Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Asenapine Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.0 30.09.2023 690794-00016 Ugal §R SR} A Bl dRIG: 19.05.2016

1. ITE Ud HHI Bl Ugd=

garf A - Asenapine Formulation
frafansmyfdeat

S - Organon & Co.

gdr - 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

B " +1-551-430-6000
TUTABTA CATBIA TR . +1-215-631-6999
3-Hel 1 Ul *  EHSSTEWARD@organon.com
TR o) Ry o ufaey
ReAaes yanT ;o ofwefig
ITINT R ufaey v s i i
2. @a¥ B ugaH

fomfor, vesRU 3R & SITd WaRATS 9T fradTaeil, 1989

FffepRor
fadan

Sit. 9. 8g-auffevor
g fawradar @fa®) : fgum 3

g fourgaar @ gRI T80 ¢ faumy
F)

S fauTeRddn o faumR

fAfya deg-sin 3w fawadar  : faumT § (Feta A1t oF (Yo RaW FeH), gearfe- o)
- T 3R&U (HIRE)

fAfya de-oi &few fawreaar  © fQumT L @ dla A1) d7 (Fed Raw dgen))
- GRTGd SREUT (HIRGP)
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Asenapine Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.0 30.09.2023 690794-00016 Ugal §R SR} A Bl dRIG: 19.05.2016

SAPIAD (Fad) Tl Wa’T  : AU ]
@IfeIe (SN0 e WeRT ¢ faumT ]

SI.T9.0Y. A9d dd

.. OO0

Tohd Teq

B =l e : H301 e WR faser|
H332 Y GRT T80 d3- WR §IHBRS |
H361fd JARTUA B! B UgdH &1 g | 3fold R & g
Ugd &1 Ueg|
H370 f7Ta T | ($&1a 18! oF (Yed IRaY HIeH), gadle-!
) 3T I JRIH UG ¢ |
H372 e o TR Y STefi= a1 TRIgd UaRTUToR (S5 ATe! o
(Hed RaY Wged)) 3T BT o= UgdrdT g1
H410 STEeR g TR T IR THIG 3R I1Y &) 3 favar|

wgfaardi/gafaey™ sam N

P203 IUGRT & F Uga T+t R e &) o &%, U 3R
RECIRVINE Y

P260 Yc PI I gRT Ul 4 DY |

P264 IATAH & d1G @l B 3! a8 T

P270 39 IU1G D! YT HRd TG G, YIH1 I YGuH Td B |
P271 $ad S8R IT 3=y I ard &5 § Ugi He |

P273 adTaRUl H BISH d URER B

P280 I&T&d Tx/ I 3R 3 T/ &0 U |

I

P301 + P316 + P330 3[R fTet fera g: deebTet SHTaTciebTeii

frfeh e FTadT UTed 3 | g 1 Ul J URSBR () R

P304 + P340 + P317 Tfc |G gRT 501 X - Afed 1 Tt gal

?ﬁﬁ%ﬁ%ﬁm@%@ﬁ%mw
|

P308 + P316 3R TUdh & 31 ST o7 f=idT 81: IhTd SATUTaehTai

ferforcaT grar U Y|

P391 BA®BId UHAd B

YSRUT:

P405 Y8R dIdl ||

frarr:

P501 3dasd/ fess o1 fFueRT Wierd de SRuvid SREH &

2/17



GR&T SeT e

AT gRAMSIS WTH & 3AR

Asenapine Formulation

TTHI TRmeE ot fafd:
4.0 30.09.2023

Apuhlic

-5 ORGANON

.31, AR A IR SIRT HRA B ARIG: 04.04.2023
690794-00016 gl IR ST & &I dRIG: 19.05.2016

2yl

3= gIfrat et aome waveu aeffewor =18 gami

e b F1Y b B IR 3 A FiD! oo gl Fepell 5 |

o & 1Y TS giF W i@ 7 it sfaq 3R a1 H Y1 gl gabl ol
TfehaT, THTA TT 30 1Y & SR [ApIed Yd-arg fs/or a1 9hd g

3. 3AGYAl BT GUCA/SITHBRI

e s p T
3qgq
TS T H T (F9) - TR | TS (HFIAH) (%
w)
Asenapine 85650-56-2 >= 3V¥)W< 50
4. yTyfe fafre & U
g T8 : 3R gHed 81 a1 ddiud 3l 9 @ Ol Afsehd ©Iw ¥ JdTg &
q A& €6 g I1 bl & &R fRufa o Fafeaita warg o
HRUFGRITGUGI ST+ T T gRI T80 R ferar o, <t efroft gell g & o g
gfe |1 5= B S, P Are-fafer 4 | <
gfe TH 1 Hfe g1 S, St < |
fafercita Tgan ol
TR &1 ¥ YU g ST . gWd g W, R @91 Bl T 3R Igard U I T B |
g a%d Td Jd SAR ¢
it wgan ol
G ¥ Ugd avd 41l
. TYGNT § Ued ¥ Sfd DI 31 R Ul
TR 3G § Tud g Sy © gfe il & I S Y o T 3t aRE o
gfe SaH I 8 3R o g, dt fafeaiia ggam |
3R frat feran sme : gfe ferar o, a9 URkd 7d & |
TSI T U3 BbIexiel e Dl Bl B (JeT)
THI & 1Y Yg 3r<d] e el bRal|
I T B g & o UH B o A S|
T Hgayul d&or 3R : e wR fasa
JUIG, G ot SR 8t i §RT TG0 63 W GIHDRS |

gmﬁaﬁuéaﬁwﬁéglwmeIﬁaﬁﬁﬂﬁﬁ

|

e W 3=t (3T ! Jea Ugardl g

FRTe IR e a7 gRTaRT SR & WY gl (AR

T UgaTdl 8| .

ggﬁgmaﬁma@ﬁuﬁﬁweﬁ?wﬁw
|

Yd & 1Y I g W TG A At Sa- g b ¢ |
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Asenapine Formulation

T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

THT e &1 fafd:

Apuhlic

-5 ORGANON

4.0 30.09.2023 690794-00016 Ugdl IR SR} & P dRIE: 19.05.2016
Ty fafde & TRemor D UTYTAS fifdscd B3 aTell 1 ST YREM TR &M &1 Mgy, T
SR B} UG B TR T 7Y qafFadh JRETHD ITHRUI
BT IYTNT H3A1 d1eT (WS 8 ¢ )|
Rifraes & ford g L qeifore SR WEalT ¥ SUER HR|
5. 3R SU™T
Y A Hifgar SR
Toibela-ufaRieh S
HTe S HAZS
S T T
SR (3T H G AEH ¢ 3Fd
I F ERARRT TR Y@ T I A, ST WId B SR T AL 4 ga1 A 3R

WARATH Gg SAIG[

(31T) G & faRy adieh

P! AT B THA Bl § ol [a@hie fo JHTaT 81 gl ]
<8 IdTC! T U WA & oy T WeRT 81 Tbdl g

I BHRE RSy

AEcIo AT Sy (NOX)

L 98 =TS T UG B o R aRfRUfT SR Smg-ury

JIATERYT & 3HIHd Bl |

§a f&sdl D1 381 A & oIl FTA-BER b1 YA DR |

SR U1 A1 YRI& § Al 3T & & I &ifage deR Hera o
EURCARCINIERE I

M & U ARV Sad @ W & OH WR, W9d-MafAd 419 Suaor ugH|
UG STt Y&TETP JUBRT TN He |

6. 3T AT® e Ut
Jufdad AEYT, ReTAS  © Aol eI IS0 YA HY |

JUBUT qUT STATADBTA

yafaRuita graenar

[BTS B 3R Bat A A
& uerd Td i

IRfera Bsfer el (Ws 7 3 ) 3R safeaTd TRem Iyl
& gATal (TS 8 ¢W ) BT fUTeH B |

: ARl ¥ Bred ¥ URER &1

Ife BRI, SR T K19 a1 Sep1a Bl s |

Hgftd Ul T O I @1 Td HapTa |

%@meﬁﬁ,awmﬁ
|

;. gaT H It & YA Bl HH B P (oY faRerTd &1 3/a=nvsd o

WA R TR I FRIT <

Il B Ul § YA A ¢4 & g sifafad avat gerd Sis |
3R MY i & TR |
wawﬁmﬁwﬁ(ﬁ%%wﬁmﬁ
Th HY) |

Yd P! Ydg! W THHAD 9 81 &, Fiifds I oty HE1 | ardraRo 3§
3l 8 IR fapie frgor 9 Srar g1
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Asenapine Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.0 30.09.2023 690794-00016 Ugal §R SR} A Bl dRIG: 19.05.2016

JUgad TSHRST & IIY alld &) AW AR BT 16 |
R a1 A1 fafaw 39 verd &1 fa9fa ik Fues &3 &
fore AN 8 Ahd €, T1Y B 39 ARigey 3R 3Mgeny wR off S
9 yerd &) Reflsl o gwrs & ITaT 3 9/ §Id 81 3419 &1

fufa &= i 5 S foriaw g 8 81
T THSITH & SFIHIT 13 3R 15 $© VI I7 1519 Reprgei<
F TR I THHR UgH R & |
7. TATA 3R YSRUT

dH-p! U ; @m%%@m@w%@?ﬁﬁmuﬁéamwa
Tl g
Ui gafurg 9, S &1 gAdcid ASS T 3R dieiT T
3y IaTeRTT |

R / 1 dfeaRE © 3R vafe dfeawM sruas ], d wiHg ey dfeasq &
1Y IGINT R |

IRI&A BT & forg D Y Bl I GRI T80 A B

RICEIERI frTal 7
3l & 1Y TS I URER B

T P 1Y T THY 9P I1 IR IR GUH H 3 I URER B |
I & §1C 9T I 3BT aRe Y|

3t SN Tesdr 3R GR& TAT3H & SR HHTd, 5t
HTIRIS TSR 3fThel TR TR §f

fSod B HY TR 9¢ HIP @ |

Yd o1 I 3R ST HH Y HHEH S|

o9 TN H 71 81, fesar s |

qIY U9 Usaad & did 9 gR 9 |

Rfae FRor & ufdgd gardrg e oA |

Y I DI YA HRd FHG T, UHT T 4a= Td He |
AR, 9916 8 J Ah D1 Jrau [, 3R iR A HA I

HH O 3|

WIEd verR & uRfUfqr 313! dRE ¥ o9 bt gl fesa & 39|
1R ara Hl
Y PR ¢ BRD G |
set ud i A& § ardia= ardll SiTg § 9|
o=y st fafedl & SR HeRu aY |

39 Uerdf ¥ 9 - fFufafad teR & diede & 919 939
fowpies

8. Siifew ford=ror / foeft gram

WA G701 & AFD! & 1Y 3@gq

SERES H T T (F9) | I UHR =07 gt / YR
- TR (30T BT ERERICHS
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A SRAMSYS UReH & AR = ORGANON
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Asenapine Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 gl IR ST & &I dRIG: 19.05.2016
| THR) TR
Asenapine 85650-56-2 TWA 1 ug/m3 (OEB 4) | 3fidRk®
SffaRead TSR @dT
| Oie= &I T | 10 ug/100 cm? | 3ffaR®

gofiferafr fg= . Id R a0 B4 3R 3ifrifaa eFf (I, Siiu=-thg JhuTH
fEargw) o D! BT WM Ad & g Iugad AU
MeNfifeal sredt 8 el o fFrifid wa & g Suged
JAHUT™ MeNfifeal Tid W i B9 & for SR sififa &=t
& foe ofTR & gamae &) A & o savgs § (O, g
Ren § gy F-afdi, RR HeR I Fam-arma did & a1y
U 33T 88, TAGR TaioR |
it St gz o) ofeR feus grr erffd e
1T 3R ITa!, S, 3R wafaror &) ven & firw GMP &
Rygidl & SR Sarferd faar S =nfgul
3ifrard =u I forft gelt TuTer Bt Srgufd el B
s TR Rew a1 Amum Wenfifeal o1 3waurd &1 |

fooft sara &t InEht

4 et =9 L 3R ygi R e dfedw Iuasy el § a1 TeueR
3fepe SRR faen-Fdei & arer vagtioR yaiid e g,
Al R GRET BT ST DR |

e UHR . e gBR
g1l daeh sarg

garef D AN T E

fewot ;9 T IR fauR X

i@l daeht gama L 1S e A1 T & 1Y Y& I=ET UgH |
3R HTH & AR a1 afafy & @ o1 fRufqat, Su a1 wRie
ifevet g, ol Ifard Mhred ug|
IR Y, Yo, T TR & a1 Y AU ! FHa-1 &1,
TRiTee a1 IR gR BT 317 W& UgH |

91 U9 IRR Iaeft Fmma ;g a1 vENTRITET i § ST He
ISR @ Bt Gl ¥ S99 & U B off I8t B & 3MYR W
feeed o) |
IYTfad gfid ®us MdaH & forg Ifad Snfoi dadb-id! &l
XA B

TSl el Iu L 3R WY SYGNT & SR WA & U H 3 Bt YU €,
@ BT B S WM S BT TG 4 Pt yorferat iR Jrem
QMR YGH B |
TENT & SR, BT, YT a1 ¢ 7d HY |
Td HUS! B G & 916 B [ I XA Y|
a1 o gUTd! Tare | gon-ar Fa=or &1 e, 3fa
AT GR&M JUBHRT, ST ST R Uit uforarst,
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A SRAMSYS UReH & AR = ORGANON
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Asenapine Formulation

TTHI TRmeE ot fafd:
4.0 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 19.05.2016

Tg. 31U, Fa:
690794-00016

SN Wwsar ATREL, fRifercr AR ok Tarimus g

[ERENEIEISEINRIECESE I
9. Wifa® Td Tma® qur
fagmae SN
Rl I e Y gobl Iba
Y D OgTREH
e Bt Tglel . 32T U T
LRG| L 3 Uy gl
Oge/dS &1 agaH : 8T Suasy gl
RIS I9a &1 g/ Saa 3T Iuasy g
@t A
e fofg © TNy el
refieRor Bt R © Uy el
SaeRITeTdT (319, T ) ; géﬁwmmamww%aﬁmmw—mﬁww
|
SaeTRITeTdT (R Uere) D ST I et
I fawpie T / IR SESTIRERE S|
AR T (30
THodfaferc! formie)
%A fawpie dur/ et L Sl Uy gl
SAARITEdT ST (TSR
BHodfaferc! formie)
1% gaTa LTSy e
Tue Y g b
el T L Sel Iuds el
g L Sl Uy gl
uﬁﬁﬁgm%m L STl SuAsy gl
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Asenapine Formulation

Apuhlic

-5 ORGANON

THT e &1 fafd:

Tg. 31U, Fa:

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

30.09.2023 690794-00016 gl IR ST & &I dRIG: 19.05.2016
fquTer Turies: (T R e
g AIe/ar)
3 &1 aruHH ;o IuAsy g
3ge &1 dqHH L ST Uy ol
igdr (iR
faem iRt . YA TRl
faeples urRaya ;. fowpies w8l
STFITHRUN & [URGHTT g uerd a1 iy & siRiieRe Fiffed 6t frar T |
0 BT I D 3T IuAs et
10. FRy=ar aut wfaferaar
URIeR : fftfprarsiierar & WAk & = H T e |
T fRRar D I fRufe A RR B
IREweryg ufafparai ; ﬁ%ﬁwm&mm%H%WﬁW%ma@ﬁww
|
A9 SifefiehRep Toicl 3 1Y ufdfehar B Febdl B
g gifyfaal 9 o< : U, SaTel Ud Rt
4 B g1 J A |
ST TR L SfeiiepRufig Teley
3ye Uerdf I Sifw . Pls TR dTd (FoRSY) 3uge yerd J1d et
11. fawrasnfora Qe
TG 3REUT (THIUSR)  aR 1 gRT UG BT
ESIBEAR @ Y U
AL
i) ¥ Tudh
GIERGLIESG
e W favan|
i GRT T80 T3 IR GIHHRS |
LAKH
g e fasTadar : SfforaTch fasTeRTaT $FAM: 238.4 mgl/kg
WIDT: T RIBbT
GIEEREACLICSE : Sffurd fauTear $A: 1.08 mg/l

o Tg & ford Fudh (TaUioR) §3MT: 4 h
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Asenapine Formulation

THT e &1 fafd:

Tg. 31U, Fa:

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 Ugdll 9R SIRI &R &1 dRI: 19.05.2016

TRI&0T FTATaRT: %KT@SWH
RIBT: AT RipT

3d4d:

Asenapine:

SIERIRCEACRIESEI] LD50 (JgT (X€)): 110 - 178 mg/kg
LD50 (I): > 200 mg/kg
fewoft: 35 gg 39 SIvl | el ¢! T

SIEEREIELIESE . LC50 (8T (RT)): 0.5 - 2 mg/!
fohe T & ford Tueh (TerdioR) efm: 1 h
TRI&(0T ATdTaRUT: Yei/paiar

citel fawTearen ((RUSM & 3 : LD50 (6T (Y2)): > 200 mglkg

AT TG R & I 3a:RRT
eI 3(aYq: Bty el 9 (Fed Ay JhacH)
fewoht: His Jg 39 SI9 WR et ol TR

@1 & foe e

JUAS THGRI R aNgd Tal|

3H{dYUdq:

Asenapine:

||fewmft L ST I TR

TR A7 afastes

JUAS THGRI R aNgd Tal|

3d4dq:

Asenapine:

||fewmft L ST I e

oI g1 THST GATGTHIOT

1 B AT

JUAS THGR R FNgpd Tal|

YTH-UYRT BT IS

JUAS] SHHRI W aFffpd gl

AdYUd:

Asenapine:
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
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Asenapine Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 Ugal IR ORI R B dRIG: 19.05.2016

EEIIGE o foe

BIRIES D ReTgeR el B

SiaT] 99 WereHRidt

JuA] BRI W aFifpd el

3dqd:

Asenapine:

EREERIREESIEE D T ot fw: dadifear Seeh fausta ufvads @ o (AMES)
giumH: HundHS
R ot fow: Ay fempmr
giumH: HundHS
Wl ot frw: Riex pafes fafmg owg
LRI I ED

IR IR ED
eI diRct s faar L OISO BT fohe: ATShIgaay ¢
goTifar: T (X©)
TEH A & I AifGd
RIS I ED
FIRSDAI
JUAK] BRI R aFfiepd gl
AdYUd:
Asenapine:
EEIIG] o Y& (HISN)
UGB R &b I Gk G
e ama & ford Wudh © 89 - 98 WG
(TEUISR) g
CIEIE] . BUTHSD
BIGIIT] L gl Re)
UGBTI &b I Gk G
fhdd THT & ford Iud © 100 - 106 I8
(TEUISR) g
CIEIE] . BUTHSD
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Asenapine Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 Ugdll 9R SIRI &R &1 dRI: 19.05.2016
3T fawTaan
JRIYA DI BT UgdM &1 g | fold Y 1 g1 g™ &1 g |
3AdYd:
Asenapine:
37ERAT & THTT L ORIEM0T Bt fohe: Uep-Uigl TS cdTaH favTddar sfera-
geTfar: T ()

Tih Y & I:

Jdar: LOAEL: 1.0 farm/fes smdiRe 4R

3MTIR: AT & WK W o HH F&Tl, G H &H aoi- JaTl,
TS &HdT IR THIT |, Th-Q w9 TR UG |

RO T R YOAwedT THTd 3R UruHIg o Tu|

MR RIY] & fgem muvE| uﬁ&rﬂTaﬁW Yor- iy Ry fawm |

tﬂfﬂ%&ﬂ%?ﬂ% fes

fa@mraTe® fauTaddr: LOAEL: 30 firm/fa Ikie R

RO Y W YOIASTedg THId 3R U1 GHId Had 3=
e FU I fauTad QR 0R 81 U MU, SRelfSHie gHTd ol |

RYeror @1 fore: yor-miey g fasr |

TSIl @RIl

TAIHRA &b I: 3fd:RRT Fotew=

fomraTd® fauTadarn: NOAEL: 0.626 fFRT/f IRING HIR
TRy ReIfSHI% UHTE ot

ST fawTeRTeT - Sifeper D U B T WA & STUR W A BbRI 3R TS
& R Ufddhd TUTd &1 W Fad 7 g1, TIel | fmd ™
TR & YR W [IH R ufddd U4 & $3 Ted o

STOT - T&hd ™
fTd o1 R (Sla et 7 ({ed TRaY WiieH), gadlie- o) 3l & JauH Ugardi g
Sdd:

Asenapine:
(TRIUER . MY
&7 3aud D gy AIS! o (Hed TRaw HIYeH), gadrieHl ol
Sficha D g (IRTAY) BT THEH US|
STOT - GigxT Sy

ﬁmégwﬁmmwm(Wﬁﬁ(%WW)) 3T Y T
g 31
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Asenapine Formulation

BT e &1 fafd: TY.31.09. AR ST IR SR HRA Dt dRRG: 04.04.2023
4.0 30.09.2023 690794-00016 Ugdll 9R SIRI &R &1 dRI: 19.05.2016
AdYUdq:
Asenapine:
(URTOER) & I A U GANE|
&7 3/agd D HEg TSl 9F (Yed TRad JKicH)
SHiha : a"rgfmqgmﬂmwﬁﬁws?ﬁﬁ(ahm)ﬁw
REEINI
U I fauTarar
3Ad4d:
Asenapine:
wa%f : QRO
LOAEL . 0.6 mg/kg
SNIERE RS ;
frda THT & ford dud . 52 Weeks
(THIUTSR) g L
8T 3faad ST TSt dF (Vg Rad HIgeH)
SR 3G Dt Yl BT Hpa-
IW? L T8I (XQ)
LOAEL : 0.1 mg/kg
SNIERE LS| D SfaRRT
fpam THg & ford Tudhs © 14 Weeks
(TEHUISR) B3 .
SR 3{1g @1 gaelt BT Ao, Syquf
Iw% . 981 (Re)
LOAEL : 0.5 mg/kg
SSIEREE LS| L T e Ae
fhda THg & o) Ius © 13 Weeks
(TTUISR) g
&g 3aad D AT TSl 9F (Ygd Ray HgeH)
e &y
LOAEL : >1.25 mg/kg
TEAh I &
fpam THg & ford Tudh 13 - 52 Weeks
(TTUISR) g _ o
[q1eg 3fagd D gl ISt 9 (Hge TRad HideH)
SR : 31 DI Yadl b1 Ao, hubUl, farefrema-
CIKCGR]
JUAS TSGR W FNpd Tal|
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Asenapine Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.0 30.09.2023 690794-00016 Ugal §R SR} A Bl dRIG: 19.05.2016

AdYUdq:

Asenapine:

BRI

U9 S| & 91y gya
Sayd:

Asenapine:

| BUGASEI L TR ST, G, TR, §ad T H ST, e aF1d

12. aTiRfRAfaw T Ja=T

TiRfRufa® fauredar
3dad:

Asenapine:

CENICIRCLIESEI] : LC50 (Cyprinus carpio (T4)): 0.53 mgll
o Tg & ford Hudh (TauIoR) §3MT: 96 h
TIHT: OECD URterur fg=mfdsr 203

aTe/STelg Uiel & fawreddr ¢ EC50 ( Pseudokirchneriella subcapitata (EQQI QT (Qc_\rﬁ)):
0.27 mg/l

o wg & ford Hudh (TauioR) g3 72 h

T ot 3 & 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (EQQI Qard (Qc_\rﬁ)):
0.084 mg/l

o wg & ford Hudh (TaioR) g3 72 h

T ot 3.3 . 2w A= 201

UH-Thdexy (ffaural sleerk. & 1

EIEIWEIRAELIESEI] : EC50: 37 mgl/l
™ T & o) Judh (TaIUeR) g3 3 h

TRI&U1 & fhe: YT9-TRa A ©hlae
T o S S e A= 209

NOEC: 10 mg/I
P gma & ford Judh (TaRTAeR) §3MT: 3 h
TRIE0 Bt fh e 4T-Ua § & hlac
Tt 3 3.4 S e Ak 209

ASa &) fauTeaan (RReifeee :  NOEC: 0.04 mg/l
[ELIESE P gy & ford WU (TaUToR) g3 21 d
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Asenapine Formulation

THT e &1 fafd: T9.81.u9. F8:

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 Ugdl IR SR} B Pt dRIG: 19.05.2016
SIS Pimephales promelas (ﬁ'ﬁ%‘&’ ﬁﬁﬁ)
ST Td 3= Se-3fed . NOEC: 0.00086 mgl/l
SEEMERIESHREREAINGT o wa & o) Fudh (TaioR) gofm: 21 d
[ELIESED) USTI: Daphnia magna (3TeR U<

e ol 5.3 S T M= 211
TH-Thaex ¥y (FeRepifered Sk : 100

[ERIESED)

T 3R ST

3T IUA gl

Turfaa wifde Jaa=

3dYd:

Asenapine:

EIECERELES . YOI Cyprinus carpio (&Td)
TRATHIICRH Thaex (FRITTW): 2,424

ERISRRIICHCS] : log Pow: 4.9

ST ar)

gt o wfa=fteran

3T IUA el

3= yfded yuE

31 IUAS g

13. e Hifgard

fAre™ & a8%

"‘fr&v@aaw—crﬁf(uaﬁ) . HS BI AT | A b |
R fafgEl oy thos |

2fa afd © QT fEsal &l A B g8 A B aralt BaTaet A g ar
T & ford o oma|
IR 3= fafafdy &t fopan T srgad Sare & U d
fAuem &1

14. URag= a1

ieRfga fafraw

UNRTDG

UN R : UN 2811

Adgd &1 I8 A1 :  TOXIC SOLID, ORGANIC, N.O.S.
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Asenapine Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 Ugdll 9R SIRI &R &1 dRI: 19.05.2016
" (trans-5-Chloro-2,3,3a,12b-tetrahydro-2-methyl-1H-
dibenz[2,3:6,7]oxepino[4,5-c]pyrrole maleate)
T . 6.1
e Sl
NEN] © 6.1
qgfaRul & ford WavATs |
EEER)
378 T & -3l oft 3R
g TH/3MTE 8T TR : UN 2811
qdgd &1 981 91 . Toxic solid, organic, n.o.s.
" (trans-5-Chloro-2,3,3a,12b-tetrahydro-2-methyl-1H-
dibenz[2,3:6,7]oxepino[4,5-c]pyrrole maleate)
i . 6.1
o Sl
q9d : Toxic
fsamact ®f feemmd @RM 677
gaTs STgTo)
fEsareid} 31 feerad (@Eft gag @ 670
oigloT)
3Tg TH S oi-dis
UN dAsR : UN 2811
CAR:RIGIE . TOXIC SOLID, ORGANIC, N.O.S.
(trans-5-Chloro-2,3,3a,12b-tetrahydro-2-methyl-1H-
dibenz[2,3:6,7]oxepino[4,5-c]pyrrole maleate)
. 6.1
e g Sl
NEN] © 6.1
EmS dfgar : F-A, S-A
LTI UgHDh -l
IMO SUFBRVN & AR Uid H gRkagd &
3Myfef fopw 7Y Ursae & forg @y a8t
IUANTHal & fore faRw wraenf~ai

Tg1 3T U uRaeH arifeul drad a1 & JaieH! o fod §, 3T UHHE U § sFddss Il &
0T IR 7T § o o 39 gRar s1et Xiie & HieR sHe1 qui fasan ma 1 uRag &t fafd, Tae
3R, 3R &g a1 <=1 & fafrgmt # fafdearelt & SrgaR uRae arffe=or - 8 I&d 81

15. faframae a=r

uerd ot fagor & fire gRam, Wy, 3R wafaRur & fafamfaum

39 IdTeH & 3faud fAfiaf@d sHa= v & gRa §:
AICS o fyffa =t

DSL o fuffa =Y

15/ 17
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Asenapine Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.0 30.09.2023 690794-00016 Ugal IR ORI R B dRIG: 19.05.2016
IECSC o i 78

16. 3= AT
Ty &1 fafdy ©30.09.2023
Sifafved SR
3l 2ffc & Jovad & ford : &= HId SDSs, OECD eChem ¥ 3{idRe& dd-td! Sel, Sel
TIRT fohdl T axarast qiéd Wiet aRoms T g IR Tei,

http://echa.europa.eu/

%E;T&ns??é?ﬁﬁawwﬁu&qéd fpu 7T g 3% TGN & - UFT H & WSl Tl gRT Wy
T8

feie uRey : fqoead
3= ez & qof ared

AIIC - STENfe IR Bt SiReferars @l ANTT - aﬁaﬁt@m{@qﬁaﬁqﬁxﬂ ASTM -
vt At udterr TREE; bw - STS & I9H; CMR - HIRIAH, Teolfd a1 Uoi-- faseT; DIN -
THT A IR0 IRIM & ol AFS; DSL - aiqqaﬁﬂjﬁ(m) ECx - x% Wfdfhar ¥ a1
Hobgd; ELx - x% Ufdfehar ¥ SSt aifeT &x; EmS - 3MTUTdhIel- RIggd; ENCS - IﬁGj\ETGﬁ?:I'Q
RS Terd (ST9F); ErCx - x% s & Ufdfhd ¥ &1 e, ERG - SUddIa uldfshar
TES; GHS - %@EWWWW;GLP-@@TWWH;|ARC-WWWW%%E
ToRl; IATA - SRS arg uftae THIRICR; 1BC - Y A H Wk ! ardt
%W@TW%W HfedT; 1C50 - 31T Siftrewmdd FRIUTHS Wdha; ICAO -
RIS AR faAA W6, IECSC - I & Hival IMRMH® el &1 3dedl; IMDG - SRS
ﬂaﬂww IMO - SITRISTT Tt e, ISHL - Sfieiifiies JR& SR WA BT (STaH);
ISO - TR & R SFRIPIT TTo; KEC! - HIRET el TR 339¢; LC50 - TRIeT 3irarl
B 50% P UIAdh b, LD50 - TH&UT TGSl BT 50% S Oldd GRID (U1 °dd WRID);
MARPOL - SIgTsll ¥ UgNUl &1 AHYUH & T SIaRTTR Te; n.o.s. - 39T FAEE =&T; Neh - feredt
f78; NO(A)EC - s@died A far mar wfded) THE ddhg; NO(A)EL - 3fddre- = fobar
@fdHe) THTE TR; NOELR - TR-3{ddIH-07 UHIG A& &X; NOM - TGRS AfRyes fam;
NTP - 11T SR BRI, NZIoC - 1T 31 <5t e 39¢8); OECD - 3fiids WedhT 3
9T W6+, OPPTS - T YRET SR UgHU JAHUH HATE; PBT - TR, S1a-THATHI0T 3R
fawred werd; PICCS - T IR XTEE uerf @ thdldid $ded; (Q)SAR - (HHTEHE) TR
Tfafaf Wey; REACH - RIUTT g 3R YA USioRul, Jedid, WMRISGR SR ufdsy aRkug &1
fafae= (EC) H. 1907/2006; SADT - W-digdl 3{qdc dradM; SDS - YRE&T sl =fie; TCSI - drgaH
S Tard 3delt; TDG - WA ATd &1 GRdeH; TECI - UTSels HISaT I $del; TSCA -
fauTet uerd = sififgw (Hged sy SAfkeT); UN - §gad J1Y; UNRTDG - BIM®RS MM &
IRTET R YK Y BT RABINRY; vPvB - Tgd W IR Tgd a-THABRUT ARF; WHMIS - PT-
Rf WARATD It =1 gomet
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Asenapine Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.0 30.09.2023 690794-00016 Ugal §R SR} A Bl dRIG: 19.05.2016

S R4 ST e A SHS USHRA ST dRE &I & Tl THSRI §9R IH, THHRT SR Iy &
SIIR 8! § | THHRY Bl RI&T ST JUIEH, TN I3, Ufohal A, T =, URag He,
e o7 9U1 Bisa & fore Faa Arfex@ & w0 § fewmm forar mar g aur fasf ueR &t ard o
TOTaRTT &1 fAFGRT 8T AT ST | Judtsy B T SHSRT 39 SDS & XY W ugart Tt waa
fafry arnh © Tefid 8 aur SDS Al &1 ot o=y Il & Tate & a1 ot o ufohan &, 5|
T UTd § =1 SATaT 7 &Y, TRINT o’ IR 9 gl 81 Gahcll ¢ | At vaianadl &l R 81 W, waiad
¥ ifam ITE & SDS-TTHH &1 JUGAIT HT BT B Aed 88d B, YA H, UfehaT dx
TUT T TR & 30 3fiE &1 & ARy e & SHaR SR Ryl &t weten e a1fgu |

IN / HI
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