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1. ITE Ud HHHT Bt Ugd=

e A - Ketamine (5%) Formulation
fFrafansmyfdeat
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wgfaard/gafay™ s

fafye deeiiT

H361d 3STTd I ®I 81 UgaH &1 g

: APYTH:

P203 IUANT a3 § Uga it JRem SR ) o &Y, g SR

RECARE ]

P280 &S G/ ¥l 3R AT T/ 807 U5 |

3

P31éwwﬁm%ﬁ,ﬁmwél
P332 + P317 3R @1 R Sl gl fafdrcdn ggradr e &4 |

HSRT:
P405 HSR ard H|
IREIELI

P501 | s o1 et Wied o SRuvid SR A

2yl

fhrsror B Fmferdia WReg sraga(sh) &1 ufasrd fore IR A STeitd TafaRor # @aR &1 4 81 8: 5 %
34 gIfeat forepT ufumd @y aeffe<or g gl

SIRITd
3. Al BT HUSA/STDRI
e/ . foryor
3quq
IS I H T (F9) - TR | TS (FIATH) (%
w/w)
Ketamine Hydrochloride 1867-66-9 >=5-<10

4. yyfie Rifesr & surg

HTHY Hdle

3R Y GRT T80T 81 Sy
3R T T YU® gl oY

3R 3@ Y YU g ST

: 3R gHeAl Bl 1 ddidd 31 9 & ) AfShd Wk I JaTg B
STq &0 €6 38 1 bl & &) fRufa o Fafeeita varg o

: gfe A gRT T8l R fordT wiTe, oY el geft e # o S|

faferita Tgan ol

WS gF IR, R 91 I Igdd UM § H B

Tt 9 U9 o IAR G|

fafreita wgar o
YN ¥ Ugd X el |

YA § Ugd ¥ §d & 3wt aRE |

L YA (TR & fo siiEl &1 a9 e
g e I 81 3R IR 8, Ot i ggan |
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TTHIl T o fafd:
1.7 30.09.2023

3ifdH TR SR B3 BT TRIG: 04.04.2023
Ugd! g SR} A &1 dRIG: 14.02.2019

T30y, deR:
3983601-00008

3R fre feram smg : gfe FEren S, 994 ORd |Jd R
fafreta wga o |
Ut & 1Y 4§ 33! aRg Peall DhRal |

T AEIYU! TEUT 3R D T H el g Sd PRl g

UG, 1 i 3R 3T R HI BT Uga™ &1 g

Ty fafde & TReor D OIS il cdt 3 aTell 1 ST YR&M TR & &1 a1fg T, al
ST Bt FUTTT B TR YT Y FAfHIS YR&TTH IUDHRUT
BT IYTNT BT AT (TS 8 37 )|

fafrcrs & ford g L Qe SR HEIRT § SR R

5. A=A IUNT

I SR Hifgan SR
Taspgra-ufaRIe S
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/T T

A (M) IR S THY ¢ IF

A F IRARRT IR <84 ITC] BT YU WA & T T TR 81 Gbell g
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FARH FHESY
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(31FT) §2I & faRy adies : g RS IF TaT ©3 o R R R S-urg
IR & 35 Bl
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MY S Ul Tad 3 o1 oM R, W93-FRifAd 41 Iuar ugH |

SUDITT ﬁﬁﬁ?&lld-lq? SYDRUT YUY H] ﬁl

6. 3MH AP Reiier Iura

A AU, ReMATd ¢ (Aol IETAS IUSRU TIRT He |
JUSHN T SATUTTBTA IRI&A FSTeiT Rl (WS 7 31 ) 3R FfdaTd JR&m Suauit
ufehamg & gl (WS 8 3 ) BT U DR
qgiaRuity graenfar © IR0 H Bie ¥ URER P3|
e A1 JRIE, 3R 3 RAra a1 SaehTd oI A5 |
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SERER]
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ql 3 IUYdd dheR ST PR TR P

IUgad TEUREC & Iy Hard &1 A9 TERTd & 1% |
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U THSITH & SIHTT 13 3R 15 $© RIFT AP RepIge<
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7. AT 3R USRI
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Sofifafe Sumg 9|

R / Ha dfeed=E - Rath Suged ot § g #1
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8. Siifaw formror / it R

FTARE A0 & AFSHI & 1Y qad

3aTq I T T (hY) | I UDHR =1 Urad / 3MYR
- TR (3RETUT T PRENICK

UPHR) HIACIH

Ketamine Hydrochloride 1867-66-9 TWA 10 pg/m3 (OEB 3) | 3fidRe&

JffaRad STHSRT: @
| ofe= & 9 | 100 ug/100 cm? | 3idR®

gelifrafe fderor
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|
gt Seitfafa fazon &) uReER feems gr srifad gia
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IR I9eH HI fdg /ST SeT Iuasy el
CARIEI]

e fag ;313U g
refiepur Bt @R D SOl IUAsY e
AR (319, 19 ) e e o e |
SaaNEdr (R gar) : 821 U el
3= fample dr/ IR 3Tl UdAs gl
SR THT (30R
Taafafct fedie)
¥ fawpie Iar / aa STl Iudsy gl
SRt T (AR
Forafee ferdie)
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JIUef I T ;32T U el
BIPGRE D ST U e
T 3l JudAs gl
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e ar)
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TEHRT Ty &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRIG: 04.04.2023

1.7 30.09.2023 3983601-00008 Ugal IR SR - &1 dRI: 14.02.2019
3MUIIH HR D 3T IUAs el
10. fR=ar gyt ufafesaar
iR . Siffsareiidar & TR & ¥ H Fifepd 81|
T fRURT D I fufe A RR B
g ery ufafsparsit DAY 3B R® Tsicl & 1Y Ufafehdr HR Iohdl g
3 ufefufal @ o ;
ST I ; eha%ﬂwrrﬁtrq@w
3qge yardf I iy . I TR A (FoRSY) 3uged uerd g
11. fwrasnfora g
TG REUN (TIUISR) B IR |1 GRT TS0 AT
A ISR 1§ Iudh
BRSEL
3@ ¥ Iudh
GIERGEIESG
JUAS SHHRI R aFiiepd al|
LIAKH
g Mifae fasmadar : Sffquret fawTadar $HM: > 5,000 mg/kg
WIBT: T RIBT
3ddd:
Ketamine Hydrochloride:
g Mifae fasmadar . LD50 (IET (R2)): 447 mg/kg
LD50 (¥ (HT3H)): 617 mglkg
g fawraaar (RUSM & 8@ :  LD50 (I@T (R€)): 59 mglkg
A TRITHRH & IR SRR

LD50 (¥ nm)) 59 mg/kg
THBRM & I AUy J

LD50 (¥ (|T3H)): 356 mglkg

TEHHE & I HHuRE) &

LD50 (ﬁ'rﬁﬁﬂ) 361 mg/kg
TRTHRH & I AUl &
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LD50 (TET (R<)): 224 mg/kg

TAh = & IR: FeaReIAgd
o & fore ereRSTa

@ H ! I ST BT ]
3[dYq:

Ketamine Hydrochloride:
PRI SRC RN
aRomy D oA Ual AT

iR A7 efasaeH

JUAS TSR WR a¥iiepd el

3dd:

Ketamine Hydrochloride:

UTIfa G RO ]
gRkoma © S UeT BRAT

o T IHS ! GATSIHIOT
AT D gITRIAm

IUTS THBRI TR aifferd gl
YT-UYTH D GITeTdT
JUAS SHHRI R aFiiepd al|
SHaTY] I "ereHid

U SR R Fiffepd 78]
FRoBAT

IUTS THBRI TR aiffepd g1
3T fauTaRTaT

3Tl R Y g1 Uga™ 7 g

3dYd:

Ketamine Hydrochloride:

T RRYF e uyEl © gHeo o1 fHw: e
uSlid: g1 Re) N
THIBRA & I ARGUREy #
fomraTe® fauTaddar: NOAEL: 120 firm/fam sk 4R
eI 3a9a; e, R, faa
gRUMH: REISHIe THIT T8t
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Refu o fre: faer

TSTIfa: TR

TG & I FigafRey o

fomraTd® fauTadar: LOAEL: 20 fim/fem IRiRe HR
3IR; Wheled famRd fafagdm|

RUT: 57 & g4 3R UNd & §G f[Ae R guma|

Wi &I fvw: [de™

uSiIfer: g1 (Re) N

TRb YA & I ArGufREa) |

IR Wpaled faurd fafayam|

ORUT: 57 & g4 3R UNd & §6 f[Ae R guma|

Wi &f fvw: [de™

TSI @A

THIH L & I Aol #

fomr s fauTaddT: LOAEL: 60 fH/fa IS 4R
3R Wheled fauRd fafdydam|

gROM: 79 & g4 3R T4 & 916 fad™ R quma|

Riefu o fore: faer

EIGTI%T:W

TEHH A & I HguRE &

&I 319Ud; ARaH

gROM: 79 & g4 3R T4 & 916 fad™ IR quma|
3T VTSI - 3fiha L 3ol I &1 g1 Uga™ &1 Weg|

STOT - Uohd SifaH
YA STHBRI TR Tl o]

STOT - Gigv/™T iy

JUAS SHHRI TR aFfiepd Tal|

3{d4dq:

Ketamine Hydrochloride:

U (TRTOIER) & I L I U

&Y 3T : Tal, R, Ak '

iper : ﬁﬁmgﬂﬁmwaﬁmsa‘ﬁf(m)ﬁwugm
SEXIE
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U g fauraar
HdYUdq:
Ketamine Hydrochloride:
U L YD (HISY)
LOAEL . 30 mg/kg
THIH R & I g
fpaq gmy & ford Tuds : 3 Months
(TFUTGR) G
g Sfaad D Tl foR, e
feaoft D Q& H Sadid & T Ag@yul fauradd
I ¢ HUD (HIS¥)
LOAEL . 30 mg/kg
TWITH R & I . g
fpam g & ford duds : 6 Months
(TSR g3l
& 3faga D Taf, R, e
feoft : OO H i B 5 He@qul fauTaddr
PEIIG L gy (HI3Y)
LOAEL . 30 mg/kg
TIh T o IRl -
P gg & ford Iudh . 28 Weeks
(THUTGR) g3l
&g 3(qgd : 113{'
femf L ORI  3fadih B T Hedqu! fasTarde
G| ¢ e (HI3Y)
LOAEL . 30 mg/kg
AR & IR 3T
o THg & ford WU : 30 Days
(THIUTSR) G
&g 3faTd . ARkawp, TR
feaoft D OO H Sadid & T Ag@yul fauradd
I - rexd
LOAEL - 1 mglkg
PR ERIS) -t
fpad gmy & ford Tuds : 6 Months
(TFIUTSR) Gl
&g 3fquq B = o | ooy
feooft : & H 3aaid B 5 Hedqul fauaddr
YT FeRT
JUAS STHHR R Figpd Tal|
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T4 SIRaW & A1Y AU
Sdydq:

Ketamine Hydrochloride:

[EUNESE

D SR GEY 3 gWIHTG §:, Hard dfdT oF UHTd, I &Y,

12. uiifRufasTa gE=

TiRfRufa® fauredar
3dd:

Ketamine Hydrochloride:

ghIcIRITPIaISi BT ipad
JfaaTd! STerer fauTeddr

IERCAINEASNERELIESK

TR 3R rapHfordr
3T I gl

Tyt S woa
3dYq:
Ketamine Hydrochloride:

faUTS TquTie: (WA
3 Ie/am)

gt ¥ wfo=fteran
3T IuA el

3= yfdepd gy
a1 JuA gl

. fowTed yuTa vads e faar o weha 3
. fawTed HTe TeRIeE et o S WA 7

. log Pow: 2.18

13. fger ifgard

fArue & T8
Y F 51 @ (Tard)

gia g

;P9 DI A H Hd b |

R faf ! ey has |

: @Tell {1 3% DY 87Sd R aral hateel 7 e ar

T & o o S|
3R 3=yt fafAfEy =1t faman ma: srvged Iae & U &
e &1
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14. 9 gaAT
sieeigia fafraw

UNRTDG
W It & = H fafafig Tt

3(Ts € & T-31 ot 3R
G It & & H fafafeg T8t

TS TH S oh-Pre
GRS It & =0 | fafafg T8

IMO JUHRUN & AR 4P A ufiagd o
3yl fobq TTT Ui o forg @ e

IYUNTHdl & fere faRiw wraenfaai
PRI

15. fafrarae @

gerd ar fargor & g R, W@y, 8k wafavur & fafafaus

39 IUTeA ¥ 3auq fAmfrfad srae N A gfua §:

AICS - fyffa =gt
DSL - fifed 8t
IECSC : Fuifd 8t
16. 3= I
TNy & fafy ©30.09.2023
Sffafvad ST®RT
3T XM & Ihad & o . &= ATd SDSs, OECD eChem ¥ 3fidRe® d&Id! gel, Sel
TN fohdl 4 gt IEa Wiel aRom quT RIg IR o,
http://echa.europa.eu/
faAie urey . feaagay
3= etz & quf ar

AIIC - STEfe IOl ST Sieiorrs et ANTT - Sford &t I8 Y4 gikaed Toidl; ASTM -
AR Il uieror FRIRIET; bw - STaT &1 I9; CMR - HIRIOH, Jeol-d IT Yoi=+ favaT; DIN -
THT AMSHIHR0 GRIF & T AF®; DSL - IR Uard It (F18T); ECx - x% Ui I a1
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRIG: 04.04.2023

1.7

30.09.2023 3983601-00008 Ul IR SR} A &t dRIRG: 14.02.2019

THe; ELx - x% Ufdfehar ¥ &t ST &X; EmS - TUTqeHhIe- Uegd; ENCS - Aiel R =Y
IS gerd (STAF); ErCx - x% gl ax Ufdiehdl ¥ I8 Ydhad; ERG - ATATdbTei Widfshar
MES; GHS - AfYF TR W YT ReH; GLP - 33T TN YT IARC - ¥R TR I8 & fog
;ﬁuq@?ﬁ; IATA - 3iRISIY arg uRaes THIRNEA; IBC - YR AET § WaRAD ™! alel

[ % fmToT SR IuaRr & o 3 TfET; 1C50 - 31T SHfIHaH FRIUTHS Hdha; ICAO -
SMRITH AFR fIAMA W67; IECSC - 9H H Hival I¥rfd uardf &1 §ded); IMDG - SidRigh
TS TARAD HIS; IMO - RIS FHeT W16, ISHL - STeNfe JR&T SR WA ST (STUH);
ISO - AFGIHROT & Y SIeRIFH T1a; KECI - HINAT Hie[al IR $desl; LC50 - TRI&UT SHTael
BT 50% 1 AP Hdbgd; LD50 - URIEUT 3METE B 50% ] °dd GRS (AT bl WRID);
MARPOL - STgTST & UgHU &1 AT & T SIaRig ST, n.o.s. - 37 FAfEE ¥ Neh - faret
f98; NO(A)EC - Sadib = fobar M1 (wfddd) WU dda; NO(A)EL - 3fddid- 9 foear
(fdpe) THTT TR; NOELR - TR-3{IdIdGH-0 UHId e &3; NOM - 3MfieIRe Afdyed faw;
NTP - PR fau-fa srdshH; NZIoC - 8R! @t ol o' $dedl; OECD - i wedl 3R
fa™ TE; OPPTS - IMMAM® JRET 3R UGHUT AHUM HTATAT; PBT - RIRR, Wd-THAHN 3R
fawmad werd; PICCS - @A SR IS gerdf &t fhelidia gdedl; (Q)SAR - ([EHTEE) I
TfAfAfY Fey; REACH - JRIU T¥g 3R IURA UoiieRul, eidh, WRSR SR ufady aRug &1
fafa@= (EC) . 1907/2006; SADT - W-diadl 3{Ude dIIHH; SDS - YR&T ST /iie; TCSI - agd™
A yerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T $desl; TSCA -
fawrert uard Az s (3ge sy 3mReT); UN - §ge Y; UNRTDG - NSRS HHH &
ORTET TR TG P BT RABIRRY; vPvB - Tgd W IR Tgd Sa-TUHAHRUT ARG; WHMIS - HT-
Rf W=D Ut =1 Joret

U &M ST 2T & SUS THIRM DI dRIG B &) T THSRT §HR JH, STHHRT SR [y &
SR B! § | TSR Bl YRI&T ST Y FUTEH, TN B3, UihaT H, T &, IRaeg He,
AU FRA a1 Bie & forw Haa Arfes & wu & foma fasar man § qun fed ueR &t ardt an
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