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TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR A BT TRRG: 26.09.2023

1.19 28.09.2024 23757-00020 gl IR SIRI A DI dRIG: 21.10.2014
3qaq
S A U (bY) - TR | MU (HHACR) (%
w/w)
Sugammadex 343306-79-6 >=10-<20

4. My fafee & Iur

3R Wi gRT UgUI 81 WY . gfe 91 gRT U5 & forar Y, el gatt g1 § o g
&1 Uhe B W fafrciia 9gai o
3R @ § TU& g1 Y : ygfur () & forg I SR Ui ¥ e
_ 0T Yebe B TR (bl JganT of |
3R 3G § U g S : yafur (et & for sifet &t urt @ e
e SIeH 37 81 3R I} X8, ot Fafdrcdiia geam |
3R et fera simg : gfe e 9, 98 ORd dd &
&1 Uhe B R il 9gaiT o |
U & 1Y HE st aRE Heel HRd |
T AUl TEUT 3R S|
TUTT, QA1 i 3IR ot
ity fiferear & TReor . oiufire geradn ufafbarerarsit & ot oI ARy Iraenfar
HTIRTH T8l § 1
Rfecs & ol gam L e SR WEanT ¥ SUER HR
5. AR U
IR SR Hifgam SR
Y gta-vfariedt g
EAIE ) BRI R RS
/T I
ST (M) qIH S AEH I
A F IRFA R TR <84 IAE! HT YU WY & oY Ueh W1 81 Tehall g
TR &g Jdial . HREA RSy

(31TTT) g1 & o=y Rl

ST g & fore IRy s=ma

JTATGRUl & 3HIHd Bl |
§< fSoall B TST A & o ST-BeR &1 YaRT e |

TR THT HRAT QRI&A 8 af 3T & & F effag= R et o
EURCARCINIERE !

YT IUHT B UgH |
Al e IuewRur TN B |

© gg RS I3 UaT % off R uRfRUfT SiR Sm-ury
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1.19 28.09.2024
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T30y, deR:
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Jufade Traur, WeTdd ¢ R gSfonT R (WS 7 31 ) 3R AfadiTd JREM U0
JUSHRON YT SMATARTA & gImal (TS 8 ¢ ) DI HIATA By |
PIEIY
ygiaRofig graenar © IR0 H Bie I URER B
T AT QRA3r, 3R 3 g a1 sefehTd &1 A |
IS AFBA H har I AP (IaTexvr: g a1 aa Afdye)
T ¢ T U Dl g1 Td DT
¢ Heayul SABIT UK A1 g1 Tdbs, I RIFIT URrs1RaT !
BERER]
TS A IR BT AP © 3R v uerd 7 I |
F yerdf td i S hard & forg SEHT a1 39 Iuged AU UgH B dlide

Haa 3R 7 93| A SEh @ 18 yard & Uy fsar S qahar g
I 3 ST dHeR ST IR KR B |
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R a1 IS fafaw 39 yerd @t fagfi ik e & &
fore @M 81 Ohd €, Iy 8 39 AeRIger 3R sgery wR oft St
39 yerd &) Refiel o gwrs o ST 3 9/ §d 81 39 &I
fufg wxr ghm for B faefam arp 81§

U THSITH & STHTT 13 3R 15 F© RIF 1 I8 Rebrgd
& IR & THBR! TeH Hd ¢ |

7. AT 3R USRI

qPp-ih] SU™ L U (CRIUIRR) ¥ §9 & (g=01/fof S91d Sy & dgd
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@ﬂ?ﬁ?héﬁ@ﬁﬁﬁwwﬁ@,sﬁimhwﬁwﬁ
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g siirfieuiig Toiey

8. siifay forimror / it R
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- TR (3RETUT BT PRNENICK
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR A BT TRRG: 26.09.2023

1.19 28.09.2024 23757-00020 Ugal IR SR R &1 dRIG: 21.10.2014
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Tl Het Iu™ D 3R WA ITAIT & SR WA & AU H 3 B GHITT g,
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QTR U dY |
TN & SR, BT, UIHT a1 ¢ 7d H1 |
TN HUS! B U & 916 B [ I SXaaTd B

9. Hifas Ta Tamaf=® qur

fagrae T [ I

[T |

gy L gTEH

Y Pt gl : 3T I e

Vg L 3T U el
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I fowpie 1/ SR STl Iudsy gl
SR THT (30
THadfaferd fodie)
Y fawpie A1/ Tt Sl IUAs el
Saa-RITadT ST (@8R
wanfaferct fedfie)
G EEEIG] 3l Judas gl
e I g D ST IS g
Yddd 1 g/cm3
OPSE—-
g A fadgan 3l Judas gl
fqureH o (T SCTd KCC G |
3faeHIa/am)
ISR &1 auH= SESTUIREREE ]
3qYe &I dIHH ST Uy el
BIEGIREESAISE))
[ELIEEICERIGRIN] Sl IUAs el
oIyt Breafes © 3T U gl
TaIied 811 &1 9dq) Sl IUAs el
faeples urRayTd . fawples 6t
STRfiRT & TURGHTT : 39 uerd a1 iy & SIRNGRS aiidd e foval T 5|
3MUIfIH HR D ST Uy g
.
&0 BT A : 3T ISy gl
10. =<1 9yt wfafssaar
PIGEAN : ffforamRiiaar & WaR & U B aifidd el |
T RRAT D g RifRfGa A RR B
IRIHeHy ufafpareit DA SRTIPRS Tolel & 1Y ufafhar o Jbdl g
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TEHRT TNy ot fafd: TY.81.u9. Fa; 3ifH IR ORY 31 Bt dRIG: 26.09.2023
1.19 28.09.2024 23757-00020 Ugall IR SRT A & dRRE: 21.10.2014
39 uRfRufodt @ o< TE 1o
ST gt L SfeiteRufig Toey
3gge yerdf ¥ shfaw © Pls TR 1A (BoRS) 3fuee et 1 gt
11. fwmasnfora g
TG SREUT (THRAUIGR) H IR © I GRT TGN FH=AT
A SHHR CEIREED
fTerT
3@ § Iudh
GIERGLIESEI
JUAS TSR WR a¥iiepd el
3dd:
Sugammadex:
g fawredar (RuSM & 3=r  :  LD50 (FgT (X©)): > 2,000 mglkg
A TEIHTH & I 3Hd:RRT
LD50 ({N& (AT3¥)): > 2,000 mg/kg
IR Sia:RRT
1 & U ergerRSTaT
U TSR R Fiffepd 8]
TR A7 afakdeH
JUAS TSR TR aFfiepd al|
oI a1 UG GAT DRI
T D AT
JUAS SHHRI TR aFiiepd al|
Y- D TSI
U TSR R Fiffepd 78]
3dd:
Sugammadex:
ieor @l fbe ;WM fms 1 TR (LLNA)
U (TRTORER) & I o
BRI . TV (A1SY)
3ffhe LT gETe (ARICTS o) 8l HRdT |
GRICT . OECD URiefur fazmfAd=r 429
gikomy . BUTHD

6/11



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Sugammadex Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR A BT TRRG: 26.09.2023

119 28.09.2024 23757-00020 Ugdl! 9R SR} A Bl dRIG: 21.10.2014
SaTY] 9 ReTeiadt
JUAS TSR R aFiiepd el
3HdUdq:
Sugammadex:
et 3 faer TRl o) e e e fausia ufvad= &t St (AMES)
TIB1: OECD URtefun femmfdsr 471
URUMH: BUTHS
TRIe107 1 foh e pIAISIH TaRe <X g fael
TI&J0T JUTTeAT: AT THhIsIReIRS HIRIBIY
URUMH: BUTHS
SR 37 faar L ORI ) T AIShgaey o
gTfar: IeT (X©)
gRUMH: BUTHS
STTaT] o RIEToHRIe! - L 1T BT g M) HIRIBT IcRadd o =4 H qHiiehRul &l
3fipa gl T8l FRar gl
FITSHBAT
U TSR R Fiffepd 78]
3T fouTaaan
JUAS BRI TR afiepd al|
AdYd:
Sugammadex:
AR & YT L USTIfa: 98T (¥2)
TEHHRE & I: 3 RRT SoiaRH

M Ry & fde wuv@l -

Javdl: NOAEL Mating/Fertility: 500 fERT/fTT IRIRG YR
URIHD Yuitg fdbT: NOAEL F1: 500 o/ IR 4R

Tieor 3t fooe: Yoy R fowm |

TS e g

TEAIHTE & I: 3id:-RRT Soia=q

fomraTe® fauTadar: NOAEL: 500 fimm/fem ekiRe 4R

Tieor o1 fooe: Yoy Rig] faem |

ST @A

THBRA & I: 37d:RRT Fora=q

fomraTE® fauTaddr: NOAEL F1: 200 BT/ G IRING 4R
yur-meiey fRIg fawTadn|: NOAEL F1: 200 frm/fam e
YR

7/11



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Sugammadex Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 26.09.2023
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Wl ot fd: fasrg

orSiIfer: g1 Re) .

THHRMA & I: 3id:RRT Foia=™

THd SUIR B 3@fd: 3 Weeks

fomraTe® fauTaddn: LOAEL: 120 BT/ IRING 4R

&I 3{9Yd: &id
STOT - Tohd Sfad
JUAS SHHRI TR aFfiepd al|
STOT - &g/l |ifaH
JUAS TSR TR aFiiepd al|
U G faurear
3{d4dq:
Sugammadex:
Sl Lo
NOAEL . 250 mg/kg
TWITHRA & I : o SfaRRT
o Tvg & ford Ius 4 Weeks
(THHUISR) g3
fha IR ¥ud (TRUioR) ¢ daily
ger
LRI L ()
NOAEL . 500 mg/kg
TEIHRH & I . 3faRRT
P g7g & ford Iudh : 4 Weeks
(THRIUIGR) gl
fha IR Iud (TRUeR) ¢ daily
il
Y WdRT
U SR R Fiffepd 78]
12. aiikfRufaeta Ja=n
iRfRufa® faumerar
3dyd:
Sugammadex:
QAT Mel o) fawreddar @ NOEC ( Pseudokirchneriella subcapitata (Eﬁ?ﬁﬂa' (Q@ﬁ)): 10
mg/|

P gma & ford Tudh (TaRTAIoR) g3 72 h
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T ot 3.4 & e Adwr 201

EC50 ( Pseudokirchneriella subcapitata (sﬂﬁawr (Qc_vﬁ)): >
100 mg/I

o g & ford Hudh (TaRdioR) g3 72 h

T oft 3.3 . 2w fAd=r 201

STarupsf & fosTardar : NOEC: 100 mg/l
o g & ford Tudh (TaRUioR) g3 30 min
URI&I0T &1 fohed: HT-URAN | Fhlac
T 3 3 4 St 2 fAdwr 209

EC50: > 100 mg/I

o g & o Tudh (TadioR) g3 30 min
TRA&01 1 fh: HT-URa B T hldc

T o 3 3 S e AW 209

A3 & fauTedar (RRe1feiee © NOEC: 100 mg/l

fwTaam) o Tg & ford Hudh (TaUioR) g3 30 d
U7 Danio rerio (ﬁ;ﬁﬂ ﬁ?QT)
T 3N 3. S e Fdwr 210

BT Td 3 Se-3fed : NOEC: 100 mg/|
SSECNIESEINEREAINES fore T & ford Tuds (Tauior) §efT: 21 d
[ELIESED) U7 Daphnia magna (dTex U<i)

TheT: 3N 3. St e A= 211

RTRAE 3R apafOrIdr
3T IUAS el

Tyifaa wfae d=oua
HdUd:

Sugammadex:

ELISRRINICHCS] . log Pow: < -6.4
ST/

gt o wiferfieran

3{d4q:

Sugammadex:

TG0l Haf § faaror . log Koc: 3.4

3= ufdpa yuHTa
2T JuAs gt
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR A BT TRRG: 26.09.2023

1.19 28.09.2024 23757-00020 Ugall IR SRT A & dRRE: 21.10.2014
13. fAger= Aifgard
TR & WF
/Y 11 7 (garef) . $HQ Bl AR W A B |
R fafAgdl ey thas |
gt afds : GTel S Bl 9% DI gSd HA aral B! H gdhaT a1
T & ford o S|
3R =gyt fafAfEy =1t faman mam: srvged Iare & U &
fAgem &3
14. URag=T gaAT
sieeigia fafraw
UNRTDG
FRAT® Il & =9 H fafafig gl
31ms T & T3t ot 3R
TR it & =0 H fafafid 7gf
318 TH S1 of-wls
FATS Il & =0 H fafafig gl
IMO SUFHRUN & AR AP T ufkag &<
3MYff fop 7 s ee & forg oy et
IyURTRdt & fore faRiy grawnfaai
T el
15. faf~ramae Ja=n

gerdf a1 fyyor & e [Rem, Wy, SR vafavur & fafaa/faum
39 IdTe & 3raud il gHa= e & g &

AICS : fuifed 8t
DSL . FRyifa T8t
IECSC : fuifed 8t
16. 3= AT
e 3t fafy : 28.09.2024
Sifafvad SHeRY
el ¥fic & Joha & ford . &= HId SDSs, OECD eChem ¥ 3{ide dd-Id! Sel, Sel
TINT Y et gxara TIEe TS UROTH a1 QR i Toiw,
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Sugammadex Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR A BT TRRG: 26.09.2023

1.19 28.09.2024 23757-00020 gl IR SIRI A DI dRIG: 21.10.2014
http://echa.europa.eu/
ferie ey ;. feqamad
3= AN & qut ar|

AIIC - 3TN Il &1 Sieferars gl ANTT - aﬁaaﬁﬂ@u@qﬁaﬁm ASTM -
3Afvat At uieror TR bw - STa &1 9, CMR - BRI, Heolf-d a1 Yo faseT; DIN -
THT AMSIHR0 GRIM & o AF®; DSL - ‘aiqua%hﬁﬂ(m) ECx - x% Wfdfear 4 ger
Tdhe; ELx - x% Ufafhar & JS ST &; EmS - MUTAHIAH ASdd; ENCS - HISgl 3R T
RS Uerd (ST9F); ErCx - x% s &) ufafhar ¥ &1 dha; ERG - Sfurddbla Hiafhar
TES; GHS - %wmwﬁw GLP - a3 TRINTRITAT UT; IARC - iR TR 39 & farg
TolN; IATA - 9 URagd THIRURH; IBC - YR OF1 ¥ {aRAdh -1 are
éaﬁnfmsﬁ?mésm T 1C50 - 31 SIS FRIUTHS Tdha; ICAO -
RIS AR faAA W13, IECSC - ﬁﬁww%wﬁﬁsﬁeﬂn\me it
WWWH\AO SIS TSl WS, ISHL - ST JR&T SR WA S (S1UH);
ISO - AF®IHRUT & T SRR T, KECI - HIRAT HISET [T 9e; LC50 - TRI&UT SHTaTel
BT 50% BT Gl Jdbgd; LD50 - URI&UN SEIEl BT 50% DI didd GRIb (A1 °Idd QRD);
MARPOL - STgTsll ¥ UGHUl &1 AHUM & T SIRTP He; n.o.s. - 3T FAEY 78T; Neh - Ry
f8; NO(A)EC - S@dib = fdar a1 (wided) WHE ddha; NO(A)EL - 3fdaid- 9 foear T
@fdHe) THTT TR; NOELR - TR-3{JaIH-07 THTd daM &X; NOM - SMGIRe Afdys fad;
NTP - 81 YR SRIHH; NZIoC - THRFT @ =gt 3s 39¢8); OECD - 3 TEarT 3R
fa&™ e, OPPTS - IS JRET 3R UGV JHUH HRTAT; PBT - RITH, Sd-THATH 3R
fawrad uer; PIcCS - @A 3R IS terdf ot fheidia gded); (Q)SAR - (HETEE) T
TfAfAfY Fefe; REACH - TRIU T¥e 3R IR GoihRul, eid, WRHGR R ufady aRwg &
fafam (EC) H. 1907/2006; SADT - Ta-dtadT 3fqge dIHH; SDS - JR&f Sl 2ie; TCSI - dargad
e terd gdest; TDG - WavATd Ad &1 URag; TECI - U3ds T gdet; TSCA -
fawTert uare Az s (e Isg SMReT); UN - §ga Y; UNRTDG - BIM®RS 9HH &
URTET R TG Y BT RABIRY; vPvB - Tgd R 3R Tgd oa-THAHRO IRA; WHMIS - HT-
Rf YRS Il Y1 Yorreit

U &1 ST TMe & SUD THIRM &1 dRRG B &} T TSR §AR I, TGRSR Iy &
TR T § | TSR B JRI& &1 JUTEH, TN 634, UfehaT 3, T A, URT He,
e oA quT s & fore Faa ArfexE & wu § feumaA fosar mar 8 aur fordt ueR ot ardt an
TOraTT &1 fAfERT 8T AT MW | Jueisy Bt Tl e RT 39 SDS & JY W ugar! it dad
faRry TrRh § Tefird g 9t SDS Tl &1 farsht o It & Waem § a1 fansht o ufshan H, 5|
I UTSd B 7 ST T 8, T 63 WR Y 7181 a1 Javalt o | ATl Triaarstt & AR g WR, Tated
¥ 3ifan Iare ¥ SDS-UTHt &t IuHdT HT 3Mbe B Tldd 38T B, TART B, Ufshdr
TUT TG TR P 30 3iE &1 & ARy e & SHHRY SR Ry ot weften sxn =1ty |

IN/HI
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