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GIEACLIESEI
JuA] BRI W a¥ifpd el
et
g Mifaw fasradar : Sffaurdt fauTear 3HM: > 5,000 mg/kg
RIBT: TUHET R
3d9dq:
Jarer:
dig e fasTadar . LD50 (IET (}2)): > 5,000 mg/kg
GIEEREAELICSE . LC50 (I8T (RT)): > 5.8 mg/l
fobe T & ford Tueh (TeTdloR) efm: 4 h
TRI&(0T ATcTaRUT: Yei/paiar
GEECEIRAELIESG : D50 (/RIMRT): > 2,000 mg/kg
o=t da:
g Mifaw fasradar . LD50 (IET (}2)): > 2,000 mglkg
GEECEIRAELIESG : D50 (/RIMR): > 5,000 mg/kg
WHHES:
g e faTadar . LD50 (JgT (X€)): > 5,000 mg/kg
GEECEIRAELIESG : D50 (/RIMRI): > 2,000 mg/kg
Rizatriptan:
g Mifae fasradar . LD50 (J8T (XT)): 2,227 mglkg
LD50 (¥ (HISW)): 700 - 1,631 mg/kg
@1 & Y s iea
T § geb! gof I Bl g
3(dYq:
o= de:
IR SRR
qfomy GEICARE G|
feaoft L U oI grEiEl & Ser R SutiRd
Rizatriptan:
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I DRI
gfkomg : 3G A Sa T8t
Rizatriptan:
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femofi : HEH 3Ral B Sad
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YTI-YYTE D GITRTT
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fru=fie 9w
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PITII] : o foe

9/18



GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

= ORGANON

Rizatriptan Orally Disintegrating Formulation

THT e &1 fafd:

T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.1 30.09.2023 809068-00015 Ugal IR ORI R B dRIG: 22.07.2016
IEIE BUTHD
Rizatriptan:
et ot e . ARIAIRE %
TU& (TFIUTER) & IR ik
PITII] o foe
3w L T GEE (ARIeTSeIe) el BT |
L IEIE . BUTHS
SiaT] 99 "ereRidt

I SR R aiffep el
H{dYUdq:

R 2 et
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IR IREED

D TRIET B o TRl o TIRINITST e 1T URT&ur

(Stifad wroft 7 ArgeoHied uR)
TSIl g (H139)

TRITHTH o I ﬁﬂaé:ﬂ
RumE: FBUMTHED

Ul ot few: dadifear Seeh faudta ufvads @ §ifa (AMES)

gfkumH: HUTHS

Tl ) few: dadifear et faudta ufvads @ o (AMES)
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RI&0 Bt fhd: &R TYRH IR
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TAHIE & I AfS
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FERSDAI

YA TSR R Fiffhd 8]

3dad:

Jarer:

LRI L 9ET (RQ)

TiH T & I SR EUGKSE |

frda g & ford duss 7298

(THIUTSR) G

gfomy BUTHD

Rizatriptan:

eI ; (H139)

TEAIH T &b I ; %

fram g7 & ford guds © 100 98

(TFAUISR) ol

NOAEL : 125 o/ RIS 1R

oy . BUTHD

P : )

TEABTA & I ; %

frda Ty & fod duss © 106 I

(TRITTSR) gl

NOAEL ;106 FEET/foeT IRIN®G YR

gikomy . BUTHD

3T faumarar

JUA] SHHRI W aFffpd gl

3dYq:

Jae:

3(ARdT & THTG D TRIE B [ Te-Ull gedTe fauTeaddn sieqa=
IolTar: 8T (<)
TEAIHTH & I FTd a1
RIS I ED

MY RRYF AEm R uyEl - geo ot fow: Bifad / sRmy &1 wwsia! fas™
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IolTar: <81 (<)
TAIBRA &b I FRTe T
TR HUe®

Rizatriptan:

3[R & UHTG D R o1 fore: WY / 3T T Wil faeTy
geTifar: g1 (Xe), Al (i)
TRAHIE & IK: ARgS
Jdar: LOAEL: 100 frm/fm omies uR
3R: URafdd A I
URom: IR 3R URfYE Yot faer IR SIS JHIg et urg
|

Terur ) fpwy: wiéferdt / ey o1 wwsita fasry
gelTfer: TET (<), R (@)

AR & I AfaH

JaRdl: NOAEL: 250 fi/fasm IR YR

oo IR R IR Yofta fasrr W $IS yura 8t ure
Y|

MR RYF e uuEl - gdeor ot few: yor-miw Ry faem|
goTifar: T (X©)
AR & IR M
fapraTa® faurdddr: LOAEL: 10 fBrm/fem ke UR
ORI S UHTE =gt |, Yor-mey fRg) fawradan

RYeror o1 fore: yor-miey g faer |

TSI WA=

TEHHRE & I MRS

fasprara s faureddr: LOAEL: 100 &/ IRIRS YR
ORI SCIrTe® UHTa =gt 1, Yor-mey fRg) fawradan
fewuft: Faa AT & FU B faured QRIS TR YT 37 Y

ST faNToRTaT - Sfiche Sl WR T T U & SMYR WR fdehm W ufdgd UHId &
EERECK

STOT - T&d Wf&H

JUA] BRI R aFfipd ]|

3dyd:

Rizatriptan:

3fibar : $Y Td RRIYAT 309 B obell ¢ |
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STOT - g™l \faw

fRTeT &9 IR € BTl a1 GARTg THRIUIoR (FadTfeHt o) SiTT &l JoIH Ugal Tohdll 5|

3d9d:

Rizatriptan:

eI 3HIIa : gadifeH ddf

b : a“rgfmqgmﬂmwﬁﬁws?ﬁ?ﬁ(ahm)ﬁw
REEINI

U QRIS fauraaarn

3dYd:

Jqar:

LR L IR

NOAEL : >=9,000 mg/kg

TiH T & I SR EUGKSE|

fpam g & ford Tuds : 90 Days

(THIUTGR) gl

THRHS:

BRI L @I RE)

NOAEL : >=2,000 mg/kg

THIHTH & I D A Y U

o THg & ford U . 28 Days

(TRTTISR) gaf

NED ©  OECD uRtefur fezmd=r 410

Rizatriptan:

BRI L IR

LOAEL : 1 mg/kg

TG RMA & I

fpam g & ford Tuss 14 Weeks

(TTUISR) g 3

R © 3G ) et BT IR, Ued & Y A dell, are

EEIIG] -l

LOAEL : 0.05 mg/kg

TG RMA & I SRR

frda g & ford Ius . 2Weeks

(TRIUTSR) B3 3

R © 3G ) et BT IR, Ued & Y A dell, are

SN -l

LOAEL 0.2 mg/kg
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TWHTHRE & IR . MY

fpa ama & ford Huds C o1y

(TUISR) gaiT 3

SR : 31 DI Yadit o faearo

IS EEOH ]

YA TSR R Flfhd 8|

4 S| & |Q1Y 3gHa

3dYd:

Rizatriptan:

[BUGASEI] . &7 3(agq: gadle! adf
SR: YadeIHdT, YPTaT, &g, TaDR,, HHGRT, T

12. aTiRfRAfa® T Ja=T

i Ryfa® faumaan

3dadq:

Jae:

EENICARCRIESE : LC50 (Oryzias latipes (ST HE®T)): > 100 mg/l
frdm Tma & ford Tudh (TaIUISR) §3T: 48 h
fewuft: ue it It &% et wR sneria

fag=fiie da:

EENICARERIESE] : LL50 (Danio rerio (fSTsTT fUh=T)): > 10 - 100 mg/!
™ Tma & ford Tudhs (TaITIeR) g3 96 h
fewuft: ue it It &% et W snerfa

SBT3 SeXfed . EL50 (Daphnia magna (dTex Uil): > 10 - 100 mg/!

ERERCHIESG o Tg & ford Fudh (TauIoR) g3l 48 h
fewuft: ue it It & et wR snenfid

Qara/sTad uiel o) faurgdar @ EL50 ( Desmodesmus subspicatus (Bﬁ ard (Q?rﬁ)): >10 -
100 mg/l

P gmy & ford WU (TaUIoR) g3 72 h
fewoht: we SRf IR & Ser iR 3neTid

SitaTupsf & fasTerdar : EC10: 51 mg/l

o Tg & ford Fudh (TauioR) g3 3 h
fewoht: we SRf IR & Ser IR 3neTid

Rizatriptan:
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THT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
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Tg. 31U, Fa:
809068-00015

3.1 30.09.2023
EENIEARELIESEI . LC50 (Pimephales promelas (W@‘s’ ﬁﬁﬁ)): > 1,000 mg/I
™ Tma & ford Judh (TaITISR) g3 96 h
SHAT T 3= e-3fed . EC50 (Daphnia magna (dTeX TT)): 1,000 mg/l
ERETCLIEREI] o T & o) Hudh (TaUIoR) g3l 48 h
aTe/STelg el &Y fasTadr EC50 ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q(-_\:ﬁ)): >
100 mg/l
P Iy & ford Wue (TaIUIoR) g3 72 h
Tpr: 31 3.5 . e =T 201
NOEC ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q(-_\:ﬁ)): 48
mg/|
f e T o ford Hueh (TRTUIeR) §aiT: 72 h
;3758 ¢ A 201
Sitarugedt o faurerdd : EC50: > 1,000 mg/l
o Tg & ford Tudh (TaRUioR) g3 3 h
TRIGUT 1 {he: YTH-URATE H Feprac
Riepr: 371EHSY. ¢ g 209
NOEC: 1,000 mg/l
o wg & ford Tudh (TaRdieR) g3 3 h
TRI&IU 1 fob e HTH-URATH | Feblac
et o133 SN ¢ Frdwr 209
T3dl &I fauradar (RR&1fae : NOEC: 9.6 my/l
fSTaRTa) fpa Imy & ford WU (TaUIoR) g3 32 d
SIS Pimephales promelas (ﬁOT%TS’ ﬁl?ﬁ)
T 3t 3 T F 2w = 210
SWHiAaT U 3 de-fed : NOEC: 110 mg/I
SRR fasradar (Rre1fere P gma & ford WU (TaIUoR) g3 21 d
[ELIESED) USTd: Daphnia magna (3Tex U<l
TP 37t 3 3 B 2w T 211
RT3 Srashafora
SqYd:
AT
Sfde SAHHOIAT BT & L ORUTY: YA & 1Y Wihidd dile § SashHuaR]
(STafsTstee) g aren
f=fie 9
e SAHHUIT BT & : UROITE: YT & 1Y UThidd dlid ° HIHHUBRI

CRIEPSIEC)NNEEISI]
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.1 30.09.2023 809068-00015 Ugal §R SR} A Bl dRIG: 22.07.2016

fewuft: uer St IERET & T W nuTid

Rizatriptan:

I SIaHHUAT BT & ;ORI AT & 1Y Ui diid ¥ SHIhHUTBRT
CRIEPSENEEEEISI
Sfde SraHHUET: 50 %
o wg & o Hudh (TaioR) gofm: 13 d
TRIBT: OECD TRIEfUT fEme=r 314

Turfaa wifde Jaa=

3dYd:

fo=fiie a9

ICISERIICIECG] . log Pow: > 4

aha%ﬁia%@)( feoft; ve Srft IR & Ser wR enefd

Rizatriptan:

ERISRRIUCHCE] . log Pow: -0.649

g Ae/ar)

firdY o wfa=fteran

3dadq:

Rizatriptan:

TR Hel T fadrur . log Koc: 3.83
WRIBT: OECD URIEfUT fE=mAg=T 106

3= Ufaed gHET

331 I gl

13. fAuer ifgard

frem & e

/N F s 7Y (Ter) . o Pl AT H Od B |
YT faf ! sy has |

gt ofd L T fEoa DI AR DI g8 d HRA arl! Baare! # gl ar
T & ford o oma|
IR 3= fafafdy &t foran T siorgad Sare & &9 d
fATeE |
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.1 30.09.2023 809068-00015 Ugal §R SR} A Bl dRIG: 22.07.2016

14. Uf¥ag ga
Sierfeta fafraw

UNRTDG
WRATS IRl & =0 H fafafig gt

3 T & -3 oft emR
WRATS Il & =0 A fafafig 7gf

3T TH 81 H-dls
WRATS AU & =0 # fafafig 78t

IMO SUFBRUN & AR P A gRkagd &
3myfef T 7T tide & forg @y et
SUARTHal & forg faviy arqurrat

Tag et

15. faf~rarae @

verdf ar fireror F e e, Wy, 3R yaiavur & fafawfae

39 IdTeH & 3faud fAfiafl@d sHa< v § gRa &

AICS o fRuffea Y

DSL o i Y

IECSC o i Y

16. 3= AT

e ot fafy ©30.09.2023

Sffafvad sFaRY

el Tffe & Jowad & ford . &= HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel

TIRT {53 7 gxarael OIEe WIS giRome a1 RIS ITrafe Tork,
http://echa.europa.eu/

faie urey . e umay

3] AT & qut arR

ACGIH © guHU| ACGIH HHRET dH (TLV)

ACGIH / TWA . 8-Ue, gHY- qui 3NNd
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Rizatriptan Orally Disintegrating Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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AIIC - STEfIe AT Bt SiReiorrs al; ANTT - Sfore 1 g Yl aRas Toidl; ASTM -
3t ARt Udterr TREE; bw - STS! &1 I9H; CMR - BRI, Feolf-d I1 Yo faseT; DIN -
SHT AFBIHI0 YR & o AMb; DSL - a%quarﬁ&iﬁ(m) ECx - x% Wfdfehar ¥ a1
THG; ELx - x% Uffopdr I Jat AT &X; EmS - ATUTddTei [regd; ENCS - nﬁa;ﬂaﬁ?qn
ITaE yerd (STUH); ErCx - x% g &x Ufdferar § a1 Ydbad; ERG - MTATdedhIe ufafsar
TMES; GHS - Afieh TR W W RIEeH; GLP - 37l TENTRIT T, IARC - H¥R W 3ig8er & for
Toidl; IATA - SR arg ufae THRIGRM; 1BC - R H1HT & WaRAis I4™HT ard
%ﬁﬁmﬁvm%iﬁ: HfgaT; 1C50 - 31T SfiHad RIS Adhg; ICAO -
SRITT AR faAA T8, IECSC - I & Hival IM-H® Uardf & 3dedl; IMDG - SHRig™
T WORATS A IMO - SRS THs! W16; ISHL - ST R 3R WA B (STUH);
ISO - AMSIHRUT & T RIS, KECI - HINAT HIS[GT TR $4e; LC50 - TRI&T et
B 50% P Ulddh Hcbg; LD50 - UH&UT HEIEl BT 50% Hi Oldcs TRID (HIH °ldDd RID);
MARPOL - STgToll ¥ UGNUI &1 AbUH & oY SeRiSIa §a; n.o.s. - 31 FAfEY F8T; Neh - feredt
f78; NO(A)EC - s@died = foar T wfded) THE Fdhg; NO(A)EL - iadre- = fabar
(W)Uﬂ-ﬂ'q’w NOELR - TR-3(q@AI-d7 YHId TAGH &3; NOM - SIS dfae fam;
NTP - TP fu-fIq SRIHH; NZIoC - T8R! &t ol o $desl; OECD - SRiE e oiR
4T TG, OPPTS - RTINS &M 3R YU AHYH Brdicrd; PBT - W, Ha-ThAdR0l 3R
fawrad uerd; PICCS - @A 3R IEHE Terdf @t fhdidia 3ded); (Q)SAR - ([ETED) W=
TfAfafey Teier; REACH - TRIUN TWg 3R WA USiiahRul, i, WSR3k ufasy uRug &1
fafam= (EC) H. 1907/2006; SADT - W-didgdl 3{qdc drad; SDS - YR&T sl =fie; TCSI - drgaH
TS Uerd gdest; TDG - WRAS WA &1 URdeH; TECI - UTsas AT -dexl; TSCA -
T g o siffaw (dgad s smfkeT); UN - ﬂg,aa?rg UNRTDG - §IFM®R® I &
IREET R TG Y BT RABINRY; vPvB - Tgd W 3R Tgd 9a-THABROT I-F; WHMIS - FT-
Y @RS JrUt T Yorredt

U & ST T A SUS THIRH BT dRG B ¢ T THSRI §AR I, THHRT SR faym &
TR T § | STHBRY B QRIAA &1 T JUTAA, TART -, UichdT 63, T B, URagd H3,
e o 9UT s & ol Fad Arfexa & w0 § fewmm forar mar § aur faf ueR &t ard o
ToraRTT &1 fAfFGRT T8l AT ST | Juetsy B T SR 39 SDS & XY W ugart Tt waa
faRry areh @ Tefid 8 aur sSDS w1 st o arlt & Tave H a1 st o ufshan &, 5|
T UT § =1 SATaT 7 Y, TRINT o’ IR 9 T8l 81 qahcll ¢ | At vaamadl &l R 81 W, yaiad
& 3ifar IaTg & SDS-IMER &1 IUGadl BT HTHT B Aled eod B, YA HRA, Ufehdr dA
TUT TG TR P M 3ftE &1 3 ARy W & SR ok Rywri=i ot weften o =Ry |

IN / HI
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