ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
RES ETH: BERES: BIE%ETA; 2020/03/23
3.1 2020/10/01 50199-00016 EYERA: 2015/01/23
1. EERRUEHITER
EEHDAR . Mirtazapine Disintegrating Formulation
HHEFOESHLH. EMRUVERES
HBEBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
4R ik & UME A L 4l BR
L2 & D EESR
2. EEREEHOERN
2RO GHS 247
2MEME @0 D Ea 4
HIEEMN D RH2
BEZNESREE (REFC 0 B9 2 (#ER)
&) #n)
KERBEEEN B (&2 -4 K]
%)
KEREEEM RE (12 % 3K
%)
GHS SRILESH
BRRXIED VR : %
EEMAEEEE . BE
fEREEHER o H302 kA AL EFE,
H361fd £IERE~NDEBEZEDE FTNDEEL, BE~ADEZED
BENDEEL,

H373 REAICHT-5H. RIEIREFCE (BEA) ITL2@BHFORE
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RET—HV—F A
Mirtazapine Disintegrating Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23

EOEEN (HER) .
HA12 REIB GRS EIZL > TKEEYIZEE.

TBEXEK:

P201 EFRTICEIRRBAZEZ#AFT S L,

P202 £ THREFTEFHFAHEEIHZFETMYHEbIENI &,
P260 # CAZMA LN &,

P264 Rk WMEIZEEE K <KS 2 &,

P20 COEL R ZFERAT AL T, SREXIFEELZ LGN
to

P273 IRIE~ADRHEETBH Z &,

P280 {REF R MREKR RERE FEAEZEAT I L,

[CREE:

P301 + P312 + P330 kA RAATIBE - KON EL & ZFILEL
[ERTDHE, AZTITCIE,

P308 + P33 [EK BEXIFKIXKBEDB 2N HHI5E  EEIDZE
SEREETEZITHT L,

®rE:

P405 EfE L TRET H 2 &

B

P01 REY . BHRERBSIN-DNEBRICERT S5 &,

GHS MBI L4 L ME DRI A T

BELHBRVEESNGE © BLAANRICAD L, MHMATRNEE S 055,

EEEOHE BLALDEMIZEY ., REOYMENLINE:FERNEE
BEAREMLH S,
MI. AU RULTH L ZZDQENDREDMIC, BEMD
BULABERRT 2B TNBHYET,

3. MERUHSER

LEME - BEYMDORX A . BEY

5

=4 CAS &= 8= % w/w BN TREE
&5

Mirtazapine 85650-52-8 >=20-<25

oI 77-92-9 >=1-<10 2-1318

+)La—X 9004-34-6 >=1-<10

ATTYUEBEITRI DL 557-04-0 >=1-<10 2-611

4, [GRBE
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RET—HV—F A
Mirtazapine Disintegrating Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23

—MREIT RN R L BROBEAEL. ST BN EERELICEEDEZE.Z
ZIT5
ERMARSICIBE, FEERBIHDHEEE. EOETRE
215,

WA LI5E O IRWVRAATZEE. L ZEROBABET 5,
ERELEEZ(T5,

REIZHELIZEE D BEfLIEE. BBICKEZRTALZEDKTHVLRT,
BRLEZKRE X UVHER <,

EBRLNEZXZ(T 5,
BEADRICKREXS,
HEFBFERT HENELRITES,

RIZA- =154 D BIZA-BAICE, KTELTT L,

R HYHEGET I2ESICIIERMETEREZIT5,

RHAHIAATZIEE D BHFRATEGE. BEICHEMEGZL,

EBRNEZXZ(T 5,
AKTOELLTIT,
BEHALT WS, O oixtcRbE5EZ RN &,

SMERERVEREERDOR @ #S&FALEFE,

HEE IR HERENDEZEDETNDE V., BMENDEZEDETH
DEELN,
RELTHAIWVEIRHICHI-YBRAAATLISE. BRICES
DELIEETNLH D,
MLALDEMIZKY ., REOYEBMLERIEEIXEZENS
ZHTEEMLH D,
MLCANRIZAS E. BBHMERIENEZEZLLH D,

RBEET H2EDRE D MEMAEEFBELDREITEEEIL., HEISATLWSR
EREFERTHE, BEOWHRNENHZHEIE. BB 8D
WYL EANREEESEO- L (JEE 8 23MH) .

EEFICxT HHEFRAEERIE | XFBREBLUEREZRITHI L,

5 KKEFDIEE

W75 E A A . JKIEE
it 7 I)La—)LiasE kK
ZEgkirz*k (C02)

IR H XA
2 TIEAE DR LVHKH MR L,
BHEORIKRAEEM D BMLADERZE TS, ZERFISTHILEOHME CANS

BLTHBYBKRENFET DEHNLABRRDERLH S,
RRERY~NOBREIREICEEZRETEENH .

HERBERIEY D REERIEY
EHREAH (NOx)
EREIEY

BEDHXAE D BEORR EFDREICE C TEYGENFRERAS,
RAHDBRFZERENT 1=DIZKEEET 5,
ZETHNIERBIEI T FERKEEI ST
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Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: BIEIZET H: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23
RigMoRESEDZ &,
HRZEITSEBEDRE KKBFIZIE, BIAXMRBZEERT 5,
REBZHERT D,
6. RHRDIEE
AMEICHT HEEEE. RE @ REEZERT D,

BERUVRIFHEE

REICNYT HEEEE

HLADRVRHEDHERD

2

REBRYFZLDT FNA( R (IRE T 23R . BARE
BEDHBEEHEICEN (HE 8 ZSH)

RIE~ADBHZERITSZ &,

REZHALTHD, BAPIENZLEDH S,
BRINERBFKEREL. 89T 5.

MHAE L CERTERWERE. G BBEKICEET 5

ZENFEDE, BELDINEBRETROVERY ., #EYLESE
IZ¥L. BET D,
BMLADERD~ADOREEE TS (ThHLE, MLADEREL
EREODEEZERICKDER .
MLANERPICTHRLEETHRE IS LIERMEDEEY
EMRTHDT, RAICHLCAZEBESETIEA LA,
AR LR, BETIEICE. SMFEAEEIUVEDHR
B> TIEFTHZ L, ZORBICFERASINE=MEIZDL
THRAETHD, EORANBEREININEHET IHLEMN
Hbd.

ASDSDEBE 13BLVI5(2HLT, HABBAKRBLUVED
ERFIOZHDHY

1. BEEVWERVRELOIEE

: 67 A
BeitTrgx R

BfHER, 2RI
RERMFKIEER

HEINBHEL., FBARXMIGIKLEREZSIESECT &
BH5,

BERMGEN, B, FEEFEEFSERG EDETLZTH
HEZHET 5.

B GBRIEED T COAMERT 5,
BMLAZRALGWNI &,

RARAFTELN,

REDEMERT D,
RE~NDRMOE-IREEMEE TS,
RFKWNRIEREZLCHED &,
BEBREATORBRICEDE, EXHOFLEBLUVREMD
EITHREICHEVNERYKS C &
BMLADERMEEEZBARITS,
FERALGWNMESICEIERZRADTEL.
BORENENLESIT S,

HEIREBISH LTFHRLEFRELD &,
CHOHERZEFERITHEEIT, RBRXIFREZ LR &,
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Mirtazapine Disintegrating Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23

RNPCEEDZEHLL. RE~NOBHER/NMRIZT S ESFE

9%
i fih (] ¢ D ERERI
BAEXE D BEOERAPICIEEVE~DE S BOTENENHHHEE.

EEBFROELICTA IS IV VT VRTLELIUVRE VY
D—%#REBELTLESL,
FAPIEIRBERUBREEZZIET 5,
BEREINEKRISBERT HFTICERET DL,

123

RELGREERY D BEUESRILODVNEERRICAKTE S,
BRELTRET S L.
EEOREICH>TRET 5.

EMEZIEME D ROBREEEVOL LITRE LG
SRERAE

RELGBHRAEMH DOBESBULWHME - MRAGL,

8. [F<EHILRUVREIEE

ERBRRICETIHSARBERR/HFRRE

[0 CAS &= BE (REFR | EBEE/IRE | B
&) i3
Mirtazapine 85650-52-8 TWA 25 pg/m HER
HEERYHIR | 250 pg/100 cm’ RER
+£)LAa—X 9004-34-6 TWA 10 mg/m* ACGIH
ATTYUEBEITT R DL 557-04-0 WA (AR 10 mg/m° ACGIH
)
TWA (FEO% 2 3 mg/m’ ACGIH
)
B IR DI, BT+ A HBREOERSIVE,
EXGICET5BEEEZRIERBICHNZSZ &,
MLABRELHCHELZET 5.

BLARYRWSRTLBHRYY b BLABERE. #
CARSR. BLUMLAREBRERE) TIE, BLAMNMER
BARNE S BV (TEHLEEN SDRNALLY) & 570K
FHEERICITS.

RiER
M FARER D BYRRBAHREEAFATERWES. FXEEFE
THENA FSA D OERANDE K BARSNIZBEIE, FF
RRERBEEFERALEL &L S,
T4NE—54T D WMAMTFRYAT
FORER
#E D OMEREFR
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Mirtazapine Disintegrating Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/01 50199-00016 DEERB: 2015/01/23

= : F@%Ewﬁrb;l;u {EEBIZE =1L EEF

REESRE, CORANFREZBT SRME DN -T
Waly, FREFEBICMYBZD. HHRERICERATSL
ROFROMEFMEMLZFROUVETICHNEDLE S &
EHET D, KRERTORERICEFERLS,

[EDREER . ROBANGREEZERTS
Z2eI—45)L
BEERUVBADRER D MM T -2 B LK UVBRICH T HBERREM O FMEICE

DVWTEVGRERERIRT S5 &,
FRBEHEORER (FR. §iET. R#BE) ZERATH
ETRENDEMERTS,

9. MEMERVLFHEE

IR IR RE R 7
& : —&27L
TR F—2HL
RioLE0EDIE TR
bR R E 2 —37L

BRAXINBRRVHEGEE © 74740

AIATE (BlfR. SUK) DMIL NV RYUTE LB EDENIOREORIZ, M
DM LAZBEMRT HEENDLHY ET,

AR GRIK) T4 L

BRETRARVERLRR AIARR
IBRREGEDO LR /AR ERE © T—27%4L

BEGFEOTR/AIATRIE @ T—424L

P T8I0
SERE T2
pH T—327%L
AR T—57%L
BARINEE o T—8%L
HhE

R (Fh1ER) T8I0

B (FhhiER) T8I0
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Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

&S ETH: BREEE: HIEIRET B 2020/03/23
3.1 2020/10/01 50199-00016 EYERA: 2015/01/23
BEEE
KAt T—RTL
n-44 4%/ — I/ KHERIHRE F—RiL
(log 1)
ARE F—RiL
BERV/ XIFHERNZE
HE T—RITL
Wt HREE T—RTL
1R JEIRFM
3| EE ABIITBREHEME L LTIEREIALL,
NFE T—A21L
T
HFHAX F—RiL
10. REMRUVRGHE
RIS RISHREEE LTIEEEInL,
LR E S BEOIRETIIRE,

fElRAE RIS REME

MI, N RY VT LLEZDEADNEDMIC, B
DM LAZBEMRT HEENLHY ET,
BOBRILERIERIST S ENDH D

BT HNEEN B, K. KTE
MLADREEZTEITS,
EfERME ERAE
fERAE R RRERY BRAELGIBERYIER SN TULAELY,
1. FEHRER

AREMEDHLRERROER

B
AEE #@&O)

%A

P2 IS $Efi

B
RICA-T=-15&

AMSEMHETEN 1,588 mg/ke
ik HEICKDAE

7120



ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON

RES HETH: BEBES: BiEIRET A 2020/03/23
3.1 2020/10/01 50199-00016 #E4ER R 2015/01/23

B4

Mirtazapine:

AEE (o) © LD50 (5 F): 320 - 490 mg/kg

9 I U

SMEE #0) : LD50 (%2 R): 5,400 mg/kg

2SEE BR) : D50 (v k):> 2,000 mg/ke

7% OECD EABRA A K51 > 402
FERAV M COMEFLITEEVEIEHEORESHEILE

LY,
/Il 0—X:
2MnEM @O : LD50 (5 k):> 5,000 mg/kg
SMEE (RA) : LC50 (T k):> 5.8 mg/I
BREERFE: 4 h
HERRE MLA/S X F
s @R : LD50 (). > 2,000 mg/ke

RATFPYVUBEBITRIYL:
2MEE (#0) D50 (5 k):> 2,000 mg/ke
7% OECD RERHA K54 > 423
TEAAD M COYMEF-ITEEYIAKOZOSHETE
LYo
BE BUT2MENSELON-T—2IZHE DL

2EEE BR) © LD50 (24): > 2,000 mg/ke
#E BLUT I PELFELNT—2IZEDIL

RIEEEYE. /Rt

FIRATTRETIERICEDCR Y RETEALY,

5%

TV

2 R

Hik : OECD EHERAHA K54 > 404
R D EERIEA L

RATFTPYUBITROY L
] R
ER D O REBRIEAL
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Mirtazapine Disintegrating Formulation i ORGANON
RES WETA: BEEXE: BiIEIZRETA: 2020/03/23
3.1 2020/10/01 5019900016 #EER B 2015/01/23

e YT AMEINSBLONET—RIZE DL

RIcxtd 5 ER GBS BRIBHE

FIARETIERIZCE DR Y RETEALY,

%

9T U

iz S

"R © EBAOFI. 21 BLUAIZEE

#ik : OECD BE&H A KS A > 405

ATFYIVEBRT RO A

iz S

R . BBAOFIEAL

"= O HEMTAMmEMSBLON-T—RIZEDL

WoE R B 2% 1 4k S [ B JE IR

A 122433

FIFARTRE T IBERRICE DR Y HEETELLY,

PRI, 25 =X 1E T

FIFARTRERIERICE DR Y DETELLY,

5%

ATFPYVUBEBITRIYL:

HER2 AT D RFIUTAE—Ta VB

EEOEIRE D RIS EM

& D EILEY R

Hik © OECD HERAA K51 > 406

R Y i

e D HEMTAmEIASBLONET—2IZE DL

HiEMIRERRYE

FIFARTRERIEHRICE DR Y DETELLY,

%

Mirtazapine:

in vitro TOEEEN D REBRAA T MEMEARANSEIREAREZERER (AMES)

R 2

HERA A Toin vitro BELBYMEEFERAR
FRRYRT L F oA Z—XNLRE— iR
R e

HERY 1 T FEL DNA & REtER
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REF—5v— b

Mirtazapine Disintegrating Formulation

RE= WETH:
3.1 2020/10/01

Apuhlic

-5 ORGANON
BIEEE BIEIZETA: 2020/03/23
50199-00016 ME4YERKA: 2015/01/23

in vivo TOEEEM

TV

in vitro TOEEEMN

in vivo COEEEMS

)O0—X:
in vitro TOEGEM

in vivo TOEEEM

ATFTYVEBERT RO A:
in vitro TOEEEMN

TAMRT L FELEMRE
R e

HERAZ A T kR AR R
FRMURT L (FELEEMR
R fE

HERA A T MR ER
oy bk

MR B
BERE #0

R E

BB A T HENE AL D ERRALRRER (AMES)
BRIt

HERZ A 7 in vitro IMKELER
R B

HEBRY 1 T WAEM TRV S EIFRALESER (AVES)
R =%

HERA A T ERREM (in vivo HELEEBHREEFME
BR. ZBADH)

B oy bk
BERT: RAHAATEBE
R e

HEBRY 1 T AEMERAN S EIFRALEHER (AVES)
R

B4 T in vitro BILBMEIEGET ERAR
R et

HERY 4 7 WELBY R MBR/MEEER (in vivo fEfEEMES
B%)

B YvOR
BE5RE: RAFAATESE
R e

HERA A 7 in vitro HELEBMMRECTFEERESER
R fE
HE: BT manrodontk-7—42I12&E£D<
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ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/01 50199-00016 DEERB: 2015/01/23

HERZ A T in vitro REKEEHR

7% OECD EHBRAA K54 > 473

BER

wE: BT IPEN BT —RIZEDL

HEBRY 1 T WAEME RN S EIFREALESER (AVES)
R e
#E: LT PEITON=T—2IZEDL

BNAE

FATRERBRICE DR YNETELL,

B4

Mirtazapine:

& DX HRA
BEZK 80O

PR EE B : 18 H

LOAEL : 200 mg/kg AE
HER . T ERHE
ErfgzR D R

i AV
BEZK 80O

A 25 B D2 &

LOAEL . 20mg/kg AE
R . TERHE
ZEMES o BFEE, FRRR
)O0—X:

i Doy kb
BE5R D BAHIAATEEE
i 5 B 728

R DR

st

HEREENDEZEDLTNDEL, BEANDEZEDEZTNDOEEL,
B

Mirtazapine:

HIRICX 9 58 BB 4 T 2HREEh / VHERE

B ovhk

BEREK #0

S 5B LOAEL: 15 mg/kg AE

EK: REBERPRADEE, RHERINOEX,

RR ABEAOFEFTV EABYERTHLAIZE -
fzo ., BEREFBRANDEELEENHDLENHBHLL,
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RET—HV—F A
Mirtazapine Disintegrating Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23

HEgA 4 T RE

B oy bk

BE#ZK 0

S F M LOAEL: 100 mg/kg AE

R ESELEFRADETLGEENHDSZEMNFIBAL ., |
fEFEEILELY,

BEDEE~DE

mﬂ

HEga 4 T RE

fE: Oy x

BREZK &0

FAZE M NOAEL: 40 mg/kg AE

R AETEZEITLL, , EFZEILLEL,

AESEME-TEAA U D BMRRICE D EMHIBES S UVREENNDEBEZELNH S C
EN—HEEESN TS, . BMERRICK D ERFICEEE
AHDHEANA—BIUESNTIVS,

BRORBE~DFZE D REBA4 T —HREESHRER
oy hk
BERE: SRAHRAAESBE
R a

)O0—X:

RIC X 9 558 D RERA A T —tHREEEEER
B Svk
BRERK: fRAHAALTBE
R 2

HERA 4 T 2HEEe / MERERE
B Ivhk

BERE: SRAHRAAESBE

R a

i
oI
S
o
R
2
S
K&
m [

RATFT7YUBRTRIY L
PERIC R I B8 E D HRRAA T AR/ REEURY )T ERIEBEEME
HEHEHR
B Svk
BRERE: & RAALEBE
7% OECD RERH A KS 4 > 422
R e
& BT smELIEONE-T—FIZE DL

BROFEBE~DEE D HREBRAA T ZREINELUVBRES
B Sy bk
BERE: RAHRAAEBE
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ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23
R B

HE BT MENTONT—RIZEDL

FERMEBSE (EEIT <R

FIATREAERICEDCRY AFETELL,

HERMRBSTE (RETCE)

RHIIH=5,. RIIREFCE (BO) ITLBHENEZTOE T (HER).

B4

Mirtazapine:

REOEREE L BFHIAATEEE
EHIEER DR
THERAAD R D REICH-5. XIIREFICEBIZKIBHROEEDE Z1.,
REERSSH

%

Mirtazapine:

i D2y kb

LOAEL : 120 mg/kg
BE5R ©o#0a

A 5 B 13 @
EHRRER DR

i S

LOAEL . 15 mg/kg
BE5R C N0

A 5 B . 52 @
ZEHES 1 E

K DOIRER

i S

LOAEL . 20 mg/kg

B 5% - u

A 55 B 13 @

ZROME RS MR ZEhH
fiE IR DORE

I IUE:

i D2y kb

NOAEL ;4,000 mg/kg
LOAEL . 8,000 mg/kg

B E5E% D BRFAIAATEGE
IR ERRE : 10 Days

13/20
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Mirtazapine Disintegrating Formulation i ORGANON
&S ;ETH: BERES: BiIEIZRETA: 2020/03/23
3.1 2020/10/01 50199-00016 EYERA: 2015/01/23

£)O0—X:

& D2 w kb

NOAEL : >=9,000 mg/kg

BRERZR D BMRFIRAATEGE

A = B R : 90 Days

RATFT7Y BT T RIS L

2 DS w kb

NOAEL ;> 100 mg/kg

BRERZ® D BRAAATEEES

IRERFRE : 90 Days

= LT AMEIMNMSBLONET—RIZE DL

BAAESH

FIFETREAIERMICE DR Y DB TEAHLY,

MEIZHT 2 REFHER

B4

Mirtazapine:

RAIAATIGE D EK RS, R, 08, |ARE, HFEL, kKR4HE
12. BRIFEEER

SREEM

B

Mirtazapine:

asEn : LC50 (Pimephales promelas (77w bAw KX/ 9)):6.92

mg/ |
RREERER: 96 h
7% FDA 4. 11

SUUIEOKEESHEY © EC50 (Daphnia magna (A4 3223)):19.5 mg/|
X9 &M BREERFRE: 48 h

B KEEWIZT S5EM ¢ EC50 (Pseudokirchneriel la subcapitata (#5%)): 5.7 mg/|
MR 72 h
7% OECD HERHA FS 4 > 201

BRAESEEE (Pseudokirchneriel la subcapitata (%:%)):
3.2 mg/l

BRERFE: 72 h

7% OECD ERERA A K54 > 201

AHEN (BHESY) D RAEFZZERE (Pimephales promelas (7 7wy kAy K2/

14/ 20



REF—5v— b

Mirtazapine Disintegrating Formulation

R EE =

3.1

;ETH:
2020/10/01

BEBES:
50199-00016

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EER A 2015/01/23

SOVAFEOKEERHY ¢

(x93 5 EM (BHEET)

MEMIZHT HEME

SUOVIAFEQKEERHEY ¢

[xd BF M

)O0—X:
BEMN

ATFTFIVUBITRIY L
aEMN

TUVIFOKEEEHDY

(s e aY=—3 3

B KEEYICHT HFEN

2)): 3.6 mg/I
RREERER: 31 d

7% OECD
RAESZE

7% OECD

HERAA K542 210

i< (Daphnia magna (#432>2)):0.32 mg/l
BREERFR: 21 d

HEBRAA K542 211

EC50 (RAAMAEY): > 1,000 mg/|
RREERERE: 3 h

HEaa 7
7% OECD

EAEmEE

MR

: PR AN
HERAA K542 209

EE (RAMEY): < 100 mg/|

BREERFR: 3 h

HEaq 7
7% OECD

: PR AN
HEBRAA FS4 > 209

LC50 (Pimephales promelas (Z 7w kA K2/ )):> 100

mg/ |

RREERER: 96 h

BREERFFR: 24 h

EC50 (Daphnia magna (F# 2> 3)): 1,535 mg/|

LC50 (Oryzias latipes (F1A 4 7)):> 100 mg/|
BREERFR: 48 h

75 LT 2MEILE

Lbht=T—4IZ

#o<

LC50 (Leuciscus idus (a4 ®—7F&)):> 100 mg/|
BREERFMRE: 48 h

A& DIN (FA Y TERK)
"5 LT 29EL

38412

~ /8

bfF

BREERFE: 47 h
WERME: KIEE 5

Bk RE

&5 LT 2HEL

ARERA

67/548/EEC, Annex V, C.2.

~ /8

bfF
BITHIT5EMHEL

BRERFE: 72 h
WERYE: KIEE S

bhf=T—4IZ

bhf=T—4IZ

Ho<

EL50 (Daphnia magna (A=< >3)):> 1 mg/l

Ho<

EL50 (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|

15
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Mirtazapine Disintegrating Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/01 50199-00016 DEERB: 2015/01/23

7% OECD HBRA A K51 > 201
HE BT MENTONT—RIZEDL
BREERRECS THHHEL

NOELR (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|
BREREME: 72 h

HERME: KEE S

7% OECD FRERA A K54 > 201

&% BT EMEIL/FON-T—RICEDL

MEMIT BENE : EC10 (Pseudomonas putida (a— KEFX - F7F4)):> 100
mg/ |
BREERFMA: 16 h
BERME: KIEE S
&% BT smEIr BT —2IZE DL

REH - SR
%
I I
E R D ER B,
E£0fE 97 %
MR 28 d
7#i%: OECD HE&H A K> 1 > 301B
)0—X:
E RN D AR B,

ATFTFIVUBITRIY L
EoEM% DORER SN L
HE: ELIT2PEIEONET—2IZHE DI

ERERKE
B

Mirtazapine:

EHREREN . F&: Oncorhynchus mykiss (=< X)
E£YiEHEETF (BCF) : 334
7% OECD HERAHA K54 > 305

n-4%9 4%/ —IL/ KHEZRE : log Pow:2.78
(log 1)
Tk

-4 %/ —IL/ KNERE : log Pow:-1.72
(log 1)

16/ 20



RET—HV—F A
Mirtazapine Disintegrating Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/01 50199-00016 #EER A 2015/01/23

ATFTYVEBRT RO A:
-4 %/ —IL/ KDEERE : log Pow:> 4
(log {i)

TEh BRI
B

Mirtazapine:
BREROS T . log Koc: 4. 48

* VU BADHEY
e
ORERE
F—47%L

13. BERLDEE

B’EHE

BRREEY D WA BBRARORFICEVNLST S,

BERBEHRRVEE D EDOBRBRE. UHAVILFEREIRED-OIZ, BREIERITI
REMNEREICRTT S,
FICHEENEWNMES, RERARELTEET .

14, WX LOEE

[ A5

R L #a5% (UNRTDG)
e E LTHEHE S TLEN

i Z2&m:% (1ATA-DGR)
e E LTHHE S TOEN

# L #% (IMDG-Code)
fEEmE LTREShTOEL

MARPOL 73/78 MiRE I1 RUF IBC a— FIC& 2 oWMAMEShHHEME &Y - F&H)
s n - KEOHMIZIEIEZS.

&l AR

EoREDERGIE. ]|RE 15 258I 5.
15, BRZES

BEEER

HPEE

ek, FEEMBRMICERAE LG,
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L&EX

HELEFME. BERILENE. BEFEECEMEICEZLE LG,
FBERE/EE

REFNBILEShLIHED

EH

BEDHAZZITENEFED

E

BEESEH LS ARME

EE

ZEREOEH oh-LEME (BFLEHE)
L

ZRREORHoN-LFEWE FHREHEFHE)
L

BAMFZENTRECRVRUVEAEY

EE ST ED 2 (BITHRARE 9

LA = 2HE (%)

ATT7VUBRIRVIL 3217 >=1-<10

BHEFEERTIREBRVRVEEY
EE ST & FRITHE 185%)

LEH =

ATT7IBIITRVILA 327

RHECEMEREETHREA
JEEL L

shhEFRHRA

JEEL L

M7 ILEILRPEFRRA
JEEL L
FHBERIDEFHRA
JEEL L
HERLFEEBITR - NRE— (EEY)
JEEL L

SR U R ESSE

JEEL L

LY EHHILESEELE
EZ Y

BEHARRE

EZ Y
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VE 35108 S

JEEZY

R e

fEEME LTREI STV

iz

fEEME LTREIS TV

BEFRERUVELKEDOILICET 5%

(X5 FEAHhE : ERAYE L $8)

AR5 L EEERMEICEHN LA

HER VRS E

FMRERFFMERE @d - @A)

%Y

BEMRERBHERE @ - AR

%Y

BEEVOLEBR VERICET 552

EEEEY

COHBOEAZDVWTEES VRV M) —~DOEHIFE :

AICS L RE

DSL DR E

IECSC LR
16. ZDHDMWEH

FHE R

2| F Sk . BT —4 . EA SDS [ES < F—4. OECD eChem

R—2ILE I VERMIEEYMER http://echa. europa. eu/ D&
RIER

Bfft7+—<v bk . ®%/A/H

ZTDHOBEED £

ACGIH . RE. ACGIHRERME (TLV)

ACGIH / TWA . B ESE. BRMETLY

ALIC - A—R S UTDIELFERASA AV RY; NT - TS DILEREEE. ASTM - K
EMHHRGS b - KE (R - EH UM, TERRE. EEEUELH LS ESNHIME: DIN -
FAURBHEELE DSL - ERYMEY R~ (BF%); Ex - FED XWORIEERET EEX
SNBHRE, Elx - FED XWOREERIFT EEZONDIERFEE, InS - BREFHOR TP
—JL; ENCS - L BEDBEFILEME )R b ErCx - FED XWORIEEZRIFTEEZONDH
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RE, ERG - BRXDF5IE; GHS - H#HRFAFMI X 7L GLP - HAEREMIRER, [ARC - EE
MATRZEHEES; IATA - ERHMZTEEHSY; IBC - BRIEFRDIESHEEZD-HDOMMDIEE
RUHKIGICET 2EBAEE; 1650 - 50%FEERE; ICA0 - ERERMMZHES, IECSC - hEIR
HtEME 4L INDG - ERELEKRYIRIE, IN0 - ERBEME, ISHL - 3 BX2EE%
(BXK); 1S0 - EFZE4{eHE. KECI - BEBIFILEMESR R, LC50 - 50%HIEEE ., LD50 -
50% 5t E (FEEBEE)  MARPOL - MRMAICK BFBLDMHIED=HDEMEM: n.o.s. - #Ic
MBDBTRENTWDEDZERRC; Nech - FUEE] NOAEC - BMEEMHFEEE, NOWEL -
BEEMFZELANIL, NOELR - BEEUZEER/EIE, NOM - A X a2KRA; NTP - KEE
REMTOS S L NZloC - Z2—S—F 0 FEEWMEARIR, 0ECD - #&FF1 HEARHLE. OPPTS
- LEMELREM - AERLR, PBT - #ofEMEN - £AEREM - 5% (WE) © PICCS - 7
A VEVIEEMEAS RN F)—; (QSAR - (EEM) #H:E&EEMHES: REACH - L EDE
$%. MMM, 32 WA KUZEER (REACH) B9 S3REI (EC) No 1907/2006; SADT - B2 MNiER%fiE
BE, SDS - BRET—A2— |, TCS] - BEILEMEA R ) —; TG - EIRYE@E,
TSCA - BEWMERSIE CLE); UN - EE; UNRTDG - ERSES B EES; vPvB - JEEIC
$OMEUIESICEETENE, WHNIS - FESERESHYERBRC AT L

CORET—RI—FUUAT TSDS) &0V3) TRIET HFEMUT TRFEH &0V D) K FEH
BERICENT., BHOKEOHNH. FHR. RPERDLETERTHLHEHIHLEZLDTY,
AERIT, BREOZTEGEEV., FH, LB, RE. Bif. EERVFRRICETISHI TR E
LTOHERSNTE Y. WA BLIRARIIHRERIEZELTHLDOTEDHY TEA. RIFHRIL.
SDS DEEZICRSN TV AIRESNEHAICEHTSIIOTHY ., FZAHGAMORG EBAE
HET, XETO0EAPTHERASNBIBE. AXHRITERNGVRY . BRICEE GO TR
BAHYFET, AEGBOEREFSMICEV TR, FERRVHERZTEZERY 55H/IC. TRES
MORBRERBICETHAHEMOBEY LT ZEH T, FRESMUDOERT 2HETOREDKR
[CETHARBOEFEL. A, LE, ROREICOWVT, #HRBEWLET,

JP/JA
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