RET—HI—F A
Rizatriptan Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/10 402561-00013 #MEERH: 2015/12/10

1. E#RRUEHIER

tERDBTR : Rizatriptan Formulation

HicE O AH. FRRUEEES

HBEBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
4R ik & UME A L 4l BR
HEERE D EER

2. EIRAEEOEN

2R D GHS 42¥8
EhEEM D RH2

BEEZNESEE (REEC @ E22WELER)
&) #&n

GHS SR EFK

BRRXIED VR : %

R 25

fERAEIEER : H361d RRANDEHZEDEETNDEEL,
H373 REAICH-5H. RIEIREFCE EA) ITL2BHFORE
EOEEN (DELER) .

FREE

T uE:

P201 EFRTICHIRERBAZEZAFT H 2 &,

P202 2 THREFIEFHAHEREIT Z2FETMYHEbHLENI &,
P260 #} CAZMA LGN &,

P280 {REFR MREKR RERE FEAREZEAIT I L,

[CREE:
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RET—HI—F A
Rizatriptan Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/10 402561-00013 #MEERH: 2015/12/10

P308 + P13 XK BRIFIIK BEDBRENAHI5E : EEIDZE
SEHRTERITHIE,

RrE:

PA05 fESE L TRET H Z &,

B

P501 A, BRBRERDIN-NEHRICEET L&,

GHS SIS B Y L LM D e le A B

BELBBRRVEBEENGE © BULANRICASE. MRWERBIEESCEnH5,

EEROBE BLAEDERICEY ., REOWIENLRINE - (X8 BE =
AN H B,
MI. N RYT3 LEZEDESODEORI, ERIED
BLAZERRT 2EENDHYET,

3. MERUHSER

t=EYE - BEEYDORX A © BEY
5%,
[4=oE4 CAS B S A= (% w/w BIRARER
&S
+)a—X 9004-34-6 >=50-<60
RARRA—F 9005-25-8 >=10-<20 8-98
Rizatriptan 145202-66-0 >=3-<10
4. [GREE
ot -3: O A 78 D BHOBER. SN TCREVWEEFIFELICEEDEER S
215,
ERAREICHEE. FEEEMAHIERLX. EFMDIETRE
2+5,
RAL-5E D RLAATEIES. FIROTEROBIABHT 5,
ERELEEZI(T5,
REIZHE LGS D BEMLI-BE, EBICKHEBEEZERTAELEZEDKTEVLERT,
FELERRE X UHER <,
ERNEZZIT5,
BEAORICKREES.
HEBFERT HRICERITES.
RBICA-=1B& D BIZA-EBAICF, KTELTT L,
FEHAHY G T AESICIIEEBETEREZIT5H,
RAIAAT-IHE D BAHIAATEEES. BEICHMEGL,
ERNEEZRIT5,
KTcOzxKLTT,
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R EE =

REF—5v— b

Rizatriptan Formulation

;ETH:
2020/10/10

BEBES:
402561-00013

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#MEERH: 2015/12/10

BMERRVERTERDOR

HLERLTRHIRER

HREEZY 2EDRE

BRADEBEZEDEZTNDEE,

RELTHLIVERBICOEYRAAALEZZE, BHRICES

DHLEIBEENLH S

MLALDEMICEY ., KEOHEMLERIBETEENS
EHHEEMELAH D

BLANIRIZAS &, BHBHBRIBNSEEZ S ENH D,

11& THAREEFELDREITERZILL, HESATLSR
BREZFEATHE, BROTRERENHSBEIE. HESD

Jﬁﬂ]&ﬂﬂ*{%nx,\%*ﬂgo) & (FHB8%3H) .

EMFICHT SHASEREE | THIASLUREREERTHI L,
5. KIFHOHE
SEY) 755K KA KB

0 TIEAR DR LVH K]
BHEORKRAEM

HERERIEY

fit 7 )L 3 — L3 sE ke

ZBitxFk (C02)

3R H A E

MREGTL,

MLADERZERITS, ZRPITTHRE=DOMMEN CADLS
BMLTBYBKENFET S LH L,/uk%%a)f‘l!ﬁb\&ééo
BRIRERM~NDBRBRIIBEICEEZRIITEENH D,

RERERILY)

BEDHXAE BIGORN & BHQIREICIE C CAYGHKFREZRL S,
RAHDBREAHAT H=DITKEEEZET 5
RETHNERBEI VT FEAKBEEN ST,
Eﬁ#bﬂﬂéﬁé Eo

HRZEITSEDRE KKBFIZIE, BIeXMFRBEERT 5,
REEZHEAT D

6. RHFDIEE
AKIZHT 5 EBEE, R REEZHEAT

BERUVRAREE

REICHYTHEIEEHE

HLADORVHEDHERY

2

REBWMYZLDT AR (JBE T #358) . BARE
BOHEFHICENL (IHB 8 ZS5H) .

RE~ADOBMEZEITLHI L,
REEFHEALTHLE, 3P EFEAZELED S,
FBERINFRFKEREL. UNT 5,
RENZELCERTELEWNMESIE, thABARKRIZERT 5,
CIENF-BDE., BELDIMNEBRBETROERY , BUEESR
L. BET D,
MLADESHADRBEZE TS (THHE, MLADEREL
REDEEESRIZKZER
MLANESFICTHLLBEETHRESIND LEREDERES
BT HNDT, REICHLAZER/BSIETIEHAESEHL,
ABEIEHRE., BETHEICIE. SFEARESIVEDR
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RET—FV—F

Rizatriptan Formulation

R EE = WETA:

2020/10/10

Apuhlic

-5 ORGANON

BEES: BIEIZET H: 2020/03/23
402561-00013 #MEERH: 2015/12/10

Blc->TBTBHZ &, TORBICERASAE=HEIZDL
THRETHD, EQOBRUNBEREININZHERT H2HEN
H5.

ASDSHDIEH 13H LV 15I2HNT, HABBRKELUED
EREDOEZEDY .

1. BEEVERVRELOZEE

i §7 A
5300

BFrEER, £AHBK
ZERFIEEIR

e s [
BAEXE

EMEIEME

REUBRLEMN

HEINEREL., BEARMMIBINLEBRESISEII L
n"H5,

B, EE, FREAFEESERKL EOBEY LT
HBEZET D,

WU LBMREBED T CTOAMERT 5,
MLCAZRALEZWNI &,

BRAAFLN,

AR& DEfMZERIT S,
BRE~DRHPDFE-IREEMERITS,

WMV RIEIREZLCHES 2 &,
BISBERAEOHKRICE DT, EXEMHOALERLIUVRLEMED
ETREIHORYIES &
MLADERKEEREZBARIT S,
FRLEWMVMEEICEIBRZHDTE L,
BOEMNENSRESITS,

HESHMEBICH LTFHUREFEEZ LS L,
COEREFATHIEEIC, MBEITBREE LA &,
BNOEREMEHILEL., RE~NOBEEZR/NDMBIZCTSH LS5
295,

E& 1L 5
BEOERAPIZIEEMEADIE BEOTENENH HBEIE.
EEBROELIZTA IS VT VRATLABEEIUREYD ¥
J—%#FBBE LT,
FRAPIIHRERUVEEZZILT 5,
FBRINF-KRITIBERAT HRIISEET S &,
T7o)T4OMBMEARL—L 3 VICE, To9=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
ZBREFIE. EXRFAER. EXERLEERFIOERD L
Ea—%8OCRELAHYET,

BHESRILODW=BB/IZANTH <,
EEELTHRETHI &,
ZEDHEIZ->THRET S,
ROBIFEHE VS L LITREELEL
SRERE &

BESREWHE: MRGL,
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ReF—2U—F A

Rizatriptan Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
31 2020/10/10 402561-00013 FE MR E: 2015/12/10
8. IIKEHLEUVRERE
EEREBICETARSHREBR/GREE
53 CAS HBS B2 (REK | EEEE/RE | H®
£E) =3
TLE—X 9004-34-6 | TUA 10 me/m" ACGIH
X5—7F 9005258 | TWA 10 mg/m" ACGIH
Rizatriptan 145202-66-0 | TWA 10 ug/m3 (OB 3) | P9k
HERY &R | 100 pg/100 cm? RER

R f xR D AR RREBLVRRERETSLH. 2T 00T YY
TEBEIRBREICLYERES N, GIPBERICHVERS
PWENHYET,
RETONHELVEETELGVI )T ADEENDEREZE
FCOAT, BAEYDOEEISEYGIFHRBNIBEEGY F
T Bl A—TF T A ZWEIT 1 R),
F—TonvryoTERIMELET,

RER
MR RERESE D BEYEREFRHREENFATELRNES. FXE EFEMm
THEHA FSA4 o OHEENDIEL BN REIN-EEIF. I
RREREEZFERALELL S,
T4 E—2 4T D WHITFRYA T
FOREER
ME D TELKEFS
e D FRECETERIASEERFELELL S,
IEOR#EER DA RV R ERERFZEL LLET—VILEEFERT %,

FEBEL LIXEEPRICTROZWVKEE, S X b, T70Y
W ERRLET BRI, BYLI—VILEERT S,
MLA. SR, LI 7OYVILICEAEESLSIND
AR HDBEEE. FJ2—RA—ILEE LLIEZFDELID
L7 z—RBEOTOTFI a3 vEBRALELL S,
EERUVEAXDRER D A7 —LBLKIEERERAI—FEFEALELL S,
MEBREAZBELAWVWKSIZ, BEINADFIRXVICEIE, &
EBOSH—AUbEEMLTHERALELLES B, RY—T
Ly, 7Ry, EFR, FOMETR—YHE) ,
BEREINAREEOHIKRRELE CIEEIXEY L AETIT

TLEEEL,
9. MEMHETLFHER
WEIREE B I ES
& =
Ry D ER
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ReF—2U—F A

Rizatriptan Formulation i ORGANON

RE= WETH: BEES: BIEIZET H: 2020/03/23
3.1 2020/10/10 402561-00013 #EER BE: 2015/12/10
R LE@EDE T—REL
AR BE R T—REL
BRAXITNE ARV HEEEE T—REL

AAE (ER. =KD

AR GRIK)

MI. NYRYTH LLEZEDEIDLEDREIC, EHRMKE
DB LAZZHRT H2EETNLHYET,

F—a#L

BRETRARVERLRR AIARR

BRAEEED LR / "TR LRRAE
BREEHEO TR / A TRIE
EIPC

S RERE

pH

BARNEE

I
B (EnHhTEER)

BERE
KiztE

n-#%4 %/ —IL/ KD ERIFZRH
(log &)

AR
BERU RSHHEE
=

B HREE
BERE

3| E3E3

el

5T
TR

F—a#L

F—a1L

F—aHL
F—aHL

FERFME

AEREIRHEMEYMEE LTRERIBES AL,
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REF—5v— b

Rizatriptan Formulation

Apuhlic

-5 ORGANON

RES  &EIAE: BEES: #IE T B: 2020/03/23
3.1 2020/10/10 402561-00013 #IEERLB: 2015/12/10
e F—aHL
10. REMRGREHE
RIS REHAERE LTEAES AL,
MR BEOKETIERE,
fE IR E R Al et MI. AU RYSTH LI ZOENOMEOMIC. MR
DM LAZERRT BEEAAHYET,
BUOBEHE & RIST 5 &85 5,
BB =S B, K. KIE,
BUADREERTS,
B ERmE B AL I
BIREELARERY IR E L HRERDIEH >R TUEL,
11, HEHHER

AREEDH L REREOER

ask

m®A

BRI Hfi

B

RIZA- =154

FIRARIRELERICEICRY DETELL,

B

AkETE @0

B%:

Z0—2:
2T (&0

2aEEE (RA)

2EEE B

RBA—=F:
2EE (&o)
2SMEE (BR)

Rizatriptan:
2EE (#o)

SMEEMHEM > 2,000 mg/ke
ik HEICKDAE

LD50 (5 k): > 5,000 mg/kg
LC50 (5w ): > 5.8 mg/|
RREEEER: 4 h

HEBRRE MLA/IX b

LD50 (%4 3): > 2,000 mg/ke

LD50 (5 k): > 5,000 mg/ke

LD50 (%4 3): > 2,000 mg/ke

LD50 (5 k): 2,227 mg/ke

7117



ReF—2U—F A

Rizatriptan Formulation " ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/10 402561-00013 MEERE: 2015/12/10

LD50 (w2 R): 700 - 1,631 mg/kg

EEERYE /R
FATEELERICEDCRYDETERL,
B4

Rizatriptan:

(£ Lo

R D REREGL

RIZxY 5 ERGREERRBE
FIFARRELGRRICEDCRY DT ELL,

%

RARA—F:

i oY x

R . EBAORIEAZL
Rizatriptan:

i DOV AE

5 D hEEORRK

RO 25 VR 4 3 (3 B2 18 1%

RERES

FIATRE T ERICE DR YNFETERLY,

N R 25 R R

FIATRE T ERICE DR YNFETERLY,

B

RARA—F:

HEgA A T D RF VA E—Ta VR
REDODERZR D RIEEM

i D EILEY

ER DR

Rizatriptan:

HEgA A T D RF VA E—Ta VR
REOTF CBR

i D EILEY R

TEAAD R D EHEFBRBUEE B,
ER Do e
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ReF—2U—F A

Rizatriptan Formulation i ORGANON
&S WETA: BEES BIERET B: 2020/03/23
3.1 2020/10/10 402561-00013 #IEERLB: 2015/12/10
SHEMRERRYE
FAEEGERICEDCRYDETERL,
0%
+)IA—X:
invitro TOEEEM D HREBA4A T MEMERAVSEIREAREESER (AVES)
R pE
HERA A T in vitro BE B ECFERKER
R E
in vivo TOEEEM D B2 4 T I EMARMEK/MEEAER (in vivo MEREEMER
E&)
B v9X
BERE: SRAHRAAESE
R E
RE—F:
invitro TOEEEM D BEA4A T MEMERVSEIRRAREELER (AVES)
R E
Rizatriptan:
in vitro TOEEEMN D HEBRAA T MEMERVSEIREARETEHER (AVES)
R pEl
HERAA T TILHYBHET vEA
R E
HERA A T in vitro BEALBIMMRECFERKER
R E
HERA A T in vitro BEFEERER
R pEl
in vivo COEEEM C BB 4 T WE S ARMBR/ N EER (in vivo MRaE MR
E&)
B vHR
BERK #0
R pa
ALK
FIFATREAEMICE DR Y M ETEAL,
B4
£)O0—X:
i D2y kb
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ReF—2U—F A

Rizatriptan Formulation i ORGANON
RES HETH: BEBES: BTEIZRETA: 2020/03/23
3.1 2020/10/10 402561-00013 EERA: 2015/12/10
BERK D BHRAALEEE
A = B R o 12@
R Do e
Rizatriptan:
& DONTIR
&5 R - u|
A 55 B © 100 @
NOAEL © 125mg/kg K=&
R Do e
2 D Svk
BERH® C 80O
iR ;106 8
NOAEL : 106 mg/kg K=
R Do e
HEEY
BERADEEZEDSZTNDEEL,
%
Z)0—X:
HIRICX 3 B E D RERA 4 T —tHREEEEER
B Sv bk
BERE: thAHAALTEIGE
R R
REODEBE~DEE HERAZ A T ZREESN / VHIERE
B oy bk
BRERE: A AALTEEE
R e
Rizatriptan:
HIRICX 9 58 B4 4 T 2REEh / VHERE
By bk AR
HEREK 0
S 58 J: LOAEL: 100 mg/kg {AE
ER: BlESEONE=RESL1IIL
R ABSSUVUEHEREADEEN LN EAHBALT,
HERZ A T ZREESN / VHIERE
B oyhk AR
HEREK 0
A58 J3: NOAEL: 250 mg/kg {AE
R ABESLUEBEREADEENLZN EAHIBALT-,
RREOEBE~DEE D HEBRAYA T REINEXUVURRREE
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ReF—2U—F A

Rizatriptan Formulation " ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/10 402561-00013 MEERE: 2015/12/10

B oy bk

BERK 0

FAEF M LOAEL: 10 mg/kg AE

R EFEEE LN, , K- BREM,

HEBA4 T BN L URREE

& oyx

BERE #0

FAFEME: LOAEL: 100 mg/kg AE

R EIEELLL, , E- RSN,
HE 22 IBAROPEETODAR NI,

AESEME-TEAA U D BMRRICEDERFICELENHDS CEAN—BIUESNT
Wo,

FERMEAEE (BEEET<E)
FIRARIRELERICEDCRY DETELL,

B4
Rizatriptan:
TEAAD R D RREXIEHFEVDEZEN,

FERMERELE (RESCR)
REICH-5, XIEREIFXKE (BQ) CLIEHBOEZTOSZTN (DELER) .

B

Rizatriptan:

ZHES ODELE R

TEAAD K D REICH-5., RIIREFCEIZEIBHRDESE,
REERSSH

B

)IO0—X:

& AN

NOAEL : >=9,000 mg/kg

BE5ZR L BRHAIAATEEE

3| : 90 Days

AR —F:

& R S

NOAEL : >= 2,000 mg/kg

BE5#Z2K D RIS

3| . 28 Days

Hik . OECD HERHA KZ 14> 410

11/17



REF—5v— b

Rizatriptan Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEBES: BiIEI&ET A 2020/03/23
3.1 2020/10/10 402561-00013 #IEERLB: 2015/12/10
Rizatriptan:
& AV
LOAEL 1 mg/kg
BRERZR #0
i yAlied | 14 &
fEIK EFLYLAR, ARiALEEM, FK
i X
LOAEL 0.05 mg/kg
BEZK EHAR A
i 5= B R 2 &
fEK BEFLYLEE, ARIAEM, FF
2 X
LOAEL 0.2 mg/kg
BEZK 0O
IRERRE 1 &
fEK BE LYk 5R
BAAEEHE
FATRESBERICE DR YNETELLY,
AHKI=3 2 RE B
B%:
Rizatriptan:

RARAATZBE

RS DI E R
fEIR: A, KBFH, BH HFEL, EFH, ES

12. RIEEERE

SREEM
5%

)IO0—X:
y::Eks

Rizatriptan:
y: b=

LC50 (Oryzias latipes (1A% #)):> 100 mg/|
RREERER: 48 h
& BT smELIEONE-T—FIZE DL

LC50 (Pimephales promelas (77 v hkAY KX/ D)):>

1,000 mg/|
RREERER: 96 h

12 /17



ReF—2U—F A

Rizatriptan Formulation " ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/10 402561-00013 MEERE: 2015/12/10

SOVOAEDKEESHEY : EC50 (Daphnia magna (A 3> 3)): 1,000 mg/l
I2xt9 &M RREERER: 48 h

B KEEYIZHT HEM © ECS0 (Pseudokirchneriella subcapitata (#5%)): > 100 mg/|
RREREERE: 72 h
A% OECD SRER A A K54 > 201

RAESZERE (Pseudokirchneriel la subcapitata (#%%)):
48 mg/|

RREERER: 72 h

7#i%: OECD HE&H A K541 > 201

AEN (BSY) © RREZEZRE (Pimephales promelas (77 Ay K/
2)):9.6 mg/|

R 32 d
7% OECD RERAA K54 > 210

SOVIAFEQOKEESHEY . RAKEEZZRE (Daphnia magna (A =2>230)): 110 mg/l
[Zxt9 BEMH (BHESH) BREERER: 21 d
Fi%: OECD HEEHA K54 > 211

MEMIIT 55N : EC50: > 1,000 mg/|
RREERFRE: 3 h
RERAZ A4 7 FEOR N
7% OECD HE&H A K54 > 209

RAEZERE 1,000 mg/l
RREERER: 3 h

HERAR A T FER N

#i%: OECD RERHA K54 > 209

B - SN
B
)O0—X:
E RN D R SR,
Rizatriptan:
E oM D RER SoEE TGN,
H£5fE 50 %
RREERER: 13 d
A% OECD HE&EHA K54 > 314
EHERYE
%
Rizatriptan:

13 /17



ReF—2U—F A

Rizatriptan Formulation i ORGANON
&S WETH: BEEXE: BIEIZRET A 2020/03/23
3.1 2020/10/10 402561-00013 PE4YERKA: 2015/12/10

n~#A4o 4%/ —IL/KDBHRE : log Pow: -0.649

(log &)

TEDOBENE

%

Rizatriptan:

BREROSH : log Koc: 3. 83

Hi%: OECD &HE&HA K514 > 106

TV B~AOEEH

%Y

thnEELE

FT—RHL
13. BELDEE

BEHE

BREEY D WMABABRAKORFHICEVNLRT S,

FRERBRUAE D EOBRBIE. VA OIWVERIIEEDROHIZ, BREZ(T1=

BEEYMILEEEICRTT S
BICHEENEWMES, REARELTEET 5.

14 BEELDEE

ERRR

& £ &% (UNRTDG)
el e L THREISh TULELL

fnZeim% (IATA-DGR)
el e L THREISh TULELL

3 8% (IMDG—Code)
el e L THREISh TULELL

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

PR il

EoREDERGIL. BB 15258 I 5.
15. ERES

B ER

HBAE

kY. EEMBRYICEZIE LB,
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REF—5v— b

Rizatriptan Formulation

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2020/10/10 402561-00013 #MEERH: 2015/12/10

3.1

5

HELEFEME. BRILFENE. BEFELCFMECZL LEL,
HEREMEE

HEENBIEShI8ED

S

HEDHTERITEREEED

R

EEEEN.LEHARYE

R

ZERMEOEH oh-LEME (HELPEHE)
EHE

ZEREOEHoN-ILEME FRBEHLEDE)
EHE
ENELTENTREERVDRUVEEY
EHE
ENEERTTIRECERVDRUVEEY
S

BHELEMEEE TR

S

B FRRRA

S

ZIILFILERPETFIHHA

JERZ Y

AWEKIFEFERA

IR

FEREMEERTS - WRE— (EERY)
S

=R URIMIFE

JEEL Y

EEMEFHITESEREE

JEEL Y

BEHRABRRE

JEEL Y

X300 b S

S

15/ 17
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ReF—2U—F A

Rizatriptan Formulation i ORGANON
IRES WETH: BERE: BIEIZRET B: 2020/03/23
3.1 2020/10/10 402561-00013 WMEMERK B: 2015/12/10
AR o 97
fElEm e L THREI S TV
nZesk
fElEm e LTRSS TV
BESEERVEBLEEOILICET 5%
£ 5 FEAHEE : EREMBEIZITZY LA
BT peS DOEEEEMEICEEZRE LWL
FREE R UM mh3E ARy %
FRERBHIERE (B - @AKE)
JE% Y
BEMREMBEHERY @H - @AK)
JE% Y
BEEVONEER CERICET 5%
EEREY
COHBOBAIZDODVWTEEAS IR M) —~DEBEIFR :
AICS COFRE
DSL LR E
IECSC N
16. ZDHDTER
5| A3k D BHEMiT—42. B SIS (ZE DL T—4 . O0ECD eChem
R—2ILE X UBINEEWMER http://echa. europa. eu/ D&
REER
BffZ7+—<v b . #/R/8H
FOMDIEEED LT
ACGIH © HE, ACGIHEREAM®E (TLV)
ACGIH / TWA o 8 EkRN. BERAMETH

ALIC - A—R FZUTDIFRILELZERAOAD MY ANTT - TS DILERBEHE, ASTM - K
EMHHRGS b - KE R - EH M, TERRE. EEEUELH L ESNHME: DIN -
FAURBHEELE DSL - BERYMEY R~ (BF%); Ex - FED XWORIEERET EEX
bNBHRE: Elx - FED XWOREERIFT EEZONDEREE, InS - BBRKOR TP
—JL; ENCS - L BEDBEFILEME )R b ErCx - FED XWORIEEZRIFTEEZONDH
K&, ERG - RERWOFEIE; GHS - HRFM T L GLP - HERERERE: [ARC - EFF
NATRZTHEE: IATA - EEMZEEERS, IBC - BRIEFHDOESBELXZD-HOMMOEBE
RURBICET 2EREMRA; 1650 - 50%EFRE: ICA0 - ERREMZEXE; [ECSC - PER

16 /17



ReF—2U—F A

Rizatriptan Formulation " ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/10 402561-00013 MEERE: 2015/12/10

FLEMELE, INDG - EfFELERYRRE. IN0 - EFESHE, ISHL - 3EBREEEE
(BAF): IS0 - ERZRECHE. KECI - REBRFLFEYMERE: LC50 - 50%HIRE LDSO -
50%ESEE (FHEILE) | MARPOL - MMAIC L D5 DD -HDERRSE, nos. - I
MBAMARSNA TS LD ZERRC: Neh - FURAL NOWEC - EEZMERZERE, NOAEL -
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