ReF—8— b A
Mianserin Formulation i ORGANON
RES ETH: BERES: BIE%ETA; 2019/09/13
3.0 2020/03/23 1601089-00007 FEERA: 2017/05/01
1. EERRUEHITER
tERDBTR Mianserin Formulation
HHEFOESHLH. EMRUVERES
HBEBOSHEET : Organon & Co.
FFr 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES 551-430-6000
BFA—ILT KLR EHSSTEWARD@or ganon. com
RAREREEES 215-631-6999
HREAREUERLOHIR
L2 & EEM
2. ERAEHOEN
2RO GHS 247
HETEEE X452
W EZESSEE (BEEIEL X5 1 (PIEHEER)
=)
GHS SR EFK
lexmxFL oKL
EEMAEEEE bR
fEREEHIER H361fd A£TERENDEEZEDHTNDEEL, BRADEZED
BENDEEL,
H370 figzs (PEHER) DES.
==
P201 EARTICEIRERBAEZAFTH I &,
P202 2 THREFEZHHERET HETMYHEHENI &,
P260 #} CAZMALLILNZ &,
P264 BNk WMRISEEHE K CHES 2 &,
P270 COR T EFERTHEEICT, REXITEEE LA
Eo
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Mianserin Formulation i ORGANON
&S WETA: BIEEE BIEIETA: 2019/09/13
3.0 2020/03/23 1601089-00007 SEMERR: 2017/05/01
P280 {REEFLE MREKR MRERE REmEBERT L L,
HaEE:
P308 + P311 [F< BXIZE BOBEAHSHIBE - EFFICES
TBHIE,
RrE:
PAOS fEdt L TIRET 5 &,
B
P01 Y, BEERR SN NEGRI-EET 5 L,

GHS Y LB WMOERASE
HEREL,

3. MERUHSER

LEME - BEEMDORX A C REY
5%,
b= CAS &BFBS 8= % w/w BERARERE
&5
RARA—F 9005-25-8 >=10-<20 8-98
[Mianserin HCI 21535-47-1 >=10-<20
4, [EREBE
e O A 78 D BHOBEY. S9N T ChBNESEFELIZEEDLES:
ZIT5,
ERNAESICIEE. TEERENHZIESIE. EFDIETE
Z+5,
JRALESE D RVWRAATREES. FTEROBIABHT 5,
EELEEZIT5,
REIZHELEZEES D BEMLI-BE. EBICKHEBEZERTAELEZEDKTELERT,
FELERRE X UHER <,
ERELEEZI(T5,
BEADRICKERERXS.
HEBEERT BHHENERIZHEKS,
RIZA- =184 . FHHEBEE LT, KTRZERST 5,
R H Y T DIESICIIEBEMETEEE 215,
A AATBE D ERFAAATEIEE. BEICHAERRLY,
ERELEEZI(T5,
KTOZx&LLTT L,
EEAGWNGE, O SERICABLEZBN &,
AMERRVERSERDE | S£BEREADEEZZEODETIDEL, BRERADEZEDL TN
Y EE G BIRER DEELN,
B2 DEE,
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RES WETH: BEEXE: BIEIZRETA: 2019/09/13
3.0 2020/03/23 1601089-00007 #EERE: 2017/05/01

EBEZT S EDIRE D BEHEHMAEEIBELNREIZEEZFIL., HEIATWWSE

BREZFEATHE, BROTRERENHSHBEIE. HESD
BYGEAREEZSROCE (BEBE8%25H) .
EMICH T AFANTIREE | XHREBSIUMEREZERTSHI &,

5 KKBFDIEE

WY 75 5E A D KIESE
fit 7 )L 3 — L3 s kX
ZBitxFk (C02)
3R H A E
FoTIXE S ULE XA D OERAL,
BEOREREEHE D BBREBYNDBREIBEICEERZITSZENH D,

HEERGREIEYD D RERERIED
EERILY
) o DERIEY
T4 RELY

BEDHXAE D BEORR EFDREICE C TEYGHEAFRERA NS,
KAHDBRHZE AT H-DIZKEEET 5,
RETHNIEREBEI VT FERKBEEAN ST,
RighoBEESEDH &,

HRZEITSEDRE DORKKFICIE. BREXMTRBEERT 5
REEZFERAT 5.

6. RHFDIEE
AMRICHT HEEEE. RE @ REEZERT D,

BERXRVRIHEE ZEGRYZLDBEL, BAREEDHEEIRIZKS.
REICHY HEEEHE DRBREAOBREEZTE TR TNEGZ S,

REZHALTHD, BAPIENZLEDH S,
BRINERRFKEREL. 80T 5,
REANE LKERTEGMERIE, ABBKISERT 5.

HLERADEVHFEDHFERY | ZEA=-1DEF. BEEINBBRETRIVERY ., BYLES
2 I L. BET D,
ABEREHRE. BETHEICIE. EAEARSIUVEDR
A >THET L&, TORBICFERIN-HEIZDOL
THREKRTHD., EQORUNEREINEIHNEHERT IHEN
H5,
AKSDSDIER 13HELVLI5IZHNT, MABAARSEIUVED
EREORZEDY .

1. BEEVWERUVRELOIEE

k(o
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Mianserin Formulation i ORGANON
&S WETA: BIEEE BIEIETA: 2019/09/13
3.0 2020/03/23 1601089-00007 SEAERE: 2017/05/01

BfTROx SR DR BHLERVREBEOHDEREEEZSHE,

BHER, 2FEBRK D BEYUILGBSEEOTCOAERT S,

R EEE L BRAAELL,

ARE DEfMZERT S,
RE~NDERHOF-IEIREEMEETS,
BISBERAEORRICE DS, EXEMHOBLELSLULE2MED
ETHRECHEVVERYIRS &

RBNOEREMZEHLEL. RE~AOBREZR/NDBIZCTSH L5

9%
Ffih [B] ¢ D ERER
BAEXE D BEOEAPICEENE~DELCEDTRIENHHBEE.

EEBFARDELIZTA ISV VT VRTLAELUVREV v
T—EREL TS,
FERATIRERVEEZZILY S,
BRINERRIEBERAT DANCKET S &

®RE

RELGRESH D EYESRILODOWERRICANTE S,
BiELTRETHI &,
FEOREICH>TRET 5,

BRIt E D OROBEFZEEENOL LITRELAL
SRR LA

RELBHRDEMH D BEHBUVHME MRTL,

8. [F<{EBMHLRUVREHE

ERRBICETIRIBRERR/HFRRE

D% CAS &S 1R (REER | EERE /AR | H#
&) =
Mianserin HCI 21535-47-7 TWA 20 pg/m3 (OEB 3) | &R

SRR K

HEEY HIBR | 200 pg/100 cm’ RNER

RAHB—F 9005-25-8 TWA 10 mg/m’ ACGIH
BB D IS, BRI BRKOERLABE,
EEBICET5BEREEZRIERICHZ S &,
RER
ik ARER D BULEEFRHREENRATELRNES. FXE EHEM
THZEAIA FSA VOEENDIEENTEIN-EEE. IF
MREREEZFERALELL S,
T4 E—24T D WHITFRYA T
FOREER
ME D MEAREFR
= D BERYEOERESLEIZKY. BEBICE--IEtEYEHETF
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Mianserin Formulation - ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
3.0 2020/03/23 1601089-00007 #EERLH: 2017/05/01

RORESR

RERUVEEDRER

REESNTE, CORANFREZBT SRME DN -T
WL, FREFERICRYEBEZD. BREXICERTSL
ROFROMEFMEMLZFROUETICHNEDE S &
EHET D, KRERTORERICEIFZERS,
ROBEAREEZERT S :

REERER

LT — 2 B L VBAICE 1T BB TR DTl <&
SVWTHENGRERZERT S5 &,

FRBEEORER (FR. §ET. R#GE) ZFERATH
ETRE~NDEMERTS,

9. MEMEKLEHEE
PIRR R
&
Ry
R LW EE

AR BRE R

BRI ER RV HHEER

gttt (BER. =K)
AIATE (&RiK)

fE R ER

KOA bADATHRTA b
T—R7L

T—R7L

T—R27%L

T—37%L

SlRDfERME LTHESA TGN

F—a1L

ﬁ%?ﬁﬁ&Uﬁ%i@ﬁ/Tﬁmﬁ

BREEHE DO LR / "ATA LRIE
BREEHED TR / AIATRIE
EIPS

BRENRE

¥hE
BHaE (ENGTEER)

BRE
KiztE

n-A%9 %/ —IL/ KD ERFRH
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Mianserin Formulation i ORGANON
&S HETA: BEES: BERET B: 2019/09/13
3.0 2020/03/23 1601089-00007 #MEERLB: 2017/05/01

(log fE)

ESRUE o T—Aa4L

BERV/ XITHENEE

HE L T—AnL

Gl L FosEL

B AREE D T—8%L

IR ©ORIBEM

B4 D ARBEBIEEMEE LTRAEESALL,

PR P e

P

HWFHA X L T—AHL

10. REMRUREHE

RiGTE D RIGHERE L TRIES L,

LR EN D OBEEORETIEIRE,

el B E RS AT RE OEBUOBRERIERIET S ENDH D,

BT HNEEH MR,

EMERME D ERER

ERAE G RRERY D BRAEGOBERMIEH SN TV,
1. FEHEHER

AREEOHLEERBOER @ KEEM

23304

RIZA-=-15&

2uEH

FIFATARE R IEHRICE DK R Y DETELLY,

B

SMEM #0) D AMEMHERE > 2,000 mg/keg
ik SHEIZKDAZE

RA—F:
SME%E #E0) : LD50 (5 k):> 5,000 mg/kg
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Mianserin Formulation # ORGANON
RES ETH: BERES: BIE%ETA; 2019/09/13
3.0 2020/03/23 1601089-00007 FEERA: 2017/05/01

aSNEE (BR) : LD50 (U4): > 2,000 mg/keg

Mianserin HCI:

S2ME% @EN) : LD50 (5 v k): 780 mg/ke

LD50 (%2 R): 224 mg/kg
SMENE (ZOMMOREK) . LD50 (w2 R): 32 mg/kg
BEZE: FBIRA

REBRYE/Ri#HE

FIFRRTREAERMICE DR Y DB TEAHLL,

B4

IIIIMianserin HCI:

e DT —ANRTREBLTUVWADTHEINTULELY,

RICx 3 5 EELGEEY/IRR#E

FIFRRTREATIERMICE DR Y DETEAHL,

B%:

RARA—F:

(= S

fER D BRAOFIEAL

Mianserin HGI:

|liE= L F—AATELTLADTHEINTULAL,

PRI 28 B VE 1 S I3 B2 8 Rt

RIER{EY

FIATRE T ERICE DR YNFETERLY,

IR A BEAE T

FIATRETERICE DR YNFETERLY,

B

R —=F:

HERA A T D REFIURAE—Ta VAR

REDTHEK D RIS

[ D EILEY R

fER CoEH

7114
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Mianserin Formulation i ORGANON
RES WETA: BIEEE BIERETA: 2019/09/13
3.0 2020/03/23 1601089-00007 #EVERL B 2017/05/01
Mianserin HCI:
5 DT —ARTELTWADTHEINTLL,
HIEMIERRYE
FIFARRERIEHRICE DCRY DETELLY,
5%
AR —F:
in vitro TOEEEEMN D R4 T MmEMERNSEIREARETERER (AMES)
HR =N

Mianserin HCI:
in vitro TOEEEEM D BEBRAq T BETFRATESER
ER: Bk

R
#E BLUT PELLFELONT—2IZEDIL

HERY A T kR B DR
R
HE BT PEMTONT—RIZEDL

HERA A T in vitro BEBYMARECTFEESER
R e
HZE: BT smEanrodontk-7—422&ED<

HERY 1 T FEH DNA & REER
R
#E BLUTYPELFELNT—2IZEDIL

in vivo TOEESMH D RERA A TR ER
B Svk
MR 558
BREZK &0
R 2
BE YT 2ELIEONET—2IZEDL
EHAM
FIFATATRE R IEHRICE DK R Y DETELLY,
5%
Mianserin HCI:
iEE D T—ARTRRLTWADTHEINTULVEL,
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Mianserin Formulation - ORGANON

RES HETH: BEBES: BIE%ETA; 2019/09/13
3.0 2020/03/23 1601089-00007 #EERLR: 2017/05/01

s

HEREENDEZEDEZTNDEL, BEANDEZEDEZTNDOEEL,

B%:

Mianserin HCI:

EIRICK T HE © HERAq T ENEA

By kAR

45 A: NOAEL: 100 mg/kg {AE
MR ZREICEEEL, , BTHI~OEELLEN

HERA A T EEA

Sy bk AR

4 5EH: LOAEL: 30 mg/kg AE

R ERAIEEAE, , NEKESE, RERAH~OFE

BIROEBE~DEZE D HERAq T RE
B oy bk
BRERE KT

FAEFM: LOAEL: 10 mg/kg AZE
HBR EROER~NDEE,

BN -

B Ivhk

FAEZM: LOAEL: 3 mg/kg AE

R READFE, | HEFZEELL,

HEBA24 T EH
ooy
BRBLOLERROKE, , #IFZEFALL,

BN -

B wHR

FAEZE M NOAEL: 30 mg/kg AE
R BRORBE~DEETZL,

S - TEAAVE D HTERENDERZEDOBE TN, BEANDEZEDOETH
DEELN,

FERMEASYE (BEETCR)
fides (PHEMHER) DOES,

5%

Mianserin HCI:

TZRfiE R D hIREEER
TEAAD R D BRoE=E,
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Mianserin Formulation - ORGANON
WES ~ ®GIE: BEEES: STESETA: 2019/09/13

3.0 2020/03/23 1601089-00007 #EERLH: 2017/05/01

FERMRBSTE (RETCE)
FIARRELERICEDCRY DETELL,

RERSEH

B

R —=F:

2 D9w kb

NOAEL . >= 2,000 mg/kg

5K D RIEEA

IRERRE 28 Days

Hik : OECD HE&HA K> 4> 410

Mianserin HCI:

2 Sy kb

NOAEL : 30 mg/kg

BEZK C#0

IR SR . 6 48

l-ES D BELAEERESRESIN G,

2 PN

LOAEL ;3 - 30 mg/kg

BEZK 0

IRERRE =

JiE K D ARERY

BRAAEEN

FATRESERICE DR YNETELL,

AEIZH T 5 REEER

B%:

Mianserin HGI:

| A L EERATREEEDS TN,
MFRSGEICRIEERZT CENH S,

RS HEfi D EE EEIAORRENEZELH D,
BREZRBTH_ENH B,

RICA-T=1B& D EE BRENBTSIELAH S,

RAIAAT-IHE CEK AR RAOFE, O/F, i, EE, RE
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Mianserin Formulation - ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
3.0 2020/03/23 1601089-00007 #EERLH: 2017/05/01

REY - R
FT—A271EL
EHEENE
B4

Mianserin HCI:

N~ 4%/ —IL/ KDEREL : log Pow: 3.36
(log 1)

£ OB
F—auL

VU RAOHEE
JER
poEERE
F—a#L

13. BELDEE

BEEHE

BRREEY D WA BBREORGICHVNLST S,

BRRBRRUVEE D EOBRHFE VYA IOLFERRREDC-OIZ, BRI
BEEYMILEEEICRTT S
BICHEENEWMES., REARELTEET 5.

14 BELDEE

ERRR

e L a5 (UNRTDG)
el E LTHRElESh TOEN

fnZ2im;= (1ATA-DGR)
el e LTHRElSh TGN

3 &% (IMDG-Code)
el e LTHRElSh TGN

MARPOL 73/78 MiE & 11 RV IBC 2 — FIZL 5 X oRAMESh S BFEME (Y - EZL)
s h - IKEBOHMIZIZIEZS,

PR il
EnREDERF L, HEB 15 2838 I 5,
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Mianserin Formulation - ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
3.0 2020/03/23 1601089-00007 #EERLH: 2017/05/01

15, BRZES

BAE %R

HBAE

fElEY. BEARMICKE LA,

LEE

BELEYE. BERCEYE. BAFMIEEMEICKE LA,
HEREMEE

HESEHNBIEShIEED

JERRY

HEOHUERITEREZHEEY

JERRY

REREE LR AR NE

JEELY

ZEREOBRHoh-LEYE (RFLEHHE)
JEELY

ZFEREOBEHON-EEME (FREHEEDE)
JERL Y
ANELBHNITRECRVRVEED
JEERY
BHEERTIRECRVRVEED
JEERY

RELCFEMEREFEHRA

JEERY

e RRRAI

JERL Y

FILEIILRhETHHRA

JEELL

ARBEFIPEFERA

JEELL

FERES/MEEETS - WRE— (EEY)
JEELY

SR URIMEFE

JEELY

LM EEHIBEEEREE

JEELY
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Mianserin Formulation

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
2020/03/23 1601089-00007 #EERLH: 2017/05/01

3.0

BEARRRE

JEEL Y

DE 00803

JEEL Y

ez & ik

fElEYE L TRHEI S TULVEL

sk

fElRYE L TRHElSn TULVEL
BESRFRVUBLEEONILICET 5EE

-5 ORGANON

(£ 5 iEHEE ERAEMEICEZE LGN
G TpeS EEEEMBIZIEZY LA
FREE R U1 F P SR
MERBHERY (@ - @A)
JES% Y
BEMERBAERY E@H - @A)
e Y
BEEVOLERVERICET 5ikE
EEXREY
COHBORSIZODVWTEEAS ARV M) —~DEREIER :
AICS E
DSL R5E
IECSC E
16. ZDHDIER
5| A3k B T—4 . EME SDSIZE S F—4. O0ECD eChem

R—2ILE X UEIMNEEWMER http://echa. europa. eu/ D&
RIER

URIN—=2a VDb ERSNEBEBRFANETE 2 AR THRARTINATLES,

Bt Z2+—<v b

EDHDEEEEDEX

ACGIH

ACGIH / TWA

#/A/8

KE, ACGIHRFEE (TLV)
8 Fefdl. BrfEMMEFY
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Mianserin Formulation - ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
3.0 2020/03/23 1601089-00007 #EERLH: 2017/05/01

AICS - A—R PSS UTIEEMEA oAV R —; ANIT - TSV IILEREEMES, ASTM - XE
MHAREBRBE, bw - AE; OR - RAM, ZERM. £BEEELHLIE SN LHME, DIN -
KA VRKRIHGSESE, DSL - EAYME IR b (A7 %) ECx - FED XWOREERIZT EEZ
BNBEE: ELx - FED XYDORIGZERIFT EEZONDIARTEA, EnS - BABORS D
—JL; ENCS - {LBEDEBFILEME Y X b ErCx - BN XWORGERIZTEEZONDK
RE, ERG - BRXDF5IE; GHS - H#HRFAFMI X 7L GLP - HAEREMIRE, [ARC - EE
PNATFEHES; [ATA - ERMZEEERS; IBC - BRIEFRDIEISEEZD-ODMAMDIEE
RUHRICET 2EMEHEA] 1650 - 50%fHERE. ICA0 - EFERRMMZHRE, [ECSC - HhEIR
FiLEMELRLE, NG - EEE LAEMRYBRIE, IN0 - EREEMEE, ISHL - F@ReEE%
(BA); IS0 - EFZEZE{LHtE, KECI - BEBRFILEMERL R, LC50 - 50%EIERE . LD50 -
50%EE (CEHEIEE) ; MARPOL - MAAICK BFLDHIED-ODERRSER: n.o.s. —
MANETRINTNSEED %R, Neh - FUFREL NOWEC - BESHFEREE, NOAEL -
BETHFELAN)L; NOELR - BEEEHEZEAREIE, NOM - A2 anXFRE, NTP - XKEE
REMTAT S L NZloC - Z2—C—F 0 FIEEWEAIR, 0ECD - &ZFIH HEAHHLE. OPPTS
- tEMERLM - AFLR; PBT - oMM - £RERM - A WE) ; PICCS - 7
1 JEUEEMEA R R —; (QSAR - (FEHM) #HEFEMEHER. REACH - EEPEDE
$%. FTME. 3R WHLUEE (REACH) B9 53#RA| (EC) No 1907/2006; SADT - B2 hNE7fi#
BE, SDS - BRET—A2— |, TCS] - BEILEMEA R ) —; TG - EIRYE@E,
TSCA - BEWMEREE CGKE); UN - E&E; UNRTDG - ERSES R Ee1%; vPvB - JEEIC
#OMRUIFEBICESEEME, WHNIS - XS5 REKRESTEVEFRC AT L

CORET—RI—FUUT TSDS) &0V3) TRET HFEMUT TRFEHI &0V D) K. xEH
BEFRICENT., BHOKEOHNH. BFHR. RPERDLETERTHLHEHIHLEZLDTY,
AIFHIEL, HEOREGEIEKL., FHA. LE, RE, X, EERVCRRICETSIHI IR E
LTOAERSNTEY . WA BSRIERIIREREEZLTHLOTEHY FHA, KIFHIE.
SDS DEEEZICRESN TV AIRESNEHAICHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETOXPTHEASNDBE. AXFRITERNGVRY . BRICEAESEOATEEMS
BAHYFET, AEBOEREFSMICEV TR, RERRVHERZTEZERY 55HRIC. TRES
MORBRBERBICETHERHEMOBEY LT ZEH T, FRESMUOERT 2HETOREDKR
[LHETHARHEBOEKEL., FA. LB, RUOREIZOVT, #EEEWVLES,

JP/JA
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