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

1. ITE Ud HHHT Bt Ugd=

e A - Grazoprevir Formulation
fFrafansmyfdeat

SO . MSD

Yl * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Reprrgs wanm . 3Ny
ITINRT R Ufaay A ¥ £ o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

ot 09.dg-atffewor

JUS! SBR[ : faum 3

fAfeya de-of e fawgaar : faum R (PR, 36 i)
- GRIGA 3REU (HIe)

ABIP (V) STl @Rl AU 3

S.g9.0Y. d9d dd

1/22



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Grazoprevir Formulation

TTHIl T o fafd:
4.1 30.09.2023

T30y, deR:
402622-00019

€3 MSD [} v

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

Tohd Ueq IRl

g1l Tl sareH

. H316 @91 8 geb! Id S HRAT 8

H373 f7Td AR R & BIef a1 g1 TedioR (AR, p
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QeTH T-S R Iibe 151-21-3 >=1-<25
AR ©Re 557-04-0 >=1-<5
4. Ty fefre & Sur
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U & T ereReTeH

& H goob! g ITF Bl g
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goTfa: IeT (X©)
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fewguft: ue St IRt & IeT R snuTiRd

A whave:

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 fRig] g |

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
feaoft ;e deayul ufded yuTE &t ga-T et e
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, R, TwefiH, o af
I L NG (H13Y)
NOAEL : 200 mg/kg
LOAEL : 500 mg/kg
T B R & I ;
frda Tvg & ford Tus : 90 Days
(TRIUISR) G
&g 3faTd R, e, 3ad
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
TroTIfet LRI Re)
LOAEL : 2,533 mg/kg
THAIHH & I :
fpad gma & ford Tuds D o2yr
(TRIUISR) g
Qifaw g-se e aebe
ot 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. uifRAfaaTa Ja=r

TRfRufas 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 Img & ford WU (TaRTAISR) §31T: 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 QT (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/|

16 /22



&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
feam ¥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 fauTeddr - $3iRAue ( 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 & ford Tudh (TRIUSR) 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 & o Wuds (TaRUioR) ga: 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) §31: 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 TpHfORIT
HdUd:

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: e S it & a1 W nytid

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

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

: ORUME: GHAT & 1Y UIHfad 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[urie: (WA : 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) . He B AH | A b |
R fafdl ey has |
gty ofds L ATl fSeS] 1 I Bl gTed HRA alall haldre! H g ar
T & fold 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 &<
3T 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 ot fArgor & forg gRem, Wy, 3R watarur & fafmwfaums

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 FRIRICT; bw - Sial BT Toi; CMR - HIRIOH, Jeol-db a1 Yol favaT; DIN -

THT AMSHIHR0 IR & T AFS; DSL - aiqua@fﬁ%ﬁ(ao——lm) ECx - x% Wfdfehar ¥ eI

YPH5T; 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= ufdfdar
TES; GHS - WWWWW GLP - 33! YAITRITET UAT; IARC - iR TR 3HUM & forw
THl; IATA - SRS arg aRaeT THIRIERH; 1BC - uﬁ’rwﬁwwm—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
@IfdHe) THTT TR; NOELR - TR-3{IdIH-070 THIF daM &3; NOM - 3MfdIR® AfRyes faw;
NTP - 51 RAY-RTM SRIHH; NZIoC - THRFT 3 =gt 3 9¢8); OECD - 3 TeaiT 3R
fa™ TE; OPPTS - IS JRET 3R YU AHUH HHATAT; PBT - RITH, Sd-THAHN 3R
fawrad Ter; PICCS - @A 3R IEfe yerf ot fhelidia 3ded); (Q)SAR - (HETED) I
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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 B RIBIND; vPvB - Tgd RIRIT 3R Tgd Sa-THAGU I7G; WHMIS - H-
RJc] WA AUl =T Forel

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 e | Iueisy Bt T B RT 39 SDS & Y W ugar Tt FHaa
faRry Trrh @ Tefid 8 aur SDs wnTlt &1 fareht s arelt & Taem a1 fansht o ufshan °, 5|
I UTad B 7 SdTa1 4T 8, T 631 WR Y -T81 81 Javahl o | ATl Triaarstt &) AR g UR, Uatad
& 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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