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Nilvax Formulation

Nilvax (A3832)

MSD
BER REAT™ M 810 MSD X &tt EETH
048-588-8411

EHSDATASTEWARD@msd. com

REERBEHEES +1-908-423-6000
HERRER U ER L OFIR
H#EZ & BExm
AL DOFIR JEEZY
2. BIRABSHOEN
{2 D GHS 947
HEiEES X452
GHS SRILES
BREXITO VR
EEMEEEE 3
fElEE EHIER H361d BEIR~DEZED S ZTNDEELY,
FEEE

REFE:

P201 {FE AATICEIREREAZE X AFTH &,
P202 £ THREFIELZFAEMIT H2FETHYFRbDEN &,
P280 {REEF R MRENR RERE FREmmEERIT S &,

EaEE:
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Ni lvax Formulation

RS WETH: BEES: AiIERET B: 2024/06/26
3.1 2024/09/28 11306831-00004 #MEERLH: 2023/12/04

P308 + P313 [F< BRIZF K BOBELHBHIHE : EMMDIDE
SFETERITD L,

#ReE:
PA05 fEfE L TRE T H Z &

B
PS501 ABY. B ERBEIN-NEBEZICEET S &,

GHS BT L Z LMD ERE FE

MEGTL,
3. HARURMEHR
EEZME - BEEYMDOXF . BAY
5
(==X CAS S SE= (b w/w) BEIRAREE
E55
Antigen REFE >=1-<10 -
Levamisole phosphate 32093-35-9 >=3-<10 -
FAQOHY—IL 54-64-8 0.0226 PPM -
4, CRWBE
—iRBY T RN R D BHOBEY. RN T CNEVWEESETELICEEDER%
ZlT5,
FERARSIKIBE. FHIEIEBNHIHIEEE. EEDIETE
ZIt5,
W®A LGS D RVDRAATZISEE. FEGERIOBIABHT 5,
Eﬁ@ﬁé%h‘é
REIZ{t&ELI-EE D BEfLIEE. BEBICKEEZRTALZEDKTHEVRT,
BELEKRE X UVH ZR <,
ERVNEZTZ(T5,
BEAOEICKERELS .
HEBFERT BRICERISHES,
RICA-=5H& : FPEHEE L LT, KTERZEEET 5,
REAH Y BT SIS ICIIEREETREREZ(T5,
RAAATEEE D BRARAATEEE. BEICHEMZL,
ERENEZZIT5H,
KTeAZELLTT,
SMEREVEXREERDER © BEADEEZZODBTIDEL,
L EEGHIRER
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MEMER B: 2023/12/04

HREEZT 2EDRE

EERIC T 2 RAGEESE ¢

HAMBERBFBEODREITEEZILL, HESN TSR
EREZFERATH L. BREOTFRENHSHBEE. HESD
B EANREEZSRBOCE (HE8 23R .
XHBREBSURMEREZERITAH &,

5. NKBrDFEE

)73 5H K

10 TIK7E 578 LVE K H
HEDORIREEN
HERGEEIEY

KIESE

it 7L a—ILiasE kel

ZBkixZx (C02)

¥R H A H

MRLZL,
RIEERY~DBRIIEEICEZRIITHELDH D,

RERERILY

BHRDHENAE WGEORR & FDREICIE C TRV GHAFRZANS,
RAHDBRERENT H=DICKEEET 5.
TETHNIERBIEI O TTHERKEEI BT,
RgihoBESEDH &,

HRETSEDRE KEFFICIE, BIeXTRSBZERT 5,
REEZFERT Do

6. IRHFDEE
AMRICHT HEEEHE. RE © REEZERT D,

BRURIFEE

REBICHT HFEFER

HLADERVHEDHERDY

2

ZEERYFZLNDOT FNA R (HB T 258) . BEARE
BD#REERICEN (RE 8 Z23H) .

RIEANOBREZE#ITEZ L,
REFHRALTH L, INOIENZLED S,
LERICIEERIDEHSC HLCRADELIEAAIWNYTRE
I2&3),

FRINTRFKEREL, LHT 5,

TRHEAE L CEURTEHEVMESIE. A BAKRICERT 5.

FEMLRINA TRINEE S,

ZEICZIENBE. WRIEZELEOFU L H CAOFE
ZELT, GALGHEWESIZT R L, WRRICERLEE
MERDTTRWEFRIENTEEIEEICIE, BUNLE=Y
BEEULRBNIRET S,

FRRYE FEYRRIREITRET S &,

A ERE., BEITIEICE. SMAFEEAASLIUVEDOR
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2024/09/28

BBEERE:
11306831-00004

€ MSD [} e

AiIERET B: 2024/06/26
MEMER B: 2023/12/04

BlICfE-TRES L L, ZOREICERSAEHEICION
THLRKETHS. EORUNBEREINLEINEHEET 2RLEDN
Hdo

ASDS DIER 13HLV 5 ITENT, MABRAKRESVED
ERHEOREDY .

1. BEVLRUVRELDIE

Rk

AR R R
BFTHER, S
ZEMPIEER

e ok ] 3¢
A K

EMEZEIEYME

RELGRBAEMH

FEBLERVREREDEDRFENRESE,

WU LHBRREBDT TOMERT %,
SRMBRKEFRALGWND &,

RAAFEIZLN,

ARE DiEfALERET D,
BEE~DRHOE-IIREEMEET S,
BISBRERAEOHKRICEDE, EXEHOFESLUREHD
ETRTEITVERYIES 2 &

BNOEREVMEHLEL. RE~NOBREZR/MRICTELS5F
B9 5,

E& 1L A

BEOFERAPIZEEMEADIEI EOTRENHZBEIE.
BEEBROELICTA ISV VI VRTLELUREV ¥
J—%HREBELTLIEELY,
FRAPIHRERUVEEZZILT 5,
BEINF-KRITBFEAT HAEICEET S L,
27T ADMBEMBEARL—avIClE, ToP=Fa
vho—)L, BUGEANERE. BULKRLESKVE
EBREFIE. EXFLEER. EXERLLEERANOEROL
Ea—%280RENHY FT,

BUESANILODVE=BRIZANRTE <,
L TRET S &,
BEDOHREICH->THRET S,
ROBZFEFE V-S> LLITHEE LA -
RERIEH

BESEOME: FRGL,

8. E<EMILRUVREEE

ERRBEIZE T IR MNRBERR/ HFERE

5%)

CAS &S IR (BER | EERE/ RER | H#
i) B | FRRE

4/17




R&T-—%—t CIMSD /A
Nilvax Formulation

IRES ®ET A: BEBES: AITEIRET B: 2024/06/26
3.1 2024/09/28 11306831-00004 WEERLH: 2023/12/04
Levamisole phosphate 32093-35-9 | TWA | 20 pg/m3 (OB 3) | MI&R
EINICE T
HE=HE Y FIPR | 200 pg/100 cm’ SES
Thiomersal 54-64-8 ACL 0.01 mg/m*® ZEE (BE
(7k$R) BE)
TWA 0.01 mg/m’ ACGIH
(KER)
STEL 0.03 mg/m’ ACGIH
(7K ER)
SYMFHBRRERE
FZ) CASES [WEWME [£hew [HHEDR[HEREE [ HA
Bt B 2
Thiomersal 54-64-8 |#a JK 4B FR BHEET [35ug/e-Cr |BAREZE
(KR) HEFR
Bt K RPREZEESTDHICIBENEIOOTY U ITEBE LU

HEFMEFERLET (. BEENELGWY A v U RER
0 o

e, REESSUVREZRET LD, 210027
JEBIREHRFICIUERESA, (WP ESICHVERSL
BHENHYET,

BRETOIHELUVEETELLIY 7ADEEYDHE %
<5 ZT, BEYOBRISEYGIMNFRMABEEL LY F
T W, A—T 74 RAMEITF /AL R)
A—=ToNnoR) o T%HmMELET,

RER
IR FRRER WYL BFAFEKEENFIRATERMGES., FXIELEFTE
THREHA LS4 VD OHEANDIEL BN REINIHEE, IF
RERETFEALEL LS,
TJA4NE—RA4T WHFREZ2A T
FORER
ME MERMEFR
S FREIZBETERTSHIEERFLEL LS,
IRDREER YA R—)L P EREREL LLET-VILEEFERT S,
FEEREL LIFEERICROSIMRE, S X, T70Y
W ELRRET BHIHEF. BUILGEI—VILEERT 5,
MLA., SR, 3LKIEI7RYVILICENEESLEIND
ATREMEMNH BIEEIF. 7 —RAV—ILFHL LLIFFDIFELD
L7 z—REQOTOTFIavEFRALELLES,
EERUVEARDGZRER A=T74—LBLLIEERERAI—FEFEALEFL LS,

MREMNBLHLBVESIC, EEENDIEZRVICEDE, &K
EEOA—AUrZEBMLTERLELLES Bl RU—T
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BBEERE:
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€ MSD [} e
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Lyy, 2702, RFR, FIMETR—YRE) .
FBRINT-AEEEDHIHKBRER CIESIETEYLEAETIT-

(log &)

TLEEL,
9. MEMRTILEHEE

MIRIREE KiB&
= T—HIGL
By T—HIL
R LEWGEDE T—F7L
w7 R E R T—37L
b R XL B8 i e UNS3h e i B T—57%L
ATAtE (BEfR. SiK) EZH
AIERE GRIK) T—R1IL
BRAETRARVEFK LRR AR R

BEGEOLER /AR ER @ T—4274L

E

BEGEOTR/AIATR : T—427%4L

E
BIA AR F—anL
SRR F—auL
pH 3.4 -4.4
R E T—RIL
BRFENERE T—R71L
FEE

BREE (EhRLIEER) T—2%%L
BRI

Kt F—aiL
A4 % 7 — L/ KHERFEE EHE
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RES ETA: BBEERE: BIEIRETH: 2024/06/26
3.1 2024/09/28 11306831-00004 YIEYERL R 2023/12/04
RRE D T—A%EL
FEERV/XITHEMZE
tbE D T—437%L
BE D T—Aa%L
BT RBE D T—A%EL
IRFNFE DOERMEL
R4 D ARERETEREMEMEL L TESESALGL,
NFE D T—A%L
P45
fFHAX DO IEERH

10. REURVRGHE

R D RISHRERE LTIEoESI L,
{LERREMN D BEORETIERE,
fEl& B E &I AT REME D RBUOBRERIERRTHIELH D,
BT HNEEH ORI,
BB E D ERIEH
BIRAES LD HEERY D BRAESLESBERMITM ST,
11. FEMHR®
AREMD H L REZXROFHR @ WA
R RS A
EHY
RBICA-=5H&
SMEN
FIATTRESIERICE DR Y RETEHLY,
ﬂnn:
2EEE E0) D RMSMHEEE > 2,000 mg/ke

HiE HREICEDSAE
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Nilvax Formulation

RS WETH: BEES: AiIERET B: 2024/06/26
3.1 2024/09/28 11306831-00004 #MEERLH: 2023/12/04

B

Levamisole phosphate:
Sst #&n) D50 (5 v k): 180 mg/kg

LD50 (% R): 223 mg/ke

LD50 ("4 %): 458 mg/kg

LD50 (5 v k): 180 mg/ke

LD50 (%9 R): 223 mg/ke

LD50 ("4 %): 458 mg/ke
2EEE RA) D EE T4 L
2EETE 8BR) D EE T—41L
FAOH—)L:
2MENE #&N) © LD50 (v k): 75 mg/kg

SMEMHEEM 10 mg/ke

Hi%: BEFAR D

EE: BELIIHEORFICESVHTLET,
2HEE (RA) D AMEMHEEE 0.1 mg/l

RRERMER: 4 h

HERREMLA/Z R+

% BEFARD

EE: BELISHBORFICEDINTLNET,
2EETE 8BR) D RMESMHEE 10 mg/ke

7iE EFROHIET
#5: BFEHEDRFIEINTVET,

EEBEE B

FIFRTRE A IEMICE DR Y DETEAL,
B4

Levamisole phosphate:

% L

BRIz S ERTRENE RREE
FIARTRELERICEOCRY DTSR,

8/17



RET—H—F EIMSD A

Ni lvax Formulation

&S ;ETA: BBEERE: AIEIZRETH: 2024/06/26
3.1 2024/09/28 11306831-00004 #EMERLR: 2023/12/04

B4

Levamisole phosphate:

= D T—A1L

0% 3% B AE 1 I R 1 R VR 14

BEBREN

FIATTRERIERICE DR Y DETEHLY,

PO 25 B 1

FIFAATRE A IERICE DR Y D ETEAL,

5

Levamisole phosphate:

&= . T—AKL

STEHIlRERRMY

FIATTREIERICE DR Y DETEHLY,

B4

Levamisole phosphate:

in vitro TOEEEH D HEA A T MEYMERA NS EIREREESER (AVES)
R =
RERA A T in vitro L RBAERERER
R =

FAQY—)L:

in vitro TOEGEEMH D BB T MEMERA NS EIRERE EHER (AMES)
R =

in vivo TOEEEM D BB T HEERFOEEAREEHER (in vivo)
= Ayl d
BRERE SRAHRAATEBE
R =

E#HAM

FATRELIERICEDCRYSETERLY,

B4

Levamisole phosphate:

L] D XA
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€ MSD [} e

&S HETH: RERS: HTEIZET H: 2024/06/26
3.1 2024/09/28 11306831-00004 FEERLH: 2023/12/04

e &0

B ER B 2%

NOAEL 80mg/kg AE

% BEGHEEEREIBESNEN O

& Zv b

5 RE &0

B FR By ] 2%

NOAEL 40 mg/kg IAE

E] BEGCHEEEREBRESINEN o

FAOY—)

& Zv b

B ER B 15

mR P2t

ETERE

BRE~NDEBEZEDETI O,

Levamisole phosphate:
ERIC 9 S22

HEEE-T7ERAAD R

HERA 4 7 S HAREBESMHEER

B Sy bk

BE£K 0

HR BEZLEEERIIRES G-

HERA 4 T S HAREES MR

B oy b

‘5K #0

HR BEECEEERAIRESA G, -

HERA A T ZREMNB L UVUBRERE
oy bk

BE£K &0

F A= NOAEL: 20 mg/kg {AE

R MRS,

HEBYA T 2RSS UVBERT
& oYX

HBER®K 0

FEAESM: LOAEL: 40 mg/kg AE

HR: RSN,

BMRRICEDERFICEZENH S EN—RIULSNT
AT
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€ MSD [} e

RS WETH: BEES: AiIERET B: 2024/06/26
3.1 2024/09/28 11306831-00004 MEMER B: 2023/12/04
FA0OY—)L:
RROEBE~DZE B Sy
RERZR: RAHAATEIEE
R B

EEEE-TEAAD R

FERMEREE (EEER)
FIRATRERERICEDCRY S

FERNBBSTE (RETCE)
FIATREGFERICEDCRY S

B4

Levamisole phosphate:

1RRfEES
TERAV

FAQY—)L:

1RRfEES
TERAV b

REREEMN
B4

Levamisole phosphate:

1
NOAEL

R E R
PR 25 s ]
RIS

1
LOAEL
RE5 R
iR 55 BF
YRR AR

12
LOAEL

®E: BT SPEMTONT—RITESL

BMRRICL D EMHRBES I UVEENS S V/FEEREN
DEFZENAEIZH 5.

METERL,

TETERL,

mik, £xh
R#IzH=5. RIFREFLLBIZLIBHROEZTOESZEN,

hiRfER, DRMER HIEE BE
R#IZH=5. RIFREFBIZK SEHBOREE,

vk
2.5 mg/kg
#0o
18 4w A
E=31

X

20 mg/kg
#0
18 v H
mig

40 mg/kg
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RES ;ETA: BEES: BiIEIZRETA: 2024/06/26
3.1 2024/09/28 11306831-00004 YIEYERL R 2023/12/04

B8 C 0

e 22 B R - 3 #H

FAOY—)L.

& A

LOAEL : >=0.5 mg/kg

BEZK D BRAHRAATEGE

£ D FLlTAamEMSBLONET—2IZE DL

MRAAEEM

FIATRERIERICE DR Y DETERLL,

AEIZH T B2 RERER

D%

Levamisole phosphate:
RAIAATEHE DOEIK M ESR, MEM, EESE, HFEL, EmE

Levamisole phosphate:

y: k- : LC50 (Oryzias latipes (F1A % £)):37.3 mg/l
REEERFME: 96 h
Hi%: OECD HEEH A K54 > 203

SOVOEOKEESHEY © ECS0 (Daphnia magna (A4 32> 1)): 64 mg/l
IZ*x3 &M% RREERR: 48 h
7% OECD RE&RH A K54 > 202

FAAY—)L:

aEl : LC50 (Poecilia reticulata (4y E—)):> 0.01 - 0.1 mg/|
BRFERFR: 96 h
&% BT mEIBON-T—FITEDL

SOUOHEOKEESHSY  EC50 (Daphnia magna (A4 3 >3)):> 0.01 - 0.1 mg/|
IZxtd 5&FMH RREERER: 48 h
BE BUITIMEIEON-T—FIZE DL

BEKEEMICHT HEMS ¢ EC50 (Pseudokirchneriella subcapitata (#3%)):> 0.01 -
0.1 mg/l
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&= WETA:

3.1

2024/09/28

€ MSD [} e

BEES: AIEZRET B: 2024/06/26
11306831-00004 #MEERLH: 2023/12/04

N-T70%— (KERERE
%t B2 (%)

SUOVIAFOKEESTHDY

[Zxtd HEME (BEST)

N-T70%— (KERERSE
%t RE (8% )

BREEREFR: 96 h
wE: BT HMEI /LT —FIZE DL

10

RAEZERE (Daphnia sp. (#7=7 sp.)):> 0.001 -
0.01 mg/|

BREERFR: 21 d

% BT MmEIBON-T—FITEDL

10

REK - SR

T—AR7%L

EEEREN

T—AR7%L

TiIRPOBEEIE

T—AR7%L

FTIVB~ADEEY

JEEH

HoEEEE

T—A%L

13. BELDEERE

BEEF ik

HREEY A BB AEDREIHENLST B,
BEEMZE TRAHEE L TIEE S ALY,

BRERFRUAE EOBRIE. VA ONLFERIZREDEOHIC, BaEZ(T1=
BEEYVEEEIZRTITET S,
BICIEENENMES., XEAKRELTEET S,

14, BELDEE

E RS H

= L % (UNRTDG)

EEES JEEH

E&E#iX % (Proper shipping JEEZH

name)

E&E 5 #8 (Class) JESK Y

BIRfERR M (Subsidiary risk) JEEZH

B2 (Packing group) JEgY
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Nilvax Formulation

&= HETH: BHEES: ATEZRET H: 2024/06/26
3.1 2024/09/28 11306831-00004 #EERLB: 2023/12/04
AL (Labels) o JEEZH
RERAEH . JEEZH

fin22EX (IATA-DGR)
UN/ID FS (UN/ID number) : 3EEZHY
E&E#% 4 (Proper shipping : JEZY

name)

E&E/4E (Class) |
B XRERRE (Subsidiary risk)  : JEEZHY
BEZE#R (Packing group) © JEsZY
Z AL (Labels) o JEERY
WHanEr (EYH) (Pack- @ EZH
ing instruction (cargo air-

craft))

WHanEr (REWH) (Pack- @ FZH
ing instruction (passenger

aircraft))

& L #g % (IMDG—-Code)

EEES D 3EERH
E&E#%4 (Proper shipping : 3JE3%H
name)

(=& 548 (Class) o OIEERH
Bl RfERE D JEERH
BHRER |
NI |
EmS o2—F S

BESEME &S - ERD) 0 RS

MARPOL 73/78 MiE®&E I1 XU IBC a— FICL B X oWAMBE S HBAYE (B - EZY)
g s nREBORMICIFTIEZS,

B P

E0REDERHE, HE 15 23HT 5,

A DREHE
JEEZH

15, BRAZS

BEEER
HREE
ek, EERBRMICZE LGN,

L&&
HELCFME. BERICEYE. BAFMEEMEICKE LG,
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Ni lvax Formulation
RES METH: BEES: RIEIZRETA: 2024/06/26
2024/09/28 11306831-00004 HEVERE: 2023/12/04

HERL/EE

MEENBIEShIZ5ED

ElE

HWEDHAEZITIREEED

IR

EEEELEHARYE

IR

ZERMEOBH Oh-LEYE (BELCEDE)
IR

ZERMOBHONI-ILEME (FHREHEEHE)
EZY

BNELTEMTREBRVRVEEY

JEELY

BNEERTTIREBRVRVEEY

El

BEEEEELEYE FTRECOREASOHARBEYE FERLS/ERRE 594 £02)
IR

NARMME (HERSHERAESTTE02)
JEELY

BHELEDEREFHRA

El

sachHEF AR

IR

{7 IILEILShhETRERAI

IR

BRERFE PR

EHE
HERLEWMEEETS - HNRE— (EEY)
JEELL

B E URIMEFE

Bl

%24 BTES

(2—HAIKRFXLS FTITZIL) FA4] (ZFI) KEFRUDL 22.2
RUOChnEzEEHT A
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Ni lvax Formulation

€ MSD [} e

RS WETA: BEES: AiIERET B: 2024/06/26
2024/09/28 11306831-00004 MEMER B: 2023/12/04

3.1

LB B R R TR R
JEEX Y

EEHARARRE

JEERY

KA

JFEZ Y

R EiE

el e LTREISh TGN
nzik

el e LTREISh TGN
BESEERVBLKEDORLICEY 5k

(X5 EAHEE ; ERAEYEIZIEZE LG
ERREE RS DOBEELMEICEEZRS LN
FR3E R Ul ¥ PR SR I
FREMAEEHERE (EE - WA
e Y
BEREMBAERE @E - @AE)
e Y
BEEZEVOLEE VERICET HikE
EEREY
COHRBOBAIZDODVWTEEAS RV M) —~ADEEIFR :
AICS N
DSL N
IECSC CORE
16. ZDHOIEHR
5| R cHk D BE#E#IT—4. EMESDS [CETIF—4. O0ECD eChem
R—RILE I UVEMIEEYER http://echa. europa. eu/ D&
Bff72+—<v b . %/A/8
ZDHDBEEED X
ACGIH : KE, ACGIH[RFREAME (TLV)
RELE (BEERE) D EERBIMMESE. BEESHIEES
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RET—H—F EIMSD A

Ni lvax Formulation

&S suTA: BEES: AEIERET H: 2024/06/26
3.1 2024/09/28 11306831-00004 FEERLH: 2023/12/04
BAEEMEFR  HERESOBE - L EMENHEE
ACGIH / TWA D 8 ERFE. EBREIMEFH
ACGIH / STEL D ERRERERSR
REE (EERE) /AL EEEE LERE

AlIC - A—R FSUTOIEERERA ARV ERY; ANTT - TS5 DIILEREXEMEE,; ASTM - XK
E#MHARGS, bw - AF; CR - A M. ZERME. £EEUINHI LN E5%E, DIN -
R URBRIBEEE, DSL - ERME IR L (hF4), ECx - FED XWORIGERIZT EEZ
LbNEEE: ELx - FED XYDORIEERIFTEEZONDIAREE, EnS - BEBORT P2
—)L; ENCS - L BEDEGFILEME YR b ErCx - EED XWORGEZRIZT EEZONBDK
RZE, ERG - BEXIGDF5|E,; GHS - HRFF I X7 L GLP - HERENERE, IARC - EE
MATIZEHEES; TATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDOMMDIEE
RUREICET 2EFEHELA; 1650 - 50%EEERE,; [CA0 - EMEREMMZEME, [ECSC - hEIEE
FiLEMELE, NG - BB LEKRYBIE, IN0 - EREEHEE. ISHL - F@Ref4Ex
(BAR); IS0 - EFFZ41eH4E, KECI - BREBFILEYME AR, LC50 - 50%EIERE,; LD50
50%E5tE (FEEIEE) . MARPOL - MMAIC K BBZDHIED=HDEKRES n.o.s. - #IZ
MANETREINTNSEDEKRL; Neh - FURRA] NOWEC - |MEESHEZEEE, NOWEL -
BMEEMRELAN); NOELR - EFEMZEZAMENE., NOM - AF P aLRAI; NTP - XEEH
REMTOT S L NZloC - Z2—C—F 2 FIEEWE AR, O0ECD - FFIH AR, OPPTS
- tEYELLYE - AFHILR. PBT - HofEHEd - £AERM - A& WE) ; PICCS - 7
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