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Ketamine (5%) Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 3983603-00010 #MEERLE: 2019/02/14

1. E2RRUSHER

MDA . Ketamine (5%) Formulation

HicE DA, Eﬁ&U%ﬁ%ﬁ

HiGEOHR . MSD

Xy . BER AW i 810 NSD #X=tt EEIH
BRES . 048-588-8411

BFA—ILT LR . EHSDATASTEWARD@msd. com

RRERERERES . +1-908-423-6000

HRARRUERALOHIR

HRERZ D BESMA

{5 A £ D HIBR D ER%E

2. ERAEEOEH

LR D GHS 247

4SS  Ea2

GHS S RILER

BRRAXIES VR ; %

T EMGEEE . B

fERAEHER © H361d IBIRADEZEDEZF DL,
FEE

FEESE ey

P201 EAATICEIRERBAZEZAFTH &,
P202 £ THOREZITEEZHAHEMITHETMY FRHLHENI &
P280 IREFR MREK RERE FREEEFERTSC t

HREE:

P308 + P13 [EK BRIFIEK BN BEEL HSEHE : EEIDZE
SEREETERTHI L,
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Ketamine (5%) Formulation

€ MSD [} e

TS HETH: BIBRE: BIEIZRETH: 2023/04/04
4.0 2023/09/30 3983603-00010 YIEYERLA: 2019/02/14
®rE:
P405 e L TRET B 2 &,
BE3E:

EBMMSARIL

PS01 AEY BRERDIN-LERRICERET S &,

EEYHDORODEEDHS &, KERKICE > TRIRASHARMTHS : 5 %
GHS T HHICRZY L E LMD EREEE

HMEGZL,

3. MRRURSER

LEME - BEMDORXF BEY

%

(=2 CAS S S8= (b w/w) BERATER
EF5

Ketamine Hydrochloride 1867-66-9 >=3-<10

4. HRIGE

—fREIT RN R

WwAL-BE

REIZftE Lz5E

RICA-F=5H&
MAAATEBE
EMEREVEREERDOER

LERGHIRER
LEHEZY 2EDRE

EHDGEEP. [NDVT NGBV EERELICEEDREE
2T,
ERMNREICIHE. FREARBIHIERIE. EMDIERE
215,

RLGAATZISE . I EIDISEI~BET 5,
ERLEZZTS,

EMLGE. BELICREZZEDKTEVRT.
BERLERBREIVHZR <.
ERLEZEZT S,

BEADHIZKRZES

HEBFERYT HRICERISHKD.

FHEEE LT, KTRZ®RFT 5.

RFAHY BT SHEICIERKETEREZIT5,
RARAATZGE . BEITHM L,
ERLEZEZITS,

KTAZELLCTI
BRERADEBEZEOEZTNLDEEL,

HaMSEAFBLDREITEEZLL., RS TSR
ERZERATSHE. BEOFRMENHDHBEE. HESD
BYGEAAREEZSREOC L (BR8E5H) ,

2/15




RET—HRI—F

€ MSD [} e

Ketamine (5%) Formulation

RS WETH:
4.0 2023/09/30

BEES: AIEZRET B: 2023/04/04
3983603-00010 #MEERLE: 2019/02/14

EEICx T AR EE ¢

XEHREBSURMEREERITAH &,

5. KKBDIEE
Y73 5H K F

22 TIXR 5 ELVH KA
BHAEORKRASE

BERERIEY

KB

it 7 )L a—ILiasE K

ZEtixZ%E (C02)

R A

MREEL,
BIRERM~NDOBREILREICEERIFTEENH S,

N4y
EBREEY
EHRE{EY (NOX)

BHEDHKAE RIGOIKIR & BDREICE C CEYGHENFRZRANS,
RAHDBRERENT H=DICKEEFZET 5.
TETHNIERBIEI O TTHERKEEI BT,
RgihoBESEDH &,

HRETSEDRE KEFFICIE, BIeXREBZEZERT 5,
REEZFERT Do

6. IRHFRDEE
AMRICHT HEEEE. RE @ REEZERT D,

BRUVRIFEE

REBRICHT HFEER

HLRAODRTHEDAERDY

2

ZEERYFZLNDOT kAR (HB T 258) . BEARE
BOHEZRICEN (HE 8 ZER) .

RIEANOBREZE#ITZZ L,
REFHRALTH L, INOIENZLED S,
GERICIEEDIDEHC HLCRADEEFIAAIWNYTRHRE
I2&3),

FRINERFKEREL. LHT 5,
RENELLEIRTEHEWVES(E, HABARKICERT 5,

FEEGRM TRIRSE D,

ZRICCENIBE. BRIZZECEOHEYLH LADFE
ZELT. GADLBVKSITTHI &, BkRRICERALEE
MERVITTRWEIFHIENTERIHEICIE, EURL =Y
Bz EULGRHENIRET 5.

REME T EYGRINFITRET 5 &

AEREHRE. BETHRICIE, EMABARREITVEDR
BIcft-TRETEH &, TORBICERASAEYEIZON
THRHETHS. EORAUNBERSINLINEHRT 2REDN
H5b

ASDSDIEB 13HE LV I52HENT, ABBRELVED
ERHEORZEDY
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RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 3983603-00010 #MEERLE: 2019/02/14

1. BEEVWRUVRELDOER

i g7 4 A

ST OPTE XK EBEHLERVREREDEDRFENKESRE,

BFFHER, £AfBRK D BYILBKREEOT CTOMERT 5,

RERIEEEIE D EEOKRRICAT AL,
SRMERK[ERALEGEWND &,
BRARAFEZLY,
ARE DiEfEEIT 5,
BISBRERAENKRICEDE, EEHOAESLUREHD
ETHRTEICHEVRYIES 2 &
FNOREMZHLEL, BEAOBREEZ&HRNMRIZTEEL5:E
295,

1 fih [] 582 D ERIERE

BEXTE D BEOERAPIZIEEMEADIEI EOUERENHZBEIE.
EEBROELIZCTA ISV VI VATFLELUVREV ¥
D—%#FJEBLTLIESLY,
FRPEISRBERUVEEEZZILT S,
BEINE-KRISBFERT IHNEKET DL,
T27I) T4 DHBUBEARL—a3VICF, ToP=7a
vho—)L, BUGEANERE. BULGKRLESKVE
ZEFIE. EXGLEER. ERERLEERTOFEROL
Exa—%#&EOCWELAHYET,

ZELGREERY D BRI RILODVNERFICANTE S,
BELTRET S &,
EEDOREIZR>TRET 5.

EMEZIEYME D ROBEBEEEVNOL LITRE LG
sRER AL

RERBHRVEMH DESHUVME MRGL,

8. F<EMILRURBIEE

ERRRICE T IRSANBRBRF/FRRE

D% CAS &= EE (REY EEERE/EER | HH
fE) B HFRRE
Ketamine Hydrochloride 1867-66-9 TWA 10 pg/m3 (OEB 3) | AR

SRR S

| =Y #IBE | 100 pg/100 om* | pasp

R 3R D RPREZEEIAICBEUGIOCZTYITEELLD
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;ETA:
2023/09/30

BBEERE:
3983603-00010

AIEIRET B: 2023/04/04
#MEERLE: 2019/02/14

RER
IR FARE R

T4NE—247F
FOHRER
e

&%E
RORER

RERUVEEDRER

sEHMEFERLET #l.
fiiT) o

HE. REEPLIVREZRET 0. 2T00=TF1) >
JEBIIRMERETICKYERESN., WP EIZITRHRVERESL
SLELAHYET,

BRTONMHS LIUVEETELRVWIUTADEEMOREE
<S5 ZT, BEYOBEICEYLIIFEMNABEL LY
3 ., A—TFo T4 AHETINA R) .
A—=ToNnNU R T%mMELET,

RBRBALEGWNY A vV iRER

WYL BFAFEKREENFIATERMES. FRIEEFTE
THRAA FS A4 VOEENDIX BN TREINEEE, F
REREREXFEALEL £ 5,

MEFRE2A T

MELEFR

RECETERT D EEZBRELELELS,

YA Fo—I)L G ERERFEL LLEFT—YILEFRT S,
FEEREL LIFEERICROSIVVRE, S X, T70Y
W ELRRET BHIHEF. BULGLI—VILEERT 5,
MLA. SR, L LLIEZ7OYVILIZE EESSSIIS
AREENHBIEEIE. 7T —XV—IL KL LLIEZFDIFELD
IL7z—REOTOTIavEFRALELLES,
A=T74A—LHLLEERERAI—FEEALFEL LS,
MEEANBELLEZWVWESIC, RESNDIFZRVIZEDE, K
FEOH— AU rZEEMLTERALELLS (Bl. RY—T
Lyy, 70>, EFR, FOMETR—YRE)
FRIN-AREM D H I KIREF CIEEILEY L AETIT-
TLEEELY,

9. PEARTLENER

PIRIRRE

&

Ry
RhoLEWEDE
AR B E R

BRAXIIE R RV HEEEE

T—R7L
T—R%L

F—5%L
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AIEIRET B: 2023/04/04
#MEERLE: 2019/02/14

AIRATE (BR. =UA)
ATEATE GRIK)

JEER=

T—87%GL

BRETRARVERLRRE AIARR

IRAEEHED LR /AT LR

B

BREGLHEOTR / THRTR

®

BRENRE

HaE
B (EpHhTEER)

R
Kidtt

n-#449 4%/ —JL/ KSEI%E
(log &)

Rt

£

E

ﬁ
BERV/RITHENEE
tkE

RE
BT RBRE
1R

B AL
SFE

FLF 4%
HFH 14X

F—87L

F—a#L

AEGIEEILEME L LTESEES AL,

T2l

[
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Ketamine (5%) Formulation

RES RETA: BRIERE: HTEKETH: 2023/04/04
4.0 2023/09/30 3983603-00010 YIEYERLA: 2019/02/14
10. REHRURIGHE
RIS RIS E LTIEREIALELL,
{LFRREM BEORETIEIRE,
BRAZERIGATEENE BOBIERIERIGTHIEL DD,
RET BN EEN MR L,
RERYE 2| %-1]
BIRAELDBRERY BRAZELSBRERMIIM SN TV,
11. BEHIE®R
AREMEDH S BREREOE®R © BA
RS Ef
EE
RICA-T=-5B&
FoRiE
FIATRELIBIRICE DK B Y RETERL,
B

2tsEr &N

HS:

Ketamine Hydrochloride:
2EEE #&0O)

AMEE (ZOthORERE)

SMSMHETEME > 2 000 mg/ke
Hik EEICKEAE

LD50 (5 v k): 447 mg/kg
LD50 (=™ R): 617 mg/ke

LD50 (T v k): 59 mg/kg
BREZRER: 52IRMA

LD50 (=2 R): 59 mg/kg
BB HARN

LD50 (% 9 R): 356 meg/kg
BE52K: AN

LD50 (EJLE v b): 361 mg/ke
BEZIK AN

LD50 (T v k): 224 mg/kg
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RES HETH: BEES. FIEKET B 2023/04/04
40 2023/09/30 3983603-00010 #E4YERA: 2019/02/14
" B BERER
A 133 V) 43

FIFETRE A IERICE DK R Y B ETEAL,
D%

Ketamine Hydrochloride:
"@
fER

RIZxY 2 ERTIREGEIRRIHE
FIRATREGERICEDRYDETERL,

%

Ketamine Hydrochloride:

A
RigtEH Y

"& 4
HER R H Y
PO, 35 B R 1 3 I B i T 4 1
RERMEM
FIATEEIERICE DR Y DETEAL,
FRIR 38 B4
FATRELIERICEDCRYSETERLY,
STEHIlRERRMY
FATBELIBRICEDCKRYSETERLY,
A
FATBELIBRICEDCKRYSETERLY,
4Estt
BBRADEZEDEZTNDSEL,
5
Ketamine Hydrochloride:
FREOEE~DEE HEg4 4 T RE

B Sy bk
BRI AN

HERYA T RE

FHA =M NOAEL: 120 mg/kg A E
ZRNEES: B, AR, DB

HR EFEEEG,
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AIEIRET B: 2023/04/04
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EEEE-T7EAAD K

FERMBHRSE (EEEE)

& oYX

RERE HARN

FE=M: LOAEL: 20 mg/kg {AE

EK: BB L URBOEE,

R AENBIVERDOBEREADEE,

HEBYa T HE

B Sy bk

BERE AR

R BB LUREORE,

R ANBLUVEROBRE~ADEE,

REBaq 7 &F

R

BERE AR

FAF M LOAEL: 60 mg/kg AE

EK: BB LURBORE,

R AMBLUVEROBRE~ANDEE,

HEA 4 T HE

B Y

BRE5R%: AN

iR A

R AENBLIUVERDOBERADEE,

BREADEZEOEETNLDEEL,

FIARTRELERICEDSCRY DETER,

FERMBSBESTE (REFXCHE)

FIARTRELERICEDSCRY DETER,

B4

Ketamine Hydrochloride:

RED TR
R f2R
TERAV

REELESEM
B
Ketamine Hydrochloride:

2
LOAEL

B2 & i
Bl FFEE Ak

R#IzH-5. RIFREFLBICEIBHROEZTOEZEN,

TR
30 mg/kg
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Ketamine (5%) Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
4.0 2023/09/30 3983603-00010 #EERLB: 2019/02/14
B8 . BBEEA
e 22 B R - 3 #H
IZ R g 25 o B, BFEES,  BEB
IEES D HRTHRINE-FEELEN
2 D XDRA
LOAEL . 30 mg/kg
BE5#2% . BBEERA
e 22 B R . 6 7 A
IZ R g 25 o B, BFEES,  BEBE
e . HERTHERIN-EELEN
2 D XDRA
LOAEL . 30 mg/kg
BE5#2% . BBEERA
IREZE R . 28 &
IZ R g2 . B
k3 . HRTEHERINE-FEELEN
L D YIR
LOAEL . 30 mg/kg
BE5#2% . BBEEA
A% 55 B . 30 Days
IE R g2 o BM, B
k3 . HRTEHERINE-FEELEN
2 YL
LOAEL : 1 mg/kg
BE5Z% D EBEER
A 6 78
IZ R g2 DB
w& D HERTHERIN-EELSN
BAAAEL
FIATTRERIERICE DR Y DETEHLY,
AMEITHT 5 REEAHER
D%

Ketamine Hydrochloride:

RAAATZGE ERK RLRMGENER - PRAER~AOFE, S,
HFEWL, BE HER, EX
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4.0

2023/09/30

BBEERE:
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AIEIRET B: 2023/04/04
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12. BRERERR

4EEt
By
Ketamine Hydrochloride:

BESH7EAAV R
KERBEEEN B8 (A
%)
KERBEEME BY (12
%)

REM - SR
F—B1L

SEGERY

By

Ketamine Hydrochloride:

"m#ﬁ&/—»/mﬁm%ﬁr

(log f&)

TEP OB
T—AR%L
FTIUR~DEEHE
&
toEEEE
T—H%HL

BUHFEEHRTERW

BHREIHRTELGL

log Pow: 2.18

13.

BELOIE

BESE
BRREEY

FRARBRUDE

75 BB ADRH IR WLLST B,
BREMETKABHE L TEHGE 5L,

ZEORBE. VHAIILEREIREDOL-OIZ. BRIZZIT1-

REVVEREICRET 5,

BICHEENEWNMES. REAGRELTEEYT S,

14.

M EDEE

[ 52
[ L #axks (UNRTDG)
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€ MSD [} e

WES WA BEES ATEET B: 2023/04/04
4.0 2023/09/30 3983603-00010 #EMERKR: 2019/02/14
EEES |
EE#% 4 (Proper shipping ey
name)
&5 %8 (Class) |4
B fE& T (Subsidiary risk) |4
AEFEMR (Packing group) EZY
5 ~JL (Labels) JEZ Y
fin 22k (IATA-DGR)
UN/ID ZE-E (UN/ID number) JERZE
EE#% 4 (Proper shipping ey
name)
E &5 48 (Class) E| ]
B fER& T (Subsidiary risk) %S
B E5E M (Packing group) ey
S AR)L (Labels) Y
waEr (%) (Pack- FERH
ing instruction (cargo air-
craft))
WatEr (REH) (Pack- FERH
ing instruction (passenger
aircraft))
& _L#i:% (IMDG-Code)
EEES FZH
E&E LR FZH
E&EN$ E|3 7
Bl RfERRE FEEH
BHREFER FEEH
ZaY1” FEERH
EmS o—F FEFH
BESEME Y - EZD) FZH

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBHEME (B - EZY)
s S REBOHMIZITIEZS,

& P

EOREDERG L. HE 15258 T 5,

FAHDREHNE
JEEZ Y

15.

BRER

BEEN
HME

fElRY. EERBMICERS LG,
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RES WETA: BEES: AIEIRET B: 2023/04/04
2023/09/30 3983603-00010 #MEERLE: 2019/02/14

4.0

L&E

BELCEYME. EREFHE. BRFMIEEMEICKILEL,

HERS/EE

HUEENREULEShIEEY

IR

HWEDHAEZITEIREFED

IR

EEEELEHARYE

IR

ZERHEOEO ohi-t¥EWE (BFLEDE)
EZY

ZERMEOBHON-ILEME (FHREBELEEHE)
JEELY
BNELTEMTRECRVRVEEY
El
BNEERTTREBRVRVEEY
IR

RHELEMEREESFRHA

IR

sRehEPREHA

EHE

M7 L )LshehETRHR A

JEELY

ARBEFIPEFHRA

JEELY

FERLFEEETS - NRE— (EEREY)
El

B E UBIMEKEE

IR

LEMEHHIDEERREE

EEE
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Ketamine (5%) Formulation

€ MSD [} e

RS WETA: BEES: AIEIRET B: 2023/04/04
2023/09/30 3983603-00010 #MEERLE: 2019/02/14

4.0

BEARGRRE
JEEX Y
K EEATEHEE
JEERY
MR EiE
fElRMmE L TRHESh TGN
2E ik
el e LTREISh TGN
BESEERVBLKEDORLICEY 5k

(£ 5 FE A ; EHAMBEICIEEZY LA
18 S Eak DOEEEEMEIZEEZY LN
FR3E R Ul ¥ PR SR I
FREERFEMERE @@L - @A)
e Y
HEMERBMHERE EE - @A)
JEEZY
BEEZEVONEBE VERICET ik
EXREDY
COHBOFEAICDODVWTEEAS AV M) —~ADRBEIRR :
AICS N
DSL N
IECSC N
16. ZDHD1EHR
5| FscHk D B#E#IT—4. EMESDS [CETILF—4. O0ECD eChem

R—R2ILEIUVEMIEEYER http://echa. europa. eu/ D&

URIN—=C a3 U ERSNEBRBIANE T 2 KR THRARTINATLES,

B Z7+—<wv b . #/A/H
ZFDDREEEND £
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Ketamine (5%) Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04

4.0

2023/09/30 3983603-00010 #MEERLE: 2019/02/14

AlIC - A—X FSUTDIEILFERASAOAD R NTT - TS5 D)ILEREEES, ASTM - K
E# PRGBS bw - KE; OR - AU, ZERE. EEEUENHDIE SN EME; DIN -
FAURBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBFLFEME IR b, ErCx - FED XWDORIEEZRIZFTEEZONDA
RR; RG - RERLOFEIE; CHS - HRFM X T L GLP - HEREMERE. 1ARC - EFR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFEKOESFEEZD-HOMMOEE
RURBICET 2ERMRA; 1650 - 50%EFRE: 1CA0 - EFRERHEMEMRES . [ECSC - hER
HeEYELE: INDGC - ERELEKRMBRIE. IN0 - ERESHE, ISHL - FBRefEE
(BF): IS0 - EFRECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHEHEE) | MARPOL - MAAICK DFRDMHILD-HDERER: nos. -
MBAMARSNTNEELEDZERC: Noh - FURAL NOAEC - BEEMFZERE, NOAEL -
BAESMHSZEL AL NOELR - EEEMZEEFES NOM - A28 NTP - XEE
REMTOT S L NZIoC - Za—2—F v MEEWMEARIR: O0ECD - EFH NHEAFMME, OPPTS
- LEYMEREM - AEHILE: PBT - #OMRMN - ARSBHEN - HHME WE) © PICCS - 7
1 VELEMEA AR P = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
. FHE. B WHEKUEHE (REACH) IZBI¥ 5RAI (EC) No 1907/2006; SADT - BHEZNES#E
BE: SIS - RET—8T— I TECI - 2 A ICRRFDILENED A R R TCSI - &1L
EMEA R M) —; TDG - fEEYEE; TSCA - HEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYMEEES. vPB - FEICHIBRUFEICSEEME WIS - ERSRIRE
EUMERR AT LA

ZDRET—AI—FUAT TSDS] ELVS) TRET HHEHRULAT TRFEHR) E0V3) E. KEHE
BEERIZE T, BHOREOME. FHR. RUEESNDHLETERTHS I EHHLEZEDTT,
AERIE, HEORLAGIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOAMEE TN TEY ., DHESRIEXIIREREEZLITEDOTIEHY FHA. RIERIZL.
SDS MEBEICRINTVAIHESN-HRICHATIENDTHY . YZAERI/MEOER EHEAE
HhET, XFTORFTHEASINSIGE. AXFICERNLZVEY .. B4 S AU aEEE
NHYET, REROFERABFRMALICEVLTIE, KEREVHEZEZERAT 5812, FHES
MDERBRMUZIZETHRUEOBEINLIMEZEH T, FHERLOERT 2HETOEREDKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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