ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation # ORGANON
&S WETH: BEEXE: BIEIZRETA: 2020/10/10
4.0 2021/04,/09 5325826-00004 PEERKA: 2019/11/22
1. {eERRUESHER
LZERDETR : Pancrelipase (High / Low Lipase) Formulation

HicE O AH. FRRUEEES

HBBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
4R ik & UME A L 4l R
HEERE D EER

2. EIRAEEOEN

{250 GHS 2%

REBEME/REE D Re2
RICHT OIEELEGE R © EH2A
R %

FOR 28 R AF 1 R
KERRAEE BH (B D R52
%)

GHS SRILEFR

BREXIEVRIL : %

R EE D fElR

ERAEMIRER : H315 RIEHIE,
H319 58 LVER IR,
H334 IRAT B LT LILE—, A (K BXIIMFEREE® %R
ZFBTh,
HA01 /KEEIZEHE,
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
4.0 2021/04/09 5325826-00004 DEERB: 2019/11/22
IRES REHE:
P61 B LA ME, HR IR EES AT —DRAER
+TaZ &,

P264 ERik WMEISEEH K CHES 2 &,

P2I3 IRIE~ADMHEZ BT D &,

P280 REEFR RERE RE@DZEHAT S &

P284 M AT+ 115156, BRFAREEZEFERTHI L,
CaEE:

P302 + P352 HIEICHH&E L=1BE : SEDKTHS Z &,
P304 + P340 LA LT-1BE : ZXOFHBELIBZATICHE L, FRL
PFVNRBTHRESIES I &,

P305 + P351 + P338 BRICA 21154 : KTHOREER %
52¢, RZavEY PLURXREFFERLTWTARIZHNE S5
BIINT L, TDRIERSEERITH L,

P332 + P313 HERIBEMNELI-5E EEIDEE /FLHTEF

T35 &,

P337 + P ERDRIEN R < I5E : ERDZR/ FUTEZIT
é:to

P342 + P311 FEIRIZRET AEKRMNHI-15E | EEISERKT S
to

P362 + P364 B IN-KFELHE, BERT HIGEZIX%E
95

B

PS01 REY . BHREARBSNLEBRICEET S &,

GHS FEIZEZE L E WML DERB ST
EZUHERVEESNDFE | BMLAZDRENEREHEICALIETNADH S,
BEEEOME

3. MERUHSER

LEmE - BAMORE . RAW

%)

%4 CAS &5 ZBE (b w/w) BHRATRERE

55

Koy L k—€ 53608-75-6 >=170-< 80

2D 14807-96-6 >=1-<10 1-468
| B2 57-50-1 >=1-<10

28 —F 9005-25-8 >=1-<10 8-98
TRLBSIFIL 84-66-2 2.1 3-1301
JoELYSYa—)L 57-55-6 >=0.1-<1 2-234
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA: 2020/10/10
40 2021/04/09 5325826-00004 PEFERLE: 2019/11/22
Il | | |
4, GRBE
— R 7 KN R D EBHOBEY. AN T BN EEEFELIZEEDLES:
S5,
ERARSICHEE. FHIEEMAHIEEL. EMDIETRE
2+ 5,
WA L84 L RLRAESA. SREEEOBTABHT S,

MR L CTUOVEWNMEEICIE, ATMRERT .
FERAEELIGECIETBRBRAZITS,
ERELEEZ(T5,

REIZHHE LI5S D EfL-BE. EBIZZEENKTALECESL 16 DREKEE
HORLENS, BELERKRE#AZR S,
EBRLNEZXZ(T 5,

BEAORIICKREES.
HEFBFERT HENELRITES,

RIZA-1=1B4& DO EfL-EE. EBIZZEDKTALECES 15 SEIEZE®
L9
BHEIZTEHEEICIE. aVE9 FLUYXERYSNT,
EBRELEEXZ(T 5,

RARAATZEE D BRBFRAATIZGE . BEICHEN G,
EERDBEN DB EICIIERHETEEZRIT5,
KTAZELLCTT L,

AMERECERMEEROE @ RERIH,

HEELGBIRER SR UNRRIE
BRATHETLILF—, A () BRIIFRE#ELZECT
BEh,

BEDCREL. BEORRSMOFEREE (FIZESE. K
EXXR. RLTEHETSERE) ZBELSELORRENSDH

YEY,
WREEZY 2EDRE D BaRESEARFELDREIEEEILL., HEINTHSR

EREZFERATHI L. BREOTFRENHSBEIE. HESD
BYGEANREREZSEOC L (HR8E3H) .
EEICH T AFANTTIEEE | XHREBSIURMEREZERTSH &,

5 KKBFDIEE

T A3 5E A . JKIEE
7 ILa—ILia:EF
ZEgkirz*k (C02)

BRI XA
80 TIEAR B 7R LVE K] D REHRDK
BHEORIKRAEM D BMLADERZEITS, ZERFICTHILEOHME CANS

BMLTBYBNENEET HEMLABBRDOERASH S,
BIRKIZCEBBEKIET, KEBNBLL B YRVALEEYT
HMDT, ToTIEXESHLY,
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R EE =

REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

;ETH:
2021/04/09

BEBES:
5325826-00004

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEER A 2019/11/22

HERERIEY

RIEERM~NDBREIREICEERETEENH D,

RFREIEY
EHREALH (NOx)
RERKIEY

BEDHKAE WGOIRR & BFDRKRICIS C CGAEY)ERFRZANS,
RAHDBRREAINT H=DITKEEET %,
RETHNERBEI VT FERKBEEOSHT,
REgMoRBESEDH &,

HRZEITSEBEDRE KKBFIZIE, B RHFEERT 5,
REEZHERAT D

6. RHEDIEE
AMEIZHT 5 EEEIR. R REEZHEAT

BERUREREE

REICNYT HEEEHE

HLRAHRVRHEDFERD

2

ZEGMYFZLNDT FNA R (HB T ES]R) . BARE
BO#REERICEN (IRE 8 Z23H) .

RIE~ADOHBHZERITSZ &,

REZHALTHD, BAPIENZLEDH S,
BRINERFKEREL. 89T 5.

mHEAE L CERTELGMEEE, MABBRRKISERT 5.

CENBDE., BELDINEBRETRVERY ., BEULES
IZBL. BET D,
MLADERFADORBER TS (TaHE, MLADEREL
REODEEERICLDHER
MLANZESFICTHLLBEETHRESIND LEREDEEY
WM TH5DT, RAICHMLAZERBIETELELSAEL,
RS ZHE., BEITIECE. SHAFEAASLIVEDR
AlCfE>TAEBT S &, TOMBIZERIN-MEIZDOL
THLRBETHD, EORANBRINEINEHERT ILEN
Hbd,

ASDSNDEE 13HKLVI5I2HNT., ABABRKRELIUVE®D
ERHORESHY

1. BEVWERUVRELOIEE

:E7 A
BAtTr xR

BFrER, 2KBRK
T IEEIE

HESHASHEL, FEBEFRAMIBIKMLEBEESIESEII &
"Hd,

BERGER, &, FREFREESER G EDEY G T
HBEZHET D,

BULBREEBOTTOAMEAT 5,

RIEOKMRIZA ALY,
MLA. B, AR, SR+, &R
W5 &,

fHLLLLEFRTL—DORAZE
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REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

R EE =

4.0

;ETH:
2021/04/09

BEBES:
5325826-00004

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEER A 2019/11/22

e i [ ¢
BAEXE

EMEIEME

RERRHROLEMH

BRARAFELLY,

REDEfERITS,

BkWRIEIREZLCHES 2 &,
BISBREFREDHERICEDE, EEXEMHOBHERLUREHED
ETREICHORYIES Z &

BREFHLTHECZ L,

R 2DOREY X3 5BEMENT TIZTEOH LN TS AL
IR RDREMZERY HZSEZICEL T, EMICHEKT 00
EAHYET,

MLADEREEREZBHEITS,
FRALAEWVSSICEBHRZEHOTE L,
BOENEMNSESITS,

HESMEBICH LTFHUBFERELES L,
FNOEREMEHILEL, BE~AOKHEER/NMRIZCTEEL5FE
295,

[ 2]
BEOERADICIEEME~DIE EOFREENH HIEEIE.
EEBFDELIZTA ISV VI VRTLELUVRE Y ¥
D—%#HREL TS,
FAPIEIRBRUBREEZZIET S,
FREINEKRKRIIEBFERT SHIICKET S &,
T7o)TAOMBMEARL—LavIZKk, To9=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
ZBREFIE. EXEHEER. EREREEERTIOEROL
Exa—%&ETCRELHYET.

BWPHESRILODNERBIZANKTE L,
BELONYED S,
ZEDOREIZR->TRET 5,
ROBIEHE V- L LIZTREELLGL
SRER L F

BSREVWHE: FMRGL,

8.

(X< BIHLRUREHE

ERRRICETIHSRERR/FFRRE

5%)

CAS &FS 1R (RN | EERE /AR | H#
) E

oY L) R—E

53608-75-6 TWA OEB 3 (>= 10 < RER

CA)

100 pg/m3)
CYW) 14807-96-6 | OEL-M (]t A | 0.5 mg/m’ EEN-ES
438 CA) = FBER
)
AR 1 IEME
OEL-M (%% [ 2 mg/m’ BAEERE

2 (HER
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation W ORGANON
RES METH: BIBES: FTEZRETA: 2020/10/10
4.0 2021/04/09 5325826-00004 MEVERB: 2019/11/22
| | | B
FEMTER: 5 1 TEME
TWA (PR | 2 mg/m’° ACGIH
)
25 —F 0005-25-8 | TWA 10 mg/m* ACGIH
i 57-50-1 TWA 10 mg/m’ ACGIH
JALBSIFIL 84-66-2 OELMW 5 mg/m° BAEZEE
28 (HER
)
TWA 5 mg/m’ ACGIH
BAESE 3 D HR REERLIVREZREST SO, £2T00=TY Y
SEBERBRAICEYERSN, P BRICRHVERSA
ZRENRHYET,

BETONHBSLIVEETELVIY 7TADEEYORE*
<5 AT, BAYOERBICSEYLMGIEMNABELRZY E
T Wl. A—TF T A RHEHTINA R)
F—TonvrYyo5EsMELET,

RER
FEIRFARER D EULBFBERLEENFIRATELRMGES. XX EFTE
THZEHA FSA VOEENDIEENTEIN-EEIE. FE
WREREZFERALEL LS,
24 NWE3—247F MR FREAMERIADESE2M4 T
FOREER
ME it 2 1 F 4%
k5 FREZETERTHALEERELELL S,
IRDRER Y4 Fo—IL RFERERBEDL LIZT—IILEEFRT 5,
FEREL L IIEERICROZMRE, S X+, T 70Y
W ENRET BIHE(X. BRI ILEERT 5,
MLA, SR F, HLLEFI7OVILICENEESLSNS
AL HBIBERIE. FJ—AL—ILFEL LLIZFDEHID
L7z —RBOTIOF oavEBFERALEL LS,
RERUVEADRER A=T74—LHLLIEERERAI—FEFERALEFL LS,

MREABHLEVWESIZ, EEINDIZRVIZEDE, &
FBOH—AUbEEMLTHERALELLES B, RY—T
Lyy., T7R>, RFR, FIMETR—YRLE) .
FBRINF-AREMDHIKRER CIEEILEY L AETIT-
TLEELY,

9. MEMETLFHEE

PIRAR AR
&
R

EA




REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

RE= WETH: BEES: BIEIZXET H: 2020/10/10
2021/04/09 5325826-00004 #EER B: 2019/11/22
R LE@EDE T—32%GL
AR BE R T—32%GL
BRAXITNE ARV HEEEE T—REL

AAE (ER. =KD
AR GRIK)

BLAZDRENGRREFICASIEENNH D,
e

BRETRARVERLRRE AIARR

BRAEEED LR / AT LRRAE
BREEHERD TR / AIATRIE
5l R

SRR

pH

BARNEE

HhE
BIAEEE (EpHhTEER)

BERRE
KiztE

n—-4%4 4%/ —IL/KSEFZREK
(log 1)

R

xE

Z

ZERV/ XIEHEAZE

B

B o
e

B HREE
BERE

3| E3E3

el

5T

F—a#L

FERFME

AEREIBHEEMEE LTEIBESALGL,

7121



REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

RES  &EIAE: BEES: #IE T B 2020/10/10
4.0 2021/04/09 5325826-00004 #IEERL B 2019/11/22
e
HFHA X F—aHL
10. REMRVRGHE
RIS RiEHAERE L TEAES AL,
femR e BEEOKRETIERE,
A S R A AEt BLAZDRENERBEICAS BTN D 5.
BUOBLHE E RIST 5 &85 5,
BB =S B, K. KIE,
BUADREERITS,
B ERmE B AL I
BIREELARERY IR E L HRERDIEH >R TUEL,
1. HEHHER

AREEDH L REREOER

ask

m®A

BRI Hfi

B

RIZA- =154

FIRARIRELERICEICRY DETELL,

B%:
N Ly—4:
2EE (##Oo)

B2ILY:
AansEd @0

R
2MEE (#B0)

RBA—=F:
2EE (&o)

2EEE BR)

JRIVBSIFI:
2EEE (#O)

2EFEE (RA)

LD50 (5« k): > 10,000 mg/kg

LD50 (5 k): > 5,000 mg/ke
BE BUTIYEIEONET—2IZE DL

LD50 (5« k): 29, 700 mg/kg

LD50 (5 k): > 5,000 mg/ke

LD50 (*4%): > 2,000 mg/ke

LD50 (5 k): > 5,000 mg/ke

LC50 (5 k): > 4.64 mg/|
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REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

R EE =

4.0

;ETH:
2021/04/09

BEBES:
5325826-00004

BIEIZXET H: 2020/10/10
#MEER A 2019/11/22

Apuhlic

2EHEE BR)

JoEL>Sya—i:
2MusEt 'n)

atsEE (RkA)

2EEE BR)

IREERERE: 6 h

HERIRIE: &K

LD50 (5 k): > 11,181 mg/ke

LD50 (5 k):> 5,000 mg/kg

LC50 (¥ F): > 159 mg/|

MR 4 h

HRIRE MLA/ZX b

LD50 (%4 ): > 2,000 mg/ke

TERAV M COVEFLFEEYEIZHDORESHEITE

LYo
BEEEYE/WHE

RRERI,

5

NHY LY NR—48:

& oYX

Bk OECD EERH A K54 > 404

fER R ISR

e LT 2EMSEONET—2IZEDL
ZILY:

(= PR TS

fER RIER#H AL

T72IBOIFI.

(= PR TS

fER RIER#H AL

JoEvrySya—):

2 AR

Bk OECD EHERH A K54 > 404

fER RIERH A L

RIox 3 2 EELBEME/BFRHE

58 UVAR RS

9/21
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation e ORGANON

&S WETH: BEEXE: BiIEIZXETA: 2020/10/10
4.0 2021/04/09 5325826-00004 MEVERR: 2019/11/22

%

N LYR—=E:

|ﬁ% . BRAOFER. 21 BLURICEE

e U TAMmEINSBLONET—RIZE DL

2ILY:

|E L 3

R . IB~NOFIEAL

AR —F:

|E oYX

fER . IB~NOFIEAL

JRILBOITFI:

(Ed Lo

fER . IB~NOFIEAL

e LT AMEIMNMSBLONET—RIZE DL

JoELvySya—)i:

(] s

faR . BR~NORIBAZL

i : OECD EXE&H A K54 > 405

IR, 25 R AR 1 S 3 B2 P8 R

BRERBEtE

FIARRERFMICE DR Y HETELLY,

FEIR AR RE1E 1

WATHETLILF—, FA () BEXIEIFREHEEZECTETN.

5%,

N LYyn—+:

REDTER A

& E

faR Z3k3

e FElTHMEIS/ONFT—2IZEDL
72z 2>k IRAIC & 2 BAESEAE D AR

AN

RED TR R [ fi

@ £k

LEES E4k
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RET—HFV—F

Pancrel ipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

RES ETH: BERES: BIE%ETA: 2020/10/10
4.0 2021/04,/09 5325826-00004 FIEERA: 2019/11/22

RA—=F:

REE A A T TXOTAE— 3 VR

RED IR R I i

FEd EILEY +

R =4

TRIVBOIFI.

HERA A T Ei—5—%

REDTEK R I 1

& EILEY +

fER (=43

JoELySya—i:
HERA A T

KED TR

2

fER

4 iEflaE R R

TXFIVAE—T 3 VR
B IS H fi

ELEY b

(=43

FIRARIRELERICEICRY DETELL,

B%:

AN/ RVIINACEL &
in vitro TOEBEEM

ANY:

in vitro TOEEEM

in vivo TOEEEM

B2 T MEME RN S EIRRALEHER (AES)

7% OECD RERAA K54 > 471

R =%

wE: BT IMEMSBOAFT—RIZEDL

B4 A T in vitro BABWEREGET ERRAR

7% OECD EABRA A K51 > 476

R =%

#E: BUTSMEL TN -T—2IZHEDIL

RE&SZ A T in vitro 2BHREERR
7% OECD RE&RA A KS 4> 473

R e

B BT SPEM ST ONT—RITEDL

HERS A T ONA BB L5, WAMEIROTEM ONA AL

(in vitro)

R e

HERZ A T in vitro 2BHRERHER
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RET—HFV—F

Apuhlic

Pancrelipase (High / Low Lipase) Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/10
4.0 2021/04/09 532582600004 DEERB: 2019/11/22
Eovbk
B R AAA B S
R 2
R
in vitro TOEESM SRS A T in vitro BB MIRLEE T E ERER
R 2t

RAE—F:
in vitro TOEEEMN

F72IBOITFIL
in vitro TOEEEMN

JoELvySya—i:
in vitro TOEBEEM

in vivo COEEEMS

A

BB A T HENE AL D ERRALRRE (AMES)
R et

HEBRY 1 T MEME RV S EIFRRALEHER (AMES)
7% OECD HBRAA K54 > 471
R

HERS A T in vitro HELBYMRECTFERAR
7% OECD EABRA A K51 > 476
R

RERA A 7 in vitro Z2BAERERKER
Hi%: OECD HERAHA FS 4 > 473
R e

B2 T MEME RN S EIRRALEHER (AES)
R =%

HERAR 4 T LB AR MEBR /N LEAER (in vivo MifaE R
E%)

B.YvIR

B 52K BRERES

R et

FIATREAERICEDCRY AFETELL,

%

ANY:

2
bR
R 5% e i
#ER

E4FS

A #H LA/ R N/E)
2 &

(=33
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/10
4.0 2021/04/09 532582600004 DEERB: 2019/11/22

TRIVBSITFI:

iE Do w bk

REE® D E SR

P . 10338

$E R -1 i

JoEL>Sya—i:

2 AV S
BERH® D BHRAAREEE
PR EE R 2%
R DM
HEEY
FIATRESIERICE DR Y NETEALY,
%
AN/ RVAINACEL &
TRICH I B2 D REBRA 4 T R EEEEER
B Sv bk
BERE ShAHAANTEIEE
R e
HE: BT smanrodonk-7—422&ED<
REDEBE~DEE D BB T ZRMNELUVBERES
B ov bk
BERK AP AATEE
R e
BE BT 2pELIEONET—2IZEDL
2ILY:
BIEOERE~DFHE D BB T ZRMNELUBERE
B Svk
BEREK A AATEEE
R E
TRILBOIFIV
HIRICX 3 B E D RERA A4 T iR AEEEEER
E:Sv bk
BERE thAHAALTEEE
7% OECD HERAHA K54 > 416
R fE
BEROFEBE~DEE D HREBRAA T ZREINELUVBRES
B Svk
BERR SR AATEEE
R fE
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RET—HFV—F

Pancrel ipase (High / Low Lipase) Formulation

RE= WETH:
4.0 2021/04/09

Apuhlic

-5 ORGANON

BEES: AIEET A: 2020/10/10
5325826-00004

#MEER A 2019/11/22

PEIRICK S D&

JoEL>Sya—i:

HEB44 T 2B L UVBRERER
& oyx

BEZIR: RIS

R pEM

g4 7 SHAEBEMERR

B.YvOR

BERE: A AALTEEE

R et

HEB44 T 2RI L UVBREREE
B YOR

BERE: thAHAAEIGE

R et

FERMESESTE (HEIETCR)
FIFARRELGRRICEDCRY DT ELL,
FERMEAELE (REET<CE)
FIRARREGERICEDCRY DETELRL,

RERSEH

5

N LYnN—=E:

& 9wk

NOAEL ;> 100 mg/kg

BEZ® D BRAIAATEGE

IRERRE © 13 B

Hik : OECD HERHA K> 4 > 408
e D T AmEMBLONT—RIZE DL
AR —F:

[ D Zv bk

NOAEL : >= 2,000 mg/kg

BE5ZR D HIEREM

A 55 B 28 Days

Hik : OECD HERHA K54 > 410
TRIBOIFI:

[ DSy k

NOAEL ;150 mg/kg

BEZK D BRAHIAATEEE

IR ERRE : 16 B
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REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

R EE =
4.0

;ETH:
2021/04/09

BEBES:
5325826-00004

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEER A 2019/11/22

JoELrygy)a—):
i

NOAEL

BRERZB

R R HE R

RAAVREH

vk AR
1,700 mg/kg
RAAATEEE
2 &

FIFARREGRRICE DR Y HFETELL,

12.

RECENR

AReEH
%

A2/ A VRACL 4
aEt

[xd BF M

ANY:
y:E--1kd

JRIVBSIFI:
y: &1k

SOVAFEQKEERHEY ¢

L KEEYICHT HEN

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERER: 96 h

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

BE EUT 2MELIEONET—2IZE DL

EC50 (Daphnia magna (A=< >3)):> 10 - 100 mg/|
RREERFR: 48 h

A% OECD SRERHA K54 > 202

BE BT IMEIL/FONT—FITE DL

ErC50 (Pseudokirchneriella subcapitata (#&)):> 1 - 10
mg/ |

BRERFE: 72 h

7% OECD FHBRA A K54 > 201

&% BT smEIL/OoN-T—2ICE DL

RAEZERE (Desmodesmus subspicatus (#k%)): > 1 mg/|
BREREFME: 72 h

7% OECD HERAA K54 > 201

HE BT IMENSTONT—RITEDL

LC50 (Brachydanio rerio (€737« v a)):> 100,000
mg/ |
BREERFMRE: 24 h

LC50 (Oncorhynchus mykiss (=< X)): 12 mg/|
BREERFME: 96 h
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REF—5y— b

Pancrel ipase (High / Low Lipase) Formulation

RE= WETH:
4.0 2021/04/09

Apuhlic

-5 ORGANON

BEES: AIEET A: 2020/10/10
5325826-00004

#MEER A 2019/11/22

X9 &M%

BEL (IgESE)

X9 BEME (BEEN)

JoELrydya—):
aEM

X9 BEF M

X9 BFME (BEEN)

WA T HEN

REH - oEYE
%

oo Ly—4:
E RN

JRIVBSIFI:
o R

JoELrySya—)i:

SOVaAEOKEESHIY

BEKEEMICHT HENE

SOVaAEOKEESHEY

SOVIAEQOKEESHEY

B KEEYIIHT HEN

SUOVIAFEOKEERHEY ¢

LC50 (Daphnia magna (F#A 22> 2)): 90 mg/|
AREE R 48 h

ErC50 (Desmodesmus subspicatus (%%)): 45 mg/|
BREERFRD: 72 h

EC10 (Desmodesmus subspicatus (#k%)): 9 mg/|
BRERFE: 72 h

RAEZERE (Cyprinus carpio (34)):5 mg/l
IREERERE: 28 d

BRANESZEEE (Daphnia magna (7432 >2)): 25 mg/l
RREERERE: 21 d

LG50 (Oncorhynchus mykiss (=< X)): 40, 613 mg/|
RREERER: 96 h

EC50 (Ceriodaphnia dubia (X< >3)): 18,340 mg/|
IREERFRE: 48 h

ErC50 (Skeletonema costatum CGE¥EEEE) ): 19,300 mg/|
BREERFMAE: 72 h
7% OECD HE&H A K54 > 201

RAEZERE (Ceriodaphnia dubia (2L >3)): 13,020
mg/ |
BREERFR: 7 d

BRAXESZERE (Pseudomonas putida (Ya—KEFR - TF
4)):> 20,000 mg/|
RREERFRE: 18 h

HR: ZofEE.

R SofEk,
HE5fR 94.6 %
MR 28 d
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA: 2020/10/10
4.0 2021/04,/09 5325826-00004 FIEERA: 2019/11/22
o R D ER B,
H£9E: 98.3 %
IREERER: 28 d
7#i%: OECD HEEH A K51 > 301F
£HhEREYE
5
AN/ RVAINACEL &
|n—7J‘7 R =)L/ KSECREL © log Pow: < 4
(log {i)
RERE:
|n—7J‘7 R/ —IL/KHERIREL 0 Pow: < 1
(log {i)
TRIVBOIFI.
|n—7J‘7 /) —)L Ko ECREL ©  log Pow: 2.2
(log {i)
JoELvySya—i:
|n—7]‘7 2/ =LK ERE - log Pow: -1.07
(log {i)
TEFOBEIYE
F—a1L
AV URB~OFEEN
%Y
thnEELE
F—aHL
13. BELDZEE
BREHE
RREEY D HMABAREROREICENMLST S,
FRERBRUEE D ZEORBE. VYA IOLFERIIEEDREOHIZ, BRI FEZIT1-

REVLEXREICRRT S,
FICHEENEWNVES, RERARELTEET .

14, @XEDEE

[ A

R L %45 (UNRTDG)
el e LTHRElSh TOGEN

iz (1ATA-DGR)
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ReF—5L— b A
Pancrel ipase (High / Low Lipase) Formulation e ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
4.0 2021/04/09 5325826-00004 #MEER A 2019/11/22

e E LTHRElSh TOVGEN

g _E#iE (IMDG-Code)
M E LTHRHE S TOEN

MARPOL 73/78 MiRE 11 RV IBC 23— FIZ L B [XoWMAMEShSBEME (FY - EHY)
s h - KEBOHMIZITIEZS,

& PR il

EoREDERGIX. ]HE 15258 I 5.

15, BRZES

B ER
HRhE
ek, EEMBRMICEZA LA,

E&&
BRI FEYME

=z =

TRIIEBOITFIL 253

JanRy—1, 2—=YF—) 106

FBRE/LEE

BEENBUAShIEED

JEER S

HWEDHAERITHNEZHED

JEER

EREEHLESARYME

JEER

ERFREDEH oN-EEMR (BRFLEYMR)
JEER

ZEREORBD oh-LEWE (HFREHEFHE)
EH

BAREZBENTRERRVRUVAEY
EE ST ED 2 HBITHRRE 9)

= &5 2HE (%)

| EENE - BEE I 478 >=1-<10

BREFERTIRECRVRUVEEY

EE ST & FRITRE 185%)

x4 =

| EENE " DEE I 478
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ReF—5L— b A
Pancrel ipase (High / Low Lipase) Formulation e ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
4.0 2021/04/09 5325826-00004 #MEER A 2019/11/22

HECEVERE FHHRA
JEEL Y

shhEPRRRAI

JEEL Y

M7 LI ET R
JEEL Y

AREATRE TR
JEELY
FBMREWMEEBTS - WRE— &KW
JEELY

EVRUBIMESREE

JEELY
LEYEHHITEEEREE

%1 BEELFNE

x4 = EHE (%)

| EENE eIl 353 2.1

BEHRARRE

JEELY

K EESEE A

JEELY

fafaR & ik

fERME L THRHEI S TULVR L

ek

iR E L THRHElEn TULVEL
BESEERUBLEEONHILICET 58

(Y =P8 peS . AERAYMECEH)
LT TIpES D EEBEMBEICIERE LG
o Y RONLIEEE 308

FRERFEAERN G - 8ASFAD
JEER

BEMEABHERY @ - @A)

JEER

BEEVOLEE ERICEYT 5%R

EXREY

COHGBEDFEBIZOVTEEAS YRV M) —~DREHIFH :
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
4.0 2021/04/09 532582600004 SEVERE: 2019/11/22
AICS . RE
DSL R
IECSC R
16. ZDHDTER
HiEsR
51 FI XAk . AT —4 . EA SDS [CES< F—4. OECD eChem
R—2ILE X UVEIMNEEWER http://echa. europa. eu/ D&
FEER

LRIN—Ca UL ERESNERBRANETE 2 AR THRARTIATLES,

BiI74+—<wv b+ . #/B/H

FTDDIREED £

ACGIH © KE, ACGIHPRFREIME (TLV)

BAEEZFAEFRS GFRE | BAEXGERS HBFEEZOHE -1 tEXYEOHREE
)

ACGIH / TWA o 8 EifE. BEREMETY

BAEEXRGERS (FBRE | HBREE

&) /OEL-M

AlIC - A—RX FSUTOIELEERA ARV LY WNT - TS OILEREEME], ASTM - X
E#MFAERGS, bw - AE; OMR - A UH. ZERM. £ESUELHDI LN DME. DIN -
A VBRKIGEEE, DSL - ERAMEYR L (BhF4); ECx - FED XWORIGERIFT EEX
HNDEE: ELx - FED XOREERIZTEEZONDIAREE, EnS - BEABORT D2
—JL; ENCS - It BEDEEFILEME) X b ErCx - FED XYORGERIFTEEZONDEK
K%, ERG - BERIEDFF|E; GHS - HEFAFMS A 7L GLP - HEREHEFRER, [ARC - EF
NATREHES, IATA - ESMEEEGS; IBC - BRIEFREDESEEZD-OHDMMOIEE
BUREICE T 2EMEEE; 1650 - 50%HERE; ICA0 - EEEMAMZHES. [ECSC - hER
HitEHE 4% INDG - ERELERYIRIE, IN0 - EEBEME,; ISHL - 3BXLEEE
(BX); 1S0 - EFEZ{eHE; KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%FIEE (FHEE=E) ; MARPOL - MMAIC K 2F2DHIED-ODEKRER, no.s. - il
MEBNBETRINTWSEDZEERC; Noch - FUFEA]; NOWEC - EEEHZERE, NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - AF>aKRA NTP - kEE
REME OS5 L NloC - Z2—P—5 2 FItEWE AR, 0ECD - BFIF HEIFMME . OPPTS
- tE2MELREM - AFHILR, PBT - 8o MM - £AEREM - A% WE)  PICCS - 2
A DEVIEEMEAS R ) —; (QSAR - (EEM) #:E&EEMHES: REACH - L HEDE
$%. M. B AT L UEER (REACH) (ZE89 53#RA1 (EC) No 1907/2006; SADT - B NEHNfi#
BE, SDS - BRET—2— |, TCSI - BEILEMEA R L) —; TG - ERYE@E,
TSCA - BEEWMERSE CGKE); UN - EE; UNRTDG - ERES B EE1E; vPvB - FEHIC
$OMEUIESICEETEN, WHNIS - FEBERESUHDERBRRCATL
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation e ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
4.0 2021/04/09 5325826-00004 #MEER A 2019/11/22

CORET—RI—FUUAT TSDS) &0V3) TRIT HFMUT TRFEH &0V D)K. FEH
BERICENT., BEOKEDOHH. BFHR. RPESDLETEETHHLHHLEZEDTY,
AEHIE. HEOREGIEKVL., FH. LE, RE, #E. EERVCRRICETLIHI TR E
LTOAERSNTEY . WHRSRIIRIIAREREEZLTHLOTEHY FHA. KIEHRIE.
SDS DEEEICREN TV ARESNERKICHTIIOTHY . FZAELAMORR EBAE
HET, XETOERPTHEASNDIBE. AXFRITERNGVRY . BRICEAE S G VOETRENS
AHYET, ABRBOERAFSMICEV TR, FERRVHEEZTEZERT 55HRIC. FRES
MORRERBICEITHIAEGOBEYGTMZEH T, EFREFLOERT 52FETORENRKR
[LHTHARHBOEKEL., FA. LB, RUOREIZOWT., EEEWLEY,

JP/JA
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