ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-0001 1 MEVERE: 2019/11/22
1. {e2RERUSHHIESR
EFRDEF : Pancrelipase (High / Low Lipase) Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{2 R D GHS 5%7

REBEM. /R D RH2
RIcxT 2EELBEE B @ X752A
B

R 25 B VR T D Ra
KERBEEME B (& D RS2
%)

GHS SRILEFH

BRERXIED VR : %
EEMEEE D fEkR
ERAEEMIER © H315 R IE%IE,

H319 & L \BRRI#K o
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-00011 MEAER E: 2019/11/22

H334 IRAT B ET LILF—, FA () BRIFFFREEHEZEE
SIETN,
HAO0T KEAEMIZFEH.

= .

Ij:_u;.\E % . fé*\.‘r%
P261 LA ME/ TR/ SR M/BR/ RATL—DORAZEE
T4 &,

P264 Bk MEITREZFZ K <ES 2 &,

P2I3 IRIEADMHEZ BT D &,

P280 REEFR RERE RE@DZEAT S &

P284 MM R+ 11356, BRFAREREZEFERTHI L,

[CREE:

P302 + P352 HIEICfH&E L1=1BE : SEDKTHS Z &,
P304 + P340 RA LT=15E : ZXOFHELIGATICE L. FRL
PFNRBTKRESESZ L,

P305 + P351 + P338 ERICA - 7-15H : KTHOBEERERE
S5C¢, RZaAvB Y FLURZBEALTWTESIZNE S5
BlINT L, TDRIEXGEERITH L,

P332 + P13 RERIBEMNE L-15E : EMOER/ FUTEF

32 &,

P337 + PIIERDRIHEMN LI5S : EEIDZR /" FLHTEZIT
5 &,

P342 + P311 MEORICES T A ERAH-15E : EERIZERT S
to

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

B

PS01 REY . BHREARBSNLEBRICEET S &,

GHS FEIEE L E LM DERB S
EEGHERVEEENDFE | BMLAZDRENEREHEICALIEETNADH S,
BEEREOHE

3. MERUHSHE#

fL2wH - RAVORE . RAW

A5

%% CASES ZEEG WY  |EBRATEE
&S

NN L) N—F 53608-75-6 >=70-<80

LY 14807-96-6 >0-<10 1-468
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RET—HAI—F L
Pancrelipase (High / Low Lipase) Formulation i ORGANON
RES HETH: BBES miiEET A 2023/09/30
8.0 2024/03/28 5325826-00011 MEERR: 2019/11/22
N 57-50-1 >=1-<10
28 —F 9005-25-8 >=1-<10 8-98
JALBSIFI 84-66-2 2.1 3-1301
JoELYSya—i 57-55-6 >=0.1-<1 2-234

4. [HRIEE

—RRET FNA R

RALF-GE

REIZFELIGE

RBICA-=5B&

RARAATIBE

AMERRCERMEERDOK

HLERGTHIRER

WRHEZT 2B DRE

EEICH Y SFAFEEEE ¢

EHDBZEO, SONTChBWEEZFELICEENDZES
25,

ERMNRSICIEE. TLERHIHZBEX. EMDIETE
25,

WULVAATEIGE. IR EROGEFA~BHT S,

IR L TULVEWNMESIZIK, AIMEREZRT .

RN RE LSS CIIBERAZITD,

EBRNEEXZ(T 5,

EM L1588, BEBIZZENDKTLLELCEDL 15 DHEEESE
HLRLENS, FBELERREAZR <,
EENEEZ(T5D,

BERAORICKREEXS.,

HEBERT BRICTERICTES,

EM L1588, BEBIZEZENDKTALLHECES 15 DBEZ%
WiRT,
HEICTESHEICIFE. a2 FLUXERY AT,
EENEEZ(T5D,

MARAATZEE . BEBICHAELL,
IERMNBENDIGEICIIERMETRREZ1T5,
KTAELLTT

RERI#.

38 LRI
WATBETLILE—, BA (H) BRIFFEFER#EZLT
B,

BEOCEEE. BFEOME LOERES FZIEKE. |
EX%., RISRBEHAETSMERE) 2B E5H8END
YES,

HMOERAZEEIBELNDREITTIEZIL., HESATLSRE
EXREFERTSLE, BEOWERMENHDBHEIE. HE 8D
WYL EANREEEZSEBOZ L (IEE 8 %38MH) ,
IHBEEBLIUREREEZITH &,

5. KKFFDIEE

W73 H X F

KIEE
fit 7 )L —)LiasE A F
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REF—5y— b

Pancrelipase (High / Low Lipase) Formulation

RE= WETH:
8.0 2024/03/28

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
5325826-00011 YEERABR: 2019/11/22

0 TIEAR DR LVH K]
BHEORKREEM

BERBERIEY

—BLRE (C02)

SR H KA

REERDIK
BLADERERT S, ZRBPITTHLEOMME CA DS
HLTHYBNENEET 5 LM LABRROBRAH S,
BIRKICE BEAIE, MKABL B Y RO LY S
BOT. FoTIRELAHEL,

MR~ ORELRECEERIETBELH D,

RFREIEY
EREEY (NOX)
REERIEY

BEDHXAE WGORN & BHQIREICIE C TEYGHKFRERL S,
KAHDBREAANT H=DITKEEET S,
RETHNIEREBEI VT FERKBEEN ST,

R BEESEDH &,

HRZEITSBEDRE KKBFIZIE, B RHFEERT 5,

REEZFERAT .
6. RHFDIEE
AMKIZHT HEEFE. RE © RERZEAYT S

BERUVRARREE

RIEICHT HEEEE

HLRAHRVHEDFERD

2

RELBMYZLDT KA R (BT %38) ., AARHE
BO#REERICEN (IRE 8 Z23H) .

RE~ADOBHZERITSH &,

REEHALTHL, BAPIENZELEDH D,
BRINERRFKEREL. BHT 5,

mHEAE L CERTELGMEEE, MABBRRKISERT 5.

CENELDOERNFITEA. FEN-HTELT. ZKRPIC
MENE T DER/MBICINZFET,
BAZEZOHITEML T, MENBTRICADESICLEL &
Do

FEELRRINM TR EE S,
MLADZESHADREERITS (THHE, HLADEEL
REODEEERICLDFER
MLANESFICTHLLBEETHRESIND LEREDERES
MR THDT, RAICH LAZERBIETELESAEL,
REYMEZELRRINFITHRET S &,

ABIZERE., BETIHEICIE. SFEARESSVEDR
BlIZfE>THIEBTE L, TORBICERINF-YMEIZDOL
THEKTHD. EQORANEREINEIHNEHERT IHEN
H5

ASDSDIEB 1I3H LV 15IZHELT, ABBRAKRE L UVE®D
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/03/28 5325826-00011 #MEERA: 2019/11/22

EREOEZEDY .

1. BREVWERUVRELOITE

kL

B TRt 3R D BESHLSBEL. BHEARARMIBIKLERESIERIIT &
nH5,
B, EE, FREAFEFESERKL EOBEY LT
HBEZET D,

BFHR, £RBRK D BYULGBRKREEOT COAMEAT 5,

ZEREESEIE D ERBRKRRIZH L,
MLA., B, AR, SR, ZRBLLLBFERTL—DORAE
BITHZ &,
BRAAFELY,
AR& DEfMZERIT S,
Bk RIEIREZLCHES 2 &,
BISBREREDHKRICEDE, EXEHOHERLUREHED
ETREIHORYIES Z &
BREFFALTHELCIE,
TTIZRENMETWE A, BLEURER, ZLIILX—, BHF
FZIIBEHEMEFERIEEICHNY OT VA, FRBZREME
FIXBREMEDERICOVWCEMICEZHEZTHIRENH Y
9,
MLADEREEEZBHEITS,
FARALEWMEEICIEBRRZHAOTE
BORENENDERSTS,
HESHMEBICH LTFHUREFEEELDHI L,
FNOREMEHLL, RE~NOBREZEHR/MRICTIELSE
295,

i =] 8¢ D EREE

BEXE D BEOERDPICIEEMEADIE EOUREENH HBEIE.
EEGFHFDELIZTA IV VI VRTLELIUREY Y
J—%HREBELTLESELY,
FRABIHRERUVEEZZILT S,
FBRINERKRITBERT SENKET S &,
T7o)TA4OMBEMEARL—LaVIZE, To9=7a
vha—)L, BEUIGEASLESRE, BULGKRLES LVFE
ZBREFIE. EXRFAER. EXERLEERFOERD L
Ea—%¢8CELAHYET,

RERREEH L EYESRILODVNEREFRICANTE S,
BZLoMYED S,
FZEDHEICE->TRET 5.

EMEIEHE D ROBFFBEEVNSLLITRELAGLY
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON

RE= WETA: BEES: AiIEIZRET H: 2023/09/30
8.0 2024/03/28 5325826-00011 MEERHE: 2019/11/22
sRER L
RERRHROUEMH BSREVWHE: FMRATL,

8. I ERILRUVRERE

ERBRRICETIHSHRBERR/HFRRE

D% CAS &= B (RE |EBEE/EEER | HHA
&) EIHBRE
NV LYI—+ 53608-75-6 TWA OEB 3 (=10 < RER
100 pg/m3)
2ILY 14807-96-6 OEL-M (m%z A 1 mg/m* BREEXEFE
¥ EE) 2R R
)
OEL-M (¥%2 | 4 mg/m* BAREXE4L
EE) 22 (B8R
)
TWA (FEIR 2 2 mg/m’ ACGIH
)
A8 —F 9005-25-8 TWA 10 mg/m* ACGIH
FERE 57-50-1 TWA 10 mg/m* ACGIH
THRIILEBESIFIL 84-66-2 OEL-M 5 mg/m’ BAREEE4E
¥ (B8R
)
TWA 5 mg/m* ACGIH
B f ot 2R A, REERLIVREZRESTSHD. £2T00=T1Y Y
TEBILRBHRITICKYERES, WP BIIZRHVERS L
DHENHYET,
BRTONMHSLIUVEEBTELRVWIY 7ADEEMOBRH*
<S5 AT, BEAYOERBISEY GG MNABELLGY F
T W, A—F2 T4 AHFITF/NA R),
F—TonorRYyo5EHmMELET,
REA
EIRFARER B BERBEKREENFIATEAWNMEES., £=IXIE< EFM
THRNAA FSA4 DHEBENDIX BN TREINI-EEIL. IF
WREREZFERALELL D,
TANE—"4T WA FREAERERIADEEZIM1T
FOHREER
®E MEMREFR
B=E FRE_ETERTISAZLERHLEL LS,
BRDFRER YA Fo—IL RFERERFEDL LLIET—IILEEFERT 5,
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fé;—‘_ 9 :/_ F Apllhlin
Pancrelipase (High / Low Lipase) Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/03/28 5325826-00011 SEERE: 2019/11/22
EREL LCIIMEEDRIZROZLVRE, S X+, T70Y
VIR ENRRET DIERIE. BULBI—JILEFERT S,
MLA. SRXF, HLLEI7RYVILICEAEESLEND
AEEMEAHBIEEIE. T —RAL—I)LFEH LLIZZFDELID
INLI7z—RBEOTOTHavEFBALELLS,
BEERUVBADRER A= T74—LHLIEEBRERAI—FZ2FRALELL DS,

MERBEHNBHLGWESIZ, RESIDFZRIICETE, &

FBESH— AU rHEEMLTHERALELELES B, RY—T
Ly, 270y, EFR, FUOMETR—YHE) ,

BRINEAREDOHSIRRER CERIXBEYEHFETITO

TLFEELY,
9. MEMEKLEHEE

PIRR R &l &
& T—2L
R T—R%GL
RhoLEsWEDIE T—R%GL
AR BE R T—REL
BRAXITNER KRV HEEEE T—R%GL

AEAE (B, =KD
AR GRIK)

BLAZDRENGRREFRICASEENANH D,
JEEX Y

BETRARVERLRFR /AIARS

BEFEHEAD LR/ AIALR

B

BREEEOTR / AIHATR

B

BRENEBE
¥hE

F—a1L

7123



ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/03/28 5325826-00011 #MEERA: 2019/11/22

EFLE (BhFhTEER) |
REE
KA T—REL
N9 %/ —JL/ KOERIZE Y
(log {i)
ARE Y
FERV/XIIHEAZE
kE T—RL
B T—27%L
HRHRAFE JEEZH
BRI R RN
[ = AERIIEEEYME E LTIEDEINAL,
DF=E T—RL
RIFIEME
FFHA X T—AR2HL
10. REMRURIGHE
RISt RIGHERE L TIERESALGLY,
LR EMN BEDIRETIEXRE,

fElRAE RIS AT RElE

BLAZDRENBREFICALIEEINLH S,
BUOBRILERIERIST S ENDH D

BT HNEEH 2. % KTE
MLADREZEITS,
EMERME ERAEF
ERAE RO BEERY ERAELCABERDIIHM O TG,
1. HEEFEER

AREMEDHLRERROER

mA

RS %A

23501
RIZCA--1BE
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-00011 MEAER E: 2019/11/22

SEE

FIFATTRELIBRICE DR Y HETERLY,

B4

A2/ A VWAL &

ansEt (&n) : D50 (S5 k): > 10,000 mg/ke

2D

ansEt (&n) : D50 (S5 k): > 5,000 mg/ke
HE: BT s2mEIBONET—2ITHE DL

FERE:

ansEt (&0) © D50 (5w k): 29, 700 mg/ke

RE—F:

SMEEE #0) : LD50 (3w k): > 5,000 mg/ke

s @R : LD50 (o4): > 2,000 mg/ke

TRILBOIFI

SMEEE #0) : LD50 (3w k): > 5,000 mg/ke

2SS (RA) © LG50 (T k):> 4.64 mg/l
RREERERE: 6 h
HERRE: AR

AMEN BR) : LD50 (5w k):> 11,181 mg/kg

JaeELr oS ya—:

2MsEN @) : LD50 (5w k): 22,000 mg/ke

2MEME (]RA) © LC50 (5 k):> 44.9 mg/|
MREERER 4 h
HREBRRE MLA/ZR b

AMENT BR) : D50 (24 ): > 2,000 mg/ke
TERAV M COMEFLILEESMIRHDORESHEILE
LY,

EEERE/ W

B RERI
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RET—HFV—F

Pancrelipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

&S HETH: BIARE BTEZRET B 2023/09/30
8.0 2024/03/28 5325826-00011 WEMERA: 2019/11/22
5%
AW/ AVIIVACET &
& Y
Hik OECD EERH A K54 > 404
IR RIER S
e BT 2PEMISEONE-T—EIZE DL
2ILY:
| i PR
fER REREL L
JRILBOITFI
| i PR
IR RIERE AL
JoELySya—)i:
& R/
Hi& OECD EERH A K54 > 404
fER AR A

RICHT SERGRENE RAHE

CEARY Y
%
N Lvy—4:

#ER
5%

AN
&

#ER

RBA—=F:
[
fER

JRIVBSIFI:

2
#ER

%

ER~DFE. 21 BURIZEE
BT MEMSTONI-T—RIZEDILC

S
RADRFAG L

S
RADRFAG L

S
AR~DRIEE L
BT IMEMLGFONI-T—RIZEDIL
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ié;—‘_a :/_ F Apuhlic
Pancrelipase (High / Low Lipase) Formulation i ORGANON
RES HETH: BBES BIEIRET B 2023/09/30
2024/03/28 5325826-00011 WEER B 2019/11/22

JrELYSUa—n:

2 A S

faR IR~DRIEH A L

Hik OECD SERH A RS54 > 405

A VE A A f (S

REREES

FIATREAEIRICEDCRY HETELL,

0% AR R VR 1

WATEHETLILXY—, FA () BEXIEIFRR#EEZECTELTN,

B

Ry LY)nR—=:

REOTER ®A

2 Er

faR (kS

e BT AMEN LB ONET—RIZEDL

|72+ k IRAIS & B RBIEFED TR

B2ILY:

RED IR R &

2 Ek

fER P

RARA—F:

SHER R A T IFXovAtE— 3 VR

RED TR R S HEfi

2 EILEY b+

tER =45

TRILBOIFI:

HERA A T Ea—5—%

RED TR R S HEfi

2 EILEY F

fER P

JaeELr oS ya—:

HER A A T IXxIIAtE— a3 B

RRED IR R RS e fi

iE ELEY k
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RET—HFV—F

Pancrelipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

= WETA: BEES. FTEET H: 2023/09/30
8.0 2024/03/28 5325826-00011 YEERABR: 2019/11/22
e £4E
ST R

FIRARIRELERICEDCRY DETELL,

A%

Ny Lryis—+4:
in vitro TOEEEMN

2NY:

in vitro TOEBEEM

in vivo TOEEEMN

RERE:

in vitro TOEEEMN

AR —F:
in vitro TOEEEMN

TRIBOITFI:
in vitro TOEIEEM

HEBRY 1 T MEME RV S EIFRALEHER (AVES)
7% OECD HBRAA K54 > 471

R =
75 LT 2MEILE

phf=T—2IZ&IL

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

R
B%E: LT 2MEILF

bhf=T—HIZED<

RERA A 7 in vitro Z2BAERERKER
Hi%: OECD HE&RAHA FS 4 > 473

R
75 LT 2MEILE

bhf=T—2IZ&IL

HEES A T DNA 4845 & 5T, WELMMENOF M DNA 25

(in vitro)

R

HERA A T in vitro 2BAREEHER

B oy bk
BERE: SRAHRAATEBE
R et

HERA A Toin vitro BELBYMEEFERAR

RS

HEBRY 1 T WAEM TRV S EIREALESER (AMES)

RS

HEBR24 T mEMERND

S 1EIREALEEER (AMES)

7% OECD EBRA A K51 > 411
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RET—HFV—F

Pancrelipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/03/28 5325826-00011 #MEERA: 2019/11/22
R %

JoeEvySya—n:
in vitro TOEEEMN

in vivo COEEES

RMAM

HERA A Toin vitro BELBYMECTFERAR
7% OECD FRERA A K54 > 476
R B

HERZ A T in vitro 2EKREEHR
7% OECD HBRAA K54 > 473
R

BB A T HENE AL D ERRALRRER (AES)
BRIt

HERZ A T in vitro REKREEHR
7% OECD EABRA A K51 > 473
R

HERAR 4 T EEL B ARMBR /N LEAER (in vivo MifaE R
E&)

E:. TR

B 52K BRERES

R e

FIRARREGERICEDCRYDETELRL,

B%:

B2ILY:

2

&5 %%
R & B
tER

72IBOIFI.

2
bR
R 55 i i
#ER

JoEvrySy)a—):

2
RE R
R 5% i i

E4PPS

A #H LA/ R N/IE)
25

(=33

vk

R & 1 il
103 38
P14

vk
BRARAATZIHE
2%
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-00011 MEAER E: 2019/11/22

[l2 Lt
HEENY
FATRESERICE DR YNFETEHLY,
%
AN/ RVAINACEL &
HIRICX 3 B8 D OREBRAq T R4S
B Sv bk
BERE ShAHAANTEIEE
R fE
& LT 2ELIEONET—2IZE DL
BIROEBE~NDEZE D BB T ZRMNELUVBRERES
B oy bk
BERE ShAHAANTEIEE
R e
EE BT 2PELIELONET—2IZEDL
2NY:
BIREOEE~DZE D BB T ZRMNELUBRERE
B Svk
BRERE: A AALTEEE
R fE
TRINBOIFI
HIRICX 3 B E D REBRAq T R4 ES R
B oy bk
BRERE: A AALTEEE
7% OECD HERAHA K514 > 416
R fE
BEROFEE~DEE D HERAA T ZREINELUVBRES
B Svk
BERE A AALTEEE
R E
HERA A T ZRMNES L UKBRERE
B oy x
BER: KSR
R fE

JoEL>Sya—i:
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON
&S WETH: BEES: BiIEIZZETA: 2023/09/30
8.0 2024/03/28 5325826-00011 SEERE: 2019/11/22
EIRIC X 9 B8 D BREBRAq T ZHRERESMRE
B YvOR
BERH: RARALIBE
R IR
RERODFEE~DEE D HREBRAA T ZRREINELUBRRRES
B.YvOR
BRERK: fRAHAALTEE
R E
HEEMNBRESYE (BEEIETCE)
FIRTEEAERICE SR Y METERL,
HEEMNBRSE (REFECR)
FIRTEEAERICESCRY SETEAL,
RELREEN
%
N LYnN—=E:
[ Doy kb
NOAEL . > 100 mg/ke
BEZ® D MARAATEEBE
A 5 B 13 @
ik . OECD BRERHA RS54 > 408
S LT AMES SBLENT—RIZES(
RBE—F:
2 AV
NOAEL © = 2,000 me/ke
BEZ% D RIS
IR ERRE . 28 Days
ik . OECD BERHA K54 > 410
TRILBOIFI:
[ D 2w b
NOAEL . 150 mg/ke
BEZ% D MAHAATEEBE
IR EER ;16 A

JoELrySya—)i:

[ Ty AR
NOAEL : >=1,700 mg/kg
BE5ZK D BRFAHIAATEEE
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-00011 MEVERE: 2019/11/22
"EEE?H%FEE] D25
BAAEENY
R ERICESCRYSETER L,
12. BIBTEER
HreEH
5
A2/ AVIINACEE &
aEMN . LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

PREERFfE: 96 h
7% OECD EABRA A K51 > 203
#E BLUT PELFELON-T—2IZEDIL

SOUAKEOKEESHEY © EC50 (Daphnia magna (743> 3)):> 10 - 100 mg/|
IIxt9 H& M BREREFMA 48 h

A% OECD SER A K54 > 202

% EUlTomE,r /o T—2ICEDL

EEEKEEYICxT B5EM ¢ ErC50 (Pseudokirchneriella subcapitata (#E)):> 1 - 10
mg/ |
MEEERERE: 72 h
Hi%: OECD HERH A FS5 4 > 201
HE LT 2PEIEONET—2IZE DL

RARESEERE (Desmodesmus subspicatus (FE)):> 1 mg/l
RREERFRE: 72 h

A% OECD SRER A A K54 > 201

HE FELTsmEIRBONzT—2IZE DL

ANy

asEn : LC50 (Brachydanio rerio (€757« v a)):> 100,000
mg/ |
BREERFRA: 24 h

TJRIBROIFI

AsH : LG50 (Oncorhynchus mykiss (=< R)): 12 mg/|

BREEFFRE: 96 h

SOVOEDKEESHEY : LC50 (Daphnia magna (A 3> 3)): 90 mg/|
IZxtd 5&F M RRERHERE: 48 h
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-00011 MEAER E: 2019/11/22

. KEEWIZT 5E M ¢ ErC50 (Desmodesmus subspicatus (#kE)): 45 mg/|
MREERER: 72 h

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

AEM (RSN D RREZEIRE Cyprinus carpio (24)):5 mg/l
RREERER: 28 d

SOVIEQKEREHEY © RAXEFZERE (Daphnia magna (A4 32> 1)) 25 mg/l
IZxt9 5EMH (BHESH) IREERFRE: 21 d

JREL YY) a—:
aEH LG50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
BREERFR: 96 h

SOVIAENKEELSHEY © EC50 (Ceriodaphnia dubia (22> 3)): 18,340 mg/|
[Txd HEM BREREFME: 48 h

FEEEKEEICxT BEM ¢ ErC50 (Skeletonema costatum CGEFEEEEE) ): 19,300 mg/|
RREERER: 72 h
Hi%: OECD HERH A FS5 4 > 201

SOVIAFENKEESHEY . RKESZEEE (Ceriodaphnia dubia (3>23)): 13,020

X9 B E M (BHESH) mg/|
RREERFRE: 7 d
MEMIT HFM . AEFERE (Pseudomonas putida (Y2—FEFX - TF

&)): > 20,000 mg/|
BREERFE: 18 h

REM - S8R
%

oo Ly—4:
E RN D OER- B,

JRIBESTFIL:

EofRME D WR SofEtk,
R 94.6 %
RREERERS: 28 d

JoEL>Sya—i:
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REF—5y— b

Pancrelipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

RES ETA: BEES: BTEIZRETH: 2023/09/30
8.0 2024/03/28 5325826-00011 #EERK A 2019/11/22
E R R HofEN,
52 98.3 %
MEEERERE: 28 d
7% OECD HE&RHA K5 +4 > 301F
EHEEYE
By

AL/ AV NACS 4

|m¢99/—w/mﬁm%# : log Pow: < 4
(log 1)
-3
|m¢99/—w/mﬁm%#: Pow: < 1
(log 1)
JRILBOITFI
|mT79/—»/*ﬁm%ﬂ : log Pow: 2.2
(log {iE)
JoELySya—)i:
n-449 4%/ —IL/ KHERZRE : log Pow: -1.07
(log {iE) Hik: EBELSRA| (EC) No. 440/2008, +/BZE, A 8
TEDOBEE
F—a#L
TV VBADEEH
JEEZY
thoEESEE
F—a#L
13. BELDEE
REAE
RREEY A BRAOBRFIZREWNLDT B,
BEYE TKAHEELTEES L,
FREBRUVAE TEOBRRE. VYA I ILFERIZEZEDDIZ, Ba 2+
FEEYPVIBEEICRTT S,
¥RICHEENEWMES., RERAMELTEET S,
14. B EDEE
EIRE R F
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REF—5y— b

Pancrelipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

&S HETA: BEES: AIEZRET B: 2023/09/30
8.0 2024/03/28 5325826-00011 #EERLB: 2019/11/22
k= L &% (UNRTDG)
EEES e
E&#i% 4 (Proper shipping e
name)
EE 4 48 (Class) e
B X fEME M (Subsidiary risk) el
BERE R (Packing group) JEsH L
S X)L (Labels) JEEZ S
RIEAEH El
fn2Ze&E (IATA-DGR)
UN/ID &% (UN/ID number) e S
EE#i% 4 (Proper shipping El
name)
EE 4 48 (Class) S
B X fEME M (Subsidiary risk) el
BERE R (Packing group) |80
S AR)L (Labels) JEFZ S
HakEr (%) (Pack- IS
ing instruction (cargo air-
craft))
HaEr (REH) (Pack- IS
ing instruction (passenger
aircraft))
& L #gi% (IMDG-Code)
EEES e
EE#% 4 (Proper shipping ey
name)
E&En 5 e
Bk fElR R
BHERER R
SR JERZE
EmS a—F El
BETEYE &Y - EED) El

MARPOL 73/78 MR E 11 RUF IBC a— FIC& 2 oWMAMEShHEEME &Y - F&H)
s n - KEOHMICIEIEZS.

&l AR

EDREDERGE. HE 15 23RT 5.
A DR EHE

JEER

RERLCHEREHES

171
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON

RE= WETH: BEERS:
8.0 2024/03/28 5325826-00011

AiIEIZRET H: 2023/09/30
#MEERA: 2019/11/22

15. ERES

BEER
HBAE
fElRY. HEEMRBMICSZI LA,

L&EX
B FNE

[e2%

=

=

TRIVEBEOITFIL

253

Jany—1, 2—CF—)L

106

FBRER/EE

WEENFLSIIAEY

EE

WEDHAIZRITIREREY

EH

BEEENLLEHARYME

EH

ZERREORH oh-LEWE (BRFLEFEHE)
EH

ZRREORH oh-LEWE FHREHEFEHMEHE)
JEER

ANETENI RECRVRVEETY
EEOTED 2 (FRITHRIRE9)

x4 EHE (%)

"%

BAR (AILY) (FRARR b+, AEZE >0 -<10
E3D)

2025 4 A1 AL

TRIEBEOITFIL >0-<10

BREFERTIRECRVRVEAEY

EE ST & FRITRE 185%)

x4 %
BAE (PARR b+, AEZEEY) 2025 4 B 1 BLIRZ
TRIEBEOITFIL -

BARMNE (SBMREMERRE 57T £02)
|t

B M EIEE T A

L
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ReF—2U—F A

Pancrelipase (High / Low Lipase) Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/03/28 5325826-00011 #MEERA: 2019/11/22

s EFHRA

JEELL

M7 LI ET R
JEELL
ARBRIPEFHRR
JEELL
HEBREWMEEEITE - WRE— (BKEY)
JEELY

EVRUBIMESREE

JEELY
LEYE BB SRR

SE_EEEEnE

x4 CHEE BHE (%)

| EENE DEE I 353 2.1

BEHRRERE

FEZS

KEFIEE

JEZH

R LE

fEEE LTREISh TULVGL

iZEik

fElEYE L TREISh TULVGL
BEFRERVELKEOILICET 541

(5B A% ; EREMEICIEEZES LGN
1B s COEEFEYMEICERALGL
3R UM M3 ER R %

FRERFEERN E - #AFE)

S

HEMRERBAZERN @@L - @A)

S

BEVMOLERUERICET &

EXREY

COHBOBEANDVWTEEAS VARV M) —~DEHIFR :
AICS > N
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-0001 1 MEAER E: 2019/11/22
DSL N
IECSC T
16. OO

ASDS IZENWTHBREFHEZDBMARPEDRENMERTDEEIX. EXWETHLIERE
BHEY

5| A3k D BT —4. EMESDS[CE D F—4., O0ECD eChem
R—2ILEIVERMIEEYMER http://echa. europa. eu/ D&
RIER

LRIN—Ca UL ERESNERBRANETE 2 AR THRARTINATLES,

BiI74+—<wv b+ . #/B/H

ZTDHDIREED £

ACGIH © XE, ACGIHEFRRAME (TLV)

BAEEZFAEFZS GFRE | BAEX(GERS HBREEZOHE -1 tEYVEOHBTEE
)

ACGIH / TWA o 8 EifE. BEREMETY

BAEEXRGERS (FRE | HBREE

&) /OEL-M

AlIC - A—R FSUTOIELEERA ARV LY WNT - TS OILEREEME], ASTM - X
EMEREGS, bw - (AE, OMR - RHUH. ZERME. £EEHELAHDI LN D%E. DIN -
A VRKIGaEE, DSL - ERMEYR L (BhF4); ECx - FED XWORIGFERIFT EEX
HNDEE: ELx - BED XiOREERIZTEEZONDIAREE, EnS - BEABORT D
—JL; ENCS - {t B ZDEETFILEME Y R +; ErCx - FED XWOREBZEZRIZT EEZEZONDE
&, ERG - B2XIEDFEIE; GHS - HRFAF X T L GLP - HEREMEFRE, IARC - EE
NATHEHES: TATA - EEMEEEHES; IBC - BRIELZEZDESEEZED-ODMMDOIEE
RUREICET 2EFE A, 1650 - 50%fEEFRE, ICA0 - EEERMZEMREE, IECSC - HEIR
HitEHE 4L INDG - ERELERYIRIE, IN0 - EEEBEME; ISHL - $BXRLEEE
(BX); 1S0 - EFEZE{eHE, KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (FHEEE) ; MARPOL - MAAICK BB L DIHIED=HDEREEF: n.o.s. - i
MEBNBHTRINTWSEDZERRC; Noh - FUFEA] NOAEC - EEEHZERE, NOAEL -
EEEMRELANJ,; NOER - EFEMZEAR/EIE, NOM - A F 2 aaKRA NP - XEE
KEMETOT 5L NloC - —a—S—5 > F{EEmE SR, OECD - #2:%1% HEas#4iE, OPPTS
- tE2MELREM - AFHIER, PBT - 8o MM - £AEREM - A5 WE)  PICCS - 7
A DEVIEEMEAS RN ) —; (QSAR - (EEM) #:E&EEMHE: REACH - L HEDE
$%. FTMf. 32 W KUEE (REACH) (ZBE9 %3#RA| (EC) No 1907/2006; SADT - B hNES fi#
BE, SIS - & TF—2L— b, TECI - 2 A IZBRTFEDILEMED A VR 1) TCSI - &&1E
B R M) —; TDG - EIEYEE; TSCA - BEWMERFIE CRE); UN - E3&E; UNRTDG
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ReF—2U—F A

Pancrel ipase (High / Low Lipase) Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/03/28 5325826-00011 MEAER E: 2019/11/22

- BESERYEEES. PB - FEICHABRUFEICEERNLE. WHNIS - ERGREKH
EMMERRIAT L

CORET—RI—FUUAT TSDS) &0V5) TRIMT HF|MUT TRFEH &0V D) K. FEH
BERICENT., BHOKEOHNH. FHR. RMESDLETERTHASEHIHLEZLDTY,
AERIT, BROZTEGEEL., FH, LB, RE. Bif. BEERVFERICETISHIF R E
LTOAERSNTEY . WHALBSRIERIIAEREEZLTHLOTEHY FHA. KIEHRIL.
SDS DEREFIZRENTLAIRESNHAICETILDOTHY . SRAHUGAMORA EBAT
HET, XETO0EAPTHEASNBIBE. AXHRITERAGZVRY . BRICEG GO ETREMS
AHYES, AEBOERAFSMICEV TR, FERRVHERZEZTEZERY 55812, ERES
MORRERBICEITHIAEGOBYZTMZEHT, FRESLDERT 5HETORENRKER
[CHTEHARHBOEMZL., FH. LB, RUOREIZOWNT, EEEVEY,

JP /7 JA
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