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Raltegravir Pediatric Granules Formulation

R A &7 H #1: SDS %m5: HIRAET H#A: 2023/03/20
4.1 2023/09/26 20439-00023 A 4w H #: 2014/10/09
ESIAS :
@ dap
1551 N X L5
£a B P 15 B : H318 iRl ™ AR 4%

H335 A G Bl P 3 )
H361d PREEXT G ) Lid i 5
H402 XK A= W4 2 .
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P202 fEB LI T BT & A 4E Tt Y 20 W sh
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P280 #& B 3 FE/ 2 B 3 i/ 3885 4 IR B2/ 388 4 T L
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SERIEIY SRR O /R A

P308 + P313 Wil #| s A 4EE: KIE/HiS.
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09

3. B /HRAE R

YR /IR AW D REW
Hor
k2% S A4 R WEE T E IS WRIE SR EVEE (% w/w)
(CAS No.)
Raltegravir 871038-72-1 >=20-<25
AR 9004-34-6 >=20 -< 30
T g PR R 557-04-0 >=1-<10
SR 1336-21-6 >=0.1-<0.25
4. 2RFEHE
— I D HE SR ANER, LRI EE
TEREIRFFEE A 50, BEEE .
LGN DOWRON, BEFEESSAL.
s
B oz i Dbk, 7R AR AR K e B ik
I 2 475 G R A IR AR B
W .

HHE A AT S VR AR
HH A AT T U .

IR 5 2 DO ANIEEES, 7RO E K PR E 220 16 0B
PR G, W e, BUR8A .
SRS .
BA LW AESI.
s
PRk
H EL B R R DR EIR S .

] B A T I T R
PREEX R ) Lig i 0 2
5t A B 2 S AU R B R T
X ORI Tt R 1) 8 D BRI TTNRLE RN NGRS, R REAAAE BRI DL R A
HEFEIIAD NPT e 4 (S W5 8 74Y) o
Xt B AE IR AR IR DOPRERHEATT .

5. JEBITEHE

R KT K K KIS
EIIREHIN
AR (C02)
THr
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 A 4w H #: 2014/10/09
Nt D il DORNARIE.
R e 6 DB IEAAE RS S AR, NI IR AR R T A Bk

&, B EAFAE 5 KU, XAV I AR SR
BRIRBEr= W m] B X AT

AERGE W) R E R &Y
REAMND
G
ERANLY

KPR K KI5 DR I DUR ] B PRER A 6 K K S I
WKV HARFTIT I 2 48 o
FEZARTEILT, B HRBURK A .

I
1PN AR 7R S ARS8 DOEEKIEIT, R E 2 RS .
AN B 973 4%

6. RN SALE
NGt B Amns o AR AR

DB WAL BV (S WA 799 A AR 3 & @2 i (S 5 8
) o
P (R it D RERBEREIAEL .

BT IR 24, AR ERT 1k — 22 R s
TR P AL B 3275 YA ER K -
USROS B AU Y, BOE AR A )R

A b SR TEERE IR R R A, R X T R A 5

L P A T i ik B A CLfpe R R D bt N2
NINEL B AR LUE VR BE N R
FAREER R AL -
B bR B A SR O (e IR R R R AR R R
[TD
B b AR R MU, IR P I B — e RN &=
AP R SARERIERE /R

FHIE 24 R A5 7 R B P s I A ) o

M7 BE SE AT RIS T IX R R R ORI AL B, DL 2R
HEBIH s P AR RN o 188 55 B 8 470 5 Y
A SDS M5 13 o FIEE 16 FHi4r4h H 1 4 e b B0 SRR (1)
LEESENSE

7. BERE S5

BIELE
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Raltegravir Pediatric Granules Formulation

&N &7 H #: SDS %5 HIAETT H #: 2023/03/20
4.1 2023/09/26 20439-00023 A4 H BA: 2014/10/09
HiR it D ER AT AR I A RETF AR R AT A R RS
PRALFETDTHEE:  dnESS A B, BB TR,
e 8 B 4 T 3 R DB R RE R, 15 R IE R TR .
Eoee o0 (= REy == 81 DRI AR A
AN
ANERE AR A

8 5 BURA I S R

BT AR T VP I EE R, 4% BT (0 Tk AR 22 24
AT AP

REFEASE M.

SN N Gy B . i 18 MR R R R E
RN, 35 AR AFAE RPN E R B B ), B
o

R A (7 A AR R B B B AR L

AN FH IS PR 2R 45 5 A o

28 2 TR AT KU o

SRIDUTUS 75 it B L e FELRE TR o

AN IEER IR BRI E R IR R IR

B LE 3% A AR L) il

T

7 N e S DAPAEATIE SRR IR AR
FETBAE BTN o
TRAFE A

FEFABE I8 R A AT
1% [ R S IR I A

Y DB S A SRR A
S A AL
(EESY R DOANEEIIMEL R WARGE .

8. Befuhiz A&

fE B A R S BR b PR A
44y SRS | BUERIRA | BRI BRR | KR
5 (CAS No.) | (#fjE) i
Raltegravir 871038-72-1 | TWA 1000 pg/m3 (OEB | PYHBIK
1)
AR 9004-34-6 PC-TWA 10 mg/m* CN OEL
TWA 10 mg/m’ ACGIH
filf g PR B2 557-04-0 TWA (\JR N | 10 mg/m? ACGIH
PR 2R)
WA (WPIRME | 3 mg/m? ACGTH
k)
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09
RN 1336-21-6 TWA 25 ppm ACGTH
(%)
STEL 35 ppm ACGTH
(#)
TR o R ATREFRAK TAESA BT B Ak

SR it B L AR A

IR AR PR G (NI BIRUER S . BE AN ik
#) Bt Al DA kAR ke B A 2 X CRIAS 2 A e 6 i
I .

R BEAT R IR, ELE R AT KR T
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AR R RO RE (B, TS P R DR A
L yE R N ¢ it
HER 1 o 7 A T N RE S
WAL 2 B 5 B o
LOEIN: Y S P A SE
[k
BEJRAN B i 47 D AR R A S GO AT A FR) T 2 R XU Py RIS 4 (Bl
P
VLAUEHBRE B R (FE. B, 875 DU b ke
fi o
SRUEA
M L B TE
#E DORRIEA EY BRI S B SR E B AR P, BT AT

B TAZACTE LM 7™ il B 5 I I [8] 1 AR B E

BT E. TR, BATEBh T E RN R AR

TEMA AR E U] AR AT TAEG ARG T
DA D RAE SRR AR AR AT RERE AL A, AR AR R e

HEIRMS e RE ML EIR =

T, AR SR .

MG BIA AR 5 7 T T A -

9. LR
SIS PEAR DR
e DORAGECKE
LS DR
AR B NN V&N
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Raltegravir Pediatric Granules Formulation

A (CAANERE SDS %5 AT URAEIT H #1: 2023/03/20
4.1 2023/09/26 20439-00023 )il H A 2014/10/09
pH {H TE B Bk}
F45 p /e ] T k)
Wik AN AR THAE &R
AP ToHHE TR
IR ToHHE TR
Sy R (A, =A%) %I‘%ﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬂﬁﬁﬁﬁﬁﬁ”
GiRE GRAO TR &R
1BNE EIR 1 K IR ToHHE TR
HRIETIR 1 BT IR T E G R
A Te B Gk
RAEE TE B Gk
W/ T Rt
e
A TEBClE Vot
1SR /7K 73 e #2 50 THHE TR
IR TS e R
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Raltegravir Pediatric Granules Formulation

JRA
4.1

&7 H #:
2023/09/26

SDS 45 B AET H3A: 2023/03/20
20439-00023 A 4w H #: 2014/10/09

10. FasE A &R

SR RT3 KA I NS
FasE T I %A T RE .
JE I SR L APREIEAT H e 4R ) AT BT A E Ry e RS
Y/
CIEST R 811l 22y S
L 3kE G 14 2% A B KIEAIKAE .
Tk Gy A8 AR
eIk AL
SR (4 3 fide = B SR o =4 .
11. FHZER
Fefiig i U/ UN
S R iy
aA
AR i
SEESE
WRIEIAE B FEHAT K.
P2
st O & SR EfSHE: > 5,000 mg/kg
Jik iHEITE
Hay
Raltegravir:
2L DR LD50 (Z)NEs,, HEPEFIMENE): > 2,000 mg/kg
geER:
anan i LD50 (K BR): > 5,000 mg/kg
SN B LC50 (KB > 5.8 mg/1
FRERIA]: 4 /N
MR 4/ 10 5
SEE R EEE LD50 (K f): > 2,000 mg/kg
TERRTREE:
SIS R LD50 (CK5R): > 2,000 mg/kg

J77%: OECD ik S 423
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09

Ak R

A8

SEZ Ot

SN FEPE PPA 0 IR A 5
5 FER FE et/ SR

AR IA S B TR HT oK.

41453

Raltegravir:

i P&

ghR TG Bz kAl

T FRER B

i P&

ghR TG Bz kAl

H/iE TR
&8

i P&

ghR Pefh B 5E 3 BRI 1 NI E, PR AR e
%1 T B R X VLR .
P R FE R4 / BRI

18 BO™ B R 45149

4153

Raltegravir:

g A A

g3 Ja) 2 ) o

iE famR ek

M Fh

a5 6 HEL B 3%

SES FT R s

Pt Y B B ST S IR
ik HE TR (K

LD50 (Z): > 2,000 mg/kg
BT TR A

LD50 (KFR): 350 mg/kg
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 HIAETT H #: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09

SE e

R D OXTHREE A AN AT B

HiE DT RV

Y4 S UKL

J5°di/SVE

AR IA 15 BT T 9.

P R st

R IA 15 BT HT 92K,

Ho

Raltegravir:

IR apitl D IR g5 (LLNA)

& PR

gER iR

i FRmR

M R7 gt DR RONVAREE

bR DRk A

i DO BER

ik : OECD i 5 0] 406

g DB

HE DTSR R

AR BE A B R AR 1

WA E B LT HIT 9K,

44y

Raltegravir:

AR A1 FE R B 14 DRSS B RAR RS
2k 5 B
TR AL Bl e v 04k
MR R G KRBT
gE . A

TR ETY: Yete fR AR
71 OECD 3 S ) 473
g v
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09
AR P FE R B 1 5 i R N U A
g /N
gk B

TR et Ry AR
J77%: OECD ik 5] 475
ah B [

HFER:
R AL R B DRSS g ) 2 AR RS (AMES)
gk B

ARSI R A L h P 2 i I [R] 2848 1 6
g5 5

A P 2 IR 2 D MRRSRAY: LS A A ORGSR A 2 P A D
Fhg: /MR
PEIRE BN
g5

TR ER L

AR AL R 3 1 o [57.ve <p R N N B R B i B SR BN R W
gk 1 [AYE
vt FET R P B

AR AL A G o A i AR UG
J77%: OECD Wik 500 473

g5 5

R BT B

TR EAY: g [0 82 AR I8 (AMES)
gk 1 [AYE
vt FET R P R B

S &
AR R D DRI AN AR R ARIREG (AMES)
gE 9L [AME

Bug
WRIEIA F B LR AET K.
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 HIAETT H #: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09

Ho

Raltegravir:

M D NER, HEVERTMENE

S FE N ) D104 8

R i 2R

HFHER:

e N

A T DB

I S T2

g D B

AEENE

PREEXT R ) Uit B 2

H5

Raltegravir:

ot BT 1 DA A F/ BRI RE

T KB, M AL
PR |
A BE—fE =% NOAEL: 600 mg/kg &

g5 5
G LA B KI5 RN )

PR 4N

Xof BEA — M NOAEL: >= 600 mg/kg A& H
W% LOAEL F1: 300 mg/kg {4

SEAR: BRI o

gE L FH M

Mg %

Xof BEAA— R 757 NOAEL: >= 1, 000 mg/kg A
P NOAEL: >= 1, 000 mg/kg 1A

g5 5L B

BEEEE - PR CORAESIYIRR, AR E KRB A R

HER:

St SR R R DN AR B S
Mg KR
RFIRF BN

g ) (A
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09
KR JLR B BI5200 Y5 i e i = WA ) Ny
FhE: KR
A BE Y M N
g5 5 B
TE R RS
ot BT P DAY ER i RIS A AR/ R B BRI IR A
FhE: KR

PEIRE BN

J77%: OECD ik 5 0] 422
gk 5 B

R BT R S

G LR B 52 DA -G LR B
FhlE: KR
P RE A
g1 (A

i TR 1 A

R e RAE - — i
] I P T R 4

Ho

Raltegravir:

Fefig e PN

AUARE o IpRE

PPA © AT B T IR T
SE

PP D AT BB T R
H/iE D R TEEEHX LM

FRGESE RAAEN- REZEM
WRIEIA 5 B LR AT K.

HEYEEN

Ho

Raltegravir:

g R
NOAEL © 90 mg/kg
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 HIAETT H #: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09
YRR 22N
Exy Ak ©371 R
SR Do MR
e N
NOAEL © 30 mg/kg
LOAEL © 120 mg/kg
PFFIRF D4R
T i I (] © 189 K
nEsE : H
g DR
NOAEL © 50 mg/kg
LOAEL © 500 mg/kg
PFFIRF D4R
B EEIN ] T4
mgsE B
e N
NOAEL © 50 mg/kg
LOAEL © 200 mg/kg
RFIEE N
e FR I (] : 8 JH
ngsE B
HUER:
i N
NOAEL >= 9,000 mg/kg
mﬁﬁ{l ﬁ’)\
T FRIN [A] 90 K
TE R EREE:
g N
NOAEL © > 100 mg/kg
RBIER .BA
I [A] D90 K.
&1 D TR B
MANfaHE

RAEIATF DR HAT 3K

14720
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Raltegravir Pediatric Granules Formulation

A &7 H #: SDS %5 HIAETT H #: 2023/03/20
4.1 2023/09/26 20439-00023 A4 H BA: 2014/10/09
NEBRBAHE
Hr:
Raltegravir:
'gA SR G, BEYE, SR, RkE %, BRI
12. X% ER
Hr:
Raltegravir:
Sf SR T LC50 (Pimephales promelas (JEkfi&f)): > 100 mg/1

XK AN AR K AT EHES Y

Rk

XK AP

XK AN AR K AT EHESN Y

fEEE (18 PEF1E)

XA

SR FRINHA]: 96 /N
J7¥%: OECD M-S ] 203

LC50 (Cyprinodon variegatus (£L#5)):> 100 mg/l
FEFEIFA]: 96 /N
J71%: OECD it 3 ] 203

EC50 (Daphnia magna (7K¥%)): > 100 mg/1
SR AL 48 /NI
J5¥2: OBCD 8 5 U 202

EC50 (Pseudokirchneriella subcapitata (%%#:)): 66 mg/1
FRERINTA]: 96 /N
J7i%:: OECD Pt 201

NOEC (Pseudokirchneriella subcapitata (£i#)): 3.8 mg/1
FRFEITIE]: 96 /N
J7¥: OECD it 3 0] 201

NOEC (Pimephales promelas (HEk#%)): 9.3 mg/1
FRERIE]: 33 K
J51%: OECD it 5 ) 210

NOEC (Daphnia magna (/K#%)): 9.5 mg/1
FREEAE: 21 K
J7i:: OECD MR F 0 211

EC50: > 1,000 mg/1
FRFRIA]: 3 /N
TR IR 471
J77%: OECD i 500 209
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09

NOEC: 1, 000 mg/1
GRS 3 /i
IR7 e ST R E N
J79%<: OECD 3RS0 209

HFHER:

PR N iOE : LC50 (Oryzias latipes (HAFH#)): > 100 mg/1
FRGRINTR]: 48 /NI
i BT 2R b R

TEfR RSk

Xof f SR EE © LC50 (Leuciscus idus (Ff&MER f)): > 100 mg/1

TRFRIN[A]: 48 /N
J532: 4 [E Tl AR (DIN) 38412
vk BT R B

AR EEAN HAR KA TCHEMESNY) @ ELBO (Daphnia magna (JK#)): > 1 mg/1
H et R FRIA]: 47 /B
RIGW: KL & 415 (WAF)
J715: 67/548/EEC $84, 3% V, C2.
AR BT R B
T A PR 5 vk By e 251

XS K Y B = ©  EL50 (Pseudokirchneriella subcapitata (£t3)):> 1 mg/1
FeFRI ] 72 /K
WRIEWD: KRG 2H 5 (WAF)
J5%: OECD Mt 500 201
R FE TR R B
A PR e v P By o B4

NOELR (Pseudokirchneriella subcapitata (£t3)):> 1 mg/l
FFEWIR]: 72 /NEF

I KRG 24 7 (WAF)

752 OECD M 5 )0 201

v TR A

XY = :  EC10 (Pseudomonas putida CHRRHEHIE)): > 100 mg/1
FEFEINTA]: 16 /N
R K& 4 5 (WAF)
Ve BT R ) H

&M
X 2 1 B : LC50 (Oncorhynchus mykiss (HT4#%)): 0. 89 mg/1
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&7 H #:
2023/09/26

SDS 45
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Raltegravir Pediatric Granules Formulation

B AET H3A: 2023/03/20
A 4w H #: 2014/10/09

XK AR K AT HES Y

b

M- (KA EE)
xR (B REE)

XK AR K AT HES Y

IR (1 1k REE)

FEAMEA R
A

Raltegravir:

W

KRR E P

HER:
AR

W RRERER:
Gety|L g2l

EMERE S
oy
Raltegravir:

1ESF 1T/ K7 BE A3

R R
1L/ K 7 BE A 3

ST 96 /N
REW: AT S

EC50 (Daphnia magna (7K#%)): 101 mg/1
TR T E]: 48 /NI

1

NOEC (Oncorhynchus mykiss (HLfi#)): 0.0135 mg/1
FREEME]: 73 K

RIEH: PR T

NOEC (Daphnia magna (7/Ki#%)): 0.961 mg/1

FegR A 21 K
i FE T i E

g L n R [ i

R R 50 %
BFERE:9 K

J77%: OECD ik 5 ) 3028

KR <10 %5 K)
J5¥2:: OECD Mk S0 111

SR RIE AR -

SRR AT AR
ik TR 1 H

log Pow: —0. 328

log Pow: > 4
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 HIAETT H #: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09

TEPREBHE

ToE s Tkt

HAIREFEEH

TeHHE TR
13. RFME

MEFE

JR I b DB IRAKHEN T KA

P A ML AL
15 G W) D NOKE ISR AR I F VR AT R 3R AL B 3 O AR B4
WITE T ANEER : FARAH = b A 3

14. BHER

H bR

Fi3Z (UNRTDG)

B EH g5 D AEH

B B I 5 44 PR D hEA

el D OREH

VR e 16 14 © RiEH

FLEER G DONEH

% D AEH

75312 (IATA-DGR)

UN/ID 4w D AEH

BeA [z $ 24 Bk CONEA

25 DOANEH

IR [ 1 D RiE

L2285 D REH

o ONEA

fEE UL (TtiE kL) ONEA

AU (%1« © AEH

¥#312 (IMDG-Code)

BA E s © AEH

e [ 12 5 44 PR COANEA

Z5 WV Ny

KBS M Y N

FEE G C AEH

PR COREH

EnS £ 5 COREH
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Raltegravir Pediatric Granules Formulation

A BT H 1 SDS %75 B AET H3A: 2023/03/20
4.1 2023/09/26 20439-00023 )2 I H #A: 2014/10/09
WG GE/T) D REH
% (MARPOL73/78 A%1) BN 1T A1 IBC FN
ANIE TR B 7 i o
B
GB 6944/12268
BA B 5 D REH
64 [ iz 5 4 FR D OREH
el CANEH
REfERYE L ANEH
L2325 DOREH
P2 D OREH
RRER BT Y iE it
ANiE
15. EMER
BEBRER
BRI B Va A
KILRA -
BEP= b T o AN & T 2218 fa 2
PR T HE X HIF LG R:
AICS DORIE
DSL DORIE
IECSC DORIE
16. HAfER
BITH# ©2023/09/26
HifER
Sk D NEBRIARSE, H¥ERVETEAEL SDS. OECD eChem [/ 43548
REER, DI RERMILFE R ERE, http://echa. europa. eu/
H % . #/H/H
FEN RS
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Raltegravir Pediatric Granules Formulation
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