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Peginterferon Alfa-2b Redipen Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERHE: 2014/10/07

1. eZRREUSHITER

{EZRDEFR . Peginterferon Alfa—2b Redipen Formulation

HieEosHaH. EMAUVERES

HIEEDREATR : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HER AR U ERLOHR

AT D EEA

FEAEDOHIR .

2. BRABEHOEN

L&D GHS 7758

ATEE . X5 1B
KEREHEN 285 (& D Ea3
%)

GHS S RILEHR

IBRREXIET VR : %

FEMREEE COfElR
fElRAEEER © H360FD 4£JERE~NDELEDE TN, BE~NDEZEDE T
n

HA02 KEAEMIZHE,

REXE:

P201 EARTICERERAZ ZEAF T H 2 &
P22 £ THREFEZHAEMRI DETWMYELBN &,
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERHE: 2014/10/07

P273£%iﬁ’\0)ﬁﬁﬂj"éil'f%) Eo

P280 IRFEFX MREKR MRERE RE@EERIT AL,
SRaEE:

P308 + P313 [T BERFIEK BENBENHDEE | EFDZE
SFEHTERITH &,

RE

P405 WEfE L TRE T H Z &

BRE:

P501 RBY. B ERBIN-NEBERICEET S &,

GHS 4RI L E LMt ERAEE
EEGHERVEESINDGE  BLANRICADE, BEHMLRIEBNEZ L EADHD,
EEREOHE *ﬁt&t@?&ﬁﬁ( Y. KEOYENLGRIBEIIEESEE
ATREMEN B B,
1JEII N R THLLEZDEADNEOREIC, BHFEED
BMLAZRERHBT HEENNHYET,

3. MR URSTER

tEYE - BEaDRX5 . BEY

0%

=2 CAS B = 8= % w/w BRATER

EE

a-D-F)a¥E3/ K, a-D-4 |[6138-23-4 >=90-<=100 8-674

ILAES/ L, ZKMY

R4 o/8—2JzOY 7ILT7- |215647-85-1 >=0.3-<1

2b

4, HREE

—HRE9T K/ R D EHOEEN. KON TCREBWESEELICEEDLRS
215,
ERNRSICIBE. IR HDI5EE. EEDIETRE
2115,

WA LGS DRUVVAATESS, BT EROBERABET S,
EBRENEERITD,

REIZfE LI5S D EMU-BE. BEBICEEBERITAELESZEDKTELRT,

HELERRE S THER <,
ERLEZZITS,
BERADHIIZKRZERES .
HZEBFERY HEICERISKD.
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&S ETH: BERE: BIEIRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #E{ER R 2014/10/07
RICA-T=15& C BIZASEEBAIZIZ. KTELELITTE,
FEMNHY BT 2BEICIEEREETEREZIT5,
RAHIAATEIGE D BRFHAATEIGE. BEICTHEMEL,
EENEEZZ(IT5,
AKTeOxKLTT
SHERRTEXRMERDOR © MLALOEMICEY . RKEOYMEMGRIBEITEZENS
L EELGHIRAERK E5TREMEAH D,
MLADRICASE., BEBHERBNEZLZE0H 5,
EEREADEBEZEDE TN, BE~NDEEZDH TN,
ICREEZ T 2EDRE D MEMAERFALDREITEEZILL., HEIATLWSE

RBREZFERATH L, BREOFREMNHDIEEE. HESD
BYGEANREREZSRBOCE (HE8Z23H) .
EEICH T HHAGEREIR | IFRESIUMEREZERTSH &

5. KKFDEFE

S AT AP © KIEE
fit 7 ILa—ILiass K
ZEbRZE (C02)

BRI N
50 TIX7E 5 ALV KH CORMRE L,
HEORBIRAEN C BMLADERE#EITS, ZRHAICTIEEDHMMH CANS

BLTHBYBNENEFET HERLABRRKDBIRAH S,
RIRERY~DBREIREICEERETEENH D,

HERGEIED D RFRERIEY
BRDENTE D BRBORR ERBAREICHE C THEYGHXFRZEZR NS,

KAHDBERZAENT H-OICKZEET 5,
RETHNIETKRIBE IV THEZ XKBEENSRET,
RN BRESED &,

HREITSBEDRE DORKEFICIE, BRRIRSBFEERT 5.
REEZERT .

6. WHFFDIEE

AMRISHT HEEEIA. RE @ REEZERT D,
BERUVRAREE REGWMYFZELDT N4 R (BB TE3HR) v, BARHE
BEn#REEICEN (HE8ZSH) .

REBEICHT HFTEEE D READBHERTS &,
REZEHRELTHLG, bNPIEFENZELEDSD,
BRINEZEFKEREL. 89T 5,
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RENELCERTELGWNERIE, A BEBKISERT 5.

HLADRVHEDOFERY @ ZENFELOE BELHINERETROERY ., EYERSE

27 ICBL. BEI 5.
MLADERPADRAZEITSD (THHE, BMLADETEL
T.%ﬁ@]j_:ﬁs“:;m( J:%/ﬁ:]:'ﬂi')o
BMLANZERPFICTHALRETHREESND EEEEDRSE
ERRTHDT, RAICHLLAZEBSIE TG SLL,
AEGRZERH., BETIRICIK. BABERARSLIUVEOR
BlIcfE->TUNET L L, TORBICERASNE-MEICDOL
THEKRTH D, EQRAUNBERAEINEINZHERT DLEN
Hbd.
ASDSHEBE 13HKLUIBITHENT, HABRRELUVED
ERHORZEDY .

1. BEVWRURELDOEE

ks

BT xf R D BESHAEREL., BEBARXMMIBIKNLIERES ISR CIT L
NHbd,
BERMGER, B, FLETEESESG EDOBEYL T
HEZHET 5,

BRFTHR, 2hBS DT RGBENTELRMESIEX. BIIREEEFERALTLE
AW

ZeWFEEE D RIEPKRIZAFIFAEL,
MLAZRALELN &,
BRAAFERLY,
REDiEfLZE TS,
BISBERAEOKERICEOE, EEHORFESLUREHED
ETHREICEVERYKES 2 &
BHREFHALTHELCI L,
MLADERLERBZEBAOERITS,
FRALEBEWMEGEICIEERRZFRHAOTE L,
BORNENSESIT S,
HESHMEICH L TFHUEFEREEES I L,
RBNUCEEYEHILEL. RE~ANOBEZR/NMRICT S5
B9 5,

gL 1P © BRI

BEXE D BEOFERTICEEZMEADIEIEDOREENHDHE L.
EEBFROELICTA ISV VI VRTLELUREV ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZILT B,
BEINE-KRRITEFERT HREICEKET S L,
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&S &ETH: BIERE: HIEZETH: 2024/09/28
9.1 2025/04/14 19435-00025 PE{ERA: 2014/10/07
RE
RETREEN D BUESRILODWERBIZANTE L,
L TRET S &,
BEL-oMNYEDH S,
BEOBEEICK>TRET %,
Bz b E D ROBEEEBBHEENSL LITEE LA
SR ERE A
RELBRB[BOEMH D BIBUOWME: MR L,

8. I EMILRUREIEE

ERREICETIRIHRBRR/HFERRE

D%y CAS &5 1R (RER | ERE/RERE | MM
&) #EE/FBRRE
R4 —27xza> FILT | 215647-85-1 | TWA (kA% | 0.2 pg/m3 (OEB RED
7-2b E5) 5)
B R D ERBICBTABRBEREERERICNA S &,
MLABRZEMCHEZET 5.

BLARYBWISRTLAHBRT Y b, BLABERERE. #
CARSR. BIUHLAREBRERE) TIH. BMLANER
BARNE S BV (TLUHEEEN L DR & 5705
TEHERICITS,

THRGBIENTELGWGEE., BFAFREEZHERALTE

=0y,
RiEgH
IR ARER D BULBFHIREEAFATELRWNMES. FEECETTHE
THEHA FS4 Vo OEANDIELBARSINE-BAE,
MEREREFXFALEL LS,
JA4NB—B"A4T D WRIFREA T
FORER
ME D O THERMEFR
e D BERMEBEOREVCEICLY. FEGICE-ILEYEREF
REESNZE, COAARNFRXEBBRT HRMITNNOT
WAL, FREEFICMYEBEZRD, BHREXICERTSHE
EDFROMEEMEEZFROEETICAVEDLESZ &
EHRT D, KRERTORERICIIFEES.
IEDRER D ROBAREEZEFERTS
ZE&d—45)L
RERVEADRER BT -2 B L UBRMIZE T SBET R OSEEICE

DVWTHEULGREREERT S &,
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FREMOFRER (FR. i, REGE) 2ERATSHC

ETRIE~DEMEET S,
9. MEMHERTEZEHEE
PIRAK RS R VI EN
& A THRTA B
AR L T—A%L
RLOoLEVEDE oT—AahL
bR R E R L T—8%L

BRXINBRRVBEER © T—24L

AIRE (BR. KUK DMIL AV RY TR LLRZEDEFMOLEDMIC, B
DR LAZEEHRET 2EETNLHYFET,

AIAE GRAK) L T—8EL

BRETRARVERELRR AIARR
BREHEDOLR /AR ER @0 T—52%L

&

IBREGEHEOTR/AARTRE : T—42%4L

&
CIPS= D T—=AR%L
NERE D T—=AR%L
pH D TF—AR%L
RERE D FT—AR7%L
BARAFENEE D TF—AR%L
FhE

ENFLE (BhRLTEER) D T—AR%L
BRE

KiaH ]

-8/ =L/ KNEBREHR @ T—2%L
(log 18)
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WES  %ETA: BIBES: HIEIRETA: 2024/09/28
9.1 2025/04/14 19435-00025 #E{ER R 2014/10/07
RSE F—a1L
BER Y, RIS BEE
B L F—AanL
Aant H REE L F—anL
IR B L RRMAL
B LA LR REEBEMME & LTIRSEENEL,
NTE L F—AHL
BT
HFHA X L F—AaHL

10. REHERFRGHE

R D RIGHERE LTIEDE I ALY,
{EZHRE S D BEORETIEIRE,
fEl&E E &It AT EE T DoMI. ARG ELLIFFEDIEIDOMEDRIZ, 1B

DR LAZEEHRET 2EETNLHYFET,
BUOBLEHIERIET S ELRH D,

BETHREEN DB R, KTE,
MLADFKEZRITD,
BffERmE o ERMEH
BIREEL D BERY D BRAEELGSBERDITA SN TULVRL,
11. FEHER
RN H L RERBOER © B|A
RS
i)

RICA-=5&

AtsH

IR BRICE DR Y NDETELLY,

%

a-D-FIaE3/LF, aD-FLaEZ/ VI, ZKnM:
2MEd @&o) : LD50 (5 k): > 16,000 mg/kg

73i%: OECD EHERA A K54 > 401
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€3 MSD /) e

&S WETB: BEES BiIEIZRETH: 2024/09/28
2025/04/14 19435-00025 #EYERHE: 2014/10/07

9.1

ROLVBE—DAY FILT7-2b:
SUSE (Z0MmORZE) : LD50 (v k):> 20.1 mg/kg
B 52 sRM

LD50 (H-JL): > 9.8 mg/kg

BREEEH. fl#kiE

FIFATRE R BRICE DR Y DETELLY,

%
a-D-FIILatES /R, a-D-FLats/ o, ZKOY:
£ LS

Hik : OECD HERA A K54 > 404
R D ORIEREAL

REL V=AY FILIT7-2D:
2 L YR
R D BEORER

BRIZxd 5 ERGIREGE BRI
FATRELGERICEDCRYDETELL,

JE%

a-D-JIaEs5/TF, aD-FNaES/ v, ZKNW:
2 Y

#HR . BR~OREAE L

Ak : OECD :RERAHA FS 4> 405

R¥LvB—T7zaY FILIT7-2b:

1 LY X

R D BEEORRE
WO 2R FRAEPE (3 B2 R AR 1T

BB
FATRELAERICEDCRYDFETELL,
PR AR A 1
FATRELAERICEDCRYDFETELL,
AR R IR

FIRARREAERICE ISR Y D TEALL,
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&S RETH: BEEE BIEIRETH: 2024/09/28
9.1 2025/04/14 19435-00025 PE{ERA: 2014/10/07
5% 0
a-D-FIIaAES /TR, aD-FILaES/ v, KM
invitro TOEEEHE D REBRAA T MAEMERVWSEREALT EHER (AMES)
7% OECD HERA A K54 > 471
R e

HERZ A 7 in vitro HEBWHEEFEERER
7% OECD HER A A K54 > 476
R 2t

REZRA A 71 in vitro AR ERER
R et

in vivo TOEESHE C ORERA A T EEREM (in vivo HELIEBRHIE T
BR. 2BHA&SH)
B:YvHUR
SRR EREREST
R e

REL V=DV 7L 7-2Db:
in vitro TOEEEHE D HREBRAA T ERERETESRR
R PEM

RERA A T RBRER
FRAMURTFL: ABIDY) 2r8Ek

R e

in vivo TOEEEM © ERERZ A T in vivo /IMEERER
FB.vHX
R et

ERAM

FIRATTRERIERICE DR Y EETEALY,

HRESHE

EBHADEZEDE TN, BE~NDEEZEDE T,

D%

a-D-FILatES /KR, a-D-FLats5/ v, ZKNY:

FIRICH T HHE D REBRA AT ZHARAEEEMEAR
B oy

BEZE RAAATEISE
7% OECD HERHA K54 > 416
R 2
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RES HETH: BIBEE: HIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 PE{ERA: 2014/10/07
BROEBE~DEE D REBAA T 2RI LUBRERRES
B oy b

BEEK A AAEIEE
J5i%: OECD HEEH A KSA > 414
R 2t

RELVAE—27zAY FILI7-2b:

FIRICH T HHE C HERA A T 2HERES / MEIRERAE
B YL, AR
BRI ET

’58:0.35IYTSL /1F0T5LHBY
fEIR: RERAA~DZE

AEEM-TERAAVE D BMERRICEDEREADEZENAEICHDS, . BYER
Sk D EMMHEES JURENBZENREIZH D,

FERNESREN (BEIETCER)
FATREGERICEDCRYDETELL,
FERNESREE (RETCER)
FATREGERICEDCRYDETELL,

JE%

R4 88—y FILD7-2b:

ZHiE 2 DOHIEE, ®ER, DEBMER RNSWR, PRSGER, FFE
SuE, B

TERAA R D REACHI=E., RIEREIFLCEIZLIEFOEE,

RERSEMN

D%

a-D-F)Lats /KR, aD-FNLatvs/ . ZKOW:

i DX OR

NOAEL : 8,289 mg/kg

BE R D RBAATEEE

g 25 B : 90 Days

Hi& : OECD :RE&EHA K54 > 408

RELoB—DxAY FILI7-2b:

i DX IR
NOAEL :0.0038 mg/kg
BE5ZK KT
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&S ;ETA: BEEE AiIEIERETA: 2024/09/28
9.1 2025/04/14 19435-00025 #E{ER R 2014/10/07

iz 2= B R :9d

i D2 vk

NOAEL :0.0042 mg/kg

BEZH®K D KT

A 25 R : 30d

i oYL

LOAEL o 0.12 mg/ke

BEZH®K D KT

i 25 R : 30d

ERIEES C ik, B8R RER

i 17

NOAEL : 0.015 mg/kg

LOAEL :0.077 mg/kg

i 25 R R 3 58

ERIEES DORE, DELER, TRAER B

RAAEEN

FIRATRERIERRICEDCR Y DETEAHL,

AEIZHT B REBEEHER

B4

RGLvB—T7zAY PILIT7-2b:

®A DER A VIV UOYRER, BEAE B S59E

St

D%

a-D-JILaEZ/PF, aD-JIaEZ/ VI, ZKWY:

BEN : LG50 (Danio rerio (€75 74w a)):> 100 mg/l

MEEERFME: 96 h

SOVOKEOKEEERHBY © EC50 (Daphnia magna (A#4 X2 >3)):> 100 mg/|
[Zxt9 5F M BREREFE: 48 h
#i%: OECD BRERATA K54 > 202

B KEEWICHT BEN © ErC50 (Desmodesmus subspicatus (#k3)): 33.6 mg/|
MREERFME: 72 h
7% OECD HE&R A A K54 > 201
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERHE: 2014/10/07

EC10 (Desmodesmus subspicatus (#k)): 13.82 mg/|
RREERFR: 72 h
7% OECD FHERH A K541 > 201
RELVB—7zAY PILIT7-2b:
BRESH7ERAAV K

KERBEENE B (& D T—AKEL

%)

KEBRBEEENE RY (12 D T—AKEL

%)

REH - o

%

a-D-FIILatEs5/ R, a-D-Fats/ v, ZKOY:
EofE D R BTN,

% 68 - 74 %
MRERRFR: 28 d

REL V=D FILT7-2D:
£ DR BOMR,
£0fR: 63 %
AREERERE]: 28 d
A% 0ECD R b A4 K54 > 301B

a-D-JIaEZ/VF, aD-FNaEZ/ VI, ZKNWY:
n-A42%/—IJL/ KoE%RE : log Pow:< 0.3
(log {E) A% OECD RHEEHA FS14 > 117

LR OBEM
F—RHL
*VUBAOEE.
e
tosERE
F—RHL
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Peginterferon Alfa-2b Redipen Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERHE: 2014/10/07

13. BELOEE

BEEAE
HRRBEZEY D A EBEOREIZHENLDT D,
BEEMETKABH L TREESEL,
BREBRRVOBE D EORBE. VYA VIVFERFREEOHIZ, BRIZRITT=

REEWMILEREICRTET S,
FICHEARMES., RERRELTRET D,

14, WELDOIERE

(] PR 35R l

B _E &ixX (UNRTDG)

EEEHS Y
EE#% 42 (Proper shipping : JEE%Y
name)

E&E5 48 (Class) o ey
BIRfER&ME (Subsidiary risk) :  JEEZHY
BEE 4 (Packing group) © ey
Z AL (Labels) D JEERY
REAEMH . JEERM

finZ2 i (IATA-DGR)
UN/ID &S (UN/ID number) : 3JEEZY
EE#i%E4 (Proper shipping :  JEEZY

name)

E&E 4548 (Class) © OJERZE
Bl fEl&tE (Subsidiary risk) @ JEEZH
B2E R (Packing group) . EERH
S X)L (Labels) S

WafEr (EYH) (Pack- @ JFE&=
ing instruction (cargo air-

craft))

WHaEr (kREWH) (Pack- @ FFEH
ing instruction (passenger

aircraft))

78 L #i5% (IMDG—-Code)

EE%S S
EE#1% 4 (Proper shipping : JEZY
name)

E:E 5 %8 (Class) o JEERY
BlRfE kR % |
BRFR D OJEERY
7RI L Y
EmS o—F S
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Peginterferon Alfa-2b Redipen Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERHE: 2014/10/07

BEGEME &S - FEY) ¢ FFEE

MARPOL 73/78 Kt/ & Il B IBC O — FIZ & B XL EAME SO D RIAME (
s S REBORMICITIEZS,

P35 il

EnHEDEEF L. HE 15 238 T 5,

B DRERE

JEERY

By - JERR)

15. ERZES

CR T

SR

IR, SEETIYIHS LB,

sk

BEILSWE, BRAPYE. BEHEILENECHS LA,
SR LML

BESHRL ShHHEY

e

WEOHTERT HREHEM

e

EREETS L gt A R

I
EREEOBH SN LPME (BALemE)
I

EREEOBHSNILENE (FRBLEYE)
I

LHEEENT X EBRURCHEY

I

AMEERTT REBRURVEEY

e

ERSHELENE (GBHRSMERIE 594 &0 2)
e

RAREME (FBREHERRE ST ED2)
JEERY
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERHE: 2014/10/07

REILFYMEREETFIHRA
JEELL

S B FRAERAI

JEELL

M7 L)Lt EF R R
JEEL

AHEBERDEFHAR

JEELL
FEBMRLMEEZETS - ARE— (EERWY
JEELY

BV R VRIS

JEELY

e E BB B B %
El4]

BEHRARERE

JEELY

VE S0

JEELY

iR 2%
fEEmE L TREIShTULVEL
ek
fEEmE L TREIShTULVEL
BEBRERVBLELEOHILICEYT 5%

(£ 5 IEHEIE : EREWE ZIXZY LA
& FEaE DOEEEEMEICEFERE LN
FREE B U IS S IR
FREEMAEMHEEIRE (B - AT

JES% Y

HEMERBEHERE E@E - @A)

JEZY

EEVOLBRUFRICEAT 5%

EEXREY
COHERBOEAZDODVWTEEAS ARV M) —~DEEHIFR :
AICS CORE
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&S HETH: BIBEE: HIEIZRETH: 2024/09/28
9.1 2025/04/14 19435-00025 #EYERKH: 2014/10/07
DSL N
IECSC ORE
16. ZFDHhDtEH
5| FA 3k D BfE#HT—42. EME DS [E DL F—4 ., O0ECD eChem
R—2ILE L UVERMEEYER http://echa. europa. eu/D1&
RIER
Bito+r—<wv k . #/B/H
ZFDDIEEDE X

AlIC - =R+ U TDIHEILFERA AR NIT - TS5 D ILEREEME, ASTM - K
E#HERIFS bw - KE OR - A, ZEFRE. £ESEELHDHESNHYME DIN -
FAYRRHARELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGERIFTEEZAONDIERES, InS - REKOR TP
—JL; ENCS - LT EDEEFLEME )X b ErCx - FED XWOREERIZFTEEZ ONDHK
RE ERG - BRXMIEOF5E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
DATREHE, [ATA - EEMEEERS, IBC - BRIEFRKDESEELD-HOMMODEE
RURRICEAY 2ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRRREIMZEME; [ECSC - PER
BleEYELE: INDG - EffELAERYMBRR IN0 - ERESHE. ISHL - sBRe/EE
(BA); 1S0 - ERR#E{LHE: KECI - BERFLFEMESRE, LC0 - 50%EHILRE LD50 -
50%EStE (FHESLE)  MARPOL - MM & BB DMILED=HDEFRER: n.o.s. - I
MBNATSIN TSI DZEFRS: Neh - FUREI NOAEC - |EZMLZEIRE, NOAWEL -
BEEMRZELAL, NOERR - BEEUHZEAFTEIS NN - A X2 a2XRA NTP - KEER
REMTOTFL; NZIoC - Za—D—F > FMEEWHERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEHLLE; PBT - #ofRMEN - £HEEN - HEEE WE) ; PICCS - 7
1 VEUEEYEA oA )= QSR - (EEH) #BEFEHEE; REACH - LEYMEDE
#&. &Fffi. B WH K UEHE (REACH) (ZBE¥ H#HAI (EC) No 1907/2006: SADT - B ChmE5 A7
mE, DS - R&T—42P— b, TECl - 2 A ICEEREDOIEEMED A oA K1) TCSI - BE{E
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