& Ser e

Pancrelipase (High / Low Lipase) Formulation

LB TemeE ot fafd:
1.2 10.10.2020

Apuhlic

-5 ORGANON

Y310y, | 3faH IR SR} B B ARG 23.03.2020
5325824-00003 Ugd! IR SIRI A D dRIG: 22.11.2019

1. ITE Ud HHI Bl Ugd=

geref AT Pancrelipase (High / Low Lipase) Formulation
frafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SILAGH 551-430-6000
SMATIHTC DI TR 215-631-6999
-0 BT gl EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt
2. W Pt UgaH

frafor, veRU 3R & SMITd WaRATS 9T fraaTaeil, 1989

Fffepeor

SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

Sit.¥9.99-aiffevor
TS GABRIT/ITIOT

iR 77 &fased
HTI-UYT &I UGl
SBID (T STcid TRl

SI.U9. 0. A9 dd
SIRGH BT e
Tohd s

B Tl are=

D fAumTR
: faumT N
D faUmT ]

D fAumTR

:

SRC[ |

H315 @91 § ol Sl el & |
H319 3ifEl & TeftaT STa e Bl g
H334 T gRT UGN B TR TASH T YT-INT & T&07 1 499 |
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Pancrelipase (High / Low Lipase) Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
PGS IUT B bl g
H401 STeTeR Silad & fore fage
RRIaTl T < | .

P261 sgé/ YU/ T/ JUR/ U140/ Y BT i gRT T80 B ¥ URER
|

P264 TATA & dIG @l Bl 3BT d¥g Y|

P273 QTR0 H BISH d TRER DI |

P280 I&TEH T 3R 3fia T/ I8 UgH|

P284 HTH-UYT &1 U5

3R

P302 + P352 3R € WR 8l ol G& IR UHT & o7 STel

P304 + P340 Tfe WY §RT 761 $ . AT 1 ot ga1 & o

WY 3R 919 a9 & g 3R 3 forerd|

P305 + P351 + P338 3R 3@l # Tdl 9| P 5 adb U 3

IR () T | 3R FHiede dF T & @ I= FHepra

HE 8 a R gl

P332 + P317 3R @1 WX Sla- gl FRIfredn TgrdT Ut &9 |

;37+ P317 3R 3l # S 9IR} e i Sgridr U
Y|

P342 + P316 3[R XATY-URIAM o A&UT: dahTdl JTUTdapTel

Tefor e TeTaaT U e

Ehc%em P364 Jgd HUSI HI A IR & 3R TH: TN I ugad
|

fraror:
;%01 o= %1 et Wied ae Srovd sREH A
|
3=y gIfal foreT ufvoma W= aiffe=or 7Y giani
ga1 § qgTeiiel Yo Figdl &1 Gepdl §
3. YAl BT HUSA/APRY
Terd/frsior o foyyor
g
TS A P uwy (F9) - TR | TS (FETERH) (%
wiw)

UfepTerae 53608-75-6 >=70-<90
b 14807-96-6 >=5-<10
TRAS 9005-25-8 >=1-<5
gspIol 57-50-1 >=1-<5
STSIUT TITele 84-66-2 >=1-<25

4. Yy fafesr & Iur

2/17




TR SeT 2t Lar

Pancrelipase (High / Low Lipase) Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

I GATS © 3R CHcl 8l T deid 3id 1 & dl Afghd LT I I8 B
Td &0 €6 X8 1 XibT o1 &R fRufa o Fafeaita warg o

SR GRITEUIGI ST © I WA GRT ISV R foram STQ, A droft gl gar & o S|
g I 9 g1 oY, HY wia-afy 9 9 gl
g AN A1 HTd g1 oMY, SRS ¢ |
ety ggan o

3R 91 ¥ YU g ST . UUS gF W, R @I B HH Y B 15 e a6 R AR U
TTH H 3R 1Y g} T a8 Td S IaR ¢ |
ety ggan o
YT ¥ Ugd a%d el

. QIR § U § o I ot e |

TR 3G § TU& g MY . U$ g W, X 3 & HH Y B 15 e IF o IR U
I U S AT B
3R HIede T UeH 8, 3R 37! IARAT 31 81 SR <
fafreita wgam o

SR 47 feran wime : gfe fATen 9, 99 URa 9d #R
&I Pehe B WR Fafdedta 9ganT |
U & Y Hg 3! de el HRd|

T HEdYU! AT 3R D @dl H gd I PAT 5

TUTd, T o SR 3 3t o Tofigr ST Iad Bl g
T GRT UGN H3- TR TSI a1 YT o &7 AT 4 H
HEATS IUF HR GHl g
A TFIUTR Ugd o AN SRUAT 3R 3 4 faHRI
(ﬁ@,m,mmmﬁ@maﬁ
CrARSEIE]

TS fafdren & TRemr L YA foifdredt R aTell o ST YREM TR &M &1 a1y, T
SRIH Bt YU B9 TR YT T dAfdids GRETHD ITHT
BT IUTNT HAT AT (WS 8 W )|

EIER e ANDESCRIl D e SR WEanT ¥ SUER HR
5. =M U
UG LA Hifgar SR
T gia-ufaRie
HIe SIS3AH BT
X[5h /AT T

SR (M) GIH G ATHH ¢ US| g B URT
AT F RARRT IR 4@ T3 VAP, ST WId BI JURUFA T AL ¢ ga1 A 3R
PHTH! HET H TH gl & o) fawpie & THTaT 81 Iobd! g
%@ﬁwwuﬁwmﬁaﬂ%w%aﬁm%
|
T8 3Tl BT YUd WA P i T WRT 81 Jhell g

GARAS G5 IATG! ; BRE TSy
IS SIS Y (NOX)
Tohr R3S
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TR SeT 2t Lar

Pancrelipase (High / Low Lipase) Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

3TT) T3 & faw b . 98 ARSI TN B3 S R uRFRRUR 3R S1-ur
qIATaRl & 3% d ol |
T [Ssdl Dl 38T HRA &b foIN Fe-HeR BT YA |
SR THT AT GRIE § < 31T & &7 9 &fagH deeR Fera o

T8 ! WTell HRa |
AMIIH & TR ST : 3N A S W, W939-FAR3d 4 S0 U8 |
JUHI TSI Y&Ted FUBRT TRINT D1 |

6. 3T feT® el Surg

JfFad AU, ReMdTd ¢ Aol I&TAS IUH0 TanT He |
JUHRUT TUT STATIDTA IRIEa FsfeiT sl (WS 7 37 ) 3R afdaTa qRem Su@on
gfehary & AA! (TS 8 ¢W ) BT SJUTe B |

ygfaRuity graenfar : gIdTeRul H Bie ¥ URER H1 |
Ife B JRIE, SR T 19 a1 Seep1a &1 A |
T ¢ T U Dl g1 Td AT
gfe AEayul SAHIG U T 81 Uob, I RITT UTAHTRAT D
gferd &1
THTE FA AR B AAGA | SADE Bl o & o8, T HR A1 dagH gRT 3Rrd fos A
& Uard Td Te THAT B
%frﬁwﬁﬁmwﬁwﬁ(ﬁﬁﬁﬁﬂ@awﬁmﬁ
TH HY) |
e 1 ag! R UbHd 7 811 3, TP A qaiy HEm A ardraror 3
efiet 81 IR fawpie fiygor a9 S 8|
R a1 A1 fafaw 59 verd &) famfa ok Fue &3 &
fore A 81 Tepd €, Ty €t 37 HERIgTy 3R 3Mgeayq Wt 5t
@9 yerd ) Rels & qwrs & TR A a8 S g1 39 Bl

fufa & g s R foriaw g g €1
T THSITH & SFFHIT 13 3R 15 o VI 1151 Reprgei<
& IR & THABR! UM Hd ¢ |
7. HETEA 3R WSRUI

dH-b! U ;. Qe faggd o1 8 o § SR Fefad 4a & HRu fawpie g
BEI
Uifrd gafurg 9, S &1 gadcid ASSIT 3R SisiT at
SHfT IR |

R / $a dfea=H Rk Iugad ardaraq | T #1

IRIEE g o forg @I g HUS! W A RA

BIERIEEI] Yd, YU, T, qUR, 41U, T &I I J o1 I 51|
[BUGEEGT
it H T 9 ¢

GaTe & 916 ol Dl 3BT e Y|
3B SRS TeHdT 3R GR& TATST & SR HHT, Sl
HTIRIS THHUIGR 3Thel TR TR §f
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& Ser e

Pancrelipase (High / Low Lipase) Formulation

THRUT Ty &1 fafd:

1.2

10.10.2020

Y310y, |
5325824-00003

Apuhlic

-5 ORGANON

3ifdH IR SR} HRA B dRIG: 23.03.2020
U IR SIRT &R &I dRIG: 22.11.2019

TRféra Herur &1 gikfRyfaan

39 Uerdf T o

fsd D B PR I¢ HIb W |

Ugd g1 Ydg-IRiTel safckadl bl 484 Idoih! T HAdIhRDI b
1Y BT HRA & IR § 30 s d g1 Al

Yd BT AT 3R STHEG HH Y HHEH S|

e TART H A1 81, {Ssa1 9 39|

q1Y T4 foaaH & did 9 g1 39 |

Rfae FR & Ufdgd gardrg e ST |
w@g&h@ﬁ@ﬂﬁaﬁwﬁr@,ﬁvwﬁwﬁm@
@H I

D 3R] A I ded fot g fesal 1 <

DY B TG HID I |
o=y Ity fafAodl & S AR HeRU &1

. Fufafed UeR & Meae & 91y 7 W'

RIERIESIERUIRRUE |

8. Siifew ford=ror / foeft gRam

WA G701 & AFS! & 1Y 3agq

SCRE

W T T (H9)
- TR

T UhR
(3REIUT Bl

UPR)

=1 urerd /
R
HIICYH

STYR

EEIEAREE]

53608-75-6

TWA

OEB 3 (>=10 <
100 pg/m3)

3RS

Cleh

14807-96-6

TWA (48T
31=)

2 mg/m3

ACGIH

gehlel

57-50-1

TWA

10 mg/m3

ACGIH

wrHHs

9005-25-8

TWA

10 mg/m3

ACGIH

SRR

84-66-2

TWA

5 mg/m3

ACGIH

EELREIEUNECEL]

foroht w9 &t 9

4T et =19

g1 gaeh s=rg

garf

gt Soifafie fdaon @ oRR f59eH g1 eaifad g9

RN 3R e, Hifal, 3R yafarur &t 3em & o GMP &
Rygidl & SruR Haferd fovam S =gl

Hd R = e 3R i ifa &3t (S, Siu=-%a sy
fEargw) o AT 1 WM e & g Sugad JHUd
Meififeal st B

G GHTA BT FAdH B |

L SRy R Mg IaRH Sudsy el § 31 ToUeR

&Wmﬁﬁ%mﬁ%ﬁsﬁa?wmwﬁhw%
A 4 GR& BT IUI DY

© Igad ST 3R BTe-d A YhR

D A T H
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Pancrelipase (High / Low Lipase) Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
feaoft : Sod e W faER B
i Haeft sarg L TSe XiTeS T TNTeT & 1Y YRET I=yT UgH |

3R HTH & WIS a1 TIfaafy & ot ot fRufaar, o a1 wRieed
i g, ol Sfer Tred v |
TR Y, Yo, T TR & a1 1 U ! GHIa-T &),
TRITee a1 IR Tgx BT 3T W& UgH |

91 U9 TRR Faeht Farg L et a1 yanTRITe e § HH B
IR &9 S Adg! J FA1d & fo1T B off g1 H & 3MYR TR
feaeiad o) |
TuTfad gitd s MepTam & forg i Shmfot adw-id! &1
XA B |

Tl dadt Iur D SR I ST & SR A & 60 H S BT GHET
@ BT B b WM S BT 3G O Pt yoferr iR Jrem
QMR Y& B |
TENT & SR, ST, U1 a1 4Hu 7d HR |
T HUS! B G & 916 B R I STaaTd |
giayT & THTdT daraH o Seif=are Fa=or ot gefien, 3fa
fGTd R&f IuHRuT, Iferd SIMfeiT iR ufk=ne uforarsi,
3NN Tt FAREL, faferan AR ok sgawimue

[BREL IR SEINRIBCESE G

9. Hifae ud TrafAe® ur

fegrae L3N

a1 SIS IR |

Tiey D 3T Iuds et

ey Bt Tgaiel : 3T JUH T

o L ST Uy gl

Uge/dS &1 dagaH D 8T Suasy gl

URMY® I H1 fdg/ Iqa ST JUA -Tg!

1

Wi faig o o e

refieRoT BT R D Uy el

Saa=edr (319, 19 ) © a1 ¥ GERNd Yd JigdT a1 Ihdl §

ST (R Tere) D Uy gl

I fawpic T/ IR : 8T Iuasy gl

SR T (3R
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Pancrelipase (High / Low Lipase) Formulation

Apuhlic

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
THoHfafee formie)
% fawpie dimr / el © SC1 IUAs g
SR ST (SI3R
THoHfafee! formie)
I gaTd D UEg e
U arT g9 . UaNd el
o g7 D gl IuAY T
T Sl IuAs el
g g u .
gt faergan D ST Uy gl
fayTS Turies: (@A . YA TRl
g AIe/ar)
3fieIsfirRM &1 aruHH ;o1 Iudsy et
YT &1 dIHT D STl Uy ol
igar (it
fam Rt . UaNg T8l
fqemiesd URayE . fowples 81
SIRFHIT & URIUTT : g uerd a1 iyl &t sfafteRe aiffed T8t fovar mar g
AMUIfIH YR : ST IUds g
0 BT I D ST I e
10. FRY=aT quT wfaferaar
PIREA : Sffifprariieiar & WOk & U H T e |
T fRRar D I fRufe A RR B
Rweny ufdafwmarsit . gaT 8 eI Y& Wil a1 9l §
A1 SHTRABRS Toic & Iy Ufaifehar B g 3
g9 uRfRufoal O o : I, SaTe ud Rt
Y I g1 I A |
ST ATt C IRy Teley
3ge yerdf ¥ sifay . Pls TR 1A (FoRSY) 3uge yerd J1d et
11. fawrdsn~ra g

7117
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& Ser e

Pancrelipase (High / Low Lipase) Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
TG SREUN (THIUIOR) & IR © A1 GRT U0 H=Al
EASIBEAR Y U
forTerT
3@ ¥ U
GIERGEICSG
JuA] BRI W aFifpd el
HAdYUdq:
TfepferdeT:
GIEREIREED LD50 (ZET (X€)): > 10,000 mg/kg
Clcdh:
GICREITEED . LD50 (JgT (XT)): > 5,000 mg/kg
fewoht: ue SRA IR & Ser iR 3netid
WHHS:
dig e fasmadar LD50 (IET (}<)): > 5,000 mg/kg
GEECEIRAELIESG LD50 (FIR): > 2,000 mg/kg
g
g M fawraddr LD50 (TET (X<)): 29,700 mg/kg
STEIUa RITdT:
g Mifaw fasradar LD50 (ZET (X<)): > 5,000 mg/kg
GIEE R ERCRIESGI . LCS0 (8T (RT)): > 4.64 mgll
fora™ Tma & ford Yudh (TaRTUISR) §3MT: 6 h
TRI&{0T aTdTaRur: arsq
g i faumaddr LD50 (JgT (X€)): > 11,181 mg/kg
91 & fore ergeRY S

@l & g I Bl 5|

R N1

:  OECD tdierur femnfad=r 404

O B oA

L T S a6 e W myTid
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TR SeT 2t Lar

Pancrelipase (High / Low Lipase) Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
PRI R CRR )|
gikomy : 91 H oad ol
STSfIT WTaT:
I GRSl
giomg I H Sdd ot
TR A7 afastes
i@l § Tollal ST IUel Bl g
AdYUd:
Tfpferae:
gfomy ;3 B o, ) el & iR fadd
feuoft D U S grEiEl B Sl W SuiRa
Clch:
ESIG) R RN
gfikomy : 3IEl H @ T8l
wWHHES
Tt G RO
o : 3{REl H S gt
STSfIT WTde:
I RGOSl
o : 3{REl H S gt
fewuft C T S grERE & e W yTid
YT 91 TS GATGTHUT
T B GG
IuAs SFBRI R aifferd 78]
YT-UYTH B JImSHarn

T GRT TG B R TSl IT YTH-INT b A&I0T IT 4T H HidTs Iael B bl g
3dd:

Ufepferder:

TUch (THUIER) & I D AN GRT U8 Al

IIIG] . HHEd

gfome . grdfde®

feaoft L U o grEiEl & Ser R Sutia
3 : 34T & WY ARSI 8 bl B
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Pancrelipase (High / Low Lipase) Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

Clcdh:

YU (THUIER) & I D A YUp

SIS . Mg

fRume L BUTHSD

WHHS:

e B fpw ;. ARNEORA ¢

YU (TFIUTER) & IR A Y U

PIcII] ;e o

qfomd L BUTHS

ST WRITdT:

R80T 1 e . PR T

YU (THIUIER) & I A Y dUD

Tt : e o

qfumy L BTG

SHaTy] 99 "erRidt

JUAK] BRI R aFfiepd g

3dadq:

Tfepferae:

IERIEER IS EESIEE D Tl ) fw: dadifear Seeh fausta ufvads @t o (AMES)
TP OECD URTefur femmfder 471
RUMH: BUTHSD

fewuft: ver St IrERET & e W nutid

TR0 B fhed: IRR & T18R WU B BIRIBT3 BT S
IaRad= ueor

TAPBT: OECD Utefur f=m-aer 476

ECIRIERE I ED

fewuft: uer St IERET & e W nuTid

U&I0T 1 fobe: hiHelH TaREH ¢ 34 fagt
BT OECD Uteur fezmfAcer 473
RIS D

fewgoht: wes St AT & ST W SeTRd

Clch:

IERIEERIISEESIEE L WK1 B T SITT &fd Ud GuR, WUl &1 ifkiwrsh &
AT ST HRAWUI(RRR T 16R)
giRumy: BUTES

fSHcIHaRE 3 faar L TRIET B fhe: TNy TaRRH ¢Xe 34 fagl
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TR SeT 2t Lar

Pancrelipase (High / Low Lipase) Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

IolTar: 8T (<)
TAIH R &b ;T T
TR S

R = el . e o R S G R uRad 1 9 (AMES)
o HBUTES

e aiRyet 34 faer . TRIeU B fhH: YRR & 918R WU B BIRABT3N BT S
Iafkad uieor
giumH: HundHS

RARPRE = el . e o R S el R uRade 7 9 (AMES)
TWIBT: OECD TRi&mT femfadwr 471
gRUMH: HBUTHD

TR B fH: IRR & F18R WU Y HIfRABT3 BT Sh
IaRad= gtem

TPBT: OECD Uteun f=maer 476

ECIRIERE I ED

GJ&10T 1 foo e hiHTelH TaREH ¢¥ 3 fagl
BT OECD Uteur fezmfAcer 473

RIS IREED
R RCE |
JUAS THGRI W T Ngd Tal|
3dad:
Cleh:
SIS R EGIE)
TP & IR D g o (YRR )
frda g & ford Ius 29T
(TEUISR) B3
giomH BUTHD
mgf‘uamnﬁz
LRIy : IQRe)
TENH A & T C T Y gUD
frda g & ford Ius © 103 9T
(TEUISR) B3
gfome BUTHD
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&M e e A

Pancrelipase (High / Low Lipase) Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
3 fauTear
JUAS THGRT W T ipd Tal|
AdYUd:
TIfopferdet:
3(ARdl & UHTG L TRigr &1 e al die! gredTed fawTadan sieqa=
golTar: <81 (RT)
TEAHTE & I FTd a1
giumH: FundHS
fewuft: ver St IERET & e W nuTid
TR R & AP R UG G0 3 fveT: Yoy Rig faewm|
Tenfa: g7 (X©)
TEAHTE & I a1
giumH: FundHS
fewuft: ver St IEREl & a1 W nuTid
Cleh:
TR R & AP R UG G0 3 fveT: Yoy Rig faem|
golTar: <81 (<)
TG & IE: FTd a1
ECIRIERE I ED
SIS wTde:
3(ARdl & THTG D ORIEf0T Bt foh: Gl Uil YIS e favreddn sfera=
goTifar: T (X©)
TAIBRA &b ;T T
TPBT: OECD Utefur f=mer 416
ECIRIERE I ED
T RY & e wmuvEl © 9emr & feeT: Yor-miw Ry faem|
goTifar: T (X©)
TAIBRA &b ;T T
RIS D
Tteror @t fore: yor-miey R fawm |
TSI @RI
TEH A & I T91 J Judh
RIS D
STOT - Ushd SIf@H
JUAS TSGR W A Ngpd Tal|
STOT - glexmT Siif@H
I DR TR qrifepe el
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& Ser e

Pancrelipase (High / Low Lipase) Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

U G fauTaar

HAdYUdq:

Tfepferde:

LRI . 981 (e)

NOAEL : >100 mg/kg

UGB & I S SO RE]]

oo THg & fod U 13 Weeks

(TRIUISR) g3l

NHED ©  OECD URiefur fa=mfAd=r 408

feaoft U S grEiEl & STl W Sutia

wrirs

BRI L T8 (RT)

NOAEL . >=2,000 mg/kg

UGB & I I U

fram g & ford guds : 28 Days

(THRIUISR) g3l

NG ©  OECD URtefur fezmfd=r 410

EE'FW TRITAT:

g ;981 Re)

NOAEL . 150 mg/kg

UGB & I

o THg & ford Tues 16 Weeks

(TRTTISR) g3f

Y AT

JUAK] BRI R aFfiepd gl

12. uTifRufaaTa J@=n

urfefRufae faumamar

AdYUd:

fepferde:

EENICARERIESE] . LC50 (Oncorhynchus mykiss (X781 €13¢€)): > 100 mg/l
fa amy & ford WU (TaUIoRR) §31T: 96 h
T8HT: OECD Uterur femnfder 203
fewoht: ue SRf IR & Ser IR 3neTid

ST Ud 3= Se-fed . EC50 (Daphnia magna (dTeX Tit)): > 10 - 100 mg/l

STereR fauTaan P gma & ford WU (TaUIoR) g3 48 h

T o $ 4 & e g 202
fewoRt: wes St AR & ST IR SeTRd
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Pancrelipase (High / Low Lipase) Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
QaTa/STelg Uiel &F fawreddr @ $3iRATue ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi)):
>1-10 mg/l
™ Tma & ford Judh (TaTTISR) g3 72 h
T 3 3.4 3. e FAdwr 201
femoht: we SR IR & Ser IR 3neTid
NOEC ( Desmodesmus subspicatus (Eﬁ ard (E(Tsﬁ)): > 1
mg/l
P Ima & ford Wue (TaIUIoR) g3 72 h
Wir: 3 3.4 S 2 g 201
fewoht: v SRR IR & Ser iR 3nerid
Cleh:
TIdl B fauradar : LC50 (Brachydanio rerio ( SISITIURT)): > 100,000 mg/I
o™ Tma & ford Yudh (TaIUISR) g3 24 h
ST WRITdT:
EENICIRCLESG : LC50 (Oncorhynchus mykiss (W ¢I13¢)): 12 mg/l
o Tg & ford Hudh (TaUioR) §3MT: 96 h
ST Td 3= Se-fed © LC50 (Daphnla magna (dTex Ti)): 90 mgll
KNERCNIESK| P Imy & ford WU (TaIUIoR) g3 48 h
QaTa/STed uiel o fawredar Z3RYTuo ( Desmodesmus subspicatus Bﬂ?aa'lﬁ (Qc_\rﬂ)): 45
mg/|
ﬁﬁﬁm%%ﬁm(wchmg&n 72 h
EC10 ( Desmodesmus subspicatus (EQQI BICI] Qc_\rﬁ)): 9 mg/l
o wg & o udh (TauioR) g3 72 h
ool ol fauredan (RReifers © NOEC: 5 mgl/
ICLIESE)) ford™ Tma & ford Tudh (TaRITISR) g3T: 28 d
T Cyprinus carpio (?ﬂtf)
ST Td 3= Hefed : NOEC: 25 mg/|
ERERCNIESCINERCAING P gmy & ford WU (TaUIoR) g3 21 d
[ELIESED) USTd: Daphnia magna (9Tex U<l
RS 3R rapHaforar
3(dYq:
fopferde:
e SAHHUIAT BT & L ORUTY: YA & 1Y Wihidd dile o SfashHueR]

@@fSusaa) 8 aran
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Pancrelipase (High / Low Lipase) Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019
Sﬁﬁlﬁ TITAC:
e SAHHUIT BT & D ORUTH: GO & 1Y Wihidd dile § SashHUbR]
CRIEPSENREERIN

STHHUMT: 94.6 %
™ Tma & ford Judh (TaRTISR) g3l 28 d

Turfaa wifde Jaaq
3dYd:
Tfepferde:

ICHISE] 1IUT|$ (T : log Pow: < 4
SfgeIe/ar)

gepI:
fayre Tuiies: (T . Pow: <1
g AIe/Ar)

ST3fIT WITie:
faUTSH T[uriep: (T : log Pow: 2.2
g AIe/ar)

Rrg} & mferfreran
3T I el

3= yfded yuE
3T IUAS g

13. fAger Aifgard

fuem & T8

/N I 541 7Y (gere) W fafaet sy s |

gfta Ufdh : greh fSedl Bl 3% B gIsd B dTclt hdleiet A AT a1
B & o o S|
3R 3T fafAfEy =761 fovam mam: sigad Idre & U &
fAgeE &1

14. URag= a1
ieRTga fafraw

UNRTDG
WaATe It & Tu H fafafid T8t

31ms € & T3} ot 3R
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Pancrelipase (High / Low Lipase) Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

TRATS Il & =0 | fafafig 7g)

3T TH Sl Sl Pre
RS It & w0 # fafafig 78

IMO JUHRUN & AR 4T | ufiagd &
3yl T TTQ Ui o forg o et

15. fafrarae Jan

gerd a1 figyor & g qren, Wy, iR yatavr & faframfaus

39 ITeA ¥ 3auq fAmferfad gHa=< v ¥ gfua &

AICS o i 78

DSL o e T8f

IECSC o e T8f

16. 3= AT

Sifafved JHHRY

a1 2ffc & dhad & ford . %= HId SDSs, OECD eChem ¥ 3idRe d@-id! scl, 3T

TIRT fohdl T axaras TIéd Wit aRumm aut RIET IEmfAe Tei,
http://echa.europa.eu/

fei® ey : RAAmad

3T SEIARE & quf arey

ACGIH . gudu| ACGIH HHRET A (TLV)

ACGIH / TWA : g-de, guy- 9o i gd

AIIC - STEfe I BT SiReferars gal; ANTT - sford &1 P Y uRas Toidl; ASTM -
AT ATt uierr FIRIET; bw - Sial BT Fol; CMR - BRI, Jeol-d IT Yol fasaT; DIN -
THT AHS IR0 GRIM & T AF®; DSL - O Uard Gl (@1ST); ECx - x% Ufdfehdr I a1
HheT; ELx - x% Ufdfohdr I St ST &; EmS - TUTdbTei edd; ENCS - IﬁGETGﬁT:IE
ITA® uerd (STUH); ErCx - x% g ax Ufdferar § J&T Ydbad; ERG - SMTATdedmIe ufafsar
TES; GHS - a%wu?wﬁﬂm GLP - 3<3} YGITRITE UT; IARC - iR TR 3 & fog
Tol; IATA - aguﬁa%trq@ﬁw;mc-uﬁwﬁwwm:ﬁaﬁ
%ﬁﬁmsﬁimavﬁm TfaT; 1650 - 3 SifiwmdH FRIUTHS g, ICAO -
RIS AR fdAMA W13, IECSC - IH H Hiv[al Ie yemdl &1 3dedl; IMDG - smfgm
T WARAS AT; IMO - RIS Tl W16, ISHL - STeNfier TRem iR WA ST (1),
ISO - TR % R SFRIPIT TIo; KEC! - HIRET el TR 339¢; LC50 - TRIeT 3irarl
B 50% P UlAdh Hdbg; LD50 - TH&UT &Gl BT 50% B Oldd GRID (I °dd WGRID);
MARPOL - SIgTsll ¥ UgNUl &1 AHYUH & T SIaRTPR e, n.o.s. - 391 FAfEE =&T; Neh - feredt
f8; NO(A)EC - s@died = far mar wfded) THE Hahg; NO(A)EL - iddre- = foar
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Pancrelipase (High / Low Lipase) Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
1.2 10.10.2020 5325824-00003 Ugell IR ORI 3 Bl dRIG: 22.11.2019

(@IfdHe) THTE TR; NOELR - TR-3{ddIH-070 UHIG daH &X; NOM - TGRS AfRyes fom;
NTP - 1910 fau-fas srfshH; NZIoC - 38T &t ol o $del; OECD - i wedl 3R
9™ W&, OPPTS - IMMAMH® JRET 3R UGN JHUH ST, PBT - RITH, Sd-THATHN 3R
fawred uard; piccs - Wah?wwﬁwwﬁaﬁﬁﬁﬁqﬁm (Q)SAR - (AHETHE) T
Tfafaf YeY; REACH - RIUTT W4 3R IAE USiahRul, edid, WMRISGR 3R ufasy aRkug &
faf¥aw= (EC) 7. 1907/2006; SADT - W-ttadl ${Udc dludH; SDS - YR&T sel /ie; TCSI - qaIgar
ITafE uerd gdest; TDG - WakATe HId &1 ulkag; TSCA - favrad uerd fFasur siftifem (wgaa

T 3HARET); UN - ﬂgaawg UNRTDG - sﬁaﬂww%uﬂaﬁwwﬂgﬁw
VPVB - Sgd RITH 3R 9gd SI9-UHAHRUN AT WHMIS - HT-RId W1 Qraedt a1 yomett

U & ST Te | SUS THIRM BT dRG B ¢ T THSRI §AR I, STHHRT SR 3y &
SIIR 8! § | TSR Bl RI&T ST JUIEH, TN I3, Ufohal A, T =, URag He,
e &3 au1 Bis & o Fad Arfeei= & Fu d feomaa far mar § aut f@d ueR &t ard ar
T[OTGT T fAfERT 161 [T SITE | Judsy Sl Tl IHeR! 59 SDS & XY R ugart Tt had

ﬁﬁmmﬁﬁw@a%awsosmww 3 It & Tare | a7 fedt o uferar |, 519
I UTad H 7 ST 71 &1, TRNT - WR 94 gl 81 Tabalt ¢ | Ireht vaiaansif &1 arg 81 W, e
¥ oifqd Iare B SDS-URR Bt ST HT HTHAT B Ted e8d B, YA B, UfehaT I
TUT G B B 3T iy &1 & ARy Toof & THeRY 3R Riwiar ot Tten & =nfau |

IN / HI
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