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3ficper: Teref a1 fiyeur Y IS e Serye fauTardr el §
Jqa:
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4.1 30.09.2023 50197-00021 Ugdll 9R SIRI R &1 dRi: 23.01.2015

STOT - SigvrT Sy

fTd o1 R Y STeiF a1 §RIgT USRIUIoR (T8 &1 (FRAY) WoITel) 3T &1 JaH Ugdl Il g1

HAdYUdq:

Mirtazapine:

YU (TFIUIER) & I S CUGASEII

&g 3qgd L 9 BT (RAY) Yol '

e » dief T GG SREUT B WR SR (SIRTHY) Y B Ug
oI gl

U g1 fauTarar

HdYUdq:

Mirtazapine:

g L g1 (XQ)

LOAEL ;120 mg/kg

TEHh Y & I

fpam g & ford Tuds 13 Weeks

(THIUISR) g3l

&g 3agd © 9 BT (ARa) gumer

SIS -l

LOAEL : 15 mg/kg

UGB R & I

fpam g & ford Tuds 52 Weeks

(THIUISR) g3

&g 3agd D Tl I (Ra) YuIedt

3R . HUPHUl

EEIG] gl

LOAEL . 20 mg/kg

UGB & I

o Tg & ford Tues 13 Weeks

(THIUTGR) gl

deg 3agd D T B (FREY) YuITet, b A

3R . PHUbUl

rsfes o

I LRI ()

NOAEL : 4,000 mg/kg

LOAEL ;8,000 mg/kg

UGB & I

fpam g & ford Tuds 10 Days

(THIUTSR) Gl

14/ 20



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Mirtazapine Disintegrating Formulation

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

BICIIR LRI Re)

NOAEL : >=9,000 mg/kg

TAIHTA & I ;

fpam g & ford Tuss : 90 Days

(THIUTSR) Gl

AR we:

B L gRI ()

NOAEL : >100 mg/kg

T Th R & I

fpam g & ford Tuds 90 Days

(TRTUTSR) il '

fewuft © T o grEREl & e W mYTiRd

AT WaRT

JUAK] SHHRI R aFfiepd gl

U9 S| & 91y 3gya

AdYUd:

Mirtazapine:

T o ITR: i, Hool, Y e, Wfadgi-ar, gawe,, fizmyy

12. TTRFRAfaw T JE=T

i fRyfa® faumaar
3494
Mirtazapine:
EENICARERIESEI : LC50 (Pimephales promelas (Fhegs 7 )): 6.92 mgll
P amy & ford WU (TaUTSRR) §31T: 96 h
WD FDA 4.11
SHATT Td = Ae-Xfed :  EC50 (Daphnia magna (dTex FiT)): 19.5 mgll
ERERCHIESG o Tg & ford Hudh (TauIoR) g3l 48 h
Qara/sTad g @) fauredarn EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (Q?rﬁ)): 5.7

mg/|

ﬁmﬁw%%ﬁr—rﬁ(wuﬁm)g&n 72 h
Tt 33 T = 201

NOEC ( Pseudokirchneriella subcapitata (EQDI BIECI] (Qc_\r“)):
3.2 mgl/l

%ﬁw%%ﬁ%maﬂu‘m)gan 72 h
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Mirtazapine Disintegrating Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.1 30.09.2023 50197-00021 Ugal §R SR} A Bl dRIG: 23.01.2015

TWeT: 3 3 3 S e Adwr 201

SitaTops | fasTerdar . EC50 (WThide geasitdn: > 1,000 mg/l
o Tg & ford Fudh (TaRUioR) g3 3 h
TRIE0 Bt fh e 4T9-Uarg § T hlac
Tt 3 3.4 S 2w A= 209

NOEC (Wi g&Hsitdt): < 100 mg/l
ﬁmﬁw%ﬁﬁW(wu‘m)g&n 3h

TRI&0T Dt foh e YT-IRa H T dlde
T o S 3 S e A= 209

T3l &I fauradar (RR&1fae : NOEC: 3.6 mg/l

[CLIESED) o Tg & ford Hudh (TaioR) gofl: 31 d
USIfd: Pimephales promelas (W%‘s’ &Eﬁ)
Ter: 371 3.1 . e fd=r 210

ST U 3= de-fed : NOEC: 0.32 mg/l

ERERSELICSEIREREAINED P Ima & ford Wue (TaUoR) g3 21 d

[ELIESED) USTTfd: Daphnia magna (dTeR Uil
TWr: 3 3.4 S e gz 211

rgfe® o

EENICARERIESE] . LC50 (Pimephales promelas (Fegs 7)) > 100 mg/l
fordm Tma & ford Tudh (TaTTISR) g3 96 h

SBT3 Se-Xfed :  EC50 (Daphnia magna (aTex TiT): 1,535 mg/l

STereR fauTaan P Imy & ford WU (TaIUIoR) g3 24 h

Jare:

B ENIEARELIESKI] . LC50 (Oryzias Iatlpes (STAT HEHT)): > 100 mg/
o Tg & ford Fudh (TauIoR) g3l 48 h
fewoht: we oA IR & Ser IR 3neTid

AR Wae:

ol P fauTedan : LC50 (Leuciscus idus (Teg 3t)): > 100 mgll
P Imy & ford WU (TaUIoRR) §31: 48 h
WIBT: DIN 38412
fewoht: ue SRf IR & Ser iR anetid

SHATT Td o Ae-Xfed ©  EL50 (Daphnia magna (dTex Wil)): > 1 mg/l

ERERCHIESG o Tg & ford Hudh (TaUIoR) §3MT: 47 h
X o ST STer uerd: ofd qEriford iR

T A 67/548/5 3.4, Tag o, 4t 2.
fewuft: ver St Rl & e W snutid
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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facTar &t W R His fauredan T8t

QqTel/SIeT el f fasTadar @ EL50 ( Pseudokirchneriella subcapitata (8% R1aTd (Tesih)): > 1
mg/l
o Tg & ford Yudh (TauioR) g3l 72 h
¥ o ST STen gerd: ofd qEriford iRt
Tt 3 3. . e Fdwr 201
fewuft: ue SRft It &% et wR snerika
facaar &1 T R His fawmaddr T8t

NOELR ( Pseudokirchneriella subcapitata (Bﬂ??la'l?f (Q(-_\:ﬁ)): >
1 mg/l
fordm Tma & ford Tudh (TaTTISR) g3 72 h

T fpur SIM a1 yerd: o gHE Sfer
T 8 S 4t S e e 201
fewuft: uer St IEfEt & T W nuid

Gﬁmqshﬁﬁw :  EC10 (Pseudomonas putida (WWE@ET))»mO mg/l
o Tg & o Fudh (TauioR) §3MT: 16 h
e a1 o a1l verd: Srd wHmEitod 3w
fewoht: v SRf IR & Ser IR 3neid

RTRIT 3R AT

3dadq:

|rsfed ena:

e SAHHUIAT BT & L URUTY: YA & 1Y Wihide dile ¥ SashHudR]
CRISESENHEEISI

SAHHUT: 97 %

o Tg & o Hudh (TauioR) gl 28 d
WI®T: OECD URIefur fg=mg=r 3018

Jqa:

A SAHHOIAT BT & : RO G & 1Y U idd dRid o SHTHHUGRT
CRIEPSENHEEISI

AT e

AP SaPHU BT &HaT ¢ GRUTH: IEUeEd el §
fewuft: uer St IEfEt & e W nuTid

T Sifae J=a=
3AdYd:

Mirtazapine:
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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EICERSERE] . TSITid: Oncorhynchus mykiss (3781 €13<)
TRATHIICRH Thaex (JNITTW): 334
TIBT: OECD TRI&fUT fE=me=r 305

faUTS Turies: (T . log Pow: 2.78

e Ie/ar)

|rsfe® sna:

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

g AIe/ar)

AT Wae:

fayre Ui (T . log Pow: > 4

g Ie/ar)

fardt & miforfieran

3dadq:

Mirtazapine:

TR Hel T fadrur . log Koc: 4.48

3= yfded yuE

321 Iy el

13. fAue ifgard

fAre™ & a8%

/W I w1 7Y (Ter) . P DI AT H Od B |
YT faf ! o=y has |

2fa afd © @l fEs ol 3 o) g9 B are bateiel A Surgdmat ar
T & ford o oma|
IR 3= fafafdy =&t fopan T srorgad Sare & U d
fATeE |

14. URaE= a1

siaxfgia fafraw

UNRTDG

GRATS RN & wu § fafafid T8t

378 T & -3t ot 3R

[ax-Te AUt & w4 ¥ fafrafid T8t

18/20



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Mirtazapine Disintegrating Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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3T TH St oil-dis
@RS I & =0 # fafafig 78t

IMO SUFHRVN & IR P H giiagd &
3Myfef b T Mrsae & forw oy et

IyURTERdt & fore faRiv grawfaar
AT ol

15. faf~ramae Ja=n

verdf ar fireor F i e, W@y, 3R yaiarur & fafawfae

39 ITeA ¥ 3aud fAmfrfad gHa=< v ¥ gfua &

AICS o fuffa =Y

DSL - fyffea a5t

IECSC o fRuffea Y

16. 3= AT

e o fafy ! 30.09.2023

Sifafyad SH&RY

3T XMe & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d@-1d! gel, el

PEIUACB R GRASICE qicd Wiel IRUME a1 GIUg RIS TorT,
http://echa.europa.eu/

feie URey : fqoead

3 A=A & quf arey

ACGIH © guHU| ACGIH HHRET dH (TLV)

ACGIH / TWA ;. g-de, guy- 9o i gd

AIIC - STENfe I Bt SiReferrs al; ANTT - Sford &1 PR Yl uRas Toidl; ASTM -
AT ATt uierr FIRIET; bw - Sial BT Fol; CMR - BRI, Jeol-d a1 Yol favar; DIN -
THA AFSIHR0 IRIF & U AFS; DSL - aiqwﬁaﬁﬂ(m) ECx - x% Wfdfesar ¥ et

TohaT; ELx - x% Ufdfohdr I TSt ST &; EmS - ATUTdbTei Uegdd; ENCS - ﬁwﬁvﬂq
RS Terd (S9F); ErCx - x% gia & Ufdfhd & &1 e, ERG - SUrddIa ufafshar
MEE; GHS - WWWWW;GLP-WWHW|ARC-WW@|§¥TW$W
SeRIPTT i, IATA - SiRIgHT a1g uRkae THRITRM; IBC - 4RI HiET & Gk &l ard
SeTolt & fmfor 3iR Iuerur & forg Tfgar; 150 - 3T Sifman FARIUTAS Jdhg; ICAO -
SRS AR RAFA 6, IECSC - 9 § Hoer IaaRie el 31 338, IMDG - SiRigh
TS TARAP HIS; IMO - SRS ST W16, ISHL - STeNfie JR&M iR WA ST (JTUH);
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ISO - AMSIHRUT & I RIS, KECI - HIRAT HIS[GT TR $de; LC50 - TRI&I0T SMaret
BT 50% BT Gidd Tobgd; LD50 - URI&UN SATETEl BT 50% B Gl WRIH (A °ldd GD);
MARPOL - STgTST & UgWUT 1 AU F o SIaRighr e, n.o.s. - 37 FAfEY &¥; Neh - foret
708, NO(A)EC - 3@did- 7 foar Tar (ufaed) THEa ddba; NO(A)EL - 3@did- = fear
(UfdEd) TG TR; NOELR - TR-3{JdIGH-a1g YT e aX; NOM - TGRS Afdaes fad;
NTP - TP fu-fIq SIHH; NZIoC - T8R! &t ol o $desl; OECD - SiRiE e oiR
I TS, OPPTS - IS JRET 3R UGN AHUH HHATAT; PBT - RITH, Jg-THAH0N 3R
fawmad uerdl; PICCS - IAMEA SR A wﬁﬁﬁwﬁdﬁsﬁzﬁ (Q)SAR - (HETHD) HTT
TfAfAfY Fafer; REACH - JRIUN T¥gE 3R IR UsiahRul, eid, WRISGR R ufady gRug &
fafam= (EC) H. 1907/2006; SADT - Ta-dtadT 3fqge dqHH; SDS - JR&fM Sl 2ie; TCSI - argad
IS uerd gdest; TDG - WARAT WA &1 URdeH; TECI - UTSds T $desl; TSCA -
fauTeRt gerd Fd=on sififgw (Hge sy SAReT); UN - §ga 1Y; UNRTDG - BIM®RS MM &
IRaET R TR Y BT RABINRY; vPvB - Tgd W IR Tgd 9a-THABROT I-F; WHMIS - PT-
RIc] WaRATb AUl =T Jorat

U & ST TMe | SUS THIRM BT dRG B ¢ T THSRI AR I, THHRT SR 3y &
3IIR 8! § | TSR Bl A& ST § JUIEH, TN I3, Uil A, T =, URag He,
fAUe o3 qu1 Bre & o Haa anfeR & wu & fEoma fasar m g qun foe UeR &t ardt ar
T[UTGT T fAfERT 161 [T SITE | Juds Sl it STHeR! 39 SDS & XY R ugart Tt »ad

WW@W@H%HmSDSWWWWM$WﬁmW&Wmﬁ EE]
I UTd H T FdT9T 7T &Y, TRNT - R 94 et 8 Tabell ¢ | It siiaansdi &1 arg 811 W, Uaied
¥ ifaw IadTe o SDS-TH & JuGHIdT HT 3Mbe B Td 88T B, YANT B, Ufshar d
TUT TG TR & 30 3fiE &1 3 ARy e & SHaRY SR Rywii=i ot weften o =gy |

IN / HI
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