RET—ARAV—F Q MSD A"“"“‘

Raltegravir Formulation

hR&E= HWETH: BHEES BiIEHETH: 2025/05/09
9.1 2025/11/13 741578-00023 #EYERH: 2016/06/06

1. eZRREUSHITER

LMD ER . Raltegravir 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 7748

RIcaI 2EECBEE R © EH1
Rt

AREE D B2
HEFMERSE EREC 0 EH3
=)

KEREHEN 28 (& D RE543
%)

GHS S RILEHR

BRTXIEUARIL :
@ e

FEMREEE Dok

fERAEEER : H318 ERLERDEE,
H335 FEIREZADRIFED EEh,
H361d iEIRADEBEEZEBDEET DL,
HA02 KEEMIZHE,
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Re27—8o—t EIMSD /A

Raltegravir Formulation

&S ®ETA: BEES: AT[EZRETH: 2025/05/09
9.1 2025/11/13 741578-00023 #[E{ERRB: 2016/06/06
= .
/I,Es % . fﬁ*‘j%

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 MRS LW hDERE ST
EEGHBEEVEESNDSIE @ HLALOEMICEY. RKEOYMEMLRIBEIIEZESEE
EEEOHE BEREMEA H D,
MI. N FY YT LLBZEDEADREDREIC, BRIED
BMLAZREZRHBT HEENLHY ET,

3. HRRUHSER

LEYE - EEYMDORXA D REY

5

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

SLTTSELAYIL 871038-72-1 >=60-< 10

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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RET—2V—F

€3 MSD /) e

Raltegravir Formulation

&S WETH
9.1 2025/11/13

BERE:
741578-00023

BiIEIETA: 2025/05/09
#EYERH: 2016/06/06

— 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.

N 3|y
EHEEY (NOX)
ZyRiEEY
ERERILY

WE ORI & FDIREICE CTEUGHXFRERA NS,
RAHDBRERENT D=OICKEEET 5.
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Re27—8o—t EIMSD /A

Raltegravir Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
9.1 2025/11/13 741578-00023 #EYERH: 2016/06/06

TETHNIERBEI VT FERKBENI BT,
RgMoBESED &,

HREITS>EDRE DOKRKEFIZE, BRRMTRFEZERT S
RERZHEAT D,

6. RHFFOEE

AMEIZHT HEEFER. RE | RKEEZERAY S
BRUVRIRHE ZEGRYFLDT 4R (HBE T 23R) . BAARE
BnfRERICEN BB 8ZE23R) .

RIEICHY 2FEFHE D RBEADOBHERETS &,
REEHELTHL, tAPLIEFRZLEDHD,
BRINEEFKEREL. 89T 5,
AHAE L CEIRTEZWMERIL, A BREKICERT 5

HLADRTRHEDFERY @ ZEAFLOEZRIFITEHA, Fhi-fTE>T. ZRFIC
et MENHTWKDZER/NMRICHIZET,
BEZLZOHITEMLT, MENBRIZADELSIICLEL &
Do
TIEM LRI TIRINE & B,
MLADERHADORBZEITS (TahL, BMLADEEL
T.i%ﬁo)lj_:*’ﬁ::m( J:%)/ﬁ*ﬂi')
é’*ﬁ/ﬁk?‘é(])’cs i’%ﬁ( #?Lr’u’éiiﬂéﬁf(iﬁbﬁl,\
REYMEZEYGRIFITRET S &,
AEGZERE. BETIRICIE. BABERARSLUVEOR
BlICfE>TUNET L L, TOMRBICERSIN-MEIZDOL
THR%ETHD, EDORANBEREIN LN EHERT HILEN
Hb
ASDSDIEB 13HE LU 15 2HLT, HABBEREIUED
EREOEHDY .

1. BEVWRURELDOZEE

i g7

R AtTE R D BEINBEL. BEYRMIFINLERESIESERIT L
75(\&%)0
BERR G, B, FREFELEFERG EDBYGTFH
HEZET S

BFrfR, EE#S D TARBINTERWNERIE. BABIREKEZEALTE
é ll\o

ZEMIEEE  BMLADRAZEITH &,
RARAFTZE,
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Re27—8o—t EIMSD /A

Raltegravir Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
9.1 2025/11/13 741578-00023 #EYERH: 2016/06/06
R&EDEMERIT D,

BEE~NODRADFE-IREEMZET S,
BISBRBERAENRERICADE, EXMOBESIUREMD
EITHEICHOERYES C &

BHREERALTECIE,

T TIZRIGAHTWVSAA, BLURR., 7LIILF¥—, BHF
= ITBEFRMEFRIFEREICSHNDY DOTOANIK, FFRBFRIEYE
FIEXRAEMEDERICOVWTERMICEH X (T HLENDH Y
F9,

MLADEREBREBNEIT S,
FERALABWMERICEIBHREFADTE,
BORNENOES TS,
HEIMECH L TPHULEFRZESC &
RNPCEEVEHLL, RE~NOBHEEH/DRIZTHELSF

9%
A ] 8 D ERER
BIAERER D BEOEARICIEENEADE S EOTRENH D EHEE (.

EEBFOELICTA ISV VI VRTLELUREY ¥
J—%#BREBELTLIEELY,
FRATIIRBRUVBREEZILT B,
BEINE-KRRITIBEFERT DRICHEKET S L,

T77) T4 DOMBRBEARL— 3 VIClE, TP =FO
vho—)L, BUGEASLERE. BULGKRLESLUVE
EBREFIE. EXFLEER. EXERLLEERATNOERDOL
Ex—%28CWENHYET,

RE

RELBREEY COBEYIEIRILODNVERBIZANTEL .
it L TRETHZ &,
BEL-o-MNYED S,
FELL, EOBRVMEFRATRET %,
ZEOREIZH>TRET %,

iyl i =1 D OROBIFEHE OO L LITEE LA
SREREF

REGRB/OEMH D EEIBVHEMREL,

8. I EBMLRUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

D% CAS &= BE (RER | EERE/ REE | H#
&) HE/HFERRE
FILTITZEILAY DL 871038-72-1 | TWA 1000 (ug/m3) RAB
(OEB 1)
+)La—2X 9004-34-6 TWA 10 mg/m’ ACGIH
ARTTIVERRTRI L 557-04-0 WA (A= | 10 mg/m’® ACGIH
%)
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R&T-8—b EIMSD A

Raltegravir Formulation

&= ETA: BEES BTEIZRETH: 2025/05/09
9.1 2025/11/13 741578-00023 #EERLA: 2016/06/06
‘ TWA (FEIR 2 ’ 3 mg/m* ‘ ACGIH
)
ER fi o 56 D RAYM~NDOBEHRER/MET BICIFETAIAEG MO O
_)l/ %ﬁﬁﬁ L/i-a-o

B KXEBFIUVRRZRET DO, £2T00=7 )Y
TERBLRBHREICEIYRBES A, GIPBZIZRHVRESH

LDHELHY FT,

REH

Ik FRER D BYULBFAHREENFATELRWNGES. FIEXE K EFHE
THREAA FSA4 VDOEBRNDIELENTEN-BEX, IF
MEREREFFALEL £ 5,

T4NE—B4A4F D WRITFRYA T
FORER
e D THEREFR

IEDRER YA RO R ERERKEE LLIET—YILEFRT 5,
EEFREL LFEERICROS IMRE, S X, T70Y
W ERRET ZHIBAF, BYLI—-YILEEBEHRT 5,
MLA. SR HLLEI7OVILICENEESLEND
AREMNHDBEIE. 7T —XV—ILFH LLIEZFDIEFLD
INITz—RBOTOTFIavEBRALEL LS,

EERUVEADRER D AZIA—LB LK EIERERAO—FEFRALEL LS,

9. MEMERNLEHESE

HPIRIK RE OBMX

=l D T—=AR%L

LA D TEEL

B0 LEVED)E D T—AR%L

Y= {E = D T—AR%L

BRXIVBRARVHELERE @ 72740

AT (BMR. %) DI, AU RYVTH LB ZDEIADUNEDORIC, BN
DB LAZEEHET 2EETNAHYFET,

AIAME GRIK) L T—REL

BETRAXRVCERELRA . ATARSR
BREGCHEDO LR/ AIMER @ T—4274L
]

BRELCEDOTR/AIMTR @ T—4274L
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RET—2V—F

Raltegravir Formulation

€3 MSD /) e

RES HETA: BERE: HIEIZRETH: 2025/05/09
9.1 2025/11/13 741578-00023 YE{ERLA: 2016/06/06
E
5l k& JEEZY
DRBE T—R1L
pH T—R27IL
RFEEE FT—R1L
BHAREANEE FT—R1L
FHFE
ENFLEE (BpAhTESR) FT—R1L
RRE
KiBH FT—R1L
n-A4 %/ — )L/ KHERREK FT—R1L
(log f)
R F—RHL
ZERV/ XIIERNZE
#E T80
BT REE F—AHL
IRFEE IBEETL
ERIE 45T ABRIIERIEMEME L LTIEDEINLGLY,
NFE F—R1L
BT
FFHA4X FT—AHLL
10. REHRUVRIGHE
R RIGHRER E LTIXRESI NG,
LR EN BEOIRETIEIRE,
BERAEERGATREME MI. N RYUTH LLIEZEDIEADNEDREIZ, 1BFM%

Bl oNEEM

DM LAZREMRRT DETNLAHYFET,
BUOBLERIERIST S5 EDH S,

I\ -
B, . NTES

MLADREZEEITS,

7120



R&T-8—b EIMSD /A

Raltegravir Formulation

&S ;ETA: BEEE AiIEIZRETA: 2025/05/09
9.1 2025/11/13 741578-00023 #E{ER B 2016/06/06
BAfEIRYE D ERIEH
BIREEL D BRERY D BREELSFEERYIIE SN T,
11. HEMHESR
AEEME D H S REBZEDER © WA
R IS
EE
IRIZCA-T=%8B&
SEEH
FIRATRERIERRICEDCBR Y DETEAHL,
B4
SILTTSELDYSYL:
2EEE &n0) © D50 (R OR, AREB LU ARX): > 2,000 mg/ke
+Z)0—X:
2EEE &n) : LD50 (T F):> 5,000 mg/kg
24sE (RA) : LG50 (T k):> 5.8 mg/l
IREERFE: 4 h
HEBRRE MLA/S Xk
S2MEE BER) : LD50 ("7 ): > 2,000 mg/kg

ATFTP7YVUBTIRI9L:
2MENE &0 : D50 (5 k):> 2,000 mg/kg
Hi%: OECD SHERA A K54 > 423
FEAAD M COYMEBEFEILEAYIEAMOEOSELE
LYo
BE BT APEIEON-T—FIZE DL

SMET BR) D50 (2H): > 2,000 mg/ke
" BUTIMEM ST ONI=T—HRIZEDL

BEERBEEY Rt
FIATREARIERICEDCRYDETELLY,
D%

SILTFYTSEILAY DL

i oYX
R D EIERBGZ L

ARTTVUBRITRID L
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Re27—8o—t EIMSD /A

Raltegravir Formulation

&S &ETH: BIERE: HIEZETH: 2025/05/09
9.1 2025/11/13 741578-00023 YE{ERLA: 2016/06/06
& LY A S
R D O RIERIBEAL
-5 D LT AMmEMASEONET—HIZE DL

BRIZH T S ERGBREEIRRIHE

BEELEDIES,

7%

SILTITSELAY DA

& D OLAE
R D BREORE

ATFT7YUBTIT RO A:

£ LS

R © BRADFEA L

e D T eamELILELONIET—2IZE DL
RN, 35 LA T 3 I B2 S I 4

oA 1203

FIFRATTRERIERRICEDCBR Y DETELL,

RO 38 A 14

FIFATRERIERRICE DR Y DETELHL,

JE%

SILTFTSEILAY YL

HEg4 AT o BRTY) v EiEhEEER (LLNA)
i DN¥IRA

R =

ARTTIVUBRITRID L

HEg4 AT D REFITAtE—2 3 VEER

REOIRE D RIS

& . EBILEY R

Hik . OECD :EEHA K54 > 406

#HR Do e

e D BT AMEMIMELN-T—RIZE DL
A TEHARRE BIR

FIFAARE R IERICE DR Y NETELLY,

D%

SILTFTSEILAYD L
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RET—S>—F EIMSD /A

Raltegravir Formulation

&S &ETH: BIERE: HIEZETH: 2025/05/09
9.1 2025/11/13 741578-00023 YE{ERLA: 2016/06/06
in vitro TOEIEEM D REBAA T EREALTESRR
R 2t

HERA A T FILHYBET vtEA
TAMRT L 5y TR
R 2t

HEBR24( T RBRER
7% OECD EHERAA RS 4 2 4713

R 2t

in vivo TOEEEH © HERA A T in vivo /INMRERER
B vHX
R AN

HEBR2 (T RBREER
7% OECD HERAA RS54 2 4715

R el

+Z)0—X:

invitro TOBEEM D REBRAA T MAEMERWSEREALT EHER (AMES)
R e
HERA A 7 in vitro WELEYMHRECFEERER
R e

in vivo TOEESHE D RERA A T WIS ARMmMER/MEERER (in vivo HiRaEMER
E&)
B.vHX
BRERK: SR AATEHE
R e

ATTPYUBTTRIOIL:

in vitro TOEEEEYE D OHERA A T in vitro WAL EWMIS S cF T ESE
R et

% BUTIMEM ST ONI-T—HRIZEDL

SREXRA A T:in vitro AR

7% OECD HE&E A A K54 > 473

R faH

B T 2MELISB/ON-T—RIZE DL

HEBRY A T MAEME RS EREBAZEHER (AES)
BER R
wE BUTIPEM ST ON-T—HRIZEDL
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RET—S>—F EIMSD /A

Raltegravir Formulation

&S HETA: BERE: BIEIRETH: 2025/05/09
9.1 2025/11/13 741578-00023 YE{ERLA: 2016/06/06

EHRAE

FIFAREIERICE DR Y SDETELLY,

5% 0

SILTYTSEILAY DA

& DORIR,FRABEUAR

A 25 R 104 &

R DR

+)0—X:

i DI vk

BEZH®K D BRAHRAALEES

A% 55 FF ] T2

HR DR

HHESH

BBERADEZEDEZTNDEEL,

By

SILTFHTSEILAY YA

HIRICX 9 HFE C HERA A T ZHERES / MEIERAE
oy kM ARBEUAR
BREZK 0

—HeEM  #: NOAEL: 600 mg/kg {AE

R =M

BIROFEE~DEE D B Sv bk
BREZK 0

BHAD—f% 3% NOAEL: >= 600 mg/kg AE
fE 2521 LOAEL F1:300 mg/kg {AE

fEIK: BT,

R 5t

B oux
BHADM—f% 314 NOAEL: >= 1,000 mg/kg AE
{35214 NOAEL: >= 1, 000 mg/kg KE

R et

EBEEE-TERAAV K . HYRRICKSERBICEZELN DS EN—FILIEEINT
ll\%)o

+)0—X:

FIRICH T HHE D HERA 4 T —tHREESERER
B Sy

RERZ: RARAATZES
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Re27—8o—t EIMSD /A

Raltegravir Formulation

RES HETH: BERE: BIEIRETH: 2025/05/09
9.1 2025/11/13 741578-00023 YE{ERLA: 2016/06/06
R 2t
BROFEE~DEE © REAA T 2HEeS / OHIRERE
B ovhk
BERE HPAALTEBE
R 2t

ATFTPYVUBTIT RO A

IEIRICR S HHE D OHRYA T A/ REEER I )T ERERSEMER
HEDEHR
B ovhk

RERZE: RAAATZEE

7% OECD HERAA RS54 > 422

BR e

EE: BT HAPEI/FONT—2ITEDL

REDRE~OEE D HRA AT ZRENE S UVRRERE
B ovhk
BRER® RHRALEE
R 2t

EE: BT HYELI/FONT—2IZE DL

FERNESREN (BEIETCER)
FFRBFZADRHDE N,

JE%

SILTFTSEILAY YL

REOIEK CORA

E Il 25 D RE

TERAA L D MIREADRBOEEN,

FERENEREE (REETCE)
FAMRELAERICEDCRYDETELL,

RERSEMN

B4

SILTFYTSEILAYD L

2 NN

NOAEL ;90 mg/kg
B 5 R C#n0

g 25 B . 3711 d
fiEIR D MEnt

2 A
NOAEL ;30 mg/kg

12/20



RET—2V—F

Raltegravir Formulation

€3 MSD /) e

&S METH: BERE: miEkET A 2025/05/09
9.1 2025/11/13 741578-00023 #E{ER B 2016/06/06
LOAEL 120 mg/kg
B 5 #0O
R FE B 189 d
EriEs B8
L5 E4wPS
NOAEL 50 mg/kg
LOAEL 500 mg/kg
B 5 #0O
A% 55 B ] 14 &
EriEE B8
i Jv bk
NOAEL 50 mg/kg
LOAEL 200 mg/kg
B 5 R #0
BR FE A 8 &
EriEas B8
+)L0—X:
i Jv bk
NOAEL >= 9,000 mg/kg
B 5 R A AATEIGE
BR FE A 90 Days

ATFTFTIVIBIITRIIL
i#

NOAEL

RERZE

PR EE RS

e

RAAVEEN

Zvk

> 100 mg/kg
RAAATZIHE
90 Days
Ll 2 mE,

FAARELAERICEDCRYDETELL,

ANEIZHT 2 REBHER
D%
SILTHTSEILAY DL
RAHIAATEGE

bEoNf-T—HIZE DL

K HES, T, BHE ER RP REREE

13/20



REF—5y— b

Raltegravir Formulation

&S WETB:
9.1 2025/11/13

€3 MSD /) e

BHEES ATEZRETH: 2025/05/09
741578-00023 #EYERH: 2016/06/06

12. BBZEFEH

SILTITSEILAY DL
aEM

TOVAFOKEEEHDY

=39 2%t

BEKEEYICHT HENE

REE (BESY)

TOVIAFOKEBEEHDY

[Zx9 HEM (BHEEN)

WEMIZHT HEM

LC50 (Pimephales promelas (77w kAw FX /™)) > 100
mg/ |

RREERFR: 96 h

7% OECD HERH A K54 > 203

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

RREERFRE: 96 h

7#i%: OECD FHERH A K51 > 203

EC50 (Daphnia magna (7 =< >2)):> 100 mg/|
MREERFME: 48 h
7% OECD RERAHA K54 > 202

EC50 (Pseudokirchneriella subcapitata (%k%)): 66 mg/|
IREERFME: 96 h
7% OECD FHERH A K54 > 201

RAREEEER (Pseudokirchneriel la subcapitata (#&E)):
3.8 mg/l
MEERRER: 96 h
7Ai%: OECD RERAHA K54 > 201

RRESEERE (Pimephales promelas (77w hAy K3/
2)):9.3 mg/|

MEEERFME: 33 d

7i%: OECD RERHA K54 > 210

RAEZERE Daphnia magna (X4 3223)):9.5 mg/|
BREERFR: 21 d
7% OECD &ER A A K54 > 211

EC50: > 1,000 mg/|

MEEERFME: 3 h

SHERS A T IR

7% OECD BHERAHA K54 > 209

RAEZEREE 1,000 mg/l
MEEERFME: 3 h

HER S A 7 MEORNE

7% OECD HEE A A K54 > 209
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RET—S>—F EIMSD /A

Raltegravir Formulation

RES WETH: BERS: BIEIRETH: 2025/05/09

9.1 2025/11/13 741578-00023 #E{ER B 2016/06/06
+)0—X:
aEk : LC50 (Oryzias latipes (FI1A % #)):> 100 mg/|

BREEEFE: 48 h
EE: BT SMEI /LT —2I2E DL

ATTYIBIITROI L

aEn : LG50 (Leuciscus idus (4 M—F&)): > 100 mg/|
BRFERFME: 48 h
Ak DIN (FA VI EBEK) 38412
& BT MEMSFONT—RITEDL

SOVIFEQKEESHSY © ELS0 (Daphnia magna (A =2>0)):> 1 mg/l
IZxt9 &M RRERRE: 47 h
WERME: KHEE D
Hi%: ¥4 67/548/EEC, Annex V, C. 2.
HE BT smEIEZEON-T—2IZE DL
REERRMEICHTA2EMHEL

B KEEWICHT BEM © ELS0 (Pseudokirchneriel la subcapitata (#&E)): > 1 mg/l
IREERFE: 72 h
WERYE: KEE S
7% OECD HEEAHA FS 4 > 201
HE BT smEIEON-T—2IZE DL
AREERRMBEICETA2EMHEL

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

WERYME: KIEE S

A% OECD FHERH A K54 > 201

BE BT smEIrBZEonfzT—2I2&E DL

MEWIT BEMN : EC10 (Pseudomonas putida (a— KEFX - FF4)): > 100
mg/ |
BREEREME: 16 h
BERE: KIEE S
% BT MEI/ONFT—2ITEDL

R - o

D%

SILTTSEILAY DL

oM DR RESRERE

HE R 50 %
MREERFRE 9 d
7i%: OECD HE&R A A K> 4 > 302B
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RET—2V—F

€3 MSD /) e

Raltegravir Formulation

&S WETB:
9.1 2025/11/13

BERE:
741578-00023

BiIEIETA: 2025/05/09
#EYERH: 2016/06/06

Kb TOREMN

) 0—X:

£ R

ATFTPYVUBTIT RO A

SILTFTSEILAYSY LA

n-#4%9 %/ —IL/KDERE

(log &)
ATFT7YVUBTITRIODA

n-#A%9 %/ —IL/KHDERE

(log {B)
TEIDOBEM
T—4%L
TIYVRB~DEER
JEELY
thoHEXE
T—4%L

kSR < 10 %G5 d)
ik OECD BRE&RA A K54 > 111

HER: ZoREE.

TR AR L
EE: BT SPEI /LT —2I2E DL

log Pow: —0. 328

log Pow: > 4

13.

BELOIE

BEFE
BRBEED

BRBRRRUVAE

7 BB AEDREH LD T B,
REMETKABH L TIEE S,
EDOBEHRE. VHAILFLEREZED=OHIC,
BEEDUEREICRTT S,
FIHEEANEMES, RERGRELTHEEYT 5.

B ZERIT=

14.

WX EDTE

ERRIR
B _L #0155 (UNRTDG)

fElEy & L THRHl S TULVAL

EEES

JEEX S
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RET—2V—F

Raltegravir Formulation

€3 MSD /) e

BiIEIETA: 2025/05/09
#EYERH: 2016/06/06

RES WETH: BEES

9.1 2025/11/13 741578-00023
EE#% 4 (Proper shipping A
name)
[E #4548 (Class) JEEZH
BIRfER&M (Subsidiary risk) JEEZH
B EE M (Packing group) EZE
S AR)L (Labels) LS
REAEH JEEH
finZ2 % (IATA-DGR)
fEEME L TRElS R TULVEL
UN/ID S (UN/ID number) LS
EE#%4 (Proper shipping JEsH L
name)
EE5 #8 (Class) L
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)
fElEY & L TREIE A TULVEL
EEES © OJERZE
EE#i%E 4% (Proper shipping JEER L
name)
E&E 4548 (Class) JESZ Y
BlRfERR JERH
BRER JERH
SN JERH
EmS a—F o JEERY
BEEEME XS - KD - KB

MARPOL 73/78 Kt/R%& [1 R U IBC A— FICX A [XBAME SIS EEME (Y - EZY)
e SN REBORRICIFIEZS,

E R

EnREDERG L. HE 15 2587 5,

DR EER
JEER Y

15.

HRETR

BEiER
HRAE




Re27—8o—t EIMSD /A

Raltegravir Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
9.1 2025/11/13 741578-00023 #EYERH: 2016/06/06

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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RET—RI—F
€I MSD [ rune
Raltegravir Formulation
REE METH: BEEE BiIEIZRETA: 2025/05,/09
9.1 2025/11/13 74157800023 #EERLA: 2016/06/06
BY R URIYMEESE
IEEZY
Y B DR TR %
%Y
BEHAREX
JEEZY
P& 1S
JEEZY
= £k
fElEmE L THREI STV
2k
fElEmE L THREISN TV
BEBEERVEBELLEOMLICET 5%
(£ 5 FE Ak : EREYE(ZIFZE LA
(EERE CpeS DOEEEEMEICEFERE LN
R B UMl A S ER ik
FRERFFHERH (E@dE - #ASA)
Y
BEMERBHERE @H - @A)
JEEZY
BEVORBRSHRICEAT 5%
EXEEY
CHOEFOBRAIZTDOVWTEEA RV M) —~DEEEIFHR :
AICS N
CA. DSL N
IECSC N
16. ZDthDiEHR
AKDSIZENWTHEBREFEEZDENTRYEDEENMERTDIZELX. EXMBETHHIEEE
EHFET
5| B3k D BuEfMT—42. EME DS IZE DL FT—4. 0ECD eChem
R—2ILE X UEINIEEYER http://echa. europa. eu/ D&
RIER
Bt 7+—<w bk . &/B/H
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Re27—8o—t EIMSD /A

Raltegravir Formulation

&S WETB: BEES BiIEIETA: 2025/05/09
9.1 2025/11/13 741578-00023 #EYERH: 2016/06/06
ZDHDOIBEDEX
ACGIH © KE., ACGIHRFREE (TLV)
ACGIH / TWA D 8 ERMEl. ERREIMINEF

AlIC - A—R SV TZDIEFERASA AU RY; NIT - TS D ILEREEME, ASTM - K
E#HEBRFS bw - KE OR - A, ZEFRHE. £EEELIHHESNHYE DIN -
FAURRBEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGERIFTEEZAONDIERES, InS - REKORT T2
—JU; ENCS - LT EDBFLLEME )X b ErCx - FED XWDORIEERIZFT EEZEZONDK
RE, ERG - BRXWOF5|E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFF
NATREME. IATA - EEMEEERS, IBC - BRIEFERKDESHEEEXD-HOMMDIEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE: 1ECSC - hEHR
FleEYELE: INDG - EfELAERYRR. IN - EBRESEHE: ISHL - FsBRE/EE
(BA); 1S0 - EFRR#E{LHE: KECI - BERFLFEMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE)  MARPOL - fiafI= &k 2B DBHILED = DERRSH: MERCOSIR - f&
BRMEEMBILEHE: nos - MICREPARSINA TSI DZERC: Neh - F YU RA:
NO(AEC - EEZMHHZERE, NOWEL - EAESMHZE L AL NOERR - BEHEUHZE&HTE
B NOM - A2 aHRAI NTP - XEERFEITAT 5L Nl - Z2a—D—F 2 FEF
MEAMR: OECD - #EFWH NHEFEME, OPPTS - (LEMEREM - AFMHIES: PBT - HHMEM
- EAREREE - HFEEWE) ; PICS - J1VEEEMEASA AV FY— @SR - (E
M) #HEEMEMERS; REACH - EEMBEDFHE. Hfi. 22 "IH L UEE REACH) I2EIY 5RAI
(EC) No 1907/2006; SADT - BEMEANEERE, SDS - ®&£T—42>— bk TECI - 24 ICHETF
DIEEMEDA R kY TCSI - BELEMESA R ) —; TDG - fEfR#x. TSCA -
BEMERSGE CKE) ; UN - EE; UNRTDG - ERFESERYEEES vPB - FEEICHSE
EUFEICHEREM WHMIS - EXSEREEEMERR AT L

CORET—HY—FUUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BUEOREDHH. FH. RMESDLETEETHLLHHLELDTT,
AERIT, HEOZTLAEED., FA, LE, RE. @X. EERVRRICETSIHAIF VR E
LTOHMERENTEY ., WHELRIERSRERBZLTLOTESHY FEA, KF®IL.
SDS DEREICTRENTVARESNHGICETSLDOTHY ., HEZAHEL/RORM EBAE
HET, XETOERPTHEASNDIEE, AXRITERNGVRY .. BRICEI LS A VETRES
AHYET . AEGOFEABESFMICEVTIE, AERRVHEFHEEZERT 581, FRES
MORBRHEMIIE T L5XURBOBEINLGAMEEH T, FRAERMUOERY 5HETORENIKR
[CHEFEARERDEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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