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3BT SMNTD Tl 3R TRET TUTST & SR U, &
PO THUIGR THT TR 3R B
Yd BT AT 3R ST HH Y HHEH S
SE T | A1 71, fSea o 39|
d1Y Td Usda & id 9 gR 9|
Rfae AR & Ufdgd garrg Jreq oA |
Y IATE DI YA HRd FHY W1, UHT AT YA Hd B |
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®H |
RIET YeRU ! URfRUfcr 313! dRe ¥ oad bt gu fosal & 39|
USSR dral |
o=y st fafedl & SR HeRu Y|
g erdf Q& : fefafed TeR & tiede & Iy 7 3
GIEREERICRUIBRUE TR
8. Siifew fFra=ror / foeft grem
FTIIY 701 & A & 1Y 3agq
3{qud T T (F9) | I UHR EEELRCIENT] YR
- TR (3RETUT BT Rt
TPR) YT
Levodopa 59-92-7 TWA 500 pg/m3 (OEB KIGIEGa
2)
Carbidopa 38821-49-7 | TWA 2,000 ug/m3 3daR®
(OEB 1)
T 9004-34-6 TWA 10 mg/m3 ACGIH
TEAS 9005-25-8 TWA 10 mg/m3 ACGIH
Ao whae 557-04-0 TWA (@ | 10 mg/m3 ACGIH
o I 3
TWA (§5-1g | 3 mg/m3 ACGIH
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¢ DI T 9 Ab |
ST IR D SiRfieRiy Teleq
3ge gerdf ¥ sy . IS @R I (FoReY) 3uge uerd Jid et
11. fawrdsnfera g
TG REUT (TRIUIOR) & R A1 GRT TG0 BT
T TSGR @ § Iudh
e
i@ ¥ ¥udh
Ha fauraaar
T O g1 e RS |
et
g Mfaw fasmadar 3{fauTel fasTaar $HH: 1,952 mg/kg
ARIT: TUFT TRIPT
3d9dq:
Levodopa:
g e fauTaddr LD50 (JgT (X€)): 1,780 mglkg
LD50 ({N& (HAT3¥)): 2,363 mglkg
Carbidopa:
NICREICERCLIEREI] LD50 (JgT (XT)): 4,810 mg/kg
LD50 ({8 (ATI3W)): 1,750 mglkg
EEGISE
g Mifaw fasradar LD50 (IET (}<)): > 5,000 mglkg
g 4 fawTean © LC50 (J8T (RT)): > 5.8 mg/|
foe wHg & ford Tueh (TaTuloR) §ofm: 4 h
URI&(0T ATATaRUT: Yei/paiar
SIERCEIRAELIESG LD50 (/RIMR): > 2,000 mg/kg
WHRHS:
g Mifaw fasradar LD50 (IgT (}<)): > 5,000 mglkg
SIERCEIRAELIESG LD50 (/RIMR): > 2,000 mg/kg
AR Wave:
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g Mifaw fasradar © LD50 (IET (}2)): > 2,000 mglkg
TRI®BT: OECD TRIEUT fG=Me=T 423
Sfiema: gard a1 fireor &t s AR Siage fauraadr 781 §
fewuft: ue it It & et wR enerika

GIERSEIRACLIESGI] : LD50 (GXRN): > 2,000 mg/kg
femoht: we SR IR & Ser IR 3neTid

1 & T eraerieTeE
JUAK] SHHRI R aFfiepd gl
AdYUd:

Carbidopa:

PRI G RR )|
L IEIE I H od ot

AR we:

I G RR )|

RIS G kAT LE |

feaoft D U o grEiEl & ST W Sutia

iR A7 afasdes
JUAS THGRI R aNgd Tal|
3H{dUdq:

Carbidopa:

UG SRR U
gfomg ;. gt 1 3iRal B Sad

TRAS:
ToTTfa G RO
gfomH ;3@ A Se T8t

Afhforaw The:

S| G LT

oy D 3TE A o g

feaoft L U o grEiEl & Ser R SuiiRd

oI g1 THST GATGTHIOT

T B gATR Il
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YT-YYTH D GITSTdT
JuA] BRI W a¥ifpd el
3dd:
Levodopa:
ToTTfa : o foed fom
gRomm : o ARYeTEeR Rl B
Carbidopa:
femofi ;. Sel Iuas T8l
KRS
e @ e . ARfATSeRE T
YU (TFIUIER) & I A Y dUD
NI R vEI
L IEIE . BUTHD
AR we:
8o ot fred . ARNAEIRE %
YU (TFIUIER) & IR D A Y U
PG| : TR fom
Tt . OECD URtefur fe=mnfrder 406
RIS . BUTHD
feaoft D U o grEiEl & ST W Sutia
SiaT] 99 "ereHRidt
JUAS THGRI R aNgd Tal|
3dqd:
Levodopa:
IEBIEERIREESIEM] Tl ) T dadifear Seeh faudta ufvads @t §ifa (AMES)

ECIERIERE Y IED

TRI&0 Bt fored: TRy fauye
ORI JUITell: e ferh AT shifRIdbT
qRomd; SifHfad

TterT 1 e AT IgE 2R ‘
07 FoTTel): TS IR BB BB
ko ardfds

wiewr Bt fhw: R pafes fafmg wa
Tdlefor yoTTell: =g 8ReX $HH bIRIBT
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Tg. 31U, Fa:
50118-00022

Carbidopa:
foRreieEfet 57 fagh

gikue: ardfdes

L TRter & fhe: daciiar Yeeh faudia ufkad &t Sira (AMES)

gikue: ardfde

TR0 B fh: IRR & T18R WU B BITRABT3 BT Sh
IaRad= gtem
gikune: ardfde

L Te B e AIge gy ¢

TSTIfer: 70 (HT39)
TAIH R &b I
gRkomy: Fonds

D T 1 fw: dadifear Seeh fausta ufvads @ o (AMES)

IR IREED

TR0 B fh: IRR & T18R WU B BIRAB13 BT S
IaRad= ueor
IR IREED

L ORI BT e WAl o TS YEAATN I URiam

(Shfad 9o & ArgcioiHfcd IRd)
TSIl gu (H139)

TRITHTH o I ﬁﬂaé:ﬂ
Ruma: BUMTHED

: OYerur ot fore: SiRar gedh faudia ufvad &t Sirer (AMES)

ECIERIERE Y IED

ORI B fhH: YRR & I18R WU B BIRABT3M BT Sh

IaRad= ueor
RIS D
fewuft: uer St IEfEt & e W nuTid

G&r0T o1 fohe: hield TaRYH ¢¥e 34 fagl
TPBT: OECD Utequr favmcer 473

gRumH: HUTHS

fewuft: uer St IrERET & e W nuTid
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Tteror @ fore: st Y faudia ufvad @t s (AMES)
LRI ED
fewoft: v St Il & Ser W eneia

RSB

JuA] SHHRI R aFfiepd gl

AdYUd:

Levodopa:

P : )

TAIBTA & I ; %

frda g & ford duss L 29T

(TEUISR) g

gfomy . BUTHD

Carbidopa:

LRI LRl (@)

TEAH A & I 1 T )

o g & o) Ius . 96 I8

(TUISR) gaiT

;135 fEE/feT IRIN® YR

RIS . BUTHD

EGGIGE

gt L 9EI (e)

TIPSR & I R AN

o g & o)) Ius : 72T Tg

(TRUISR) gaim

RIS BUTHD

3 fauTear

3T R B1 g1 Uga &1 Mg

HdUd:

Levodopa:

3R b YU © e B fohe: IaRar
golTar: <81 (<)
TEH A & I Al

Jdar: NOAEL: 100 farm/fm smifves 4R
TROMA: U] TRte0r ¥ IREBAT R B3 THIE T <=

MY RRYF e uyEl : gdeo 3! few: ae™
IR
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TP P IK: AP

fomraTd® fauTadar: LOAEL: 125 famm/fe IRiRe R
3IR; Ihded M |, faRd SRmH=Iand|
gikue: ardfde

W&o 3 fo: faer

geTifar: IeT ()

tﬂfﬂ%&ﬂ%?ﬂ% fes

fa@mraTe® fauTaddr: LOAEL: 10 firm/fa Ikie uR

W& $i fed: fasr™

TSI gu (H139)

TRAHIE & IK: ARS

fomraTH® fauTaddr: LOAEL: 500 BT/ IIRING 4R
SNR: TRy R & faw™ W gHE|

gfum: dRdfde
ST foSTeRd - Sidpa D ORIS R o T TR & STYR WR fadh WR Ufddd Uqid &
PO T
Carbidopa:
SR & YHTG L ORI BT T Fav
goTifar: T (X©)
AR & IR M

JdRdr: NOAEL: 120 farm/fesTm sifRes 4R
SR ARIRD T HY g3
gfeom: uauﬁw%a&wwaﬂ%q%ﬁmm

TR R & AP RG] G0 3 e fTe™
TSIl g (H139)
THH R & I Afaws
fapraTa® fauTddd: NOAEL: 120 firm/fem IRIR® YR
gRumA: eReIfSrFI® THIE gl

TR0 o fpm: faprg

TSI @RI

TEH A & I Al

fomraTd® fauTadarn: NOAEL: 120 f&rT/fa IRiNe 4R
TR ReIfSHI% UHTE ot

ELGISE

3R P UHE L ORI B b Uep-Uiel Tecre fawTerder srem
IolTfar: <81 (<)
TEAHTH & ;a1
o FBOMTED
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MY RRYF AFmmuyEl - gdeor i i B / sRmy &1 wwia fasm
IolTar: 8T (<)
TRITHRH o IR: 17 o1
o UMD

Afiforaw Whave:

SRAT & THE L WK1 B e fauTaar g die/f[AdT WhiH Uiar & iy
SIERT O ATl DT QRIS 1 fauTadT &1 sreag=
geTfar: IeT ()

TAIB R &b I T T

TBT: OECD Uteur fzmfAcer 422
Rk FBond®

fewoft: v St iRt & S W eneia

TR R & AP R UG © G&0r 3 foveT: Yoy Rig faewm|

golTar: <81 (<)
TAIBRA & I FTe T
giumH: HuTHS
fewuft: uer St IERET & e W nuTid
STOT - Ushd SlifaH
JuA] BRI W aFfipd gl
STOT - SIgI™T Sf@aH

ﬁmé%wﬁ%mwm(ﬁﬁﬁﬁ(ﬁgamw» 3T Y T
Ugardr |

3dad:

Levodopa:

TU& (THIUTER) & IR . MR

A& 3qUq L AT TSl 9F (Yed Ray dgeH)

e L 3REUT B R ST (M) Bl JbdH
u@"%n?n%

U GRTS fauraar

3HdUd:

Levodopa:

BRI L 9RI Q)

LOAEL : 100 mg/kg

TEH A & I . Afee

P g7 & ford Iudh : 106 Weeks

(THIUTGR) g3l
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Carbidopa / Levodopa Formulation

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

5.1 30.09.2023 50118-00022 Ugdll 9R SIRI R &1 dRi: 23.01.2015
eI 3faTa L o ATl dF (Hed Ray deH)
SR © YPp gl
EEIIG] DR
LOAEL © 100 mg/kg
TEAHIH & I ;
frda g & ford duss . 22 Weeks
(TRTUTSR) gafl _ o
e 3agd L Hag ATS! 9F (Fed TRad HKicH)
Carbidopa:

LRI L 98 (RQ)

LOAEL . 25 mg/kg
UGB & T ;

frda Ty & ford duss . 96 Weeks
(TRIUISR) g3l

feaoft ;e ARyl ufdga UHTa &1 gET el e
SIS DR

NOAEL : 135 mg/kg
THIHTH & I nfes

o THg & ford Tues 1yr

(TRTTISR) gaf

fewoht : forsht ARyl ufdga UHTa @1 T el el
eI s il

NOAEL : 5 mg/kg

LOAEL : 15 mg/kg
UGB & I ;

oo THg & ford Tues : 238d
(THRTER) gl . .
3R . G, Iecl, hUHU
Jae:

g L 81 Re)
NOAEL : >=9,000 mg/kg
UGB & I ;

fpam g & ford Tuss : 90 Days
(TTUISR) g

WS

BRI . 981 (e)
NOAEL . >= 2,000 mg/kg
TRTHRH & I A Y b
fpam g & ford Tuds . 28 Days
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Carbidopa / Levodopa Formulation

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 23.01.2015

THT e &1 fafd: T9.81.u9. F8:

50118-00022

5.1 30.09.2023

(THRIUIGR) 3

SRIED . OECD Wigur fezmfager 410

AR Wave:

EEIT L I QRe)

NOAEL : >100 mg/kg

TRITHRH & I S CUGASRI

fpar g & ford Huds © 90 Days

(THIUTSR) gl

feuoft D U o grEiEl & ST W SuiRa

IS EEOH ]

YA TSR R Fiffhd 8]

4 S| & |Q1Y 3gHa

3dYd:

Levodopa:

IBUGESRI] D SR Helt, g dfeT o THTd, Fit

Carbidopa:

e @ L INIR: 3y T

12. uTifRufaaTa J@=n

urifRyfa® fauaar

3dadq:

Levodopa:

SHATT Td g Ae-Xfgd . EC50 (Daphnia magna (dTcR Tl)): 16 mgl/l

STereR fauTaaan o Tg & ford Hudh (TaUIoR) g3l 48 h

Carbidopa:

SHATT Td = Ae-Xfed :  EC50 (Daphnia magna (d1cR Tl)): 35.3 mgl/l

STereR fauTaaan o Tg & ford Fudh (TauIoR) g3l 48 h
Tt 3N 3.4 S 2 w202

Jare:

EENICARERIESE] : LC50 (Oryzias latipes (ST HE®T)): > 100 mg/l
ford™ Tma & ol Tudh (TaITISR) g3T: 48 h
fewoht: we SRf IR & Ser IR 3neTid

AR Wave:
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Carbidopa / Levodopa Formulation

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

5.1 30.09.2023 50118-00022 Ugdll 9R SIRI R &1 dRi: 23.01.2015

EENIEARELIESEI :  LC50 (Leuciscus idus (e 3f1t)): > 100 mgll

™ Tma & ford Tudh (TaTTISR) §3T: 48 h

AT DIN 38412

femoht: we SR IR & Ser W 3neTid
SHAT T 3= Ae-Ifed . EL50 (Daphnia magna (dlex il)): > 1 mg/l
ERCHELIESG o Tg & o) Hudh (TaUIoR) §3MT: 47 h

X forar o a1er gerd: ST gHmEifoTd iRt

T AT 67/548/3.3 9., Ta o, T2,
%mvﬂ:wﬁxﬁwm‘@éau?&nwhﬁ
faoraar & A R His fATaddr T8t

QaTel/STelg Uiel f fawieddr ¢ EL50 ( Pseudokirchneriella subcapitata ( Eﬂﬁiﬂﬁ (Qc_\rﬂ)): >1
mg/|

ﬁmﬁw%ﬁﬁW(wu‘m)g&n 72 h
X T o a1 erd: Srd SEmEifod S

TWeT: 3 3 3 S e g 201

fewuft: ver St IalET & a1 W nuTid

faciTar ot W R s [AuTedar T8t

NOELR ( Pseudokirchneriella subcapitata (Eﬂ@ﬁﬂﬁ (Qﬁﬁ)): >
1 mgl/l
P Ima & ford WU (TaUIoR) g3 72 h

T fopar oI a1 uerd: S gHEifoIT 3w
T 3 $ 4 S e A 201
fewuft: ver St IERET & e W nyTid

GﬂHTUJGﬁﬁﬁW - EC10 (Pseudomonas putida ( @WE@G’[):VIOO mg/l
P gmy & ford WU (TaIUIoR) §31: 16 h
e fopar o a1l et Srd wHmEifod 3w
fewuft: ue SRft It &% et wR sneria

TR 3R S HfOrEr

3{d9d:

Jae:

Sfde SAHHOIAT BT & L RO YT & 1Y U idd dRid ° SHTHHUGRT
CRIEPSENHEEISI

AR Whve:

SfIP SEHOUAI P & ¢ UROTY: SAISNeed el 8
fewuft: uer St IEfEt & e W nuTid
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Carbidopa / Levodopa Formulation

THT e &1 fafd:

Tg. 31U, Fa:

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

5.1 30.09.2023 50118-00022 Ugdll 9R SIRI R &1 dRi: 23.01.2015
Tyifaa Sfae J=aua
HAdYUdq:
Levodopa:
faUTS Turies: (T : log Pow: -2.39
e Ie/ar)
ARy e
fayTS Turies: (@A . log Pow: > 4
g AIe/ar)
firdt o wfa=fteran
31 IUAS gl
3= Ufdgpd UHG
31 IUAS gl
13. e Hifgard
fAreR & TfiF
/W I w1 7Y (Ter) . P DI AT H Od B |
YT faf ol o=y has |
afa ofd T fSs B A Bl IS HRA arcl! BaTeld! A g ar
T & ford & o
SR 3T faffdy =1t faman mam: ervgad STg & &0 o
e B3|
14, 9fag= a1
siaxfgra fafraw
UNRTDG
FRH It & w0 § fafafg T8
315 U ¢t T-8t ot 3R
FRH It & w0 § fafafg T8
3T Ty S sht-@wls
WRATS I & =0 # fafafig 78t
IMO SUFBRVN & AR UiP H gikagd &
3Myfef b T s ae & e oy et
IYANTHal & fore faiw wraenf~ai
T gl
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Carbidopa / Levodopa Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
5.1 30.09.2023 50118-00022 Ugal §R SR} A Bl dRIG: 23.01.2015

15. faf~ramae Ja=n

werd ar fagor & g gRam, Wy, 3R wafaRur & fafamfaum

39 IdTeH & 3faud fAwfif@d sHa= v # gRa §:

AICS : fyffea &t

DSL : Fifa 7Y

IECSC o fyffea =&t

16. 3=T G-I

TRy ot fafy ©30.09.2023

Sifafved STH®RT

a1 2ffe & dhad & ford . % HId SDSs, OECD eChem ¥ 3idRd d@d-id! scl, 3T

PRI B R GRASICE| qicd Wiel IRUME a1 GIUg RIS TorT,
http://echa.europa.eu/

feTi® ey . fRAAmad

3 AHURE & quf Aty

ACGIH © guHU| ACGIH HHRET d1H (TLV)

ACGIH / TWA : 8-Uc, GHY- qu 3Nd

AIIC - STEfIe AT Bt Siieiorrs @l ANTT - Wﬁw@nﬂi&mﬁaﬁqﬁ?ﬂ ASTM -

ARt It uierr FRIRIET; bw - STaT &I G9; CMR - BRI, Jeol-d IT Yol favar; DIN -

THT AFS IR0 GRIM & o AF®; DSL - ‘aiqua%fa?ﬁ(mm) ECx - x% Wfdfehar ¥ ST
HohaT; ELx - x% Ufdfohdr I St ST &; EmS - ATUTdbTei Uegdd; ENCS - ﬁwﬁvﬂq
ITA® uerd (STUH); ErCx - x% g &x Ufaferar & J&T Ydhad; ERG - MTATdedmIe ufafdbar
TES; GHS - %F%WWW%W;GLP-&E&WWUW|ARC-WW&@#W%%E
ol IATA - agwﬁaeq@ﬁw;lac-umwﬁwwmﬁaﬁ
asﬁnfmaﬁ?ww%ﬁm HfedT; 1C50 - 31T 3iftedd FRIUTHS ddha; ICAO -
RIS AR faAA T3, IECSC - I # Hival IS Uerdl & 3dedl; IMDG - SHRig™
G@WW IMO - SIRISTT Tl &, ISHL - Siieiifiies JRAT SR WA I (STUH);
ISO - AF®IHRl & T SRIFI W16, KECI - HIRAT HIS[GT T 3-dedl; LC50 - TR0 el
B 50% o1 °ddh Hdbgd; LD50 - TRIEUT SIS BT 50% 1 °ddh GRID (A1 Ul WRID);
MARPOL - S8l & UGNUT &1 AHYH & oy SIeRTPH F9e; n.o.s. - 391 AP F&T; Neh - foreft
708, NO(A)EC - 3@did- 7 fohar Tar (ufagd) wuEa ddbs; NO(A)EL - 3f@adis- = fear
@fdHd) THTE TR; NOELR - TR-3{ddIH-07 THG A& &X; NOM - TGRS Afde o,
NTP - P10 fu-fasM STiH; NZIoC - T8R! &t ol o $des); OECD - SR e IR
I TS, OPPTS - IMMAMH® TRET 3R UGV JHUH ST, PBT - RITH, Jd-THATH 3R
fawred er; PICCS - TURA 3R IOEAAE el ot el gded); (Q)SAR - (HEHTHE) WA
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Carbidopa / Levodopa Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
5.1 30.09.2023 50118-00022 Ugal §R SR} A Bl dRIG: 23.01.2015

Tfafafy Yey; REACH - TRUTT T4 3R GG USiehRul, Hedid, ISR 3R ufasy ulkug &
fafAa®= (EC) 7. 1907/2006; SADT - W-ttadl ${Udc AludH; SDS - YR&T Sl /ie; TCSI - dargd™
IS Tard 3dest; TDG - WA ATd &1 URdeH; TECH - UTSels HISaT I 3del; TSCA -
fauTet uerd Fdzon sififaw (e Isg SfkeT); UN - §gad J1F; UNRTDG - BIM®RS MM &
URTET R YK Y BT BN, vPvB - Igd R IR Tgd a-THABRUT AF; WHMIS - HT-
RIc] WaRATb AUl =T Jurat

Y &M 37 Tte A SUF THIRM B aRRG B &} T THSRY §AR I, STHHRT SR 3y &
IR T § | BRI B QRIS &1 I JUTA, TIRT A, UichaT I3, T -, URagd He,
fAYe o3 IUT Bs & ol Sad Anfex[ & w0 § fewme fovar mar § qut {5l UeR &t ard a1
TOTaT T fAfERT 181 AT SITE | Juds SRl T SHeRI 59 SDS & XY IR ggar Tt had
fafXry arrht @ Tefid 8 aur sDS wrlt &1 et o Il & Tate o a1 it o ufshan &, 5|
I T3 H 7 FdT9T 71 &1, TRNT - WR 94 el 81 Tabell ¢ | It viiaanadl &1 arg 811 W, Uaied
¥ oifqm ITE & SDS-TTHH &t JUGHIT HT BT B Aed 88d B, TINT A, UfohaT d
TUT TG A P M0 HfiE &1 & falRiy W & S SR Ryl ot weften o =R |

IN/HI
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