He B AR B A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
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Pancrelipase (High / Low Lipase) Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22
ZIHE : %
{55 S (i3
1 W 1 35 B © o H315 3¢ R AR
H319 i pl ™ 25 AR ) 384

H334 W N AT B 5 B0 A5l W ity 9 o DR Bl e R e
H401 XK AELEYIE .

Pt |
P261 WG AN A/ 10/ SR/ MR 5/ 75/ W55 55
P264 1M 1) T e Bk -
P273 G R P T
P280 54 F& /Jpi i A B/ P b i A
P284 [7E18 AL MIEHL T 1 5P B 255

P R :

P302 + P352 a7 ki % F/KFT 98T

P304 + P340 WIHRMWN: ¥ NERE RIS SO EEAL, ORI &7 &
(AN

P305 + P351 + P338 niE NHRIE: FAK/NCWEE L8 . Wi
R AR B 3 vl oy (s, B BRI AR B . Ak sih .

P332 + P313 a4 . KREE/#i2.

P337 + P313 iAo AR SKEE/mi2.

P342 + P311 WG PE RGAE: PEIY 20ty /B4 .

P362 + P364 fiifsitiis (AR, &G 7l EHE

RFAE:
P501 15 P RE) /25 a2 B U (1) R DAL TR Ab 7

WIERRIAL 2 fE
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Pancrelipase (High / Low Lipase) Formulation

&N &7 H 4 SDS %5 HIAET H #: 2023/09/30
1.10 2024/03/28 5325749-00011 s gm H#H: 2019/11/22
YIRS REW)
oy
15 A R A= Ei fealun=r WP BIRFETEHE (% w/w)
(CAS No.)
i I 5 T 53608-75-6 >=170-< 90
wha 14807-96-6 >=1-<10
ER 9005-25-8 >=1-<10
JE b 57-50-1 >=1-<10
LR — H R — 21 84-66-2 >=1-<2.5
4. SR
— Y HF RGN E R, LR .
TEREAR RS A 10, BEEE .
/PN W\, # A AL,
WP A5 1k, R4 N R
U [ 3, 45 F IR 4
.
F 4z ik WIAVEE A, SRV RS K e B k2> 15 40 %8h, RIS i &35
P[P AC BRI A
s .
T A AT Ve R
T AU TS U
R A 2 i WIATER A, 7 B0 K EK PP e IR 2220 15 438t
RS IRBE 2, W fE, BREH
.
"A WE: Rk,
AR, .
FHIKAN K 1
¢ B S R RE DR RN g 52 el T8 R IR
3¢ ™ B AR )

N ] 5 ST R 3 AR I R
o P R I 0 AT B A LA RGP
SR R R TR A D) -

SR it R 1 SR BT ARER N NGRY, 75 R] BEAAAE 2 55 105 00 T DA
WA AR 344 (8 8 ) «
xof B A IR B X E fr BIVRIT o
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KK T5 1 e KK e
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3/18




H2 % S BRI A

%8 GB/T 16483, GB/T 17519 4wl

-5 ORGANON
Pancrelipase (High / Low Lipase) Formulation
&N &1 H 8 SDS % 5 RIVRAEAT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 ) g H HH: 2019/11/22
¥
NI IR K D REKI S
R fE 8 D BEAARE RS ORI, AN IRARIA B 7S A IR

FE, BRI KU, XA VAR AR R E R B
A RS, OB AT RENE K EIEY Y.
BROMRGE ™ ] RE 0 A 3

A FEREE DOBREM
RENY)
iEERe &7

KR K KT i DR AR DU PR ER G £ (0 K S i
MK FNARATIT I 75 45 o
FEZERTEOLT, BRI RS

WS .
BN TR R DR 3 7% DR KIEULT, sk E PR A
(U RNDIE AR

6. IR EALE
NAFH T Bidrdess fInL A AR

DB WL EEB (S 799 MNP 3% 2 W (S 5 8
) o
B R4 5 it DOBRRE AT .

UNRERA IR 224, RIRIUHE 7 1kt — 20 ) e Bt
TRBE AL B 3235 YK -
USRIV B AR Y, RS AR S R .

MRS B SO TEERTTE 0 TIVRISGT) R B R, O 7 % DO TR — N A 5

LA A i Ak AT LU KR FE s Dbt N 2
NI B A DA R N
P ERA R .
B ik AR AR A R A (e RS S s R R AR IR AR
M) .
B Ay AR IR, BRIHRETRE R b Ik B — € IR I &
R EVEIR G

FHIE 24 1 W WAL 7 B B 1R s YR A R

7 B FRIE R AT e IE T X Ao R RO AL B, DA AGE
HEBCI A F AR o 168 75 B AT e 5 3
A SDS B 13 H53FIEE 16 Hior4h H 1 e by B0 R R 1Y
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Pancrelipase (High / Low Lipase) Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 s gm H#H: 2019/11/22
7. BEREBE SWE
BIERE
HiAR$ it D E TR R I R B A T i IR
AT BT fe it . G AR R AT bR, BRSNS .
e 350 B, 4 T 36 X D HBETE 0B XA TER .
AN EEREFE DN R R AR .
BRI NR R W AR S EREmE.
ANELRIA
ANl R
VBV JE ) JECTE 1 R bk
T TR B B P I Es B, 8 R Tk A A2 4
VEAT A
PRFFA 78 % ]
CAT AN ALK 5 B . i, e R R IE R
SR, 25 AR A7 5 P T8 I sl 3 i, R s
"4
Kooy A1 77 AR AR IR B B S AR AR S
AN o R o 25 7 2 T o
70 B IR K Y
SREUT 5 48 e 977 Lk 5 FE R
AN b S YR PR BB 1R S B A A
I 1k 3z i 22 e ) = &l
(e
GARAEAT R D FIEE E GRS .
PRAF A o
Yo B F R e iR I A
LY LB ZIS A R SL E A A
A AL
(ERy st SO AAEARRRL R ILRIE .
8. BEfihiEHIFIANMERY
1 40 i S BR b A PR AE
Moy 2O BAE | BUERIR R BHIZE T BEWR | K
5 (CAS No.) | (BefifzX) i3
Ji He i Tilg 53608-75-6 TWA 0OFB 3 (>= 10 < A 1
100 pg/m3)
wha 14807-96-6 | PC-TWA (&8 | 3 mg/m? CN OFL
)
PC-TWA ("% | 1 mg/m?® CN OEL
P 2R)
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Pancrelipase (High / Low Lipase) Formulation

A BT H HA: SDS %5 HIAET H #: 2023/09/30
1.10 2024/03/28 5325749-00011 s gm H#H: 2019/11/22
TWA (PR A4 2 mg/m ACGIH
A
VR 9005-25-8 TWA 10 mg/m’ ACGIH
T A 57-50-1 TWA 10 mg/m? ACGTH
AR —H R — L1 84-66-2 TWA 5 mg/m* ACGIH

TR P TREH I H RN % % & WH AT, a2 b AR P R
BIE (GMP) IR MEAE, DURY =M. T ARIREE,
TR A& E R A AREE L E &Y, JEp Ik &WiE
BREAZERM T (BnHAFOEFER .
JUAT eI T R
AR
FEUY 2R 4R P WREE R REHERE N, BE R G TR e
HEFEFR R R e (E, A F I AR 4
pUR/iE Pt HE Wk A G HL2E K 1Y
AR THI B 47 (i3 A 44 1) 22 4= IR BT Bl H 8
R TAEREEEOE S I 2. R %, E S S
P HE .
R A AT RE e A B Ay . AR, TE I R ==
i H AR A R R
JZ RN B AR B 3 TAERRER LI AM AR
RS EHATIES, FRAIMNER (s, BE. —X
AR, DABEG B AR R ok .
A5 FHE 2 B B RS B T BE 3275 YA W)
F-Hyir
oS By R
%E Al E RN FE.
TP 0 SR LR R R AT RE Bl AL 2 b, TETE LAEI R I $R
MR REMZ R E
R, 2R KR
WG RIAR IRIE PSS el A .
BRI IEE, M TREEGIHY. SERN A H
M B IE R SRR . D BAEE LI BT WA
iz FAT B #
9. HALEsME
AN R [#]
Bt ToHHE TR
AR TR TR
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Pancrelipase (High / Low Lipase) Formulation

A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

R EE ToHE TR
pH {4 TEHE B
K45 551/ ] A TR R
Wi 2T AN FE THIEE R
A A AN
HRH A AN

Gy (R4, =)

FEZ AT RETE AT AR AR

SR CRET AT H
FRAE LR 1 5508 I Tt o
PRAE T | 50 F IR T o
AR HiE
A HiEH
W /IR TR R
B TR R
AR

Kt TR R
TF 382/ K4 R ESH
R T
oy T T
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ESE g
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Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

BT
kit L RMURVER

10. FerE AN & BLE

R RN RN fEE
FasE it DOIEWEM TIRRE.
A 59 A DRSS AT REFE AT BR TR 2RI
] 55 R A RN
[ B R 24 AL NS YD
WG A
R DA
e xR 93 7= 1) D BRI R
11, SEZER
Biigis PN
F7 W il
'gA
HR % $2 i
aEN
WA E B LT IT 5%,
25y
JR FE B
SatEZ O E : LD50 (KE): > 10,000 mg/kg
WA:
arsnEN © LD50 CKR):> 5,000 mg/kg

w2 ) Hds

ER:

SMsnEE : LD50 CKEL): > 5,000 mg/kg
SRS A  LD50 (K H): > 2,000 mg/kg
FENE:

aManEs : LD50 (KR): 29, 700 mg/kg
PR _FR_ZME:

8/18



fep R AR T A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

SRR R © LD50 (CKR): > 5,000 mg/kg
SER N B : LC50 (KR): > 4.64 mg/1

T Fa I E]: 6 /N
MBI 253

DL R EEE © LD50 (CKR): > 11,181 mg/kg
B2 FER B ol / TR

32 B0 RE JER R

HA

Ji% e By

)& . &)

YaRrS : OECD k3 ) 404
P D RIS

H/iE D EET R H
WA

T &

P L o BRI

B R Z.FE:

)& DR

R D TR R

o 2 HR B R 40/ R R

17 Y R

Hoy:

Ji% e R -

R DR, 21 RWIKE
& D ETFR MW B
WA:

)& KR

4 D TR

R

i DOFR

R D TR
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Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

SRFE _HR _ZE8:

s R

gk L JCHR A K
e DT R s
WP R B 57 kit A

B kit

AR 15 BT #1753,

TP R st 488

W N RT 65 50 80l ity 9 DR e W R e

Ha

Ji% e B -

PR PN

R NG S

g5 o PHME

e DR R s
PPl N ONCIEET PG u
BA:

Bl D R

hE NS =

g DB

by i

7Y S N A VAR
BEfbhig R D R

e DR

g D B

SE_FR_ZHE:

MEF =gt : Buehler BKRiA56
gz D Rk

& DR

gt DB

A FE A0 M B SR A 1

RIEIA 5 B EFTHEAT 2K,
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Pancrelipase (High / Low Lipase) Formulation

R
1.10

BT H 1

2024/03/28

SDS 45
5325749-00011

HIIETT H #: 2023/09/30
A4 H #: 2019/11/22

Ha:

o g i
PRAHHE TR 754

BA:
A A I TR B 1

R
AR A1 3 R =1

HERE
A I PR 1 1

SE_FR_ZHE:
PR A1 HE A

MRS 41 ) &2 R AR (AMES)
512+ OECD ljiak 5 0 471

ok ol B

ik HE TR R

TR ZEAY s A4y L sh 470 240 il 35 DR 28 AR 3R 56
J77k: OECD MRS U 476

aE 5 B

ik H TR R

TR AR b G (i R AR 006
J5¥2%: OECD sk 50 473

ok ol B

Folk: 2T RAUY P ) Bl

MR WL Sh VIR (fA5h) DNA A= . #E4 DNA

Ak
a5 B

DR ARG e 0 A A X

FhlE: KRR
PHBRE BN
251 Y

DR GH R o] 2R A (AMES)

251 Y

DRI - A1 L Bl A e P R AR 1

251 Y

R 41 (]8R 22 AR08 (AMES)
J71%: OECD )it 50 471

251 Y

TGRSR A4 ity L3 40 20 i 22 (R AR 1 56
J77%: OECD i F U 476
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Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

a1 B

M RPNt A SR N VS W 3
J77k: OECD ik S0 473

ok ol B
BUE
WRAEBAE 5 B FH AT 2%,
Hay:
A
s VAN
RELIEAE S YNNC EGED)
T 2 I [A] CO24F
ghE R 2R
SR R _ B
e N
PRIRRAE D R
e 2 I (8] © 103
g S AR
AEFE
WRAEBAE 5 B F T 9%,
Hoy:
JR FE B
S} E B 1 PR R DR AR B B S
g KR
PEBRE: A
SEHL B
vt TR R s
G LR B 52 DOMNRSEAL: ER-IR LR E
g KR
PRI BN
SEHL B
v TR R S s
WA
WG LR B s DOMNRSEAL: ER-IR LR E

L E=HPN
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Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

DA PN
2E 1 B

SR R B

ot 58 M B B DRI AR B S
g KR

PRIRE BN
J71%: OECD Ml 3 U 416
gk g [k

G LR B 52 DOMNRSRE: ER-IR LR E
g KR
PRIRE: BN
g5
TR G- HE LR E
g X%
PeBFIR R
a5 1 Y

RIS E RASE- — k&M
RIEHA 5 BT T 23K,
FRGESE RASNE- REZM
RIEIA 5 B ERET 2K,

BRLEFEN

4H 4

Jik A B -

g NI

NOAEL © > 100 mg/kg
YPeFiR7 CBA

x| Co13 A

Fik . OECD M3k 5: 0 408
HE DT R R
R

g KRR

NOAEL © >= 2,000 mg/kg
PFFIRE D R

T 2 I [A] D28 K.

ik © OECD M50 410
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Pancrelipase (High / Low Lipase) Formulation
&N &7 H 8 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

SPE _FR T

s N

NOAEL © 150 mg/kg

PRI DA

e A © 16 H

WMAEE

AR 15 BT iHT 53,
12. X% ER

AT

H5

JR R B

xof 2R [ FE : LC50 (Oncorhynchus mykiss (4Tf#%)): > 100 mg/1

FEFEINE]: 96 /N
J77k: OECD ik S0 203
B TR s

KA HeAt ok A BB HESIY) ¢ EC50 (Daphnia magna (Ki%)): > 10 — 100 mg/1
(R FEFEIFIA): 48 /N

J5i%: OECD il 5: 1) 202

i BT R HE

X R /K AR 1 . ErC50 (Pseudokirchneriella subcapitata (£E7)):> 1 — 10
mg/1
SEFEI ]2 72 /N
7% OECD M50 201
e ST A R

NOEC (Desmodesmus subspicatus (£¢#)):> 1 mg/1
FEFRIFIA]: 72 /N

75 OECD Mt 0] 201

VR BT R ) s

BAa

Xt £ 2 1P 5514 : LC50 (Brachydanio rerio (BEE) ):> 100,000 mg/1
FEFEFIA]: 24 /A

PR _FR_ZME:

Xt 1 2 1) 7514 :  LC50 (Oncorhynchus mykiss (HT€#)): 12 mg/1
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Pancrelipase (High / Low Lipase) Formulation

A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

XA AR TR HES Y

2k
XK AR TEE

xHERHIREE (18 VERE)

XA AR A TR HES Y

FRFEI TR 96 /N
LC50 (Daphnia magna (/K#%)): 90 mg/1
TR GRIN [H]: 48 /NS

ErC50 (Desmodesmus subspicatus (%¢#:)): 45 mg/1
TR A 72 /N

EC10 (Desmodesmus subspicatus (£%%)): 9 mg/1
TR ()2 72 /N

NOEC (Cyprinus carpio (#1fA)):5 mg/l
TR A 28 K

NOEC (Daphnia magna (/Ki%)): 25 mg/1

FIEEPE (18R E) A 21 R

FEA A AR

4H4y

JoR e iy

YR SE R P A PRI

B R Z.FE:

A B fi 1 gh L PUsE A R .
BRI 94.6 %
FEFEN A 28 K

EWERE S

Hy

Jik A B -

1EFEE/ K4 B R 50 log Pow: < 4

HERE

1EFRE/ KB R Pow: < 1

AP HR 2. FE:

1EFRE/ KB REL log Pow; 2.2
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Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

HIEFFEB M

T HHE Tk

HAREE/EH

TCEHRE T k)
13. BHLE

B

JRFEAL 2 DB R KHEN R KA

T4 24 My AL HE
15 Gt 20 D PR AR IR V] IR S AL I BTG AR Bl AL E .
WA ANER : F R A P AL

14. BEfER

H bRt

Ff3Z (UNRTDG)

A E 5 D ANEH

B4 iz f 2 Fk D REH

e DOREH

TRELSG G 1 D&

AL DORIEH

bR © O ANEH

WA SR

223% (IATA-DGR)

UN/ID %% 5 OAEH

H A [ 32 44 A D OANEH

Z5 Y N

RESE R DORIE

2555531 DOANEH

PR D ANEH

ALAE UL (Triz kL) D REH

AU (12 kL) . ANEH

¥§1Z (IMDG—Code)

A [E g 5 © ANEH

Ik £ ] 3 B 44 © ANEH

55 CONEH

R G I DOANEH

(RT3 D ANEH

PR CONEH

EmS £5 o ANEH

HFEERY) G2//) S
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Pancrelipase (High / Low Lipase) Formulation
&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

% (MARPOL73/78 A%y MM 1T F1 IBC FLN

ANIE TR 7 i o

EWER

GB 6944/12268

B E g5 C ANEH

164 [ i i 42 D ANEH

Z L NEH

B S D OAEH

L2555 D OANEH

PR C ANEH

PRSI G2/1) B

KRB YT i

ANiEH
15. BEHER

BEREAR

BRI B ¥R

5B 2 R E %5

Gy i FEAL 2 S 2 28RN AR H % DORFIN

KITARP -

= T A A AR T2 fa 24 i

RS THZZFRFIZER:

AICS DORME

DSL DORIME

IECSC DORME
16. HfER

&7 H ©2024/03/28

HMEE

SR D NEREARKURE, HORRUETEEL SDS. OECD eChem 7)ot

REEFR, LUK E )R, http://echa. europa. eu/
H e : 4/A/H
BB FHES
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Pancrelipase (High / Low Lipase) Formulation
&N &7 H 8 SDS %5 HIIETT H #: 2023/09/30
1.10 2024/03/28 5325749-00011 )2 H H#A: 2019/11/22

ACGIH D REBUF T DA 2R 2 (ACGTH) Z BIFR{E  (TLV)

CN OFL D TR ER R A RE - L EERR

ACGTH / TWA D8 UNEE, EEINACT A

CN OEL / PC-TWA D EADINBCE Y SRR E

ATIC — KA Tk 2 & B ANTT — 74 [ K s LA ASTM — SE[E ARl S2E6 2 ;
bw - fAHE; CMR - U@, BCRBHSAETEYR; DIN - fEEFRAELS:S; DSL - MEKEN
MR 45 ECx — Bl xRS MR ELx — Sl#E x%N AT Ze, EnS — M2k it; ENCS
- AAWANHFY 4T, ErCx — 5142 x%E KRR M ERG - RMAdEF; GHS - 4 Ekib
MG KRR E ; GLP — RUFSIG=EMIE; 1ARC — EFRRER AN TATA — EFrfnss
B¥ith e 1BC - [E BRBcsis fn a6 4 2 S A AIAA IS I 4 U ; 1C50 — 3k g ; 1CA0 — [
PrECHAT 42, TECSC — FEIA =Y 45, IMDG - FEFrigis fa ey, M0 - EPrigH
M4 ISHL - HAT 24k R, 1S0 - EErbrudEfbH4Y; KECT - whE A1 5 4 %
LC50 — Ml N A B, LD50 — MK ANBE R EEUE R CREESEE) ; MARPOL — [E FREh
IEARAE IS YA ) noos. — RAFIAM; Neh — ZFHAGF; NOWEC - BRI W CHE) {EH
WPE; NOWEL - EA[ W CH3FE) ERFIE; NOELR - JCr] WAER fifiiZe; NOM - SBp4af 4\ ;
NTP - EZRBHZERLIAL; NZToC - Fiifi ==Y 4%, OECD - &S ES KB4 L, OPPTS -
GBI ARFIRMEFBYRIIAZE; PBT - FEAM. AV EBMASFEAYR; PICCS — FifsE
e SEY R A%, (QSAR - CGERE) M —IiEME X R, REACH - BRI S A FE ST
SEREVEM . 4G BEBURIIR &L (EC) 1907/2006 5 ; SADT — HMGERIEE; SDS - %4
ARV F: TCSI - GEEEALEMFRIEM; D6 - Gk sk ; TECI - REBEA L FEYIRTE
i, TSCA - EEHAFEYFREHIE; UN - BcAE,; UNRIDG - BEA E % TGk s s i @il 45,
vPvB — EREAMERIE A R WHMIS - TAE T al G B R4

HTTE

TEBA TR AT, A 2B R U] S (SDS) A 2 H IR L5 B R To R . BA5 B R %
ERE AL T, A B, ENRANRERE, AMURAERRE R RAE B E RS
BROSCARUESS, BEREMNEE R EA SDS WA E KR EMBA R, 2 SDS H A RS T 3
A RHE A S TAR TR AERS, ORI ER TER . FHRH ™ R B AR i PS5 i o A5 14
BAEL SRS I AT A SR E BRI, RGP R &7 SDS MPRHRE FIPEPEAG (tn
EHD

CN/7ZH
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