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Corifollitropin Alfa Formulation

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/29
26212-00023 YEERABR: 2014/10/29

SEETERZITHI L,
RrE:
P405 EfE L TRET H &

BE3E:
P50l N, BBREAZDIN-WIEHRICEEST S L,

GHS T EICRZ L L E LMD EIRAEE

HMEZL,

3. MHERUHSER

LEME - BEEMDORX A BEY

5

[d=aE CAS B S A= (% w/w BN B
&5

FERE 57-50-1 >=1-<10

Corifollitropin Alfa 195962-23-3 >=0.01-<0.1

RYTFLY FYa—L vIL |9005-64-5 <0.1 7-110, 8-55, 8-

E2Y E®/592)L—F 55

4. [ERIBE

—REET FNA R

RALF-BE

KREIZfHE LI=5E

BICA-B&

RARAATIZBE

AMERRCERMEERDOK

HLERGRHIRER
BREEZY 2EDRE

EHOBEN. AT ChEVWEZEELICEEDEE*
25,

ERARSICIHGE. THEIRENHZI5E1F. EEFDIETE
25,

WUVAATZIGE. IR EROGE~BET 5,
ERLEEZI(T5,

EML-5E. ELICREEZRITALZEDKTEVRT,
BERLEKRE L UHER <,

ERNEZZ(T 5,

BEFERAORICKREXS.

HEBFERT HRICERITES.
FRHBEE LT, KTRE%RET 5,

REAH Y T IS SICIIEEKETREREZ (5,
RAIAATEEE ., EEB(ZHEMELY,

ERNEEXZ(T 5,

AKTcOELLTT,

EERENDEZEDE Th,

HOMAERFBELDREITERZHLL. HESATULSER
ERZERATHIE. BROTFRENHSHBEEIE. HESD
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5. KUEFOFEE
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BHEORKRAEEM

HERGEEIEY

KIEFZ

it 7 L3 — L3 sE k|

ZEg{bkFE (C02)

R H M A

MR,
BIREEBRY~OBREIBEICEZRIZIHELH D,

RERERILY)

BEDHEXTGE RGO & FDRKFICIE C CGEY)GERFRZAL S,
KAHDBRHZE AT H1=DIZKEEET 5,
RETHNERBEI VT T ERKBEEN ST,
REgMoRBESEDH &,

HRZEITSEDORE KKBFIZIE, BIeXMRBEERT 5,
REEZHEAT D

6. RHFFDEE
AMRICHT HEEEE,. RE © REEZERT D,

BERUVRAREE

REICHY HEEEHE

HLADORVRHEDHERY

2

ZEGMYFZLDT FNA R (HB T ES]R) O, BARE
BO#REERICEN (IRE 8231 .

REBE~OHREZRITEH L,

REZHRALTHL, INPIEFEIhZELEDS,
GEBEICIEESIDEHC HLCRADERITAALN)TRHE
I2&3),

FRINF-HRSEKEREL. UnT 5,

RENZE LCERTELEWNESIE, thABARKRIZERT 5,

FEMGRINA TRIREE 5,

ZEICCENBE. WRIEZZELZEDBEYLGH CAOFE
FHELT,. BALGHWVWESICTEHIE, WREICERALEZE
MERDTTRWEFBZENTEEBEICIE, BULLEY
BEEULRBRANICRET S,
REYMEZELRINEITHRET S &,

ABSZHME., BETIEICE. SHAFEAASLIVEDR
A >TET L&, TORBICFERIN-HEIZDOL
THLRETHS, EORAUNBRINEINEHERT ILEN
H5.

ASDSNEBE 13BLUI52HNT., HABAKRBELUVE®D
EHRHORESHY .
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1. BREVWERUVRELOITE

: 0674

F AT RO %t 3R DK EBLERUVREREDHEDEERNKRESE,

BrFER, 2B D TR GHBRRATELRNGEIE. BREREEEFERALTCE
AW

REMIKFEEIE D BRBOKRRIZHA T,
ARRORXATL—I R FERLGAFTLZL,
RAAE LN,
REDiEfMZE RS,
BISBERAEORRICE DS, EEXEHOBLELSLULRE2MED
ETHRECHVERYIRS &
BREFRHALTHELCI L,
RNOCEEMZEHLEL. RE~NOBREEZR/NDMEIZCT S L5
29 %,

Y fih [ 8% D OERIEH

BA XK D BEOFERTPICIEEMEADIXS EDOTRESELH SHIHEIL.
EEBFROELICTA IV VT VRTLELIURED Y
D—%HJ/EBELTLEEELY,
FRABIHRERUVEEEZZILT S,
BEINERKRITIBERAT DHIKET S &,
77U TADHBMEARL—TavCFk, To2=70
vhOo—)L, BUGEANBESRE., BULGKRLESKLUVF
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Ea—%¢8CENAHYET,
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BRELTRET S L.
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RERRROVEMH DESBUME MRGL,

8. I EMILRUVREIEE

EERRBICETIRABRERR/HFRRE

5%) CAS &S 1R (BB | EERE/E2ER | HH
&) E/HFBRE

B 57-50-1 TWA 10 mg/m’ ACGIH

Corifollitropin Alfa 195962-23-3 | TWA 8 pg/m3 (OEB 4) AE
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W ERRLET BRI, BYLI—VILEEFRT S,
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AEEMEN HDBEEE. TJ2—RA—ILEE LLIEZFDELID
L7 z—RBEOTIOTFI a3 vEBRALELLS,
A=-T74—LH LLIEEBRERHI—FEFALEL LS,
MEREABEHLEWVWESIZ, EEINDIZIRVICEIE, K
FBOH—AUbEEMLTERALELLES B, RY—T
Ly, 70>, EFR, FOMETR—YHE) ,
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TLEELY,
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&S WETA: BIERE BTEIZRET A 2023/09/29
8.0 2024/04/06 26212-00023 YEIYERBR: 2014/10/29

HiFHA4 X o JEERY

10. REMRUVRIGHE

R D R E LTIERESI AL,
LR EM D BEDORETERE.
BERAEE RIGATREMS D RBROVBERIERIGTEIELR DS,
BT EREEH DORRAEL,
RffEIRYE D ERMEH
BIRAEZELDRERY D BRAELSBERMIIHM SN T,
1. EE%ER
AREED HEHRERBOER © |A
R &
EH
RICA--1B&
2SSt
FATTRELIBRICE DR YDETELLY,
5
R
ansEd (&0) © LD50 (5w k): 29,700 mg/ke

RUTFLY FYa—iL YILERY E/F9)L—Fk:
2HEME ]RA) : LG50 (5 k):> 5.1 mg/l
REEEREME: 4 h
HERBEE MLA/SR b
TERAAV R COYMEE-IZESYIEIREORASESE

(A
REBBYE/R#EE
FIATTREERICE DR Y DETEAHLY,
%0
RUTFLY FYa—)L YILEERY E/59YL—F:
2 YA =
Hik : OECD SRERH A K54 > 404
fER D EERIEAL
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B
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A%
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A2 T
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i
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YILVERY E/F9UL—hk

e
BRA~NDRIFE L

METERL,

YMETERLY,

‘/)bl:”;‘l/ E/S9)L—h:

IFIovA4E—2a VAR
R RS HEfi

EILEY b+

OECD HE&RHA FS1 > 406
P

FIATREAERICEDRYDETELL,

%

HERE:
in vitro TOEEEM

Corifollitropin Alfa:
in vitro TOEEEM

in vivo TOEGEMN

HEBE A T in vitro BALBMAIEET ERHRER
SR Rt

HEBRY 1 T WMAEMERA VS BEIFRRALEHER (AVES)
7% OECD HBRAA K54 > 471
BER e

HERA A T in vitro EEEMHMBEEGCFERESER
TAMRAT L B MY UREBEREHRR

Hik: EEBEM(in vitro HELEMEE 2 HEER)
R

HER A 4 T IMEERER
B oy bk

8/15



ReF—2U—F A

Corifollitropin Alfa Formulation i ORGANON
&S WETA: BIERE BTEIZRET A 2023/09/29
8.0 2024/04/06 26212-00023 YEIYERBR: 2014/10/29

ik EERE (MMEEER)
BER

AEMRERRME - 7ERA 0 RENECEBERRERERRELTHET S LETER
vk LY,

RUTFLY FJUYa—)L YIWLERY E/F9)L—Fk:

in vitro TOEEEME D BB T MEMERAVSEREAREESER (AVES)
R =

BNAE

FIFETREAIERMICE DR Y DB TEAHL,

HTEEN

HERE~NDEZEDE TN,

B4

Corifollitropin Alfa:

FIRICH 3 558 Y - A
BRERZKR. KT

—ElDAELARM: 2 d
BB F1: LOAEL: 2 pg/kg
R BB

REDEBE~DEE C BB 4 T ZREEH / VWHERE
B oy bk
BER® BT

F4FH 4 LOAEL: 0. 8 pg/kg
R BERRIEELE
&% ERAEBOT— FIEAR & EBEBE&,

HERA 4 T 2HEEe S / MEBRERE

& oYy

BERE KT

F A& LOAEL: 0.9 pg/kg

WER EFAREME, | BREEELE
HE: EREEOE— FIXAR & EBEZ,

AREEME-TERAAUE D BYRRICK D EMMEBERS L URBENELENAEICH
%)o

RUTFLY FYa—iL YILERY E/F9YL—k:

BIROEE~DEE D BB T ZRMNELUBERE
B oy bk
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Corifollitropin Alfa Formulation i ORGANON
IRES WETH: BERS: BTERET H: 2023/09/29
8.0 2024/04/06 26212-00023 #EYERL A 2014/10/29
BEREK: SRAAAEBE
R a
HEENEREE (EEITECE)
FIFRETREAIERMICE DR Y DETEAL,
HEENEREE (REEXCKE)
FIFETREAIERMICE DR Y DB TE4HL,
RERSSH
B5:
Corifollitropin Alfa:
& S AV S
LOAEL :0.000164 mg/kg
BREEB . KT
i 5= B R 13 @
(LA D OHERR, WaowR
& N
LOAEL :0.00041 mg/kg
BRER® BT
IRERRE .39 &
(LA D W%k, HEIESR
BAIAREN
FIFETREAERMICE DR Y DETEAHL,
MEIZHT ZREBFHER
5
Corifollitropin Alfa:
"ﬁkﬁi&/ut“ii-é DOfEMK ER, HEE KPS AEOER
12. BEEZEER
SREEM
5
RYTFLY FYya—i YIERY E/59YL—k:
y: k- . LL50 (Danio rerio (€757« va)):> 100 mg/|
IREEREME: 96 h
Hi%: OECD HE&HA FS 4 > 203
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2024/04/06

BBES
26212-00023

Apuhlic

-5 ORGANON

AiIEIRET B: 2023/09/29
#MEERLA: 2014/10/29

SOVIFEOKEERHY ¢

RAEZERE (Daphnia magna (A4 =2>0)): 10 mg/|

[Zxt9 B &M (IBHEM) BEEERERT: 21 d
7% OECD HERHA FS5 14 > 211
REBHE - SR
%
RUTFLY FJYa—iL YIVERY E/F9YL—k:
$ R R S,
EofR: > 60 %
AREE R 28 d
HEREEY
B5:
-3
"mxaa/—»/mﬁm%ﬁ: Pow: < 1
(log &)
TiEPDOBEM
F—aHL
I UB~AOBEH
JEEZY
thoEEEE
F—aL
13. BELOZIE
BEAHE
BRAREY A BREOBRFIZHE VLS T B,
BEYE TKAHEELTEES L,
EERBRUVAE ZOER/IE. VA IONLFERITERED-HIZ, B[ % ZIT1-
BREYNEEEIZEITT S,
HICHEENEWNMES., RERARELTEET S,
14, WX LEDEE
3538 ]
[ _L &5 (UNRTDG)
EEES IEEZY
E&#i% 4 (Proper shipping e
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Corifollitropin Alfa Formulation
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-5 ORGANON

IRES WETH: BEERS: AiTEIRET A: 2023/09/29
8.0 2024/04/06 26212-00023 #EMERR: 2014/10/29
name)

E&E 5 %8 (Class)
BlRfEE M (Subsidiary risk)
B ER (Packing group)
Z~R)JL (Labels)

REREEN

#2282 (IATA-DGR)

UN/ID &% (UN/ID number)
EE&i% 4 (Proper shipping
name)

E&E4r48 (Class)
BRfERR M (Subsidiary risk)
B ER (Packing group)

Z ~)L (Labels)

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

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

& L #gi% (IMDG-Code)
EEES

E&E#i% 4 (Proper shipping
name)

EE5 58

Bl RfEE M

BERER

SR

EmS a—F
BEEEME (KL - FFZKD)

JEER Y
JEER Y
El
El
JEER

[
L

L
L
[
[
[

[
L

L
L
L
[
[
JEER

MARPOL 73/78 MR E 11 RUF IBC a— FIC& 2 oWMAMEShHEEME &Y - F&H)
s h - IKEBOHMIZIETIEZS,

& P35 il

EoREDERGIE. ]|RE 15 258I 5.

R DORERE
L

15.

BRZER

B R
HBEZE

fElEY. EERTRHMICZE LA,
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&S WETA: BIERE BTEIZRET A 2023/09/29
8.0 2024/04/06 26212-00023 YEIYERBR: 2014/10/29
&Ex
BT HEtbtEmE
[ ex4 =
(ZFreE RO (RIECT7rEFRO) LS R—ILERTHUBOE/ 222

IXTFII) La—kbEFA—w—EFAXIERY FAFXFSIFLY) O
E/ (RIFHKRY) =T—FI)L

FERLBEE

HESENBIEShIEED

JERRY

HEDHAZRITIREEED

JERRY

REEE LR AR NE

JERRY

ZERREOBRHohT-ILFENE (RELFEHE)

JERL Y

ZREREOBRHOL-EFEME (FREHEENHE)

JERL Y

ANELBHNITRECRVRVEED

JERL Y

BREERTIRELRVRVEED

JEERY

BREERTIRELRVRVEED

JEERY

NARMEDME (FBREEERRESTTED2)
|EEE

BELCEMEREFHRL

JEELY

st EFRAIRAI

JEELY

FILXIILRhETHHRA

JEELY

ARBERIPSFHAR

JEELL

HERLFMEEETR - NRE— (BEY)

JEELY
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Corifollitropin Alfa Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZRETH: 2023/09/29
8.0 2024/04/06 26212-00023 #MEERLA: 2014/10/29

YR R EHEE

el

L EME B IR R TR EE

el

BEHRARKE

L

DE 008053

L

R £i%

fElEmE LTHREISh TGN

Mz

fElEmE LTREISh TGN
BESRFRUBLEEOMILICEY 5EE

EY RN peS D AEREMEICEFZRE LA
(EELE P DOBEERYEICEERE LGN
PR3 B LRI 5 P SR R i

FRE R ARERN (G - |AFFAD

JEER S

FEMERBHRERY G - @A)
EH

REEVOLEBRVERICET &R
EXRED

COHBOBSITDODVWTEEAS VRY ) —~DEBHRIFR :
AICS ORE

DSL N

IECSC DR

16. Db 1EH

SR

5| Ak D B#E#fiT—42. EME DS IZEH I F—4 . O0ECD eChem
R—R2ILE I VERMIEEYMER http://echa. europa. eu/ D&

RIER

LRIN—Da v o EBSN-EHBRAXETHE 2 AR THRARTINATHET,

14 /15



ReF—2U—F A

Corifollitropin Alfa Formulation i ORGANON
&S WETA: BIERE BTEIZRET A 2023/09/29
8.0 2024/04/06 26212-00023 YEIYERBR: 2014/10/29

Bf74+—<v k . &/B/H

ZTDHDEREED L

ACGIH © XE., ACGIHFEREE (TLV)

ACGIH / TWA © 8 BFfEl. FFEIMETH

AlIC - A—R SV TDIELFERASA AV RY; ANTT - TS5 D)ILEREEME, ASTM - K
E#MHRRGS bw - (KE; R - A, ZEFRNE. £HESEENHLESNLIME: DIN -
FaURBHEELE DSL - ERYMEY R~ (BF4%); Eix - FED XWORIEERIEFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BRKOR TP
—JL; ENCS - L FTZEDEEFLEME ) X b ErCx - FED XUORIGERIFTEZEZLNDK
RHE; RG - RERWOFE|E; GHS - HRFM AT L GLP - HEREEHRE: [ARC - EFF
NATZTEE . TATA - EEMZEEERS, IBC - BREFHOESKREXD-HDOMAMDIEE
RUHRMBICET 2EREMRA 1650 - 50%EFRE: ICA0 - ERREMZEME, [ECSC - PED
FLEYEREE: MG - EffBLERYMAIE. IN0 - EFFBSEHE: ISHL - FBREEEE
(BAF): IS0 - ERRECHE. KECI - REBRFLFEYMERE: LC0 - 50%HERE LDSO -
50%HEE (FHHEE) | MARPOL - MK BERDMHLD-HDEMRER: no.s. - #I
MBAMNARESN TS LD ZERERC Neh - FURAL NOWEC - BEZMHRZERE, NOAEL -
BESMRZEL AL NER - BEEUZEEFES NOM - A5 2KEA NTP - XEE
REMTOT 5L NZIoC - Za—D—F v MEEME AR, O0ECD - #2FH HEASEME, OPPTS
- LEMEZREMN - 8FHIER, PBT - MO - AREBRNE - AEHEWE)  PICCS - 2
1 VELEYMEA RV )= (QSAR - (EEH) HEFMMEE; REACH - LFEMEDE
$x. EFffi. 3B WAL UEEK (REACH) IZBI¥ H#RAI (EC) No 1907/2006: SADT - BT imE5,f#
BE; SIS - RET—H2Y— b TECl - 2 A [CEAFEQIEEMED A VRV M TCSI - &E1
EMEA R M) —; TDG - EEYE®E, TSCA - AEWMERFIECRE) ; UN - E&; UNRTDG
- BRESEIRYEEES. VB - FEICHABRUFEICEERML WHNIS - ERGRIKE
EEMERBRI AT A

ZORET—AI—FWUT TDS] EWLVS) TRET HHEHRUUT TRER &0V 5)1E. KEE
BERICEVWT., B OZEOME. FHR. RUESNDLLETERTHIEHHLIZIDTT,
AEHRIE, WRORLGIEKL., FH, LB, RE. @E. EERVRRICETIHNA 4R E
LTOAMEEEINTE Y., WHEBLIRIXEIGEREEZLTELEOTIEHY FHA. KERE.
SDS MEBEICREINTWAIHESIN-ARZICEATIENOTHY . YZAEGLAMOES EHAE
HhET, RIZFTOCLAFTHERASINEEE. AXFICTERNBVLEY .. BMICIEE S0 aEeH
NHYET, REFOFERABEMAICEVTIE, AMERRVHRBIEZERAT 5812, FAES
MOBRERAURBICE TI2REFZOENLTMEZESOH T, FAESMDERT 2HEZTOHEDIKR
ICEFHAREROEIEL, FH, LB, RUREICOWNT, BERELET,

JP/JA
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