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TR 3 P oI Ug a1 Gl g |
H402 SR Sitad & ot ISR |

wgfaard/gafay™ s N

P260 4d B! G §RT TG0l B |
P273 TIATERU H BT+ ¥ TRER B |

3

P31éwmmwmﬁé,ﬁﬁmmw

B

P332 + P317 3R @d1 WR a1 g1: fIfercr Igraar urd &1 |

frarur

P501
I

3= grf=ar foret ufvomy Ty aeffewor 98t gl
¢ & I TS g4 TR 3@ B it ofa 8 It g1
TR, JUTE T 30 TIYF & SR fabied Yd-arg fHreor §1 9ehd & |
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TIPT: AT TRIBT

g Mifae fawradar LD50 (JgT (X€)): > 2,000 mg/kg
qfsan FIRTS:
g Mifae fasradar LD50 (IET (R2)): 3,550 mg/kg
GIEENEACEICSEI © LCS0 (F8T (RT)): > 42 mg/l
fora g & ford Hueh (TeRIUIeR) gaim: 1 h
URI&UT ITATaRUT: Yei/paIaT
SIERCEIRRELIESGI LD50 (@RIR): > 5,000 mg/kg
ifgan T1-siefa aetbe:
g e fasmadar . LD50 (IET (R)): 1,200 mg/kg
TIHT: OECD URIEUT fe=mfAa=T 401
g @it fasTadan © LD50 (JgT (XT)): > 2,000 mg/kg
TRIBT: OECD URIEfUT fGRmGRT 402
fewoh: ue SRfY g & Ser R 3nenid
AR e
g e faTaddr :  LD50 (FgT (¥€)): > 2,000 mg/kg
TIHT: OECD URTefUT fg=mdsr 423
3fiera: uard a1 fiigor ot pis Mae Siage fawraaar 781 8
fewoh: ver SRfY IRl & Ser R anenfid
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STy FRTS:
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3T ST ILAUI(ERR T 918)
LRI RCIESIEED
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GO Idfdd
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Sffema BEREEHERGIN!
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TR HBUTES
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AdYd:
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Ri&01 &1 fobe: Sg-Ulel srema
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TRAIHTE & I AfeD
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|

TR RYF AP RG] G0 o e Yoy Rig faem|
goTfa: IeT (X©)
TEHHTH & I AEH
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TEHHTH & I AEH
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givomy: ey R & fae™ W uumE g

Tier &1 foe: Yoy Rig] fawm |

TATfd: TR

AR & IR S RRT

Yor-mRy R fawradar|: NOAEL: 100 form/fa IkiRe 1R
givomy: ey R & fae™ W uumE g

Tifsay TA-sre e Iethe:
3(ddT & YT L TRIE B o &l Uiel geddTe A fasTadn sieqa-
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TEHH R o I: e o
o UMD

13/22



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

Grazoprevir Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 402622-00019 Ugall IR SR} A Bt dRIG: 07.01.2016
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SARAT & THIG L ORI B b faNTaTdl YA dicH/fAdb T BhiH ULIa & 91y
STl ST aTelt i WRI Y fATadd &1 g
goTfa: g7 (X©)

TRIThRM b IR: 7 o

TIBT: OECD TRIef0T fe=mAger 422
Ruma: BUMED

fewuft: we Sft It & Ser wR snerfa

T RY & e muyEl qﬁ&rwﬁm Yoy Rig] fasm |

fewguf: W@?ﬁwﬁu‘réﬁamaﬂwﬁa

STOT - Tohd Sy

U SR R Fiffepd 78]

STOT - GIgmT \ifaH

e o9 R < el a1 gRTge TRTdoR (R, Y66 9fRY) 3T &1 oI Ugdl Wb g

3[qyq:.

Grazoprevir:

LI 3T : RR, I 9 .

Sfiee L i A1 RIGT SREUT B TR ST (SIRTY) B IHEH Ugal
gparg|

U G fauTaar

3d4d:

Grazoprevir:

Tty LRI (RQ)

NOAEL : 400 mg/kg

TEHH A & I . Afee

o Tvg & ford Ius : 30 Days

(THIUTSR) Gafl -

frogoft ;T eyl ufdper yHTa Bt e e fireht

BT LRI ()

NOAEL : 400 mg/kg

TEHH A & I . Afee

fpam g & ford Tudh © 180 Days
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Grazoprevir Formulation

€3 MSD [} v

TEHRT TNy ot fafd: TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
30.09.2023 402622-00019 Ugall IR SRT A & dRIRG: 07.01.2016
(TRIUISR) g
femgof ;o TRyl ufded wHTa &1 gEem e ot
SIS Dol
NOAEL . 15 mg/kg
LOAEL 100 mg/kg
TEHH A & I . Afee
fpam g & ford duds : 270 Days
(TRIUISR) G
&g 3qgd . RORR, Y94, iy T, TR, TwelH, gob af
I L NG (H13Y)
NOAEL : 200 mg/kg
LOAEL : 500 mg/kg
T B R & I ;
o Tvg & ford Yudh : 90 Days
(TEHUISR) g1
T SfaTd : FR, e, 3
I - ||
NOAEL . 20 mg/kg
LOAEL - 600 mglkg
TAIBTH & T ;
o Tvg & ford Ius : 30 Days
(TEHUISR) g1
&g 3qgd © Xad, Yep TR
I DR
NOAEL ;10 mg/kg
fpaq gma & ford Tuds . 8Days
(TRIUISR) T ,
femofy ;o TRyl Ul wHTa &1 Eem e e
QifSTH FRTS
Tt LRI Re)
LOAEL : 2,533 mg/kg
THAIHH & I :
fpad gma & ford Tuds D o2yr
(TRIUISR) g
Qifaw g-se e aebe
Ty TR ()
NOAEL . 488 mg/kg
TEAHRE & I ;
frda THg & ford Jud : 90 Days
(TSRIUTSR) g3l
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Grazoprevir Formulation

TTHIl T o fafd:
4.1 30.09.2023

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! gR SR} A &I dRIG: 07.01.2016

T30y, deR:
402622-00019

fewft

ﬁﬁri%mwvﬂu%-c'

Tl
NOAEL

TEHHRE & I
fram g & ford dudh

(TRIUISR) g
fewuht

AT WD

JUAS SR TR afiepd al|
U9 | & Q1Y 3gHT
3dd:

Grazoprevir:

[EUNANE

L U o AHEET & STl WR sneia

- RO
: >100 mg/kg

: 90 Days

L U o IEET & ST WR Sneia

;R RRES, REBeTRd Tedset

12. uiifRufasta gE=r

TRfRufa® fauredar
3d4d:

Grazoprevir:

ISl & fauTedar

SHTT Td 3 Je-Ifed
TR fasTaddn

Qara/STey urel ol fauradar

LC50 (Cyprinodon variegatus (Qﬂﬂ%_s’ ﬁl?ﬁ)) > 10 mg/l
P Ima & ford Tudh (TaRTAISR) §31: 96 h
feogoht: facroar &t W W HIS e Tet

EC50 (Daphnia magna (dicR tFt'@ﬁ)) > 10 mg/l

o o % ford G (TRTAISR) 31T 48 h

TiopT: 3N 3 St e A= 202
fewht: fadaar &) i R B fasradar T8t

LC50 (Americamysis (ST HSTIfd)): 8.9 mg/l
o Tg & ford Tuds (TaRTUIoR) g3 96 h

EC50 ( Pseudokirchneriella subcapitata (83t RaTd (Tesh)): >
10 mg/I

Ww%ﬁﬂiw (THIUTSR) §3T: 72 hrs

Ther: 3t g . ¢ [ 201

feuoft: facaar &1 @ R SIS fasraddr 78t

NOEC ( Pseudokirchneriella subcapitata (EQQT Qard (Qc_\rﬁ)): 10
mg/|
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Grazoprevir Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 402622-00019 Ugait IR SR} & P aRi: 07.01.2016
o g & ford Tuds (TaRTUioR) g3 72 hrs
TheT: 33 .St e A= 201
fewuft: facrgdr &t Hiw W g fasradar T8t
SHaTo[s & fosTerdd . EC50: > 1,000 mg/l
foam ¥y & ford Hueh (TeRIUIeR) gaim: 3 h
TRIE10T 1 ¥ AT-URAT | Feprae
Riebr: 3714181 e Fdr 209
NOEC: 1.3 mg/l
foram Tma & ford Judh (TRTUSR) g3 3 h
G801 $1 fhe: YT9-Uary H T hlac
Riebr: 3714181 e Fdr 209
A3eh @ fauTedar (RR&1fee @ NOEC: 0.98 mgll
fwTaTam) o T & ford Hudh (TaUioR) geim: 32 d
T Pimephales promelas (ﬁv?%Ts' ﬁﬁﬁ)
Tr: ot 3.4 3t e g 210
fewquft: fareere 1 a1 W ig fasraer T8t
WA Td 3 Je-ed : NOEC: 5 mg/l
ERERNCLESCIREREAINED o Tma & o Judh (TRTOeR) g3l 21 d
[ELIESED) USTIfdl: Daphnia magna (dTex Ui
TheT: 3N 3.4 . T g 211
STy FRTS:
a3l B! fasTadarn  LC50 (Lepomis macrochirus (@Lﬁﬁ H’lﬁv_SZT)): 5,840 mg/l
o g & ol Tuds (TaRUioR) g3 96 h
SHiaT Td o Se-3fed :  EC50 (Daphnia magna (dTcX Tih): 4,136 mgll
ENERSELIESE] P Ima & ford WU (TaRTAIoR) §31: 48 h
Qara/Se Gl & fsedar © EC50: > 2,000 mgll
o g & o Wuds (TaRUioR) g3 96 h
STtarugaf & fosTartdr : EC10: > 1,000 mg/l
o &) fauregaar (RReifee : NOEC: 252 mg/l
fwTaTa) fordm T & ford Hudhs (TaUioR) geim: 33 d
SIS Pimephales promelas (ﬁ'ﬁ%_s' ﬁﬁﬁ)
BT Td 3 Se-3fed . NOEC: 314 mg/|
SR fawrerdr (Rreifre o Tg & ford Hudh (TaUioR) g3 21 d
IELIESED) USTTfdl: Daphnia pulex (dTeR Tt
fEay T-sis e aatbe:
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Grazoprevir Formulation

BRI =me o1 fafd: Ty 3109, dR: i IR SIRT R DI dRIG: 04.04.2023
4.1 30.09.2023 402622-00019 Ugal IR SR - & dRIG: 07.01.2016
a3eh &l fauTedar ©  LC50 (Pimephales promelas (ﬁo_c'%'g ﬁﬁ:ﬁ)): 29 mg/l
e Tma & ford Yudh (TRITISR) g3 96 h
SHHTT Td 3 Je-Xfed :  EC50 (Ceriodaphnia dubia (31X Ueil)): 5.55 mg/l
ENERSELIESE] o g & ford Wuds (TaRUioR) g3 48 h
QAT el b fauieddr - $3iRANue ( Desmodesmus subspicatus (8% RaTd (Teai): >
120 mg/I
o Tg & ford Tuds (TaRTdioR) g3 72 h
NOEC ( Desmodesmus subspicatus (ﬁﬁiﬂﬁ (Qc_\rﬁ)): 30
mg/l
o g & ol Hudhs (TaRUioR) g3 72 h
SHarugedt o faureddn :  EC50: 135 mg/l
e T & ol Tudh (TRIOSR) g3 3 h
Aol &l faureaar (RRee1felee @ NOEC: >= 1.357 mgll
fwTaa) - Ima & ford WU (TaUISR) g3 42 d
SIS Pimephales promelas (ﬁv?%_s’ ﬁﬁﬁ)
BT Td 3 Se-3fed : NOEC: 0.88 mgl/l
SR fauraddr (Rrefere o Tg & ford Tudh (TaUioR) g3 7 d
forsTeram) TSI Ceriodaphnia dubia (aTeR i)
AR Wiwe:
a3eh @l fauTedar : LC50 (Leuciscus idus (TG 31H)): > 100 mgl/
o g & ford Huds (TaRUioR) §a: 48 h
TRIT: DIN 38412
fewoh: ue SRfY g & Ser R 3nenid
SHiAT T 3 Jexfed :  EL50 (Daphnia magna (dTex Wil): > 1 mg/l
ENERSELIESE] P Ima & ford WU (TaRTUISR) g3 47 h
oXe foran oI a1l gerd: STe Hmaitord iR
Tt Adw 67/548/3 3.4, T Y, 2.
fewoh: ue SRfY g & Ser iR 3nenid
facrgar &t i R S8 fauTedar 76t
QAT el o) fauTean EL50 ( Pseudokirchneriella subcapitata (Eﬂ@iﬂﬁ (Qc_\rﬂ)): >1

mg/l
o g & o Wudhs (TaRdioR) g3 72 h

e a1 M a1 gerd: STa g S
T 3 3.3 S e AW 201

feuft: e S It & a1 W nutia
facrad &) dar R S fauredar T8t

NOELR ( Pseudokirchneriella subcapitata (8% RaTd (Teai): >
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Grazoprevir Formulation

€3 MSD [} v

TEHRT Ty &1 fafd:

30.09.2023

T30y, deR:
402622-00019

EICIEIRACEIESGI

TR 3R ORI
3dd:

Grazoprevir:
9w SaHHUGT BT &

Tifsay TA-sre e Iethe:

Wfde 3IIhHUIAT Dt &

Afxforaw e
Sifae SragHUIT B &Hdr

Tuifaa Sfae d=ua
3{dUdq:

Grazoprevir:

1 mgl/l
o Tg & ford Tuds (TaRTdioR) g3 72 h

% fpar oI a1er uerd: Sie gATANSIT i
T o 3.3 T Adwr 201
fewguft: uer S IERET & SeT W nuTiRd

. EC10 (Pseudomonas putida (JEIHHN GeSN): > 100 mg/l

o Tg & ford Tuds (TaRTUIoR) g3 16 h
% fpar oI a1er uerd: Sie g i
feuoft: v S it & a1 W nutia

D ORUTY: YA & 1Y WHTae diie o SashaueR]

@rfsTsiaa) 7 g aran
STHHUTT: 66 %
o g & ford Hudh (TaUioR) g3 28 d

: ORUME: GHAT & 1Y UIHfadb dild A SHahHUDR]

CRIESENEERIN

SIHHUCT: 95 %
o T & o Hudh (TaUioR) goim: 28 d
TIHT: OECD URIefTT fE=mE= 3018

. gfkume: SRSRISEd el §

fewguft: v S IERET & e W nuid

EICEESELE] L el Lepomls macrochirus WW)
TRAHIICRH thaex (FRITTW): 7.62

faUTS Turies: (WA . log Pow: 3.72

NTICEEIG I BT)

Hifsaw TA-sIsRia aetbe:

fAUTS T[uriep: (WA . log Pow: 0.83
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Grazoprevir Formulation

TTHIl T o fafd:
402622-00019

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! gR SR} A &I dRIG: 07.01.2016

4.1 30.09.2023
3 AIe/am)
ﬁﬁrﬁwaﬁuﬁz
fAUTS T[uTiep: (T : log Pow: > 4
3fgeHIe/ar
gt & nifo=fteran
HdYUdq:
Grazoprevir:
TR Heal) B faarur . log Koc: 4.01
3= ufdpa guHTa
3T IuA el
13. fAger= Aifgard
freR & 8%
/N T F=1 7 (gere) . HS B ATH | A b |
R faf ! ey has |
gty ofds L ATl fSeS] Bl I Bl gTed HRA alell baldre! H g a1
T & o o S|
3R 3r=yT fafAfEy =78t foa am: siviad Sate & U |
fAgem #3
14. UG gaAT
sieeigia fafraw
UNRTDG
WA It & =0 | fafafid 78t
315 U ¢t -8t st 3R
WaRATE It & U fafafid T8t
3T T & Si-Pis
WRAS It & =0 | fafafid 78t
IMO SUFHRVN & ATAR AP H ufkag &<
3Tfef e T Meae & forg oy et
IYUNTHl & fore faiw wraenf~ai
AT gl
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Grazoprevir Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 402622-00019 Ugall IR SR} A Bt dRIG: 07.01.2016

15. faf~ramme @

verd ar frgor & g R, Wy, 3R wafavur & fafafaws

39 IUTeA ¥ 3auq fAmfrfd srae N A gfua §:

AICS : Fyffed =&t

DSL : Fyffea =5t

IECSC : Ryffea =&t

16. 39 AT

e 1 fafy ! 30.09.2023

Sfafyed SeRt

ST e & davad o ford . % A1 SDSs, OECD eChem ¥ 3R ddb-ia! Scl, Sl

TR fohdl g et IEa Wiet aRome quT RIg IR o,
http://echa.europa.eu/

feri® uReu e ogay

3= Srsftdie= & ot ar

ACGIH :  gudE| ACGIH JHRET M (TLV)

ACGIH / TWA © 8-°e, gHY- ao 3Ngd

AIIC - STEfe IOl &1 Sifeforrs gl ANTT - Wa"m@n@mm ASTM -

AR Tt Tieror FRIRIET; bw - Sial BT Tol; CMR - BRI, Jeol-db a1 Yol favaT; DIN -

THT AMSHIHR0 IR & T AF; DSL - ‘aiquaﬂ'ﬁrnﬁ(m) ECx - x% Wfdfshar ¥ g1

YPHST; ELx - x% UffHTT § FT TIfST aR; EmS - SMURTPIAT TS, ENCS - uﬁ\—r@ah?qq

YRS gard (\SIIl-II'-I) ErCx - x% dfa &R ufdfesar § 1 Hdbg; ERG - SHUTablei= fdfdar
TES; GHS - WWWWW GLP - 33! YAITRITET UAT; IARC - iR TR 3HUM & g
THl; IATA - SRS arg aRaeT THIRIERH; 1BC - ﬂmwﬁwwm—rhaﬁ
%ﬁﬁmﬁw%iﬁz TfedT; 1C50 - 3T 3if¥rhad FRIUTES Jdba; ICAO -
RIS AR faAA W13, IECSC - ﬁﬁwwﬁ?ﬁwzﬁﬁﬁeﬁlme sm‘rgﬁtl
ﬂaﬁwwmo RIS T TTe; ISHL - Sfielifiies QR&T SR WA BT (STAH);
ISO - AR & fT RIS W a; KECI - aﬁﬂmlﬂa@wsﬁeﬂ LC50 - TRI&UT 3fTaTet
BT 50% BT GIdh Jobgd; LD50 - URI&UN STETEl BT 50% I Gidch WRIH (A °ldd WGRID);
MARPOL - STgTell ¥ UGNUI &1 AU & oy SfeRigha §a; n.o.s. - 3=l FAfEy 7T; Neh - Rrcfl
fa8; NO(A)EC - s@didb+ A fdar mar (wfded) WHE ddha; NO(A)EL - 3fddid- 9 faedr T
@B e) THTT TR; NOELR - TR-3{TdIH-070 UG daM &3; NOM - 3MfwIRe Afdye faw;
NTP - T8 RAY-RTM SRIHH; NZIoC - THRFT 3 it 3 9¢%); OECD - 3 TeaiT 3R
3BT TT6; OPPTS - IS FRET 3R UGHUT JHUMH HRTe; PBT - RIRH, S1a-THAIaHR 3R
fawrad Ter; PICCS - @A 3R IEfe gerf ot fhelidia gded); (Q)SAR - (WD) T
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Grazoprevir Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 402622-00019 Ugall IR SR} A Bt dRIG: 07.01.2016

Tfafafy ee; REACH - UG T4g 3R AT USRI, edid, MRSGR 3R ufasy aRkug &
fafam (EC) F. 1907/2006; SADT - Xa-dtadl 3fggc dIHM; SDS - YR&f Sl 2iie; TCSI - darzar
A Uerd §desl; TDG - WARAT HT1d &1 URdeH; TECI - UTSaS TG gl TSCA -
fauTe gerd = siifgw (Hged sy 3MRe®T); UN - §ga X1F; UNRTDG - BIM®RS MM &
URas" W UgH Y BT RIBIND; vPvB - §gd RIRIT 3R Jgd Sa-THAPU A7; WHMIS - HT-
RJcT WA AUl T Jurat

Y &1 37 e & 5qF THRA &1 dRRG B &} T THSRY §AR I, STHHRT SR {3y &
TR gl § | TSR B JRI&A &7 Y JUTA, TN H3, UlchaT H3, T -, TRag H,
e o qUT s & fofT had Arfex & =0 § fEumae fvar w1 § qur i) ueR &t ardt ar
ToraRTT &1 fAfERT 18T AT SIe | Jueisy Bt T e RT 39 SDS & Y W ugar Tt Faa
faRry Trrh @ Tefid 8 aur SDS wnht & farsht s araelt & Tatem a1 fansht o ufshan °, 5|
I UTed B 7 SdTaT 4T 8, T 631 WR Y -T81 81 Javah o | il Triaarstt & AR g WR, Uated
& ifam IdTE & SDS-ATHH & JUGHIT HT BT B Aed 88d B, TN &, Uicham dx
TUT TG A P M0 3fiE &1 & faRRiy e & SHaRY SR Ry ot wften e =Ry |

IN / HI
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