RET—ARAV—F *:’ MSD A

Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES BiIEHETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

1. eZRREUSHITER

EEHDETF . Raltegravir Pediatric Granules 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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Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09
=%

P201 {EFARTICEIRERIAEEZAFTH &,

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

P271 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 - ESYORR EEY

5%y

=22 CAS &= 2HE (b w/w BRARER
5

IILTITSELRYIL 871038-72-1 >=20-<25

t)La—2X 9004-34-6 >=20-<30

ARTTVUEERT DL 557-04-0 >=1-<10 2-611

KEEIET VEZDL 1336-21-6 >=0.1-<1 1-314
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Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

4. HREE

-4 A VAN (8 D BHOGEP. [IINDNT ChBVEEZRELICEZEDSEE
ZIT5,
ERNREICIHEE. FLERELIHLERIEX. EMDIERE
ZIT5

WA LT=5E D RVRAARESE, BT ERDSANBEYT 5,
ERLEZZITS,

KREIZf%E LI=5HE D BEMLUEES. BELICKRBERTALSEDKTRENRT,

BRLUERBRE I UVHZER <,
ERLEZEZZITS,
BERADHIIZKRZERES .
HEzBERYT HRICERISHKD.

RICA-=15E D EMLEES. BELICEEOKTALGCEDL 16 HEBZESR
AV
BHCTEREEICIE. 20429 FLUOXERY ST,
ELICERMDODFETERITS,

RARAATZER D RARAEGE. BREICHAEGL,
ERLEZZITS,
KTOz&ELTT
AMERRVCERMEERDOER @ EELTROES,
L EELGHIRER FFRIBZANDRIBDEZ N,
BREADEZEDOEETNDEL,
BMLALDEMICEY., REOHMEBHLGRIBEIITENE
EORREMNNH D,
BREEET S2EDRE D MOANEEEEFELOREITERZFILL, EESK TSR

RKREZFERATH L, BROTFREMNHDISEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
EMICHT DRAGIEFE | XFRESIUVEREERTSI &,

5. KRKFDIHE

T4 E A H D KMESE
it 7 ILa—ILiass Kl
ZEgbxE (C02)

IR A H
32> TIXR 5 R LVEH KA D ORIRGZL,
HEOBIRAEEN D BLADERZEEITS, ZRFISTIEEDHMMH CANS

BLTHYBNENEFET HEMLABRRDBIRAH S,
RBEERD~DBREIRERICEZREITEENHD.

HERGRIED D RFRERIEY
EHEEY (NOX)
ZuREEY
EREIEY
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Raltegravir Pediatric Granules Formulation

&S HWETA: BEES BiIEIETA: 2025/05/09
11.1 2025/11/13 20452-00028 #EERLB: 2014/10/09
BHAEDHKGE D RSOINR EFBRRICH CTEYGHEXFRZANS,

KAHDBERZRENT H=OICKZEFET 5.
RETHNIEKRIBE IV THENKBEENSBET
RigMoRESHE D &,

HREITS>EDRE DORKEFIZE, BRRMTRFEERT S
REEZHEAT D,

6. RHFFOEE

AMEIZHT HEEFEER. RE © RKEEZERAY S
BRUVRIRHE ZEGRYFZLDT 4R (HB T 25R) . BAARE
Bn#fRERICEN RE 8 23R .

RIEICHY 2FEFHE D RBEADOBHERETS &,
REEHELTHDL, BAPLIEFRZLEDD,
BRINEEFKEREL. 89T 5,
MHAE L CEIRTERZVMERIE, A BBKIZEET 5.

FLRAHRTRHEDFERY @ ZENLOZRIRFITEHA, FNF-MTE-T. ZRPIC
27 PMENHE TV DER/NMRICIAET,
BAEZEZHITEMLT, MHENBRICASELIICLELE
o
FEEGRIM TRINEE B,
MLADERPADOREZEITSH (THHE, BMLADEEL
EREDEEZERICKEDER)
BLANEIRITHARRETHHEHSN D EBRREDES
ERHTHDT, REICH LAZEESE TG LA,
RHEYME B ERIFITRET S5 &,
AEMZERE. BETDIEICE. A EERSLIUVEDOR
B~ TRET S &, TORBICERSAEHMEICON
TLRHETHD. EORUNBERSINLENZHEET 2LEN
Hdo
ASDSDIER BHLV L IZENT, HABRBKRELVED
ERHEOREEHDY .

1. BEVWRURELDOZEE

ik

R AtTE R D BEINBHEL. BEYRMIFINLERESIESEIT L
75(\&%)0
BERHGE, B, FREFEERERG EDBEYE T
HEZET S

BFTHER, RS D TARBBIEATERVNERIE. BABIREKEZEALTE
LY,
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€3 MSD /) e

Raltegravir Pediatric Granules Formulation

&S WETB:
11.1 2025/11/13

BHEES ATEZRETH: 2025/05/09
20452-00028 #EYERH: 2014/10/09

ZEREIEFER

e ok ] 3
BIAERER

EMELEYME

RELTHAEMH

MLADRAZRITHI &,

BRAAFEILLN,

REDiEALZEEIT S,
RE~DRPDF-IREEMEET S,
BISBERAEOHRICE DS, EXHOBESLULREHED
ETHREEICRVERYES 2 &

BREFHALTHECZE,
FTTCITREAETWEA, BLURR, ZFLILEX—, 18HF
IXEREFRIJERBCHDY DT ULAIEL, FFRSIREYDE
IXREMEDFERICOVWTEMICEZHZZIT50RELAH Y
*9,

MLADERLERZEBARITS,
FRLAWVMEEICIEIBTREZEHADTH <,
BOFRMENSESITD,
HESBEICHLTFHLEFERZLED I &,
RNOEEMEHLEL. RE~AOMEZR/IMRIZT S5L5F
B9 %,

ER1E &

BEOFERAPIZIEEMEADIEI EOTRENHZBEIE.
EEBFOELICTA ISV VI VRATLELUREY ¥
J—%#BRELTLIEELY,
FRATIIRBRUVBREEZILT D,
BEINE-KRRITIBEFERT DREIICHEKET S L,

T77) T4 DOMBRBEARL— 3 VIZlE, TP =FO
vho—), BUGEALERE. BULGKRLESKLUVE
EBREFIE. EXFLEER. EXERLLEERATNOEROL
Exa—%28CRENHYET,

BYILESRNILODNFEBRICANRTE <,
EiE L TRETHI &,
BEL-o-MNYED S,

ELL, BEOBRVMEFATRET %,
ZEOREIZH>TRET %,
ROVBFELEE V> L LITHEE LA
SREREF

BSEWHE: MEG L,

8. [I<EMMLERUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

D% CAS &= BE (RER | EERE/ REE | H#
&) HE/HFERE
FILTITZEILAY DL 871038-72-1 | TWA 1000 (ug/m3) RAB
(OEB 1)
)La—X 9004-34-6 TWA 10 mg/m’ ACGIH
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Raltegravir Pediatric Granules Formulation

&S ®ETA: BBES: AIEZETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EERB: 2014/10/09
RATTVIUERTRII LA 557-04-0 TWA (IR AR 10 mg/m* ACGIH
)
TWA (REIR R 3 mg/m’ ACGIH
)
KEBRIE7VE=ZD L 1336-21-6 TWA 25 ppm ACGIH
(FUEZT)
STEL 35 ppm ACGIH
(FUEZT)
Bl x5 D RAYANDOBEER/IMET BICIEETAREG RO bO
_)l/ %ﬁﬁﬁ L/i-a-o

WE. EEABLUBRBERET 510, £TVO=7 >
S EBABBRIICEYRIES D, OP BRIHOEES A

DHENBHY ET,

fREH

MR ARER D BULBFHREENMATELRWNGS. FIEE K EFHE
THREAA FSA4 VOEBRNDIEENTEN-BEX, IF
WREREREFFALEL £ 5,

TA4NE—BA4T D WRITFRYA T
FORER
ME D HEAEFR

IEDRER DA RO R EREREE LLEXTI—YILEFRT 5,
EEREL LFEERICROS IMRE, S X, T70Y
W ELRRET HIGEIE. BYGEI—YILEEFERT S,
LA, SR, LLLEI7OVILICENEESLEND
AREMNHDBEIE. T —XV—ILEH LLIEZFDIEFALD
INITz—RBOTOTFIoavEBRALEL LS,

BERUVEADRER D AZIA—LEHLCIEERERO—FEBERALEL LS,

9. MEMERNLEHESE

HPIRIK RE OBMX

<! A IHRTA

B . ER

B0 LEVED)E D T—AKEL

Mm s RE A D T—AKEL

BRXIVBRARVHEERE @ T—2%4L

AT (BMR. ) DMIL AU RYUTH LI ZEDEAIADUNEDORIC, BFEN
DM LAZEEHET 2EETNAHYFET,

ATEATE GBI L T—REL
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€3 MSD /) e

Raltegravir Pediatric Granules Formulation

hR&E=

11.1

;ETA:
2025/11/13

BERE:
20452-00028

BiIEIETA: 2025/05/09
#EYERH: 2014/10/09

BRETRARVEXELRR AIARR

IBREFEDO LR /AIRER @ T—42%L

&

IBREEFEDO TR/ AIRATRE @ T—427%4L

&
CIP§= T—AHL
NERE T—AHL
pH T—R27IL
ARRERE FT—AHL
BAFRENEE FT—AHL
FhE

EFE (BhELMEER) T—RHL
AR

KB T—RHL
n-4%49 %/ —IL/ KD EIZE T—RHL
(log fE)
BRE T—R7%L
FBERUV/ XITHENZHE

=E F—AHL
B HREZE F—AHL
BRSNS BRMELTL
[ R ek ABLITERIEEME E L TIXDEINEGL,
nF=E FT—RHL
FFEE

FFHA X T—ARIL

10. REHR VKRG

RIGTH RIGHERBR E LTIERESIAA L,

LR EME

BEDRETIHRE.
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Raltegravir Pediatric Granules Formulation

&S WETB: BEES BiIEIETA: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09
fERAERICATEEA DI AV RYVTHLLEZEDEADNEDRIC, EHEM

DR LAZEEHRRT 2EETNLHYFT,
BUOBRIERIERIGT S ENH D,

BITHREENE COBA RL NTES
MLCADREEEITS,
BERYE D BRERH
BIREEL D RERY D BRAETLGSBERMIIHM SN TG,
11. BEHER
AREMDH L RERROFEHR © WA
RS i
£
IRICA-=%84&
SsEs
FARRELRBERICE DR YDETERLY,
D%
SILTFHTSEILAY YA
SMsE @) © D50 (ROR, AREB LU A RX): > 2,000 mg/kg
+Z)0—X:
anst @& o) : D50 (3w k):> 5,000 mg/keg
24sE (RA) : LG50 (T k):> 5.8 mg/l
MR 4 h
HERIREE: LA/ X b
24z BER) : LD50 ("7 ): > 2,000 mg/kg

ARTTIVUBRITRI L
2MEY (#&0) © D50 (Z v k): > 2,000 mg/ke
7% OECD BRI A RS54 2 423
TEAAD M COYEFFEEDEAREOROSIESE
L\o
"% BUTIPEM ST ON-T—HRIZEDL

AtEEE (BE) © LD50 (74%): > 2,000 mg/ke
B T 2MELISB/ON=T—2IZE DL

KEBIE7VE=ZD L

AEE (o) : D30 (v b): 350 mg/kg
2EEE (&RA) D TERAAV M HRBEICERETH DS
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Raltegravir Pediatric Granules Formulation

RES &ETH: BIBEE: HIEIZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 PE{ERA: 2014/10/09

BEERE fiEt

FIATTRELIERICE DR YDETELLY,

7%

SILTITSELAY DA

i LY A =S

R D O RIERIBEAL

ATFTPYUBTIT RO A

£ LS
R D RERIEGL
e BT AMELISBLONT—2ITE DL

KEE{ETVEZDA:

£ LS
S D 3o~ FREEAT S LERENH D
e D EFEREHEORFICEIVTET,

BRIZx 9 D ERGREN RFIHE

BELIENIEE,

D%

SILTFITSEILAYDL:

& -] |
ER D SRE DR

AFTFYIEBITRII A

1 LY ¥
R D IR~NDRIEGZL
] L BT AMELIST LT —RITE DL

KEBIETUE=ZDL:
R DRI AR AR E
e D RIEBEMEIZEDL,

FEOR AR AR S B B RSt

BB R
FATRELAERICEDCRYDFETELL,
FEOR AR R AE I

FIRARREABERICE ISR Y NETELL,
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Raltegravir Pediatric Granules Formulation

&S HETA: BERE: BIEIRETH: 2025/05/09
11.1 2025/11/13 20452-00028 PE{ERA: 2014/10/09
5% 0
SILTTSEILAY YL
HERA A T © BT D/ NEENEERER (LLNA)
g DX 9R
R e ]

ATFTFYUBIIT RO A:

HEga 14T D REFIUTAE—T 3 VRER

REODIRE D RIEER

& DOEILEY

ik : OECD HERH A K54 > 406

R e

im&E D BT AMEMIMELNET—RIZEDL

SiEMREREAY

FATRELRBERICEDCRYDETERELY,

%

SILTFTSEILAYSY LA

in vitro TOBEEEM D HREBRAA T ERERETESRR
R e

HEBRA T 7ILAYBET vEA
TAMRT LTy MFHERE
BR e

HER24M T RBREE
7% OECD EAERA A K54 > 473

R e

in vivo TOEEEM © EERAZ A T in vivo /IMEERER
FB.vHX
R et

HEBRA A T RBHREE
75i%: OECD BRI A K54 2 4715

R 2

+)O0—X:

in vitro TOEEENE D HERAA T MEYERWSEIREALT EHER (AMES)
R 2

HEEA A T in vitro BEBYMMREGFERSAR
R 12
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hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

in vivo TOEEEMN

ATTFTIVIBIITROI L
invitro TOEEEHE

KBIEZVE=ZDL:
in vitro TOEEEN

BN A

RS 1 T HEABYARMBR/ZEER (in vivo MREEMER
E%)

. T9X
BEEK: SR AATEBE
R 2t

HERZ A 7 in vitro WELBWHMEEFEERER
R 2t
wE: EUTA3PMEISEONE=-T—2IZE DL

HRERA A T in vitro 2BAEEHER

7i%: OECD RER A A K54 > 473

R e

HE BT smEIEON-T—2IZHE DL

HERY A T MAEME RV HEREBAZESER (AES)
BR e
EE: BT HPEI/FONT—2I2E DL

HEBRY A T MAEME RS EREBAZESER (AES)
mER R

FAMRELERICEDCRYDETELL,

JE%
SILTFTSEILAY YL
5

R 25 e il
R

+)0—X:

1
REH2E
R 25 e el
R

HTEHE

BERADEZEDE FNDEEL,
%

SILTFTSEILAYD L

VIR FAEELUAR
104 ;8
(=45

AN
RAAATIIEE
12 @

(=45
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Raltegravir Pediatric Granules Formulation

&S WETB:
11.1 2025/11/13

BHEES ATEZRETH: 2025/05/09
20452-00028 #EYERH: 2014/10/09

PEIRIC RS B RE

EEEE-TEAADE

/ILA—X:
PEIRIC T B E

ARTTIVUBRITRID L

PEIRIC N T &

HERA 4 T 2REe S / MHRERLE
FB:SYybMARELUAR
BE#FR #0

—igE=1  #: NOAEL: 600 mg/kg A=
R 2

B oy b

BEZK #0

BARO—igE=14%: NOAEL: >= 600 mg/kg AE
{3 H24%: LOAEL F1: 300 mg/kg {AE

fEIK: BT,

R B

E oux
BHAD—#& 314 NOAEL: >= 1,000 mg/kg AE
S NOAEL: >= 1,000 mg/kg AE

BR e
BMRBRICEDERBICEEENHDZ EA—BILAESNT
Wa,

RS A T — A EEEAR

B oy b

BERIE: RAAALEEE

R fak

HERA2 A T ZHEEESN / MEHFERE
B oy

BERE: RAAAEEE

R fak

HEBAA T AR/ FEEEERA )V ERERSEMER
HEHEHR

Bovbk

BERE RARAATEIEE

7% 0ECD RERHA K54 > 422

R et

BE: BT 2PEMBON-T—FIZEDL

HEBRE2 1T BB LVRERE

B oy
BERIE: RAAALEEE
R et

"% BUTIMEM KT LT —RIZEIL
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Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

RERMEFEE (HEER)
FFRBZADRIBDEZ N,

%

SILTTSEILAY DA

REDIRE DORA

LDl D RE

FERAY R D RSB ADFEDOEFN,

FERNESRENE (REFICR)
FARELGERICEDCRYDETELL,

REHRSEN

B

SILTFHTSEILAY YA

& X

NOAEL 90 mg/kg
BEZ®K #0o

A% 55 B R 371 d
fiEIK Mg At

i Zvk
NOAEL 30 mg/kg
LOAEL 120 mg/kg
BREERK #0o

g 25 A ] 189 d

EZEr g2 =

i YR
NOAEL 50 mg/kg
LOAEL 500 mg/kg
BREZ® #0o

g 25 B 14 8
Er g zs B

i Zvk
NOAEL 50 mg/kg
LOAEL 200 mg/kg
BREE®K #0o

A% 55 o ] 8 A

Er gz =
+)LO0—X:

& vk
NOAEL >= 9,000 mg/kg




RET—H—F EIMSD /A

Raltegravir Pediatric Granules Formulation

&S HETH: BIBEE: HIEIZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 PE{ERA: 2014/10/09
B 5B D BRFHIAATEEE
A% 55 B ] : 90 Days

ATFTFYUBTT RO A:

i D2 vk

NOAEL ;> 100 mg/kg

BEZH®K D BBHRAATEEE

BR FE A 90 Days

-5 D T oamELL"ELONI-T—2IZE DL
RAAEEH

FIFAREIERICE DK R YSDETELLY,

AEIZHT D REBEER

B4

SILTTSELDYSYL:

A AATEIGE DOERK mER, TR, EEE, REB, RSP, REREME

SReEt

0%

SILTITSEILDYSL:

sk LG50 (Pimephales promelas (77w kAw KX/ )):> 100

mg/ |
MEERRER: 96 h
7Ai%: OECD HEEAHA K54 > 203

LG50 (Cyprinodon variegatus (—7FAAY K3/ —)): >
100 mg/|

MEEERFME: 96 h

7% OECD BHERAA K54 > 203

SOUIEOKEESHSY © EC50 (Daphnia magna (A3 <> 3)):> 100 mg/l
IZxtd 5&MH RREERFR: 48 h
7% OECD EHEE A A K54 > 202

B KEEWIZKT BEM © EC50 (Pseudokirchneriella subcapitata (#%:%)): 66 mg/|
BREEREME: 96 h
#i%: OECD SRER T4 K54 > 201

RRESEERE (Pseudokirchneriel la subcapitata (#%)):
3.8 mg/l
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Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

BREERFME: 96 h
7% OECD EHERAA K54 > 201

AEM (I8MEEN) © RREFZERE (Pimephales promelas (77 kAY I/
2)):9.3 mg/l

BREERFE: 33 d
7i%: OECD EERA A K54 > 210

TOVIFOKERERBY - RKXEFZERE Daphnia magna (4 3223)):9.5 mg/l
39 HE M (BHEEH) BREERFME: 21 d
7% OECD EHERAA FS4 2 211

MEMIIKT HEMH . EC50:> 1,000 mg/|
BRERFM: 3 h
SRER A A T REURINE]
7#i%: OECD FHERH A K541 > 209

RAESZERE: 1,000 mg/l
BRERFM: 3 h

HERS A T RN

7#i%: OECD FHERH A K54 > 209

+Z)0—X:

BEN : LG50 (Oryzias latipes (144 #4)):> 100 mg/|
MREERFME: 48 h
HE BT smEIBZEOoN-T—2IZE DL

S AIDY] = Lrk SUSFN

y: k=3 LG50 (Leuciscus idus (T4 M—7F&)): > 100 mg/|
IREERFME: 48 h
H:E:DIN (R4 YI¥ERHE) 38412
5% T 2MELI S/ ON-T—RIZE DL

SOVIEDOKEESHSY © ELS0 (Daphnia magna (A I <23)):> 1 mg/l
IZxtd 5&MH RREERER: 47 h
WERYE: KEE S
Fi%k: 8% 67/548/EEC, Annex V, C.2.
BE BT smEarFonf-T—2I12&ED<
REERRMBEICETA2EMHEL

B KEEWIZHT BEM ¢ ELS0 (Pseudokirchneriel la subcapitata (#)): > 1 mg/|
MEERFME: 72 h
WERE: KHEE D
7% OECD HE&E A A K54 > 201
B T 2MELISB/ONT—RIZE DL
REERAEICE T MHEL
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Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

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

WERYE: KIEE S

7% OECD FHERH A K541 > 201

BE AT 2YEIEON=-T—2ICE DL

MEMIZT HHMH . EC10 (Pseudomonas putida (¥2— KEF X - 7F4)):> 100
mg/ |
BREERFR: 16 h
WERE: KIEE S
E5%5: T 2MELL/ONFT—FIZE DL

KEBIET7 VE=D L

asn : LG50 (Oncorhynchus mykiss (=< R)): 0.89 mg/|
BRFERFMAE: 96 h
HERYE: ARG

SOVIEOKEESHSY © EC50 (Daphnia magna (7 =<2 a)): 101 mg/l
[Zxt9 55 BREERFE: 48 h

W-2794%— (KEREEE 1
% EH (B )

AEHE (EHEEH) D ERKEZERE (Oncorhynchus mykiss (=< X)):0.0135
mg/ |

MRERRFR: 73 d
WERYE: PIE R

SOVOEQOKEEBHEDY 0 SXEZERE Daphnia magna (A= 20)):0.961 mg/l
[Zx T BEH (BHESH) PREERERS: 21 d
& BT 2EI LB ONET—2IZHEDL

R - El
B4
SILTFYTSEILAYDL:
o D OFER AR ATEE
H o 50 %
MEERFME: 9 d
7% OECD HERHA K54 > 302B
KPTOREM DMK sfE: < 10 %G5 d)
7% OECD HERHA Ko 4 > 111
+)0—X:
R D OFER: SR,
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Re27—8o—t EIMSD /A

Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

ATFTPYVUBTTRID A
EoRE D ORER OfEMELTL
BZ: BT d2MEMIELONE-T—RIZEDL

SILTTSEILAY DA

n~-A49 3/ —IL/KHEFRE : log Pow: -0.328
(log f)

AFTF7IVIBITRID L

-4 4%/ —IL/ KHEZRE © log Pow:> 4
(log &)

TED OB

T—R1L

FIVB~OEEN

JEZY

thoEEFE

FT—=R1L

13. BELDOIE

B’EHE
EREZEY D T EAROREICHENLST D,
BEEYMETRKABEH L TREESEL,
FREBRVOEE D EORBE. VYA VIIVFERFREOLHIZ, BRAIZZ(TT=

BEEYIEREICRTET 5.
FICHEANEMES., RERGRELTREYT S,

14, BXLDIE

EFR R

B _E #R5% (UNRTDG)

fEERME L THREIShTULEN
EEES IR
EE#1%4 (Proper shipping : JEEZY
name)

=& 548 (Class) o JEERY
BIRfER&EM (Subsidiary risk) @ JEEERHY
A28, (Packing group) o JESRY
Z AL (Labels) o JEERY
REEEH o JESZY
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RET—2V—F

€3 MSD /) e

Raltegravir Pediatric Granules Formulation

&S WETB: BBES:
2025/11/13 20452-00028

11.1

BiIEIETA: 2025/05/09
#EYERH: 2014/10/09

fin 22 #a5% (IATA-DGR)
fERYE L TRESh TR
UN/ID #%& (UN/ID number)
E:E#i%X 4 (Proper shipping
name)

EE 5 48 (Class)

B REREM (Subsidiary risk)
A E8E ) (Packing group)

Z AL (Labels)

HWatEr (E%H) (Pack-
ing instruction (cargo air-
craft))

HEtER (REH) (Pack-
ing instruction (passenger
aircraft))

i _E#iX (IMDG-Code)

fElEY & L TREIE A TULVGEL
EEES :
E:&E#iX 4% (Proper shipping
name)

E&E 4548 (Class)

Bl R fE kR

BHRER

SN

EmS o—F :
BEEEME GRS - KLY

JEEZH
JEZH

el
I
I
el
I

JEER

JEER
JEER Y

JEER Y
JEER
JEER Y
JEER Y
JEER
FFExH

MARPOL 73/78 Ktf@%&E [1 R U IBC A — FICX A X oWMAME S HBAEME (Y - EFZY)
s SN REBORAICIXIEXS,

E AR

EnfREDERSIF, BB 15 23R I 5,

DR ERE
[

15.

HRER

BEE
HB&

e, BERRMICZE LGN,

L&&

BFELFEME. BEREFHE. BRFMIEEMEICZILEL,
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Re27—8o—t EIMSD /A

Raltegravir Pediatric Granules Formulation

hR&E= HWETH: BHEES ATEZRETH: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09

FER /LXK

REENZILZhIEED

FEZY

HREOHTERITIREEEY

FEZY

BERERIL s ARME

FEZY

ERREOBROHON-ILEYE (EFLEEDH)
FEZY

ERAMORBH oM -ILEYE FHREHIEEDE)
FEZY

EMELTENITREZBRYIRUEEY
FEEST7E&M2 (AIMED2 fFR2)

L#4A 2HE (%) kel
ATTVUVEERTRIIL >=1-<10 -
TUOEZT >=0.1-<1

BAMFEERTIRECRVRVEEY
EES 7% (AI30FREK2)

(=2 &%
ATTVUBITRID L -

BEEESLEYE (HEREMERBIE S ED2)
JEZY

NARMEME (HBREMERRESTT&D2)
JEZY

HELEMEREE T hRAI

JEZY

shhEFRHRAI

JEZY

m7IL¥E)LehhETFRREAl

JEZY

FHRBEFFETHEREA

JESZ Y

FEREMEXETS - HRE— (BEW)
JESZ Y

SR VRIYEFEE

JEE% Y
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Raltegravir Pediatric Granules Formulation

hR&E= HWETA: BEES Al B4 ET H

11.1

2025/11/13 20452-00028 MEMERE

€3 MSD /) e

: 2025/05/09
:2014/10/09

LM E B R TR A
e

BEHARRE

e

DE S 21

JEER

iR ik

R E LTREShTUL RN
ik

fEEmE LTREIShTOAEN
BESRERVBLUEONLICEY 5&R

(X 5 FEAHEIE : EHAMBE(ZIEEZLS LA

(EREpeS COEEEEMEICEERE LN

R B UM A e S ER ik

FREE MG (B - BAZFA)

JES% Y

HEMREMBAERE @E - @A)

JES% Y

REVONBRVERICEAT 5%E

EXRED

CHOEFOBAIZTDOVWTEEA RV M) —~DEEHIFHR :

AICS CORE

CA. DSL CORE

IECSC CORE

16. ZDHhD1EHR

ASDS ICENTHBLEHEZDBRINRYEDEENBRRDISEEIX. ZEBETHIIEEE

EHET

5| Rk D B#BE#HT—4. EME DS IZE DI F—4 . O0ECD eChem
R—2ILE X UEINIEEYER http://echa. europa. eu/ D&
FIER

Bt 7+—<v k . H/A/H

ZDHDOBEEDELX

ACGIH : KE., ACGIHPRFREE (TLV)
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Re27—8o—t EIMSD /A

Raltegravir Pediatric Granules Formulation

&S WETB: BBES: HIEZRET H: 2025/05/09
11.1 2025/11/13 20452-00028 #EYERH: 2014/10/09
ACGIH / TWA o 8 ERME. EEREIINEF
ACGIH / STEL D ERRRERA

AlIC - A—R FSUTZDIEFERASA AU RY; NTT - TS DILEREEME; ASTM - K
E#HEBRFS bw - KE OR - A, ZEFRKE. £EEELIHLESNHYWE DIN -
FaAURRHEELE, DSL - BRYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGZERIFTEEZONDIERESE: InS - REKORT T2
—JU; ENCS - LT EDBEFLLEME JRX b ErCx - FED XWDORIEERIZFT EEZEZONDK
RE, ERG - BRMCOF5|E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFF
NATRERE. IATA - EEMZEEEHS, IBC - BRIEFERKDESFEEELZD-HOMMODEE
EUREICEY 5 ERRHAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE . IECSC - hEIHR
BleEYELE: INDG - EfELAERYRER IN0 - EBRESHE: ISHL - FsBRE/EE
(BA); IS0 - EFRR#E/LH#E: KECI - BERFLFEMESRE, LC0 - 50%EHItiRE: LD50 -
50%EStE (FHESLE)  MARPOL - fiafiI= &k 2B DBHILED = DERRSH: MERCOSIR - f&
BRMEEMBILEHE: nos - MICREVPARSINA TSI DZERRC ) Neh - F YU RA:
NO(AEC - EEZMHHZERE, NOWEL - EESMHZE L AL NOERR - BEHEEUHZE&RTE
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 - J1VEVEEMESA AV Y — @SR - (GE
M) #HEEMAERS; REACH - EEMBEDEHE. Ffi. 22 "IH L UEE REACH) I2EIY 5RAI
(EC) No 1907/2006; SADT - BEMEANEEE, SDS - ®&£T—42 > — bk TECI - 24 ICHETF
DIEEMEDA R k1 TCSI - BELEMESA R ) —; TDG - fEfR#x. TSCA -
BEMERSGE CKE) ; UN - EE; UNRTDG - ERESERYEEES vPB - FEEICHSE
EUFEIZHERM WHMIS - EXSEREEENERR AT L

CORET—HY— QAT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BHOREDHH. FH. RMESDLETEETHLLHHLEZLDTT,
AERIT. HEOZTLGEED., FA, LE, RE. @X. EERVRRICETSIHAIFURE
LTOHMERENTEY ., WHELRERSRERBZLTLOTRESHY FEA, KF®IL.
SDS DEREICTRENTVARESNHGICETSLDOTHY ., LA/ MORL EBAE
HET, XETOERPTHEASNDEE, AXRITERNGVRY . BRICEIES A VETRES
AHYET ., AEGOFEABESMICENTIE, AERRVHEFHEEZERT 581, FRES
MORBRHEMIIE T L5XURBOBEILAMEEH T, FRAERMUOERT 5HETORENIKR
[CHEFEARERDEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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