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Finasteride (1%) Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021/04/09 49635-00018 B H 3: 2015/01/26

A A Y & ol 20

P2 Eh AR Finasteride (1%) Formulation
il 1 A B AL LR 45 2
i) e e B AR SV 7 44 R Organon & Co.
ik 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SRR 551-430-6000
N 2 LU 215-631-6999
EE, T HIS 4 i EHSSTEWARD@organon. com
HEFEF A R 1 i
et & HI 251
2. fER AR
RRIERER
HSEIS R LN
Bt KR
LS TR
Al REXT IR LG . KB R EEM T Re I E A B . KA FIH BA KR m
GHS fa it 251
A BE B & 1B
FERtESE RaEt (RE HHl 2
Fefil)
KIHKAEGE 3
GHS WS ER
FILE 5;
5 fake
FE I 14 13 BH H360D A] BEXT G ) Lid ffs 5 o

H373 KBl S B4 v] REA T 48
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Finasteride (1%) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26

HA12 SR AE AT I BA KRS .

PriEu | W
P201 {5 FH AT HUS & FH Ui BH .
P202 75T T BT 2 & iR V) 270 W3 .
P260 ANE N2
P273 BRI EI A
P280 ¥R T2/ % pi 4 B/ S8 4 IR 28/ 58 B 4 ) L

BB L
P308 + P313 WiHEAMBIEA 58 KRE/#iZ.
fETF:
P405 F7 8L N4 -
EFAE:
P501 ¥ P &)/ 45 312 B HE 0 R D Ab BT Ab B
WA R
WRIEIA (5 B FTIHATHE.
R fEE
ATREXTHR LG AT . KB B e vT RE B T 48
HRaE
XA A R KRS .
GHS RAEHE P HAhfaE

Hor B 55 R I 1A 2 S BV LB R
Sk B 2 5 AU ) B R kT
TN AR PR B AT HE A U] W] RE TR ROBR AR Mo AR 2 SR B

3. B/ HRMER

YR IREW) D OREW
4H4y
b2 b 24 R R E=3'E Eoalin= WRIZ SR EILE (% w/w)
(CAS No.)
HHEER 9004-34-6 >=1-<10
VEH 9005-25-8 >=1-<10
Finasteride 98319-26-7 >=1-<2.5
—EAER 13463-67-7 >=0.1-<1
4., ¥
— A D HEMEUEREANER, SLEPEEE .

FEREARFF SEEA THA0, BER
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Finasteride (1%) Formulation

A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021/04/09 49635-00018 BVIgmH H A 2015/01/26

A DN, RE B EES AL,
HEs .

Bk A fih o ndRf,  SLRDAIE AR K e Bk -
i 25 TS SO A AR AT 4
s
FUH AT ZHE AR -
B AR T U

IR 42 i DOEE RS, FKTEZ M
RO AT RREE, AEE

A DOImAEmE . ANEEI
s
FHZK BT

B LR RS M D OATREXT AR LG R
K Bl S 4 fk AT RE T 2
50 AR 2 AU R R R R 45
o B 5 R I 1A 2 S EOH LB R

X ORI IR 1R DRI ARGE RN NRYT S ETT REAF A 2R BRI DT R A A
PR AR e (S 5 8 49)

xR A RS S 3R DOXERBATT .

5. HBIfEE

KKITE LK K N
[ ERITRFS
—H A% (C02)
AT

AEIE K K DORIARIE.

Kl etk D BRSO C AR I AR, AN K AR IR B TR 0y B
&, B IEAFAE KR, XAV I AR BRI B .
FRBRGE ™ ] RE 0 R 3

A ERBE DOBREMY
R EAN)

REIR K K71k DR R UM PR R A A 0 K S i
KA FNRITIT I 7 s o
FELZENTFIT, BHRBIAIRE.
HEI .

BTN R IR DR 5% 4% DOEERKIEUUR, ik E IR
O RNIE/E S

6. RN SALE

N AB &Rt B mins o AN AP
DB B ERV (S I 79 MDA R &2 (S L5 8
) o
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Finasteride (1%) Formulation

fA BT HY: SDS 4i 5 : R RAEIT H Y 2020/10/10
7.8 2021/04/09 49635-00018 I H #: 2015/01/26
B ORI S it BRI

R A S R TERR TR

LA FH (A E A R

UNRERA IR 224, FIREURE By 13k — 20 ik Bt
TR IR AL B 3205 Y rIBEER K -
USRIV B AR Y, BOE RS R .

TR R i ) PSSR AEE 2 ) 2 2 TP A Ab B

B iRy AR SR (e RS 2 RE R R AR I R
[ITPR

B A AR I UUAR, BRIHREE R T Ik B — B IR BEIN 2
R EVER G-

75 B SR AT BEIE T XA R R A AR B, DL RS B
HEBCD I A3 HT AT RN it o 1875 2 E AT 0 58 1 ROV
A% SDS [Y5R 13 E7r ANEH 15 R 7045 1 45 e U R 5K BRI
UEESERSE

7. LB S

BIELE
PR It

ey F8 e T 3E XL
7S ol DR REN S R

B 1E A 2 FC )

77
AT

ES ]

B R

i R T AR SR R R RO 2 AT 32 J MR A

RMEFE TP T . WL SR BE ik, SR PEIA .
RV R HEIX,  EE R AHETE KR T .
AN S SRR ACR -

ANERAIT A

BT o

8 A 5 IR i

Pl JE W8 BBk o

BT TAR TR B VPAG AR, 1408 R ol AR A 2 4x i
AT AL B

RIFARGE M.

R A K7 A AR R B B B (R

AN I DR s 2

28 8 AR K

RIS 45 i 7 L e BT

AR i AN EERE R L AROK B A o

NGB IR L IR B IR B R R R .
el

FTIAEA TE AR IR A 5 A -
FETBAE BTN B o

TRFF 1A

1% [ 5 R I BRI AT
TH215 T8 iSRRI R A7
SR A7

AIEE IR R ILARIE .

4/17



He B AR B A

8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Finasteride (1%) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 W) H #A: 2015/01/26
8. Befulzdl AR
1 4 Bl S R b o PR
4y 22O EE | BUERIER BHISE T BEWR | K
5 (CAS No.) | (=) i3
AN 9004-34-6 PC-TWA 10 mg/m? CN OEL
TWA 10 mg/m’ ACGTH
vEH 9005-25-8 TWA 10 mg/m’ ACGTH
Finasteride 98319-26-7 TWA 0.5 pg/m3 (OEB PR 1)
5)
BERR 5 pg/100 cm? kiG]
AR 13463-67-7 | PC-TWA (&4 | 8 mg/m® CN OEL
HAhf5 5 G2B — Al ARBUEY
TWA 10 mg/m’ ACGTH
(ZEAER)
TR SR BEA S SE—R, Fit, AEERREBAEE.
ZEALER
THEEEH s RSN T RSB AR AR S TS (T E
/MBS, KB A& EE IS B .
FTA LR 42 il N %8 & RSt AT, %2 AR P i i B
VS (GMP) SR EAE, DIARP = dh . T ANFIIREE .
ARV G .
TR LB T MRS RS
PAERS, 7B NG b4k &Yl 55 2U1E b 3% B T R i 3 74
HAR.
MRS
W 22 40 B 4 OWERBRE ERRREHEERER, BEEREE D RERE R
HEFEFR R R E(E, A R IR AR 4
UL i D kA
AR I 575 4 D RS A IR AR 1 2 e IR B B H B
W TAEMSE OGS IR . ZRYIE 55, i IS & 1
=k
WS RG A AT R B A B A . R BT, 1 (L R
At R I AT W A
JZ AR B A 5 4 D TAEMRESEEG AN A
R EHATES, FRAIMRER (s, BE. —X
PEARHRD , DLIBE e B AR 8 ok o
A5 FH 38 24 H A B R B Bk AT RE A2 35 e AR
FHir
Mk L B FEE
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Finasteride (1%) Formulation

A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021/04/09 49635-00018 BVIgmH H A 2015/01/26
%1E A E B NFE.
DAt n SR A R o AR P T B AL A, VB E LRSS AT IR R

PLERHE M RGN 2 2 =

R, AR SR .

WA AR Ve 5 J7 AT EE A -

AR EEE, MRS TR . SEr D A
A PO AR SRR . T DA B BRYT A
ia AT B .

Gy (R4, <k)

9. BEALRME
ML SR B
it el
Uk K5
QUG FHR VO
pH A FH AR YR
I 15/ BT 1 TR R
139 r R e FEHHR R
IR A FFIN
FERIE FFIN

PN, AR ERREAT H e BRI W] R R KRR R 2 R
.

Sk GRAR) Te B vk
BEYE FBR /TR R TE B vk
FRYE R BR /AR TR TEHE Bk
AAUE RIIN
BT RIIN
B /RN TeHHE R
K TEHHE B
W RE

K TEHHE B
1B /7K 73 e 5 4 log Pow: 3.5
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Finasteride (1%) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
pH fE: 7
HRUK A
H RS D REdE TR
SRR D RBdE TR
Eoics
BB E CORFIN
1BVERRE DR EE
A D R BRI A FEN AT .
K D RBR TR
10. Fase A NP
SN CORB NN fEE .
faE COIEEEAMH T RE.
1 65 [ N7 DL, AbEREEE T H e BRI R AT REFE SR ME R R S S IR A
.
CIRST A% -3 N R
I3 4 P 25 4 DG KJaRTkAE
R 2R A
LY DAL
VEALSAI R e D RH G R
11. BEEZER
B PN
J B
T
IR s 422 i
SEEH
WA E B LT IRAT 5%k,
I2 e
2 &M D BEFEMASTHE: > 5,000 mg/ke
VRSN VaReS
Hy
HFHR:
aMgnEs : LD50 (KR): > 5,000 mg/kg
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Finasteride (1%) Formulation

-5 ORGANON

A &1 H SDS %5 HIAZT H #: 2020/10/10
7.8 2021/04/09 49635-00018 I gm ] HH#A: 2015/01/26
SERNERE LC50 (KER): > 5.8 mg/1
FRERI ] 4 /N
TRRIR S W/ 2
g st LD50 (% %) > 2,000 mg/kg
R
St O dE LD50 (K B): > 5,000 mg/kg
SR B LD50 (%) > 2,000 mg/kg
Finasteride:
SEZ O LD50 (KER): 373 — 828 mg/ke
LD50 (/NBR): 486 mg/kg
&AL
SEZ O LD50 (KE): > 5,000 mg/kg
SER B LC50 (K L): > 6.82 mg/1
FRFRI A 4 /NEE
WRIRES: M/ 2%
PEAG: MR BUR G Y S RN BT
B2 FR G o/ TR
WRIFIA F ELTIHITHIEK.
ZH4y
Finasteride:
s FhH
gt G R Il
& Ak
FhE K
g 6 K Il B
= 22 R B 4 / R R 8
WA B L F T K.
245
TR
& FhH
iR T HEL I )%
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Finasteride (1%) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
Finasteride:
s R
B D BRI
& ARER:
M= D
g D ORI
TP R % 5% kit fgit
R RIS
WA 5 B L F#1T 9.
TP R e 8
WA 5 BT i##T 93,
Hoy:
R
A &N d VAR
PR D R
s OBER
zk 5
& ARER:
AT D R SRS (LLNA)
PR DRk
R VAN
g DB
AR BRT
WA 15 B THET 5.
Hy
FHR:
AR A IS DR B DR giE [0l B ARG (AMES)
gE R M
AR AL : A A 7L 3 4 240 i 32 PR 2 A 1 6
gE R M
AR P F PR E D AR AL LS AN B RAZ RS (IR N 4R B IR

Fift g /1N B

PRt A
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Finasteride (1%) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
5L B
ek
A A I PR B D DUAASETY: g (A 2 RARAIG (AMES)
750 B
Finasteride:
A A3 PR e D DNRRSEY A A G o AR AR R G
gE e
TARZETL: AR A L3 P2 i I [R] 58 A8 1R 6
e
RS AY: g 7] 2 A6 (AMES)
e
TSR Bl e 2000 4k
gk g ik
A Ay 35 PR B DO DUAASETY: BRARE (AR LS BE A M A R, Gk
R
WEIRL: 240
e v
e 4
AR AL DR B D IR N R ARG (AMES)
e v
A7 Ay 355 DR B 157, ~pi R NN U A
Fhla: /N
gE R v
BBt
WA 15 BT #1793,
Hy
HFHER:
e N
VA 3o LBA
RN [A] 72 /8
4 DBt
Finasteride:
e N
VA SE B
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Finasteride (1%) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
RN D24
© 160 mg/kg AE
g DOBAM:
masE 2N
B D RN
s VAN
PR IR N
T 2 I (1] © 198
ghE R 2R
HOASE DOER
B DR
ZEARER:
e N
PRI DN /S
BB D24
Tk : OECD XM 453
ZER D OPHME
e D HAERMLHI s AT B 5 NSRSk
Fo@tt - EAE D TSR N AR EG TR R A A B A B0 2
AFEEN
ATREXS A ) Lt it 5
404
HFHER:
S E B 1 PR B DR — AR S
g KR
PRFIRT B
ah B [
AR )L B 5 DOMNRSREL: A F /R IRRE
FhlE: KRR
PEBRE: A
gE R M
Finasteride:
o E B 1 PR B ) DOMNRSREL A F /R RRE
g K

PeRFIRZ 41
A H HE 71 NOAEL: 80 mg/kg A
GER WA B R

MR A F /WG & &
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Finasteride (1%) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
g KR
AT PN
A= B He/7: LOAEL: 80 mg/kg AH
2k 5L Bk
BV A IEIE X S R L5 N 2R 5
AR LR B 520 DOMNRSREY: RR-RR LK E
g KR
PR B
R E #PE: LOAEL: 0. 003 mg/kg A
SEHL BORER ., XTIRRR R
MRS IEAG-He LK E
g 1T
WEIRT BN
KB B LOAEL: 2 mg/kg fRER
ghE L BmHER .
AR FEME - TR DOMRIEERES, AR R R AR K R BB AR .

RrRUEEASE RAEN- —REM
RIEHUA 5 BT T 03K,
RRUGESE RERNE- REZM
KHIE S B AT REAR AR E

oy

Finasteride:

Befilig iz N

SEESE .

PP D KBS B il 4 0 A I R E
BRGLEEN

ZH 4y

HFER:

s N

NOAEL >= 9,000 mg/kg
PeRRIBR aA

T 8 B[] 90 K

TR

s N

NOAEL © >= 2,000 mg/kg
PRRIRR D R
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Finasteride (1%) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 W) H #A: 2015/01/26

T 2 1) [A] D28 K.

ik © OECD M 50 410

Finasteride:

T N

NOAEL © 20 mg/kg

LOAEL © 40 mg/kg

PR Rz AN

SEERIN ] N B

SOASE DN

s R

NOAEL © 45 mg/kg

PR Rz AN

T 2 I [A] N S

mesE COER

ZE AR

e N

NOAEL © 24,000 mg/kg

PR IR DB

TR [A) © 28 K.

R N

NOAEL © 10 mg/m?

PRIRRAE DN G/ ED

T 2 I [A] D2 4

WAFEE

WRAEBAE 5 B L F T 9%,

NE R B

ZH A5

Finasteride:

T COER: FUEMKE, R, BHEE, B,
12. EB%ER

H£AFM

ZH A5

HFHER:

X 18 I : LC50 (Oryzias latipes (HZAEH#)): > 100 mg/1

SR FRINHA]: 48 /N
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Finasteride (1%) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 W) H #A: 2015/01/26
T LT 2 R i B
Finasteride:
STEZBRR N LC50 (Oncorhynchus mykiss (HT#)): 20.4 mg/1

XA AR TR HES Y

8k

XTSRRI R

luf

xHERHIREE (18 VERE)

W

XA AR TR MY

HIREIE (M2 T1E)

M-PF (KK A fE )

&bk
X} f1 2

XA ALK AT MY

K351
X /IR LRI TE

XA R

FEAER R
A5y

HHER:
E R AR

Finasteride:

SEFRINTA]: 96 /N
J515: FDA 4. 11

EC50 (Daphnia magna (/K¥#%)): 17.8 mg/1
FRFEIT [A]: 48 /NS
J5i: FDA 4. 08

NOEC (Pseudokirchneriella subcapitata (£%%:)): 49 mg/1
SRFEIS IR 14 /NI
Jii%: FDA 4. 01

NOEC (Oryzias latipes (HAE)): 0.05 mg/1
FRFRINTA]: 105 R

NOEC (Daphnia magna (/Ki%)):0.12 mg/1
FFEHE]: 21 R
J5{%: OECD Mt 50 211

1
LC50 (Oncorhynchus mykiss (HT%)): > 100 mg/1

BRI Al 96 /N
J71%: OECD it 5 0] 203

EC50 (Daphnia magna (/K#%)): > 100 mg/1
FRFEFIE]: 48 /N

EC50 (Skeletonema costatum (HEFEREHSE)): > 10,000 mg/1
RGN E): 72 /NS

EC50: > 1,000 mg/1

FRFEI ] 3 /NS
771 OECD )it 5 ) 209

SRR P AW B
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Finasteride (1%) Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
A B fi e SN L Sudastyl S IR
AR 0 %
FeFEIA]: 7T R
J515: FDA 3. 11
KA AR E DK 0 %(5 K)
J7¥5: FDA 3. 09
BRI
Ha
Finasteride:
12/ K e &R 5 . log Pow: 3.57
TIEFREBH
TCEHRE Tk}
HaARHEE/EH
TCHE T k)
13. BHAE
B
TR IEAL A DR AL R
15925 D PR AR IE V] R S AL R I BTG AR AL E .
WA ANER : FeR A 7= AL,
4. BHER
I Byt
Fi3Z (UNRTDG)
AN & 6 i B
233% (TIATA-DGR)
AME N & 6 i B
#8315 (IMDG—Code)
AN 1 6 T HE
# (MARPOL73/78 /A#7) B I1 F1 IBC FEN]
ANIE FH A8 72 i o
HE#R
GB 6944/12268
AN & [ i A B
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Finasteride (1%) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26
FFER B T it
RFIN
15. EHER
&R
BV Bl VR v
FERBRAETHAEFRFIZER:
AICS DR ME
DSL DR ME
IECSC CORME
16. HALEE
HMER
22 R D ONEEIAREE, HdESRIET R SDS. OECD eChem [/ 44
REER, PIERKINL A E R, http://echa. europa. eu/
H 345 © f£/A/H
BREM Y FREE
ACGTH D EEBUG T A2 2 (ACGTH) Z R FR{E  (TLV)
CN OFL D LAEPrE ER R IRE - L EERR
ACGTH / TWA D8 NI, R INACT A
CN OEL / PC-TWA D RTINS T B R

ATIC — KA oA 2A S B ANTT — L7 [ R EE B IS SpLR ;. ASTM — SEEM R SRIR i &
bw - K ; CMR - U, FARM AT ; DIN - fEERHELES; DSL - s KE N
MR 45 ECx — Bl x%RUSIMEE; ELx — 9l#E x%N AT ZE, EnS — Ri&fdit; ENCS
- HAMEHEIEY R 445 ErCx — 518 x4 KRN I ERG — RiZAFEFg; GHS - 4Bkik
S G oy RARR A, GLP - RAFSEIE ML, TARC - ERFRERERT AN ; TATA - ERFRITE
BHithe; 1BC — [E Frsesia i fa A S o AL s F s & 0 TC50 — Mk g, 1cA0 - [H
PrECHMIAS A, TECSC — R EIA AR 4 3, IMDG — [HFrifgis el iy, IM0 - E PR
M, ISHL - HARTN e RERE, 1S0 - EprbrrEb 4y, KECI - #iE PG L FY R 4 5% ;
LC50 — MR NBE BB ; LD50 — WK AR HESEE CEREUEE) ; MARPOL - EHBRBI
IEARAIE RIS G2 A2 noo.s. — RAFIAN; Neh — FFHAIE; NOAEC - AT CHE) {EH
WEE; NO(MEL - JErr L (5% fERFI&E; NOELR — JCrl WAEH fifar 2 ; NOM — SR 824Nk
NTP - EZEFEHE MR, NZIoC - i 24, 0ECD - & &1E 5 K E44:; OPPTS -
GG ARFFMEHFYRIIAZE; PBT - FEAME. AR HERAYR; PICCS - FEHE
S SEYFR 45, (QSAR - GEE) S5 —IiGMLR; REACH - RS H &K T 10
SEEEM . VAL BEBURIR &AL (EC) 1907/2006 5 ; SADT — HMNGEfRIEE; SDS - %4
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Finasteride (1%) Formulation
A &1 H SDS %5 AT H #: 2020/10/10
7.8 2021,/04/09 49635-00018 BVIgmH H A 2015/01/26

BRI F; TCST - ASHEEILEMBEN; 0 - SR idmizt; 1SCA - EEGHMF Pk,
UN - BR&HE; UNRTDG - B S T el temism @il 1, vPvB — miF AMERI A 2R
Jit; WHMIS - TAEZPTfEk it B R4

aFEH

TR R LG, A LEBORUEBIAS (SDS) T A 2 HIE 5 B HEm iR sfE 8 R AR %
ERAE R T, A B, BN, AMURAERRE R RAEF BUR E RS
BROCARESS, BERFEMEREE R EA SDS TARHE IR E B <, 2 SDS AT RS AR T
AR RHE & BRI AR, SRR IS BR B R AR P S8 AR RR E PR 5T N T it £ A
BAE A I DAy AR B AT, AR 28 i SDS ARG FPEVEAS (A
EHD

CN/ZH

171717



