RET—Y—h EIMSD A

Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09

1. E2RRUSHER

MDA . Raltegravir Pediatric Granules Formulation

HieEOSt LT, ERRUBESES

BB DR AT . WD
FEfR . BER AT N 810 NSD HRaH EBTH
BHEES : 048-588-8411

BFA—LTFLR : EHSDATASTEWARD@msd. com

RREREREES . +1-908-423-6000

HRFR R CHER OB

RS . EES

L DO HIR L S

2. ERAEEEOEH

L&D GHS 548
RICHTLIEETEEE R © o1
RIE

HREE D R52
HEFMEREE (EREC @ B3
)

KERBEHEN 25 (& DEa3
%)

GHS SARIIESHE
BRRAXIES ORI

TR L Bl

ERAELER 1 H318 ERLHRDEE
H335 FEIR BB~ DRIFDEE .,
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Raltegravir Pediatric Granules Formulation

RS WETH: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09
H361d fERADEBEZEDEENDEEL,
HA02 KELEMIZHE.
FEREE

RENE:

P201 fEARNICEIRGRBAZEAFT 52 &,

P202 £ THOREFEZHAHEBEIT HETHMYHFEbHENI &,
P261 ¥ CADWMAZRITEHZ &,

P21 BARIIMKDB WG CTEITERT 52 &,

P2I3 IREBE~ADHMH EEITHZ &,

P280 REFR . REKR RERE FREMmEFERHITHI_ &,

HaEE:

P304 + P340 + P12 IRA LT=15E : EXOFELTIGATICHE

L, MELYOTVNEBTHRESEDZZE, SOPNBLEZE
EERICERT B L,

P305 + P351 + P338 + P10 ERICA o =156 : KTH O EEE
BCHESZE, RIZavs 9 rLUREBFERALTHTESIZH
HRGRIINT L, TORLESFEHRITH L, BEHICER
[CEHRT B L,

P308 + P313 [FK BRIXIFIK BN BENHDEE : EEIDZE
SFETERITSI L,

®ReE:
PA05 EfE L TRET B Z &

BE:
P501 NEY). BEERBIN-NEBHERICEET H &,

GHS BT LT LMt BB EtE

EEGHERVEESNDE

BEEEOME

BMLALDEMICEY ., REOHEMLGRIBE-LZENEE
DEREMENH D,

MI. N R THLLEZDEIDREDRIC, FHEED
BMLARERHET HIEENLHY ET,

3. MRV

LEME - BEYMDOXF BEY

5

(==X CAS HBS SE= (% w/w) BEIRAREE
H5

SILTISEILRY)DL 871038-72-1 >=20-<25

+)ILO0—X 9004-34-6 >=20-<30

ATTFTYUEERT DA 557-04-0 >=1-<10 2-611
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Raltegravir Pediatric Granules Formulation

RS WETH: BEBES: BIEIZET A: 2024/04/06
9.0 2024/09/28 20452-00025 MEMERLB: 2014/10/09
||7J<E§1I:7 VEZYL 1336-21-6 >=0.1-<1 1-314
4 HREE
— R RN R D BMOBE®. [SNT KGN EERELICEENDZEE
21t5,
ERMNRSICIHE. FREAKMIHLEEIE. EMDIERE
= o
RA LS DRVDRAAREGE. FICEIOERABEYT 5,
ERLEEZITS,
KEIZfE LI=HE D EMLESS, BELICKREERITALSEDKTENTRT,

FRELEKRE X UVHZER <,
ERENEFZ(T5,
BERADRIZKREES,
HEBERT DHEICELRITES,

BBICA--1B4& D EML-EE. EBICZEENKTOLECED 16 BB EE
LR,
HEIZTEREEICIE. a4 FLUXERY ST,
EbLIZEMOFHETERITS,

RAAATZGE DB RAAEGE . BREICHEMAEGL,
ERLEZEZT S,
KTAZELLCTI

AHERRUVERMEROEK @ EBRLGROERS.

LERLHIRER FFIRBZADRIBDE N,

BREADEBEZEDETNDEL,
BLALOEMIZEY., RECYEBHGRIBEITEENE

EDAREENDH D,
BREEZY 2EDRE D MRS ERBRFALDREICEREZIL., HEESA TSR

ERZERATH L. BREOFRENH DSBS, HESD
B EANREEZSROCE (HE8ZE3H) .
EEIC T ARAGIEEE ¢ XHREBSIUMEREZERITH &,

5. KKBDEE

W13 5H kA o JKIEFE
it 7L a—ILiasE kel
ZEibixz®x (C02)

SR 5H  H
FEoTIHESMUEASR - HMEAL.
BHEOBREEM L BLADERERT D, TRBICHAEROMEN LA

BLTHBYBKNENFET DEMLABRRDBIRAH S,
RRERM~OBRBIRRICEERETEENH D,
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Raltegravir Pediatric Granules Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 MEERB: 2014/10/09
HEMBERIEY D REBRIEY
EREEY (NOx)
TJyRIELEY
EREEIEY
BEDHENAE D BEORR EFDREICE CTEYHAFRER NS,

KAHOBRERANT H=DICKEEET S,
RETHNIEREBEI VT T EZRNKBEI BT,
RighoBESED &,

HRETSEORE DORKEFICIE. BIEXRSBEERYT 5.
REEZERT .

6. RHFFOIEE

AMRICHT HEEEE. RE © REEZERT D,
BERUVRESREE ZEGRYZLDT kAR (HBE T %228R) . BAKRE
BRREFEICEYN (BB 8E3H) .

RIBEICHY 5EEEE D REANOBRHEZEEITSH &
REEHERLTHL, ENPIEFLZELED D,
BERINERFKEREL. LHT 5,
RHEAE L (ERTERVERIE, A BERKICEET 5,

HLRAHODRTREDAERY @ CEN3OERINFITEA., Fhi-HmTE-L>T. ZRPIC
At MENHTVCDZER/NMNRICHIZAET,
RAZZHITEML T, MHNBRICASEIITLELE
Do
FEMEGRIAM TRIRS E 5,
BLADERHADREZEITS (TahHE, BLADETHEL
EREOEEZERICKSER .
BMLANZERHICHALRRETHRESN D EBEREDEEY
EMRTHNT., REICHLAZERSE TG LA,
REMEE BV LGRIRFITHRET S &,
ABMZERE. BETDIRICE, FMABBRESIVEOR
At TEBEY S &, TDOHMBICERSAEYEIZON
THLRHETHD. EORUNABEREINLENZHET 2LEN
HBo
AKSDSDIEB 13H LU 15 ITHT, HABBKRE L UVED
ERHOREDY .

1. BREVWRUVRELDEE

: g7 A

422
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Raltegravir Pediatric Granules Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09
Bt e x5 D BESHMNEBRL. BBRFRAMIBIKLERZSIESEIT L
BH5.
BERH G E, B, FEEFEEFERG EDBENETH
HEZHET .
BFTHER, S D T RREBINTELGNMESE. BIREEZFERLTE
IAN
ZERREIEER D BMLADRAZEITSHZ &,
RARAFGEL,
AREDEMZERT D,

EE~ODRPDF-IREEMER TS,
BISRERAEDHKRICEDE, EXEHOFESLUREHED
EITHREICHEVVERYIES &

BREZFHLTHECIE,
TTICREMETWEA, BLEURE., 7LILEX—, EBHEFE
= IIBERMEFERERB(CHNY LT UV AE, FERBEREDE
FIIREMEDOHERICOVWTEMICEHEZ T2 ENH Y
F9,

MLADEREEBZIBAEITS,
FARALEWVSAICIIRRZZEHAHTE L,
BORMENDESITD,
HESHEICHLTFHLEFERELD L,
FNOREMZHLEL, BEAOKREZ&HNMRIZTEEL5:E

9%,
HEfih ] 8 D ERER
A K D BEOERAFICEENE~DIELKBEOFREMELNHHIHE(E.

FEBROELIZTA ISV VI VATLAELUREY Y
D—%REBELTLEELY,
FRPIISRBERUVEEEZZILT S,
BEIN-KRISBFERT IANCEKET S L,

TELGRESH D BYIRISRNILDODODVERBICAKTEL,
ML TRET D&,
BELoMNYED S,
FELL, BMEOBWESITRET %,
ZEDHREICH->TRET S,
BMEZIEmE D OROBEFEHE VO L LITEBELAL
BB L F

RELRBAEMH D OBESBUOME HMRGL,

8. E<EMLRUVREREE

ERREICE T IR B RBERR/HFERE

5%) CAS &S B1% (BER | EERE/REE | H#
i) B | FRRE
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Raltegravir Pediatric Granules Formulation

&S RETA: BIBRE: BTEIZRETH: 2024/04/06
9.0 2024/09/28 20452-00025 #EERAB: 2014/10/09
SILTFHSEILAY S L 871038-72-1 | TWA 1000 pg/m3 (OEB | &R
1)
)a—2x 9004-34-6 TWA 10 mg/m* ACGIH
RATFTYUEBTT RIS L 557-04-0 TWA (R AE | 10 mg/m* ACGIH
)
TWA (FFDRE | 3 mg/m’ ACGIH
£)
KEBEIETVE=ZY L 1336-21-6 TWA 25 ppm ACGIH
(ZFYEZT)
STEL 35 ppm ACGIH
(7UEZT)
ER B R D EEBICBITAREREZRIERICINZ S L,
MLABRELECIEEZET S,

BLARYEWSRTLHEHRTY b, BLABERRE. B
CARH. BLUMLAREBREERE) TIE, BLAMMER
BARNHE S BV (TEHLEEEN LDRNAZLY) & 5705
FHEFERICITS.

THLGBRIATELGNEEE. BFREEZERAL T

s,
REA
PR R A L EYLRFHREELSFHATE LSS, FdiE < BIHE
THEHA F 51 L OBENOE BATE NI BB, 0T
REEFAEEALEL £,
TANE—5AT . WHTRSAT
FORHER
HE . WERETS
% . BRMEORELECLY. FRBISA I ILENENET

REESZE, COERDAFREZB AT HEMIEIIN LT
WAL, FREERICMYEBZ S, HHREECERTSLE
EOFROMELEYEEEZFROBETICHAVEHLESZ &
FHRTDH, KREFTORERFICIEFZES,

BRDRER . ROBEAREEZEFRT S
ML EE RGO REREZLITERT 5,
REMNEI Y ZSGIHEEITER :
T4 RI—JLF

RERVEADRER D LM T —2 B L UVRAAICE T 2 RE RO F@EICE
DWTHEL G REREZ#IRT S &,
TEEHOREKR (FR, AT, BRH4E) #FEATSHZ
ETHRE~NDEMEE TS,

9. MEARLEHER
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Raltegravir Pediatric Granules Formulation

IRES HETE: BIERS: AI[ERETA: 2024/04/06
9.0 2024/09/28 20452-00025 #EERB: 2014/10/09
PIERIR RS S i
& D ATRTA B
R D OER
RO L= () E O T—AIL
Bl BRI R O T—AIL

BRAXGMBRARVBEEE @ T—274L

AIATE (BMR. A DMIL AV RYUTHLLEZEDEADREDREIC, B\HEM
DM LAZEEMRT 2EENLAHYFET.

AIRE GRIK) L T—8AL

BRETRARVERLRRE AIARR
BREGHEOLR/AMRER @ T—2%4L

E

BREGEEHEDO TR/ AIRTRE : T—474L

E
gk m D T—A%L
NRRE T—21L
pH T—REL
RFEERE D T—A%L
BHAREIMEE D T—A%EL
FLHEE

EALE (BDRLTESR) D T—=A%L
BERE

KBt D TF—AiL

n-49%/—IL/SKNEBFRE  T—E2EHL
(log {i&)

R

ARE D T—A%L

A

8
BERV/ XTHEMEBE
LbE L T—A%L

7122
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Raltegravir Pediatric Granules Formulation

TS HETH: BIBRE: BTEIZRETH: 2024/04/06
9.0 2024/09/28 20452-00025 #EERAB: 2014/10/09
HRHRFE D T—=A%L
IRFEEE D OBREMEL
L4 OAREGITEBIEEYME L L TIEREINEL,
NTE S et 2~
PLFHTE
FFHAX D TFT—AiL

10. REHRURGHE

Rt D RIEHERE LTEIESINAL,
LR E M D BEOKRETEHRE.
fElREE RS AREN DI AV RY VT LLEZEDEADREDREIC, BHEM

DHLAZZHRT H2EENLAHYET,
BUOBRIERIERIST S ENDH D,

TR EEE OB R NTE,
HLADREERITS,
BfERYE D EREH
BEREE LN EERY D RBRESLSBERMIEIE SN TULVEL,
11. EFHER
AEEEOHIREBFEOER @ WA
RS A
£H
RICA-T=-8BE
SNsH
FIATTRETIERICE DR Y RFETERELY,
%
SLTISENAYDL:
amEt (&n) © D50 (R™9R, AREBEUAR): > 2,000 mg/kg
)O0—X:
AMENE #&N) : LD50 (v k):> 5,000 mg/kg
ansEE (RA) : LC50 (5w k):> 5.8 mg/l
RRERRER 4 h
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Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09

HEBRIRE MLA/Z X b

s 8BR) : LD50 (7 H¥): > 2,000 mg/kg

ATFFTYUEBRT RO A
SHEst #En) : LD50 (T k):> 2,000 mg/kg
Fi%: OECD HERH A K54 > 423
TERAV M COMEFIEREEYIZHEOROS M ITE
Ly,
fmE: AT MEI/ON-T—FICE DL

2ET BR) : LD50 (oH): > 2,000 mg/ke
BE: HUTHIMES /LT —FIZE DL

KEIETVE=ZDL:

2nENE (#o) D50 (S5 k): 350 mg/kg
aEEE RA) D TERAV M HFRBEICEEBETH DS,
REREYE. /R
FIATREAIERMICE D RY HETELLY,
%
SILTFTSEILAYDL:
"@ LS
HE R D RERIEAL

ATFTI BRI A

2 DY x
fER D EIERIEA L
S D LT AMEMISELONET—2IZE DL

KEIE7VE=ZDL:

b YR =
e D 3~ BEEMT S EERELADH D
w& D EFEREHEORFICEIONTULET,

RIZx9 S ERGRENE RBRIHE
EELROES,
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Raltegravir Pediatric Granules Formulation

RES RETA: BRIERE: HTEET H: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERLA: 2014/10/09

0%

SWVTFITSENAYDL:

| /i D VAR

HE R D BRI

RTFFYUBRITRIYL:

/i R 2

#E R . BB~ L

IEES D AT AMEMISB LT —RIZE DL

KEIETVE=ZDL:

"ﬁ% . BRICRT AFAISEE
IEES D REBEEMIZED,

W 28 R 1R 1 3T (3 B 1 T 14

BERBEN

FIFATRE A IERICE DR Y B ETEAL,

IR IR, 38 B4 1

FIFATRE A IERICE DK R Y BETEAL,

%

SWVTFITSENAYD L

HERZ A T . BT o/ EiEREEER (LLNA)

& D XYM R

fER D fEt

RATFTYV BT RO L

HERS A T D REXIUTAE— 3 VERER
REDITRE D RISiEA
b . EILEY R
Hik : OECD :RXE&H A K54 > 406
R D e
w& D FELlTAamEMSBLONT—2IZE DL
AhEHIRERRYE
FIATRERIERICE DR Y RETEHLY,
%
SILTTSELAYSYL:
llin vitro TtoiEEsM D RERA A T EIREREESR
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Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09
R

HEBRAA T FILA)AET vtA
FRAMRTL: 5y MFERA
ER 2

HEA 4 T 2BEKEE
#5%: OECD SERH A K54 > 473

R e

in vivo CTOEEGEEM © RERA A T in vivo /MZEER
FE:.T9X
R E

RERA A T REBEERE
#5%: OECD SERH A K54 > 475

R e

)0—X:

in vitro TOEEEEM D REBRAY A T MEMERAVWDEREALTESER (AMES)
R e
HEEA A T in vitro BEBYMMRECTFEESER
R fE

in vivo TOEEGEEM D RERA 4 T EELEYHRMmMER/ N ZLERER (in vivo MIfRS R
E®)
E: 79X
BRERE SRAAATEBE
R e

ARTFTVOBRIT R L

in vitro TOEEGEME ©OHERA A T in vitro BIABYMMIEECFEERESAR
R e

#E: BT SMEILR/ONT—FITE DL

HERA A T in vitro £BEEERER
7% OECD RERH A K54 > 47

R e

BE: EUTa3YELIBONE=-T—R2IZEDL

HEBRY A T MAEMERANSEIRRAZEHER (AES)
T S =
w5 BT MEMTONT—RITE DL
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RET—H—F EIMSD A

Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09

KEBIEZVE=ZDL:

in vitro TOEESMHE D R T MEMERAWDEREALTEAER (AMES)
R 2

RHRAME

FIFARTRE A IEMICE DR Y D ETEAL,

5%

SIVTFITSENAYDL:

2 DN R,ARABLEUAR

3Alied | . 10458

fER D e

£)10—X:

T2 D Iy bk

BEZK D BHRAALEEE

IR EEEERE ;1258

fER D e

4hEEH

BEADEZEDESZTNDEEL,

By

SWVTFITSENAYDL:

IERICX 3 B2 C BB T 2REEN / VEERE
BoSYMARBEUAR
BEREK £0
—heEM 3 NOAEL: 600 mg/kg {AE
R e

BERDOEBE~DEE D B Sy bk
BREZK &0
BHAD — A& S NOAEL: >= 600 mg/kg {AE
{22 14%: LOAEL F1: 300 mg/kg {AE
fEIK: BHEFH.
R B
ooy x%
BHAD—fE 314 NOAEL: >= 1,000 mg/kg AE
{2214 NOAEL: >= 1,000 mg/kg AE
R e

HEEEE-TEAAD R . MERRICKDERBICEFZENHDIZEN I EINT
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RET—H—F EIMSD A

Raltegravir Pediatric Granules Formulation

RES ETH: BEES: BiIERETA: 2024/04/06
9.0 2024/09/28 20452-00025 #IE4ERLR: 2014/10/09
W3,
) 0—X:
ERIC X3 B E D RERA 4 T —HRERESHEHER
B oy bk
BRERE: fRAHAALTEE
R 2
RROEBE~DEE D B2 T 2REEN / VHIERE
B Sy bk
BERE: SRAPAATEBE
R 2

RTFTFYVIBRITRII L

FIRICx S HEE D OHERAA T AR/ REEUR ) —o U e RIEB S
HAEhEHER
Sy bk

REZR SRAAATEISE

7% OECD HERA A K54 > 422

R e

#E: HUT SMEI /LT —RITE DL

REDHE~DEZE D HEBRAA T RIS L UVHRERE
B Sy bk
BERE RARAALTEEE
R e

#E: BT SMEMTONT—RIZE DL

FERMBEREE (EEER)
MFRBFNDRHDEE 1,

5%

SILTFTSEILAY DL

RED IR © o RA

IZRNE RS D RE

TEAAD R D FIRBADRIEDOE TN,

FERMRBBSTE (REEICE)
FIATRGERICED(RYSETERL,

RERESM
B
SILTTSENLAY DL
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RET—H—F EIMSD A

Raltegravir Pediatric Granules Formulation

&S METH: BBEERE: AIEIZRETH: 2024/04/06
9.0 2024/09/28 20452-00025 #E4ER R 2014/10/09
i DN
NOAEL : 90 mg/kg
BEZK L #B0O
B & B ;37 d
9iE IR . IEnt
2 . Zv b
NOAEL ;30 mg/kg
LOAEL : 120 mg/kg
BEZK L #B0O
A% 55 B ;189 d
Sl B
2 . YHR
NOAEL ;50 mg/kg
LOAEL . 500 mg/kg
B 5 Eg © 20
YA 14 A
IZ RO AR B
& v b
NOAEL ;50 mg/kg
LOAEL : 200 mg/kg
B 5 REg © #0
A% 55 B : 88
IR R AR B
)O0—X:
2 Iy b
NOAEL : >=19,000 mg/kg
B 5 #ER D BFHIAATEEE
iR 5 B 90 Days

ATFTYVUBIRITRIILA

2 D Zvhk

NOAEL : > 100 mg/kg

B 5 #Eg D BRAHIRAATEEE

A% 55 B 90 Days

&% D AT AMELNSELONT—2IZE DL
BAEEYE

FIARTRELERICEDOCRY DEETERL,

1422
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Raltegravir Pediatric Granules Formulation

&S ETA: BEES: HTEET H: 2024/04/06
9.0 2024/09/28 20452-00025 #IE4ERLR: 2014/10/09
MEIZHT 2 REBKER
5%

FNTITZENAY DL

"ﬂﬁﬁhﬁ%é

fEIK: HER, T, BEfE BB RD, KEREE

12.

REFERR

4 REEM
5

FINTITZENAY DL
yb

[Zxd HEMN

REME (BES)

[Zxd HEMNE (BHESET)

TUOVIAFOKEEEHEY

R KEEMICHT HEN

TUOVIFOKEEEHDY

LC50 (Pimephales promelas (Z 7w kAw FZX /™)) > 100
mg/ |

RREERFMAE: 96 h

7#i%: OECD HE&RH A K54 > 203

LC50 (Cyprinodon variegatus (V—FAAY KX/ —)):>
100 mg/|

BRFERFR: 96 h

A% OECD RE&RH A K54 > 203

EC50 (Daphnia magna (74 =< >2)):> 100 mg/|
PEEERFME: 48 h
A% OECD HER A A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#k%)): 66 mg/|
RREEEERE: 96 h
7#i%: OECD REEH A K54 > 201

RAEEZERE (Pseudokirchneriella subcapitata (%%:%)):
3.8 mg/l

BREEREFR: 96 h

7% OECD FERAA K54 > 201

RKREZERE (Pimephales promelas (77 v bAy KX/
2)):9.3 mg/|

RREERER: 33 d

7#i%: OECD :RE&RH A K54 > 210

RAEFZERE Daphnia magna (A4 2223)):9.5 mg/|
PR 21 d
% OECD ERB&RA A K54 > 211
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Raltegravir Pediatric Granules Formulation

RS WETH:
9.0 2024/09/28

BEES: AiIERET B: 2024/04/06
20452-00025 #EMERCA: 2014/10/09

WMEMIZHT SEMN

£)O0—X:
y: b=

RATTFTIVUBRITRIY L

[Tx9 HFM%

WMEMIZHT HEMH

SUOVIAFOKERESTHDY ¢

R KEEMICHT HEN

EC50: > 1,000 mg/|

R 3 h

HER S A T MR

7i%: OECD HE&EH A K54 > 209

RAEEZERE: 1,000 mg/l
BRI 3 h

HER AR A T IR N

7% OECD :RERH A K54 > 209

LC50 (Oryzias latipes (F1A & H)):> 100 mg/|
RREERFMA: 48 h
e BT IMEIEONT—2IZE DL

LC50 (Leuciscus idus (34 ®—5&)): > 100 mg/|
BREERFR: 48 h

A& DIN (FA Y IERHE) 38412

&% BT MEMHFON-T—FITE DL

EL50 (Daphnia magna (A= >2)):> 1 mg/l
BREERFR: 47 h

HERME: KEE S

ik ¥54 67/548/EEC, Annex V, C.2.

&% BT MEIBON-T—FITEDL
BEERFEICS ITA2EMEL

EL50 (Pseudokirchneriella subcapitata (#kZ)):> 1 mg/|
BREEEER: 72 h

WERME: KEE S

7% OECD :REEH A K54 > 201

& BT smEIEONT—FIZE DL
ARERFEICES ITA2EHEL

NOELR (Pseudokirchneriella subcapitata (#kZ)):> 1 mg/|
RREEEER: 72 h

WERYIE: KEE S

A% OECD RE& A A K54 > 201

BE BT IMEIEONT—FIZE DL

EC10 (Pseudomonas putida (> 2—FEF R - FF4)):> 100
mg/ |

BREEREME: 16 h

BERME: KIEE 2

16 /22
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Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09

#E: BT HMEI/ONT—FIZE DL

KEBIET7 VE=DL:

asEn : LC50 (Oncorhynchus mykiss (=< X)):0.89 mg/l
BREERFMAE: 96 h
WERME: PSSR

SOVAEOKEETHEY © EC50 (Daphnia magna (F#A 3> a)): 101 mg/|
IZxtd 5&FEMH RREERRT: 48 h

MN-279 48— (K&EREFE 1
% EE (2% )

BEMN (BESH) D BRKESERE (Oncorhynchus mykiss (=< X)):0.0135
mg/ |

BRERRER: 73 d
WERME: PR

SOVIOEQKEEEHEY  SAXEEZERE (Daphnia magna (F74 32> 0)):0.961 mg/l
[Zxt9 2FMH (BHESM) REERRERE: 21 d
fmE: AT 2PEI/ON-T—FICE DL

REH - R
By
SILTFTSENLAYSYL:
oM D ORR RsESfEREE

52 50 %

RRERRER: 9 d

7% OECD HE&RAHA FS 1 > 302B
KB TDREN D hnuk SR < 10 %5 d)

7% OECD HE&RAHA FS 4 > 111
£)O0—2X:
SR D R RN,
ATFFTYVEBRT RO A
SR ORER oML L

BE AT AYEIEON-T—FICE DL
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&S ETA: BEES: HTEET H: 2024/04/06
9.0 2024/09/28 20452-00025 #IE4ERLR: 2014/10/09
EREEY
5%

SILTFTSEILAY S L:

n-#4%9 4%/ —JL/ KHEZRE © log Pow: -0.328
(log 1)

ATTFYIUBTITRID L

N4 4%/ —JL/ KHEZRE © log Pow:> 4
(log 1)

TiED OB

T—2iL

ATV VE~DEEH

E| 4]

thDoEEELE

T—REL

13. BELDIEE

BESE
BRREEY DA BRADBRFICEVLST S,
BREWMETKABHE L TG 5L,
FRBHRVEE D EZDBRBE. UHAVLFEEFREEDEOIZ, BAERIT

REYVEREICRTT S,
BICHEENMEWNMES. REAGRELTEEYT S,

14, WELOEE

ERRFR

RE L& (UNRTDG)

EEES Y
E&E#i%4 (Proper shipping : JEE%Y
name)

E&E 45> %8 (Class) L JEERY
BB (Subsidiary risk)  :  JEEZH
BEEZEHR (Packing group) . JESZY
Z ~NJL (Labels) o JEE%Y
REAEH DR
fin 2= (IATA-DGR)

UN/ID &S (UN/ID number) : 3EE%HY
E&E##%4 (Proper shipping : JEZY
name)
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€ MSD [} e

IRES ®ET A: BEBES: AITEIRET B: 2024/04/06
9.0 2024/09/28 20452-00025 #E4ERKR: 2014/10/09
EE5 48 (Class) o ERE
B X B (Subsidiary risk)  : JEEZHY
B2 (Packing group) D OJEERY
S AR)L (Labels) D OFERRE
WatEr (EYi#) (Pack- : JEEH
ing instruction (cargo air-
craft))
HatET (REH) (Pack- : JEEZH
ing instruction (passenger
aircraft))
3 Lg% (IMDG-Code)
EEES |
EE#i%4% (Proper shipping : 3JEiZY
name)
EE 5 48 (Class) © eIy
Bl RERME S
BHRFR D 3EERH
ZaY” D 3EERH
EmS o—F D OIEERY

BEBEME RS - FZY) 0 FEH

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBAEME (Y - EZY)

G s IREBORMICFTIEZS,
Il P il
ERHEDERF L. EHE 15 2SRRI 5,

A DREXE
JEERH

15.

BRER

BEEN

HREE

fElRY. EERBRMICERE LG,

L&&

BELCEYME. EREFHE. BRFMEEMEICKILEL,
FEREEEE

BEENRLSIIFEY

JEERY

BEDHERITEINZHED

JEERY
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Raltegravir Pediatric Granules Formulation

mES KT BEES: #IEISKET B: 2024/04/06
9.0 2024/09/28 20452-00025 #E4ERKR: 2014/10/09

RN LR A RS

I

ERFEHOBD Shit2nR (EELLNE)

I

ERFELOBO SN LENE (GRBLILENE)

e

BAREZBANTREBRVRVEEY
EEOTED 2 BITRAKRE 9

=22 258 (%) BE
AV &yl SIS NN >=1-<10 -
FUOEZT >=0.1-<1

BRFERTIRECRVRVEEY

EEST &K FEITHHE 18K

24 BE
IR77UoB=IRYL -

RESESFLEYE FREEHOAEESOHAAREDE GGBRLFERUNE M £D2)
JES% Y

NARKEDE (HFEReEHERELSTTEN2)
JEEZY

HECEMEEEFRRA

JES% Y

sRchE FRHFRA

JES% Y

W7 L)L ETRFH A

e Y

AWAEXSE TR

JE%Y

FEREHEZIRTS - NRE— (EEY)
Y

SR UBIMEFSE

JEEZY

LY EHIDEERREEX

JES% Y

BEHRBERE

JES% Y
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&= WETA: BEES: AiIERET B: 2024/04/06

9.0

2024/09/28 20452-00025 #EMERCA: 2014/10/09

KRR

JEEX Y

Mz EiE

e e LTHREISh TUL W

=ik

fElRMmE L TRHESh TGN
BEFRERVBLLEBEOMLICET 5iEHE

(£ 5 FE A ; EHAMBEICIEEZY LA
& S daiE COEEFLEMEICEEZYLAL
FREE R U I FS AR 3R I %
FRE AR (EE - MAKR)
e Y
BEREMBAERE @dL - @A)
JEEZY
BEEZEVONEBE VERICET ik
EEXREY
COHBOBEAIZDODVWTEEAS IRV M) —~DEEIER :
AICS CFRE
DSL N
IECSC N

16. ZDHD1EHR

A IZEVTHBREFEZDBIMAEZNEDRENMBERTOEEE., EXWETHIEEZ
BHET

5| A >k D BHE#MT—42. EHE SIS [CEH I F—4 . O0ECD eChem
R—FILE X UEIMNIEEYER http://echa. europa. eu/ D&
RiER

URIN—C 3 U ERSNERBREANE T 2 AR THRARTINATVEYS,

Bfif72+—<v k . #/B/H
ZTDHDOBEED X

ACGIH © ¥E, ACGIHFRABAME (TLV)
ACGIH / TWA . 8 M. BRMEFH
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RS WETH: BEES: AiIERET B: 2024/04/06
9.0 2024/09/28 20452-00025 #EMERCA: 2014/10/09
ACGIH / STEL D EREERHERA

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS D)ILEREEMES, ASTM - K
EMHRRGS, b - KE R - EH M. TERME. EEEUELSHLESNHYE: DIN -
P URBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWDOREZEZRIFTEEZONDRL
R&R; RG - RERLOFEIE; CGHS - HRFM X T L GLP - HEREERE. 1ARC - EFR
DATRRHE, [ATA - EEMEEEHS IBC - BIRIEFEKOESEEZD-HOMMOEE
RURRREICET SEFRHEA. 1050 - 50WfAEFRE; ICA0 - EFRRMMERMRE, [ECSC - HER
HleEYELE: INDG - ERELERYRIE. IN0 - ERESHE, ISHL - FBRefEE
(BF): IS0 - EFRECHME. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO -
50%HEE (FHBIEE)  MARPOL - MfIC K B DMILD-HDERRER, no.s. - I
MBAMARSNTNEELEDZERC: Neh - FURA NOAEC - BEEMFZERE, NOAEL -
BAESMHRZEL AL NOELR - EHEEMZEERFES NOM - A28 NTP - XEE
REMTOYU L NZIoC - Za—I—F v MEEME AR, OECD - ZFH NHEAFEE. OPPTS
- LEYMEREM - AEHILER: PBT - #OMRMM - AKRSBHEN - HHME WE) © PICCS - 7
1 VEVLEME A ARV FY—! (OSAR - (EEH) #WEFEMAEE, REACH - {LFEMEDE
$. &Tffi. B WEHKIUEEE (REACH) [ZB¥ H#HAI (EC) No 1907/2006; SADT - B N5 #Z
BE: SIS - RET—8T— I TECI - 2 A IZBRAFDILENED A R R TCSI - &1L
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUFEICEEEME WIS - ERSRIRE
EUMERR AT LA

ZDRET—AI—FAT TSDS] ELVS) TIRET HHFEHRUUAT TKRFEHR) E0V5) E. KEHE
BEERIZE T, BHOREOME. FHR. RUMESNDHLETERTHS I LHHLEZEDTT,
AERIE, HEORLAEIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOHMEB SN TEY ., WHBIRIEXIIKEREELTIOTESHY FHA. NERIZL.
SDS MEBEZEICRINTVAIHESN-HRICHATIENDTHY . YRAEK/EOER LHEAE
HhET, XFTORPTHERASINSIGE. AXFICERNLZVEY .. BTG SR EEE
NHYET, AEFZOFERABELMICEVNTIE, RERRUHREZIEZERAT 25512, FAES
MDEBRMUZIZETHFUEOBEINLIMEZEH T, FHERLOERT 2HETOEREDKR
IZHITHAREZOEEKL., FH, LB, RUREICOWT, BEREVNET,

JP/JA
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