REF—5y— b

Tibolone Formulation

RE= WETH:
5.1 2020/10/16

Apuhlic

-5 ORGANON

BEES: BIEIZET H: 2020/03/23
16994-00020 #EERCH: 2014/09/30

1. E#R R UEHIER

LERD BT

Tibolone Formulation

HicE O AH. FRRUEEES

HieEDORHAT
=320
BREES

BEFA—ILTKLR

Organon & Co.

30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302

551-430-6000

EHSSTEWARD@or ganon. com

REREREES 215-631-6999
SRR B UME A L O FIRR
HRERZ EXM

2. EIRAEEOEN
{250 GHS 2%
EMNAHE X5 2
AhEEM X4 1B

HEFNEREE (REERL

=)

GHS SRILESE
BRRXIEZD VR

R ML EE
EREEERER

X5 2 (B, A7 BR)

2

fabx

H351 ENADEETNDEL,

H360F 4£JERE~NDEHZEDE T,

H373 REAICH 5. RIEIREFLBICLYVESE (B ADD
%) DEFEOETN.

REXEK:

P201 EFARTICERRERBAE ZAF I H &,

P202 £ THREFIREHFAHEMI D2FETMY /b &,
P260 3 CAZRALIEWN &,

1/14



ReF—2U—F A

Tibolone Formulation " ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
5.1 2020/10/16 16994-00020 EERL B 2014/09/30

P280 IREFR REK RERE BREmMEERT DL,
CREE:
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SEHRTERITHI L,

7rE:
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4. [ERHEE
—HRE 7 KA R D BHOBER. SN TChBVWEEZFELICEEDSES®
Zit5,
ERARSICIBE. THEIRENHZI5E1F. EEFDIETE
25,
WA LI5E D RVWRAATRESES. FGEROBIMABEHT 5,
ERLEEZI(T5,
BEICHE LI5S D BEfMLIZEE. BEBICEEZRITALZEDKTHLTRT .
FERLEKRRE X UHZER <,
ERNEEXZ(T 5,
BEADRICKRERS
HEBERT BRICTERITES,
BICA-T=1B& D BIZASEBEIZEK., KTELTT
FEAH Y T HIESICIIEEKETESRESZIT5,
RAFIAATEIGE L ERIAATEIES . BEIZHAEEL,

ERLEZRITS,

2/14



RET—RI—F A
Tibolone Formulation -z ORGANON

RE= WETH:
5.1 2020/10/16

BEBES:
16994-00020

BIEIZET H: 2020/03/23
#EERCH: 2014/09/30

BMERRVEREERDOR

HEELGHIRER

HREEZY 2EDRE

EEICH Y HFFRTTERE ¢

KTHAZELLCTT L,

REBNADEETNDEL,

HAERANDEZEDE T,

R#IH=5. REREFZLBICLIBHOEEDES TN,
MLALDEMICEY ., KEOHEMLERIBETEENS
EHFREMEN D D
BLANIRIZAS &, BHBHBRIBSEEZ S ENH D,
HORSERFBELDREITEREZTLL., HESNTULSR
ERZHEATHI L. BROTFRENHDSBEIE. HESD
BYGEAREEZSRBOCE (BEB825H) .
XEHREBSURMEREZER TSI &,

5 KKEFDHEE

B 75 H K F

FEoTIFE DR LVERF

JKIESE

it 7L a—)LasHE K Hl
ZBitx®k (C02)

3 2R 5E K H
MEAL,

BERUVRARREE

REICHYHEIEEHE

HLADORVRHEDAERY

2

BHEORIKRAEM BMLADEMZERITS, ZEXFICTHILEEOHME CANS
BLTHBYBKRENFET DEHNLABRRDERLH S,
RIBEERM~NDBRRIREICEERETEENH D,

HERBERIEY RREIEY

BEDHXAE WGORN & BHQIREICIE C CAYGHKFREZRL S,
KAHDBRHZE AT B-DIZKEEET 5,
RETHNEREBEI VT FERKBEEN BT
RighoBEESEDH &,

HRZEITSEDRE KKEFIZIE, BIeXMRBEERT 5.
REEZFERAT 5.

6. RHFDIEE
AMRICHT HEEEE. RE © REEZERT D,

REBMYZLNDT KA R (BB T %38) ., AARE
Bo#RERICEYN (EE 8 E3H) .

RE~OBHZEITSZ &,

ZEZEHELTHL, IAPIERZLEDH D,
BRINERRFKEREL. 89T 5.

A E LK ERTERWMERE, A BBERICERT 5.

CENELDE, FEEINMBERETRIOERY .. BYGES
L. BEY 5
BLADZERHADRBZETD (TabL, HLADEBRL
EREOEEZERICE HER -
BLANZERHIC+RLRRETHREEND LERIEDEEY
ERHETHDT, RAICHLAZERSETEELAL,

3/14



RET—HFV—F

Tibolone Formulation

RE= WETH:
5.1 2020/10/16

Apuhlic

-5 ORGANON

BEES: BIEIZET H: 2020/03/23
16994-00020 #EERCH: 2014/09/30

ABIEHRE., BETIECIE. EMAFEAEBLIUVENR
B> TIBTEZ &, TORBICERASAE=HMEIZDL
THREANTHD., EQORANBEREINEHZHERIT IHEN
H5.

ASDSHDIEH 13H LV 15I2HNT, HABBRKELUED
ERFIOEEDHY .

1. BEVWRUVRELDOEE

&L
530 :0PS S

BFrEER, £AHBK

LRERMFKIEER

Ffih [B] ¢
BAEXE

EMEIEME

REUBRLEMN

HEINBHEL., FBEFXMIGIKLEREZSISECT &
nHbB,

BRMGER, EE, FREREEFRERG EOBU LT
HEZHET D,

THGBIANTELNERIL. BFAFREEZEAL T
YA

REORMRIZFF TR,

BMLAZRALGWNI &,

RARAFELN,

REDEMZERTD,

RFWNRIEREZ L CHES &,
BESBERAETEORRICEDE, EXNHOFESLIUREND
EITHREICHEVLERYES &

BREFHALTHEC L,
BLADERMEEEZBARITS,
FERALGWMGSICEBRHZRAOTE .
BORKBENDESIT D,
HEIMBICH L TPHREFRZLEDC &,
CHOERZEFERITHEEIT, RBXIFREZ LGN &,
RNOPREEMZEHILL. REAOBRHER/DIRIZTSHEL S
9%

FRAEHI
BEOFEAPICEENE~NDECEDOTREMENH HBEL.
EEBFADELIZTA ISV VT VRTLELUVREV v
T—ERELTSESLY,
FERATIRERVEEZZEIEY S,
BRINERRIEBERAT DAICEKET S &

BHESRILODW=BBIZANTH <,
BiELTRETDHI L,
BELO-NMNYEAD D,
ZEDHEIZ->THRET S,
ROBIFEHE VS L LITREELEL
SRERE &

BESREWHE: MRGL,

4/14



f é 7-‘_ a :/_ F Apllhlin
Tibolone Formulation " ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
2020/10/16 16994-00020 EERL B 2014/09/30
. [EKEBLERUVREEE

ERRRICETIMSRRBERR/FFERE

B4 CAS BS B (BREF | EEEE /AR | Kt
9] B
RAE—F 9005-25-8 TWA 10 mg/m* ACGIH
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EEREY

COHBOESIZODVWTEEAS ARV ) —~DEREIFER :

AICS N

DSL N

IECSC N
16. ZDDTER

3| Ak D BHEMT—42. EHME SIS IcHE DL F—4 ., 0ECD eChem

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

BftZ7+—<v b+ . #/RA/H

ZDHDBREED £

ACGIH . HE, ACGIHFRFEIME (TLV)

ACGIH / TWA . 8 EERE. ERRAMETH

ALIC - A—R S UTDIELFERASA AV RY; ANT - TS DILEREEME . ASTM - K
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FAURBHEELE DSL - BERYMEIR L (BF4%); Ex - FED XWORIEERET EEZ
BNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BRERKOR TP
—JL; ENCS - L BEDBEFLEME )R b ErCx - FED XWORIEEZRIFTEEZONDHL
R&R, RG - RERBOFEIE; GHS - HRBM X T L GLP - HEREMERE: [ARC - EFF
NATRZEE: TATA - EEMZEEERS: IBC - BRIEFHOESRELXD-HOMMDIEBE
RUHRBICET 2ERERAN; 1650 - 50%EFIRE: 1CA0 - ERRMEMEME; 1ECSC - PER
FLEMELE, INDG - EfFELERYRRE. IN0 - EFESHE, ISHL - 3EBREEEE
(BRF): IS0 - EFZRECHE. KECI - REBRFLFEMERE: LC50 - 50%HIERE LDSO -
50%EEE (FHEILE)  MARPOL - MMAIC L S 5R DD -HDERSE, nos. - I
MBAMNARSNA TS LD ZERRC; Neh - FURAL NOWEC - BEEZMHRERE, NOAEL -
BAESMRZEL AL NER - BEEEZEEFES NOM - A £ 23EA NTP - XEE
REMTOT S L, NZIoC - —a—2—F v FMEZWME AR, OECD - 23X HEASME, OPPTS
- LEZWEZEMN - 8FHIER, PBT - MO - ARERENE - AEHEWE)  PICCS - 2
A VEVLEYEA AV Y — (OSAR - (EEH) HBEEMEE. REACH - LEMEDE
f. FME. 2B WS KL UVEEE REACH) (ZB§¥ SFRAI (EC) No 1907/2006: SADT - B INESfE
BE; SDS - RET—4— b, TCSI - BEBLEYMEASA AR ) —: TG - ERYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEENS, vPvB - FEEIC
HAOMRUFREICHEEN, WIS - EXSRIRFEUEVERBR AT L

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V D)K. FEH
BERICENT., BHOKEOMH. FHR. RMESDLETERTHASEHIHLEZLDTY,
AIEHIE, HEOREGEEKL., FH. LE, RE, #E. EERVCRRICETLIHAI TR E
LTOAMERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY A KRIERIL.
SDS DEEEICRENTVARESNERKICHTSIIOTHY . AFZFELAMORR EBAHE
HET, XETOXPTHEASNDBE. AXFRITERMNGVRY . BRICEAESEOATEEMS
AHYET, ABEBOFERABESMICEV TR, FERRVHEZEZEZERY 55812, FRES
HORBREZICETH2AHADOEY LM ZEH T, FRESMOERT 2HETOREDIKR
[LHTHAHRBOEKL, FA. LB, RUOREIZOVT, EEEWLES,

JP/JA
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