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KGR HEHES Y VT TFEMH 150mg, Y U T R T5mg
U Y, U TR T 150mg v Y (—k4 s A~ Y X
~7 (B HLZ))

(%)

L. IZIL®IZ
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150mg, Y U7 FEF 76mg >~V v, Y U T H T 150mg &~
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2. RANORH, ERET

Y VT RN 150mg, [RIFZ N 76mg U 3 [RIE N
150mg VU v ¥ (— 4 - A~ U X~7 (BT E#z). U
T IARH]) X, kE Genentech, Inc. ICX VW AIEES Lzt b
fbHie b IgE £/ 7 u—F A HiEkThH 5,

(%)

2. RENORH, ERET

Y VT M Tomg, [EIEZ M 150mg, [FIRZ FiE 75mg &
Voo FEFE10mg V) vy (4 A~ X~7 (&
oA 2 ). LA [TARHI)) 1%, KE Genentech, Inc. 2L Y
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BT LULX =BT RT 42020

(4 5% 1 50 A X )
B7 LLX—28ITA R4 2016




nEs

XEFEREET A FF14
<) A~7 (BaFHHx)
(54 : Y L7 BT 150 mg, Y L7 ETFHET5 mg v U v,
Y UTRETHEHE15S0mg v )

~EET L X — B~

SR 12 A (B4 44 AET)
JE A T 8



B &

AU S

XU I

AANORFE., ERET
Al ANE

BeHRG L e DB
BRI L CTHHE T NEFHH

P2
P4
P5
P9
P11
P13



1. IXC®IZ

PG DA « ZRMEOHEROTZDITIT, IMELEFICESWEEEREHAN RO NS, SHIT,
ITAEOR AR OEAIZ LY | FUREIRE OB 72 ERET 2 63 5 ER LD ARE INDHH T,
INODOEEMEZEICHELEL T L5 BFITEUNICRMET 2 Z EAMBEOREE o T D | RFMEBUEE
EBEDFEARTTE 2016 CEEL 28 4 6 H 2 HEFRIRE) 128\ T HOHHE S %E O H o i b
ERLHZ EEEIRTVD,

FHUERE T 28T 2 EE ML, FBEEASCZEN T v 7 7 A VDB FOEREG EH LIRS Z
LB D, T, AIMEROLRMICEAT DIEWRA oM EN D £ TOM, YaZEIEO BB AR
KZTFDHENPMFFESNDBEICKH L TERAT L E LI, BWEANEI L ZBICHEexhiz &5 2
LARE R —E DB 2T T IERRE TN T2 Z L NEETH D,

L7eo T, KAA KT A4 Tlid, BAREML IV E TG oL TV D EFIEH - BPr) RS
& LUTOEIES O FE e H 2 HEET 5880 b BB, B RO EFHE RT,
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—IFAEENE N BART L —%a | —AEHEN B AN T v —%a | A EEEN B AN R
K Ot EEN A ABRIRANBHE SO O & EA1ER LT,

ML ERS VTR TEM 1S0mg, Y LT ETFESSmg Y oY Y LT ETIEISOmg VU oY
(—4 A~ X~7 (B THRZ))
G LR BIREUIIE - FEEIMET LV —MRR (BEERE COIRA 0 R BE R BIEEE IR D)
Wl RBMELONE : R, RAKD 12 L Eo/NRIZiEA~ ) X~7 GEia#fiz) & LT 1 [\ 75~
600 mg % 2 X% 4 @M FIZIERT 2, 1 Eld 72 OG-80 TR 5HIFREIT. 1)
[ % G- L35 AR IgE e fE R OMAREIC KRS X | PRt G sfERICLVERET D,
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200 mg mg mg mg mg mg g mg mg g
200~ 150 150 255 300 300 150 450 600
ph 450my
300 mg g mg mg mg g g g
300~ 235 225 00 | 450 450 150 G000 600
400 mg mg mg mg mg mg mE mg
400 225 300 150 450 600 | 600
500 mg mg mg mg mg mg
SO0~ 300 300 450 (L] 600
600 mg mg mg mg mg
L 300 450 G000
700 g g g
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S
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900
a0~
1.000 i} £
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1100
1,100~
1,200
1,200
1.300
1.31Hp
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7%
200300 . ?
g
= 450 525
300~ 400
mg mg
375 375 535 | 600
400~ 500 N Ol
ng iy i mg
3is [EEl
SO0~ GO0 i 450mg | 450mz g
isia] ¥ ”
GO0~ T 150mg | 450mg | $25mg
mg mg
335 | 205 3 375 -
T00~800 | = | = 00 £es 150mg | 450mg | 523me | 600me
mg | mg mg g : . i3 2
25 [ 15| 300 37s
B00~900 | © % 450me | 525mg | 600mg
ms mg ma g
GO0~ 225 | 300 35 g -
450mg | 525mg | 600mg
1000 mg | mg 40 b g
- 275 | 3 37
3,0 ol o i 450me | 60dme et gl
110K mg | mg mg - H
L100 300 | 300
2 430mg | 525mg | 600me
1.200 mg | mg
1,200 300 | 375 1 -
450me | 525me
1,300 mg | mg TR %
300~ 0 | 375
I'"_J.‘ o : 52%mg | 600me
15000 mg | mg

P 5B Tl AR OBFEAESE R TH S 0.008 mgkg/ [TU/mL] LLE (2 HEFFE
KRR 5R) 0% 0.016 mg/kg/ [TU/mL] LA L (4 BREIFRE TEGER) Led L o#&E
ERRESINTND,

B ILT 4 AT =~ RSt




2. AR O, EREF

VUT R THEM150mg, FE THETSmg &V oY REFHE1S0mg v U >y (—f4 A~ U A~ 7

(B z) . DR TARAN ) 1%, KE Genentech, Inc.lZ L W AIES /-t MbPik RIgEE /7 1
— T AR TH D,

AFNZ, MG OUERE IgE OEFEKICH D Ce3 HALICHEA L, MM, fFERERE OREIZHE
LT\ 2 E e IgE 28K & 1gE & DR E a2 ET 5 2 L2k | IERGHAL., 45 LRSS O TR A 3
L, 7 LA T 5 & BN TWD, FHEIMET L —HaRIT IgE AEE+5 T L
NX—RETHDZ b, RFIMEFHET LAX =PSRRI U UREIREZR~T 2 LB sn 5,



3. EEPRARE
ZFEIMET LV — R (BEFIRE COIRA 272 BIE TR EIEEE IZR D) OAGREHCFHME 21T -
7 7R B R AR O piAE &2 7,

[E] PN A5 AR AR (F1301 5R5%)

[ o]

AT A 488 o — X NBAFER CRIER DDA+ Th o 72 12 5REL LD A TFEHERE  (HARBIK
346 Bl (AAIRE 173 B, 77 v AHET3H) ) Z2/GIC, AROEDER LB EZRTTT D720, 77
A HRAE R 2 b T B B RO TRE ] FL IR S BRI 7 (OB, )R, B B R OVT3EIR) C3
Shiz,

M- H&EX, 7=2F%FY 7 =T VUERBEVHI T, X—2F A URFOMLIE T IgE A K OMAEIZ &
DG EMERITISE | ARHK) 75~600 mg LT T ARE 2 T 4 WEMT 12 BHE TRET LD L
EERESHL, 20184E3 H 5 H~4 H 1 HOHIMIZ 7 A FH Y v 7 a Bt VBT AT ADERERIC & 530
HAdsztdEasni, £io, IBBREROOIHEOFEMHIZ L > THEMAA 27 (Nasal Symptom Score®
DORERRCESR) 232 RLLEDOEAIC N T~ U VHEFEE A, Ocular Symptom Score? DAERLELFE DN U733
2 UL EDG AT VR A NAF RN, TN TNV AF 2 —FKE UTHEMTTRE L vz,

FEEO EHERHMITE B X, ERE— 27 HDIZ351F 5 Nasal Symptom Score & B E S 4172,

D1E60mg & 1 A2EENKETHZE &SN,

D1 a4 mIPET 1 (15 b b 75 Rl 50 pg. 12 bl b 15 iRl 25 pg) 2 1 0 2RI\ E+52 L LS,

D PERLE N TSRV L= 2 a7 (BT LAX =BT A BT A > 2020 FAR L D —EZE) OAFHE, £
LA, Mo R a7 ofMETRENH D HECRLUICFEHELE SN,

% 4 3 2 1 0

< LoAsfE .
(1 oL L HFEIERED) 21 L L 20~11 ] 10~6 [l 5~1 1] 0 [

st (1 B oEmEiE) 21 [E[PL 20~11 [A] 10~6 [a] 5~1[d] 0[]

BPADSIER (o

1 Bse T 7 SRS T DR
5 wicox | oo DL g mes e | orcmn | sl
sTws | RS I CexrEsy | mams

D PERH L FIZHEVGESR L= A a7 OA/FHE, £HMCBIT 2 2 a7id, WlFoR a7 ofmzaEnd 25 B TR L
SEHE L ST,

% 4 3 2 1 0
SALVE | FOROIR | LExciRE | BE-T50E

RODSZ | wpms | xots 5 vommn | *b
— SAEVE | FOROWR | Xk | RESIED

= H EATEL 5l 54 TR L

NINFHY TR EEF R AT VOHBI O 70% EaETe, ITERE — 7B D 10%UL ERNTALF A Y T a e
F B AT AR EET, OV AT 7297, Nasal Symptom Score D 1 A SEEMED REFA R A L 725 3 HHILL
FoREHHE ERIN, BRIKEZTICL 2T — 4 X—REERIOER FTOMRFHC LY, 2018 2 A 23 H~3 A 24
Ho30 HRAE Shiz,



X5 & 72 BB IL, ATA LR ¥ — X AR CRIERDRA+ 0 Th o 72 12 5 LD A ¥ TE
MERF T, LFOMRMEL -T2 & &L Shi,
(A BRPUILHUE)
> 2016 R 2017 FOAXER S — A NTREFEH AT 1A FIEITMZ, 5 2 e 22 I
oo a N D UZREFETEEE N T 0 2% 75000 Dy by B H 2 ARSI O
25 1AL, LR E = 7= 2 L BSERE O UTRBEFIROGREIC L v R s
> 2017 FOAXIE T — RN Bk LT2RRIZE > Th 2 b r— b R+ 70 ek 1 EMEL
EFERE L7z 2 E DR T S BRI K R S LT
> BEEHIFICE T A AXIEMOEIE (2018 45 1 A 2 H) M OIRBREE GG E COMIC, SuEik
(K Lok, 81 3UTEH) UHIRER IROPAXITRE) 2B L2 HELE, Xid&E
JER  OMER 2B L2 A2 1 ALLERD Sz
> IMIE A A A IgE IO A 2 708 3 Ll bk

[#5R]

(B 2E)

THEHIE B TH DR B — 27 12351 % Nasal Symptom Score (£ 1 D L8 Th oz, EEFHHEA
B2 D EE TR REM X, FAS @ 9 BIER B — 27 #]0> Nasal Symptom Score O Frfk H E5203 50%LA
ETholEHE &, BHEHICKT 27T AR L AKIFE & OXFLERIC W TREEHARIICE B R 7E
DRD B, 77 B ARBECKT 2 ABIBEOEMEDS RS N, 70, ZOMOEFER, IRER LT QOL
LEOFIMEFHEEBIZOWT, 7T AR L i U TARARE CAET 2Hm AR bz (R2).

£ 1 JERE—2ZHIZF1T % Nasal Symptom Score (FAS 0 5 HIEIR E°— 7 H]D Nasal Symptom Score D Fifik H DS 50%LL E D)

R HIRE 7T B RRE
Nasal Symptom Score 3.65£1.56 (158) 4.70 £2.18 (174)
TTRARREE DA —1.03
[95% CI] ® [—1.44, —0.62]
p fEo» p<0.001

BHTE PO (P50 . 77 AL O b AP

a) FRGRE, G (125501 15 BRI, 15 BR0L L 75 BRIl . RTMI QRIS . 4 BN
Be17) . LT L — PR B 00 4 3 R ONBBORIR 5 RGN O A S TEMAEIER O 4 %
IR L LIy iie s v

b) AT 5%

O Lo BIHRCRHAOT N TOIRBEI L, D55 1 DLLEOIERA 27738 3 AL E
7 CAP-RAST/FEIA, ImmunoCAP X | MAST



K2 IERE— 7 WIS 2B MED
(F1301 7Bk, FAS 0 5 HAEK B — 2 0> Nasal Symptom Score 7Rk H 2% 50%LL EOfER [JRQLQ No.1 12475 FEMMHEE 2 <) )
AHIEE 7' F & R RE
Nasal Symptom Score 3% 3 ZFFAHIE B 3.66 £0.15 (158) 4.69+0.14 (174)
<Lk 1.15+0.05 (158) 1.56 +0.05 (174)
IR R =7 St 1.46 = 0.06 (158) 1.79 + 0.06 (174)
Ll 1.05 £ 0.06 (158) 1.34+0.06 (174)
TARTORERAIT 230 T 1 T B lﬁfﬁﬁﬁﬁ) ﬂ%ﬁﬁﬁgg
SR RICFTRCTORIERA T 7780 T | Th o I-ERE Y0 8.2 (13/158) 2.3 (4/174)
. o 23.0+8.4 (158 20.6+9.2 (174
BIER LA X 2 =S OREA A wowmémﬁ 23ﬂmak&
. N 10.7+19.9 (158 153 +21.7 (174
FIER LA X 2 —RRORHAIE 1ﬂmmém) 6OWQ£m)
TRTOFIEIRR TP 0 T 1 2O RER L A ¥ 2 —FEAERTh -7 13.6+10.2 (158) 10.6 £9.2 (174)
H¥ 29 15.0 [3.0,23.0] 9.5[1.0, 19.0]
Ocular Symptom Score 2.45+0.12 (158) 3.32+0.11 (174)
e o AR D21 1.47 £ 0.06 (158) 1.94 +0.06 (174)
FIRAER 2 =7 {gE] 0.98 = 0.06 (158) 1.38+0.06 (174)
e | R COBIERA 57 0 UK 1 Tt F 120(50.910) | 60[20,120]
. o 154+ 11.1(158 129+9.8 (174
BRAEIR LA % = —3E IR R mommém) uomm&d
. ; 25.8+26.9 (158 33.6+28.7 (174
BRAEIR L 2 = = SRR m5uméo£ mﬁwqém)
St ST O JRQLQ No.1 A =17
(WTFHOHEA D 0 UER/EERL] ~4 BEFICEWER/E THLOEWEEH V) o 5 B TR
[/N—=F 1] &R 6 itk 1.27 £0.06 (160) 1.76 £ 0.06 (175)
[/%— M I] JEIRIC & D QOL ~DBEE (17 1H ) 0.70 £ 0.07 (160) 1.20 £ 0.06 (175)
HHAEWN SHER) 0.78 = 0.07 (160) 1.31£0.07 (175)
QoL FAMEE) 23HH) 0.78 = 0.08 (160) 1.43 £0.08 (175)
AN GHEH) 0.54 = 0.07 (160) 0.97 £ 0.06 (175)
ek (1 5HH) 0.70 + 0.08 (160) 1.09 + 0.08 (175)
ik QM) 0.77 + 0.08 (160) 1.25+0.08 (175)
FEAPAERE 4EH) 0.63 + 0.07 (160) 1.14 £ 0.07 (175)
[3— NI #eFERYIREE 1.6 + 0.1 (160) 22+0.1(175)
H & BTG O KRR 27 1.09 = 0.05 (158) 1.43 +0.05 (174)
2ay g/ ZREHE A EEERRGE (0. HIE % (BIFD
HE g [ RBE] P e mae (B0 . [ B Mol [(B5—Mmairdk, 5 =msr i

a) JERA 27 OFLEH/2VVH
b) FERE—27 H#] (30 AfE) (C
X% 1 Tho - s

o) hI=V U L HEEE
d) VAF a2 —FENOAMOFRENS 2O HITERH & Shinoiz,
e) LARMANAT U

ILERH & EniehoTe,
Nasal Symptom Score 23 26 A LL_EFEEk 4L, 22>

(Z24axpE)

BEFRIIARAIRE 27.3% @4/161 6l) | 77 B AREE27.4% 48/175 1)) IC@BD B, ERFRIIERI D
LBV Thotz,

FTIFRO b oTe,

HEHERAERFRRIL, AAIEE0.6% (1/161 i, FEHEFAEY) TR LT, 1B L OREMRITEE
Sz,

HIEIZE ST AEFGIL. AARE 1.2% (27161 Fl, KEEEAEY KR OBMERIRPER/ P ER) RO b
77

BIWEHIZ., AAEE 1.2% (/161 ) KOT T EREE 1.7% (3/175 6) IZRD BT,

LEODH DT R CTORATTRTOEIERAZTT 0




X3 DTN ORET 2B LIZRD b A EFER

ARAIHE 7T B ARRE

A (161 51) (175 1)
L-uREsE S 15 (9.3) 8 (4.6)
LEEEES 7(4.3) 5(2.9)
ATz 4(2.5) 8 (4.6)
TANRGEXUEET I ) RT VAT =7 — BN 3(1.9) 0
AR SR 2(1.2) 3d.7)
IR 2(1.2) 3(1.7)
ENEBTS 2(12) 0
TI= T ) T AT 25— 212 0
BIAPS 0 2(1.1)
G 0 2(1.1)
7 LV —PEIREE R 0 2(LY
B (%)




4. HEFRIZOWNWT

AFIDSEIG & 72 5 HBE OB OB G/ O HIWn L, 8 Thitd Z ek bivd, £, AH
DOEH DY) Td D ZFHIMET LV —MRR & ZNLSNORBEERT 5 2 & ROARFOFEGIZXD
FEEREWERZ BB L BICHEUNCHIGET 2 2 EAMETH DL 2 LD, LLFOO~@ DT T A
2RI WTHI T2 & TH D, ek, AADOHIE - HEIZOW T TO LI RIEERH L Z &
DD AENE B G 5 EMNYEER A ETT 5720 O RPEMEHICB W TCER SN LEND D,

®  ARAFBHIZLY IgE OWIEHIIAERE U, ARG H L% 1 FRITME SRR 1gE REO E5-
DEHET DG ENH D120, KRR GH% 1 FRWGICAFR O L %2 BT 52581, miFT
& IgE IREEDOFIEC L 5 MR E 2 Fhit T, ) O\ ERFIZFS S L7 g T8 IgE I*
JEICEASWTHEEZRETHZ L

O MExlzoNT
o FMMET LAX—IERROFE, B L TR, ZWL IBE (B35 BT LAY —BIETA KT A V)
EREL RFNZOWCO+ 37 mmik a2 A L, ZEMET LA —MERROZE &R GRICEET S
PEff (UL O <[ERIE: > S 0R) N Y2 HFEROARFNCET 21RO EEE & LCREESL TS
ek,

< [ERREAE>

UFOWFNrOREAEEG 242 &,

[RRAZFEHIET LV X — PR KRBT IR G T 556

(7)) BERIRFFIS% 2 FOYPFHE A& T L=, 4 4FLL B0 B BRMERI IR O RVHE 21T
STWBHT &

(1) ERRTFEGE 2 EOVBIHE ZIE T LI21%I2, 4 EL EOBERRBRZAEL, TDHH 34
UL EIZZEEM T LA —R R 2GR T LR —SEOBEIHEZIT> TNE Z &

[/NEEHMT L X —MaREBEICRET D85S
(7)) EMRirEE% 2 £ONMBHEZE T L7210, 4 400 Eo F BIRER 2R O BEIRHE 217

STWBHZ &
(1) [ERIGFFES% 2 FOWIHE 2 & T L7212, L FOWHEZ &Te 4 4FLL EDEFRRER 2 F
LTWhrZeE
3 FLLEO/NREZIE DS IRHE
D

3L EOFEHMET LLF—MREREETeT LILX—2F O RIHE

o ARORIEIRTER D7 eMt L AL THET 5 720 ORIERFEHRRAFELRE LN TND Z &
O, YA L EYIC T TE DM TH D Z &,



© PBENOEIELEREELOMEEIZDOVNT
o BUEIYIND OF M - BEMESOIRFNFEROFIES, FEFELDRAE LG ICEY 23 s
EME B A HONAT ) T O ERLEREE, IHOKRRNE S TNk,

©® APHEKR CRWEH~D R IZ 2T
e MEHEOAHTIMOT LAX—MIRBEAET LBREICAR G T HH5AIC, BT LLX—
PESE B2 A R e L. F OB LIS R OB A ST AREINE S T 5
Z & (6.10) BR),

o T T4 I7F—FOMM LOEEICREE S NZENEMITS LT, Magia STk E R R o

HAMEZ A 5 ERD & EE L BHEA OBERCRISICEE L THRER Oz 252107 IE I Y] 2 4L
ENTE DEHINESTND Z L,
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5. REXNBRLRDBE

ZHMET VX —HEROBRICE L, BEEHHICL2RRERTHRORELERMLEETHIZ L %
BECHRETD L, Tz, AAHEZELERYRIEIRMERECTH B0, 7T VLV RERE BUERIER
®B) HIEHEM LG TEIRERTHHIZ b, BEDPERYHBREICN - HIRRETEBIRTE 515,
ZEHT LAV MR ROBEEREIC O VW TAEICHSICHATEZ &,

[EHERICONT]

%5@%@@%%K&kofﬂ\uT’*éT5$%T&5 EERERT Do

o BT VAX—DENA RNTA L ZBBIZATIEMIT L DFHNET LV X —ME SR OMEEZW DR
SNTVb

o FKAIWEIEG-RIOAXIEHTURIZ KT 5 MR FA IgE Huis3 7 7 A 3 Bk (FEIA 75T 3.5 UA/mL
PLESIZCLEIAVET 135 v v RELE) THD

o BEICAXIEHPROBRE L HEEZITo72 BT, EREEICBWTET LA —2B A F74

ICHESE, BEFEHAT oA REROT I VAT 4 o— X —Z R X D100 E %

DD, 3y b r— LR R EER G0 % 1 BB REE L7s 2 L 3 Rek. RIS CHER
T&5

o 12ERLL BT, RE K OWIEE SRS T IgE IR G B R L TER SN D EEL T

o BLBAMARERICEWT, FHIET L X —PERR & 2SN OBREDE R S AL, AR OG-8 Y)
BT LAF—MERETHL L2 TnD

GED < L&, GHROGHOTXTORRBFHEE L, 222, ZDO 55 1 DL LOFERIZOWNT, @7 LV =BT A RT A
CESSEER++U L THD T L,

T UL —VE SR O BRI
LeAZEEicdily (86 b0iRnIFTHE)

PRI F5 K OV AE
-+ +++ ++ + —
-+ e EE Fe B e EE B B
- e EIE HIE B J
A + I EUiE T ST
+ e EAE T TS R
— fe EIE T ST TR
(B BT VAT =BT A FTA > 2020) < Lsodr - S S PR
BIEROFRY
Y -+ -+ ++ + —
< L B¥1E N N
(1 BT % ) 21 B2k 20~11 [7] 10~6 [A] 5~1 |u] + At
2t . 5
(1 B oo T A E) 21 [k 20~11 [ 10~6 [A] 5~1 |n] + A
SEANSIER 2 N, -
. ibsdicox | <o i | RIS U g e ¢ g -
o S5TWD DHL, PRV D R DEPH Y
T LrlEhy

(BE BT VX —BWAA RT7 A 2020)
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[ 5 HRIZ2WC]

o AXIEHMPUROREBIFY (W 2~5H) 2BELTEETLHZ &,

o AFNIBEIZHEBLL TWDHT LAF—ERZESLOICEIT 2 HAI TR e, FHEET L
VX — MR R OIERIEHYIIN I G AT 2 2 EREE L,

o HAANEXGE LIEERRBRICE O T, AFI0O 12 WL O 6 FARREBRIZIE 20, 12 LA b ikt
LTEST2HA1E, BREOREZEE L., TOLEMEAEECHETSZ L,
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6. REICERLTHETNEHH

1)

2)
3)

4)

5)

6)

7)

8)

9)

10)

11)

12)

13)

AFN DR N6 UBBEE DB D & 5 BE IOV TIIARI OB GENEETHH -0, K5 LA
WZ ok,

AENTE AZ I VHIZERETER AL TREMRT2 2 &,

RENKIEICEL LEZBA IR GERRARICE SO TR GEY R G MRE B R ET D 2 L,
Fio, AAIOBEEHEHIR A VELL EOBEIT, iEHHRIGERELZFHEL TH Lu,

ARG PIEROBENRDO GNZHAE T, REERBERICIVRESNTEREELEFTL
AN AN

1ENZ2 & | 150 mga M2 TG T 258120, 1EFTH720 150 mgZ M2 720 X 5 IZEAL &2 4y 1)
TERETLHZ L&,
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