ReF—2U—F A

Mirtazapine Disintegrating Formulation " ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 HEER B 2015/01/23
1. E2RE USSR
EEHDBATE . Mirtazapine Disintegrating Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{2 R D GHS 5%7

2MESEE &0 D X4
HEEMN N
BEEMESEE (REIEC @ BEH 2 (#ER)
&) #®&n

KERBEEME B (& N -85 K
%)

KERBEEENE B (18 87 3K
%)

GHS SRILEFH

BRREXIEDVRIL : %
R . BE
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ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 AEER B : 2015/01/23
EREEMHER © H302 A AT EEE,
H361fd EMBREADEZEDHETNDEL, BEAOEZED
BETNDEEL,

H373 REAICH-5H. RIEIREFCE (BEA) ITX2BHFORE
EOEEN HER)
HA12 REAR G EICL o TKEEYIZHES.

TEWEK:

P201 EFARTICEIRRBAZEZAF TS L,

P202 £ THREFIE#HAHEBIHZETTMYHEbIENI &
P260 # CAZMALLILNZ &,

P264 Rk WMEIXEEE K <KD 2 &,

P20 COEL R ZFERAT AL TIT, SREXIFEEZ LGN
t o

P273 IRIEADKHE ZEIFT B &,

P280 IREFR REKR MRERE REMmEFERAIT S L,

[CREE:

P301 + P312 + P330 8XHRAATFIEE : KON EWNE ZIXER
BT HE, OFTT L,

P308 + P13 I BRIFIEIK BN REEHHDIHE | ERMDZE
SFETERITSHI L,

RrE:
PA05 fEfE L TRET H &,

BRE:
P501 N, BEZTARIBIN-VEHERICERET S &,

GHS FEIZEZE L E WML DERB ST
ERGHERVEESNDGE © BMLADNRICADE. BBHGRIBENEEZLZEAH D,
BEEREOHE *ﬁ CAEDEMICEY . RIEOMEMLGRIBETIIFZENEE
ATREMEA H D,
7JDI NVEYUT3H LLEZDOEIDOLEDMIC, BHRMED
BLAZRZERT S2ETNLHYFET,

3. MERUHSHE#

LEME - BEYMDORX A . REY
%)
=2 CAS & EHE (b w/w) BIRAREE
&S
IIvirtazapine 85650-52-8 >=20-< 25
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ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 AEER B : 2015/01/23
HIUR 77-92-9 >=1-<10 2-1318
ZLO—2x 9004346 >=1-<10
TS 2 E S I 557-04-0 >0-<10 2611
4, [ERHEE
— BB KR4 R L EHOBA®. SANT CABNE EEELICEENDEE
215,
ERARSICHEE. FHIEEBLAHIEEL. EMDIETE
25,
®AL-5E D RLAATEES. FIROTEROBRABHT 5,
ERNEEZRIT5,
REICHE LGS D BEMLI-EE. BEBICKEEBERITALZEDKTEVLERT,
FBELERRE L UHER <,
ERNEZZIT5,
BEROREICKRERE S
HtExBERT BHHENERIZHKS,
RICA-=15& D BIZAE=BEIZIK. KTELTT
REAHYMEGET HEEICIIEREETERERIT5,
RHAAFIBE C BMARAAEBE . EECHARL,
ERNBEEZZIT5,
KTOFxLLLCTT L,

EREALGWNEES. O oA EZ LGNNI &,
SHEREVERMERDOR @ SRAALEFE,
L EELGBIRER HEEADBZEDLSTNDEL, BE~NDEFZZEDETH
DFELN,
RELTHLIWVERHICHEZY BRAHAATZISEE. BRIZES
DELIEETNLH D,
MLALDEMICEY . HEOYEBNERIHMELIIEZELS
ZHAREMLH D,
MLANERIZCAD L. BBHMERIENEZSIZELH S,
ICRBEZ T H5EDRE D MGHAEEFELDREITEEELL., HEIATLSRE
EKREZFERITLHILE, BEOTRMENHDHIGESIE. HESD
B EAREEEXSEOZ L (HE8#SHE) .
EERICx T HHEFRAEERIE | XFBREBLUEREZRITSHI L,

5. KKFFDIEE

T A3 5E A . JKIEE
it 7 ILa—)LiasE A
ZEgkikz*k (C02)

B3R5
FoTEESHNEAE HMEAL.
BEORRESM L BLADERERT D, TRBICHAEEOBEYN LAY
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R ZE =

REF—5y— b

Mirtazapine Disintegrating Formulation

;ETH:
2024/04/06

BBES
50199-00023

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2015/01/23

HERGERIEY

BEDHXAE

HRZEITSEBEDRE

BMLTHEYBKRENFET DEMLABREDRRAH S
RRERYM~NDBREIRRICEERETEENH D,

RFREIEY
EREEY (NOX)
ERERIEY

RIGOIRR & BDREICE C TEYGEAFRER WS,
KHEAHDBREDINT D-OICKEEET %,
RETHNIERBE D THENKEEHI BT,
Righ s RBSEHLH I &,

NKBFICIE, BIRRMTRIRZERT 5,
REEZERT 5,

6. RHFDIEE
AEIZHT 2 EEHRH, RKiE

BERXRVRIFEE

RIEICHT HEEEE

HLADRTRHEDAERY

2

REEZERT S
RELMYZLNDT KA R (BT %238) ., AARE
BO#REERICEN (IRE 8 Z23H) .

RE~ADOBHZERITSH &,

REEHALTHL, BAPIENZELEDH D,
BRINERRFKEREL. BHT 5,

mHEAE L CERTELZMEEE, MABBRKISERT 5.

CENFBDE. FELELHIMERETROERY . BYLRSR
CBL. BEY 5.
BLADZEIHADREZEETD (TbL. HLADERL
EFREDEEZERICEL DER
BMLANZERHPIC+RRRETHREEIN D LEREDES
EHETHDT, REAICHLAZEBESETER AL,
AEBEME. BET SRICE, FMABRBRESIVEOR
B> TRET LS &, TORBIZERASAE=YEICON
THRA%ETHD. EQORANBEREINLINEHET SLEDN
Hd.

ASDSMIEB 13XV 15 (2HNT,
EHHEOEESDY

A BRESE L VCED

1. BEVWERUVRELOIEE

ks
BT »t 2R

HEINEEL, FESXMISIKLEEESISECS L
BH5,

BRMGE, EiE, FLEREEFTERG EOBYLTFH
HEZHET D,

422



ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 AEER B : 2015/01/23
BFrER, 2/RK D BYLTBREEOTCTOXMERAT S,
He BRI ESEE L BLAERALELN &,
BRAIAFE LN,

REDEMZERT D,
EE~ORMOF-IIREEMZEITS,
BFWREREZ R CHED &
BISBRBERATORRICEDE, EXEHOFES L UREHD
EITHREICHEVLERYES &
BMLADEMEEREZBARIT S,
FERALGWNMGSICEIERZHADTEL,
BORKBENSESIT D,
HESMBICH L TPHREFRZ LS &,
CHOERZEFERITHEEIT, REXIFREZ LG &,
RNPREEMZEHILL, REAOBRHZERIRIZTSHEL S

9%,
Ffih [B] ¢ D ERIEH|
WAEXER D BEOERAPICIEEVE~ADE S EOTREMENHHEEIE.

EEBFROELICTAIT IV UITVRTLEEIUVRE VY
D—%ZHEBELTLESL,
FEAFIEIRERUBREEZZILT 5,
FBRINF-KRITIBERAT HRIISEET S &,

®RE

RELRESEH D BEYERSRILODVERBICANTEL,
MELTRET DL,
ZEDHEICH->THRET S,

BRI D OROBBIEHE VO L LITREE LA
SRER L F

RERRBDEMH D EEIRUOHE MRAL,

8. I EMILRUREIEE

ERRRICETIHSRERR/FFRRE

5% CAS &S BiE (REY |EBEE/RER | KM
&) B ERRE

Mirtazapine 85650-52-8 TWA 25 ug/m RE
HERYHIBR | 250 pg/100 cm’ A

+)0—X 9004-34-6 TWA 10 mg/m° ACGIH

ATTVIVVEBIR IR L 557-04-0 TWA (R AR 10 mg/m° ACGIH
)
TWA (FEIR ;B 3 mg/m* ACGIH
£)

% {2 D 8IS, FARTTCIRT AR BRSOBERLABE,
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ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON

R ZE = WETA: BEES:

50199-00023

AiIEIZRET H: 2023/09/30

8.0 2024/04/06

#MEERA: 2015/01/23

REER
M FARER

TANE—34T
FOREER

mE

i&E

RRORER

RERVEADRER

FESICHIT2BREREZRERICHIZSZ &,
MLABRREHCHELZET 5,
BLARYKRWSRTLHEERSEY b, BLAREREE. §
CARER. BLUBLANEEER L) TE. HLANEE
BARWESBWN(THEHEEEN SDRBIAMNLELY) & S57435%
FTEMEREICT S,

BYRBAHSEENAFATERWNGS, FXEEFE
THENA FSA 2 OHEANDIE K BARSNZBZEIE, FF
RREREZHERALEL &S,

WHRFRAE2A T

GELRESES

BEMBEOREPLEICELY . ERGICEILEMERETF
REFSNZE, COERLNFREBBT SHMIEISN-T
WL, FREFFICMYBRDL, BHREXICERT L
COFROMEEMEEZFROEETICAVEHLES &
EHRT D, KEROKRERICEFERS,
ROBEAREEZERT S :

Ze£dJ—-J)L

LT —2 B L UBRFICH T 2R ETEeE O FTMC &
DWTHEY G REKREBIRT S &,
TRBHEOREKR (FR, fifT. R#G L) #FERATSS
L TRE~DEMERITS,

9. MEMETLFEHER

WK EE ES

& TR L
B T—57%L
RioLEVEDIE T—27L
AR BE R T—27L
R XIFH) B R R U bR #E B T—R%L

ARE (ER. =KD

AIATE (GRIK)

MI. N RT3 LLEFZFDOEIONIEORIZ, 1BRKE
DMLAZEZERT I EEALHY £7,

TR L
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RET—HFV—F

Mirtazapine Disintegrating Formulation

R ZE = WETA:

8.0

2024/04/06

BBES
50199-00023

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2015/01/23

BRETRARVERLRR AIARR

IRHEEFDO LR/ AIRER @ T—4274L

[l

IREGEHEDOTR/AIATER : 7—427%4L

&
kM T—RHL
NRRE T—A27L
pH F—Aa71zL
RRERE T—A27L
BAFRNERE T—A27L
FhE

FHE CREEER) T—ARHL

FE (BhFhtEER) T—ARHEHL
BRRE

KB T—R2HL
n~-#+49% 7 —IL/ KoERIZE T—AR2HL
(log {E)
RRE T—A27L
FBERV/XIIHERNEE

BE T—ARIL
B HREZE T—AR%L
IRFEAFE JEIRF
[ e AHATEREEME L LTIEDEINLGL,
NFE T—ARL
RIFIFME

FFHA X FT—R2HL

10. REMRURIGHE

7122



REF—5y— b

Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: AiIEIZRET H: 2023/09/30

8.0 2024/04/06 50199-00023 MEERH: 2015/01/23
R RISHERE LTI EI NG,
LR EM BEDORETEIRE,

fEREE RIS ATREME

MI. NYRYTH LLEZEDEIDLEDRIC, B4
DMLAZBEHHT BTN HYET,
BUOBERIERIST 5 &N H 5.

BT HNEEH B, K. KIE
MLADREZEITS,
EMERME ERAEFI
ERAT O BEERY) RERAZELCABERBDIEIHM o TG,
1. FEEHER

AREMEDHLRERROER

5
2MsEt ' n)

%

Mirtazapine:
2ET @O

H I
2uEE (#o)
SMEE (BR)

)IO0—X:
AErE #@&O)

2EHEE (RA)

A

RS At

£
RBICA-B&

SMEEMHETENE 1,588 mg/ke
Bk FEICKDSAE

LD50 (5 k): 320 - 490 mg/kg

LD50 (% 9 R): 5, 400 mg/ke

LD50 (5 k): > 2,000 mg/ke
F5%: OECD HERA A K54 > 402
FERAAV M COYMEFITEEYMIRAKEORESELE

LY,

LD50 (5 k): > 5,000 mg/ke

LC50 (5 k): > 5.8 mg/|

IREERFRE: 4 h

HEBRIRR:. MLA/S A b
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ReF—2U—F A

Mirtazapine Disintegrating Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 AE R E: 2015/01/23

2MEE BR) © LD50 (2H): > 2,000 mg/ke

RTT7Y BRI L
S2MEE (@0o) : LD50 (5w k):> 2,000 mg/keg
Hi%: OECD HERHA K54 > 423
FTERAAV N COMEE-ILEEYTIAEOROSELE
LYo
BZ AT 2mEMBLON-T—2IZE DL

AtEE @R : D50 (4 ): > 2,000 mg/kg
#E: BUTSPEILTON-T—2IZEDL

REEEE/R#HE

FIATTRE T IERRICEDCRB Y R ETEALY,

B5:

IV

(= S

& : OECD &HE&HA K54 > 404
fER D RERIEAL

ATFPYVUBBITROYL:

(= S
faR D RERIEGL
e . BT AIMEMSELONIT—RICE DL

RIZHY 5 ERTREGE/RRIHE
FIRARIRELERICEDICRY DETELL,

5%

H TR

(] R

IR C BRAOFH. 21 BURWIZEE
Hik . OECD HERHA K54 > 405

ATTI BRI A

2 oYX
fER . EEAORIEAL
= D LT AMEMBLON-T—2IZEDL
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ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 #MEERLB: 2015/01/23
R B8 B E T (3 RR 18 1
RERES
FIAARE S IEHRICE DK R Y DETELLY,
e 5% B VE T4
FIFETREAIERMICE DR Y DT EAHLY,
B5:
ATFTFTIVIUBIITRII L
HERA A T D IFIUIAME—a UEER
REDIEK D RIS
2 D EILEY R
ik : OECD ERE&H A K54 > 406
fER BN
l-ES D T AMEINSELONET—RIZE DL
LB EREREY
FIATRE T ERICE DR YNFETERLY,
B4
Mirtazapine:
in vitro TOEEEMN D HREBRAYA T MEMERWDEREAZTELAE (AMES)
R 2
HEERA A T in vitro HELEMHIREGTFERSR
FRAMRTF L FroA4 Z—INLRE—flifHE
ER B
HERAZ 4 T AEHA DNA & piEiER
FRMVRT L IFELEEMRE
R R
HERAZ 4 T kB SRR
FRAMRT L (ZELEEHR
R R
in vivo TOEEEHE D BRERAA T NI
B Svk
ARy B8
BREZK &0
R R
H IO
||in vitro TOEEEH D HREBRAA T MEMER WS ERRALTESER (AMES)
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RET—HFV—F

Mirtazapine Disintegrating Formulation

R ZE = WETA:

8.0

2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
50199-00023 YE{ERAR: 2015/01/23

in vivo COEEEEMN

+Z)L0—X:
in vitro TOEGEM

in vivo COEGEMS

RATFTPYUBBRTRIY L
in vitro TOEGEM

A

BER

ERERAZ A 7 in vitro /MEERER
R 5

BB A T HENEAL D ERRALTRRER (AMES)
R et

BS54 T R (in vivo WELEB IR RS I0H
B RBAEN)

B oy bk
BERIE SR AATEIEE
R e

HEBRY 1 T WAENERN S EIFRALESER (AMES)
R

HERS A T in vitro I BYHIEGFERAR
R 2

HERY 4 T WABYAMBR/MEERER (in vivo MERaEMER
B%)

B.YvOR
BERT: RAHAATEBE
R e

HERS A T in vitro HELBYHRECTFERAR
R
#E: BLUT EL TN -T—2IZHEDIL

RERR A 7 in vitro Z2BAEERKER

Hi%: OECD REEHA K54 > 473

R et

BE BUTIYEIEONET—2IZEDL

HEBRY 1 T MAEMERA N S EIFRALEHER (AVES)
R e
#E: BUT MEL TN -T—2IZHEDIL

FIAMTREAERICEDCRY AFETELL,
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REF—5y— b

Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BBES RIEIZRET A: 2023/09/30
8.0 2024/04/06 50199-00023 #EERLB: 2015/01/23

B

Mirtazapine:

[ TIR

BRERZR #0

iR 18 B

LOAEL 200 mg/kg AE

fE R BA%E

(YA FF fiek

(=3 Jv bk

BREZR #0

i 5= B R 2

LOAEL 20mg/kg AE

fE R BA%E

(YA Frie, ERIKAR

)O0—X:

[ Zv bk

BEZK RAAATEEE

IRERRE 12 &

fER (=4S

LEE

HERENDEZEDLTNDEL, BEANDEZEDOD B ETNDEEL,

%

Mirtazapine:

PEIRICK S &

HERY A T 2R

B oy bk
BE5R% £0

eh / MEIRERELE

Y 5B S LOAEL: 15 mg/kg {AE

EIK: HERP~DFEE, RHERIROEX,

R ABEADEEILN EAFYERERTHLANIZH -
f=o , BEMLFRADEELGEENHSZ EMNFHIBAL T,

HERR A T HE
B oy bk
BE5R% £0

F A& LOAEL: 100 mg/kg A&
HERREEEEFRANDEECZENH D EMNHIALS. |

EZFREILIT LN,

HER2 A T B
B ¥
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ReF—2U—F A

Mirtazapine Disintegrating Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 50199-00023 AE R E: 2015/01/23

’EER: &0
S 4 &1 NOAEL: 40 mg/keg AE
RBR AETEELL, | EFTEELL,

AREBEME-TERAAUH D BYRRICL D EMHMBER L UVEREANDEZENH D
EN—HEEESN TS, . BMERRICK D ERFICEEE

BHdHEN—BESN TN,

TR

BBIROEE~DFZE D REBRA A T —tHREEEEER
B Sv bk
BRERK: fRAHAATEEE
R 2

£)0—X:

EIRIC 9 B8 D REBRA 4 T —tHREEEEER
B oy bk
BRERK: fRAHAALTIBE
R 2

BEROFEE~DEE D B4 T 2REEh / VERERE
B Sv bk
REREK BRAHAATEIGE
R 2

S AN =47k SHFN:

HRICx 9 558 D HREBRAq T LB/ AFTEURY ) — T EREBRESMEE
HEHEHER
B oy bk

RERZE: RAAATZEE

7% OECD HBRAA K54 > 422

BER e

#E: BLUT MELILFOoN-T—2IZHEDIL

FREDRE~DEE D BB T ZRMNELUBRRERE
B ovhk
BERE: SRAHRAAEEE
R pa

#E: BUT MEL TN -T—2IZHEDIL

FERMEASYE (BEET R
FIATREAERICEDCRY AFETELL,

13/22



ReF—2U—F A

Mirtazapine Disintegrating Formulation i ORGANON
RES HETH: BBES miiEET A 2023/09/30
8.0 2024/04/06 50199-00023 #EERLB: 2015/01/23

B4

H T

72z 2>k D FRRBADOREDOEZ .

HEENEREE (REFLE)

RHIchi=5, XIIREIECE (BO) ICLIEROEZFDOESZTI (BER) .

B5:

Mirtazapine:

REDTEK D ERIRAATEES

gl LR

TERAAD D REITHS. RIIREFCEBICLIEHRDOEFTDOE T,

REERSSH

B5:

Mirtazapine:

(i Doy kb

LOAEL : 120 mg/kg

BE5R D0

A 5 B 13 @

TZ RO AR 1 E

& S

LOAEL .15 mg/kg

B E5RE% C#20

A 5 B : 52 @

HZ RO AR 1 E

FiE 4K DORE

2 N

LOAEL . 20 mg/kg

B E5E% - u

i = B R ;13 58

HZ RO AR DR EN

FiE 4K DORE

VT UB:

2 2y kb

NOAEL : 4,000 mg/kg

LOAEL ;8,000 mg/kg

BE5#ER L EBRBIRAATEEE

A = B R : 10 Days
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REF—5y— b

Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

RES HETH: BBES BiIEIZRETA: 2023/09/30
8.0 2024/04/06 50199-00023 #E4ER B 2015/01/23

+)IA—X:

2 AR

NOAEL >= 9,000 mg/kg

B 528K RAAATEEE

IR ERRE 90 Days

S AN =47k S NN

2 AR

NOAEL > 100 mg/kg

B 5 E% RAAATEEE

i 5= B R 90 Days

55 BUTEMELI/ON-T—FICE DL

RAABEN

FIAATREIERICE DR Y DETELLY,

AEKIZH T D REBEER

B%:

Mirtazapine:

"%ﬁﬂhﬁ%é

fEIR: BRSR, (BF, 08, EBHE HFEL, KRLH

12.

RECERR

AREEM
5

Mirtazapine:
y: b=

IZxtd 5&EMH

TUOVIFOKEEEHDY

R KEEYICHT HEN

LC50 (Pimephales promelas (77w kAw KX/ )):6.92
mg/ |

BREERFME: 96 h

A& FDA 4.1

EC50 (Daphnia magna (#4322 3)):19.5 mg/|
RREERER: 48 h

EC50 (Pseudokirchneriella subcapitata (#k%)):5.7 mg/|
RREEEERE: 72 h
7#i%: OECD #HE&H A K541 > 201

RAESERE (Pseudokirchneriel la subcapitata (%k:%)):
3.2 mg/l
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REF—5y— b

Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

RES ETH: BEES: BTEIZRETH: 2023/09/30
8.0 2024/04/06 50199-00023 #EERL A 2015/01/23
MREERER: 72 h
7% OECD RE&RH A K54 > 201
REM (IBHEMN) RABEZERE (Pimephales promelas (77w kA KX/

SOVIFEQKEERHEY ¢

[Tx9 BEME (BIEEN)

MEMIZHT HEME

SUOVIAFEQKEERHEY ¢

(s e aY=—3 3

£)I0—X:
BEMN

ATFY VBRI R L
s

TUOVIFOKEEEHDY

X9 EME

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

7% OECD EBRA A K51 > 210

RAEZERE (Daphnia magna (A =2 >3)):0.32 mg/|

BRER R 21 d

7% OECD EBRA A K51 > 211

EC50 (RAMAEM): > 1,000 mg/|

RREERERE: 3 h
RER AR A T FEOR N

7% OECD EABRA A K51 > 209

RABZERE (RAWMEW): < 100 mg/l

RREERFRE: 3 h
RER S A T BREORNH]

7% OECD RERAA K54 > 209

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

mg/ |
AREEREME: 96 h

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

BREERFME: 24 h

LC50 (Oryzias latipes (F1A & #)):> 100 mg/|

BREERFME: 48 h

B BT SPEM ST ONT—RITEDL

LC50 (Leuciscus idus (a4 M—7%&)): > 100 mg/|

BREERFME: 48 h
A& DIN (FA Y TERK)

38412

B BT SPEM BT ONT—RITESL

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

BREERFE: 47 h
WERME: KIEE 5

7% ¥§4 67/548/EEC, Annex V, C.2.

16/ 22



RET—HFV—F

Mirtazapine Disintegrating Formulation

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
50199-00023 YE{ERAR: 2015/01/23

WA T HEMN

HEH - SR
%

I
E RN

)IO0—X:
E RN

ATFY VBRI R L
£

Mirtazapine:
| ERe5-{k

BEKEEMICHT HENE

#E: BLUT ELFON-T—2IZHEDIL
BREERRECHITIEMEL

EL50 (Pseudokirchneriella subcapitata (#%)):> 1 mg/l
RREEREME: 72 h

HWERYE: KEE S

A% OECD SRER A A K54 > 201

BE EUT 2MELIELONE-T—2IZE DL
REERFEICET5EMEL

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

HERME: KEE S

7% OECD RERA A K54 > 201

#%E EUTsmEIL/OoN-T—2ICEDL

EC10 (Pseudomonas putida (¥ a—FEF X - TF4)):> 100
mg/ |

BREERFE: 16 h

HERME: KEE D

&% BT mEIS/FON-T—FICEDL

R BN,

EofE: 97 %

RREERFR: 28 d

7#i%: OECD :RERH A K54 > 301B

HR: ZofEE.

HR. HfEETL
B BT SPEM ST ONT—RITEDL

#&: Oncorhynchus mykiss (=< X)
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AiIEIZRET H: 2023/09/30
#MEERA: 2015/01/23

AW iRMEREF (BCF) : 334
7% OECD EABRA A K51 > 305

n~-#4%2 4%/ —IIL/KSEZRE - log Pow:2.78
(log {i)
IV
|m#99/—w/mﬁm%# © log Pow: -1.72
(log {i)
RAFT7YUBRTRIYL:
|m¢99/—w/mﬁm%# : log Pow:> 4
(log {i)
TEFDOBEIYE
B5:
Mirtazapine:
"ﬁﬁ¢®ﬁﬁ log Koc: 4. 48
AV URB~OFEN
JEZY
thoEELE
T—R%L
13. EELDIE
BREHE
BRREEY A BEAKROREICH VLS T S,
BREWE TAANEEE L TIERE SR,
FERBRUEE ZORB/IE. VHALONLFEEITERZEDOEOHIZ, BalE=ZT1=
REWNEEEICRTT 5.
BICHEENEWNEES., REARELTHEET S,
14, @XEDIE
E FRFR I
= L #ai% (UNRTDG)
EEES Y
EE#i% & (Proper shipping JEEZ Y
name)
EES5 8 (Class) JEEZ Y
B a4 (Subsidiary risk) S
BEZE#K (Packing group) I
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S X)L (Labels)

REHEH

fii 22 g% (IATA-DGR)

UN/ID &%& (UN/ID number)
[EE#iE & (Proper shipping
name)

EE5 48 (Class)
BlRfERR % (Subsidiary risk)
B E R (Packing group)
Z~)L (Labels)

HaET (EYH) (Pack-
ing instruction (cargo air-
craft))

HEET (REH) (Pack-
ing instruction (passenger
aircraft))

& E#g:% (IMDG-Code)
EEES

E&E#i£ 4 (Proper shipping
name)

E&EH$E

Bk fElR

BHRER

IR

EmS a—F
BESEYE (&Y - EEY)

e
el

L
[

JEER
JEER
L
L
L

L

L
[

[
[
L
L
L
JEER

MARPOL 73/78 MiE®E Il RV IBC a— FIC& 2 oBWAMBEShHHEME (Y - &Y
s S n - KEOHMICIEIEZS,

& P35

EnREDERF L, HEB 15 238I 5,

A DR EHE
L

15.

ERER

BEEER
HRBAE

fElRY. FEEMBRYMICEZAE LG,

L&&

BELEME. ERECFVE. BEFMIEEMEICZILEL,
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FERER/EE

BEFENRLEShLIAED

EH

WEDHAIZRZITIREREY

L

BEESEH LS ARME

L

ERREDORBD oL EME (BRFELF2YHE)
L

ZRREORBH oh-LEWE (HFHREHECFHE)
E

BARFZENTRERRVRUVEEY
EESTED 2 FEITRAIRE 9

% EHE (%) B
[RF7U BT YA >0 -<10 -

BREERTIREBRVRVEEY
EHEOT K (HITRE 18 %)

=z i
| B AIP: SE AP I -

RAFEME (FBRLEERAE 577 £02)
B2

HELEMEEETHRE
JES% Y

$hEFRARAI

JEE% Y

m7 Lt EF A
JESL Y
AWERIDEFIRA
JES% Y
FRREHEEZBITS - IRE— (BERY)
JES% Y

EVE URIYMEIESE
JES% Y

LM EHHILEETRREE
JEER
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BEHRRRE
FEZS
KEFIREE
FEZS
0 e
fElEtE L TREISh TULVGEL
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fEEYE L TREISh TULVAEL
BEFRERVELKEOHILICET 541

(£ 5 FEH 8% ; EHRAMBEICIEEZS LGN
BT peS DOEEEEMEICEEZRE LWL
FRER UV RFMHZERE
FREERBMERY (@ - @A)
JEE% Y
BEMERBAERY EE - @A)
JEEL Y
BEEVONBRVERICET 5EE
EEXREY
COHBORSIZODVWTEEAS ARV ) —~DEREIER :
AICS ORE
DSL AR E
IECSC ORE

16. ZDDIEER

ASS [CHENTHBREREZDBHNARYEDRENMERTDERIL. EXMETHIEEE
BHEYT

5| B>k D BHEMT—42. EMESDSIZE I F—4. O0ECD eChem
R—2ILE X UEIMEEWMER http://echa. europa. eu/ D&
RIER

LEIN—2a U o EBEENEHEAREAXETEH 2 AR THRARTINATLET,

Bfto+—<v bk : #/B/H
ZDHDBEENDEX
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ACGIH . kE., ACGIHBREHE (TLV)

ACGIH / TWA . S SR, BSRIMETLY

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS DILEREEME, ASTM - K
EMHHRGS bw - KE; R - EH M, TERRME. EEEULH D ESNHME; DIN -
FAUBRBHEELE DSL - ERYMEY RN (BF4%); Eix - FED XWORIEEREFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BRRKOR TP
—JU; ENCS - L BEDBEFILEME )R b ErCx - FED XWORIEZERIFTEEZONDAL
RHE; ERG - RERWOFEE; GHS - HRBM AT L GLP - HEREEHRE: [ARC - EFF
NATZTEE . IATA - EEMZEEERS, IBC - BREFHOESKREXD-HDOMAMDIEE
RURMGICET SEFRHRA 1050 - S0WMAERE: 1CA0 - EFRREMERME. [ECSC - hER
FEEYEREE: MG - EffBLERMAIE. IN0 - EfFBSEHE. ISHL - FBREEEE
(BAF): IS0 - ERRECHE. KECI - REBRFLFEMERE: LC50 - 50%HIERE LDSO -
50%EEE (FHEILE) | MARPOL - MfAIC L S 5R DD -HDERSE, no.s. - I
MBAMNARSNTNEELEDZERRC Neh - FURAL NOWEC - BEEZMHRERE, NOAEL -
BAESMRZEL AL NER - BEEEZEEFES NOM - A5 23EA NTP - XEE
REMTOT S L, NZIoC - —a—2—5 > FMEZWME AR, OECD - 23X HEASMME, OPPTS
- LEWEZREMN - 8FHIER, PBT - MMM - ARERNE - AFHEWE)  PICCS - 2
1 VELEYMEA RV )= (QSAR - (EEH) HEFMHEE, REACH - LEMEDE
$k. sTffi. 3B WHKIUEE (REACH) IZBS¥ H#RAI (EC) No 1907/2006; SADT - B CimE5fZ
BE; SIS - RET—H2Y— b TECl - 2 A [CEAFEDILEMED A RV M TCSI - &E1{
EMEA R M) — TDG - EEYE@E, TSCA - BEWMERFIECRE) ; UN - E&; UNRTDG
- BfRESERYEESE. PB - EEICHIMEVFEICEERME WIS - ERSEKRE
EEMERBRI AT A

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V D) K. FEH
BEFRICENT., BHOKEOMNH. BFHR. RPERDLETERTHLHEHIHLEZLDTY,
AIFHIEL, HEOREGEREKL., FHA. LE, RE, #E. EERVCRRICETLIHI IR E
LTOAMERSNTEY . WARSRIERIIAERIEEZLTHLOTEHY A KNERIL.
SDS DEEEZICRESN TV AIRESNHAICHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETOERAPTHERASNDEE. AXFRITERAGVRY .. BRICEESEVETREMS
BAHYFET ., ARBOERAEFEMICEVTIE, FFRRVHERFZEZERY SEHRIC. TRAES
MORBRERBICETHEAEMOBEULFHEZEH T, FRESMUOERT 2HETORENKR
LHITHAHBOEMZL, FA. LB, RUOREIZOWT, #EEEVEY,

JP/JA
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