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Mirtazapine Disintegrating Formulation

LB TemeE ot fafd:
3.3 01.10.2020

Y310y, |
50197-00015

Apuhlic

3ifdH IR SR} B B dRRG: 13.09.2019
U IR SIRT %A &I dRIG: 23.01.2015

1. ITE Ud HHI Bl Ugd=

-5 ORGANON

EI"C'J?‘f:ﬂﬂ Mirtazapine Disintegrating Formulation
fafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
NI IAG] 551-430-6000
SMATARTAA DI TR 215-631-6999
-0 BT gl EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt
2. @R ® ugaH

foafor, vesRU 3R & SMITd WaRATe 9T fraaraeil, 1989

Fffepeor

SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

it Q9. 39-arffevor
SICACLIESCINGIREED)

SH- fauTeddn

Ay ded-oi fee fawrardan
- IRIGA 3REU (HIfEe)

PR (Tad) ST Gl
rdpIfere (ol STeftg WarT

SI.T9.0Y. A9d dd
SIRGH BT e
Tohd s

B T are=

: faumT Y

o faumR
 faynT R @ @Y ((Raw) v

D fAumT3

D fAumT3

0

H302 fTe ¥ gIe RS |
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Mirtazapine Disintegrating Formulation

LB TemeE ot fafd:
3.3 01.10.2020

Apuhlic

-5 ORGANON

U349 ek S IR SR FRA B dRRG: 13.09.2019
50197-00015 Ugal 9R SIR] R4 &1 dRIG: 23.01.2015

wefourd/gdfau™ saM

H361fd IERTI 1 BT UgaT BT Hag | 3(oiTd Ry o1 g1
Uga &l deg|

H373 FRTa T IR Y STl a1 TRIgd TedieR (79 31
(FRAY) YTt 3T Y T gt Tebdl g

H412 STEeR Sitad IR e R UG 3R I1Y g 8RS |

: APYTH:

P203 IUART & F Uga T+t R e &) o %, U 3R
JDT U1 B |

P260 & ! FiF gRT gl 7 B |

P264 TaTdH & 916 a1 B 3] a’g Y|

P270 39 IdTG DI TN HId FHY GHT, UHT a1 YU Hd B |
P273 IIdTaRUT H B1e- ¥ URER B |

P280 Y& XM/ T 3R 3G T/ I&f07 ug |

3T

P301 + P317 + P330 3R et feran g1: Faforc wgradn ura
H| 4g oI O ¥ aRDR (R &9

P318 3[R 3{ATaRU g1 4T fora Y, feraaita geme 1

HSIRUT:

P405 HSR ard HI

faror:

;gm &= o1 fFueRT Wied a SRuvd dREH &
|

3= gIfat et aRume waveg aeffewor 18 gami

e b Ty b B IR 3@ A Tt oo g Fapell 5|

d & I JH g W 3@l B T STer 3R @1 § GD! 8 Tohl! ¢
TR, TUTE T 3T A1eF & SR [9Whieds Yd-arg fHe/or §1 Jehd & |

3. 3[AUQ! PT AYCASTTPRI

/g SRCEN

3auq

g T WU (F9) - TR | ST (HFIATH) (%
wiw)

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

qrEfed 3d 77-92-9 >=1-<5

el 9004-34-6 >=1-<5

AR Wme 557-04-0 >=1-<5

4. yyfye Rifesr & Surg

HTHY Hdle

© 3R CHel 8l T deid did 1 & dl Afgshd T J Iag B

T AT T I8 1 Vehl &1 &R fUfq | ey gare o
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd:
3.3 01.10.2020

3ifdH IR SR} B B dRRG: 13.09.2019
U IR SIRT %A &I dRIG: 23.01.2015

Y310y, |
50197-00015

3R TG GRT T80T 81 Y
3R T ¥ YUD g oy

3R 3G T YUdH g T

3R 7t ferar sy
T Aeaquf d&ur SR

TUTg, a1 g SR 3

e fRafee & IR

fIfercr® o ford @

D gfe I gRI gl R foran o, o drelt el ga1 | o §|

fafecita Tgan ol

. qWE gF W, R @91 Bl AT 3R Igard U I T B |

¥ 93 U9 o IAR G|

fafredta TgarT o
YN ¥ Ugd a¥d il |

TN ¥ Ugd o Bl st @k |

. gfe 3ifEl & g o af Ut & St avg ot

gfe Sa I 8 3R 9N T8, df fafeiia ggaim |

: gfe fTa oY, 98 Ofkd Ad &R

fafe it Jgam |
THI & 1Y Yg 3r<d] e el bRl |
IEI AfGd Bl Gg & oA U &I FB AT <

. fen 9 gReR® |

ﬂTﬁmWWW|WMﬁmWW
|

e IR el a1 gRTg SReMT & WRT Sl (SRR B

JPUH Uga 9T gl

Yd & 1Y Jh g W AT A At Sa- 3R @ 7 gt
B gt gl .

Yd & Y TS g W 1@ N it e g ghd! |

L Ut Fafdc R aTal B ST YREM UR &1 o1 aTfey, T

SRIT Bt FUTGT B TR T T JfiD GRETHD JUGRUI
BT IYGIT BT A18T (TS 8 37 )|

L qreifore SR WEalT ¥ SUER &R

5. 3R=ME U

Iugad SHPRm= difgar

ST (HTT) I & dA1ed
TR & SR ARy TR

WARATH Ggd IdTal

(31T) G & faRy adieh

3T = & o faRiy s

RC Y

VA eid-ufaRieh T

B SEAHHASS
RISIREIINIRE]

SE I
YA S Y op, SAa Wi ! IUTUTT B A ¢l 891 H 3R

P! AT A Th gidl § o [ahIe b JHTGHT 81 T g
3 IUTG] BT YUD WY & 1T Teh WeRT &l Feball |

. HRE RSy

TZEISH SNFAZSH (NOX)
Ted aRsy

. g RIS IF TNt 3 o R uRfUfY SR S-urg

JTATARUT & 3% ol |

T [Ssdll D1 381 A & foIU FT-BeR BT YA |

TR TT H3AT QRI&A 8 af 3T & & F effag= e vt o
SIS ! WIail Hram|

L 3T T O WR, W99-Ffd 41 SUSRur ugH |
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

TSI it Y& IUHROT YN 6 |

6. 3T AH Redle U
Jafdad AEYT, RETAS ¢ Aol &1 IS YA HY |

JUHROT TUT STATIDTA R gSfeiT MR (We 7 <7 ) 3R AfadTTd JREM IUHRON
Ufsharg & gTal (TS 8 ¢W ) BT fUTe B |
YgiaRuit graen=ar © IR0 H B ¥ URER B3|

I AT RA&, SR 3w Rra a1 SeaTd &1 A |
Hgftd U T U i @1 Td T
gfe Heaqul SAHId UTd 1 81 Iob, 1 R Witretal &1
BERER]
TBTE IR MR BaT AAGA  ©  SABIE Bl b & A8, T FHR I JagH gRIT 3RId feaa o
& yard Td Wi LGERERY
emfrﬁwﬁﬁmﬁémaﬁ(ﬁﬁ%ﬂﬂﬁﬁwémﬁ
6 &) |
Yd DI Fde! | THHAA A 8 ¢, Fifd T Ug1Y AT | aIderor §
el B WR fawnie fyor a9 S |
R a1 A1 fafaw 39 verd &1 foRfa ik Fue a3 &
forT @] 81 Thd €, T 8 37 AERIgay 9 STgeaHyq WR ot ot
(=9 uerd B Rl &1 qwrE § IuhiT § O §d g1 379 B

faufg 31 8 i PR farfiam e 8la €
3 THSITH & SfHIT 13 3R 15 F© RIF a1 AP Revrsri<
F IR H JIFBR U Hd §
7. TATA 3R HSRUT

dH-p! U . Qe fagyga s 8 o § SR Fefad 4 & wRuT fawwie g
BSELIE
gifed Yafur Sar, S &) Saadie ST 3R ST a1
SHfehd qTATaRTT |

RIFRT / P dfce’HA : Ryt Iugad a8 TR S

IRFE g & forg ;Yo DI UG GRT T80 A B |

qrayta e 7|
i@l & Ty T 4 uRER S

T & 1Y T JHY I 1 IR IR AU A 3 I TRER B |
AT & 91 @dl B 3! a8 U

33 SHNIG TasdT 3R GR& TATST & AR HUTd, it
PR TRIUISR THA TR TR 61

Yd HT AT 3R ST HH Y HHEH S

S T | A1 81, {8 avg X9 |

d1Y Td Usda & did 9 gR 79|

Rfae AR & ufded garrg e oA |

T S I FANT HRd JHA 1, UHT 1 WU Jd B |
TADH, FaIG 81 F A B JIGYT I, 3R TR0 H HH F
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

HH O |
Wia veRu o uRkfRufdar ¢ 3rS e T d9d U gu fEat o 34|
YR drd H1
o=y ISty fafadt & SR HeRU oY |
g9 el @ &< . Fufiad veR & Weae & Iy 9 37
CIEEIER I ERUICRUS L

8. Siifeay frdmror / fAeit gRem

PRI 01 & a1 & I1Y 3@gd
3ayd I T T (BY) | 59 PR =T U / YR
- &R (3R&UT BT Rt
TPHR) HITCIA
Mirtazapine 85650-52-8 TWA 25 ug/m3 RIGIEGa
Tig &1 AT | 250 pg/100 cm? | 3fidR®
e[t 9004-34-6 TWA 10 mg/m3 ACGIH
IR e 557-04-0 TWA (&9 10 mg/m3 ACGIH
SRR
TWA (4919 | 3 mg/m3 ACGIH
373
ottt foriror L IUgEd T gAd &1, faRy U 9 9w &Ff 5|
PHTRIRY SIRIT Figdl DI FATH BY|
Yo faTpIc oI A & I

gRfEa & o ya-Tara- Ren @R & e Afersst, ga
TUTEH!, AT, 3R MR IuHN) BT TAT0 T i 3 fopar
T B % 4@ B & & 9 o 9 (A 3 IudHRon ¥ dig Rwrd

T B)|
foroht s &t I Eh
YT Gaeh arg L TR yaf R ey dfe e Sudsy T8 & a1 ToueR
TH e SRR fa=m-Fd= & 18R vaauioR UelRid #Rar g,
A Y GRET BT IUI B
fihee TR : Eeu UeR
RUIRERIEEIR]
garef L - gwE
fewoft IS geTdt A B B S & o <X BT I goRed
e & YT 3R AT qUTHTH B S8 &I I A I[dgd
HR| TISae & o dH3Re <3 Aot fFdd fhaan T g | 7eay
DI g1 UIS THY §1¢ dea ot faRy yai & R, 89T g=ma ©
& 3y IWR forgu T e M & ufoRly & IR A I9& AAfar 3
ﬂﬁﬁ|mﬁmﬁwm$waﬁwau
|
3Tl Yot I - Faferdia it emere SuwRur &1 TN B
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Mirtazapine Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} B B dRRG: 13.09.2019
33 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
TRET IH
1 T4 TIRR Y94t I=g e UfeRY ST & 3R RIHIG SRAH &FdT & 3hed B
YR R I YREMHD Tl DT IIT D]
ST RETHD HUS! (G, T, T, 3Tfe) FHT ITANT TR
GEIRREAEE|]
e dl Jadt Sur™ L 3R GTHFY IYANT & SR I & YU & 3 B JHGT |,

@ BT B b WM & BT 31 O Pt yoferar iR Jrea
QR Y& B
TENT & SR, ST, U1 a1 4Ha 7d H1 |

He¥d HUS! Bl 9 P 913 51 T A 3TTHT B

9. Hifae® Td warafee® ur

f@mae N

a1 D STl Uy gl

Tiey D 3T IuAs et

Ty BT gl ST IR |

fom T K I |

Uge/dS &1 dagaH D 8T Suasy gl

RIS I HT g/ Iqem  : SeT Iuasy Tat

@

TR foig D el IUAsy el

iR Bt R L ST U !

SIARIdT (319, 9 ) ; ﬁ%ﬁwm&mm%H%?RHﬁW%ﬂmﬁww

STt (AR uere) : 3T IUasy el

I fawple HH1/ I=@R L Sl IudAsy gl

SR T (3R

THaHfafe! fermie)

%A fawpie dur / e L Sl IudAsy gl

SaaRiTedT T4 (@8R

THaHfafe! fermie)

I a9 L 3 Uy gl

RICE I RE ] ST IR |

g : 8T Iuasy gl
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BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
NP
gt A e © SC1 IUAs g
fayTS Turies: (T . 3eT uds gl
e aTT)
3 &1 e D o IuAsy g
YT &1 dIHT D STl Uy ol
BIEGIRERSAIEEN
ERELICERIGRI D ST U e
fawIfet ersafcs gl Iudas et
faeples urRayg . fowpies 5l
STFITHRUI & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t frar T |
JAMUIAE HR D ST IUdsY e
HUT BT A © Se1 IUAs TR
10. FRU=T auT wfaferaan
UfdPpR : ftfpariiciar & @R & 0 H Fifepd e
T fRRar D I ifRufo # RR B
REweTy ufdafwarsit : géﬁwm&mwaq%ammsmmﬁww
|
A HTRAPRSP Toiel b 1Y UfAfhaT B Tbal & |
29 uRfRufoal O o : U, SaTel Ud Rt
Y P 1 I A |
ST ATt Y 5231 oy | ORI fere
3Tge uerdf I sifaw PSR dTd (FORSY) 3qge uerd Fd g
11. fawmasnfora g
TrHT SRETT (TRTAISR) & IR I1Y GRT TG0 Al
T TSR @ § Judh
IBUSEI
QT U
GIERCLIESG
e @ g RS |
e
g MR fawradar : SfforTch fasTarTaT $AM: 1,588 mgl/kg
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Mirtazapine Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} B B dRRG: 13.09.2019

3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
WIBT: T RIBbT
3qUq:
Mirtazapine:
dig e fasTadar . LD50 (IET (}2)): 320 - 490 mg/kg
|rsfe® sna:
g e faTaddr . LD50 ({8 (HI39)): 5,400 mg/kg
GEECEIRAELIESG . LD50 (JgT (XT)): > 2,000 mg/kg

TBT: OECD URI&fUT fE=mTe=T 402
3ffera: yerd ot fRrsior ot IS @ e fasTadar et |

Jqar:

g Mifaw fasradar . LD50 (JgT (X€)): > 5,000 mg/kg

GIEE R EACNIESG| © LC50 (JET (RT)): > 5.8 mg/l
fora Ta & ford) Tuds (TadieR) gafT: 4 h
TRI&0T ATATaRUT: Ye/HaIa

GERCEIRAELIESG : D50 (/RIMRI): > 2,000 mg/kg

AR e

g e faTadar . LD50 (JgT (XT)): > 2,000 mg/kg

TPBT: OECD Utefur fam-eer 423
Sfiera: uard a1 fireor Bt pis MRas Siage fauTaadr 781 @
fewoft: e St It & S W anutia

GEECEIRAELIESG : D50 (/RIMRI): > 2,000 mg/kg
fewuft: ue it It & et wR snerfka

1 & o ergereTaT

IUAS MR R Fifferd 8]

3dd:

argfe® o

Tt G RR )|

GREa :  OECD tdierur femnfad=r 404
gfomg I H odd ot

AR we:

ToTta G RR )|

gikomy G kA LE |

feaoft L U o grEiEl & Ser R Sutia
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Mirtazapine Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} B B dRRG: 13.09.2019

3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
iR A7 efasdeE
JuA] BRI W a¥ifpd el
3dd:
TTgfed 3T
PRI R CRR )|
RG] :  OECD Uxtefur fe=mfrder 405
gfomg L 3fial B o, ) ol & iR fadd
Afaform whe:
Sl R RN
gfikomy : 3HIE H OaH T8l
feuoft D U S grEiEl B Sl W SuiRa
4T 9T THSY JUTSIBRT
AT D gATS AT
JUAK] SHHRI R aFfiepd gl
YTI-UYTT Y GITGHar
JUAS THGRI W Ngd Tal|
3dad:
Afafrmm whe:
Ter ot fre . ORfAEeRE T
YU (TIIUTER) & IR A Y U
ToTTfa : foed fom
RG] ©  OECD Ustefur feenfider 406
oy . BUTHD
feaoft D U o grEiEl & Ser R Sutia
SiaTy] 99 WereRidt
JUA] SHHRI W aFffpd gl
3dd:
Mirtazapine:
IEBIEERIREESIEM] Tl ) T dadifear Seeh faudta ufvads @t S (AMES)

IR I ED

TR0 B fh: IRR & T18R WU B BIRABT3 BT S
JaRad e .

TRI&/07 JUITett: Aol 8Rex Y HIRIDIE
RIS IR ED
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd:
3.3 01.10.2020

3ifdH IR SR} B B dRRG: 13.09.2019
U IR SIRT %A &I dRIG: 23.01.2015

Y310y, |
50197-00015

e Bt forer: SifAuifd DNA TRavor Ry
TY&I0T JUTet: RIFUTR HIfRIHTd
TR S

R ot frw: Rier pafes fafmg ug
TY&I0T JUTet: RITURR HIfRIHTd
LRI I ED

L WK1 B fhe: A thigaey ¢

gelTar: <81 (<)

PIRABT UBR: R 7wl
TR & I A
TR TS

D T ) fw: dadifear Seeh fausta ufvads @t o (AMES)

giumH: HundHS

&0 o1 fore: IRR & S8R YeaITa 1 TRigon
GRUMH: ardfde

Uteror @ fore: St Yedh faudia uftad @t s (AMES)
o BUMTES

L TRIEr B fohe: RIeTeiRicT (34-faar AafemH JF o

HIgeIoHicd oxe, DA TAICRINT)
gaTIfa: 98T (R2)
TAIHRA &b ;T T
RIS I ED

Ul ) few: dadifear Seeh fausta ufvads @t §ifa (AMES)

IR IREED

TR B fH: IRR & T18% WU Y HIfRABT3 BT Sh
IaRad= gdtemr
IR I ED

D TRIET B o TR o TIRINITST e 1 URT&or

(Shfad 9o # ArgcioiHfcd uRd)
TS Oy (H139)
mﬁ%m%m@r ﬁﬂma:n
TR Humd®

TR0 B foreH: IRR & T18R T UTiRal B BB &7 Sha

Iafkgd e
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Mirtazapine Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

LRI I ED
fewuft: ver St IEREt & e W nuTid
0T BT fHeT: HISIE TaRRH e 34 fagt
TBT: OECD Utequr favmAcer 473
TR HUe®
fewuft: uer St IERET & e W nuTid
TR o1 frey: Sadifar Teeft faudia ufvad= = Sifg (AMES)
giumH: HundHS
fewuft: uer St IERET & e W nuTid

TR |

YA STHHRI R Flfhd 8|

3dad:

Mirtazapine:

I . YD (U139)

TR P IR . s

fpam g & ford Tuds 18 AfgI()

(TRTTISR) g3

LOAEL ;200 /AT IRiRe HR

ko T B (B

&g 3fqaqd . 'R

Il ; <)

TEAIHTA &b I ; %

frda g & fod Ius L 29T

(TRITTSR) gl

LOAEL ;20 /A IR HR

ko T B (B

&g 3fagd R, ursRIge

Jare:

T L gRI Q)

TG & I R G|

frda g & ford Ius 7298

(TFIUISR) gaTl

giomH BUTHD

3 fauTear

JARTTH B g1 UgdH BT g | 3fold FRIg] o1 81 uga™ &1 dag!

3H{dUd:

Mirtazapine:

3[R & YU : T ) foeer: witferd) / 3mmy &1 Tt faserg
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Mirtazapine Disintegrating Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} B B dRRG: 13.09.2019

3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
IolTar: 8T (<)
TS TE & I TS

miw R & e mudEl

rEfes o

i RR & e muyEl

Jqare:
3R & UHTG

M R & fde muyEl

ARy e
3(ARdT & THTG

JaRdT: LOAEL: 15 fErm/fasm skiftes 4R

SIR: THCY IR d IR THTE, RF T JIRURH § TSI |
TRTH: T G073 FSRepdl TR BIS THE T a2, FaH W
YUITISTERIT YuTa 3R TTeforHTa uTe g |

e o1 fore: faer

golTar: <81 (<)

TRAHIE & IK: AfS

f[admraTe® fauTaddr: LOAEL: 100 firm/fe Ikie R
RO AT TR YOIAwTeT YuTd 3R ITgHTg urg Tu|,
REISEIEAICERT

W 3 fo: faer

STt @RI

TIh T & IR HiRdD

fomraTd® fauTadan: NOAEL: 40 R/ IRING 4R
ORuTY: HIs UfAGd UHTE 61|, SREISId THTd 81|

D O B T TN & SR TR Yagd B 3R Yo

& IR Ufded YU &1 T 9d a1, ugeh | &
TR & YR W [IH W ufddd T & $3 Ted o

GRI&I0T 1 foo e Ueh-Ulg! GiocireT fauTeRidl Sfea
goTifar: T (X©)

TENHRME & I: e o

RUMH: BUTHS

: Qe Bt fbe: Tep-Uit YrecdTe fauTedd sreqa

golTar: <81 (<)
TG & I FTd a1
RIS D

Tefur 1 foper: Wicferd) / ey &1 Tl faer
IolTar: <81 (<)

TAIBRA &b IE: FRTe T

IR I ED

L TRIET B T fqTadd T/l Tl URIeu & Jiy

SN S aTelt AT TR BT (AT BT e
gerTer: I8T (Re)
TR & IRd: et o
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Mirtazapine Disintegrating Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
TRIHT: OECD URTefur fe=mfgsr 422
qRuma: UMD
fewoht: v SRR IR & Ser iR enerid
TR R & AP R UUE] © Geor o foreT: Yoy Ry faewm|
golTar: 8T (Re)
TEHRE & I: e o
qRuma: UMD
fewoht: v SRf IR & Ser iR anerid
STOT - T&hd SifH
U THSHRI TR FHiepd gl
STOT - gigv/T Sy
T A9 R S BTel a1 GRIGT UaRTUIoR (A1 &1 (FRAW) UITeR) 3T &1 Ja Ugal 9 ¢ |
3d9dq:
Mirtazapine:
YU (THIUTER) & IR S CUGASRI
&g 3agd D BT (RAY) Yot .
b L 3l 1 gRIGT SRE B R ST (STRIAY) T IHEH Ugdl
o1 gl
U G faraen
3dYd:
Mirtazapine:
BRI L @I RE)
LOAEL : 120 mg/kg
UGB & I s
o THg & ford Tues 13 Weeks
(TRIUTGR) o
&g 3fagd L BT (RAY) Yot
LS -
LOAEL . 15 mg/kg
TRTHRH & I ;
fpa g & ford Huds . 52 Weeks
(THRIUISR) g3l
(SEERE DTl B (RSY) Yot
3R . PHUBUl
gafd ool
LOAEL : 20 mg/kg
TP & I . O
fpar g & ford Huds 13 Weeks
(THIUTSR) gl
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Mirtazapine Disintegrating Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

eT 3guq L Tl Sl (TRa) GuITe, eb U

3R S s o]

arsfe® ot

EEIT L 981 (e)

NOAEL © 4,000 mg/kg

LOAEL : 8,000 mg/kg

UGB & I T o

fpam g & ford Tuds 10 Days

(THIUTSR) gl

Jarer:

BRI L 81 (RT)

NOAEL ;. >=9,000 mg/kg

TP & I ;. fEE e

fram gmg & ford guds : 90 Days

(THRIUIGR) a3

ARy e

LR L IR

NOAEL : >100 mg/kg

TEH R & I

fpam g & ford Tuds 90 Days

(TRIYTOR) gl _

feuoft D U o grEiEl B ST W SuiiRd

Y AT

JUAK] BRI R aFfiepd gl

U9 S| & 91y 3gya

3dYd:

Mirtazapine:

e o STIR: i, Hool, b Hg, Wfadgar, gad,, fazmyy
12. uTRfRUfa@Ta Ja=n

urfefRufae faumeaar

3dYq:

Mirtazapine:

EENICARERIESE] LC50 (Pimephales promelas (fegs fidl): 6.92 mg/l

| o Tg & ford Hudh (TaUIoR) §3MT: 96 h

TIBT: FDA 4.11
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Mirtazapine Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} B B dRRG: 13.09.2019

3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015
SHiAaT Td o Ae-Ifed :  EC50 (Daphnia magna (dTcR Tl)): 19.5 mgl/l
STereR fauTaaan o Tg & ford Tudh (TauleRR) g3l 48 h
QaTa/STad are @) fauTedar EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (T\f@ﬁ)): 5.7
mg/|
™ Tma & ford Judh (TaTTISR) g3 72 h
T 3 3. e = 201
NOEC ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)):
3.2 mgl/l
™ Tma & ford Yudh (TaITIeR) g3 72 h
Tt ot 3. 2w A 201
EICIYEI RACNIESEI : EC50 (UThpides g&rsitat): > 1,000 mgll
foram THg & g Yudh (TeUIeR) §3MT: 3 h
TJ&10T 1 foh e YT9-Ud | Fhlac
T 3 3. .S. e A= 209
NOEC (Wdhfde g&Hsitdn): < 100 mg/l
foram THg & o Yudh (TauIeR) §3MT: 3 h
U&7 o1 fobe: 4T9-URa | Fphlac
T ot 3. . 2 A= 209
ool & fawredar (RReifeis :  NOEC: 3.6 mg/l
[CLIESED) o wg & ford Hudh (TauioR) gofl: 31d
T Pimephales promelas (W@E ﬁﬁﬁ)
T o 3. 2w = 210
BT Td 3 Hefed : NOEC: 0.32 mg/l
SR fasradar (kR o wg & ford Hudh (TauioR) gofl: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil
TeT: 33 e Fdwr 211
ArEie® .
EENIEARELIESEI] - LC50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): > 100 mg/l
P gmy & ford WU (TaIUIoR) §31T: 96 h
SBT3 SeXfed : EC50 (Daphnia magna (aTeX TeiT)): 1,535 mg/l
ERERCHIESG o Tg & ford Hudh (TauIoR) g3l 24 h
Jae:
EENICARERIESE] . LC50 (Oryzias latipes (ST HS®T)): > 100 mg/l
o™ Tma & ford Tudh (TaITISR) g3T: 48 h
fewuft: ue it It & et wR snerfa
AR e
EENICARERIESE] LC50 (Leuciscus idus (g4 3i%)): > 100 mg/l
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

™ Tma & ford Judh (TaRTTISR) §3T: 48 h
TIPT: DIN 38412
fewuft: wer St IEREt & e W nuTid

SHiAaT Td o Ae-Ifed ©  EL50 (Daphnia magna (d1ex Wil)): > 1 mg/l

STereR fauTaaan o Tg & ford Yudh (TauIeR) g3l 47 h
X forar o aTer gerd: STe gHmEifoTd iRt
ot A 67/548/3 3.4, T Y, 2.
fewoht: v SRf IR & Ser iR anerid
facrgar &) i R 1S fawraddr T8t

aTd/STelg diel & fawreddr ¢ EL50 ( Pseudokirchneriella subcapitata (Bﬂﬁaﬂ (Qﬁﬁ)): >1
mg/|
o g & o) Hudh (TaioR) g3 72 h
&% fa1 o S1elt vard: o SHmiord Si
T off .3 & 2w Fdw 201
feuwoft: T St IRy & Ser W snuiid
facrgar & HiAT R s fawTeRdar g1

NOELR ( Pseudokirchneriella subcapitata (8% 2aTd (Teai)): >
1 mg/l
fordm Tma & ford Tudh (TaIISR) g3 72 h

T fpaT S 91 yerd: o gHEmifod Sier
T 3 S 3 S e Ak 201
fewuft: ver St IERET & e W nyTid

Sharugedt o fauTerdd :  EC10 (Pseudomonas putida (JSHMT Gf¢S)): > 100 mg/l
o Tg & ford Hudh (TauioR) §3MT: 16 h
X o ST STer uerd: ofd qEriford iR
femoht: we SR IR & SeT IR 3neTid

TR 3R SrasHafrEr

3dYd:

arsfe® ot

I SaHHud BT & : RO T & 1Y Ui diids ° HIHHUTBRI
(SrafETSaa) g1 arar

SIHHUET: 97 %

P gmy & ford WU (TaqUIoR) g3 28 d
TI®T: OECD URIefuT fG=mg=r 301B

Jare:

I SIahaud BT & : UROITE: YT & 1Y Ui diids o HIHHUBRI
(SrafETSaa) g1 arar

AR Whe:
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

WISk HUIdT BT & : gRuY: SSTesd el B
fewuft: ver St IEREt & e W nuTid

Furfaa wifde T

3dYd:

Mirtazapine:

EICEREDE] . TSITid: Oncorhynchus mykiss (3781 €13¢)
TRAHIICRH Thdex (FRITTW): 334
TBT: OECD TRIefUT fE=me=T 305

faUTe Turier: (T . log Pow: 2.78

SfgeIe/ar)

|rsfe® sna:

faUTS T[uries: (T . log Pow: -1.72

g AIe/ar)

AT Wae:

fayre Tuies: (T : log Pow: > 4

g Ae/ar)

fardt & miforferan

3dadq:

Mirtazapine:

TR Hal T fadrur . log Koc: 4.48

3= Ufaed gHEa

331 Iy el

13. fAue ifgard

fAre™ & 8%

/N F s 7Y (Terd) T fafemt ergey B |

gfa afd © 9T fEsal &l A B g8 A B aralt BaTaet B g ar
T & ford o ma|
3R 3T fafAfEy =161 fovam mam: sgad Idre & U &
fAueE H |

14. URag= a1
ieRfga fafraw
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

UNRTDG
FRATS Il & =9 | fafafig gt

31ms € & T-3Y ot 3R
TRATS Il & =0 | fafafig 7g)

3T TH St sil-dis
WRATS I & =U # fafafig 78t

IMO SUFBRVN & AR Uid H giiagd &
3myfcf fobu T Mreee o fore Ay et

15. fafrarae Jan

gerd a1 figyor & g Gren, Wy, 3R vatavor & faframfaus

39 IdTeH & 3fayd fAwfif@d sHa< iy & gRa §:

AICS : fyffea &t

DSL : fyffea &t

IECSC o fyffea =&t

16. 3= AT

Sifafved STH&RT

a1 i o Ahad & o . o ATd SDSs, OECD eChem ¥ 3TdR® d@-id! Sel, Scl

TIRT fohdl T axarae Iéd Wit aRumm aut RIET e Tei,
http://echa.europa.eu/

feTi® ey . fRAAmad

3 AHURE & quf Aty

ACGIH . gudu| ACGIH IHRET A (TLV)

ACGIH / TWA . 8-Ue, gHy- goi 3id

AIIC - 3T Tl &Y sifeferars gal; ANTT - Wﬁﬂ@n{&lmﬁm ASTM -

3Afast It uteror TS, bw - STST HT G9; CMR - BRI, Geol-d IT Ui+ favar; DIN -

THT AFBIHI0 SR & oY AFH; DSL - aiquaﬂf&%ﬁ(m) ECx - x% Wfdfshar ¥ a1

g, ELx - x%uﬁm‘v’r@?ﬁr—ﬁ%ﬁa EmS - 3{TaTdadTei egd; ENCS - IﬁGETGﬁT:IE

NS gerd (STAH); ErCx - x% Gl &x Uidforar & &1 Hdhad; ERG - TATddmIe ufafdbar

TMES; GHS - %F%WWW%W;GLP-&E&WWUW|ARC-WW&|3¥?W%%E
ol IATA - agwﬁaeq@ﬁw;lac-umwﬁwwmﬁaﬁ

e wﬁf%w“ LSO - “ﬁ*%aa@é‘&* Dy
IR HT6; IECSC - Ual IMDG

T WORATS AI; IMO - SRS T W6; ISHL - ST qRe&fm 3R WA B (SITUTH);
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Mirtazapine Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} B B dRRG: 13.09.2019
3.3 01.10.2020 50197-00015 Ugell IR ORI H I dRIG: 23.01.2015

ISO - AMSIHRUT & I RIS, KECI - HIRAT HIS[GT TR $de; LC50 - TRI&I0 SMaret
BT 50% PT °lddh Ydba; LD50 - GRI&Ul TSI BT 50% P °dd GRIH (I °iddh GRIP);
MARPOL - STgTST & UEHUT Bt AU F o ST e, n.o.s. - 37 FAfEY &¥; Neh - foret
08, NO(A)EC - 3@did- 7 fdhar Tar (ufagd) wHE ddba; NO(A)EL - s@adid- = fear
(UfdEd) TG TR; NOELR - TR-3{JAIGH-a1g YT e aX; NOM - TGRS Afdas fad;
NTP - TP fu-fIs STIHH; NZIoC - T8R! &t ol o $desl; OECD - 3fii® Wed ok
9T TiTe; OPPTS - T YREM SR UgHUT ABUM HATEd; PBT - IR, S19-THAHI0T 3R
fawrad uerd; PIcCS - @A 3R ITEHE terf @t fhdidia 3ded); (Q)SAR - ([ETES) W=
TfAfafy Tefer; REACH - RO T¥gE 3R IR UoiahRul, eiid, WISGR R ufady aRug &1
faffae= (EC) H. 1907/2006; SADT - W-didgdl 3{qdc drad; SDS - YR&T sl 2ie; TCSI - drgar
TS Ugrd $est; TDG - FARATD JTd $T URagH; TSCA - fauraa uerd iz siftfream (wgad
Y 3HRBT); UN - ¥gad Y; UNRTDG - BIMBRS HHM & URTgT IR Tgad Y B RABIR;
VPVB - 98d TR 3R §gd S1a-TUHABRUN TRT; WHMIS - HTE-RIT a1 QIR T Jorelt

Y &M S¢7 Tte A SUF THIRM B dRRG B &} T THSRI §AR I, STHHRT SR {3y &
IR T § | SHBR B QRI&T &1 T JUTA, TIRT A, UichaT I3, T -, URagd o,
fAYe o3 IUT Bs & folT Had Anfex[ & =0 § feumA fovar mar § qut {6l UeR &t ard a1
T[UTaT T fAfERT 181 [T SITET | Juds S T IHeRI 59 SDS & XY IR ggar! Tt ad
fafry areht @ wefrd § qur sps el &1 fosdt oy Il & waeE o an fasedt s ufshan &, 919
I UT3d H 7 FdT9T 7T 81, TRNT - WR 94 el 81 Taball ¢ | It viiarsdi &1 arg 811 W, Uaied
¥ oifqm ITe & SDS-TTH &t JUGHIT HT BT B Aed 88d B, YA &, UfehaT d
TUT TR = & 3 3ty &1 & falkry Tl & SR ofk RymeiiRen ot wften s =g |

IN/HI
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