RET—ARAV—F *:’ MSD A

Raltegravir Adult Formulation

hR&E= HWETH: BHEES BiIEHETH: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16

1. eZRREUSHITER

LMD ER : Raltegravir Adult Formulation

HieEosH AT, EMAUVERES

HEAEDRTATT : MSD

£FRr © BER AT fER 810 MSD #X&tt FEEIS
BRES . 048-588-8411

BFA—ILT LR . EHSDATASTEWARDE@msd. com

RREREEES . +1-908-423-6000

HERRRUERLOHR

AT D EEA

FEAEDOHIR S

2. BRAEHOEN

L&D GHS £48

RIS 2EELGESE BB @ RH1
B

EhEEN D Ra2
HEZMNESREYE (BEEIEC 0 Ra3
=)

KERBEAEEMN S (& D Ra3
%)

GHS SRILESR

BRREXIED VURIL :

R MAEEEE C fEkR
BEIREEHIER : H318 EELERDES.

H335 FEIR /A DFHED E T h,
H361d RIE~ADEZEDEENDEEL,
HA02 KEAEMICHE,
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RET—2V—F

€3 MSD /) e

Raltegravir Adult Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16
=%

P201 {EFARTICEIRERIAEEZAFTH &,

P202 2 THEREFEZHAEBRT HETIMYHRbHENI &,
P261 3 CADRAZFE(TDHZ &,

P2T1 B RIIBRDBUVMEFF T ERT 52 &,

P2I3 IREBADKHEZRITHZ &,

P280 IREFR MREK RERE REEZERIT S L,
HREE:

P304 + P340 + P312 R A LT=1BA : ZROHELIBRIZHE
L, FIELOTVWERBTKRESEDZE, [SONEVNEZFIX
EERICERT DI &,

P305 + P351 + P338 + P10 BRICA - 1=15& : KTHLOBEE
RCES T E, RZavE I FLUXEBERALTWTESICH
HAHGERENT L, TORIEXGFEHRTSIZ L, ELICER
ITERT DI &,

P308 + P13 XK BRIFIEK BNBEELHDHI5E : EEIDZE
SFETERTSHI L,

RE:
P405 WEfE L CTRE T H Z &

BRE:
P501 RBY., B ERBIN-NEBERICEET S &,

GHS T MICEEY LB WM DEREEN

EEGHBEERVEESNDIE

EEEOHE

BMLALDEMICEY., REOHEHGRIBEIFEENEE
BEREMEA H D,

MI. N FY YT LLBZEDEADREDREIC, BRIED
BMLAZRERHBT HEENLHYET,

3. HRRUHSER

LEYE - EEYMDORXA BEY

5

e CAS &5 BHE (b w/) ERATEE
B

SLTTSELAYIL 871038-72-1 >=40-< 50

L a—X 9004-34-6 >=10-< 20

277 BRI R I L 557-04-0 >=1-<10 2-611

4. HRHBE
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€3 MSD /) e

Raltegravir Adult Formulation

&S WETB:
11.1 2025/11/13

BERE:
13238-00030

BiIEIETA: 2025/05/09
#EYERH: 2014/09/16

— BB T KA R

WAL=EE

REIZfE LSS

RICA-=5H&

RAAATZGE

AMERRVCEREERDR

HEELGHIRER

BREEET HEDRE

EEI Y HHAIEREER ¢

EHDBEP. [N ChGVWEERELICEEDZEE
ZIT5,

ERNREICIHEE. FLEARELIHLEHERIEX. EMDIERE
ZIT5,

BWORAAEGE. FEEIDEHRBEHT D,
ERLEZZITS,

EMLEEE, ELICKREBZRITALSEDKTENRT,
BRLERBREZUVHZER S,

ERLEZZITS,

BERADHIIZKRZERES .

HEBERY HEICERITHKD.

EMLEEE, ELICZEOKTOLGECED 15 HREIBEZH®R
AV
BHCTEREEICIE. 22429 FLUOXERY ST,
ELICERMODFETERITS,

RARAATZGE. BEITHEMELL,

ERLEZZITS,

KTOz&E<TT

EELGROERS.

FFRIBZANDRIBDEZ N,

BEADEZEDOEZTNDEL,

BLALDEMICEY., REOHMEBHLGRIBEIIIENE
EORREMNNH D,
HOMSEBFIBELDREITEEZIL, HESIhTHER
RKRZFERATH L, BROFREMNHDISEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
XEHERES I URMEREZERTH &,

5. KRKFDIHE

B 75 K

32> TIXR 5 R LVH KA

HEORBIRAEEN

HERGRIED

BAEDHKTGE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H K F

HMEREL,

BLADERERTS, BEXHIC+HLTEDHMME CALS
BLTHBYBNENEFET HERLABRRDBIRAH S,
RBEERD~DBREIRRICEZRETEENHD.

REERIEY
SRR

) o DERIEY
EHEEY (NOX)
PAE 4=t

WHE ORI & FDIREICE CTEUGHXFRERA NS,
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Raltegravir Adult Formulation

hR&E= HWETA: BEES AIEIHKETA: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16
KAHDBERZRENT H=OICKZEFET 5.
RETHNIEKRIBE IV THE NKBEENSBET,
RighoRESHE D &,
HREITS>EDRE KKBFICIE, BISXFRSBZERT S,
REEZFERT D,
6. IRHFDIEE
AMEIZHT HEEFER. RE | RKEEZERAY S

BERUVRAREE

RIEICHY 2FEFE

HLRAODRVHMEDFERD

2

ZEBTWMYFZLDOT XA R TEB T Z23HR) . BAARE
Bn#RERICEN RE8Z23R) .

RIEADBHERITH &,
REEHELTHDL, AP IEFRZLEDHSD,
BRINEEFKEREL. 82T 5,

MHAE L CEIRTERZVERIE, A BEBKIZEET 5,

CENF=H D ERIFITEA, Fhi-mTE-L T, EXKPIC
PMENHE TV DER/NRICIAET,
BAEZEZHITEMLT, MHENBRICASELIICLELE
o

FEEGRIM TRINEE B,
BLADERPADREZEITS (THHE, BMLADETEL
EREDEEZERICKEDER)
BLANEIFICHARRETHHEHSN D EBRREDES
ZRHTHDT, REICHLAZEESETIE LA,
RHEYME B ERIFITRET S5 &,

ABMZERE. BETDIEICE. A BEERSLIUVEDOR
B~ TRET S &, TORBICERSAEHMEICDOL
THLRHETHD. EORUNBERSINLINZHET 2LEDN
Hdo

ASDSDIER BHLV L ITENT, HABRBKRELVED
ERHEOREEHDY .

1. BEVWRURELDOZEE

ik
R AtTE R

BFr#R, EEBK

ZEMIEEE

MEINEEL, BBAXMIBIKLEREZSIESEIT &
"H5.

BERR G, B, FREFELEFERG EDBYGTFH
HEZET S

THRGBINTELGNGEEE., BAFREEZFEALTE
LY,

BMLADBAZRITHZ &,
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€3 MSD /) e

Raltegravir Adult Formulation

&S WETB:
11.1 2025/11/13

BERE:
13238-00030

BiIEIETA: 2025/05/09
#EYERH: 2014/09/16

RAAFEILLN,

REDiEALZEEIT S,
BRE~ADRPDF-IREEMERT S,
BISBERAEOHRICE DS, EXEHOBESLULREHED
ETHREICRVERYES 2 &

BREFTHLTHECZE,
FTTCITREAETWBA, BLURR, ZFLILEX—, 18HF
IXBEREFRIJERBCHNY DT ULAIEL, FFRSIREYDE
IXREYEDOFERICOVWTEMICZHZZ TR ELAHY
F9,

MLADERELERBZTEBARITS,
FRLAWVMEEICIEIETREZEHADTH <,
BORMENSESITD,
HESBEICHLTFHLEFERZLED I &,
RNCEEMEHLEL. RE~AOMEZR/IMRIZT S5L5F
B9 %,

ER1E &

BEOFERAPIZIEEMEADIEI EOTREENHZBE L.
EEBFOELICTA ISV VI VRATLELUREY ¥
J—%#BRELTLEEELY,
FRATIIRBRUVBREEZILT D,
BEIN-KRRITIBEFERT DREIICHEKET S L,

T779) T4 DOMBBEARL— 302k, TP =FO
vho—, BUGEASLERE. BULGKRLESKLUVE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Exa—%28CWENHYET,

e ok ] 3
BIAERER

BYILESRILODNFEBRIZANRTE <,
EiE L TRETHI &,
BEL-MNYED S,

FELL, BEOBRVMEFRTRET %,
ZEOREIZH>TRET %,
ROBEBFELEE V> L LITHEE LA
SREREF

EMELEYE

RELTHAEMH BSEVWHE: MEG L,

8. I EBMLRUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

D% CAS &S 1R (RER | EHRE/RERE | H#t
&) #E | FBRE
FILTITZEILAY DL 871038-72-1 | TWA 1000 (ug/m3) RAB
(OEB 1)
+)La—X 9004-34-6 TWA 10 mg/m’ ACGIH
ATT7IUVERITR YL 557-04-0 WA (‘A= | 10 mg/m’ ACGIH
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€3 MSD /) e

Raltegravir Adult Formulation

&S WETB:
11.1 2025/11/1

3

BERE:
13238-00030

BiIEIETA: 2025/05/09
#EYERH: 2014/09/16

%)

TWA (PEOR 2
E)

3 mg/m* ACGIH

ﬂi—l':

fia x5

Ra
FEIR R R

TJA4NE—BA4T

FOREER
#E

RORER

RERUVEKDREER

A=

BAMAOBHER/MET B ERTAAA R A
—LEEALET.
D, HEESSVBHEERET 20, 2TVUZT U
SEBERBRIE UEHS N, GIP BRICHOERS N
BBENHYET,

BB EENFMATELMGS ., FEF < Bl
THEZENA 54 D OHEENDE BN RENHZEE, F
RREHFEEZEALEL LS,

WHFRY AT

MERMETE

YA Fo—)L P ERERKEL LTV ILEFRT 5,
FEREL LIIEERICROSVVMRE, S X+, T7A0Y
VIR ENRET DIESE, BYEI—VILEBERT 5,
MLA. SR HLLEI7OVILIZCENERESLEND
AREMEAHDIEEIL. T —AP—IL R LLIEZFDIEHLID
N7 z—RBEOTOTHo avEBERLELLS,

A= T74—LHLLKIIEBREFI—FEBERALEL LS,

9. MEKHRWERMEER

PIRIRRE
&
AR

RhoLEEDE

AR B E R

HRARITHE R R VR

AIRE (BR. R)

AIAE (&RAA)

Bx

F—aHL
F—aHL
F—aHL
F—aHL
F—aHL

MI, NV FYYTBLLBZDEADNEDREIC, 1RFEN
DB LAZEEHET 2EETNLHYFET,

F—BHL

BETRAXRVERELRA . AIARSR

BRELED LR/ THRER -

]

F—RHL
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Raltegravir Adult Formulation

€3 MSD /) e

&S ®ETA: BEES: HIEZRET H: 2025/05/09
11.1 2025/11/13 13238-00030 #EERLA: 2014/09/16
BREGFEDTR/AIRTR @ T—42%L
f&
SIN R T—REL
SFSE P T—REL
DERRE T—REL
pH T—R7L
RRERE E3
BAFENEE T—R7%L
HE
HEEE (RETEER) T—H%L
BLE (BatEER) T—H%L
BRI
KB T—H7%L
n-#A%9 %/ —IL/KHIERFRE T—H7%L
(log {B)
ERE FT—a%L
BERV/ RIFHERNEE
EE T—8%L
XA REE F—8%kL
70—%4 L GRTEFRE) T—R7L
IR IRREMGL
[k A mIEEEME L LTEAEIAGL,
NFE T—H%EL
LF AR
HFH A X T—R%EL
10. REXRVRIEHE
Rt RIS E LTIEAEEI NG,

7120
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Raltegravir Adult Formulation

€3 MSD /) e

&S WETB: BEES BiIEIETA: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16
LR E M D OBEEORETERE,
fEREERICAIREE DI AU RYUTRLLREDEFEAONEDMIC, BEME

DR LAZEEHRRT 2EENLHYFT,
BOBRIERIERIGT S ENH D,

BITHREEN COBA RL NTES
MLCADREEEITS,
BERYE D BRERH
BIREEL D RERY D BRAEZTLGSBERMIIHM SN TG,
11. BEHER
AREM D H L RERROFER © WA
RS i
£
IRICA-=%84&
SsEs
FIATREAIERICEDCRYDETELLY,
D%
SILTFHTSEILAY YA
S2Est #En) © D50 (R OR, AREB LU A RX): > 2,000 mg/kg
+)l0—X:
SMEM (#&0) : LD50 (T F):> 5,000 mg/kg
2MsE (RA) : LG50 (T k):> 5.8 mg/l
MREERER: 4 h

HEBRIRE MLA/SX b

SMEE BR) : LD50 (4 ): > 2,000 mg/kg

ARTTIVUBRITRID L

sl (Bo) © D50 (5 k): > 2,000 mg/kg
7% OECD EHE&E A A K54 > 423

TERAA
LY,

vk COMEFLITESYIAMOREOSELE

% BT IPEM ST ONI-T—HRIZEDL

SEENE BR) : LD50 ("oH): > 2,000 mg/kg
& BT 2MEMSBOAT—RITE DL

REEE Rt

FIRARREABRICE ISR Y NETEALL,

8/20



RET—H—F EIMSD /A

Raltegravir Adult Formulation

&S HETH: BIBEE: HIEIZRETH: 2025/05/09
1.1 2025/11/13 13238-00030 #EERLH: 2014/09/16
%
SILTTSEILAY YL
iz L RS
R D ORIERIBEAL

ATFTFYUBIIT RO A:

£ LS
R D RERIEGL
e D Rl AMELN LB LON-T—FIZE DL

BRIZH 9 2 ERGIRGIEIRRIHE

EELEDIES,

%

SILTFTSEILAYSY LA

g D L AE
R D BREOR

ATFT7YUBTIT RO A:

2 L YR

R © BRADFEA L

e D T eamELLELONET—2IZE DL
R IR, 28 BV 14 32 I B T R 1

oA 1203

FIAARESIERICE DR Y DETEAHL,

EOR 38 B AE T

FIFRARTRERIERRICE DR Y DETELHL,

D%

SILTFYTSEIAYDL

HERR A T D BT U/ EEREEER (LLNA)
i DX OR

HR D OPEtE

ARTTIVUBRITRID L

HEgA AT D RFIUIAE—T 3 VRER

REOIRE D RIS

2 DEILEY R

ik : OECD FHE&EH A K54 > 406

ot CoEM

5 D BT AMEMIMELON-T—RIZE DL
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Raltegravir Adult Formulation

&S HETH: BIBEE: HIEIZRETH: 2025/05/09
11.1 2025/11/13 13238-00030 PE{ERA: 2014/09/16

4 REHIRRE RIR M

FIATTRELIERICE DR YDETELLY,

7% 0

SILTYTSEILAY DA

invitro TOEEEHE D REBRAA T BEREARETESAR

R 2t

HBREA T 7ILA)BHET vEA
TAMRT LTy MFHERD
BR e

HEBR2 (T RBREER
7% OECD HERAA KRS 4 2 4713

R AN

in vivo TOEEEME © HERA A T in vivo /INMEEER
FB:.w9R
R AN

HEBR24M T RBREER
75i%: OECD EHERA A K54 » 475

R 2%

+)l0—X:

in vitro TOEE:E%E D HREBRAA T MAEMERVWSEREALT EFER (AMES)
R 2
HERS A T in vitro BELE MR ECFERSAR
fER: 2%

in vivo CTOEEGEENE D RERA A T HELBYSRMmMER/MEERER (in vivo HifaEMER
ER)
FB.vHX
BRERE SRAHRAATEEE
R 2

ATFTYVUBRITRIIL:

in vitro TOEEE%E D OBRERA A T in vitro HELEV MRS I FEESER
R 2

"% BUTIPEM ST ON-T—HRIZEDL

HEXA A T in vitro ZBAEERER
7% OECD HERHA K54 > 473
R fEH
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€3 MSD /) e

Raltegravir Adult Formulation

&S HETA: BERE: BIEIRETH: 2025/05/09
11.1 2025/11/13 13238-00030 PE{ERA: 2014/09/16

wE: EUTA3PELIEONE=-T—2IZE DL
HEEA A T MEYE RS8R AL E R ER (AMES)
R a2
wE: EUTA3PMEISELONE=-T—2IZE DL

EHRAE

FIRAATREIERICE DR Y DFETEALY,

7% 0

SILTYTSEILAY DA

& TIOR, FABLUVAR

A% 55 FF ] 104 &

R (=X

)0—X:

g vk

BEZ®K A AATIEE

A% 55 o R 72 B

HER (=23

EhEEH

BENDEZED S ZTNDEEL,

V2
SILTFITSEILAYDL:
HIRICX S H5E

SEEE-TERAAD K

RS T ZHERe N / DHERE
B2y M ARBEIUAR
REER &0

—f&&M  #7: NOAEL: 600 mg/kg AE
BR e

Bovbk

BEREK #0

BHAD—f% 1% NOAEL: >= 600 mg/kg {AZE
{E 25214 LOAEL F1:300 mg/kg A=

fEIR: BT

R 5

& oUx

BRD—AZE M4 NOAEL: >= 1,000 mg/kg {AE
R4 NOAEL: >= 1,000 mg/kg AE

R e
FYRRICEDERBICEZENHD A —EIULESNT
AT
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Re27—8o—t EIMSD /A

Raltegravir Adult Formulation

&S RETH: BEEE BIEIRETH: 2025/05/09
11.1 2025/11/13 13238-00030 PE{ERA: 2014/09/16
+)0—X:
FIRICX T HFE D HERA A T —tHREEEERER
oy bk
BEZK SRAAALTEEE
R Et
BROFEE~DEE C HERA A T 2HERES / MEIRERAE
oy bk
BEZ SRAAALTEEE
R 2t

ATFT7YVUBTITRIOIA

BEIRIC RS SRR D ORRYA T A/ REEERI )T EREREEMER
HEDEHAR
B ovhk

RERZE: RAAATZEE

75i%: OECD EHERA A K54 422

BR e

EE: BT HMELI/FONT—2I2E DL

BREODEE~OZE D HEBAA T RIS LUVBRERE
B ovb
BEEH RARAEZIEE
R 2

"% BT IMEM ST ONI=T—HIZEDL

FERMEASYE (EEECER)
FFRBFADRBDEE,

JE%

SILTFYTSEILAYDL:

REOD IR DRA

ZHiE 2 DRE

TERAAU R D MIREANDRBOEEFN,

FERENEREE (REETCE)
FATRELAERICEDCRYDFETELL,

RERSEMH

B5:

SILTFTSEILAYD LA

2 DR

NOAEL : 90 mg/kg
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Raltegravir Adult Formulation

€3 MSD /) e

&S ETA: BERE: BIEIZRETH: 2025/05/09
11.1 2025/11/13 13238-00030 #E{ER B 2014/09/16
B E5RER #0o
A% 55 B ] 3711 d
fiE K & nt
i Zv bk
NOAEL 30 mg/kg
LOAEL 120 mg/kg
B 5 #0Oo
A% 55 B ] 189 d
EriERE =
i E4wPS
NOAEL 50 mg/kg
LOAEL 500 mg/kg
B E5ZER #0o
BR FE A 14 @8
EriEas 8
i Jv bk
NOAEL 50 mg/kg
LOAEL 200 mg/kg
B 5 R #0o
BR FE A 8 &
EriEas B
+/)lO0—X:
i AR
NOAEL >= 9,000 mg/kg
B 5 R AHRAATEEE
A% 55 B 90 Days

ARTTIVUVEERITRII L

1
NOAEL
bR
R 25 e il
]

RAAVEEN

Zvk

> 100 mg/kg
RAAATIIEE
90 Days

Hily 2mE

FATRELAERICEDCRYDFETELL,

AEICHY HRBEER

H5:

SILTFTSEILAYD L

RAAATZIGE

bEoNf-T—HITETL

ER HES, TR, BRE REER RP REREHK
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RET—H—F EIMSD A v
Raltegravir Adult Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16

12. BBZEFEH

BN

B4

SILTISELDY DL

aEn . LC50 (Pimephales promelas (Z 7w kAw KX/ ™)) > 100

mg/ |
RREREERT: 96 h
7% OECD REEAHA K54 > 203

LC50 (Cyprinodon variegatus (>—FAAYKI/—)):>
100 mg/|

RREERFRE: 96 h

7#i%: OECD HERH A K51 > 203

SOVIEOKEESHEY © EC50 (Daphnia magna (74 2> 3)):> 100 mg/l
[Zxt9 55 BREERFE: 48 h
7i%: OECD SHER A K51 > 202

B KEEMIZNT HEM © ECS0 (Pseudokirchneriel la subcapitata (#%%)): 66 mg/|
IREERFME: 96 h
7% OECD HEEAHA FS 4 > 201

RARESEERE (Pseudokirchneriel la subcapitata (k%) ):
3.8 mg/l

MEERRER: 96 h

A% OECD FHERH A K54 > 201

BEM (BESH) . RKEFERE (Pimephales promelas (77 v kAw FZ/
)):9.3 mg/|

MEEERFME: 33 d
Fi%: OECD HE&A A K54 > 210

SUOVIOEDOKEESHEY | RKEZERE Daphnia magna (A4 3223)):9.5 mg/l
129 &M% (I8HHEM) MREERFR: 21 d
7% OECD HERAA K54 > 211

MEMIZK T 5T : EC50:> 1,000 mg/|
BREBRFR: 3 h
HERS A T IR
75i%: OECD BERAHA K54 > 209

BRARESZEEE: 1,000 mg/l
MEEERFME: 3 h
HER S A 7 iEIRNE
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€3 MSD /) e

Raltegravir Adult Formulation
&S ;ETA: BERE: miEkET A 2025/05/09
11.1 2025/11/13 13238-00030 WE{ERLA: 2014/09/16
F5i%: OECD ERERH A K54 > 209
+)0—X:
y: b= LC50 (Oryzias latipes (FIA & A)):> 100 mg/|

ATFTPYVUBTIT RO A
BEMN

s

=<

~
-~

v
IZxt9 &M

BEKEEYICHT HENE

WMEMIHT HEM

BRI - S

H5:

FIVTITZELAY) L
E DR

JAFDKEETHBY

BREEEFE: 48 h

EE: BT SMEI/ONT—2I2E DL

LC50 (Leuciscus idus (a4 M—7&)): > 100 mg/|
BREERFR: 48 h

A& DIN (FA YR 38412

H%: BT MEI /BN T—2ITEDL

EL50 (Daphnia magna (A4 3<>2)):> 1 mg/l
MREREER: 47 h

WERME: KEE S

Hi%: ¥4 67/548/EEC, Annex V, C. 2.

HE BT smEIEON-T—2IZE DL
REERABIZB T 5HEL

EL50 (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
IREERFE: 72 h

WERYE: KIEE S

7Ai%: OECD FHERH A K54 > 201

HE BT smEIEON-T—2IZE DL
BEREERREIZCHITI2EHEEL

NOELR (Pseudokirchneriella subcapitata (#%%)):> 1 mg/|
MEERRER: 72 h

WERYE: KIEE S

A% OECD FHERH A K54 > 201

HE BT smEarFonf-T—2I12&ED<

EC10 (Pseudomonas putida (> a— KFEF X - 7F4)):> 100
mg/ |

BREEREME: 16 h

WERE: KIEE S

w5 BT HPEI/FONT—2ITEDL

R [EDETEE
R 50 %
MREERFRE 9 d

15/20



REF—5y— b

€3 MSD /) e

Raltegravir Adult Formulation
&S METH: BERE: miEkET A 2025/05/09
11.1 2025/11/13 13238-00030 WEERE: 2014/09/16

Kb TOREMN

) 0—X:

£ R

ATFTPYUBTIT RO A

SILTFTSEILAYSYLA:

n-#A%9 %/ —IL/KDERE

(log f)
AFTIVIBIITRIIL

n-#A%9 %/ —IL/KADERE

(log f&)
TiEbhOBEIM
T—27L

T VB~DEEH
JEZS
thoFEECE
T—27L

7% OECD HERA A K5 > 3028

kSR < 10 %G5 d)
ik OECD BRE&RAA K354 > 111

R ZoREkE.

TR AR L

EE: BT HMEI/ONT—2I2E DL

log Pow: -0. 328

log Pow: > 4

13.

BELOIE

BEFE
BRBEED

BRBRRRUVAE

75 BB AEDREHE WL T B,
REMETKABH L TGS,

EOBEHRIE. VHAILFEEEZEDEHIZ, B ZERIT

BEEDVEREICRTT S,
FIHEEANEWMES, RERAGRELTHEET 5.

14.

WX EDTE

ERRIR
B L #0155 (UNRTDG)

fElEy & L THRHl S TULVAL

16/ 20



RET—2V—F

Raltegravir Adult Formulation

€3 MSD /) e

RES WETH: BEES BiI[E2kETH: 2025/05/09
11.1 2025/11/13 13238-00030 #EERLE: 2014/09/16
EEES FEZY
EE#i% 4 (Proper shipping A
name)
EE 5 %8 (Class) JEZE
BIRfER&M (Subsidiary risk) JEEZH
A EE#, (Packing group) LS
S AR)L (Labels) LS
REAEH LS
R Ze % (IATA-DGR)
fEEME L TRElIS R TULVEL
UN/ID S (UN/ID number) LS
EE#ix%4 (Proper shipping el
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) el
A EE R (Packing group) LS
S5 AR)L (Labels) LS
WaEr (EYH) (Pack- JEEH
ing instruction (cargo air-
craft))
WalER (REH) (Pack- JEEH
ing instruction (passenger
aircraft))
i L i (IMDG-Code)
fEEYE L THREISh TULAELN
EEES © OJERZE
EE#i%4% (Proper shipping JEER L
name)
#4548 (Class) el
Bk a4 JERH
BRER JERH
SN JERH
EmS a—F o JEERY
BEEEME GRS - KD ¢ KRB

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FITX A X BAME SIS BEME (N - )
s SN REBORRICIFIEKS,

E R

EREDERG L. HE 15 2587 5,

DR EER
[

15.

HRETR

BEER
HRAE




Re27—8o—t EIMSD /A

Raltegravir Adult Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16

fEIRY. EERRMIZERSE LI,

i[:37 3

RELFEYE. BERICEDE. BEFMICEMEICKZI LG,
FER /LXK

HEENRZILESNIEED

FEZY

HREOHTERITIREEEY

FEZY

BEMEER LIRS ARYE

FEZY

ERAHEOBOHON-LEYE BFLEEMH)
FEZY

ERAMORBH oM -ILEYE FHREHIEEDE)
FEZY

EMELTENTREZBRVIRUVEED
FEEST7E&M2 (AIMED2 FFk2)

L#4 2EE (W) ikl
ATT7IVEERTRIIL >=1-<10 -

AMEERTIREEEMRVEEY
EE S5 7% (AI30&HEK2)

P4 "%

ATTYVUBEITRID L

BEEESLEYE (HEREMERBIE S ED2)
JEZY

HARMEME (HBREFERRESTTED2)
JEZY

e EMEREE T RHRAI

JEZY

shhEFRHRAI

JEZY

m7 L)L éarhEFRARRI

JESZ Y

FHRBEFFETHEA

JESZ Y

FERLWMEXETS - HRE— (BEW)
JEE% Y
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REF—5y— b

Raltegravir Adult Formulation

€3 MSD /) e

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
2025/11/13 13238-00030 #EYERH: 2014/09/16

11.1

BY R URIMEREE

e

LM E B R T A
e

EBEHARRE

JEER

DE S 21

e

iR ik

fEEME L TREI SR TULVED
mziE

fEEmE LTREIShTLAEN
BESRERVBLUEONLICEY 5&R

(£ 5 FE Ak : ERIAME(ZIEEZ S LA

(EERE CpeS DOEEEEMEICEFERE LN

R B UMl A S ER ik

FREEMIAEMH R (B - BAGEA)

JES% Y

HEMEMBHAERY @E - @A)

JES% Y

BEVOLEBRVERICEAT 5%

EXREY

16. ZDHhDIEHR

RS IZH N THBREHEZDBIXNEMEDRENBERTDEST. BEMBTHIIEEE

EHET

5| Rk . B#EMIT—42. BEAE DS I’ F—4 . O0ECD eChem
R—2IILE L UVEMIEEYER http://echa. europa. eu/ D&
FRIER

Aif74+—<v k . %/RA/H

ZTOHDBEDEX

ACGIH : KE., ACGIHPRSREE (TLV)

ACGIH / TWA . 8 EER]. BFMEIMMETEH
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Re27—8o—t EIMSD /A

Raltegravir Adult Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 13238-00030 #EYERH: 2014/09/16

AlIC - A—R FSUTZDIEILERA ARV MY ANTT - TS OIILEREZEMRE, ASTM - X
E#MHHREBRBSE bw - KE; R - RAH M. ZERM. £EEUIHD LN EWE. DIN -
FA VRRIGEEE, DSL - EAMEY R+ (hF4); ECx - FED XWORIEERIZT EER
LONDEE, ELx - FED XWOREERIZTEEZONZARFEE, EnS - BREBOR D
—JL; ENCS - It BEDBEEFILEME YR b ErCx - 2D X%ORGERIFTEEZ SN BEL
K&, ERG - BEXIGDFE|IE; GHS - HRFAFMI X T L GLP - HEREMIHFE . [ARC - EE
NATFEHE: TIATA - EEMEEEHS; IBC - BRIEESZDESEEZD-ODMMDIEE
RUHRGIZET 2ERRAI; 1650 - 50%PAE;RE: ICA0 - EFEMIAMZEHEES; [ECSC - hEIR
Bt E L, INDG - ERELEKRYIRIE, IN0 - EEEEMER, ISHL - $BRLEEE
(BR); IS0 - EMSZEEcHEsE;. KEC] - BEBFILEYME R, LC50 - 50%EIEEE ., LD50 -
50%E3EE (FHEBIEE) ; MARPOL - MfHIC K D52 DFIED - DERESE#: MERCOSUR - f&
MR EEMBIEHRE, nos - MICHRBPHRINTWLWEIIDZEERL; Neh - F U A
NOAEC - MEEMEZEEE, NOWEL - BEEMHEZEL AL, NERR - BEEUHZEATE
& NOM - AF2aRAI NTP - REEREETOI 5L Nlo€C - Z2a—P—F > FiEZE
MEAMR; OECD - #FFiHNBAFIE, OPPTS - b2 ER LM - AEMHIEE; PBT - #oEME
% - EAREREE - BEEWE)  PICCS - 70 U EUEEMEA AR F)—; (QSAR - (F
=/)) HEEEMEHERS, REACH - EZMEBE D&, 5T, 22 AT L UEER (REACH) IZBE9 5538
(EC) No 1907/2006; SADT - B CIENREE; SDS - &L T—4>— bk TECI - 24 12
DILEMEDA N2 b1, TCSI - BELEYMEA VR L) —; TD6 - EEYEE; TSCA -
AEWEREE CRE) ; UN - EE; UNRTDG - ESEA BRI EEIS; vPVB - FEFEICH#H
BRUEEICESERM: WHNS - X BERAEEYERR AT L

CDRRET—HI—FQEUT TSDS) &UVD) TRIFET HFEHR LT TXREHRI &0V I)I1F, REHE
BERIZEVNT, BHOREDHH. FH. RMESDLETEETHLLHHLEZIDTT,
AERIT. HREOZTLGEEL., FA, LB, RE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHELRIERSHERBZLTLOTRESHY FEA. KF®IL.
SDS DEEEICTRENTVAIRHESNEHGICETILDOTHY ., HFZAEBNLORR LMEHE
HET, XETOERPTHEASNDIEE, AXRITERNGVRY .. BRICEI LS A VETRES
AHYFET., AHRGOFEABESMICENTIE, AERRVHEREEEZERT B8, FRES
MORREMIZE T EAREROBEYLGFMEEOT, FAERLUOERT 5HETOREDNIKR
[LETHARHADEFKL., FA, LE, RUREICDONT, #BEEVET,

JP /7 JA
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