W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75
8.1 2025/08/07 76206-00032

€3 MSD /) e

HIABIT H#A: 2025/04/14
B g H#H: 2015/03/17

1. AbE2 R AVARIR

FE AR :  Grazoprevir / Elbasvir Formulation
& P B BE LR AR B
1) 36 7 mARE N 7 44 A © MSD
Hbdik D 3B 199
AKX, BN - #LA- CHINA 310018
HLE 50 © +1-908-740-4000
N LR © 86-571-87268110
L R A b ' EHSDATASTEWARD@msd. com
W EARH &
HEFEH & DI
PR 1) FH id COARNEH
2. fEReMEAER
REBENMR
MRS PR OBR
Bt DA
SBR D REHETORE
KHKAAEYIA E. SKAEEDFERH A KRS m,
GHS fE R P25
ar GED KAEfGE S I
KWK AERE =S I
GHS I &ER
ESIAL] : j%%
(ER=AL DOBE
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tFmZEFARURHB Q:g MSD A"“"“‘

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
fa 16 1 15 D H402 XFAKAELEMA E.
H410 /KA A B AR R T A KRR SR .
P W
P273 W TR A .
RO N
P391 WA A -
RFAE:
P501 K5 N W)/ 75 #aik BIRUAE K R AL PR AEFE
YIE AR
WA G BT HIT K.
BERE
WA E BT T K.
B faE
KAKAEEYA E. SKEEDFHERKH BEG KRS,
GHS R E#ErHamE

Hor 2 5 R 42 i 2 S BOM U R 9
A A R 2 SRR R R T H
TN AP ECHEAT HE A A R BT U M R IR A

3. BA/ARBER

YR/ IREW) D OREW
44y
12 S A4 FR W EIL S WIZBIREVER (% w/w)
(CAS No.)
FALEN 7647-14-5 >=1-< 10
AR 9004-34-6 >=1< 10
Grazoprevir 1350462-55-3 >=2.5<10
Elbasvir 1370468-36-2 >=2.5-<10
T R PR R 557-04-0 >=1-<10
—EAAMER 13463-67-7 >=0.1<1
4. SRIEHE

— L D S MEE R ANE R, SRR .

TESER R al A HH0, SRR o
WA DOMmON, BEEETEESAL.
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

s,
e ke ful D FHAKRIARE Pk
WAERER, Bilk.
IR G 22 fi S NIRES, HOK T i
SR ROR A IR, miEE .
gA DO ANES|n,
WAERER, Bk,
FH KBk 1T
o L AR IR AN B S D S ARl 2 G AU R R R R
¥ 28 5 AR I 2 fih 2 5 EOH LA P TR
SR R D BRI T ANNTERA NGRS, TE ] AR R FE S O R
RN AP & (S HE 8 1) .
X R A RS20 D OERBIEIT .

5. YHBHHE I

KK TS KK D KIEEE
ETIREE(IMS
AT (C02)
F¥r

AE - DR IARIE,

Fil fe sk DB E R R E AR AR R, AN R ARTE B TS 3 R
FE, B IR RO, AT I R G
BRI VI T RE 0 R T

A ERRE W) DOBRAENY)
ERANY
"ay
RAND)

REIR K KI5 D HRE I HURE B AR G £ (K K T
WK ENARAT I I A 4% -
FERZAERELT, BHRBIAHELS.

=R b
I DNIATINERR 7R S A2 DR KT, ke 4 R A
(U EROWNIIE AL

6. YIRS SALEE

NGBt B g o A AR R
SRERRF G e B (B 7 99) MNP @il (S5 8
) o
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

A BT F1 38 SDS % 5 RITVCAEAT F 3: 2025/04/14
8.1 2025/08/07 76206-00032 S FL - 2015/03/17
PR BE ORI e 3 29 ElE NG e

UNRERA PR % 4x,  RTSREHE B bt — 20 itk st i
TR B I AL B RIS Y I BER K o
AR TR AR, R S )R

MR SE R R TERRE TR R R )R ARG R A A AR

LA FH IO AL EAT R B bR BAE S SR (e RS2 s R AR R
T
B b AR AE R IR, BRI R R R T IR B — e iR I &
T ARSI IR S -

Hb 77 B ZE AT REE ] T X AR RE T AL &, DL B
HETB A P AR AN . S 7R 2E B AT R & VAL
A% SDS [R5 13 B0 MIER 15 #8730 25 1 e Hh 7 s SR 1

XA,
7. BAELE S
WAL E
R $ LT UR IR AR VT IR A A T AR
HLGEAA T ME: ANH BRI G, SHERRb
B AT L RRAE RSN & R A
2 e B R L ORERKE.
A
it 60 SRR
38 G0, 5 K 1 5
BT TARM TR0 R, B0 RUATHO T T % 4
VLT A
A A 07 A AR MR R
R FR 5 25
S B A K I
ST I 11 PR
AN IR ISR I SR
B - R L
it
2l A L HAEAE SR A
452 R SR A VMU R I A
B L) T IR
AL
R LR bR R L.

4126



tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

8. BRI RAALT

755 4H S R L ik PR AL
H 5y s sciiEad | BUERIRAE | EHISE BRI
5 (CAS No.) | (HEhilEil) i3
R 9004-34-6 PC-TWA 10 mg/m’ CN OFL
TWA 10 mg/m’ ACGIH
Grazoprevir 1350462-55-3 | TWA 260 pg/m3 (OEB R i)
2)
Elbasvir 1370468-36-2 | TWA 150 pg/m3 (OEB B )
2)
T IR MR 557-04-0 WA (AR | 10 mg/m? ACGIH
PR R
TWA (WP | 3 mg/m? ACGIH
B
AR 13463-67-7 | PC-TWA (&4} | 8 mg/m? CN OEL
7N
HoAbAE B G2B — WIEENKEUEY)
Tk DA AT R, R PR LR 5 A S R
B TR R LA B8 BT, FFd%2 i A i B
MG (GMP) R IERAE, DAORAP =il T AMIFREL.
MBI &
LR ERN T DR R R OB R, B R R VAL R R R
HEFEFR R EAE,  JUAE P PRI R 3
UL Byt ¢ R
AR T )5 47 DA A RS AR ) 2 A IR B H B
WR TAEA B BOE SN I B AR EE 5, 1B ISR & 1)
1 H B
RS T RE E A B A . SR B 5, 1 IR B
B A DR 4 I (1) B2
B SR AN AR 74 D LAERESERR A .
EREA
KL LB TE
PAETE D I RAE A AL AR R RE AL S, TEAE AR T iR

BEAR B P RAFN LB .

PRI, AR R

TG R MIAIRIE Y e A4 T R

AR BOEIsE, AR TREHIPE. S&r B
s ARG A SRR . D ARSI BT A
18 AT Bz .
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

FRAS & H : SDS % 5 BT BT H #: 2025/04/14
8.1 2025/08/07 76206-00032 A H 9 2015/03/17
9. HAvAEME

SELS IR A

ke Sf)

Ak Te B R

AR BME Te B R

pH {H ToHE Bk

W5 551/ Ut ] 5 T MR R

W13 A A TR ToHE SR

AR AiEH

AR AiEH

Gy WM ([, S45) %I\ﬁ@ﬁﬁﬁﬁ%ﬁ%%ﬁﬂ%%&%ﬁﬁ%%é%i

SR GRAAR) THEE G R

1BIE EIR T S8 EIR ToHHE TRl

JRIE T IR 1 SR IR ToHE Bk

ARk AiEH

BAEE A&

W RE /KR ToBE FR

il TEHHR R

VAL

K T B R

TE 15 /7K 5 R AL A&

R IR T B R

G L THHR R

BE
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
B ANiEH
TR JE R ToIRNE
Ak W) 5T BIR G AE 7r SN B A
TR
RifE ToE i vk
10. FasE e R B
S v R TN R N faE
faE IEHFMTFEE.
1 165 [ 87 IR, AbEE BT H e B E R AT R BRI E R R B RIR S
.
A] 555 E A R A N
I 1 24 A #e KIaFKIE.
TE G Ry AR A A
AR AL
& 16 0 =4 B TG T 0 =4 o
11. BHEZER
Befig 1% 'O
J2 Kk
agA
HR F F22 fike
SR
WRAEIAE BT AT,
i
SMEL O SMEF AL THE: > 5, 000 mg/kg
VAR SRR WaReS
447
AL
SRS O LD50 (KBR): 3, 550 mg/kg
SRR LC50 (KHR): > 42 mg/1

R e 1] 1 /N
DA Fy 42/ W5

7126



tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
SPEL R E : LD50 (Kf): > 5,000 mg/kg
HEER:
kS D © LD50 (K&): > 5,000 mg/kg
SRR © LC50 (KE): > 5.8 mg/1

FeFa i E): 4 /N
AP Ky 2/ M5

P28 AR L LDB0 (F ) > 2,000 me/ke
Grazoprevir:

S R © LD50 CKR): > 2,000 mg/kg
Elbasvir:

2Mg O © LD50 (KR):> 2,000 mg/kg

LD50 (/MER): > 1,000 mg/kg

ERRTRER:
S DR © LD50 (KK): > 2,000 mg/kg
J3%:: OECD A S )0 423
VEAG: o BR A e B D R A
w BT SRU HdE
S A : LD50 (X ): > 2,000 mg/kg
w BT SR R
&Mk
S DR : LD50 (KK): > 5,000 mg/kg
SVER TR : LC50 (KRL): > 6.82 mg/1
TR A 4 /N
MHRFR S B>/ M0 5
VAl 5 BOR S YT 2 N B
B R B o/ R
RIEBAE BT AT K.
447
KA
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
i KR
gER TC B R
Grazoprevir:
gER TC B R
Elbasvir:
g & NAE K (RhE)
ghE R TC B
AR EREE:
g KR
g R TC B
HVE FTF R b s
—& MK
g KR
ghE R TC B
2 AR FE R / BRI
WA G BT TN,
4H 43
S
M KR
ghE R G HR i 7
Grazoprevir:
g 2
g G HR i 3
Elbasvir:
g 2 ff g
ghE R T HR i 3%
EAREREE:
g K
gk T HR i 3
& HF R B
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tFmZEFARURHB Q MSD A"“""‘

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
&AL
g xR
g D ToHREE R
I T8 B BZ R B0
B2 BRE#
WA G BT T k.
I T B
WA S BT F T2k,
4143
S
MR D JREBAMRELE RS (LLNA)
Befig 1z D R
g AN
ghE R R
Grazoprevir:
pIRF gt D JREBAMRELE RS (LLNA)
Befig 1% LB
g D AR REUEW)
Elbasvir:
R D AR E LS RES (LLNA)
Befig 1% LB
g VAN
g3 2
TR PR IR
b R7 gt S 5 N A NA )
BEfhig 1% DI
g DR
Fiik : OECD Mk 5 0] 406
gk 2
& DT R
&AL
Y D R E SRS (LLNA)
g e DRk
& N
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
gER DO
A FE A BB R A
WA G BT T k.
405
S
R A1 R B D RIS AR A L B AN B R SR AR
ok B A
TR g1 [ 8RR AR S (AMES)
2k B
DRSS TR s R P B R R AR RIS (A1)
ok B A
TR i FL B (fk4h) DNA #{EFAMEE . F2F4 DNA
G
gE R FH
N RN it N NP SR N VR W
gE R FH
RS AR Ab Gt R A 1 56
gk 5 [H
ENDE-YiSE R D MRS A: R Y Oz R G

Toft g /1B
QerpaRAn: EIE AT
g5 B

MAAZEAY: B (RN L3 B Bl M st A% 50, Jetafk
50T

g KR

PEIRR: M NI

gE 3 B

TEPAAR B RAR N - RS RS AN A DLV A AR N R SR AR A IR

HER.
PRANE D 51 DRI AR (Rl R RAR IR (AMES)
g5 B

DRI R BRI L B A0 D 2 [R] 9 AR X
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

A A B PR B

Grazoprevir:

PRAH B PR B 1

A A B PR B

HEIAAR B RAR N - PG

a5 5

TARAY: i P B A A il CFR A i A% i)
Tl /1N B
emigie g

25 5

MRS 4118 8] 5 A5G (AMES)
a5 B

MRS AR A G o AR B AR 3R G
a5 B

RS AR N T R 56

DA SO Rz

a5 B B
WAL B A 2 PAVA N A B A0 i 35 58 A8 P4 I

Elbasvir:
R AN L R B TR 4 [0 8RR S (AMES)
gk 5 [H
RS AR b Gt AR IR 1 56
gk 5 [H
ENDE-YiSE R RS AR oz R 56
Mg KR
PRI 40
gk 5 [H

HERAAR B RAR N - RS

RARIRER:
PRAN D 51

PRUE I AN /2 A9 A T AR B R AR o7

DRI Pk S 2L B 2 P 22 R AR 16
g5 B
ik TR s

WA R Ah et AR ma AR i 56
J7¥%:: OECD iR 50 473

g5 5 A

B BT
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

AR 405 A 2 RS (AMES)
a5 5
Ve BT R R

—& AL
A4 H1J [R5 1 D DARSEAL: g Rl 2 R ARG (AMES)
2k H [
A P4 3 (R g N7 S R N G AT
T /N
2k B
o i
WA S BT T 2%,
H 4y
S
T N
AT S CBA
By AN R
ghE R 2
HBER:
T N
PRz COBEA
T FR I 1] D72
GER DA
ZEAER:
i@ N
PFHiRE DO CHAR/EED
TR [A] D24
J7 i © OECD M3 5 M) 453
7t D PHME
#E D HAE AU BT RS AR
Bom e - PP D FESIIIITR RS T R A A BRI S0
oYk

R DA {5 BT AT 02K
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

fA BT H: SDS 4 5 HTIELT H L 2025/04/14
8.1 2025/08/07 7620600032 T gl F 9 2015/03/17
Hoy:
FHER:
X SN DOASRA: AR AR
Tl : KB
QBB BN
gE I Bt
xR LA E B DML R H/RHIRAE R E
Tl : KB
QeREIEAE BN
gh I B
Grazoprevir:
X SN DO EHRED)
G- RPN

PRIRE &1
A& RE /7 NOAEL: 400 mg/kg A
2k o

MR ZACHTET

g KR

PRIRE &1

HEH fE /7 NOAEL: 400 mg/kg A=

GEHL SAEE L. , MUK E L.

R ) LR B B2 DR BER-RR LR E
Mg KR
PR 40
WERG-HE ) LB . : NOAEL: 200 mg/kg A
gE R SR LR B SR .

MRRRA: G- ILR &

Mg X%

PRI 40

WEAA-HE LB . NOAEL: 200 mg/kg A
SER W ILR B R

MR ARG LR E

Fhlgd: F

PR ik

WERG-HA ) LER . : NOAEL: 100 mg/kg A=
g SR LR B IR

Elbasvir:
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tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
ot BT M B 5 ] DOMNASEAEL: R B/ R E

g KB, M A

PR iRtE: 41

A F g 17 NOAEL: 1, 000 mg/kg 1A H
SRR GHEE R

XthR LR B s DOMARSEAL: IRIR-RLK B
(RN
YR iRtr: 41
9% & 5P NOAEL: 1, 000 mg/kg 14
SE RIS R B TR

MAREA: WAL B

ME: F%h

YRt &

9% & P NOAEL: 1, 000 mg/kg A
gh 1 ST RN R R & e .

AR IREE:
o} B ) 5 DDA R YRR A A/ K A R G
g KR
PEIRE A
J5¥%:: OECD iR 5 1) 422
gk 5 [H
BVE: FET R A

xR LA DDA R IRR-IR LA E
= RPN
QMRS A
g5 B
Foik: T 2RAU K

Al B RS E - — ki
RIEIAE BT HT K.
Rl B RS E- REEM
R DA {5 BT AT 02K

oy

Grazoprevir:

A SO A

o DK BT e B
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
BERLEEN
405
S
g KR
LOAEL 2,533 mg/kg
A T 1PN
e AT 2 4
HAER:
g KR
NOAEL >= 9,000 mg/kg
PRIRE aA
T RN [H] 90 K.
Grazoprevir:
g KR
NOAEL 400 mg/kg
Peig iRt iz
T 3 I (1] 30 K.
% JC BH & EIE
g KR
NOAEL 400 mg/kg
Peigigir Zn!
7 7% I 1) 180 K.
% JC B i RIE RS
g AN
NOAEL 15 mg/kg
LOAEL 100 mg/kg
Reiigfz 2
e 5% T (1] 270 K
g B, I, EEE HEE, A, 2R
s /N
NOAEL 200 mg/kg
LOAEL 500 mg/kg
Jeiig it ZJn
R FRINH] 90 K
mgsE iR S = 173
g AN
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
NOAEL 20 mg/kg
LOAEL 600 mg/kg
A T 2
BT A 30 K
fuasE M, =2HL
g T
NOAEL 10 mg/kg
R FRINE] 8 K.
& JC A & EIE
Elbasvir:
g KR
NOAEL 1,000 mg/kg
PRIRE (Zqn
e % T (1] 180 R
% JC BH & EIE
g AN
NOAEL 1,000 mg/kg
PRIRE iz
e % T (1] 270 K
% I BH B EIE R
fE PR RS
M KR
NOAEL > 100 mg/kg
PRIRE T
e FRIN R 90 K
& T R b
—EAEK:
g KR
NOAEL 24, 000 mg/kg
PERRIBE TN
R FRINH] 28 R
g KR
NOAEL 10 mg/m’
PERRIBE N O/ fHZE D
S TR [A] 2 4
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
WA faE

AR DA {5 I/ AT 02K
AN R B

4H 43
Grazoprevir:
gA AR SkR, BWIEIIREEEL
Elbasvir:
gA SR U, BEYE, R, &0, T, DUAEIE, TR, Sk
T, WMWK, BRI, B, VEHE, BJE
12. ABERFR
EEEN
Ho
K]
X ) R LC50 (Lepomis macrochirus (WifEAKFH®)): 5, 840 mg/1

XAERMEAOKAE TR

Pk
X KA R

X SRIREE (1R 1R )

XA AR AT RS

et (i)
XA

HER:
Xt 0 SR

Grazoprevir:
Xt S

FEFRISA]: 96 /N

EC50 (Daphnia magna (/Ki#%)): 4, 136 mg/1
FEFRITIH]: 48 /NS

EC50: > 2,000 mg/1
FrERINF): 96 /NI

NOEC (Pimephales promelas (fE3kfi&kf)): 252 mg/1
FFEMTA]: 33 R

NOEC (Daphnia pulex (/Ki%) ): 314 mg/1
FRERI A 21 K

EC10: > 1,000 mg/1

LC50 (Oryzias latipes (HAFH#)): > 100 mg/1
FEFRIN[R]: 48 /N
Bk TR s

LC50 (Cyprinodon variegatus (ZL87)): > 10 mg/1

18/ 26



tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A &7 H BA: SDS %5 HIAETT H #A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

I 96 /N
VR AN PR VA AR P e F

XA AR KA TCEHESNY) @ EC50 (Daphnia magna (7Ki%)): > 10 mg/1
A FEFRINFE]: 48 /N

J79%: OECD 3R 5 1) 202

GV TEAR PR VA Rk FE I e

LC50 (Americamysis (#f4F)): 8.9 mg/1
TS (A]: 96 /NS

XTEES /I AR ) B . EC50 (Pseudokirchneriella subcapitata (£¢#)): > 10 mg/1
TR E]: 72 JL/NA
77 OECD ik U 201
FUE FEARPRVA A B e

NOEC (Pseudokirchneriella subcapitata (%ki#)): 10 mg/1
GRS ] 72 JL/N

77 OECD P 1 201

T EAR PRV A B I e 7

X RIIEE (12 EEE) : NOEC (Pimephales promelas (JE3k##)): 0.98 mg/1
TR FRIE]: 32 K
J3¥: OECD P35 00 210
BV TE MBI VA A B I o 23

o KR AN A K AE TCEMESIY) @ NOEC (Daphnia magna (7K#%)): 5 mg/1
EEE (12 MR E) FFEITE]: 21 R
J7 ¥ OECD MR 0 211

AR P B : EC50:> 1,000 mg/1
T T A 3 /NS
TR I 10161
J7¥%:: OECD i 501 209

NOEC: 1. 3 mg/1

TR FEIIA]: 3 /NI
TR I )
77922 OECD 3RS 1) 209

Elbasvir:

papc b © LC50 (Lepomis macrochirus (WEEABHA)): > 10 mg/1
FE RIS 96 /N
J3i: OECD 3 7 W) 203
B VR CERR R VA AR P I e 1k
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W2 ZEBAR U

%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Grazoprevir / Elbasvir Formulation

fA
8.1

&7 H #A:
2025/08/07

SDS 45 HIABIT H#A: 2025/04/14
76206-00032 A gm i H 1 2015/03/17

XK A KA TR HESD )

=2

XK AR

X R IR (1R 1R )

XA AR AE TR

et (i)

M- (KK AR fE )
XA

L.C50 (Menidia beryllina (i) ): > 10 mg/1
FEFEIFE]: 96 /N
A FERR PR VA AR FE I o B

EC50 (Daphnia magna (7K#%)):> 10 mg/1
GRS E]: 48 /NS

J5%: OECD A5 10 202

v TEAR PRV R R FE I e B 1

LC50 (Americamysis CHEMF)): 7.7 mg/1
FFaf(A]: 96 /NS

Jrik: FHEE A RE 850. 1035

P TERR PR VA R FE I o B

EC50 (Pseudokirchneriella subcapitata (£ HF#E) ). >
0.081 mg/1

GRS 72 /NS

J7i%: OECD PG 0 201

T EAR PRV A B I e 7

NOEC (Pseudokirchneriella subcapitata (Zk#)): 0. 081 mg/1
FFalf(A]: 72 /NS

J7 1%z OECD PG 0 201

FTE FEAR PRV A BE IS e 7

NOEC (Pimephales promelas (HEk#5f1)): 0. 0023 mg/1
FEERII): 32 R
774 OECD M 20 210

NOEC (Daphnia magna (7Ki%)): 0.84 mg/1
FFEMA: 21 R

771 OECD Pt 5 )0 211

v AR PR Rk B I e B

10
EC50: > 1,000 mg/1
FRFRIFIA]: 3 /N
TR I 10161
J5¥2:: OECD iR 5 1) 209

NOEC: 271.9 mg/1
FRFRIFIA]: 3 /N
TR I 10161
J77%: OECD W3k 01 209
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€3 MSD /) e

Grazoprevir / Elbasvir Formulation

BT H #: SDS %5 BIRAETT H#H: 2025/04/14
2025/08/07 76206-00032 A gm i H 1 2015/03/17

T RRmR

Xt R ) EE LC50 (Leuciscus idus (FfAMER f1)): > 100 mg/1

XA A KA TR HES )

b=

XK AR R EEE

XA

—& AL
PORERNOEA S

XA AR AE TR

a1
XK AR R EE

HEI R

SEFEIN A 48 /N
7k E Tk AR#E (DIN) 38412
v FETF R B

EL50 (Daphnia magna (7K#%)):> 1 mg/1
FEFEITA]: 4T /B

BIRA: KA 415 (WAF)

J7i%: 67/548/EEC 184, M3k V, C2.
e BT R A

TEAR BV i vk P s e 81

EL50 (Pseudokirchneriella subcapitata (£%7)):> 1 mg/1
FFaf(A]: 72 /NS

IR FKFLE 45 (WAF)

771 OECD P T 201

vk FE T I HE

TERK BRI IR FE I TE B3

NOELR (Pseudokirchneriella subcapitata (%)) > 1 mg/1
TGRSR 72 /i

IV KEL& 415 (WAF)

J7 1%z OECD PG 0 201

w BT SRU HdE

EC10 (Pseudomonas putida CGERARFHIE)): > 100 mg/1
FEFEITIE]: 16 /MBS

RIS 7K b5 2H 53 (WAF)

v TR B

LC50 (Oncorhynchus mykiss (H[£#)): > 100 mg/1
I A]: 96 /NET
731 OECD k5 )0 203

EC50 (Daphnia magna (/Ki#)):> 100 mg/1
FFRIN[R]: 48 /N

EC50 (Skeletonema costatum (FEFEREHSE)): > 10,000 mg/1
FRERINIA]: 72 /NI

EC50: > 1,000 mg/1
FTRINTE]: 3 /N
771 OECD 3t 5 ) 209
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Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
AR PR
405
HEER:
AW gE R DAY AR
Grazoprevir:
W E gE R AN G R .
HEREARYE: 66 %
TGRS A 28 K
Elbasvir:
W) R fRE g R AN G RR .
HEWIRE AR 3T %
FFR A 28 R
R PR RS
AW R fRE g5 5 A AR AR
v FETF R R B
EYERES
oy
Grazoprevir:
B FhJE: Lepomis macrochirus (W5HE K [H)
W) E S R E(BCF) 1 7. 62
1E ]/ /K lie R 3L log Pow: 3.72
Elbasvir:
B FhJE: Lepomis macrochirus (W5HE K [H)
AW 'E S &40 (BCF) : 82
77922 OECD MRS ) 305
EEHE /7K e R B log Pow: 6. 54
TEAREREE:
1E=FRE /7K 7 e R 2L log Pow: > 4
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%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

e L el b A

405

Grazoprevir:

TE S I 53 F)23 [8] R ) 40 AT log Koc: 4.01

Elbasvir:

TE S I 53 F) 23 (8] vp ) 40 A log Koc: 5.24

HAIREH EEH

To i vk}

13. KHFALE

KBk

IR FEAL 2 ANEG RIAKHEN T /K&
Yo M AL FE

15 Y25 K 7S 2R A 125 B VE AT R SR A B2 B A AR F Bl &
W AINESR : FARAFH = AL EE,

14. BHifE R

HE PRkt

FiZ (UNRTDG)

A E g5 UN 3077

A [ 185 44 1 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O0.S
(Elbasvir)

5 9

AL 111

PR 9

POEZSRECH &

2%3% (IATA-DGR)

UN/ID 2w 5 UN 3077

A EH iz 2 Environmentally hazardous substance, solid, n.o.s.
(Elbasvir)

5 9

FLEER T 111

R Miscellaneous

AL (Tiz KAL) 956

AP (%I KAL) 956

PO R &
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%8 GB/T 16483, GB/T 17519 4l

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17

#5132 (IMDG—Code)

B E g5 © UN 3077

B4 E s & R : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Elbasvir)

25 D9

AEE T ©III

PR 9

EmS 5 © F-A, S-F

WG (/1) .

#% (MARPOL73/78 A#%) FftM] IT Fn IBC HLN]

AN N 7 0

E R

GB 6944/12268

A E g © UN 3077

B Eis ki 4 FR DONIEEENESYR, K BERER
(Elbasvir)

Z5 9

FLEE T 111

PR 9

WG (/1) 7

RFRR B Yot it

AP IS RIS, AR T AR R U B h i foR R AR 125
Sr2RArRER s i 77 30, B RO AN DX [ SGE L AN R T A P AN IR

15. FHER
EHER
BRI Bl YR
PR AR =g S
fa kA 2 H 5% DMk RRFINE R, ERFEfER
it P S SCRIfG 2 J5 0 o
Fa A i B KSR IR (GB 18218) DORFIN
57 M ) B A 2 4 SR DORFIN
R s S S 2 i H 3R DORFIN
Gy A S R A 2 i 44 5% DORFIN

24| 26



W2 ZEBAR U

1%

GB/T 16483, GB/T 17519 %tk

Grazoprevir / Elbasvir Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
A8 B A B A3 BT o7 sh R &5
R B R HKIIN
WS E VG O KA S5 DRSS E R E
r [ Pk R s34 A A HKIIN
G B B &P
Gy B2 S R 4 AN A H % ARYIN
KILRY -
LEr= ST A A B T AR fa A2 o
HRREEY R EELH
B D s H R R AR 44 % RKIIN
Y HFER A E YU RKIIN
IR E
Pt el i 44 % RKIIN
S e HKEIN
FERBRAOE FTHEZRXPHFLER:
AICS DRI E
DSL DRI E
IECSC CORME
16. HMfER
BITHA © 2025/08/07
HAfERE
25 3R D ONEEARBEE, BRI T 5K SDS. OECD eChem |7/ P34
REER, DMk & FE ), http://echa. europa. eu/
H A% = : H#/H/H
RN T RES
ACGTH D REEUF I DA R S (ACGTH) 2 B FR{E (TLV)
CN OEL D TR ER RPN IRE - LA ERNER
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1%

2 R EBAR UL 5
GB/T 16483 GB/T 17519 4l Q MSD Amn:

Grazoprevir / Elbasvir Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
8.1 2025/08/07 76206-00032 A gm i H 1 2015/03/17
ACGTH / TWA D8 /MR, B EIIIACTIME
CN OEL / PC-TWA D RTEDIACT ) R

ATIC — VKA Tk Ak 2% i 8 ANTT — B [E RS L ; ASTM — SEEM R sLIG 2
bw - /KE; CMR - FUE. SR HESAEEMEY; DIN - fEER LSS, DSL - INEKEN
YR ECx — Bl xRS PIWEE : ELx — S0 x%RAS IR 2: EnS — MAadsiE; ENCS
- HARIAMFAEY RS, BrCx — Sl <% KN KR ERC - NATER; GHS - 43Rk
EMB— r RARRZEHIEE ;. GLP — RUFSLIGEMIE; TARC - EFRREERT FEALM; TATA - EPrAiE
B¥ith4er; 1BC - EPrECE a2 A AF G fE & BN 1C50 — P4l ; 1CA0 - H
PrECHATZ A4, TECSC - HEBUE A4 3, DG — [EFriEsaiiey; M0 - EFrigs
M, ISHL - HAT M Z4efERESR, 1S0 - EbrbretbH4; KECT - SEIA b5 4 5%
LC50 — MR NFEP- AU EAIR B ; LD50 — MR AFEEHEEE CREESEE) ; MARPOL - EFrBi
IEARAE BRIS G AT noo.s. — RAFIAK; Neh — BFHAGF; NOA)EC - BT () 1EH
WSE, NOAEL - R0, CHZE) fEFFIE; NOELR — L] WAER g2, NOM — BP§EF4iAiE;
NTP - [EZEEHE MK ; NZIoC - i)k, OECD - @B &/E S K EAHLZ; OPPTS -
HYGE . REFIMEEYRIIAZE,; PBT - FFAM. EVEFEMEEAYE; PICCS — JFfsE
e SR 423 (QSAR - GER) S5 -—iGMEK R REACH - MM S MBI H LS KT
S YA . RACRIFR #3E (BEC) 1907/2006 5 ; SADT — HMIE/MMRIREE; SDS - %4
FoARVIAFS; TCSI - SEEEA RIS M: D6 - fakfewizi; TECI - REEA L F:YRTE
B, TSCA - EEFFEYFEHNE; UN - BEEE; UNRTDG — BEAE TG I teis dmir) d i ;
vPvB — BRI AR REEYIR ; WHMIS - AR ER N E B RS

I

PEBATIEN B b5, AL ABRUEHIAS (SDS) T 5 2 HARBLAME BIMEm LR, tofE R R AfER
SfRfEL L T, A, 8. EARATTEEE, AR S R RE T BUR E B S
BROCARESL, FRARBEHE R R 54 SDS T & KR €M BT %, 24 SDS BB SAR (L
A RN S TAETARE , HARAE SR TER . AR N B AR R e PR 58 T i 5 4 FH £
BAE L A N TTAEARE DT SRS R BRI, AR 4™ SDS APRHRGIE IR TEAS (i
EHD .

CN/ZH
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