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3ifdH IR SR} HRA B dRIG: 23.03.2020
U IR SIRT %A &I dRIG: 23.01.2015
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1. ITE Ud HHI Bl Ugd=

geref AT Carbidopa / Levodopa Formulation
fafansmyfdeat
S Organon & Co.
gdr ;30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

SILAGH 551-430-6000
SMATARTAA DI TR 215-631-6999
g_ﬂa HT Ugdl EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt

2. @R ® ugaH

frafor, WeRor 3R & SMITd WaRTS 9T fraaTaeil, 1989

Tiffeor

STE-1 & U | H Fufid ATds & SuR WaRkATe & w4 § arifgd 781 §
it Q. e-auffeor

GIEACLIESEIRCIITEED) : faymT ¥

S fasTerRTan : faumR

3 deg-of Sfew fawaaar  : faumT @ sl A1t o7 (Fed Raw Waen))
- IRIGA 3REU (HIfEe)

SABIAID () ST War - faumT 3

dd@Ife® (i) Seig @ @ fqumT 3

Si.09.09. d9d 9

IR CAREENEE] : ‘% C

Tohd s RGN

B Tl s H302 fATTeH ¥ gIMe RS |
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Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

H361d 3fSTTd I BT BT+ Ugd™ &I Hag|

H372 fTel o7 IR i Hrei a1 TR TauieR ($ad el o
(Hed RaY Wged)) 3T 1 JoH Ugdrd g

H412 SIereR Sitad TR a RITAT U419 3R 1Y 81 8RR |

wefaardtgdfau™ sam R

P203 IUTNT B § Ugd gt JRe = &1 urd &3, g 8k
JPT TS DY |

P260 ¢l ! T gRT TG0 - B |

P264 TATA & d1G @dl DI 3! aRg 4|

P270 3 I1GA D! YA HRd TG W, UIHT AT YHUuH Td B |
P273 TR0 § BT ¥ URER & |

P280 I&TEH T/ I 3R 37 T/ &0 U |

g

P301 + P317 + P330 3[R fTet foran gl: fafere wemaen ure
$< | g ! Ut 9 g R () Y

P318 3R 3{TaRUI 81 AT oIl g, forareiia 9are & |

HSIRUT:

P405 HSR drd H1

fHraror.

301 f&sd @1 FUeRT Wigd de SRUvid dREH &
|

3= g1t et uitoms ey arffewor 48 giarl

e P 1Y FHD B IR 3 | Fifrep! oo gl wepell g |
d & T JHH g W 3@l B Tt STer 3R @1 § GD! 8 Tohdll ¢
TR, TUTE T =T 1Y & SR [aWhied Yd-arg 0T a1 Jehd & |

3. 3AGYAl BT HUSA/SITHBRI

Terd/frsior o foyyor
3auq
S A H T (FY) - TR | MO (HEAA) (%
wiw)

Levodopa 59-92-7 >=70-<90
Carbidopa 38821-49-7 >=10 - < 20
Jedre 9004-34-6 >=1-<5
TRMAS 9005-25-8 >=1-<5
A ©Re 557-04-0 >=1-<5

4. yyfye Rifesr & Surg
I I8 . 3R CHcl 81 T deid 3id 9 & dl Afghd T A Jalg B

Td |1 TG T3 1 Xiehl Bt gx FRufa I Feforcita warg o
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4.6 10.10.2020
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3R TG GRT T80T 81 Y
3R T ¥ YUD g oy

3R 3G T YUdH g T

3R 7t ferar sy

T Aeaquf d&ur SR
TUIG, G ot SR 8t

TTfHes fRfdhedm & W&

fafhrctd & fe’d

D gfe I gRI gl R foran o, o drelt el ga1 | o §|

fafecita Tgan ol

. qWE gF W, R @91 Bl AT 3R Igard U I T B |

¥ 93 U9 o IAR G|

fafredta TgarT o
YN ¥ Ugd a¥d g |

TN ¥ Ugd o Bl st ave |

. gfe 3ifEl & g o af Ut & St avg ot

gfe Sa I 8 3R 9N T8, df fafeiia ggaim |

: gfe fTa oY, 98 Ofkd Ad &R

fafe it Jgan |
THI & 1Y Yg 3r<d] e el bRl |
IEI AfGd Bl Gg & oA U &I FB AT <

3{oTTd RIg) Y §11 g &1 TE |

FRTe TR & a1 TRIG 3Re0 & AR gt (SRR B

JHH UgaTdl 8| _

gﬂﬁ%ﬂm&@ﬁwﬁa‘rﬁuﬁﬁ' A 3R @ B gD
|

Yd & 1Y b g W TG A At Sa- g) I g |

. fen 9 gReR® |

L UTfies Fafdcd = aTall &1 ST YREM UR &1 ¢ A1, Il

SRGH Pt YU B9 TR YT T dAfdids GRETHAD ITHT
BT IUTNT HAT AT (WS 8 W )|

. e 3R TNt ¥ SUER B

5. =M U

Iugad SHPRm= difgar

SRIT (31TT) g1 o JTEq
TR & SR fafy @a?

WARATH G- Ida|

(31T) I & faRy adiep

M g & fore oy srarg

SRt
TadgIa-ufaRie S

BT SAHIAZS

[/ T
BINTE
YW 1 Y AP, ST T B SUTRTY A TS §d g1 A 3FR

BB HETH Tha gid! & o) [apie 3 FHIGT 81 gl 2
T8 3Tl BT YUd WA P i Th WRT 81 Jhell g

. HRE NFZSY

Yoot ey

© 98 IRRITAS IF T &3 off R uRfUfd SR Sy-ur

JTATARYT & 3 Bl |

T [Ssdll D1 381 A & oL FT-BER BT YA R

3R TT H3AT QRI&A ¢ af 3T & & F effag= R vt o
EURCARCIGIERE Y

L 3 T M R, WY-Fafd 41 U ugH |

Aolt Y& IUHRUT UTUNT 69 |
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Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

6. T feT® el Surg

D AU, ReMdTd ¢ (Aol IETAS USRI TAnT & |
JUHROT TUT STATIDTA R gSfeiT R (Ws 7 <7 ) 3R AfadTTd JREM IUHRON
Ufehary & AT (TS 8 ¢W ) BT JUTe DY |

qgfaRuity Fraenfar : gIdTeaRYl H Bie ¥ URER $R |
e BT JRIEA, SR T K19 a1 ST B A |
T ¢ T U Dl g1 Td AT
gfe Heaqul SAHId UTd 1 81 Iob, a1 R Witretial &t
gferd &1
THTE HA AR B AAGA | SADE Bl o & o8, T o A1 dagH gRT 3Rrd fos A
& Uard td Wb THd B
sﬁfrﬁwﬁﬁmmﬁwﬁ(@@ﬁﬁﬂ?ﬁﬁw@wﬁﬁ
6 ) |
Yd P! Yl | THHAD 181 ¢, Fiifds I G0 1 | araraxo §
el B WR fawnle fyor a9 ST |
g a1 A1 fafaw 59 gerd &) fawfa ok Rueq &3 &
o AN &) Gbd §, Ty € I Aoy 3R 3MmgeAy W o ot
@9 yerd ) Rel & qwrs & TR A a8 S g1 39 Bl

fufg 31 8 i PR farfiam e 8ia €
T THSITH & SFIHIT 13 3R 15 o VI I1 151 Reprgei<
%aﬁﬁmmmﬁ%
7. HETEAA 3R YSRUI

qH-b! U™ : %@wﬁﬁ%ﬁvﬁﬁﬁaw%wﬁmﬁ?a
BELIE
gifed Yafur S, S &) Saadie ST 3R |t a1
IERICIRICRUl

R / $a dfea=H ;R Iugad o= # v #

R g & forg D Y Bl Y GRI T80 A B

BICEIEE [BUGEGT
il & 1Y I I URER B

T & 1Y T JHG I 1 IR IR AU A 3 I TRER B |
AT & 916 @dl i 3BT a8 T
3B SRS TFAT 3R GR&M TATST & IR HHT, Sl
PRI TRIUIOR HA TR TR §1
Yd P IATG 3R Hd HH J HHABH < |
S ST | A1 81, fSeaT avg X9 |
d1Y Td Usda & did 9 gR 9|
Rfds R & Ufdsd gaiur e o=
T IAIG &I YA HRd G G, UHT AT YU T D1 |
w?ﬁ?hﬁﬁﬁﬁﬁmwﬁ@,aﬁ?mhwﬁwﬁ
oH |

RIET YeRU & URfUfcr 3BT dRe ¥ dad bt gu fesal & 39|
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Carbidopa / Levodopa Formulation i ORGANON

BT TNy ot fafd: U349 ek S IR SR FRA B dRRG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
HSR dral H|
faRy Ity fafAodl & AR HeRU &1
3 Ul 9w  Fufied geR & disae & 1Y 7 39
g sheRfieofig Toleq
8. Siifay fordmror / fAeit grem
PRI 01 & aFS! & I1Y 3@gd
3ayd I T T (BY) | 59 PR =T U / YR
- TR (3IR&UT BT PHENIER]
THR) SO
Levodopa 59-92-7 TWA 500 pug/m3 (OEB | 3fidRe
2)
Carbidopa 38821-49-7 | TWA 2,000 pg/m3 ARk
(OEB 1)
A 9004-34-6 TWA 10 mg/m3 ACGIH
THAS 9005-25-8 TWA 10 mg/m3 ACGIH
AT ¥Re 557-04-0 TWA (@19 10 mg/m3 ACGIH
T TR 3
TWA (4519 | 3 mg/m3 ACGIH
SIR)
goif=afe fRasor L O O URIUISR <AaH &34 & fog v gefifafar feson
BT SWHTT B |
quft efifafiar fa=ul &t ufeR fewmgH gr1 wrifad 89
IRT 3R Iarel, Hifal, 3R yafaror &t 3em & fw GMP &
fgidl & IR Haferd faar ST 9zl
fooft sara &t InEht
o Gt ST L IR U ™Y ey dfeaw Suas T8l § 1 TeuieR
THa SRR fA=m-Fee & a1eR TauieR yefid #Rdr g,
Al T YRET BT SUANT DR |
flheer THR R UER
HURERICEIR]
garf D A g
3ifgl et s=ma L T3S Tiics I1 TINCY b WY YREM ARAT TR |
3R BT S Wil a1 TIfafafd & et ot fRufdad, o a1 weriiey
e g, ol Sferd Tres v |
IR Yd, Y, T7 TR & AT 18 Yudhs &1 GHIaT g1, ol
Teiics a1 @ AR BT 3= TRE0T U+ |
@1 U9 IRR et sEa . gdf a1 JanTRITeT ®ie § SH S
s dl et U L TR I SUANT & SR I & T H 3 Pt UG 8,

Tl BTH B b R b DRSS ¢l P YUl R FRam
R YeT B3|
TART & RM, BT, YT 31 Y5 7d B |
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Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

T HUS B 81 F T8 & R F SxaHTa B

gfaeT o gUTdT ot 8 Soitt-aie fa=or o witer, 3fad
HfGaTd JR&T IUHRYN, Ifard St ok ulk=nes ufrarsi,
NN Tsar ATRE, fafeen AR SR sgarmus

[RRELCIRSSEINRIIEREEE ISR

9. Wifo® wd Taraf~® T

fe@mae N

a1 D STl Uy gl

Ty D OgTREH

7Y BT ggelis D ST Uy g

fom T K I |

Oge/dS &1 dagaH : 8T Suasy gl

RS Iga F1 fdg/ Igar e Iudsy el

@

Wi faig D 3T U e

iR Bt R D ST U !

SIARIdT (319, 9 ) ; ﬁ%ﬁwm&mm%H%?RHﬁW%ﬂmﬁww

SRt (qRa Uard) D ST U !

I fawpic AT/ IAR D 8T Suasy gl

SR T (3R

Todfafee fermie)

%A fawpie dur / e L Sl Uy gl

SaaRiTedT ST (@8R

THoHfafe! fomie)

I a9 L 3 Uy gl

10 T g ST IR |

RIEFREL) D S Iude el

R SIS IR |

qFﬁﬁﬁgmuinm G IR |
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Carbidopa / Levodopa Formulation i ORGANON

BT TNy ot fafd: T9.81.u9. 9 S IR SR FRA B dRRG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
ERISRRIUICHCE] L Sl Iudsy gl
g AIe/ar)
3 &1 aruHH ;o IuAsy g
3ge &1 dqHH © SC1 JUAs TTg
igar (it
ERIELICERIGRI : ST IUdsY g
fawIfet ®rsafc® gl Iudas et
faepliesd URayE ;. fawples w81
STFITHRUT & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t frar T |
3MUIfIH HR © ST IUAs g
0 BT I D ST IS e
10. FR=aT Tyt wfafsraar
UfdPpR : ftfparsiiciar & @R & =0 H Fifepd e
T fRRar D I iR # RR B
IREweryg ufafsarai ; ﬁ%ﬁwm&mm%H%WﬁWqﬁa@ﬁww
|
A9 TRNPRS Toiel & 1Y UfAfshar B Tobdl ¢ |
29 uRfRufoal O o : U, SaTel Ud Rt
Y P 1 I A |
ST TR D SfiRfieRit Teleyq
3ye Uerdf I Sifw . Pls TR dTd (FoRSY) 3uge yerd J1d et
11. fawrasnfora g
TG 3REUT (THIUSR) & aR 1 gRT UG BT
A TSGR CEIRRED
IBUNE
3@ ¥ Iudh
GIERCLIESG
e 9 g R® |
gard:
g M fawraddr D SfforaTcl fasTeRIaT $IHM: 1,952 mgl/kg

WIBT: AT RIBT
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Carbidopa/ Levodopa Formulation

Apuhlic

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
3d9dq:
Levodopa:
g Mifaw fasradar LD50 (IET (R)): 1,780 mg/kg
LD50 (U (HI3H)): 2,363 mg/kg
Carbidopa:
dig e fasTadar LD50 (IET (X)): 4,810 mg/kg
LD50 (F{¥h (HI3H)): 1,750 mg/kg
Jqa:
g e famaddr LD50 (JgT (X€)): > 5,000 mg/kg
GIEEREAELICSE . LCS0 (I8T (RT)): > 5.8 my/l
fohe wHg & ford Tueh (TeTdloR) ofm: 4 h
TRI&(0T ATdTaRUT: Yei/paiar
e i faurear LD50 (FIMRM): > 2,000 mg/kg
THRHS:
g Mifaw fasmadar LD50 (T@T (X<)): > 5,000 mg/kg
GIERCEIRACRIESG LD50 (FIR): > 2,000 mg/kg
ARy e
g M fawradar : D50 (T8T (}T)): > 2,000 mg/kg
TRIBT: OECD URIefur fe=mfgsr 423
3fiera: uard a1 e Bt pis MRas Siage fauraadr 781 @
fewoht: v SRf IR & Ser iR 3netid
GIERCEIRAERIESG © D50 (J/RIMRM): > 2,000 mg/kg
fewoft: v St IRt & Ser W enenfia
91 & fore ergeRY S
JUAS TSGR W A Ngpd Tal|
3(dYq:
Carbidopa:
IR SR Ra |
Rkome : Ol H S el
AR Wwe:
IR SR Ra |
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Carbidopa / Levodopa Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

giomg I H Sdd ot

fewuft C U o grEiEl & e W muTiRd

TR A7 afasdes

JuA] BRI W aFifpd el

3dd:

Carbidopa:

UG SRR U

gfikomg ;g 1 3al B oA

wWHHES

Sl R RN

gfikomy : 3IEl H @ T8l

Afformw whe

I GRSl

gfkomg : 3G A Sa T8t

fewuft © T o grElE & e W muTiRd

oI qT IHS! GUTE DR

AT D gATS AT

JUAS THGRI R aNgd Tal|

YTI-UYTE D GITRTT

JuA] BRI W aFfipd gl

AdYUd:

Levodopa:

ToTTfa : foed fom

gRomg D T IRYeTgoR el g

Carbidopa:

feugoft : Sel IS T8l

R’ﬁflﬁg:

e &) fee . AHTS IR %

TU& (THIUTER) & IR A g D

ToTTfa : TR fom

giomH . BUTHSD

Afhforaw The:

e @) i . ARfTSeRE T
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Carbidopa / Levodopa Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
TU& (TFIUTER) & IR A Y D
EIIG] o e o
SOIED] :  OECD tigur fezmfdwr 406
qfomy L BTG
fewguft : TP o grEfEl & ST wR utid
SaTV] S ReTeHiadt
JuA] SHHRI R aFfiepd gl
3Adgdq:
Levodopa:
IEBIEERIBEESIEM] D Tl 1 fhw: dadifear Seeh faudta ufvads @t S (AMES)
RUMH: BUTHES

TRA&(01 1 fh: Uy faue
URI&01 GUITell: ¥ e ferh AT shifR1ebT
ioms:

TterT 1 e ATgshIgE S ‘
TEYeq0r YU AT 3ReR BB HIRIBY
ko ardfde

wierr @t fhw: e wafes fafmg wa
&7 FoTTel): TS IRER BB BB
gikurs: ardfde

Carbidopa:
fSHcIhaRe 3 fagt L TRer B fohe: dacivar deeh faudia ufkad &t Sira (AMES)
UROI: ardidd

Tefur B fobed: IRR & I18R WYY BT BIRB13MT &1 i
IaRad= gdtemr
gikue: ardfde

oI eRict 3 faa L Qe Bt fh: HISh IR
TSI gu (H139)
AR & I Afad
Ruma: FBUMTED

fSeIediRyd 3 faer D Tl ) T dadifear et faudta ufvads @t S (AMES)
o FBoTES

TR B fh: IRR & TT8R WU B BITRABT3 BT Sh
IaRad= gdeor
gRumH: HUTHS
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Carbidopa / Levodopa Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

fSFcm IRt 3 faal D ORIEOT BT o ITUTRAT & TIUINITSC GEAATHeh 1 URIe0T
(Shfad gTof # ArgcioiHicd o)
TS T8 (H139)
TG B & ;e o
qRuma: UMD

WHHS:

IEBIEERIBEESIE] Tl 1 few: dadifear Seeh faudta ufvads @t o (AMES)
URUMH: BUTHES

ARy e

fSFIciBaRc 3 fagt D TRIET B fhe: YRR & J1eR WHUTRAT B DIRIB13HT BT Sii
IARad Ttermr
RUMH: BUTHES

fewuft: ver St IEREt & e W nytid

G&r0T o1 fobe: hiHeld TaREH ¢¥e 34 fagl
TAPBT: OECD URTeul f=m-aer 473
LRI I ED

fewguft: uer SRt IEfEt & e W snuid
Uteror @ fore: St Yedh faudia uftad @t s (AMES)
RIS I ED
fewuft: ver St IEREY & e W nuTid
FERSDAI
JUAS THGRI R aNgd Tal|
3dqd:
Levodopa:
P : )
TIPSR & I ; %
fram g7 & ford Iudh L 29
(TRTISR) gaim
gikomy BUTHD
Carbidopa:
Tt ; [Xe)
TEABTA & I ; %
frda g & ford Ius . 96 g
(TEUISR) g
;135 fE/feT IRIN® YR
gikomy . BUTHD
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Carbidopa / Levodopa Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
Jqar:
BEIT L 9RO
TEAHIH & I . fa e
fram g & ford Tus L 72 9«8
(THIUTSR) g3l
gfRomd D BUTHS
3T fquTeRar
3T FRIg] & g1 Ugam &1 Tg |
K CRGH
Levodopa:
3(ERdl & JHTG O ot fopd: Idvar
geTifar: IeT (X©)

TGHTh R & I
Jd¥ar: NOAEL: 100 farm/fem smifves R
oo ug] usteror ¥ IdREAT R s UG el Tl

TRRR & e muyEl © wem o fow: fde™
STt @RI
TEH A & I AifgH
fomraTeT® fauTadar: LOAEL: 125 famm/fe IRie 1R
MR Whdled M|, faRd RH=Iand|
gikurs: ardfde

TR0 o fh: faprg

golTfar: <81 (<)

TEH A & I HifgH

fomraTd® fauTadar: LOAEL: 10 firm/fa i IkiRe 4R

TRiefur 1 fored: fasbrg

USO8 (H139)

TP IE & I AfeS

fam TS fauTeddr: LOAEL: 500 &/ IS YR
TR TR RIY & faw R guE|

o dRdfde
ST faNToRTaT - Sfiche L USl WR T TR U & SMYR WR fdehr W ufdgd UHId &
O T 8
Carbidopa:
AT & UG L TRer B fop: Javan
golTar: <81 (<)
TAHRH & I Aifad

Jdal: NOAEL: 120 farm/fem smifves R
R: ARG To HH gt

12 /19



TR SeT 2t Lar

Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

ORoImE: U] URter ¥ IREGAT W Hig UG T8l Tl

MR F e wRuyEl @ g ot fow: de™
USO8 (H139)
TAHIE & IK: AfeS
famraTa® fauraddn: NOAEL: 120 firm/fem IRi® YR
gRUMH: SIS THIG T8t

W& $ fed: fasr™

ST R

TRAHIE & IK: AfgS

fadmraTe® fauTaddr: NOAEL: 120 fFrm/fem IRIN® 4R
gRuMe: SIS THIG T8t

Aearer:

3R F UHTE D ORI B b Uep-iel greare farerdr srem
golTar: <81 (<)
TRITHRM o I: F17e o
R BUTHED

TRRR & e muyal : gem & o B! / SIRey &1 uwia fasm
goTifar: T (X©)
TRITHRM o I F17a o1
o BUMTES

Afforan wime:

3Rl & gUTd L WK1 B e fauTdaar g die/f[AdT WhiH uia & iy
SIERT O ATl D QRIS 1 fauTadT &1 sreag=
W%:ﬂ:&"[%c“

(XS)
TAIBRA &b ;T T
TBT: OECD Uteun fezmfAcer 422
IR IR ED
fewuft: ver St IERET & e W nuTid

TRl RIg & fabr R uHE! - gliei Bl e Yoy Rig faery |

golTar: <81 (<)
TEAIHTH & I FTd a1
RIS D
fewuft: uer St IERET & e W nuTid
STOT - Ushd SifaH
JUA] SHHRI W aFffpd gl
STOT - SIg™T Sf@aH

W%Wﬁmmwwﬁ(ﬁﬁﬁﬁ(%mﬂw»&hﬁaﬁw
g 81
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Carbidopa / Levodopa Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
HAdYUdq:
Levodopa:
HUh (TRIUIER) & I [ [
e 3faud D HEg TSl 9F (Yed TRad YiKicH)
b

: a"rﬁmqgmam&rmsﬁws%ﬂﬁ(&hvﬂmﬁw
Tg e &

U G fauTarar

HdYUdq:

Levodopa:

LRI L R (RQ)

LOAEL ;100 mg/kg

TEHh Y & I

fpam g & ford Tuds 106 Weeks

(THIUTSR) g L

&I 3faad S TSI 7 (Aod RaY HieH)
SISIN Y& T

eI DR

LOAEL : 100 mg/kg

TP & I D Hife®

o g & o) Ius 22 Weeks

(THIUTSR) gl

WY 3fgud L AT TSl 9F (Yed Ray HeH)
Carbidopa:

g ;81 Re)

LOAEL . 25 mg/kg

THIHTH & I . ARk

o THg & ford Tues 96 Weeks

(TRTTISR) gaf

fewoht : forsht ARyl ufdga UHTa &1 T el el
SIS DR

NOAEL - 135 mg/kg

UGB & I nfes

o THg & ford Tues 1yr

(TEIUISR) g

fewuft . o Aeagul ufdea yuma &t gae T8t e
EEIG] gl

NOAEL . 5mg/kg

LOAEL 15 mg/kg

UGB & I ;

fpam g & ford Tuds . 238d
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& Ser e

Carbidopa/ Levodopa Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: T9.81.u9. 9 3ifqH IR SIRT HRA BT ARRG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
(TUISR) g o
3R . G, 3!, HUPHU!
Jqare:
B LRI (e)
NOAEL : >=9,000 mg/kg
TAIHTA & I . fa e
fram gmg & ford guds : 90 Days
(TRTAISR) g3l
KRS
BRI L gRI (T)
NOAEL . >=2,000 mg/kg
TR & I 9 YUs
fram g & ford guds . 28 Days
(TFAUISR) gl
GRCA :  OECD Uxtefur fe=mnfrd=r 410
Afafrm whe:
I LR ()
NOAEL : >100 mg/kg
TEABTA & I ;
o THg & ford Tues : 90 Days
(TRIUTSR) gt
feaoft D U o grEiEl & Ser R Sutid
AT GRT
JUAS THGRI W Ngd Tal|
U4 S| & |1y 3gHa
3H{dUdq:
Levodopa:
[RUGESE L 3NIR: A, daid diAedl dF THTd, it
Carbidopa:
fre @ . IR: 3wy fa
12. uTRfRIfa@Ta Ja=n
uiifRufa® fauraadrn
AdYUd:
Levodopa:
ST Td 3= Se-fed EC50 (Daphnia magna (dTeX Te)): 16 mgl/l
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TR SeT 2t Lar

Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

ERETCLIEREI] o g & o) Hudh (TauIoR) g3l 48 h

Carbidopa:

SHAT T 3= e-3fed © EC50 (Daphnia magna (@Tex F&h)): 35.3 myll

ERCRAELIESG o T & o) Hudh (TaioR) g3l 48 h
T ot 3.4 8. T F1d=r 202

LGGLSH

EENICIRCLIESE - LC50 (Oryzias latipes (\_rITCI'Fﬁ ﬁW)): > 100 mg/l
o Tg & ford Hudh (TauioR) g3l 48 h
fewgoht: ue SRit Il & ST W snuiid

Afoaw e

EENIEARELIESEI : LC50 (Leuciscus idus (&g 3ft)): > 100 mgll
™ Tma & ford Yudh (TaITISR) g3T: 48 h
WIPT: DIN 38412
femoht: we SR IR & SeT IR 3neTid

SHAT T 3= Ae-Ifed . EL50 (Daphnia magna (dlex il)): > 1 mg/l

ERCHELIESG o g & o) Hudh (TauioR) §3MT: 47 h
e T o a1l verd: Srd wHmEaited 3w
T fAdw 67/548/3 3.0, T Y, t.2.
Ryl T o Gl % et R SuRe
facrgar &1 i R 18 fauraddr T8t

QaTe/STelIg Uiel F fawieddr ¢ EL50 ( Pseudokirchneriella subcapitata ( Eﬂ‘\ﬁﬁﬂﬁ (Qc_vﬂ)): >1
mg/|

WW%%&W(@@W)@W 72 h
e T o a1 ard: Sra wEmEifod Siw

T 3 S 3 S e Ak 201

fewuft: ver St IERET & e W nuTid

facTar &t W1 R oIS faumeddn T8t

NOELR ( Pseudokirchneriella subcapitata (Bﬂﬁﬁﬂ (Q?rﬁ)): >
1 mg/l
P gmy & ford WU (TaUIoR) g3 72 h

T fopar oI a1 uerd: ST gHEifoIT 3w
et 8 E 4t & e R 201
fewuft: uer St IERET & e W nuTid

SitaTupsf & fasTerdar . EC10 (Pseudomonas putida (JEIHHN GCSN): > 100 mg/l
P gmy & ford WU (TaUIoR) g3 16 h

T fopar oI a1 uerd: ST gHEifoIT 3w
fewuft: uer St IEREt & e W nuTid

16 /19



TR SeT 2t Lar

Carbidopa / Levodopa Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015
T 3R ST
3d4d:
Jqar:
e SAHHUIT BT & D ORUT: YT & 1Y Wihide dile § SashHUbR]
CRIEPSENREERRIN
AT Wae:

wifdd Sfahaurdr &1 &dar . gRume: ISR el gl
fewoft: v St IRt & S W eneia

Tyrfaa wfae Jou
H{dYUdq:

Levodopa:
faUTS T[uriep: (T : log Pow: -2.39
g Ie/ar)

Afaformw whe:
foureH T[Ulich: (T : log Pow: >4
SfgeIe/ar)

gt o wfa=fteran
31 A gt

3= Ufaed gHET
3T IudAsy et

13. fger= Hifgard

fAuem & a8e

/N I 51 7Y (gere) W fafamt sy s |

gfa afd L 9T fEsal &l A B g8 A B aralt BaTaet B g ar
B & ol o S|

IR 3= fafafdy &t foran T srgad Sare & U d
fAgem #%1

14. URaE= a1
siaxfgra fafraw

UNRTDG
TaATh gt & wu § fafafeg T8t

3T T & -3 oft 3R
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&M e e A

Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

WaRATS Il & =0 | fafafig 7g)

3T TH Sl Sl Pre
RS It & w0 # fafafig 78

IMO JUHRUN & AR 4T | ufiagd &
3yl T TTQ Ui o forg o et

15. fafrarae Jan

gerd a1 figyor & g qren, Wy, iR yatavr & faframfaus

39 ITeA ¥ 3auq fAmferfad gHa=< v ¥ gfua &

AICS o i 78

DSL o e T8f

IECSC o Feifa T8f

16. 3= AT

Sffaf¥ed SIS RY

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

TIRT fohdl T axaras qIéd Wiet aRumm aut RIg I Tei,
http://echa.europa.eu/

fei® ey : RAAmad

3T SEIARE & quf arey

ACGIH . gudu| ACGIH HHRET A (TLV)

ACGIH / TWA : g-de, guy- 9o i gd

AIIC - STEfe I BT SiReferars gal; ANTT - sford &1 P Y uRas Toidl; ASTM -
AT ATt uierr FIRIET; bw - Sial BT Fol; CMR - BRI, Jeol-d IT Yol fasar; DIN -

THT AHS IR0 GRIM & T AF®; DSL - IR Uard Gl (@1ST); ECx - x% Ufdfehdr I a1
HheT; ELx - x% Ufdfohdr I St ST &; EmS - TUTdbTei edd; ENCS - ﬁs@aﬁvnz
ITA® uerd (STUH); ErCx - x% g ax Ufdferar § J&T Ydhad; ERG - MTATdedmIe ufafsbar
TES; GHS - a%wu?wﬁﬂm GLP - 3<3} YGITRITE UT; IARC - iR TR 3 & fog
Tol; IATA - aguﬁa%trq@ﬁw;mc-uﬁwﬁwwm:ﬁaﬁ
%ﬁﬁmsﬁimavﬁm TfaT; 1650 - 3 SifismdH FRIUTHS g, ICAO -
RIS AR fdAMA W13, IECSC - I H Hiv[al Ie yemdf &1 3dedl; IMDG - smfgm
T WARAS AT; IMO - RIS Tl W16, ISHL - STeNfier TRem iR WA ST (1),
ISO - TR % R SFRIPIT TIo; KEC! - HIRET el TR 339¢; LC50 - TRIeT 3irarl
B 50% P UlAdh Hdbg; LD50 - TH&UT &Sl BT 50% B Oldd GRID (I °dd WGRID);
MARPOL - SIgTsll ¥ UgNUl &1 AHYUH & T SIaRTPR e, n.o.s. - 391 FAfEE =&T; Neh - feredt
f78; NO(A)EC - s@died A far mar wfded) THE Hdhg; NO(A)EL - iadre- = foar T
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TR SeT 2t Lar

Carbidopa / Levodopa Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
4.6 10.10.2020 50118-00016 Ugell IR ORI H I dRIG: 23.01.2015

(@IfdHe) THTE TR; NOELR - TR-3{ddIHH-070 UHIG daH &X; NOM - TGRS AfRies fom;
NTP - 1910 fau-fas 1fshH; NZIoC - 38T &t ot o $dedl; OECD - i wedl 3R
9T W&, OPPTS - IMMAMH® TRET 3R UGN JHUH ST, PBT - RITH, Jd-THAHN 3R
fawred uard; piccs - Wah?wwﬁwwﬁaﬁﬁﬁﬁqﬁm (Q)SAR - (AHETHE) T
Tfafaf YeY; REACH - RIUTT W4 3R IAE USiahRul, edid, WMRISGR 3R ufasy aRkug &
fafa@= (EC) 7. 1907/2006; SADT - W-ttadl ${Udc dludH; SDS - YR&T sel /ie; TCSI - qaIgar
ITafE uerd gdest; TDG - WakATe HId &1 ulkag; TSCA - favrad uerd fFasur siftifem (wgaa

T 3HARET); UN - ﬂgaawg UNRTDG - sﬁaﬂww%uﬂaﬁwwﬂgﬁw
VPVB - Sgd RITH 3R 9gd SI9-UHAHRUN AT WHMIS - HT-RId W1 Qraedt a1 yomett

U & ST T A SUS THIRM B dRG B ¢ T THSRI AR I, STHHRT SR [y &
SIIR 8! § | TSR Bl RI&T ST JUIEH, TN I3, Ufohal A, T =, URag He,
e &3 au1 Bis & o Fad Arfeei= & Fu d feomaa far mar § aut f@d ueR &t ard ar
T[OTGT T fAfERT 161 [T SITE | Judsy Sl Tl IHeR! 59 SDS & XY R ugart Tt had

ﬁﬁmmﬁﬁw@a%awsosmww 3 It & Tare | a7 fedt o uferar |, 519
I UTad H 7 ST 71 &1, TRNT - WR 94 gl 81 Tabalt ¢ | Ireht vaiaansif &1 arg 81 W, e
¥ oifqd Iare B SDS-URR Bt ST HT HTHAT B Ted e8d B, YA B, UfehaT I
TUT G B B 3T iy &1 & ARy Toof & THeRY 3R Riwiar ot Tten & =nfau |

IN / HI
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