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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22

A A Y & ol 22y

IR e Pancrelipase (High / Low Lipase) Formulation
il & P BB LR 45 2
i) e e B AR SV 7 44 R Organon & Co
ik 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SRR 551-430-6000
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EE, T HIS 4 i EHSSTEWARD@organon. com
HEF IR IR s
HedE Hi& e
2. fER AR
RRBERER
SIS R fi5] 44
Bt TCHHRE TR
LS TCHHRE TR
T R . RO BRI RN TT BRSO R B R IR B I A A . XK AR
o
GHS fE R 271
I o/ ) 5 2
7 L IR R A5 1 / ML I 2A
IR st B HHl 1
S GEID KAERE HHl 2
GHS B ER
FILE %
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22
e T 14 1 HH . H315 3 R R L .
H319 i ™ 25 AR ) 334
H334 W N AT 65 B0 480 i i s DR B3 PO PR R e
H401 Xt /KA AW 5o
Ptk HBH 36

P261 E G Ny 2B/ M/ S/ 0 55/ 757/ 85 55

P264 1BV JE ) G 8 B ik

P273 WG E AL

P280 8 4F& /Fbs iR B/ 0 i L

P284 [7E18 KA & TG0 1 8 575 47285 o

AR

P302 + P352 G ki Te: F/KFT 95T

P304 + P340 WHE N : ¥ N BN S0 EEAL, PRFFIFIRETIE
LN

P305 + P351 + P338 niE NHRME: AN ILa8r. s
PRI AR B T rl 7 HbE Y, B BRI IR Bt . 4k s ibik.

P332 + P313 tnk A4 . KRE/ 2.

P337 + P313 iAo BRI SKEE/#2.

P342 + P311 WG PRI RGERIE: PEIY SoRob Oy /R4 .
P362+P364 Mtfaiis A ik, EPE 7 v E A .

RFME:

P501 ¥ N 254/ 25 4815 BIREE R Y Ab 22 ) AbBE,

WENLEE R

RIEIAT 5 BT HEAT 2K

REEEH

T8RRI AR B IR RN T R B0 B ity R T R R
HEfEE

XRELEYA T

GHS AT K H At &
FEA AT RETE BT AR AR

3. Bar/HEMEE

YIRS D OREW

44y

b2 b 24 R R E=S'E Eoalin= WRIZ SR EILE (% w/w)
(CAS No.)

Jik g i Tiig 53608-75-6 >=70 -< 90

A 14807-96-6 >=1-<10

VEH 9005-25-8 >=1-<10

2/16



P Sz AR B A
F2H8 GB/T 16483, GB/T 17519 %t '
-5 ORGANON

Pancrelipase (High / Low Lipase) Formulation

A &1 H SDS %5 AT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22

TR 57-50-1 >=1-<10

SRIE —HIR B8 84-66-2 >=1<2.5

4. BRFEH

— R DS AN E I, SRR
FEREIR RS AT $H0, R

U'ON DOWMRN, B R  S Ad.
LY S i N L2
QO R A, 25 TR
s
S Ik fi DOWUANVERE R, STRIH K EK M E D 16 kb, FIR R ZTS
LR A B F
.
T AT EE AR -
TS FH AT T DR
AR 22 Aok CWAERR A, TR K EK R IREE A 15 4.
AP IREE %, WorE, BB
.
FEPN DOWNEE . RS M,
WERER, #tEs.
FH KA ek 11
ot B B FRRE DR R (g B 52 ) R R
3 ™ L HR
W N T R 5 500 i 2 ity 9 i R I e R R e
ik P % 5 AT e 0 2 R B A AR IR RS S
TRER . RN IEINREFRS A A L) .
ot R e R ) D RRUTT NNIVE RN NS, TE AT REAT TR 5 55 1A DL T N
WA NB 254 (S 05 8 1) .
XA IR O D A ENIRYT .

5. JHBHTE

KK TTHE KK e
(RSN
AR (CO2)
T4

ANETE K KA D KBRS

e fE R P DRI TE S S E PR AR R ARER, AN IR AR IR B T4 IR
B, BT IR SRR, XA TR IRIE N ER .
ANEASFHBR SR, ROANE T REf K A E LY 1L
B R IGe =] e A

A ERBE DOBREMN)
HENY)
il
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22
WEIR K K 51 D AR E M ORI EER & A 1 K K e
KA EARFT I35 o
ELZEREIT, BHRBRIEER,
.
THBH N 53 AR AR 28 4% DOEER KBS, R E A R .
{FAAN NB 3125 5%
6. RN SALHE
NGB s B sE & Mmn o AN AP
SREERET WG E W (S 7)) AN 38 & (S L 8
) o
R i D ORERRR B R

UNRERA IR 224, FIREUE Ry 1k — 20 f iR Bt
TR AL B 205 YRR K -
BUARTCIR B ™ A Y, ROE AR R .

MR EE S YR TERRDT IR ¢ TR S R A PSSR ARG 2 A A T A AL B

L P A FH Ak B A R B iRy AR (e FRAE2 RE R R AR IR
TP
Ay AR PR, BIHRESEI R T rh I ik 31— € IR BN 2
R EVEIR G-

M5 8% SRE AT BEE A T X R AR R ORI AL B, DL EE
HERCY S Ad F AR o 187 T B A7) e & B .
2% SDS [HES 13 S RIEE 16 025 T e Hh 7 B E R ZR 11
LEPSEISE

7. BIELESMHE

BIELE
PRSIt D ARSI R A AR AT AR A
RMEFED TP T W SRR Bk, BUE PRI
ol B A T 3 X D AR RS XU A TN
E7E s I REF=E I DB R R R
S/ Oy R S N 1 NN BN W QL
ANEEAFIH .
AN EPE AR I .
PRl JE BRI E Bk o
Bt TAR P BB VR I EE R, 15 R (0 Tl AR 22 4 i
AT AL
PRFF A A 5 ] o
CLZ2 BN N R [ 25 9 T G i 643 T B T i el
RO Tk
Rl 242 07 A AR 2R B B R IR L
AN P DR 55 75 25 5 A o

=iy
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Pancrelipase (High / Low Lipase) Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22

20 B PR AT K
RIS 5 it 75 L R
AN IR IR B RE R R R R A S

By 1 EE A AR B &l
g3
G AR & SRR AR .
PR¥FS A o
Yo [ R g iR I A
R LIS AR RS [E A
o SE A )
FLEERF KL ONEEHIRR R IRIE
8. iz FIMERT
6555 20 Rl S BRI ik PR B
H4y 2SO EAE | BUERIER RIS B | K
5 (CAS No.) | (EfmER) 3
JiF R i g 53608-75-6 TWA OFB 3 (>= 10 < PN
100 pg/m3)
el 14807-96-6 PC-TWA (58 | 3 mg/m? CN OEL
4)
PC-TWA ("% | 1 mg/m? CN OEL
PRy 2R
TWA (WPURPE | 2 mg/m® ACGIH
)
VEH 9005-25-8 TWA 10 mg/m? ACGTH
i 57-50-1 TWA 10 mg/m’ ACGTH
SRR R — 4WE 84-66-2 TWA 5 mg/m? ACGIH

T

MEi %
GRS ES YT

g AR RAY
AR

BERAN B A 7

AT TREIE I # MAZ R 2 BT AT, AL 25 A7 B e
MVE (GMP) SR IUHERAE, DAORY = . T AMIAST .

i A A E B BRIk &9, FEP bt & T
MEAZERITT (BT 0 A

ST A T D G L (B

U RBAT LW (1 R HE @ X, B B R PP A s B R B
HEREIR R O RE R, TG PRI R -
AR A HLAE SR

(3 A7 M5 ) 2 4 IR BB med H 5

IR TAEM S BGE S B A2 2R 52, 1 I sod & )
T HB

ARG T BE B A B A SR B S, i T T =
B A IR 2 B %

TAR ARSI o
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Pancrelipase (High / Low Lipase) Formulation

Gy (48, <4E)

A &1 H SDS %5 AT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22
R EHATHES, FRAVMER (s, BE. —X
PERARD DA G 57 kR R H oK
A5 FH 38 24 H A B R B BR AT BE 5295 Y AR
FHir
e p s b F&
% A EBRHNFE.
AR L0 R AF SR P o R R ] B Ak 2R B, VB E LR AT I I R
HEHRFE rh e RGN 22 418 % .
{EF, TEAAR A S
YL BRIE Ve Ja 5 T BT o
BRI WIZE, MO TREEHIES. AEmAN s
Ml AIE AR B AR . Tl PAE S vl BRI MR A
iz FAT B ) .
9. FLARM:
CAIRSTE TN [&5]
Bt ToHHE Tk
s To s 7okt
SRRIE To s 7okt
pH 18 ToHdE vk
K5 R/ S ToHdE vk
I 5 A R ToHdE vk
A A RIIN
R IRR RIIN

FE2 S AT RETE BT AR AR IR L

SR GRAERD FHIN
PRAE IR/ ATk bR TEHE 7k
FRAE T IR/ AT R T PR T R
AU RIIN
R RIIN
PR/ KRR T 7k
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Pancrelipase (High / Low Lipase) Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22
R ToE 7kl
R
TRV ToH s okl
1EEF /KA R 8 KHIN
H BRI ToH s 7kl
IR ToH s okl
i
BB E AKIIN
PEVERE TolRENENE
A LW R B TR S A 4 2N A AT
NTE TodE 7okt
HifE o Tk
10. FaetEmmx P
JFaR ¢ AR N S B 65
FeaE IER &M TRE.
&I B TE 2SR BETE T R K AR o
CIEST =A% ey
I3 s P 25 4 FAN ST ID TR
WEGA A
LY =R
ESA I ALY WA S B4 8 =40
11. FHEHZER
B e LI N
J B
aA
IR s 422 i
sk
WHEBA E B LT RAT 5%k,
Hy
Jik A B -

sz nEE

LD50 (CKE): > 10,000 mg/kg
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22

HA:

A O : LD50 (Kf): > 5,000 mg/kg
i BT R b s

R

St O dE : LD50 (KE): > 5,000 mg/kg

SIS R : LD50 () > 2,000 mg/kg

FERE:

St O dE : LD50 (KH): 29, 700 mg/kg

ME_HFR_ZB8:

SHL N © LD50 (KE): > 5,000 mg/kg
SVER TR : LC50 (KR): > 4.64 mg/1

SFEE: 6 /ot
WS 85

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

32 B0 RE JER R

ZH4y

JR e i

)& xR

J7i: - OECD &t 5 0 404
P L RIS

H/iE D BT R H
WA

T XK

P S L TR

PE_HR—ZBE:

e &

R D TR R
- 2 HR B 4R 405/ HR R

175 P R R
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22

Hoy:

Jik g i i

g DOSIRES, 21 RAKE

&VE DT R s

BA:

M= D

g D TCHREE H

VR

M= L

g D TCHREE H

SE_FR L

e . &

ghE R D TR

e D TR R B
WP R B 57 ket A

R RRITAR

WAEIA E BT #7928,

TP R St 488

WY N AT RE S B0 Al B2 i 9 i DR s e R R i

H5

JiR R B

Bl PN

e N

R D OPHME

& DT B
A YN ETF b a8
WA:

BEfbig R D kB

e NS

z o A

vk

VR ait] S N8 A 7
iR D Rk
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22
s DR
g DOBAME
SRFE _HR _ZE8:
MR R . Buehler &5
b e D R
R COER
g 2R
A 5 4 B 5 A 1
WA 5 B L FH1T 9.
Ha
Jik g B i
PR AN IE R T 1 D ARSI g (R 2 R ARRIE (AMES)
J715: OECD Mt S M) 471
gk g [k
VR BT B s
DR SEAY ;A A 7L 5 4 200 o 3 TR 29 A X 6
7792 OECD MK 5 01] 476
ah B [
AR T B s
AR IEHY : A G o A M AR 56
J7¥%: OECD Wl 5 00) 473
e v
VR FE TR R B s
A
AR AL DR B DR WL s (4D DNA G AMEE . R4 DNA
Ak
ZE L B
A7 PRy 35 DR 2 D DRSS AR A G i A i AR R G
Mg KR
WEIRE BN
gE R M
R
N PSR D AR A g (e B R AR RIS (AMES)
gE R M
i3
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Pancrelipase (High / Low Lipase) Formulation
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A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22
A A1 J2E IR R TR s A4y L 3h 40 20 A 35 [R] 98 A5 1 56

X _FR_ZHE:
IRAN IR B

Bom ik

RIEIAT 5 BT HEAT 2K

HA

WA:
)&
PFiRE
B3|

a5

AE _HR_ZH8:
Tl )

PFIRR

5 55 I ]

g3

AT

RIEIA 5 BT REAT 2K

ZHA4:

R e i
Xt EEHE P IR S

xR LA E RIS

2E 1 B

TR g [P 2 RAR LS (AMES)
77752 OECD S U 471
e

TR ZRAY : 444y L sh 470 240 il 35 DR 28 AR 3R 56
J77k: OECD MR S U 476
gk g ik

TR A b G (i R AR 000
J715: OECD Mk S ) 473
e

7N ER,
W Chrek/ i)
24
Bt

N
Ik fk
103 &
[

WA P AR HE B 1 0
g KR

PFIRE: BN

g5 [

vk BT R R

MRA: IRfR-R LR E
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Pancrelipase (High / Low Lipase) Formulation

-5 ORGANON

A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 BVIgmE HH#A: 2019/11/22
g KR
AT PN
gE R M
vk TR ) s
BA:

XA LA E IR

PR _HR 71K
Kot B ) 5 M)

XA LA E IR

RIS T RAEN- —REM
RIEIA 5 R ERET K.
RRGESE RAENE- REZM
RIEHUA 5 BT T 03K,

HELHEN
Aoy

Ji% Fi By
FiltJ
NOAEL
PR E
Ery A |
WARES

#iE

TER

MR Ris-IG LR E
g KR

PREFIRE: B

gL T

AR AY P AR B HE B 1 0
g KR

PR AN

J77%: OECD Wik 416
e

TR EHG-HR LR E
[N

REIRE BN

gE 5L M

MAAKAL: IRRG-RR LR B
FhE: %R

YRt bkl

g5 5L T

N

> 100 mg/kg

LN

13 4

OECD 3571 408
R A I E R
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 B H 3: 2019/11/22

s N

NOAEL © o >= 2,000 mg/kg

PFFiRE D R

FFE[a] T 28 K.

WiRES . OECD JUWiX5: 0 410

AP HR — 2.1

e N

NOAEL © 150 mg/kg

PR IR N

TR I 8] © 16 F

WAEE

WA B B L TIHAT 52K,
12. &F%FER

AT

Ha

JiR e R -

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

BRI Al 96 /N
J71%: OECD ik 5 0] 203
v TR s

XA HANK AT MEBNY) © EC50 (Daphnia magna (7K¥#%)): > 10 — 100 mg/1
(O T FRI ] 48 /N

772 OECD il 5 ] 202

v E TR s

X R R /K AR : ErC50 (Pseudokirchneriella subcapitata (£%3)):> 1 — 10
mg/1
FEFRIFIR] 72 /N
75 OECD Mt 0] 201
FvE s BT R B B

NOEC (Desmodesmus subspicatus (£%)):> 1 mg/l
LGRS A 72 /N

7% OBCD ik 201

FVE: F T I H

X} I . LC50 (Brachydanio rerio (BEH ) ):> 100, 000 mg/1
FEFEINR]: 24 /NI
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22

AP HR — 21K

Xt 1 2 1P 7514 © LC50 (Oncorhynchus mykiss (4Tf#)): 12 mg/1

SEFRISTA]: 96 /N

X K IE AN EAB K AETSFMESY) @ LC50 (Daphnia magna (/K#%)): 90 mg/1

= FFENF[A]: 48 /N

X R /K AR : ErC50 (Desmodesmus subspicatus (Zki#)): 45 mg/1

BEEWE: 72 /NE

EC10 (Desmodesmus subspicatus (%¢#:)): 9 mg/1
RFEII): 72 /NS

R R (181 ) © NOEC (Cyprinus carpio (#£f1)):5 mg/1
FRFRI ] 28 K

B

Sk AN Het K 4 B HESIY) @ NOEC (Daphnia magna (Ki&)): 25 mg/1

FIEEE (2 PEEEE) FEFEI A 21 K

FEA A REAR

25y

JR FE B

LW R fR e DGR PUEAE YRR AR

SRR R ZTE:

e R fR e DOEERL P BRI
RV fEE: 94.6 %
RFEWE: 28 K

EYERE S

2.5y

Ji% FiE B

1EFEE/ K AL R EL : log Pow:< 4

FERE:
1EFEE/ K4 B R 50 : Pow:< 1

AWE _HR _ZEE:
1EFEE/ K4 i R 50 . log Pow: 2.2
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Pancrelipase (High / Low Lipase) Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
1.3 2021/04/09 5325749-00004 B H 3: 2019/11/22

TR HER M
TeHE TR
HAMEHEEM
TeHHE TR

13. KRB

WEBHE

E A=A DRI,

15425 D PR AR AR IE S V] R AL R TG AR Bl AL E .
WA ANER : Fe R Ad = AL HE

14. BEfER

PRyt
F:3Z (UNRTDG)
AN £ [ T A HE

2235 (TATA-DGR)
AE R GG BE

#&3Z (IMDG-Code)
AE R GG BE

% (MARPOL73/78 A%1) FM] 1T F1 IBC LN
AT T LR AT

E i

GB 6944/12268

ANE N 6 it 7 B

R B T
RIIN

15. EHER
BERER
RNV B ¥R ¥

RS ETHEXFHRFIERER:
AICS DORME

DSL

IECSC

AR E
AR E
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Pancrelipase (High / Low Lipase) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
1.3 2021,/04/09 5325749-00004 ) H#A: 2019/11/22
16. HAhfERE

HMEE

Z2 R D ONEREAREE, HUERVET R SDS. OECD eChem |7/ Msmtif

REER, DN E B E, http://echa. europa. eu/

H 3% . £/A/H

FRENE FES

ACGIH D REBUF T DA R 2 (ACGTH) Z B FR{A (TLV)

CN OEL D IAE A ER RPN IRE - A ERER

ACGTH / TWA D8 NI, IR INACT 1A

CN OEL / PC-TWA D RTINS R

ATIC — KA Tk 2 & B ANTT — EL7G [E K s LA ASTM — SEE AR SZE6 2 ;
bw - fRHE; CMR - U@, SCRAMSAEBEYR; DIN - EMEFRHENS:S, DSL - MEKEN
R 455 ECx — Bl x%RUB M ELx — Fl#E x%BN AT ZE; EnS — B2t ; ENCS
- AARWANHFY 4T ErCx — 5142 x%E KRR M ERG - MadEF; GHS - 4xEkib
G o SRR AR, GLP - RAFSLIGE ML, TARC — EFREAERT NI ; TATA - EFRAES
B2, 1BC - [E bricsia i fa ik S o A s F s & 0 ;. 1C50 — Mk &, 1CA0 - [H
PrECHAT A 22, TECSC — FHEBLA Y45, IMDG - [HFrifgis e iedy; M0 - EPRigH
ML, ISHL - HARTNZ e E, 1S0 - EprbrrEfbd4y; KECI - #iE PG L FY IR 4 53¢ ;
LC50 — MR N E B ; LD50 — MK AFF Bt E CEEEIEE) ; MARPOL - [EFRES
IEARRE S YA ) noos. — RAFIAK; Neh — ZFHAGF; NOWEC - BRI W CHE) {EH
WEE; NO(MEL - Err L (5% fERFI&E; NOELR — TGl WLAEH fifar 2 ; NOM — SR 7582 4Nk
NTP - EZEX BRI, NZToC - Fiii =Y i4 %, OECD - &P G/ES kAL, OPPTS -
BYE ARFEEDR S AE; PBT - FAME. AV EREREHENYR; PICCS - FEHE
e 5 EY R A, QSAR - CGE&E) ZM—iGMEX R REACH - BRI SR E LSRN TH
SEEEM . AL BBURIR &AL (EC) 1907/2006 5 ; SADT — HNGEfRIEE; SDS - %4
AR TCSI - SIBEEAILSYRIEM: TDG — MGz TSCA — ZEEAG HW R EHNE:
UN - BLAE; UNRIDG - BR&HECTak s m @i 5, vPvB — mrke AR m A4 ZAUEY)
Ji; WHMIS - TAESpRTfals ifs B RS

HIEY

PEBA RN AT, A 2R U] S (SDS) T A 2 H IR AL B R To R . Bf5 B R %
SRR ML NI . sk, AAEMRATIER, AR B CRIESS S5 R B B .
BROSCARUESS, BEREMNEE R SA SDS T € KR EMBA <, 2 SDS HAIAT RS T
A RHE A S TARATIRAERS, ORI ER TER . FHRH ™ R B AR i P85 T i o A5 P 14
BfE L A DA T SR RIS BT, AR P 2™ i SDS MPRHFE PR PEAY (A
EHD

CN/7ZH
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