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Boceprevir Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

1. IIG T4 HHH! Bt Uga=

e A . Boceprevir Formulation

frafanemyfdeaf

a,,—j:q:ﬁ . MSD

adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

it © +1-908-740-4000

AUTAHTA TNE TR © +1-908-423-6000

S-Ad BT Ul :  EHSDATASTEWARD@msd.com

TERT U Rre e ofi ufaey

Repres yam Y| s

I W Ufay © TN TRl

2. @R 9 yga=

forator, WeRUr iR & SImTa @RS THTaH fAaHTaet, 1989

Fffeor

STgA-1 & YT 1 H FufRa AFdE & SFuR WaRe & ¥ U § affgd 76 7

Sit. 9. 0g-affeeur

TS EABRIT/ITIoH o foums

ST fauTadan o faumR

DI (Uad) STl WeRT @ fAUmT 3

of.T9.09. d9d ad

ey &1 e : .@

BEGRICH SEGICEI]

B vl s . H316 @91 H 8! gd Sd Bl o

H361f SARTYA & BT Ugd &1 g
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Boceprevir Formulation

TXHIT TNy &t fafd:
5.2 14.04.2025

TY.31.0Y. F:
23679-00023

€3 MSD /) e

3ifdH IR ORT #R4 & dRIG: 26.09.2023
Ugd! IR SIRI &4 &l dRIG: 21.10.2014

Tefaard/gdfay™ §aM

H402 STe=R Siiad & fold gTHe R |

: APYTH:

P203 IUANT I ¥ Uga quft JRem A= &) U &%, ug iR

JIh] UTA B |

P273 ARl H BleH I URER |
P280 & S/ I 3R 311 T/ &0 U |

S

P31émw€rm%ﬂ€rﬁ?ﬁ;ﬁuwél
P332 + P317 3R & R Sia- g fafdscan ggradt U &1 |

HSRUT:

P405 HSR dd HI

IGCIRLYE

?ﬁsm s @1 AUeRT Wigd o SRuvd HREH A
|

3= gIf~aT foreT ufumd W=y qiffeur 981 giani

Yd & 1Y TUH g1 W A& A iy s gt Tl ]
UfehaT, THIT 31 3 WL & SR fAhied Yad-arg o s+ Jehd g

3. 3Gl BT HICASTHBRY

EEiER : fhson
3agd
NS A H T T (39) - TR | TSI (BECRH) (%
w)
Boceprevir 394730-60-0 >= 5V\6W< 70
Tr/Ae 9005-25-8 >=10-<20
RIS 9004-34-6 >=10 - < 20
ifeTy TH-Sleid Iathc 151-21-3 >=3-<5
TRy e 557-04-0 >=1-<5
4. UTyfire RifeeT & Iurg
M A8 D 3R e 81 1 d8d 31 7 @ al AfSHhd TIh I alle B
_ SIS T&(U1 € X I1 Xobl 1 &R FRUFA H Farfpcdia Here o |
RIMGRITGUGI ST JiG T gRI UG PR fordl Sl Tt Getl g1 # o S|
fafeciia ggar o
TR @ ¥ YU gl Sy . YOS gH W, A 91 B 95 U 6 B
Tf¥d 9% T4 5 AR S|
fofeiia ggar o
YN ¥ Ugd o g
JYINT ¥ Ugd  Sd B 3! avg |
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Boceprevir Formulation

dwHR0r RNeE $f fafd: Y8109, R 3ifdd IR SR oA &1 dRIG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugd! IR SIRI &4 &l dRIG: 21.10.2014
TR 3G T YU g oY C Tfe offal H =l SIe oY U O St aRE o
I STe I §1 3R SIRY Tg, ot et wgan |
SR 77t feran e : gfg el S, a5 ORd 7d 1|
fafraia weam |
Tt & 1Y He 3rs] RE Peel x|
T Hg@quf d&or 3R YA & 1Y UG g W G H it e gl gdbd 8|
THE, T T SR &t @1 H P! A S BT 3
IR P! BT Uga &I gl
WA fafdredm & TReon L YT Ffored 3 aTell DI 3T GRET IR &I T A1RT, adT
SHRIA BT FUTET B TR G T Jfadh YR&TED SUBUT
BT IUUNT HRAT AT (WS 8 W )|
fafrcrs & forl g L et 3R WA ¥ SUER HR
5. SRR IUN
Iuger i Hifsan SR
Tehgia-afeRidT ST
BT SR HIRS
RS EINEIRE]
ARG (M) IR S TeH ¢ W
R &% ERA AR TR 4@ &9 U AP, a0 WId B! SURITT T AL §d ga1 § 3R
BT HET A Tepdl BIdt & ol [P fb GHTaT 81 gepd! g1
E8 ITET T U W & T T W1 81 bl B
YR &8 JdIal . PR RS
1S¢IoH g Sy (NOX)
Ted RS eYq
TR RS
(31FT) 1 & Ry adies : g ITARIHS TF YA & S T aRfRUM iR Smg-urg
JIATaRYT & 3Hd Bl |
§< fSeall Bl ST B o o SA-BoR BT YANT R |
SR TN AT GRIEA B < ST & &7 F &ifadgH dHeR Fpra o
EURCIRCINIERE !
FMIIH U fRYTEE W @ o W, Wd-HaAd 419 SuHRor ugH |
ISR TSI TP IYBUT TRART e |
6. THIA® f¥efier Sura
Jafadd AU, RETAS ¢ (Aol I&TeTd IUSRUT T B |
JUHT T STUTTDBTA e e sl (We 7 3 ) 3R Al JRem Uil
IR & gTdl (TS 8 T ) BT ST DY |
JgiaR U FraeT=ar © gIdTaR0l H B ¥ URER B |
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& sel e

TIed FRAMSSIS YeH & 38R

Boceprevir Formulation

TXHIT TNy &t fafd:
5.2 14.04.2025

€3 MSD /) e

TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
23679-00023 Ugall §R SIRT 34 &I dRIG: 21.10.2014

HHTS B 3R e Y b
& Uerd gd Wik

e AT QRIEr, SR 31 g a1 saera &l A |

GEd 4 T U 1 [T Td FpTerT |

%ﬁg@mmmﬁﬂ%ﬁwmﬁ
|

. BABE Bl B & o, THS HR 1 d-gH gRT 3o e o

THiAd B
%f%wﬁ%ﬁﬁwaﬁ(ﬁ%lﬂ@ﬁwﬁwﬁﬁ
B &) |

d P! gl W THHd 7 5 <, T d G T J araraxor §
e B9 R fawmie fyor & S |

Ry a1 YT fafam 59 vard & fagf ok AueH &4 &
forT A &) Tohd 7, Iy & I IERIgey ok Sgeriy W o oY
(=9 verd ) Refel &) Gwre § IuhT | o1 §1d 81 3419 B
fofa 1 g 6 S forftam amp g ]

39 THSITH & 3IHIT 13 3R 15 T RIFY AP Reprsdi
& IR T THSHR! TeH ad g

7. T 3R HSRUT
qB-I SUT

T/ $d dfea’E
IRF& grua & forg
qrayT=r

TRfga veru o uRfufaar

37 erdf § &

. faw faggd o1 8 et § 3R Fefad @ & SR fawwie 8

bl B
I YaTurd 9a, O &1 ol ASeIT 3R dieial
3{feh T ATATaRT |

: Tt Iuged ardrE | JaRT 1|
. A A HUS R A1 RA T

el DI TG GRT UGV A B |

el 7 |

3t & 1Y I IRER R

33T M Taasdl SR JRET TUTSf & SR U, o
PHTIRT TFIUISR 3T TR TR 81

Yd BT IATE 3R THE HH I HH M S|

Sd TN § 1 g1, fSaa 55 79 |

1Y U4 Usaa & i 9 g X9 |

Rfas AR & uflded yafor areq s
@m%%qfqaﬁﬁaw DI U 3G, 3R TTIaRU H HH
PH I

L ol ARE Y e Y g st A |

YR drd H
fa=Iv Wt fafFodt & SFER YSRU |

. FEfied TeR & Uiede & 91y | -

ot sileRftepufi Toiey
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e GRAMTS SIS HRCH & 3FTAR

Boceprevir Formulation

€3 MSD /) e

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT #3A &I IRIG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014
8. Sifaw forizror / it JRam
B =0 & AP & 1Y 3aaq
3agq T (F9) | I UHR =T Ut / 3MUR
- TR (SREUBT | Wi
UHR) HYTCIHA
Boceprevir 394730-60-0 | TWA 2 mg/m3 (OEB 1) | 3f/dR®
TRAS 9005-25-8 TWA 10 mg/m3 ACGIH
S 9004-34-6 | TWA 10 mg/m3 ACGIH
iRy ©ave 557-04-0 TWA (@ 10 mg/m3 ACGIH
4 T 37
TWA (¥9-1g | 3 mg/m3 ACGIH
B
gofifrafer Ao : mwgﬁ@ﬁﬁ faRly =u 9 5= &= ¥l
SIRGH Higal B! FAaHd By
Y faTpic B A & IU
IR & o ya-Tera Rren (o1 i e Al ga
TIEH!, ITTY, 3R MARRT IuH) WW@W%W
%gﬁm@maﬁwwmﬁ;mamw
)l
foreht aarg & Il
oI Iaeh g9 : 3R Y R R A Iudsy Ta! & a7 THueR
3T SRR fe=m-Fce & a1eR TauieR uefRid HRdr e,
o 4T GR& DT SUI Y|
el UBR . FH UHR
B gaeht sa1a
garf D A g
fewof IS Uil T g1 &l sEH & ol <&M BT 99 goRe Y
T ) HEALH 3R AHT dYTHH B 18 Bl I A [Wdgd
| Usde & o SR <1eH e Fdid favemn T g1 oy
I &R U1 THY §1c dad Al fa2y yan & ford, §ART 92ma ?
& 3y IW formt T =M & ufeRly & IR A I AT
ﬂﬁﬁlmﬁmaﬁ?mm%waﬁwau
|
3Ta) Jeeh sam9 ; ﬁyﬁfl%ﬁrﬁwwm?ﬂmﬁ
JR&T
1 U4 YRR daeh g L IEEHE UfeRIY ST P 3R RIH SIRAH &HdT & 3MThed &
3TYR TR IFId YR&THD Tl BT TG Y|
VT WRETHAD HUS! (G, TH, TId, 3N1fS) BT UGN dRebh
1 ¥ UP FEU|
g1 gadt U™ D 3R YA IUUNT F SR TG & YU H 3 1 UG B,
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Boceprevir Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

@ BT A & R & B9 3R 4= Bt yonferar 3R Jrem
MR YSH B |
TRINT & SR, SHT, U1 a1 4Ha= 7d $H1 |

Hgivd HUS! DI 9 & 91G ol [ I SXAHTA R

9. Wifa® vd Iamafa® ur

faarae S NEY

& ;g

Ty D ST Iudsy e

e Y Cg i D STl Suasy gl

Uik D STl Suasy gl

fraem/ds &1 augH D ST uds TRl

YRS IaeH &1 fig/Igem  ©  SeT Iuasy e

31 e

i fag : el IUAsy el

B IERU KA e L Se3uAsy Tl

IR (319, 79 ) : @gwwwwm%aﬁwﬁwﬁww—mﬁww

STTRITTT (GRd Uere) R er e e

I fawpic 4T/ I=R L ST Iudsy gl

SR HHT (TR

Hadfafee! ferie)

oY fawpic dar/ et D ST Iudsy gl

SaARITEdT T (@8R

Hadfafae! fetie)

Ny e LA TRl

e a1 T L]

e o L Sel Iuds el

g D ST Iudsy gl

PRERIRGIYEREG]IY

gt B fac L STl SuAsy gl
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Boceprevir Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

3 faamas gl A fadar a1 Suasy gt

fqure Tuiep: (T L TRNY gl
3faea/arn)
=M o1 aTIHE ;3T IuAsY el
3{TEe BT dAgHH ;3T IuAsy el
Higar (i)

fapifyd ;3T IuAsY el
faepiee urRayd . fowples 5t
SIRAHRUT & ORTHTT : g uerd a1 iy & shiefieRe aiffed et fasan T g |
3TUIA HR L 3l Uy gl
CAURCRINGIY
HU &1 A L 3l IuAsY gl

10. fRRar aur ufaferaar

PIREIN : Siffspareiiddr & TR & ¥U A Fifed el
TG fRRan g Wiffaa 3 fRR B
IREH ey ufafsmanait ; @gwwwwm%aﬁwﬁwﬁww—mﬁww
|
A SHTeRip R Tolel & Ty Ufaferar o= Tl B
g9 ufyfaal 9 o< : Y, SaTel Ug iR
Y DI T A AP |
ST AR . 3faiepRui Teleq
3qee- uerdf ¥ shfed . PIg W AT (FoRew) 3uue yard d Tal
11. fwradsnfaa =
TG SREUT (THAUIGR) b aR © AT GRT TG0 Ho=Al
A THBRY CEIR LD
T
3fTEY & YU
GIEACEIESEI
JUAS TSR TR i Ta|
uard:
GIEREIIRCEY : SfauTeh fasTeRddT 3FHM: > 5,000 mg/kg

7121
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TIed FRAMSSIS YeH & 38R

Boceprevir Formulation

€3 MSD /) e

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014
TBT: TUHT RIBbT
AdYUd:
Boceprevir:
SIEREITCEACLIEREI] LD50 (JgT (X2)): > 2,000 mg/kg
LD50 (dax): > 1,000 mg/kg
WHEMAS:
SIEREICEACLIEREI] LD50 (JgT (X2)): > 5,000 mg/kg
GIERCEIRAERIESGI LD50 (@RI): > 2,000 mg/kg
Ja:
g A fawTadar LD50 (JgT (X2)): > 5,000 mg/kg
GIEERERELICSEII ; Lcso(a@&—c’)) > 5.8 mgll
fpam g & ford 9udhs (TTHUIGR) G- 4 h
TRI&(0T aTTaRT: Ye/HaIaT
GIERCEIRAERIESGI LD50 (@RI): > 2,000 mg/kg
Tifead w-sisfia aatbe
g Aifae fawredar © LD50 (JgT (¥2)): 1,200 mglkg
TRIBT: OECD TRI&UT fe=ma=T 401
GIERCEIRAERIESGII © LD50 (JgT (XT)): > 2,000 mglkg
TRIBT: OECD TRI&UT fG=ma=T 402
feuult. ue Sft g & e wR smemRa
AR Wae:
g Mfe® fauedar © LD50 (JgT (XT)): > 2,000 mglkg
TRIHT: OECD TRT&Ur fa=mfdsr 423
3ffera: uard a1 fireor & H1g Mifde Sy fasTadar et §
femult: ue Sft g & e wR smemiRa
GEECEIRACRICSGI : LD50 (FRRI): > 2,000 mg/kg
femult. ue Sft g & e R smemia
1 & fore eeRea

a1 H Geh! 9 SIF IRAT 5|
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Boceprevir Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014
3{dad:
Boceprevir:
I G R[]
gfomg N R=AC G E
TifETH vA-Se e Iethe:
PG| R GER | 1|
giomg . Tdl Bt ol
Afiform e
I R GER | 1]
giomg | =T G E
fewguft D TS oI gERE & ST W 3nuiRd
iR A7 efaktsa
JUAS TSR TR ANpd Tal|
3AdYUd:
Boceprevir:
IR RS | 1
gRumH : gAP! Ol 3G Bt oo
WS
I R GERl | 1]
gRumH : 3fial A oo T8t
QfETH T3-S Rra Iethe
ToTta R GERl | 1
GRICa :  OECD Uiteur femnfder 405
gRumH D 3fREl TR UNTA-1T U
Afiform e
ToTta R GERl | 1
gRume : 3fial A oo T8t
fewft D U oR g & SeT W Sneid
YO I THST AT DRI
AT B gITRIar
IUAS TSR R i Ta|
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Boceprevir Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

YTI-UYT D GITe Tl

IUAS TSR TR aNpd Ta|

3{dad:

Boceprevir:

e ot fe . ORARRE ¢

'Ol el o

gRkome . BUTED

R’ﬁfﬂ:i—s:

wRiefor & foed D ARfETEeRE

U (THRTUIER) & I a9 Y dud

I : foed o

gRkome . BUTED

TifEgH vA-Se e Iethe:

e of fe . AEHE Y o

U (THIUIER) & I T ¥ gudh

IR e o

gRume D BUTHS

fewut © TP o IR & el R eiRd

Aforme e

e of forer . AAHE Y o

U (TRIUIER) & I 9 ¥ gudh

IR e o

GRICa . OECD W& fe=nficer 406

gRome D BUTHS

fewut © T o IR & el R iRd

STaTY] 99 "ereHRel

JUAS TSR R i Ta|

3dYUd:

Boceprevir:

i 37 fagr C qllernr @t fra: et et fausia ufvad o S (AMES)
R HUTHS®
TRI&01 I fore: TR fau=
R HUTHS®

[ERIFERISEERAEC L e B e HIEhIgeRry o
Tt G (H139)
TEHHTA & I HifdD

10/ 21
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Boceprevir Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

URumH: FumdES

RS o B e ) R i e Rudi uRad 7 5 (AMES)
URRUmH: BUTHS

SRR 8 fagr D TR 3t few: dadifear Teeh faudta ufvads @t Sira (AMES)
URUTH: UMD

TIUT Bt fheH: IRR & 18R T UIRTT B HIRIB13 BT S
IaRad= utemr
URUMH: FUTEG

fSHICIbERICT 3 faar L TR Bl fe: TRl & WhiNTEe gEaAieg uRia
(Sifad groft § wgeonicd 1)
YaIfd: g (H139)
TR & IR: Fra o
UfRuma: UMD

TifETH vA-Se e Iethe:

et 37 fagr D TR 3t few: dadifear Teeh fausta ufad= &t S (AMES)
TP OECD TRtefur femmfdsr 471
R HUTHS

Tef01 &f fohed: IRR & J18R T RAT BT HIRIB13MT 6T S
IaRad= utemr
R HUTHS

fSFeIBRic 34 faar ; %ﬁgﬁ%:m%%ﬁﬂ(@ﬁm)@ﬁﬁa
)
Tt g (T1349)
TWIHRMA & IR ﬁmr«rém
URUmH: 0D

Ao e

fSHCIBIRTe 84 fagr L ORI Bl fh: IRR & T16R THYTRAT Bt HIfRTB13HT BT St
IaRad= gtemr
R HUTHS
feuof: v S It & S W smuia

&1 DI fhe: hiHeld TsRRH ¢¥e 34 fagt
TP OECD Tiequr femnfader 473

R HUTH®

fewult: ue S it & e W smuRd
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Boceprevir Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

Ther o1 frwy: Sedifar geeh faudia ufvads ) Sifa (AMES)
URumH: FundES
fewgult: ue S IEfE & e W smuRd

OB

JUT THBRT TR aifiepd gl

3dad:

Boceprevir:

I : (H39)

TGl & TR : %%

foda 999 & ford 9ush 72 Weeks

(TSRIUTSR) g3

GR(h : 650 /T RIS WR

giomH : BUTHD

Il ; )

TEAIHTH & T ; %E

P gHg & ford dud : 104 Weeks

(TSRIUTSR) g3

RIPH : 125 oA IS YR

gRume D BUTHS

I

PIEII D 98I Re)

T & I . o

fra g9 & ford Tudh 72 98

(TERIUTOR) g3l

gRome . BUTHS

Tifsaw T-sie e 9abe:

eI TR ()

T & I T o

fra g9 & ford Iudh D 29|

(TUISR) g3

GRICa :  OECD Witeur femnfder 453

gRome . BUTHS

feuguft D U R g & SeT W Sneid

3T fauTarTdr

IRA P I UgaH &1 Yeg!
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Boceprevir Formulation

TXHIT TNy &t fafd:
5.2 14.04.2025

3ifdH IR ORT #R4 & dRIG: 26.09.2023
Ugd! IR SIRI &4 &l dRIG: 21.10.2014

TY.31.0Y. F:
23679-00023

 CRCH

Boceprevir:

37ARdl & UHTT

TR R & e R uuE]

T R & e R uHE]

ifeaw TH-S1s e aebe:
3(Adr & YT

iR RY & AF R uHE]

TRV ot fohw: widferd) / 3T &1 Tl faseg

goTfa: I8l (}€), R (37a)

JadT: LOAEL: 75 farmm/fem IkiRes yR
3R ToH &HdT R g4 |

gRune: ardfde

e & forer: widferd) / 3Rey 1wt fasera
g g1 (<), HIaT (o)

IR LOAEL: 150 form/fem wies 1R
SR TSI &HdT TR UH |

URune: grdfde

R0 ot fh: faprg

ST @RI, G 3R e
TRHIHTA & I HikdP

fomraTE® fauTaddr: NOAEL: 300 fimm/fesm IRiRe 1R
oM HUTd®

U WR 50 T TRIRT & YR R Yad Bdh SR Yo

& W Ufded THTd &1 ¥ 9ed 7 g

: IRI&I0T i fhH: Teh-Ulgt Givadra fasTerd sfeag

UrSTIfel: 6T (<)

TEAIHYE & I AT -1

R HUTHS

terur ot fbe: BiEfrdt / 3IRmY o1 wwsiial faserg
goTifa: 8T (<)

TEAIHTE & I AT a1

R HUTHS

TR0 B fhe: al fe! oI fauTddarn sreaa-

USTIfel: 6T (<)
TS & I AT a1

TP1: OECD Tliequr femnfader 416
R HUTHS®

feuof: v S It & S W smuia

Tier 3t fpe: yor-miwy R faem|
goTTfar: IgT (<)




ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Boceprevir Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
5.2 14.04.2025 23679-00023 Ugell IR SR} B & dRIG: 21.10.2014

URumH: FundES
fewgult: ue S IEfE & e W smuRd

Afdform e

W%um D R1&I0T Bt fo: fANTeRId GecdTe/faeh e Th1- TRIEU & 9ry
SIERT! S aTett AT QRIS 1 fawTad &1 Sfead=

TrSTIfer: 8T (R€)
TEAIHYH & I AT a1

TBT: OECD URtequr femmAawr 422
URumH: FUmEG

fewgult: ue S IEfE & ST W smeRd

TR RRY S e W uyE @ odem ot fow: yor-mier Ry fdem|

USIfd: 981 (C)
TEAIHYE & I AT AT
URUMH: FUTEG
fewgult: ue S IEfE & ST W smeRd

STOT - Ushd SIIf@H

JUAS TSR TR ipd Ta|

STOT - SIgIM™T Sf@H

JUAS TSR TR ANpd Tal|

U GRS faurerarn

3dYUd:

Boceprevir:

I CAR

NOAEL . > 200 mg/kg

TEHTA & I D Afee

fra g9 & ford Iudh - 365d

(TRITIR) G

fewut : fordht meayut ufagd UHTa &t g e it

eI} L FE ()

NOAEL . 75 mg/kg

LOAEL ;100 mg/kg

TP & T ;

P gy & ford Iudh © 90d

(TRIIIR) g

T 3(qTd L AN, R

orofTfer LRI Re)

NOAEL ;15 mg/kg

LOAEL 75 mg/kg

TAIPTE & T
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o T7g & ford dudhs 180 d

(TRTUIGR) g

&g 3qgd I B

I D YD (H3Y)

NOAEL . 250 mg/kg

LOAEL : 500 mg/kg

T@IhRA & IR ;

fpam g7g & ford Iudhs : 90d

(TRIUIGR) g

&T 3{dad : 113‘]’

WHRIHS:

BRI L g8 ()

NOAEL © >= 2,000 mg/kg

UGB & IR &9 Y dudh

fram 97g & ford gudhs . 28 Days

(TRIUISR) g

LAY : OECD wgr fenfAdsr 410

I

LU L gEI(R)

NOAEL : >=9,000 mg/kg

TWIIHRH & IR . fra e

fram 99u & ford 9udhs : 90 Days

(TRIUIR) g

Tifsaw TH-S1sRia aebe

BRI N

NOAEL . 488 mg/kg

TEAIHIE & IRA ;

fpam g & ford duds : 90 Days

(TERITISR) g ,

feuguft . TS oI IR & ST W 3uid

ARRw We

BRI L FEIRO)

NOAEL : > 100 mg/kg

TEIHIE & IRA ;

fpam g & ol 9uds : 90 Days

(TRITTSR) g3 ,

feuguft D U R R & SeT W Sneid
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AT G
IUAS TSR TR aNpd Ta|
UG S & 1Y 3gHd
3{dad:

Boceprevir:

et o L IR: RRed, TR Teeel, Hedl Wia

12. aIiRfRufa@Ta =T

TiRfRufa® fauredar
3dad:

Boceprevir:

QoA Giel &l fauiedar ¢ EC50 ( Pseudokirchneriella subcapitata (8% Qa1 (Test)): >
9.5 mg/l

fordm g & ford Tudh (TaRdioR) M 72 h
I oirg. .S e e 201

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (TewiT)):
9.5 mg/l

fordm g & ford Tudh (TaRUioR) M 72 h

TRPT: 334 St. e Fd=r 201

STraTupsfl & fosTerd : EC50: > 959 mgl/l
fd g & ol Tudh (TaRTUioR) §3M: 3 h
G1&I0T & foh e HT9-URAN B hlac
RiepT: 3 3.4 S 2w Fdw 200

NOEC: 959 mg/|
fhd g & ford Tudh (TaRTUioR) §3M: 3 h
TRI&UT & fhd: YT-TRa A & Hhac
1 3N 3.4 S e fAdw 209

HEl Bl fquTerdd (RRepifeiee :  NOEC: > 9 mg/l

fwTaam) fordm g & ford Tudh (TaRdioR) gam: 28 d
PIEIIGH Pimephales promelas (ﬂﬁ%@' ﬁﬁﬁ)
R o TR I 2w g 210

SHAAT T 3 defed . NOEC: 7.2 mg/l
SR fawreddn (RRepfere foram g & ford Tudh (TaRTdioR) gam: 21 d
[ELIESGD) USTTfdl: Daphnia magna (dTex Uil
TheT: 3 3.4 . T i 211
JAqare:
Tl & fquTearn :  LC50 (Oryzias latipes (STAFT AS®T)): > 100 mgll
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foham g & ford Tudh (TaRUioR) g3 48 h
fewoh: v i gt & Ser W smenid
qfgaw T3-S Ria aetbe:
EE NI ARCLIESEI] © LC50 (Pimephales promelas (Wegs fdN): 29 mg/l
foham g & ford Tudh (TaRTUioR) 3 96 h
SHHTT T 3 Se-3fed :  EC50 (Ceriodaphnia dubia (aTex Til)): 5.55 mg/l
SR fasTear fohram g & ford Tudh (TaRUioR) g3 48 h
Qara/Sea gl ol faumedar 23R ( Desmodesmus subspicatus (Eﬂ ard (QFrﬁ)): >
120 mg/l
foram g & ford Tudh (TaRUioR) M 72 h
NOEC ( Desmodesmus subspicatus (8 RiaTet (TesiT)): 30
mg/l
fordm g & ol Tudh (TaRUioR) M 72 h
STtaTupsfl B fosTera : EC50: 135 mgl/l
febe e o ferd Hueh (TRIUISR) §3M: 3 h
Aol &l fauredar (RRee1felee @ NOEC: >= 1.357 mgll
fwTaTa) fordm g & ford Tudh (TaRuioR) gam: 42 d
P ISIITE Pimephales promelas (ﬂ?%g ﬁl?ﬂ)
SHRYTd 3 eed : NOEC: 0.88 mg/|
SR fsredar (RRefers fhd g & ford Tudh (TaRTuioR) gam: 7 d
farsTaram) USTId: Ceriodaphnia dubia (ATeX )
AR Wae:
NI RCLIESKI] © LC50 (Leuciscus idus (e 37h)): > 100 mgl/
fordm g & ford Tudh (TaRTUioR) g3 48 h
AT DIN 38412
femult: ue Sft g & e wR senRa
ST TE 3 Je-Ifed : EL50 (Daphnia magna (dTc Til)): > 1 mgll
ERERRELIESE] fordm g & ol Tudh (TaRTUioR) g3 47 h
X o ST STl ger: ofd JHifoId iRt
TieT: fAew 67/548/3 3.4, T Y, Tt.2.
femult. ues Sft g & e wR seriRa
facradT &1 1 R DI fqwreaar 76!
PEIN SRR PG ARELIESKI] EL50 ( Pseudokirchneriella subcapitata (Bﬂ iG] (Qc_vﬁ)): >1

/
%ﬁm%%ﬁwm)gm 72 h
X forar o a1l uerd: Sie qHraifoId SRt
1 3.3 3 € e Adwr 201
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fewgult: ue S IEfE & e W smuRd
facradr &1 i R 18 fawraddr T8t

NOELR ( Pseudokirchneriella subcapitata (Bﬁ e (Qc_\rﬁ)): >
1 mgl/l
foham g & ford Tudh (TaRUioR) 3 72 h

e fpar oI a1er uerd: e gHTASIT 3iwr
T 3.3 3 St e FAdwr 201
fewgult: ue S a1 W smuRd

SitaTopsfl B fosTera . EC10 (Pseudomonas putida (FSMHFI gfeST)): > 100 mg/l
foham g & ford Tudh (TaRUioR) 3 16 h
X a1 ST a1 ard: Sid SHmaitod 3R
fewoh: ver ot gt & Ser W smeid
TR 3R SrashHfordr
3(d4d:
Boceprevir:
WIH SHTHHOCT BT & : uRume: YAl & 1Y UIdhidd diid ¥ SahHuGR]
EfETsiad) 7 84 arar
STHHUCT: 0.6 %
fordm g & ford Tudh (TaRUioR) e 28 d
Tq@:
WIH SHTHHOCT BT & : URume: YAl & 1Y UIHidd diid § SahHUBR]
CRIERESERRIS]
Tifeaw w-sis e aatbe:
WIH SHTHHOCT BT & : uRume: YAl & 1Y UIHidd diid ¥ SahHUBR]
SRfsTsiad) g aren
SIHHUMT: 95 %
fordm g & ford Tudh (TaRdioR) e 28 d
TRIeT: OECD TRIEUT fg=n-a=r 301B
Ay e

émaaamwﬁ&mm . gRuT: SRESEd T8 8

fewoh: ve S gt & Ser W smeid
TyTfad wifde J=u=
3d4d:

Boceprevir:

ICERSERE] . YSIfd: Lepomis macrochirus (@jﬁlﬂ lzl:lﬁﬂﬂ)
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TRAHIICR e (JRITTW): 2.6
TPT: OECD Tiefor fRa=mfaer 305

fayTeH Ui (T : log Pow: 3.18

g

Tifsan -8 Ra aebe;

[ELISRRILICaRCE] : log Pow: 0.83

SfgeAaar

Aforge e

fayrem Ui (T . log Pow: > 4

3figerarari)

IEEE: RIGRIGE]

AdYUd:

Boceprevir:

TfaRur Heaf B fadvor : log Koc: 1.9
TRIBT: OECD TRIEUT fG=ma=T 106

3= Ufdpd gHE

3T Iuas gl

13. fuer Hifgard

fAueR & e

/Y I 51 g (e . P P AR H AT B |
I fafFadt sy has |

FEERIER : @ﬁ%@ﬁéﬁﬁ%ﬁﬁﬁﬁﬁﬁ%ﬁﬁﬁm
B o o o oe |
SR oY1 AT 18T fora Tam: srgad STe & &0 |
fAueq #

14. URag a1

JieRfga fafraw

UNRTDG

[T el & ¥U H fafafid T8t

35 T &t T-3t ot 3R

[T el & ¥U H fafafig T8t

3Tg T S S-Pls
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GRATH A & =9 § fafafia T8t

IMO JUHRUN & IR b | UfRag &
3MYfRf T T Msae & forg a7
Il & e faRiw araenfra
PRI |

15. faframme gaar

gerdf ar firgror & fore JRam, W@y, 3R wafavur & fafaw/fasme=
39 IATeH & 3rauq fRwfafaa sa=iie § gia €

AICS : Fyifa Tt

DSL - Fuffea T8

IECSC o fAeffa T8t

16. 3= AT

Tened of fafy © 14.04.2025

Sfafvead SFeRt

a1 2ffe & Jahe & o . %o HId SDSs, OECD eChem ¥ 3fidRe® ddb-1d] Scl, Sl

TINT fhd et gxamast TIcd TieT TR quT R I T,
http://echa.europa.eu/

fei® ey A ad

3= AT & ot aTR

ACGIH . gUHY| ACGIH HHRET | (TLV)

ACGIH / TWA . 8-4e, IHY- 9o 3id

AIIC - STEifie Ol &1 Siecfemms e ANTT - maﬁﬂ@m@uﬂa@q@?ﬂ ASTM -

et TR Tteror TR bw - Sl &1 I9H; CMR - HIRAOH, TS A1 Uoi-+ favaT; DIN -

THA AF®IHRT M & o IFd; DSL - aiqqazfajﬁ(m ECx - x% Wldfhar ¥ JeT

THe; ELx - x% TRIHAT T S ST &R, EmS - BT JSIT: ENCS - lﬂq\aaﬁwm
JNAF® Terd (JUF); ErCx - x% Jfa &X Ufdfhar § Je1 e, ERG - MTaadla Ufdafshar
MES; GHS - dfid TR W 77 R, GLP - 3=t YANTRITET UT; IARC - ¥R TR SFHYH & fag
SRIPIT TO, 1ATA - SfRIFHT g uRde THIRERH; IBC - YRt AT B R T A
SETSit & fFHfor SR JudsRur & fow fT; 1C50 - 3T SHfYHaH FRIeTS Hadhg; ICAO -
RIS AR 9= "a; IECSC - ﬁﬁqmwﬁaﬁwﬁﬁsﬁeﬁlmoe SR
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - HHSIHRUI & o SRITHT W13; KECI - ﬁﬁmﬁvﬁwsﬁzﬁ LC50 - TRigT 3HraTe
P 50% P Oldd Hdbad; LD50 - uﬁwmmso%ﬁww(mwww)
MARPOL - STgTSi! & TguUT 31 Qe 3 F1T SfeRiga Ta; n.o.s. - SRIT RS T8, Neh -
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

5.2

14.04.2025 23679-00023 Ul 9R SR} 34 P! dRRG: 21.10.2014

a9, NO(A)EC - 3adidd = fasar mar (ufded) guTa ddhad; NOA)EL - 3ddidb- = foar man
(@fHd) TUE WR; NOELR - TR-3[GA%--917 UHd daM aX; NOM - 3MiwIRe Bfde faw;
NTP - J¥T fIu-faq SRIsH; NZIoC - 8T B el o $des); OECD - 3% FedT 3R
fq@T TE; OPPTS - IS IREM 3R UGHUT JHUH HTATET; PBT - RITH, Sg-THAIH0T 3R
fawred gard; PicCS - WA SR IR Terf Bt fheidig 35ed); (Q)SAR - (AHTEE) TR
TfAfAfY Tee; REACH - TRIUR TG 3R IATI Uolihrvl, Hedid, TIBR 3R Ufdsy aikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3{q€c dYHH; SDS - YR&T Sl 2fie; TCSI - aRaH
IrafE uerd gdest; TDG - WRATH HId &1 URAeEH; TECI - UTSdS I gdedt; TSCA -
fauTert garef iz siifam (Tged sy MR, UN - ¥ X1F; UNRTDG - BIH®RS JHH &
URagT W UgH Y &I BN, vPvB - Tgd VIR 3R Jgd Sa-THAPRU AG; WHMIS - H-
Rfe WARATD AUt AT YTt

3 TR 3T e & 5% YHRH 31 dRRG B! &} T THHRI AR T, THBRT 3R Yy &
IR 8! & | TSR Bl JRI&T ST Y JUTEH, TN H3A, UiehaT e, T &, URag &,
g Fx= auT Ble & for Fraa Anfexi & T o feoma fasan mar § au foel UeR & ardt a1
ToTeT T fAFGRT 78T T STE | Iuds St TR TSR 39 SDS 3 XY R ugart TRt bad
TRy Tl @ Wefid @ qur Sps Il &1 fanddt s et & oo | Ot fesht o ufhar B, o
T UI3T | 7 T 71 8, TANT R TR a8 7181 81 Thell ¢ | TR vaarsit & ar] 81 W, yaied
¥ oifaw Iare H SDS-THH &t ST HT MHAT I Tled 88d B, YA HA, Ufehar
TUT T XA & 30 31Ty &1 & fafkiy Tee! & THeRT iR Rim1iei o weiten &= a1y |

IN/HI
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