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Zilpaterol Formulation

&S WETB:
8.2 2025/06/05

BERE:
29186-00028

BIEIRETH: 2025/04/14
#EERH: 2014/11/07

BE3E:
P501 N, B EZARBEIN-NIBERICEET H &,

mﬁﬁﬁkﬁﬁbthﬂwfﬁﬁiﬁ

EEGHBEREVEESNDIE BLANIRIZAD E. BBHLRIBNEEDLZEAH D,
BEEEOHME *ﬁb/\xtd)#ﬁﬁﬁl &Y. REOMEBHLGRIBE-ILZENEE
AIREMEA B B,
7JIIII N R THLLIFZEDEIDREDMEIC, BRFEED
BMLAZREMHBT HEENLHYET,

3. MR URSTER

tEYE - EEYDORXH BEY

5%

=2 CAS &= 8= % w/w BERATER

B
Zilpaterol 119520-06-8 >=1-<10
4, [CEEE

—HRE9T K/ R FEHOBEL, SN TCAENEZEFHELIZEBEDZE S
Z+5,
ERNRSICIBE. £-IEEANHIIEEE. EEDIETE
2115,

WA LF-BE
BREIZfE LSS
RICA-E=5E

RAAATZIGE

AMERRVCERMTERORK

HERGEIRER

WREEZY S2EDRE

EERIZ Y D RAIEREE ¢

RLGAATZISE . BT EIDISEI~BET 5,

RV BN D ESICIXERKETERERIT 5,
EML-BE. ELICKEZRTALSEDKTRENRT,
RV BN S ESICIXEREETZREEZIT 5,
BICA2EBEIZE, KTELTT,

RN HY GET DEEICIERBETERERIT 5,
RARAATZGEE. BEICHAEL,

RV BN S ESICIXEREETEREEZIT 5,
KTOz&ELTT
MLALDEMICEY . REOHEBMGRIBEIIIZENE
EHHEMENH D
BMLANIRIZAD E. BBHGRIBNEELZEA”H D,
R#IH=5. REREFCBICESBHRDEZTDEZT N,
HAMAEEFBLDREITERZILL, HESATLSR
EREZERAITH L, BEORRUEAHDESE. HESD
BEUGEANRERZSROCE (EB8Z5R) .
XERES S URHEREERTS &,
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Zilpaterol Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
8.2 2025/06/05 29186-00028 #EERH: 2014/11/07

5. KBOIEE
S 25 K

5> TIFR 5 A LVE KA
BEORKRASE

HERGRIED

JKIE$E

fit 7 L3 —ILiassE K F
Btk (C02)

3 2R E K

AT L,

BMLADERERITSH, ZXRFICTIREDHMMH CANS
BLTHEYBKNENFET DEMLABRKDBIRAH S,
RREERD~DBREIRRICEEZRIETEENHD.

N 4|y
EHREEY (NOX)

FHDHERGE WIGOIRN & BHOREICIE C CEYGHENFRZRA LS,
RAHDBRBEAAT H-OIZKEEET S,
RETHNIEREBEI T FERKBEEN ST
REMDBRESED L,

HREITSEDRE KKBFICIE, BIRXTFRSBZERT 5.
REEZHEAT .

6. RHFFOEE
AMEICHT HEEEE, RE @ REEZERT D,

BERUVRIREE

REBEICHT HFTEEE

HLRAORTHMEDAERD

2

ZEGWMYFZLDOT XA R BB T Z25H) . BAARE
Bn#RERICEN RE 828R .

RIE~NOBHER TS &,

REEHRELTHSL, AP IEFRZLEDHD,
FBRINEZEFKEREL. DT D,
RENELCERTEGWNERIE, A BEREKICERT 5.

CENELOE, FHELDMERETROERY ., BULRSR
IZBL. BEI D,
BLADEIFADRBEERTS (Thabhs, BLADEEL
EREOEERZERICK SFR
BLANERFITHARRETHRHEHSW D EBREDESY
EHRRTHDT, RAICHCAZEESETEIGELIL,
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Bt > TRET S L, TORBIZERSh=HEIZDL
THLRETHD. EQRANBERASIN SN EHERET HRLEN
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hR&E= HWETH: BHEES ATERETH: 2025/04/14
8.2 2025/06/05 29186-00028 #EERH: 2014/11/07

ASDSDIER BHLUILITENT, ABBRKRELVED
ERHOREDY .

1. BHRVWERUVRELOIE

ks

BRI %t R D BESHAEREL. BBARXMMIBINLERES IERHR_IT L
NHbd,
ERMLE, B, FRETEESESG EDOBETL T
HEZHET 5,

BRTHER, 2K D BEUGBRSEEDOT TCOAERT .

ZeRRFEEE D MLAZRALLEWNI &,
MAAFEZLY,
REDIEALZE TS,
BE~NODRPOE-IIREEMERT S,
BEWRIEIEEEL<CHES T L,
BISBRERAEOERICE DS, EEHORBESLUREHD
EITHREICVERYKRS 2 &
MLADERLERZIEBAOEITS,
FRALEWMESIZIZERRZHOTHE L,
BORMENSESTS,
HESHEICH L TCFHULEFEREED &,
COHEREFERTHEEIC, RBRITEEF LGN &,
RNUCEEYEHLEL. RENOBREZH/MRICT 5L 5
B9 %,

HEfih [m] 58 D ER{EH

BERE D BEOERAPICIEEMEADIEL EOFREENH B IHEE.
EEBROELICTA ISV VI VRATLELUREV ¥
J—%#BREBLTLIEELY,
FRATIEIRBERVBREEZILT D,
FERIN-KRRIEBERT SENSEET S &,
27U TADPRMEARL—aVIClF, ToP=7a
vho—)L, BULGEARERE. BULKRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Exa—%8T0ELAHY FT,

RE

REGREEE OEYIESARILODONERRBIZANKTE <,
LZEOHREIZH->TRET %,
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REREF
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Zilpaterol Formulation

BIEIRETH: 2025/04/14
#EERH: 2014/11/07

&S WETB: BBES:
8.2 2025/06/05 29186-00028

8. (F<HMMIERUVREHE

ERRBICHE T IRAHNRBRE/FHFRRE

D% CAS &= 1R (RER | ERE/RERE | H#
&) #E | FBRRE

Zilpaterol 119520-06-8 | TWA 1 yg/m3 (OEB 4) | N&D
HERYFIE | 10 pg/100 cm2 RED

b DOUTRAS Oy MEERETOEE - HERITOERT

T, MREE, BBR. FIERABIOBRIZIZOLNTIE, &%
HEDOYRYFEEERL CEYBEEENEZ ML T
KWL, ZOMEORYFEWIZEYELLAREEDH D
BEBHEED RV I(F. EHOER MEMNLGEECRIES=E
BE) AEELFEY, BEICHLT., JotRTVH/O0-—
Sy —OREREE W NfAE—TTsFvERY
b, BBEXNSURITV/O—Cv—) BEQOITZWMEIEHE
AOWTHEINIBERABEUTOERPEEEMHIBLE
¥, BEERENEOONATLLEWNMESIX., ZRPEES:
AEMNICERTTEELGERYIEHIZTIILENHYET,
BETOMHSLUVEETELLIY 7ADEAYDBE %
Br<¢S5 AT, BEYOERISEUGIIFIEMABEELLY F
3 Bl, yO—XLRATLMLDEKE|, Bt T &Y
LEFTIELEDTELV—IMNEE AV R, AR TEDSH
WA E),

HE. KXEBFLIUVREZRETLH-H. £2T00=TF UV
TEBIIRBHRETICIYERESN., WP ERICHULEESL
SELHYET,

[REI. BABCRETIEIEY FEHAWNTL ZELY,

S 0—X7atRA AT LM EERLET,

REH
IR F{RER B LBRHEKEBAFBETEAWMES., THLIXELHETE
THRAA FSA4 UV 0HEBRNDIELENTEN-BEX, IF
MREREEFERALEL &S,
TJA4NEB—BA4T WHFRAEA T
FOREER
e EREFR
BE FRECECERTAHAILERFTLEL LS,
IRDRER Y4 Fo—IL P EREREL LLFT—YILEFRT S,

FEREL LIIEZERICROSVVRE, S X+, T70Y
W ENRET ZIHEIE, BULAI—JILEERT 5,

LA, SR, HLLEFI7OVILIZENEESLSND
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&S HETA: BERE: BIEIRETH: 2025/04/14
8.2 2025/06/05 29186-00028 #EERAB: 2014/11/07
LTz —RBEOTOTFH avEBERLELLS,
REERUVEADRER A= T74A—LH LLIEEBRERI—FEERALELL S,

EREMNBHLGWVESIC, REShDE2RVIETE, &
EBOSH— AU bEEBMLTEALELES Bl RU—T
Ly, 2700, RFR, FIMETR—YRE) .

FBRINEAIREDSHIRERER CIHEEILEY LA ETT

TLEEL,
9. MEMHERTEZEHEE

YR IR AR MR
& Het
o F—4kL
R LEVEDE T—RiL
b e R B T—AEL
HRRXITNE SRV HEEGEE T—R7L

AIAE (BlfR. KD

MI. N RYUFTH LLIEZEDIZADNEDREIZ, 1BFM%
DM LAZEERT 2T HY ET,

ARt (kK T—87%GL
BRTRAR VG LRR ATHARA
BREHDO LR/ AIRALER @ T—42%4L
=]
BREFDOTR /AIATR @ T—42%4L
[
51K = JERZH
P ARRE T—87%GL
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IR LB
BRFENEE T—827%GL
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Zilpaterol Formulation

&S HETH: BIBEE: HIEIZRETH: 2025/04/14
8.2 2025/06/05 29186-00028 E{ERA: 2014/11/07
RRE
KB M T—R1L
n-A%4 %/ — )L/ KHERZRE JEZY
(log f)
RRE JEZY
ZERV/XIIERNFE
tbE FT—R1L
#E FT—R1L
B HRAZE JEZY
IRFE IBEETL
[ ekd ABRIFERIEEME L LTIEDEINLGL,
NFE F—R1L
PIFHE
PFHAX F—RHHL
10. REHRUVRIGHE
R RGHRERE LTIERESI AL,
{EZHRE S BEOIRETIIRE,
BRAEERGATREME MI. N RY2TH LLIEZEDIZADNEDREIZ, 1BFM%

BT HRE&MH

DM LAZREMRT DEETNLHYET,
BUOBILRHIERIST S EDH D,

B oK. KTE
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AR D % 5 REZBOFER
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Zilpaterol Formulation

REE ;ETA: BEEE BiEIZRETA: 2025/04/14
8.2 2025/06/05 29186-00028 E{ERA: 2014/11/07
Foli--1:d
FIRAATREIBERICE DR Y DFETEALY,
B
2EEE @&0) O RMEMHEEME > 2,000 mg/keg
FHik HEIZKBAE
2HEEE (|RA) O RMEMHEME > 5 mg/l
MBRERFME: 4 h

HERIRGE LA/ X b
HiE HBEICLDAE

B4
Zilpaterol:
2MsET #&o) © D50 (ROR, ARE KU A R): 430 - 580 mg/kg
D50 (T v b, FRE LU A R): 890 - 1,325 mg/kg
2HsE (RA) © LG50 (T k): > 5 mg/l
IREERFE: 4 h
HEBRRE MLA/S Xk
SEAK: PREL, MEORE S
2Et BR) : LD50 (T F):> 2,000 mg/ke
SMEN (Z0MHDRER) : TDLo (UH%):9.6 %
BER® 21— —TXX I ESHE
fEAK: BRI AN
EREEM.fl#t
FIFARE R IERICE DK R Y NETELLY,
B4
Zilpaterol:
2 YR =
R D ORBRIBGZL

RRIZx 32 EELBEN . BRIEE
FIFRTREIERICE DR Y DETELL,
D%

Zilpaterol:
i oYX
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REE ;ETA: BEEE BIEIERETA: 2025/04/14
8.2 2025/06/05 29186-00028 #IE{ER R 2014/11/07

R D BEORRIH

0% 2% REAE 14 I3 B2 8 At

BB

FIRAATREIERICE DR Y DFETEALY,

Mo Of 2 R AE 1

FIRAATRELIERICE DR Y DFETEALY,

B

Zilpaterol:

B ) D RXFUNVAE—T 3 UHER

i D EILEYER

TEAAD bk D REE&EBIEI L,

R Do

AREHIRRE RIRM

FIRATTRERIERRICE DR Y DETELHL,

D%

Zilpaterol:

in vitro TOEEE%E D OREBRAA T MAEMERVWSEREALT EHER (AMES)

fER: 2

HEEA2 A T in vitro BELEMMRECFERRER
TRAMRTL: FrA4 Z—ANLRS—INEHM
R =

RERA A TR UNEE
TRARRTL: ORI w\EHIRE
R E

HEEA A 7 INTEH DNA & AR
FTRAMURT L 5y MTFHIRE
R et

in vivo TOEEEM D REA A T IMERER
B YwOR
BE5RK #0
R e

HREER A T2 in vivo 7 vtA
B YvOR
ez Sk
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&S ;ETA: BEEE BIEIERETA: 2025/04/14
8.2 2025/06/05 29186-00028 E{ERA: 2014/11/07

REZK 20
R 2t

FH A

FIRAATRELIERICE DR Y DFETEALY,

7% 0

Zilpaterol:

& SY b ARELUAR

BEZH®K #0 (g5

A% 55 FF ] 104 J@
0.05mg/kg AE
0.125mg/kg AE

R (=X

ERIEES D&

i <IR

BEZ®K #0

i 25 R R 18 ¥ B
0.02mg/kg AE
0.05mg/kg AE

#HR (=23

EZEr g2 m;&

EhEEH

FIFRARTRERIERRICE DR Y DETELHL,

B4

Zilpaterol:

BEYRIS S HRE

HERAR A 7 ZiHtEER
By b AR
BEFK &0 (8)

4 5EA: NOAEL: 1. 8 mg/kg AE
HR LRSI UVCVHERERE~DEE

HERA 4 7 iR ELER
Eovybk AR
BERK 0O (8F)

4 5E F: NOAEL: 0. 94 mg/kg AE
R EES S UVNHREE~NDEZEN TN EAHIAL T,

HEEA A T ZHEME LU
oy bk AR
BEREK #0

T
alR

B

MR EAFHIBAL 1=,

10/ 17



Re27—8o—t EIMSD /A

Zilpaterol Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
8.2 2025/06/05 29186-00028 #EERH: 2014/11/07

F1%: NOAEL: 10 mg/kg AE
HE fa'R&E 1%, : LOAEL: 50 mg/kg KE
HR EHEEIGL, , BEELFRAODFELCEEEERNR
BEMHENS U%Alwﬂﬂﬁbto

FERNESREN (HEETCR)
FAREAERICEDCRYDFETELL,

FERNESRENE (REFICR)
RHITH=5. REREECBICIVES (DBMER PREER H OEEOEZH,

B4

Zilpaterol:

ERIEES DoDEMER, FREER, A
FTEAAD b D REICHIZE. RIIREIEBIZLIERDES,
RERSEH

D%

Zilpaterol:

i YL

NOAEL . 0.01 mg/ke

LOAEL . 0.05 mg/ke

BEE®K C#n

g 25 A ] 43

EZEr g2 bELER

K © IRiAkEM, EmE

i DY M ARBEUAR
LOAEL . 0.05 mg/ke

BREZ® - |

A% 55 B 13 &

Er g zs DRME R

fiEAR D EmE

i IR ARBEUAR
NOAEL :0.05 mg/kg

LOAEL © 1 mg/kg

B 5 R C#n0

A% 55 o ] 13 @8

Er gz Y

i DY MARBEUAR
NOAEL :0.250 mg/kg

BE5ZK C 0 (85)
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REE ;ETA: BEEE BIEIERETA: 2025/04/14
8.2 2025/06/05 29186-00028 #IE{ER R 2014/11/07

iz 2= B R : b2 &

ERIEER DRME R

SR DR

& BN

BEZH®K . 354

-5 D BELGAEEFERAESBRESIAGH, T

RAAEEH

FIRATRERIERRICEDCBR Y DETEAHL,

AEIZHT D REBEER

B

Zilpaterol:

RAHIAATEIGE C ERIEES: B

FEIK: fREL, AR$EIE0
Bl PIRMIER

SRS
0%
Zilpaterol:
B KEEYICHITEENE 0 BRKRESZZEREE (Pseudokirchneriella subcapitata (#%)):
100 mg/|
IERERFME: 72 h
7% OECD HERAA K54 > 201
% BARERFEICKITIEHEL
EC50 (Pseudokirchneriella subcapitata (#%:%)):> 100 mg/|
MERERFME: 72 h
7% OECD HERAHA K54 > 201
% BARERFEICH T EHEL
HE - HfEtt
D%
Zilpaterol:
KB THOREMN o Ak SR 0 %(5 d)
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Zilpaterol Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
8.2 2025/06/05 29186-00028 #EERH: 2014/11/07

Zilpaterol:

n~-A49 32/ —)L/ KHEHRE © log Pow: 1
(log f)

TRPOBEE
0%, 8

Zilpaterol:
REROL : log Koc: 2.8

TIVE~ADREL
JEERY

72

L

13. BELDOIE

B’EHE

EREZEY D EAROREICHEVNLDT D,
BEEYMETKABH L TREESEL,

FREBRVOEE D EORBE. VYA VIIVFERFREOLHIZ, BRAIZZ(TT=
BEEYIEREICRTET 5.

FICHEAEMES., RERGRELTREYT S,

14, WX EDFEE

EFR R

B _E #R5% (UNRTDG)

EEES e
EE#%E4 (Proper shipping : JEEZY
name)

=& 548 (Class) o IRy
BIRfER&M (Subsidiary risk) @ JEERHY
A28 (Packing group) A
AL (Labels) o JEERY
REEEMH o JESZY

finZ2ig% (IATA-DGR)
UN/ID &S (UN/ID number) : 3JEEZY
E&E#1%4 (Proper shipping : JEE%Y
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Zilpaterol Formulation

€3 MSD /) e

&S WETH: BEES BIERETH: 2025/04/14
8.2 2025/06/05 29186-00028 #EERLR: 2014/11/07
name)
EE 5 %8 (Class) ©OEERH
BIRfERM (Subsidiary risk) @ JEEZY
A EE M, (Packing group) o JEERE
S AR)L (Labels) o JEERE

WatkEr (EYH) (Pack- :© JEEH
ing instruction (cargo air-

craft))

WafEr (RkREH) (Pack- : JEEH
ing instruction (passenger

aircraft))

i3 £ &% (INDG-Code)

EE&ES =
EE#% 42 (Proper shipping : JEE%Y
name)

E&E 448 (Class) . JEERM
B RfERRE D OJEERY
BHRER D JEERY
IR DR
EnS 2—F L

BEBEME Y - EZY) ¢ FEEY

MARPOL 73/78 Mt/@& [1 R U IBC A— FICX A X oMAMZE S HBEME (&Y - EFZNY)

s S - REBORMIITIEZS,
B P35l
EnfREDERSIE, BB 15 23R I 5,

FHDREXE
JEEZH

15.

ERES

BEE

HBFE

fERY. RERBRMICERE LG,

953

FELFEME. BEREFHE. BRFMIEEMEICZILEL,
FERE/EE

BESFIFELEIIFEY

[

BEDHAZRTHREREY

JEERY
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RET—ARAV—F
€I MSD [ rune
Zilpaterol Formulation
&S METH: BERE: miERETB: 2025/04/14
8.2 2025/06,/05 29186-00028 WEERE: 2014/11/07
BEESFHLLES A RYE
iz

FERMEOROHoN-ILEME (BRFLEHHE)
JEH

FERMEOBROHON-LEYWE (HHREHIEE2YE)
JEEH

AMEEEMITREERVRUVEEY

JEEH

EMEERTIREERVRUVEEY

JEZH

BEREESLEYE (FRERL/TERBIE 594 E£D2)
JEEH

NARMEME (FBREMERRESTT&D2)
JEH

RELFEMEEE T AR A

JEH

shth &= FRFRAI

JEH

@7 LUt EF IR A

JEZH

ARBEFIPETHERA

JEZH

FEEREMEEHITS - NRE— (EBERWY)
e

SV R VBRIV EREEE

e

{eEMEHHBEEERREE

e

BEHARRX

e

NEEFESEE

e

MR LE

fEEYE L TREISh TULVAELN
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Zilpaterol Formulation

hR&E= HWETA: BEES BIEIRETH: 2025/04/14

8.2

2025/06/05 29186-00028 #EERH: 2014/11/07

=ik
fERYmE LTREISh TN
BESRERVBLEEOHILICEY 5ikE

(£ 5 A EIE : ERAMB(ZIEEZLS LA

R B DOBEEEYEICIEEZYE LGN

R U RE S EEE

FRERBEHERN (@ - 8BAK)

JEE% Y

HEREMBAERE @ad - @A)

JEE% Y

BEEVONEBRVERICEAT 5%1E

EXREY

COHBOBDITOVTEES YRV M —~DEERIER :

AICS OARE

DSL AT

IECSC CORE

16. ZDHhDIEHR

5| R 3Tk D BHEMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2IILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

BfEZ+—<v b . #/R/8

ZTDHDEEDEX

ALIC - A—R FSUTDIELRFERA AU FY NIT - TS OIVEREEHES; ASTM - K
EMHHRGS, b - (KE; OR - BH M, TRFRME. £EESENHLESNLHE: DIN -
FAURBHEERE DSL - BERYMEV R+ (W5 %) Ex - FED XDORIEZERIFT EEX
bNDHRE: Elx - FED XWORIEZRIFT EZEZONDERFEE, InS - BRKOR 7o a
—JL; ENCS - (LT EDEEFLFEME R b ErCx - FED XWDORIEERIZFTEEZ OGN DK
f&E ERG - BRSO FEIE; GHS - HRFAMI AT LA GLP - HEREkHESEE. [ARC - EFF
NATZE. [ATA - EEMZEERHS, IBC - BRIEFEROESBEEEXZD-HOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELER: M6 - ERELEKRMAE, IN0 - ERESEHE. ISH - SBREEEE
(BF): IS0 - EFRZR#EEHE, KECl - REBFLFEYMERE: LC0 - 50%HILRE LDSO0 -
50%EStE (FHESLE) . MARPOL - M &k DBRDMHILD=HDERRER: n.o.s. - I
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Zilpaterol Formulation

hR&E= HWETA: BEES BIEIRETH: 2025/04/14

8.2

2025/06/05 29186-00028 #EERH: 2014/11/07

mMEBNATSIN TSI DZERRC: Neh - FURAI NOAEC - |EEZTHLZEIRE, NOAEL -
BAESMHEZEL AL, NOER - BEAEUEEZEAFTEIS. NOM - A5 a2XRA NTP - KEER
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