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Formulation
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1. A RAEFRR
77 b A FR . Rizatriptan Orally Disintegrating Formulation

il 1 A B AL LR 45 2
1) 3 7 B AL BV P 44 ' Organon & Co
ik : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SRR : 551-430-6000
N 2 L : 215-631-6999
EE, - HIS 4 S . EHSSTEWARD@organon. com
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it L R TR
RBR L R TR
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %45 HIAETT H #: 2020/10/10
2.9 2021/04/09 809062-00011 B H B: 2016/07/22
H317 AT GEids i B e B0 v
H373 K HAE I &2 FEfi ] RE PR E 2R H .
it E
P260 ANEI N4
P272 23 Gty TAE BRAS 77 tH TAE b
P280 B T 5.
AR
P302 + P352 TR ki Te: F/KFTE 05 d.
P314 W HANE, J0RE/ 2.
P333 + P313 Wik AR HE S E: R/,
P362+P364 Mt ihys ARk, JEVEE T B A .
EFRLE:
P501 K5 N 254/ 25 2 i B HEHE R IR D AL BT b HE
LBy IR g TR
WA 5 B LT #IT 0.
BEREE
GRS, AT ReE R e B R . KB B AT RE S E A E .
HIRfaE
WA 5 B FHET 5.
GHS REFERHMEE

2B 5 IR Ffid 2> T SOTURR I
AN AR PR B AT H e A IR AT RETE OB KR M 22 2 R B4 -

3. B/ HRMER

YR/ IREW) D ORAEW
4H4y
k.25 i A R A= Realine) WREZ BRIV (% w/w)
(CAS No.)
HHEER 9004-34-6 >=10 -< 20
A 25V 8006-90-4 >=2.5-C10
Ry 9005-25-8 >=1-< 10
Rizatriptan 145202-66-0 >=1-<3
4. SRR
— A D HEMEUEREANER, SLEPEEE .

FEREARFF SEEA THA0, BER
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Rizatriptan Orally Disintegrating

Formulation

A &1 H SDS %45 BT H #: 2020/10/10
2.9 2021/04/09 809062-00011 A4 H] H H: 2016/07/22

A DN, REEBEES AL,
s
Bk A fih D ndRf,  SLRDA ORI K R BE Bk
i 25 TS H A AR AT 4
HEs .
B AT VAR -
B AR T U
HER 42 DOWRENIREY, FHAKFE R
USRI A RREE, WEE
A DOImAEmE . ANEEI
HEs.
FHZK B
B LR RRESE M DGR PR
] B R PRI B
R Bl S H fk AT RE T 2
Hoy 242 55 AR Fig 42 fh 2 3 BSOM LA 3
xR R 1 D BRISTARGE R NGRS, R BEAE AR R ER AT DL T N A
PR N2 (S 5 8 49)
xR A RS S $R DOERBATT .

5. JHBHTE

K KT K K DK
i} Y K
AR (C02)
ZETH

SAIE R K K DORNARIE.

1R 31 e G 1 D PR S AR AR, VNI AR TA B TE S IR
B, WERRIEAELE S KR, X T (R BRI fE
Al R M ] B S a2

A ERLE DOBREM)
REAENY)

RIR K K71k DR R UM PR R A A 0 K S i
KA FNRITIT I 7 s o
FEZERFILT, BHRIURIIRS.
HEI .

BTN R IR DR 58 2% DOEERKIEUUT, ik E g IR
(U RNDE S

6. IR SALE

NGBt B o A AR %
DB B ERV (S I 79 MDA R &2 I(S L5 8
) o
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %45 BT H #: 2020/10/10
2.9 2021/04/09 809062-00011 B ) g H 1: 2016/07/22

RS R4 e TG R B R

R AL SR U SRR TR

LA P B Ak B R

UNREW TR 22 4, PRI By 132t — 20 ) ke s H
TR AL B 3235 YRV ER K -
USRIV B AR Y, OB R S R .

TR B W B A ISR AR IS 2 (7 48 TP AR AL B

B b AR AE A SO (e R4 2 s iR B R R
[ITPR

B BB AR AR R IR, RSB R I B — e IR 2
TSR E IR G -

b 75 B SR AT BE IS T X AR R A AR, DL B
HEBCOI S T BT R AN it o J8 5 2 1 470 52 & VR
A% SDS [R5 13 B A5 16 BRa»45 1 sE b 7 B S 2R N
UEESERSE

7. BELBE S

BIELLE
PR It

a3 S B A THT e X
7S ol DR REN S R

B 14 A ZE HE W)
e
B AT

ES ]

(ERrEe

i R T AR SR T AR RO 22 DTS AR AT

et 7e TP HE It AR S HEMIMI BRI, B PEIR R
HRELE 2 W88 KUK 2 A A o

AN S B IR A R -

ANEGNF B

ANEAM .

0 A 5 IR i

b JE AR T8 B2k o

BT TR PR BRI RAFH Tl AR 22 4 i
AT AL

Rk 42 AR A AR 2R B B R IR

AN P DR 5 75 25 5 1A o

70 1 PR A K

KI5 8 it B 1 FRURE T

AT AN BT L OK BRI .

ANOBT IR IR RERIER HHER R A
AL

A IE SR IR AR 2R A -
1% [ 5 R BRI AT
TH215 T8 iSRRI R A7
SR AL

AEEHIREL RIARIE -
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %45 HIAETT H #: 2020/10/10
2.9 2021/04/09 809062-00011 A4 HH: 2016/07/22
8. BEfib¥EmFIAMERT
5 40 Rl S BP0V Ak PR L
Moy b2 EAe | BE kA BEHISE I B | K
5 (CAS No.) | (=) B
AU 9004-34-6 PC-TWA 10 mg/m? CN OFL
TWA 10 mg/m? ACGTH
VERY 9005-25-8 TWA 10 mg/m’ ACGIH
Rizatriptan 145202-66-0 | TWA 10 pg/m3 (OEB 3) | M
IR 100 pg/100 cm? P I
TR DT TR RS N A R & R AT, R A R R
VG (GMP) FOJEIEEAE, AR =i L ARIIRES .
T EAd A 1 B R PR S AL &8, 05 1L ST
B ERZIERHTT (I ORER .
JRAT fig ek b A
AMEBG 3%
L SN kA DR R R X, B R BN R R
HEE TR IR, DA F D R
Ut e i D kA
AR T B 4 D RIS ISR 2 e IR e H B
WR TAEM B BIEsh Ik 2R . ZRM et %, 5 IREGE & 11
P H B
R AT RE B B 4 . FRM B 5, 1 (s
ol HAt AR 4 4 6 1 158 4
LN D LAERESEIR AN
MR BEPATHMES, FREAIMOEER dnghe. BE. —K
PERIR) , DLIBE G i K 4R 72 ok
1 FH 3G 24 I B B AR RS B AT RE 235 G A -
FRid
R D By FEE
&VE D AHBREHNTFE,
P D LSRR R O AR T R R A S, TR AE AR BT T R
LR ik RG22 .
I, AR R R
GG AR IRANS A AR
WA HA ARIE Ve 5 7 T A
HROEERIEE, NMARE: TREEHIES . &N
T AT AR SRR . Tl ARSI BEST W gn A
i AT S .
9. HALEsM:
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Rizatriptan Orally Disintegrating
Formulation
FRA BT H SDS % 5 BB H I 2020/10/10
2.9 2021/04/09 809062-00011 B4 1 1 393: 2016/07/22

SEE PR AR

e ToHHE BRE

R ToHHE BRE

U ToHE R

pH {H ToHE R

K45 551/ ] A TR R

Wi 2T AN FE THIEE R

PN A RIIN

HRER TR R

SR (R, =A4) %1\%@ﬁﬁﬁﬁﬁﬁ¢%@ﬂ%/&%ﬁﬁ*'é IRE

SR GRRAARD LB R

1BIE ERR / PT BRI B IR THAE VR

PRIE R IR 1 AT R T R ToHE vERE

AR TEHcH Rk

B TR VR

P /RN T MR 7R

I TR R

e

KIHE TR YR

TEE R/ KA B R 3 TEHHE B

BRI TEHHE B

O R B TEHHE B

R

BENFE ToHE BB
PN TolEAEE
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Rizatriptan Orally Disintegrating
Formulation
A (CAANEEH SDS %5 RIAELT H 3 2020/10/10
2.9 2021/04/09 809062-00011 R H A 2016/07/22
At DR EUR A I SN E AT
NTE D CEUE R
Fitz D R R
10. st R B
SRV : %W PN B fE
et COEEFME T RGE
fe s S v ; MI m@&ﬁﬁﬁzﬁW%ETm/&%ﬁﬁﬁ“z RE
LY/
A5 5 AR R A R
838 7 P A S NPT DT
TGk A2 A o
LIty DA
FE B (1 53 fift =40 DA BRI R
11. HE2ER
Bhig i L IN
B ok il
(N
L 2 ke
s
RAEIA (5 B TFHAT 52K
Fll__l'J'
SEZ N D SMEFEMEAETHE: > 5,000 mg/kg
Jiik W E Ik
Hoy
gFER:
FSY iz ymE-2 3 : LD50 CKEL): > 5,000 mg/kg
SER N © LC50 (KR): > 5.8 mg/l

FFMS Al 4 /N
DAIAEE: Fy 2/ M 5

S B Rt © LD50 (XKf): > 2,000 mg/kg
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Rizatriptan Orally Disintegrating
Formulation
R A &1 H I SDS %5 RIAETT H #H: 2020/10/10
2.9 2021/04/09 809062-00011 WG HH: 2016/07/22

AR

Sk O EE LD50 (ki) > 2,000 mg/kg

SEZ R B LD50 (% %) > 5,000 mg/kg

R

SEL D& LD50 (KER): > 5,000 mg/kg

SR B LD50 (F%): > 2,000 mg/kg

Rizatriptan:

atkz ot

BRI o/ R ¥

T R IR
4H4y

HAT R

T )

7

L

Rizatriptan:

i)

a5

P 2 HR A #5457 / IR R
WRIEHA E B L F T 9.
ZHA4:

AT R
i)

+
45

&E
R

it
a5k

LD50 (K K): 2, 227 mg/kg

LD50 (/INBR): 700 - 1,631 mg/kg

EH
BB
R i

EX
TE B PR P

e
FIMIRAS, 21 RAIKE
T AU B KdiE

e
TCHE
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Rizatriptan Orally Disintegrating
Formulation
R A (CAANEEH SDS %5 RIAETT H #H: 2020/10/10
2.9 2021/04/09 809062-00011 R H A 2016/07/22

Rizatriptan:

LEH 2 £ g

ik HH R ) HRL I O

W B B2 ko

J:2i/S Kz

] REE BB I BEURNE
LSS BUE

RAEILE 15 BT 702K

Hay:

AT R
AR
Fefihig At
it
Jiik
gk
Uk

P

ek
RF =gt
Befphig 2
Tl J

a5

Rizatriptan:
MR
Fefizis
Tl

P

4

A TH A B R AR

RIEIA 5 BT REAT 2K

44

HER:
Ak A 32 IR B

SRRk S5 R 56 (LLNA)
B oz i

IR

OECD M4k 3 ) 429

FH 4

FET AU i B

A REBIE H R N B R B

T FNFIVATE
B I S

R

FA

T FNFIVATE
2954

JA B

ANGIE B R R
FA 1

ISR AR [P 2 R AR GE (AMES)

g5 0%
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Rizatriptan Orally Disintegrating
Formulation
AR &1 H SDS %5 BT H #: 2020/10/10
2.9 2021/04/09 809062-00011 A4 HH: 2016/07/22
AR AL AR A 2L 30 P2 it I [R] 5 A8 1R 6
gE 9L [
1A A FE R 1 AR AL il L S0 20 A0 P AR 6 (A P 40 3 A% 4R 36D
FhlE: N
PR B
25 0 B
e
A AN R 1 RZEAY: g 7] 2 A6 (AMES)
25 0 B
Rizatriptan:
A AN R 1 RZEAY: g 7] 2 A6 (AMES)
25 0 B
TSR Bl e 2000 4k
gE - B
AR 2SR : A AR LB 0 20 i 32 ] R AR 1
gE - B
AR ZEHY : A G o A M AR 56
e v
A7 PRy 355 DR B AR W AL A B AAZ A8 (AR PN 4l R st A2 4R 08)
Fhla: /N
PR 20
gE - B
BUE
WA 15 BT #1793,
ZHA4:
HFHER:
R KER
VA SE T
T 7RI [A) 72 &
gER oA 1
Rizatriptan:
g /NER,
VA SE N
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %45 BT H #: 2020/10/10
2.9 2021/04/09 809062-00011 A4 HH: 2016/07/22
e AN © 100 &
NOAEL © 125 mg/kg fAE
g DOBAME
e N
DA B DN
EzgeeA i) © 106 &
NOAEL : 106 mg/kg fAE
g D OBAME
AEFEE
WA E L TFHEIT 5.
HA
HFHER:
S E B 1 PR B D DAY — A R R
Fhlg: KR
PR B
ok B [
G LR B 52 DA A/ R HRIARE
g KR
PR A
e v
Rizatriptan:
S} E B 1 1R R i DA A E /R MRIA R E
FhJE: R, MEPE
g 40
A HRe /7: LOAEL: 100 mg/kg AR
MR e KA
SR SRR E R IR G R A .
MR £ F /R A R E
il KB, Bt
WREIRFZ: 20
A H 8 47: NOAEL: 250 mg/kg AR
SR SRR E R IR G KR A .
WG LR B 52 DR RRs-R LR E

Mg KR

DA T G 2

KRG EEME: LOAEL: 10 mg/kg A

SRR CEmEA ., BEHR-RRJLERE .
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
2.9 2021/04/09 80906200011 B ) g H 1: 2016/07/22
MARZRAL: RRa-RR LR B
MiE: &
DA e Tl 2l
G B LOAEL: 100 mg/kg AR
cERL EEER . , SRS LERE .
T RO REAR B R 2 R AT .
AREFNE - YA DOARIEBSIRES, AR K R E A R KRR .

RS E RREE- — i
RIEHA 5 B ER T 2.

HA
Rizatriptan:
PEA AT BB AN R AR AL =

RrRGEHESE RAEN- REZM
KHIE S B T REAR H AR E

5

Rizatriptan:

HLASE CDILE RS

PP s KIHE R BBl 0 g B R
BERELEEN

4H4y

HFER:

s N

NOAEL >= 9,000 mg/kg
LS 3 aA

e A 90 K.

R

& N

NOAEL T >= 2,000 mg/kg
PRRIBR D R

Er Ay | © 28 K.

WAR/A © OECD &t 3 U 410
Rizatriptan:

s KR
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
2.9 2021/04/09 809062-00011 B ) g H 1: 2016/07/22

LOAEL © 1 mg/kg

A S e Rz AN

e Al D14

FEIR D mEFLBCOK, Bk, K4

e R

LOAEL ©0.05 mg/kg

A 3 DBk

EyeAingl| D2

JER D mEFLBCK, Bk, K4

R R

LOAEL © 0.2 mg/kg

PFiRE L %0

EyAN| N (<

FEIR D BESFLECK

WAEE

WA 5 B LT #1793,

NEFREARLS

Ha

Rizatriptan:

9N DORREE O RS

REIR: BE9Y, BET7, FOR, Sk, MBS, EHE

12. &F%ER

HAEFNE

Hoy

TER:

xf ) EE A : LC50 (Oryzias latipes (HATF)): > 100 mg/1
FeFEIN R]: 48 /N
BV HE TR A

AR

xf ) EE A . LL50 (Danio rerio (BEZ£4)):> 10 — 100 mg/1

FEFRIIE]: 96 /N
vt TR R S

KA otk A B HESIY) ¢ EL50 (Daphnia magna (JKi%)): > 10 — 100 mg/1
H TR FEIA]: 48 /NS

13/17



i ZEBAR A A
8 GB/T 16483, GB/T 17519 il .
-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
Ji A (ERNEER SDS % 5 RIAELT H: 2020/10/10
2.9 2021/04/09 809062-00011 W) gmi H H#H: 2016/07/22

vk BT R AR
ST/ KA Y EL50 (Desmodesmus subspicatus (£%3#)):> 10 — 100 mg/1
TR ] 72 /N
vk TR ) s

X AR A A EC10: 51 mg/1
FegETIE]: 3 /NET
v E TR R
Rizatriptan:
pOREE A E R LC50 (Pimephales promelas (JEkfi%fa)): > 1,000 mg/1

XA ALK A TR MY

RIS Al 96 /N

EC50 (Daphnia magna (/K3#%)): 1, 000 mg/1

= FFEIA]: 48 /NF
Xt/ K AR EC50 (Pseudokirchneriella subcapitata (Z%7)):> 100 mg/1

BEEWE: 72 /NE
J77k: OECD iR S0 201

NOEC (Pseudokirchneriella subcapitata (4%7)): 48 mg/1
RFERTIE): 72 /MBS
J7i%: OECD il 10 201

NOEC (Pimephales promelas (AEk#5f1)):9.6 mg/l
FEFEI ] 32 K
J5 i OECD {50 210

XK KAETCEHESY) © NOEC (Daphnia magna (7Ki%)): 110 mg/1

FIEEME () FegRit ) 21 K
J77k: OECD R S 211
XA R EE EC50: > 1,000 mg/1

FRFENSTE]: 3 /A
TR - IR 171 ]
J715: OECD Wil 1) 209

NOEC: 1, 000 mg/1
FRFEITIE] 3 /N
PRI - IR 17 )
J7¥%: OECD Ml S 00) 209
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
2.9 2021/04/09 809062-00011 SR H I 2016/07/22
R AR AR
Ha
AR -
AR W) i 1k g A PR .
HERT R
R W) B i Ak 25 B PLm A YRR AR
&k TR R EE
Rizatriptan:
R W) R A GER ARG R YRR .
AR RRTE: 50 %
FEENE: 13 K
J71%: OECD Ml 3 ) 314
EMETRE S
H5
AR
1E3EEE /KA AL 25 log Pow: > 4
FVE: FEF Y R
Rizatriptan:
B3R/ KA BL R HL log Pow: —0. 649
HIEPFEBM
H5
Rizatriptan:

FE S IRE 70 B2 18] P K A

KA A EEM
To K 7R

log Koc: 3. 83
J7¥%: OECD ik 50 106

13.

RFLE

A B 57
JRIFAE il
g EY)

AR AR

JSEH 25 R 4 1% 2 VF AT IR PR FE )AL 7 BT AR P B
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Rizatriptan Orally Disintegrating

Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
2.9 2021/04/09 809062-00011 A4 H] H H: 2016/07/22

WA ER : FARAE T A AL EE

14. BHER

H FriE
K1z (UNRTDG)
ANME N & 6 i A B

7232 (IATA-DGR)

AN Ay f 6 i

#83E (IMDG—Code)

AN Ry f 6y i

# (MARPOL73/78 A#1) P I1 A1 IBC FEN]
AN3dE TR 77

& A

GB 6944/12268
AMEDN i i

FEPRBI Y IE
RIIN

15. ¥HfER

EREM
BALRRI IR

anﬁﬁﬁﬁ?ﬁ@i*ﬂ‘]ﬂ@rg
AICS CoORME

DSL DORME

IECSC DORME

16. HAhfER

KB R

22 R D WA EE, BdEokIET E Rl SDS. OECD eChem [/ 93
ReER, DR RE PR, http://echa. europa. eu/

H % X L /A8
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Rizatriptan Orally Disintegrating
Formulation
A &1 H SDS %45 BT H #: 2020/10/10
2.9 2021/04/09 809062-00011 A4 HH: 2016/07/22

FERENE FEES

ACGIH D REBUF T DA R 2 (ACGTH) Z W FR{E  (TLV)

CN OEL D LEATE ERN RPN EAIRE - A ENR

ACGIH / TWA D8 /NI, BRI )ME

CN OEL / PC-TWA D RTINS R

ATIC — MKFE Tk 2 & B ANTT — ELPG [E K s LAl ASTM — SEE AR SZE6 2 ;
bw — fRHE; CMR - U@, SCRAMSAEBEYR; DIN - EEFRHENS:S, DSL - MERKEN
YR 45 ECx — Bl x%RUB I ELx — Fl#E x%BN AT ZE, EnS — B2t ; ENCS
- HAWANHFY 44T ErCx — F1#E x%F KRR I ERG — RMAdEr; GHS - 4 Ekik
MG RAEREHIE; GLP — RUFSLIG=ME; 1ARC — EBRRAERF AN ; TATA — EFRATE
Bt 1BC - [E Friisiz i fa ki S S A s F s & B0 1C50 — ik g, 1cA0 - [H
PrECHAT A2, TECSC — FEIIA D45, IMDG - EFrigis fa ey, M0 - B3
M ISHL - HATI 4 g gikg,: 150 - EPrbriefbl2; KECT - #hEI A LY 4 5% ;
LC50 — MR NFEPEBOIIREE ; LD50 — MR AFF Bt E CEEEIEE) ; MARPOL - ERRES
IEARAE RIS YA ) nooos. — RAFIAM; Neh — ZFHAGF; NOWEC - BT W CHE) {EH
WRE: NO(WEL - AW CHE) 1ERFIE; NOELR - JLr] WAEF A%, NOM — SBp§af 2240l ;
NTP — EZEX BRI, NZToC - Friti =W, OECD - @ GES KA, OPPTS -
HYBG . ARFIAEFBYRIIAZE; PBT - FEAM. AV EBMASFEAYR; PICCS — FifsE
e 5 EY A, QSAR - GE&E) ZM—iGMEX R, REACH - BRI SR E ST
SEEEM . AL BBURIR &AL (EC) 1907/2006 5 ; SADT — HMNGEfRIEE; SDS - %4
AR TCSI - SIBEEAILSYRIEM: TDG — MGz TSCA — ZEEA HW R EHNE:
UN - BAE; UNRTDG - Be& ERTalE i@t ; vPvB - e AR S A9 ZAEY
Ji; WHMIS - TAESgRfal fs E RS

HTTE

BN IR AT, A R U S (SDS) A 2 H IR L5 BRI TE R . S5 B AR %
SRR ML NI Al sk, AAEMRATAER, AR MR A CRIESS ss B S
BROSCARUESS, BEREMNEE R SA SDS T € KR EMBA R, 2 SDS H A RS T 3
AP RHE & SH] TAETARURE R, SRR AIE B e R AR P S8 AR R E PR8N T 75 A5 A
BefEL A DAk T UM RIS BRI, AR 2™ i SDS ARG FPEVEfY (A
EHD

CN/7ZH
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