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Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 #EMERCA: 2014/10/09

1. E2RRUSHER

MDA . Raltegravir Pediatric Granules Formulation

HieEOSH4T. 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. ERAEEOEH

L&D GHS 548
RICHTLIEETEEE R © o1
RIE

HREE D R52
HEFMEREE (EREC @ B3
)

KERBEHEN 25 (& DEa3
%)

GHS SR ESHE

fRRXIES R ;
@ dap

FEMERE DfElR
ERAEMLER 1 H318 ERLHRDEE

H335 FEIR B~ DRIFD EE .,
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Raltegravir Pediatric Granules Formulation

RS WETH: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 #EMERCA: 2014/10/09
H361d fERADEBEZEDEETNDEEL,
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,

®RE:
PA05 EfE L TRET B Z &

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

GHS BT LT LMt fERB EtE

EEGHERVEESNDE

BEEEOME

BMLALDEMICEY ., REOHEMLGRIBE-LZENEE
DEREMENH D,

MI. N R THLLEZDEIDREDRIC, FHEED
BMLARERHET HIEENLHY ET,

3. MRRURSEHR

LEME - BEYMDOXF BEY

%

(==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

&S HETH: BEES: RIEIZRETA: 2023/03/20
7.0 2023/09/26 20452-00023 EER B : 2014/10/09
||7J<E§1I:7 VE=YL 1336-21-6 >=0.1-<0.25 1-314
4, HREE
—BE7 K/NM4 X D BHOBER. SN TCNEWEEFELICEEDER T
Z+5,
ERNESICIBE. £HIFFMAHZIBEEE. EENDIETE
Z2t5,
WA LSS D RVAATEIGES., BELTTEROBIIABHT 5.
EBRELEEZZITS,
BRIEIZfH&ELI-1BE DO EMLI-BE. EBICKEEBERTAEZEDKTEVET,

FRELEKRE X UVHZER <,
EELEZEZI(T5,
BEADRIZKREES.
HEBFFERIT AENELITES.

RICA- -84 DM LS. ELICEENDKTAOLECED 15 HEBEE
LR,
HEIZTEREAICIE. a4 FLUXERY ST,
EbLICEMOFUTERITS,

RAAATZGE D BRBHFRAALEGE . BREICHEMAEGL,
ERLEZEZT S,
KTcOz&E<TT

AMERRUVERMEROEK @ ERGROERS.

LERLHIRER FFIRBZADRIFDEEN,

BREADEZEOEETNLDEEL,
BLALOEMIZEY., RECYEBHGRIBEITEENE

ERAREEND D,
WRHEZY 2EDRE D BaREERRFBELDRRITEREILL, HEESIA TV SR

ERZERATH L. BREOFRENHSHBEE. HESD
B EANREEZSRBOCE (HE8E3H) .
EEICH T ARAGIEEE ¢ XHREBIUMEREERITSH &,

5. KKFFDIEE

W13 5H kA . JKIEFE
7 ILa—ILaH k|
ZEgkixzx (C02)

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

BLTHBYBKNENFET DERLABRRDBIRAH S,
RBEERM~NDBRBEIREICEERETEENH D,

HERGERIEY D REREBRIEY
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Raltegravir Pediatric Granules Formulation

&S RETA: BRIERE: HTEZKETH: 2023/03/20
7.0 2023/09/26 20452-00023 #IE4ERLR: 2014/10/09
EHEE (NOX)
79FRILEY
£RERIEY
HEDENAE D RIBORR & BEDIBEICKE C CEYACHAFRER NS,

RAHDBRESNT HLDIZKEEET 5.
RETHNIEREBEI VT HERKEEN BT,
R o RBSE D &,

HRETSEORE DORKEFICIE. BIEXRSBEERYT 5.
REEZERT .

6. RHFFOEE

AMEIZHT HEEER. RE @ REBREZERT D,
BERUVRIFREE ZEGRYFZLNDOT KN4 R (HB T 258) . BEARE
BnREFEICEYN (BB 8E3H) .

RIBEICHY 5EEEE D REANOBRHEZEEITS &
REEHERLTHL, ENPIEFLZELED D,
BERINERRFKEREL. LHT 5,
RHEAE L (EIRTERVERIE, A BERKIZEET 5,

HLAHDRTRHEDOAERY @ ZEAIOERRFITEA, Fhi-HTELT. ERPIC
At MENH TV DER/NMNRICHIAET,
BRIAZZHITEML T, MHNBRICADEIICLEL &
Do
FEMEGRIAM TRIRS E 5,

MLADEIHADORBZEITSD (Tabb, MLADEEL
T-iﬁa),j_:*’ﬁ::_\,( ES %)/ﬁ:]kﬁ?)
MLANZERHICTHALRRETHREEINS EIEREDREY
AT AHDT, REAICHLAZEESIETIER L,
REMEZEYGRIRFITRET S &,

AEGMZERH., BETIRICE. BABREARS I UVEOR
AIcft>oTRETEH &, TORBIZERSAEYEIZDOW
THEKRTH D, EQRAUNPBERESNLEINEHERT DLEN
Hbd,

ASDSMIEB 13 BV 15I2HENT, ABBRELVED
ERFIDOEHEDY .

1. BREVWRUVRELDEE

567 {R)

R ATEI R D BESIHMNEBRL. BBRFRAMIBIKLERZSIESEIT L
hiﬁéo
BERMGEN, B, FEEFEEFSERG EDETLTFH

422
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&= WETA: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 MEERB: 2014/10/09
HEZET D,
BFTHER, £HFES T RRBEATERWMESE. BRBIREEZFERAL T
é L\O
ZEMPIEER  BMLADORAZEITLH &,
RAAFTELN,
REDiEMEET S,

RE~DRPOE-IIREEMEET D,
BERZAEORBRICEDIE, EXUHOBLESIUREMED
ERITREICHEVERYKRS C &

BHREERALTECIE,
FTIZRIEAHTLAA. BLUmRR, FLLX—, BEF
=X B FEEFRIBREIZNDNY OFT AE, FFRIBRIBEYE
EEREMEDERICOVWTERMICBH X THILENDH Y
F9,

MLADEREEREBAEIT S,
FERLGWMGEICEBRZRADTE <,
BORENENDEETS,
HESKEBICH L TFHREFRELS &,
RNOREVEHLL, RE~NOBRHEEHR/NMRIZTEHESF

9%,
e fih 3158 D ERIEH
BAEXE D BEOEAPRICIEEVE~ADE S BEOTREMENHEHEE(E.

EEBROELIZTA ISV VI VATLELUREZV Y
D—%#FJELTLIEELY,
FEAFIEIRERUREEZZIET S,
BEREINE-KRISBEFERT PRNCEKET DL,

REHRESEH D EYRSRILODNERBIZANTE S,
L TRET S &,
BE*LoNYEFADHB,
FELL, BMROBRWMEFITRET 5,
BEDOHREICH->THRET S,

BRI E D OROBFEBEEVNSL LITRE LA
SRER L H

RERBFHRVEMH DESBULVME MRGL,

8. F<EMILRURBIHE

ERRRICE T IRSABRBRF/FERE

D% CAS &= 512 (R | EERE/EER | HHA
) B HRRE
FILTITZEILAY DL 871038-72-1 | TWA 1000 pg/m3 (0EB | B
1)
+)La—X 9004-34-6 TWA 10 mg/m’ ACGIH
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Raltegravir Pediatric Granules Formulation

RS WETH:
1.0 2023/09/26

BBEERE:
20452-00023

AiIERET B: 2023/03/20
#EMERCA: 2014/10/09

ATFFTYUBTIROI A 557-04-0 TWA (X AR 10 mg/m* ACGIH
)
TWA (R R 3 mg/m’ ACGIH
)
KEEIET VEZD L 1336-21-6 TWA 25 ppm ACGIH
(FUEZT)
STEL 35 ppm ACGIH
(7UEZT)

BRI ERGICEBTABRBREEZRIERICINZA S &,
MLABREHCHEZET 5.
MLARYFEWRATLFESRAY . BMLABEEE. ¥
CABRR. BLUMLCARBEELLE) TIE., MLANEE
BARNEIGWN(THEHOBEENLDRNALELY) & 545
FTEEEICT O,

THRLGBINTELGVNGEE. BREESKEEZFERALTE
LY,

RER

IR FRRER WYL BFAFEKEENFIATEREMES. FRIEEFTE
THEHA FSA4 DOEEANDIELBHAREINIIGEE, IF
REREFZFEALELL S,

TJA4NE—"A4T WM FRE2A T

FORER

ME it EmEF R

wE BRMEDREVCEICLY . EXGICE-ILEMELEF
REBESZE, COERMFREBET HEMBIEIFN-T
WL, FREFRICMYEBZDS, BHHREXRICERTLHLE
EOFROMELEYEZFROBETICHAVEHLESZ &
FHRTDH, KREATOCRERFICIETFEZES,

BRDRER ROEAREEZERT S :
ML EE RGO REREZLTERT 5,
REMNEI Y ZSGIHEEIER :
TJARI—JLF

RERVEADRER LT —2 B X UVCRARICH T2 BE TR O SEMEIC &

DSWTHEYGRERERIRT S5 &,
FREMORER (FR, 6igT. RHG L) 2&AT S
ETHRE~NDEMZERT D,

9. MENRLENEER

PIRIRRE
&

MR
FIRITA k-
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Raltegravir Pediatric Granules Formulation

RS WETH: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 MEERB: 2014/10/09
AR BR
R LEVEDE T—37IL
AR BRE R T—37IL
BRI E R R VR T—A%L

AE (B, =KD

AIATE GRIK)

I, AN RYUTHELLIEZFDEIADNIEDORIZ, 1BFM%
DM LAEZEERRT 2T HYET,

F—a#L

BRETRARTEFELRF AIRER

BRAEEEO LR/ AIALR

®

BREEFROTR / AIATR

&

BARRENRE

¥hE
BAE (BhMGtER)

R
Kt

n-A4 % J— )L/ KHERFZREK
(log &)

AT

BERV/X(FHEMEBEE
LbE

B HREE
BRI

T—827%GL

JRIRFEM

7122
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BES A EEES: RIEET B : 2023/03/20
1.0 2023/09/26 20452-00023 #EMERCA: 2014/10/09
B AL L ABREBEDEL L TRABIARL,
$FE i
ML
HFHA X i

10. REHRURIGHE

R D RISHERE LTIRESES NG,
LR EN . BEOKETERE.
fEbR A E RIS T RE CMIL AV RY VT LR ZTDEAIADREOREIC, BHEM

DM LAZEMRT 2EENLHYFT.
BUOBRIERIERIST DS ENDH D,

BT HNEEH DB % NTE
MLADFKEZEEITS,
R EIRYE © BRIEH
BB E G D RERY D BRAEELGSBERMIEHM SN TV,
1. BEEHEHER
AREMED HHRBEROE®R @ WA
RIS AL
12301
RIZCA-f=1BE
SEEl
PR BERICEDCRY ETELRL,
5
SILTITSENAY DL
2MEME o) D D0 (R IR, AREKUVAR): > 2,000 mg/ke
£)A—X:
SEst D) : LD50 (Z v k):> 5,000 mg/kg
2EsE (]RA) . LG50 (T k):> 5.8 mg/l
RERFE:4 h
HEBRRE MLA/ZR b
SHEE 8BR) ;D50 (oHF): > 2,000 mg/kg
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Raltegravir Pediatric Granules Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 #EMERCA: 2014/10/09

1|
RATFTF7IVUBIITRIOY L
2nENE (#o) D50 (5w k): > 2,000 mg/keg
7% OECD SRE&RH A K54 > 423
TEAAD N COYEF-ITEAYFAEOROSEILE
LYo
HE: EUT23PMELILBONET—2IZEDL

SMEE BR) : LD50 (4): > 2,000 mg/ke
#E: BT SMEILR/ONT—FITE DL

KEIET VEZDL:

Sust #&n) D50 (5 v k): 350 mg/kg

SHEE RA) D TEAAV N HRBEICEBETHS.
RERRYE/REE

FATRELIERICEDOCRYSETERLY,

D%l

SILTFTSENLAYSYL:

2 D oYX

HER D RERIEAL

RATFTY)UBIITRIY L

2 L =
fER D EERIEAGL
iEE L LT AMEISELONET—RIZE DL

KEBIEZVE=ZDL:

b R
fER D 3o~ BREEMITIEERBENDHD
e D EHFERFHEBORFICESOTULET,
RICxd 2 ERGBRMEERFIEME
BEERERENIERS,
5% 0
SWVTFITSENAYDL:
"@ ]
R . REDRIE
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RS WETA: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 #EMERCA: 2014/10/09

RTFTFIYVIBRITRID L

b R =
R . IRBAORELZL
5= T AMmEIMNSBLONFET—RIZEDL
KEIET7 Vo E=Y L
"ﬁ% . ERICRY ARAIE RS
e D RIEBEMIZEDL,
PO 35 A 1 3 I 2 T T
BB
FIATTREIERICE DR Y DETERELLY,
PR 28 RV 1
FIFATRE A IEMICE DR Y DETEAL,
D%
SILTFTSEILAY DL
HERS A T BT U ETEEEER (LLNA)
& D YYR
FER D et

ATFTIV BRI L

REERA A T D RF UM E—T 3 VR

RED TR D RIS

T2 COEJLEY R

Hi& : OECD HERHA K54 > 406

fER D e

3 D T AMENINSB LT —RIZE DL

4hEHIRERRY

FIFARTRE A IEMICE DR Y DETEAL,

%0

SIVTFITSENAYDL:

invitro TOEEEM D R T EIREREESAR
R e

HEBREA T TILA)BET vEA
TAMRT L 5y MR
HBR: IEE
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RS WETH:
1.0 2023/09/26

BEES: AIEZET H: 2023/03/20
20452-00023 #EMERCA: 2014/10/09

in vivo TOEEEM

£)O0—X:
invitro TOEEEM

in vivo TOEGEMN

invitro TOEEEM

KEE{ET7 VEZD A
in vitro TOEEGEEME

RATTFTIVUBRITRIY L

R4 T REBREE
75i%: OECD EABRA A K54 > 473
HR 2

SRERR 4 71 in vivo /MNEERER
B YR
R fE

HEBR2 AT REARRE
75i%: OECD EABRH A K54 > 475
R

HERY A T WAENME RN S EREBALRERSER (AES)
R

HERE A T in vitro HELBYMIREL FERSER
R 2

HER S A T WALBMAMIRMERER (in vivo MIEHER
5)

B YvOR
BERE RAAALEBE
IR fatt

HERE A T in vitro HELBYHRECTFERER
R e
®E: BT IMEMTONT—RIZESL

HERZ A T in vitro REKEEHER

7% OECD HERA A K51 > 473

BER e

BE: BT SMEI /LT —FITE DL

HERY A T MAEMER NS EREBAZRESER (AES)
R
wE: BT HPEIR/ONT—FIZE DL

SRS A T WEME B S EREATRAR (AES)
SRt
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Raltegravir Pediatric Granules Formulation

RES HETA: BEES BIEIZRETH: 2023/03/20
7.0 2023/09/26 20452-00023 #IE4ERLR: 2014/10/09

RHRAME

FIATTEEIERICE DR Y DETEAELLY,

5%

SIVTFITSENAYDL:

2 CORIR,FTRABEUAR

3Alied | ;10458

fER D e

)O0—X:

L R S

BEZK D BHRAALEEE

A% 55 o 1258

fER DR

4hEEH

BEADEZEDESZFTNDEEL,

%

SWVTFITSENAYDL:

HIRICK 4 D5 E c HERA2 4 T ZREEN / VHIERE

By M FTRABEEUAR
RERZR: &0

—fikE1  #: NOAEL: 600 mg/kg {AE
RS

BEDEE~DZE BB Sy bk
BE2K: &0
BHAD—HEE14E: NOAEL: >= 600 mg/kg {AE
{25 Rz LOAEL F1:300 mg/kg AE
fEIK: BHEFH.
R Bt
& oYX

BAD— k=1 NOAEL: >= 1,000 mg/kg AE
fEFFRo14E: NOAEL: >= 1,000 mg/kg A&

SEE- [k
RSN - TERAY R . BMERICEDERBICERENHB LN AL EINT
L\%)D
Z)A—X:
|EiRIct s 282 . REBA4 T — R EESERER
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Raltegravir Pediatric Granules Formulation

RES ETH: BEES: BIEIZRETH: 2023/03/20
7.0 2023/09/26 20452-00023 #IE4ERLR: 2014/10/09
B Sy bk
BERE: SRARAALTESE
R e
REROEBE~DEE D B2 T 2REEN / VHIERE
B Sy bk
BERER: SRARAATEBE
R 2

RTFTFYVIBRITRII L

BEIRIC X S SR E D RBRA A T AN/ REBERY YU ERERS SR
HEDOEHR
& v hb

BREZR SRAAATEEE

7% OECD HERA A K51 > 422

BER e

#E: BT SMEI /LT —FITE DL

BEDEE~DZE . HBEBAA T ZRENELUVRERE
B Sy bk
BERE RARAALTEEE
R e

#E: BT SMEMTONT—RIZE DL

HERMBEREE (EEER)
MFRBFNDRHDEE 1,

D%

SILTFTSEILAY DL

REDITRE © o RA

2R R D RE

TEAAD R D RIREADRBDOHF .,

FERMBSBESTE (REFICHE)
FIARTRELERICEOCRY DEETERL,

RELRESEMN

B

SIVTFITSENAYDL:

T2 N

NOAEL : 90 mg/kg
BRERR C 80O

IR E= A% 371 d
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Raltegravir Pediatric Granules Formulation

RES METH: BBEERE: AiIEIZRET A: 2023/03/20
7.0 2023/09/26 20452-00023 #E4ER R 2014/10/09
| BN D IERt
2 . Iw bk
NOAEL . 30 mg/kg
LOAEL : 120 mg/kg
BE5ZK © &0
iR & B : 189 d
E iR B
2 XA
NOAEL . 50 mg/kg
LOAEL . 500 mg/kg
BE5ZK D &0
A% 55 o 14 A8
ERfiE R B
2 . Iw bk
NOAEL . 50 mg/kg
LOAEL . 200 mg/kg
52K © &0
IR EEEERE 8@
iR -
+0—X:
& . Jvk
NOAEL : >=9,000 mg/kg
B 5 #Eg D BRIHAATEIES
i 55 B R 90 Days

ATTVIUBIITRII A

2 D 2wk

NOAEL : > 100 mg/kg

B 5 REg D BRAHIRAATESE

A% 55 B 90 Days

iE% D AT AmELILEOoNET—2IZE DL
RAAEEN

FIATRELERICEDCRY DFETELL,
AKX T HREBIAER

5%
SILTETSEILAY YL
llraa A 2154 DRk MER, TM, B, RE R, RENEME

1422
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RS WETA: BEES: AiIERET B: 2023/03/20
1.0 2023/09/26 20452-00023 #EMERCA: 2014/10/09

12. BRERERR

EREEN

%
SILTFTSELAYSYL:
sl

[Zxd HEMN

AEMN (BESMT

[Zxd HEME (ST

MEMICHT 5=

SOVAFOKEBEEHEDY ¢

R KEEYICHT HEM

SOVAFOKEBEEHEBY ¢

LC50 (Pimephales promelas (77w kAwy KX/ 7)) > 100
mg/ |

BREERFMAE: 96 h

7i%: OECD BRI K54 > 203

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

RREEEERE: 96 h

ik OECD RE&R A A K54 > 203

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

EC50 (Pseudokirchneriella subcapitata (#k%)): 66 mg/|
REEERFME: 96 h
7#i%: OECD HE&EH A K54 > 201

RAEEERE (Pseudokirchneriella subcapitata (#%5%)):
3.8 mg/l

BREERFRE: 96 h

Fi%: OECD HERA A K54 > 201

RAEZERE (Pimephales promelas (77w kAY KX/
)):9.3 mg/|

RREERSME: 33 d

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

RAESZERE (Daphnia magna (A4 =2220)):9.5 mg/l
RRERRER: 21 d
Hi%: OECD REEAH A K54 > 211

EC50: > 1,000 mg/|

BREERFR: 3 h

HERS 4 T IEIRANE

A% OECD RE&R A A K54 > 209

RAEZEIRE: 1,000 mg/l
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Raltegravir Pediatric Granules Formulation

MBS ETH: BEEE ATEIZKETH: 2023/03/20
7.0 2023/09/26 20452-00023 #IE4ERLR: 2014/10/09
BRERFME: 3 h
HER R A T FEOR N
7% OECD BRE&H A K54 > 209
£)O0—X:
y: k- LC50 (Oryzias latipes (FIA 4 H)):> 100 mg/|
RRERRER: 48 h
BE BUTIMEIEONT—FIZEDL

RTFTVUBRITRII L
sl

[Ix9 &M%

MEMICHT 5=

KEIE7VE=ZDL:
sk

SOVAFOKEBREHRDY ¢

BEKEEMICHT HEMN

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

A& DIN (R4 Y IEBRE) 38412

&% BT smEI/FoN-T—FIZEDL

EL50 (Daphnia magna (A=< >3)):> 1 mg/l
BREEEER: 47 h

WERME: KIEE S

Hix: ¥84 67/548/EEC, Annex V, C.2.

fmE: AT 2MEI/FON-T—2ICE DL
REERRMBEIZBITA2EHEL

EL50 (Pseudokirchneriella subcapitata (£k%)):> 1 mg/|
BRERE: 72 h

HERME: KiEE S

7% OECD FRERAA K54 > 201

&% BT MEMHFON-T—FITE DL
REREERFEICE THEMHEL

NOELR (Pseudokirchneriella subcapitata (£k%)):> 1 mg/|
BRERE: 72 h

HERE: KiEE D

7i%: OECD FRERAA K54 > 201

&% BT MEMHFON-T—FITE DL

EC10 (Pseudomonas putida (Y 2a—FEF R - TF4)):> 100
mg/ |

BREERFR: 16 h

BERME: KIEE D

&% BT mEIBON-T—FITEDL

LC50 (Oncorhynchus mykiss (=< X)):0.89 mg/|
RREERFR: 96 h
WERYIE: hFNEL S
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Raltegravir Pediatric Granules Formulation

BBEERE:
20452-00023

AiIERET B: 2023/03/20
#EMERCA: 2014/10/09

RS WETH:
1.0 2023/09/26

[x9 =M
M-279 45— (KERERE

tt EH (2% )
AEN (BEST)

[Zxd HEM (BEST)

BREHE - SR

D%
SWVTFITSENAYDL:
RN

KB THOLREHE
) O0—X:
EofEM

ATTYVUERRT R L
ES R

FINTITZENAY L

n-4%4 %/ —IL/KDERFH

(log &)
ATFFTYVEBRT RO A

n-4%4 %/ —IL/KDERFH

(log &)

SOVAFOKEBESHDY ¢

SOVAFOKEBREHRBY ¢

EC50 (Daphnia magna (F#4 =< >2)): 101 mg/|
BREERFR: 48 h

1

RAESEEE (Oncorhynchus mykiss (=< X)):0.0135
mg/ |

RT3 d

RERME: PRI G

RANEZERE (Daphnia magna (74 =< >0)):0.961 mg/|

REERFME: 21 d
B BT APEIEON-T—FICE DL

HER RS ETRE

HfE: 50 %

RREERFR: O d

7% OECD EE&AH 1 K54 > 302B

Mok 48 < 10 %G5 d)
F5i%: OECD BB A4 KS4 > 111

HR: Zo Rt

HR. HERETL
BE: BUT SMEI /LT —FIZE DL

log Pow: -0. 328

log Pow: > 4
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R OB
F—H1L
+VUBAOHER
Ry
toEELE
F—RHL

13. BELDIE

RESE
ERREZEY D A BREORGIEVNLST S,
BREMETKABH LTG5,
FRBHRVER D ZEZOBRHIE VIS ILFLERERED-HIC, Ba %71

REMLEREICRTT S
FICHEENENMES., REAGRELTREYT S,

14, B LDEE

E PR

Rz L& (UNRTDG)

EEES =
EE#% 4 (Proper shipping : JEE%Y
name)

[E#E 548 (Class) . JESRY
BIRfEMRH (Subsidiary risk)  :  JEEZY
255k (Packing group) . ey
Z A~ )L (Labels) o JEERY

fii2edd % (IATA-DGR)
UN/ID &S (UN/ID number) : 3JEEZY
E&E#:% 42 (Proper shipping : JEZY

name)

EE 54 (Class) D FERRE
Bl fER&tE (Subsidiary risk) @ JEEZY
B EFE ) (Packing group) D JERRE
S AR)L (Labels) D RS
WatEr (EYH) (Pack- : JEEZS
ing instruction (cargo air-

craft))

Water (REH) (Pack- : JEEZS
ing instruction (passenger

aircraft))

& _E#ii% (IMDG-Code)

HEES WEEE
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EEHEE L
EE5 . Bk
AR AR L
BHREHR L
5L T
Ens 23— K T

BETEME RS - FFZY) ¢ FEH

MARPOL 73/78 MiRE I1 XU IBC A— FIC& A SHMAMEShHBAEME (B - EZY)

g e IREBORRICFTIEZS,
AR
EOREDERG L. HE 15 E25RT 5,

R DR EXE
JEERY

15, BRZES

BEER

HRAE

fElRY. EERBMICERS LG,
L&&

BELCEYME. EREFHE. BRFMIEEMEICKILEL,

FHERE/EE

REENRLEShIEED

JEE& S

BEDHFAIZZITHEREREY

JEEZH

REEEN LEHARME

JEEZH

ZRREDOBH oh -t FYE (BIFLFHE)
JEERY

ZEREORBHoWEFEYME FHREHEFHE)
JEER Y

BREZBENTREBRVREVEEY
EESTED 2 FEITRAIRE 9

b4 BHE (%) BE
AFTFYLEBTT RIS L >=1-<10 -
FUEZT >=0.1-<1
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EE ST &K (BITHE 185%)

EZ BE

| EERP STESIN

RELEYEREEFHRA
JEELL

st B TR

JEEEL

m7 ILEILRPEFRHRA
JEELL

AHBRIPE TR
JEELH
HERLFEEETS - WRE— (EEY)
JEELY

SR VBRI EHrE

JEELY

LM EHINEER{REEE

EEE

BEHARARRE

LA

DE 108 e A

LA

etk eik

el E LTREISh TGN

zik

e e LTHREISh TL W
BEFRERVBLIEEOMHILICEAY 5i&E

EQSY TN peS D AEREMEICEZE LA
18 fm i DOBERRYEICEIERS LA
(iE QAL UE 3580

FRERFFERERA (EH - WAFFAD

JEERY

FEMBERBHRERM @ - AR
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BEEVMONEBER VERICET 55
EEXEREY
COEAFDORAIZDODNTEEA IRY M) —~DERE IR :
AICS COFRE
DSL N
IECSC N
16. ZOthDiESR
5| B 3k D BHEMT—42. EMESDSICE DL T—4%. O0ECD eChem
R—2 LB L UVEMILEMER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBEANETE 2 AR THRERTEINATVES,

Bfito2+—<v k . #/B/H
ZTDHDOBEED L

ACGIH : ¥E, ACGIHFESREME (TLV)
ACGIH / TWA © 8 M. BERIMNEFEH

ACGIH / STEL D EEERERR

AIC - A—R FSUTDIELERA DA MY NT - TS5 SLERMEHE ASTH - X
EMHARGS bw - AF; OR - A, ZERKE. £BESUELSHLIESNIYME: DIN -
FAUBREHaEE DSL - ERMEYR F (BF %) Ex - FED XDRGERIFT EEZ
bhBHRE, Elx - FED XIOREERIFT EEZAONSAFEIG EnS - BEFHORT7 Do
—Ju: ENCS - ‘L BEDBFLEMEY R b ErCx - FED XWORIEERIFT EEZSNHMK
RE; ERG - RAMEOF5IE; GHS - HRAMI R T L OLP - HEREMERHE: [ARC - EE
ANARRHEE: IATA - BRMZEEERHS, IBC - BIRILFHDESEEXD-HDMMOEE
BRUEIHICB Y SEFRRAI 1050 — S0%PRERE . 1CA0 - EFRREMEMHZEME. 1ECSC - hER
HitFMERE: NG - EFE LEKRWAE. IN0 - ERBEHKE ISHL - SBRE/EE
(BZA): IS0 - EFR#ELHEE KEC] - BEBFEFMERR: LC50 - 50%HIERE: LDSO0 -
50%BIEE (FHBLE) . MARPOL - MRfifIC & BIBERDHLEDF=HDEIRER: no.s. - #I
mBDPATIN TS EDZERR< Nech - F JRAI NOWEC - |MEFHEZERE, NOAEL -
BEBMEE L)L) NOELR - RAFUHRLEREES NN - A x> a2RA; NTP - KEE
REMTOT 5L NZIoC - Za—2—5 v MEZMEARR: 0ECD - EF1HNBASME. OPPTS
- LEMEREME - AFEWHLRE PBT - HofEMHME - £RERM - AEME WE) © PICCS - 7
1 VEVEEYMEAS A R — (OSAR - (EER) #EEMMEE REACH - LEMEDE
8. FHE. B WHIUES REACH) IZB3F 53381 (EC) No 1907/2006; SADT - B TIN5 A2
BE; SDS - R2T—8I— b TECI - S 4 [CEAFEDEFMEDA o2 b TCSI - A&
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EMMERR AT L

CDRET—AI—FUAT TSDS] EWLVS) TRETHHEHRUAT TRFEHR) &0V5) E. KEHE
BEERIZENT, BHOREDME. FHR. REESDLETERTHI EHBHLEZEDTT,
AERIE, HEORLGIEKL. FH, LB, RE. @E. BEERVRRICEISIHAI TR E
LTOAHMEE T TEY . DHESRIEXIIHREREEZLTEDOTIEHY FHA. RIERE.
SDS MEBEICRINTVAIHESN-HRICEATIENDTHY . UZAEKI/EOER LHEAE
HhET, XFTORFTHERASINSIGE. AXFICERNLZLEY .. BRI S AU aTEEE
NHYET, REROFERABFRMALICELTIE, RERERVHREZEZEAT 5812, FHES
MDORBARIZH THRAGOBEYLFMEESHT, FRERMDERT 52HETOHEDKR
IZHIFTH5REFZOEFL., FAH, LB, RTREIZDOWNT, BEREREVLET,
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