
OECD FHERAA K54 > 404
RERIEE L

BRIZxd 5 ERGIREGE BRI
FATREGERICEDCRYDETELL,

B4

JoEvydya—:
5

HR
ik

IR/—JL:
i

R

&

RUTITFILA—)L

1

R

A

FEOR AR AR S B B RSt
BB

A ES
ARADRIF L
OECD FRERAA K54 > 405

A ES
BR~DORIE. 21 BURWIZEE
OECD FHERH A K51 > 405

JYX
BR~DORIE. 21 BURIZEE
OECD FHERH A K541 > 405

FUILX—HMEERICERITEEIN,

R 25 A 1

FIRARREABRICE ISR Y NFETEALL,
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Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S HETA: BERE: BIEIRETH: 2024/09/28
141 2025/04/14 671673-00024 #EER A 2016/05/12

%

JoEvySya—i.

HEga 4T D REXIUIAE—V 3 VR

REODIRE o RS EfL

& DOEILEY

R Dol

IHR/—JL:

B ) o YO RERERAER (MEST)

REODIRE D RS EfL

g DY Y9R

R Do

Zx= VBT YDA
FERAD R B FADORBEREEOKIET (A H Y,

RUDITFILaA—)L:

HEgA 4T C b FREEZE/NRYFT R HRIPT)

REOTIRE D RIS

& N = N

R D B

FERAD R D ANEIOEBITIEEN S PREEOABIENRKIRT SRR E -
(XA D B o

LiEMRERRY

IR BRRICE DR Y NETELLY,

D%

JoEuvydya—:

in vitro TO&EEEM D HERA A T MEYE AN SEIREALT ERER (AMES)
R AN

HEXA A T in vitro ZBAEERER
7% OECD HERHA K54 > 473
R E

in vivo TOEGEM D OHERA 4 T HEBYARMBR/MEEER (in vivo MAaEMER
%)
B YoR
B EER: EERT S
R 2
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RET—S>—F EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

RES HETA: BERE: HIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 PE{ERA: 2016/05/12
I8/—):
invitro TOEEEHE D RERAA T MAEMERWSEREALT EHER (AMES)
7% OECD HERA A K54 > 471
R 2t

HERA A T in vitro HELBYHMREGFERHR
7% OECD EHERAA RS54 > 476

R P2t
HERZ A 7 in vitro 2 EKEERHAER
R EH
in vivo TOEGEM D B4 T HALEARMER/MEERER (in vivo fERREMER
E&)
B ovhk
BERE RARAALTIGE
R EH
Jx= b UBF DL
in vitro TOEGEM D RERAA T MEMERVSEREARETESER (AMES)
R 1EH

EE: BT HMEI/FONT—2I2E DL
HEER A T in vitro REHKEEHR

mER

®E: BUT IMEM ST ONI-T—HIZEDL

HERA 4 T HELEMMIAEALDS in vitro MskRE AR

A ER
R B
B EUT 2MELISELON=T—RIZEDL
in vivo TO&EEEM D RERA 4 T WEELERMBR/MEERER (in vivo IREEMR
ER)
FB.vHX
BEEE RAAATEISE
R A

wE BT IPEM ST ON-T—RIZEDL

RUTITILa—IL

in vitro TO#EEEH L ORERS A T e E AL A EREAZ REER AES)
SR [t
in vivo TOEIEEM L RERS A T BILBMARMERMERER (in vivo MRREMR

13/25



Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S RETH: BEEE BiI[EkETA: 2024/09/28
14.1 2025/04/14 671673-00024 PE{ERA: 2016/05/12
E%)

. v9X
IR BEREEREST
R 2t

FH A

AN ERBADEFTNDEEL,

B4

JoEvydya—:

i DI vk

BEZHK D BRAHFRAATIEGE

i 25 R R D2F

R DR

Tz VBT RO A:

i A

BEZH®K L BFHRAATEEE

PR R B D2 F

#HR Do e

b1} D NIR

BEE®K D BFRAATEEE

g 25 A ] 2K

HHR B

HEBPAUE-TEAAV D EEER (BO) ITBVLWTHEALAAEDREM A S S

RUDITFILAaA—)L:

& XY R

BREZ® D BRFHRAATREEES

g 25 B ;103 8

Hik : OECD :RERAH A KZ 1 > 451

R Do e

SEhEEH

HTEREN I IRADEZEDH TNDEEL,

D%

Ry MNIVEZR—=ILF FY DA

EEEE-T7ERAAD K D BMERICKDERBICEEZELAHDS LN EINT
W3,
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Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

JoEvySya—i.

FIRICX T HFE D HERA4A T ZHREEEERER
B vHX
BEZK: A AALTEEE
R 2t

BROFEE~DEE D HERAA T BN LUBREE
B vHX
BEZK SRARAALTESE
R =t

I&/—J:

HIRICX 9 H5E D ORERA A T CHRAEEEMERER
B vHX
BB SRAAALTESE
R =t

A = 0 ol M Ay NN
FIRICH T D58 D REBRA A T AEREEMHR
B oy
BERIE RAAALEEE
ST
HE BT smEIEON-T—2IZE DL

RBRORE~DFE D RERAYa T AL SRR
Bovbk
BERE RARAATIGE
wR B
% BT 2PEIMEON-T—FIZEDL

AEEM-TERAAVE D BYERRICKIDEMMIBBESIUVERENE LU/ ELEREA
DEZENHDEN—RBILESN TS,

RUDIILTFILAa—):
FIRICH T 528 D R4 T 2R / VEHRERE
B oy
B E5RK RAAATEIGE
R e
B T 2MELISB/ONT—RIZE DL

BROEBE~DEE D HEBAA T 2RINELUVBRERE
B YwOR
BERE: PR SE
R 2
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RET—S>—F EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

RERMEFEE (HEER)

gz (DIRMRER) DESE,
7% 0

RYMRIVESR—IILTF YD L

REODIRIE BRARAATEE
ZHiE 2 iR R R
TERAD R B2 DIESE,

FERNESREN (RETCE)

RHITH=5. REFREFCBICLVES (PRHER) OEZTOEEN,

B

A = V5 all AV Ay N

REODIRE RAAATIEE

ERIEES Sep R EEEN

TERAA R EEEF 10 mg/kg bw KiE TEMIZB (THERGEE~DE
FEMNEELT]-,

RERSEH

B4

JoEvydya—i:

i AN S i 4

NOAEL >= 1,700 mg/kg

BREERK RAAATIGE

g 25 B 2 &£

IR/—JL:

2 Zv kb

NOAEL 1,730 mg/kg

LOAEL 3,200 mg/kg

BREZ® RARAATIGE

A% 55 o ] 90 Days

A= o V7 ol Y Ay NN

i Sw bk

NOAEL > 100 mg/kg

BE5ZK hAIAATEIGE

i 25 i R 13 &
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R&T-8—b EIMSD A

Pentobarbital Sodium / Phenytoin Formulation

REE ;ETA: BEEE AiIEIERETA: 2024/09/28
14.1 2025/04/14 671673-00024 #E{ER B 2016/05/12
-5 LT AMmEMASEONET—HIZE DL
i DX IR
NOAEL : > 10 - 100 mg/kg
LOAEL ;> 10 - 100 mg/kg
BEZH®K D BRAIAATEGE
A 25 R 13 &
-5 D LT AMmEMASEONET—HIZE DL

RUDITFILAaA—)L:

i DI vk

NOAEL :1.072 mg/|

BEZHK D RABLCA/ZTR NI

BR FE A . 28 Days

ik : OECD HE&RHA K542 412
RAAEEN

FIRATHERIERICE DR Y DFETEALY,
AEIZHT B REBEEHER

B4

RYRNJLESZ—)LF Y ’7A:

RAIAATEIGE DOER OB, K0T 5, HFEL, BEE HER, DIREER

~DFE, ET

A= V5 ol Y Ay NN
RARAALTIEES COER M ER, FEi, GEEL, B, PIRHBRADEE, HF
LY, FERE, MAKE, FFEAER RE BHRTE

RYRNLVEZ—ILF LY ’7A:
y:E-3c3 . LC50 (Pimephales promelas (77w bAw K/ 1)) 49.5

mg/ |
REERRER: 96 h

JnEvryyYya—:
y: 2k : LG50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
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RET—S>—F EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

BREEEFE: 96 h

SOVIEDKEESHSY © EC50 (Ceriodaphnia dubia (2> 3)): 18,340 mg/|
[Zxt9 5F M BREEEFMAE: 48 h

B KEEWIZKT BEM ¢ ErC50 (Skeletonema costatum (GE¥IEE) ): 19,300 mg/|
BRERFR: 72 h
7i%: OECD SRE& A K51 > 201

SOVIOEOKEESHEY . RKEZZERE (Ceriodaphnia dubia (2 2>3)): 13,020

IZx9 5% (IBHHEMH) mg/ |
BRERFRE: 7 d
MEMITIT HF M : n—j(ﬂ%%,;% (Pseudomonas putida (Ya—KEFR - TF

4)): > 20,000 mg/I
MREERFE: 18 h

IR/—):
y:Eai . LC50 (Pimephales promelas (77w kAw KX/ )): 14,200

mg/ |
IREERFME: 96 h

SOVIHEDKEESHSY © EC50 (Ceriodaphnia dubia (22> 3)): 5,012 mg/l
IZxtd 5&FMH RREERERT: 48 h

B KEEMIZH T HEM 0 ErC50 (Chlorella vulgaris GR/KEE)): 275 mg/|
MEERRER: 72 h

EC10 (Chlorella vulgaris (i#%7KE)): 11.5 mg/|
MEERRER: 72 h

AEM (IBESEY) D RRKEZERE Oryzias latipes (F1A X H)):>= 79 mg/|
RREERFRL: 100 d

SOUVIFQKEESHBY | RRKEZERE (Daphnia magna (G4 3223)):9.6 mg/l
(X9 BEM (BHESH) BREERER: 9 d

MEMIT BEMH . EC50 (Protozoa ([R4EE#)): 5, 800 mg/|
BREERE: 4 h

A A= o G0 o ol R Ay N

y:: b= : EC50 (Danio rerio (€757 wa))> 10 - 100 mg/|
MEERFME: 72 h
BE BT 2PEIMBON-T—FIZEDL

TOVIFEOKERBEHBY KB BRERFEICKETLISHEL
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R&T-8—b EIMSD A

Pentobarbital Sodium / Phenytoin Formulation

IR&ES WETA: BEES BIEIZRETA: 2024/09/28
141 2025/04/14 671673-00024 #EER R 2016/05/12
[Zxt9 5FM
RUOLTIILA—IL
aEn : LC50 (Pimephales promelas (77w kAw KRS/ 1)) 460
mg/ |

BREEEFE: 96 h

SUOENKEELSHEY : EC50 (Daphnia magna (A7 32> 3)): 230 mg/|
X9 5EM MREREERT: 48 h
7% OECD FREEAHA K54 > 202

-
=

~

g

B KEEWICKI BEM ¢ EC50 (Pseudokirchneriella subcapitata (#%)): 770 mg/|
MREREERT: 72 h
7% OECD REEAHA K54 > 201

RANEFEEE (Pseudokirchneriella subcapitata (k%) ):
310 mg/|

BREERFR: 72 h

Fi%: OECD HE&EH A K54 > 201

E&/:%O)?}(Eﬂﬁﬁiﬂ% C ERKEZERERE Daphnia magna (A4 32 >3)): 51 mg/l
129 &M% (IBHHMH) BREERFRE: 21 d
7% OECD SRE&RA A K541 > 211

R - oEN
JE%
JoEvydya—:
R D RR SomEE,
E0E: 98.3 %
MEERREM: 28 d
7#i%: OECD RERAHA K54 > 301F
If/—JL:
E R D RR SomEE,

E0fE 84 %
BREERFA: 20 d

A= - o all (AN
£ DR ZOMETIEL,
7% OECD EHERA A FS 4 > 301C
wE BUTIMEM ST LON-T—HRIZEDL

RUTITILa—IL
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Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12
E DR D RR SR,

HE5fE: 92 - 96 %
BREEEFME: 14 d

JoEvySya—i:
n~-#44o 4%/ —JL/ KHEZRE : log Pow: -1.07

(log &) Fi%: IBEL3HA] (EC) No. 440/2008, +/@Z, A.8
IHR/—JL:

-4 4%/ —JL/ KHEEZRE :  log Pow: -0.35

(log &)

T VBT RO L:
-4 4%/ —JL/ KHERE : log Pow: 2.84
(log &) k& 18

RUDI)TFILA—):

-4 4%/ —JL/ KHEZRE :© log Pow: 1.05
(log 1)

TED O

FT—AHL

FIVUVB~OEEN

JEZY

thoEERE

T—AHL

13. BELDOIE

BEHE
BREEY D I EAROREICHEVNLDT D,
REMETKABH L TGS,
BRBRRRUVAE D EORKE, VYA VIIVFELFEREOLHIC, BRIZZIT 1=

BREYPNEXZIZERFTET 5,
BREYDOEIEOBFRIIBIRGATEEELAHY £
CODESBEBIZEAZENF=Y, Y10V, [FAFERITL
=Y. BoffFL=Y., FYILTREHIT=Y., BlTF=Y,
EBHPLK, MELLLLIEZDEIDAIREMEIZS S IHNT
K&, BEOREERESISECTAESELHYET,
BFICIHEENEMEES., REAMELTEET S,
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RET—H—F EIMSD A v
Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

14, BELDIEE

I FER 5 il
fe&_E #6i5 (UNRTDG)
EEZES (UN number) © UN 1993
[EE&i%E & (Proper shipping : FLAMMABLE LIQUID, N.O.S.
name)
(Ethanol, Pentobarbital sodium)
=& 448 (Class) © 3
BB (Packing group) : 111
Z AL (Labels) : 3
REREEH © O IEERE

finZ2 % (IATA-DGR)
UN/ID &S (UN/ID number) : UN 1993
[EE#i%E & (Proper shipping : Flammable liquid, n.o.s.

name)
(Ethanol, Pentobarbital sodium)
=& 448 (Class) © 3
BB/ 4R (Packing group) o111
Z N JL (Labels) :  Flammable Liquids

WEaiET~ (EYH) (Pack- : 366
ing instruction (cargo air-

craft))

WEiET (REH) (Pack- : 355

ing instruction (passenger

aircraft))

i _E #iz% (INDG-Code)

EEZES (UN number) © UN 1993

EE#i1% 4 (Proper shipping : FLAMMABLE LIQUID, N.O.S.
name) (Ethanol, Pentobarbital sodium)
=& 5 %8 (Class) 3

A28 (Packing group) 1

Z X)L (Labels) :03

EmS 31— K (EmS Code) . F-E,S-E

BETEYE XS - FH) ¢ FERH

(Marine pollutant)

MARPOL 73/78 Kt/R&E I U IBC O — FIC & B SEAMESN I EAME (B - )
i SN KBORRITIEIEZSA,

E3]pik )

EDHEDERSG L. BB 15 258 Y 5,
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Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12
DR EXE

CCICREEINTLIMESEIX. FROBMETDREHT, KRET -2 — FORTHRHE S
NBEESICHBEN-MHEOFEDOAHCEDINTVET, EENHEE. KEFER., N\vir—oH%
A X EMIFOMBDRBUDEEICLY . EESNLAREELAHY FT,

RERGREERHES 128

15.

#ERER

BEER
HRAE
1ETE RN, AIRMERIREE, Q LA A — b L)

L&E&
BEmEFNE

L#4A =

Jansr—1, 2—-SFH—)L 106

HEREMEE

BESNEILShIEHEY

JEER Y

BEDHTERITHIREFTEY

JEEZH

RREEER L iEst ARME

JEEZH

ZRFAEORBO o=t YE (BIFLEMEH)
JEExH

ERFRHEORBOSh-EFME (FREBEHIEEME)
[

AMEELRENTREERVMRUVEED
EEST7EMD2 (AIMED2 Rlk2)

LZE4

at

= (%) ikl

JaeELrygya—i 0-<20 2025 F 4 A1 BLARR

1n|n
—_—

IR/ —) 0-<20

v Y | D

RUDILT7ILI—) 1-<10

AMFERTIRERRVRVAEY
EES 75 (B30 AIR2)

LZE4 kel

JaeELrygYya—i 2025 F 4 A 1 BLAR&

IR/ —)L
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RET—H—F EIMSD A v

Pentobarbital Sodium / Phenytoin Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
14.1 2025/04/14 671673-00024 #EYERH: 2016/05/12

| RUSLTILa—L

BEREETILLEDE GGERSFMERRE LM ED2)
323
RNUDILT7ILa—)IL
RAREYME (FBRLSBERAELSTTED2)
JEzY
BEILEMERES FIHRAI
JEzY
b E FHRAI
JEZY
M7 LI E T HRAI
JEZY
BFHBEFIDEFRRA
JEZY
FEREHBEEETS - NRE— (BERW)
5l KEDY
SR UYL
JEZY
e E B R B B R Ak
JEZY
BEHTARRE
JEZY
V&3 ) S
JEZY
R 2%
ERRBIE 2, I EKERMERAIRKRSE 1° 5| NMERIALE
22k
MEATHRAIEE 194 £ERMETRAERSE 1: 51 MERRE
EBEELEERUVELLEONLICEAT 5%

(&5 HEHEE D AERAEMECR)

(EETEpeS DOBEERYEICERALEY
E AL LELE 38073

MRERBHERM (@ - AR

JEERY

HERCERESERE (i - BAR)
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RET—H—F EIMSD A v
Pentobarbital Sodium / Phenytoin Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

14.1

2025/04/14 671673-00024 #EYERH: 2016/05/12

EHE

BEYOLBRVERICET 5%

HRIEEEXRED
COHROEFIZOVWTEES UARY M —~DEREIER :

AICS N

DSL N

IECSC N
16. ZDthDiEEk

ASDS [LENWTHBREFEZDBIHAZNEDRENMERTDIS S, EXWETHIERE
BHET

5| B 3Rk D B#EMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2ILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

Bt Z74+—<v bk . #/B/H

TOHDEEDEX

ACGIH : KE., ACGIHPEFEAE (TLV)

BAEEGESZS FRE | BHAEX(HERE HREEZOHE -1 t2VEOHERE

)

ACGIH / STEL D EREREZERR

BAEEXEGEZS IRE | BRKHFREE

E) /0EL-C

ALIC - A—R FSUTDIELFERA AU FY NIT - TS OIVEREEHES; ASTM - K
EMHHRGES, b - (KE; OR - BH M, TRFRME. £ESENHLSESNLHHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDRE, Elx - FED XWDORIEZRIFT EEZONDEREE, InS - BRAKOR 722
—JL; ENCS - L BEDEAFLEEME )R b ErCx - FED X0DORIEERIZFTEEZZ ONDK
f&E ERG - BRSO FEIE; GHS - HRFAMI AT LA GLP - HEREkHESEE. [ARC - EFF
NATZEE. [ATA - EEMZEERS, IBC - BRIEFEROESBEEEXZD-OOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEYELR: M6 - ERELEKRMAE, IN0 - ERESEHE. ISH - SBRE/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLEYMERE: LC0 - 50%HILRE LDS0 -
50%E5tE (FHEILE)  MARPOL - ffIC & B FEDMILDI=HDEFRERI: n.o.s. - I
MBNATEIN TS LD ZERS: Neh - FUREI NOAEC - |MEZTMUZERE: NOWEL -
BASTMZE LA, NOER - BEEHLZERMES, NOM - A2 a0xX[A NTP - RKEE
REMETOT S L, NZloC - Za—D—5 > FEEYERNR, O0ECD - #FFHHFFKEE, OPPTS

24125



Re27—8o—t EIMSD /A

Pentobarbital Sodium / Phenytoin Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

14.1

2025/04/14 671673-00024 #EYERH: 2016/05/12

- LEHMEREN - AFWHLLE; PBT - BTN - £HRERENE - HEE WEHE) © PICCS - 7
1 VELEMEA AR )= (SRR - (EEH) HEEMEE, REACH - LFEMEDH
. &TMfi. R WHIUEEHE (REACH) [ZB¥ H#RAI (EC) No 1907/2006: SADT - B ChNZE5 A2
mE; SDS - Re&T—4L— bk TECI - 2 A IZEEFEDILEMED A VRV M TCSI - &iEfE
FMEA R M) —; TDG - EIRYEE, TSCA - HEMERASE CKE); UN - E&: UNRTDG
- BFESERYEEES. WPB - FEREICHISRERVIERICESERNE. WIS - EXEEKRE
EUEVERHRAT L

CDRRET—HI—FQEUT TSDS) &£V D) TRIT H1FEHR(LUT TXRERI &LV I)I1F, mEHE
BERIZEVNT, BHOREDHH. FH. RMMETDLETEETHLLHHLEIDTT,
AERIT. HEOZTLGEED., FH, LB, RE. @X. BEERVRRICETSIHAIF VR E
LTOHAMERENTEY . WHELRERSRERBEZLT LOTRESHY FEA, KF®IL.
SDS DEEEICTR SN TVAIRESNHGICETSLDOTHY .. LA/ MORL EBAE
HET, XETOERPTHEASNSEE. AXRITERNGVRY . ARICEI LS A VERES
AHYET, AREOFERBEHMICEV T, REBRRVHREZHEEZERT H5RC. FRES
MDERREMIZE T EAREROBEYLGFMEEHT, FRESMLUOERT 5HETOREDNIRR
[CETHARHADEKL. FA, LE, RUREICDONT, #BEEVET,

JP /7 JA
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