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1. [FC®IC

A s X—Ta %k, ZhETITHGICR
MolebDEAEHZM L, FTHERDIESFREIC
RHHT D, £7-. REOALE R OFH A RE 72 AL

ROOIZEH, BEITMBGHICA /S N— g
ZEZ L, MGICH /828 AT 52 &N
B L 72> T Ab[1][2], Schumpeter (% [The

Theory of Economic Development| @ # T,
[To produce means to combine materials and
forces within our reach. To produce other things,
or the same things by a different method, means
these materials and forces
, and the new combinations

to combine
differently. -
appear discontinuously, then the phenomenon
characterising development emerges.
Development in our sense is then defined by the
carrying out of new combinations. | &R~ #f
T8l - =R AEBHT A ) N—a
= comblnatlon (fEA) MbAEFND B~ T»
53l F7o. 7Y F AN RREEN & @A T
LD OHEMORERELHD, HEFEDONY
T—Ya bz, ERERMERAICL o TEE
NOMEEREAEMIE L TETW5 4l
R B IZ BT 5&%@“(3@6 = 3K i & R
P #@ﬁAﬁ#%éihé hiday B x—
voa UL LRI TV S (5], l:%uu YT
E’J%‘%%ﬁ LTHY ., ERERII LTSRS
HLTWDZ &G, EIEE EREIS TR
OIERLTBHICHWD &0 ) BRI L Th 5
2. FTORGBERLCHMERITIRE SRR - T
Wb, EDTD, i A E T BT A E
ENbarexr— g &R O H R
A CHENIHBIT 2 2 L AREE T, EREE
Ik e BENE L Cnizlel, =2 T KE
Food and Drug Administration (FDA) Tii=
v EFR—v g UL O Primary Mode of Action
% &%, Primary Mode of Action (2% BfRD
b DFAEMBENEEZ EICH YT D2 EOXES
FEEEMTHZ LT, —oORGRIZH L —D

BT HEE D S5 HT

&7»7&E$%%@%@#%~

fFE CERRT)

DOFEEMEC L2 —B Lz fHeic L, i@
£_mwght:/tz g VLT DOEAE D
Bz LT

L2 LiltdE, HilfoBEBIZEI D ER S L~
EMEIE A 2 T A AS FER% (Vertical Take-Off
and Landing aircraft, VTOL) ® X 5 IZERDH
FICIFEE L TR o 72 L 0 M A8 R
mbAEEFNTETEY, ZAx T 58 0%t
Job TN ETURICEMECR D . K IERIYZ2
T7a—FRUEIZRS5TVD, LrL, ED
X9 7oA LT ED L D A HH ke
DY) NZHONWT T E TRk a2 7o —fixfb
SnTciEmiFoi e Eh Ty, £ TK
e TiX, #ﬂ/\“@ 4 ’?T?‘éﬁﬂﬂﬁﬁf%ﬂﬁ
% 5 ) B o~ L S5 ﬁ?ét ST L— A
U— 7 AL, S %@@&%%Wtbf
By B Cligd s icky, AEERMIC

B DMK THRAEL TV L REE S ﬁ?é
ZEEHBET S,
2. SRTHR

FEA S o B F%@ﬁ‘éﬁjffﬁn%fﬂAﬁ
BDOA ) X—=2a v HETRSIIHT D
Hil D 2 XA IZHEPE L CHRRIT T D,
2.1 #HEEHRIZREII/ R—P3Y

e L AL NT A ) X—2a & LT,
Kodama i3,
into hybrid technology — the technology fusion |
Lak x| Hfih 4 (technology fusion) % . 3E
MBI T, MIZE T, BNt ThD L L,
4‘3%47 TR B OWER R dE A AT, T

GEHEHIELIMMEELZ L THD LEEED
J72[7], Tidd 1%, = 7 HIFICIZZRIZ 20O D3
W%@ﬁéﬁ@ﬁm;ié4/N—V5V&
Kodama 723&M"8 U7z = 7 HAkr O 2214k % £ 5 Hffr
e & 2 KBl LR R DA ) N—2 g v
T VERELRI8], £7- Freddi i, Hridihix
BERLL 2 5 6 O Th D05, FrHiriLBE
fFHEf e FE L, RIS, MEaT2560TH

[combining existing technologies
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0. FHAEKRGHEOREICE > T, BRI
RO ( Accumulation of autonomous
technologies) . #Hffi ) £ 1if (Technological
complementarities) . HAfTRELA & Vo 3 O
BIfRMEICHEBICX Db & Le, £ LT, Hifr@ta
D K DT EAr OFE AARAFME DS = W I3 AEN T
DOFFEERT CAEENDMEMICH Y | FHAKENE
DR ONDLAEICIE, A S— T — & DA
DRSS Z &R L9l 72720,
BhE T DD EHE THONITH 513 &, Hfrmt
BORREMENMELS 25720, HifMAaIc k51
JRXR—= g YEAZBHTITIEME S L EIFO
BRI DT U ANEEE L 72 5[10],

KIPEXDH CHITOMETIZL DA /) X—
3 COREER, B D08 6%T 5B
2 DR IRk 2 TIEH DN, Bx RPEXTE
THAEAE DA /) RX— g 3 Z > T 5 [11],
EREDEICB VT, "L~V ToOMAEE TIE
OO GITa R — g VR TN T
W5 [5], EIESL & PR B e D B o S
fnDFAEE LR A GAEITIE, BRELA—T—L
R A — 0 —%, BRLIEERPAET D,
FL70 D HH A3 A S A B - A O/ A D
5720, BIROBEHEMIIHET & Wb T b[12],
Snhlzarvex—va YUEORBICHTIZ-T
X, #5500 Primary Mode of Action 728 & ) €36
SNDDDLUEDORFEEF T 7 v XITK
SLEETHHEHERERNTOHLZ b RENT
W5 [13l,

TV T4 HICBWNT, FY U EEIEK
WEXHBEOF S OGREZHAAET D
VY rTE VU EERTECE—¥—0
OO REFFOEERANA T Y v REXH
B A 1997 I THID T HARTHRIE S 41,
ZO/MRSETE L L[4, VY=o
VEBRE—F— LW B D 2O (1
) ZHaE, EofEER#EbIE5 2 &
A% L O TH - 72 [15][16], = HITITHE,
PE K D Bl ER B DT & 5 E 3L O Hi il &2 /&
72 VIOL & Wo 728 LWL EF . 2558
ST LRI D F T BT - BT R )
FEL L THE~DOEADKRFNED T

517, VTOL &9 #riz7efas « S o#EA 1T,

Hetr R R B3 EoRRES T T <L BRIK
DOFRFEHAE EMEES 2T L, BEERREZS D
R HE OGS | K FRE 2 72 MR & A A
HLTws(18],

LE Xy, MeEERMT, &EESEFIZEND
TEAER S Ex—v g VRS &AL
STV, TR Z 3 ORI T
ST\ eo Tz,

2.2 HEERRIZHRDSHMH

ARG NS A E N TR EDOHTH KT
o EELLEMTHZ Lk, BUREZT A
YT DI ZXATHBE TH D &b T2 [4][19].
UL, eI L ED XD 26 z2 T
PA T REDICONT, FFORA L 7= FibH
IR W TIBAF DI FER & 1372 0 o T,

ERSBFICBWTIL, arex—3 g U
DHEAE %521 F . KE FDA 1% 2002 412 Office of
Combination product Z#72IZHET 5 & & HIT,
AR —ya VR T D A F
AEFELTND, ZLT, aryvx—rvar
OB EIZH Tz > TiE, B0 Primary Mode
of Action % £, Primary Mode of Action (Z#x
H RO H D FAEMBENFA 2 2RI FE S
52 LT, HEOFEERBICIONTHSxDH
LERLLE, —HOORGIIx L — B L7727kl
ZA[REIC L72[20], 7272 LRSI, ESR AL &
~A 7 aNA F— b EOHEESLBE S BET
DOl - FHHk &R O G T, S OICHEMER
areERr—va VEBHEAET DTG S,
B S 2 DS KD Hiv T 521,

VTOL Zxf L Tld, BEARGERESEML S O #iii
DIED FITMRFTEN TV B0, HifotERO=E
FEIZHLHI A BNV TN Z & bR ST
WA [22], 727N TTIE, BRINELS O Ak O 57
HRECH % European Aviation Safety Agency
(EASA) 725, VTOL OHE A ZAR0o8k « FENES
R LTI LEREORERE L, BHEICSS
T B[238][24], L TREDOHFEEMETH S
Federal Aviation Administration (FAA) %
VTOL (Zxt9 D EEARGREEDE 2 &3 L T
5[22], LULRERE LT, ZNE THMZENET
=] B b s 0 72 LI e IS 2 AT > TN BRI & K[
& T, VITOL (ZxI4 2 Hl xS RN Eie D Lvv )
FHHIDHRAEL TV D,

UEXvy, BEESBFOaERx— g S8
X VTOL % DA v 85 O HflZ 4R 24581,
KRG PESENTO R FN S, B aE 2 8 %
T4 Z &3 fThh T\ ihol, £
DI, ED XD 72 s s SR Mz &
> CORBEAIZI2D D, ST > TR
VN, EZTARMIZE T, EESTEBEL. K
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T 7 L— AT — 7 ZREEE LT, T 5,

3. S IL—LT—YDEELEHER

HMEERF DA ) R—=2 g T ak R LB
DRETvE®A, LOZENS OBESRMEZ ST
HI2ODOT L —LT— T L (K1) . B
HENLHMEEERGED, MEERPLLED LD
WZAEAM SN P ERZCIT T 5720, #
AL OME 7 e —Z2XOLEMNCE X, B
WHERE L OHA TR IS 2 1 2 OFH 2%
NED XD R E D > THAEMIZHERE L T
WANESTT D7 L —0T—7 L L,

X 1: 971 —ba0—2

Hee®a

RlE=

HP: heterogenous, product, HR: heterogenous regulation

HoEE

A L v, HEFRMIZIEIRE L 2008
N5 Z L rsiviz, Kodama <X Freddi @
SCHRDN B IXEB B OFEA A A L, £ OftE
L7cHiliz s Szl nErians &

WO THEIF LAV TOBEET V] BEE ST,

FDA DEFRN OITEB B ORm @aE L, #r
TBENELHIND LV TR LT
D EET V] DWREIND, Tidd W T-A
JR—= 3 VET IV THRFL~LTORE )
ZAOELEET AV THo=n, TR L~ T
DOfE] FTEIEEBEL TEA L TW o Tz,
ZD=, Tidd DEFILAEBEIC, HAERE
X 2 >N G D Z LB E 2. EROBR%
To—KEmELL, —F, ffloRE T ek
ANZOUWTIE, SURRFRAS 2> & (R R HEBE - 4%
HEINTZET NIRRT, ERSFIZEBW
T FDA 2 T#LB L~LTO@ESET V] 12Xt
HHE EEEL W, DB ORI LEK
DL 2> B HERL S 4072 B SO B o L %
FREVSTF 2 &5 FDA OEREDIS T8
AT & &L, EHOREHED 7o —
2B L <, AT (heterologous product,
HP) #AAHTHMERZ P1LLXOP2 LT 5,
LR PIL, BRI HAT RS & 7e 0 . #i
ARG OREIC L > TR ER IR RS, £

LT, MAEERE (HP) 23MEx 0% G OMAeY
NHRY . Fax OREESENFRAF L TN X
XA EET A bR TarvExr—va v
# 5 (combination products) ] & FES, — 7.
K ORLER IS TR L, Hize
B - MEEAIET D L 0% TEh A L (fusion
products) | M5 L LT 5, AHMOBGIKRE
DO7u—IZBALT, ®WREFE P1 KO P2 (237
LM EZNEI RL KOV R2 95, £L T,
A (heterologous regulation, HR) [3#H
A (HP) Ioxhicd 28 THY |, R1 &
R2 BB SN BHI & 5,

M 7L —LT—27 2k 0, 3 SOHLA
a. WEERN 0 X 5 2 BE/RETHAE TR
(HP) E7227>, b, BUHIZESREN &0 X 9 72586%
PECHAERE (HR) L7257 c MAEHRL,
(HP) tH#AEHE (HR) NED L RMAE
BIREA L TWDED, MO EFSIE2ITV., #
AR DOA ) R_R— g Tavw A, HEIOK
ETat A, F L TCHEOBRESH LZ, a i,
A STV L REER (BHREEEICK D RE
NEZ G Te) CSCERNHRZ 4R 0 L v BRK
REAETO B AR OZFOYFREREL, 7L —
AT =7 ZE T TN EZEZ oL, 1E
RS ZEASRS X e x— g VR
¥RUET %5, b id, AR STV D4R %t
T B RS RAERGRED /N T Y v 7 3 A
Y NEA~ORE, ISR LB ENRES
Te) RCLER BEZY KIS O X BARRY 2R E
BEARNEOEFREZRHEL, 7L —LU—7
WY T THBIERZ o8 L, MEEHH %
WL 5, &%ICc & LT, a kb O
RERE 2, B I EASERE RO A
HHGIOBRREEZ ST 5, Eilaoirae., EE
oy B RRWT B D EH T 24TV, Z ORER
S OIS 5,

HHEIGHT AT O EESTIX, ERESFLEL
VT 438 e Uiz, ERSHZER LB,
THAEC/RLz@Y . BRSO Tl Tlca
veExR—ya VRGBT A EE R H Y . HE
HFHRC T 2 HEOBBEER <% 9 2 T,
ZOHEFNSRIZEDEEZ 2O THD, M
2T, E¥ESHEBZTCRILLTOMT 572
DI, ERE & FER. SR m TR B
IR RN L WEXETHDLEEY 7 4 5
AR LZ, LT, TNHEESTFTOHE
BOMETERE 2RI 2T H> B, TEY
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T AT —o0FEH L LT VIOL Z&ER L
7=, B L L TiX. VITOL IXBAERCKEE %
DA EARED SN TWHIRETHY . K
KOHHN YL FOHE FE ARSI TWD R, Bl
IRFARUCOKE & BN & THUE T #E3 Bp > T %,
ZORKRZZWT HI2HOIZH, Ko7 L—2A
U— 7 AW ER, HRERL oL,

Uhh EHE OBRREEH OGN T A E & LT,
72k, VIOL 1, IRFTIE~Y a ¥ —EfEHE
BEEPERREIR R 2 To X A T DI ZEK & B T3,
TR, mETREMAEBEIT D Z L5 ATHE
7% air tax 5 CTOME AT ST 5 R
VTOL % 3#rstge &3 %,

4. BR

VTOL %, [|#szEMD L o R /128 LT
MEREFE TR MERERER (P1) 2b o2& L bIT,
B BB D K O 7o HEHE ) 2 2 7o ERe 2% (P2)
EHLOBEBITETHL17], UL, [HERZEE L
EEEEOER 2 BMICHEE TR TES D
DTIFRL, ZTD2ODEFBZAMEEDITHTZ |
WD TLEME R M ZErE, HEMES R ME, kT
WA - PhRE, RHSEBOMALEH, [FlH53E-[E
ERMOFEAER, ik =M, BEE
HAE DB A2+ _T VIOL Mk b L, Bi%E
TDMENH 5 (25],

ZDI=, FH 2 ODOREL R ST R
HET DD TIE/<, VIOL & L COMRE%E J&iHE
T HIDITEAE L, Bl el - s iiiE 4 4
T HbOTH S8, UEDZ EA D, VIOL
LR A B & Aot B,

VTOL DOHERIAR 2B LT, KEDHEF
TR CTH D FAA X, RIS R 2 B

(R1) RMEERMEIZHELHIE (R2) ©H 5B, K
ARWJIZiX, VIOL #AOFEREELZE FE 2 Tib
WY oM (R KOV XX R2) Z#/MAH
HA (HR) & L CeEE®RsS (HP) Th oD
VTOL (23 f &8, il L Tuwiz[22], —J5EM
DEEEBETH D EASA 1T, RO EHREMIC
B oMM (R1) CREEEMEICIHR DB (R2)
EITRNC, B &I VIOL (28 b LT3
kA EHEH (HR) Z/E L., AT

(HP) T» % VTOL ZmH S8¥Tvi=[23][24],
EASA 1%, 1ERkOMiZErk L1375 VIOL 0%
ST VA VEORMRELZ I T 5720,
2019 4 7 HIZ TSpecial Condition for small-
category VTOL aircraft | %= 317 L. & D%
2020 4 5 HIZ [Proposed Means of Compliance

with the Special Condition VTOL| % %47 L 7=
[23][24], BIHIOIERIZ B2 | 2018 4F 10 Al

[Proposed special condition for small-category
VTOL aircraft] Z#AFL, "7V vy 7 axh
waRDIZ[26], Fo, MZEZEROFERMIRESHE
AT =T RNVE— O3t Gha TV, ER
KOOI Y 7 & OFREEE X > 7o, Frio7z ik
WEARET DT LAk L, BRAREAE O F il A3
Kbhd b ebiz, EE OEBR RIS HE R
biv, EHXORBIZZENREL D E Vo )
MeimE bbb o7z, LL EASA 1%, 5% D
W L DRk 2 702 A4 7D VTOL % #ifil T
HEOHDLEOFRMMEELFE LSOOG, [AliRE
B8 M OVl E 368 oD B 2 il S B 7287 72 7 L
HEGLL . RELPM b YL Z &1, M
DT i mTREIC L, REORF bR S
w5 LHMr L7z, MMz T EASA |X. [Despite
having design characteristics of aeroplanes,
rotorcraft or both, in most cases EASA was not
able to classify these new vehicles as being
either a conventional aeroplane or a rotorcraft
as covered by the existing certification
specifications. Applying either the certification
specifications for aeroplane or for rotorcraft,
depending on whether they are rather an
aeroplane or rather a rotorcraft, and only
adding some modifications would not ensure
equal treatment. These new types of vehicles
are designed to address the same new market —
even though not always the same segments. |
LR RTCEY, VIOL #H#Hi-smiszRin+ 5
BRI FEOMZEE L ER ST T dl28l, 2L T
EASA 1%, #r#lnE L ERSIT72 VIOL ITxf L,
Bl 2 ER L, @HSEL W) H#tg
& o 7-[23][24],

—7J7 FAA X, EASA 2% L7= Proposed
special condition for small-category VTOL
aircraft | (2 % L T . [ These Special
Conditions tend to follow the FAA 14 CFR Part
23 re-write regulations. However they tend to
be less prescriptive or lower level of safety than
the corresponding Part 23. In many cases, Many
bilateral standards adopted over a long history
with EASA and other authorities common to
CFR/CS Part 25, 27, 29 are not specified here.
These bilateral standards are well understood
by industry and all bilateral authorities, and
should be included since VTOL is a combination
of potentially all categories of aircraft
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standards.] &9 AfiEZ/RL TCW5I[27], ©oF
V. FAA |X VTOL %, #HBlOMZEk cixe <,
b ETRIFOMZEROSFDOa L Ex—T g
VEEBHRESIT WD I ENDMNSD, £ LT FAA
X, BEEOMZE#O B xr—v g U EERD
(772 VTOL Zkf L. BEAEOMLZERE D B % 5@ H
SHDLHEWVWD FHEE E ST,

5. EBE

VTOL (5 L CTRCKAZ THIEI IS DB 3 R
U e LT, ®MhoRet, S¥EmEs
DNEME, A ) _R— 3 OfEE, O TILE
EDORIBEEEZT-EBZ T OENE, xl
HENEZ LN, Fx DTS
Tix, BRI & KEE T VIOL % & 9 frER T 5
MEWVIEEDED S TWEZERERERE 2o
TWirReEnH b, 2D &b, EASA &
FAA ® VTOL D EFDiEWAS, EASA & FAA D
L RS OEWZ AL L TND Z & PRE S
N, Z® VTOL (2% 2 BRK OBk 0
WD, HBIORR LR DMAETREN ED X
VREFREFFONED L ITERSIT BN DD,
&N D RSB RE S O 43I 2720 H B 2 L
IR ST, Fio, XREL O F e HREO R
b LT b Y e BEAF O BN Y T o i
7% FAA OXbIGS#HE, ERSEIZE VLT FDA
7% Primary Mode of Action {Z#23% a2 B X —
a R EHETABEOEZEZHFICHLETHH
Do, ZORH, aarvxr— g
VICEDL L THA TR AT 5 R E LT,
FDA il s 137 253 B AR AL LR PE DS &
DT EMNRBINT, BB, BEESHFTOa
Exr—a VR OSE, BEICITEBROFR
A ORI 2B S5 2 Lok o TH
TEO—BMEEZXRS EORMES H -7, VIOL
DOEGEX, EEE BN B 7 5B P o B 51X
FEARIZIT R, B—0HMREEOCOE LA
THZET, BHOBRKERZEICS YL L
THEFAL O —BMEO D DXIENHEE 22D,
DTN, HEOWMLEREE GNP ZIT,
RFIZSRE DO FTOFEN B L, AHRICR 5
TLEYEREAEWHEERLOLEIZB W
T, BEMSMAZARLSES 2 &b Aa TR
OHFIIGE LTEHEHETHDL Z LRSI,
R TIE, FHIDTORMNREXEZEE Y T
S4B EEESFICKS E LB, ®WEEMD
o TWnWD7ed, HELZOTT7L—L0T—
7 DEFEEA~D —IACITBRF S TIZEE LV, 24

A ) _R—grFatRAEHE et A7
L— AU — 7 2R 5RFAEME &b
SHDH LT, ML LEIMERIICH D
ARG OB & OIS D L 0 KRB 725>
BrosmlREIC 72 5 Z E R S5,
6. #EHR

AR ) R e S NP O RS s K| PR TS
FEL, iAERGEDA /) R—=v a7 ok R
EHBIORET v A, ROZENL OBSRMEZ
ST B0 7 L—AT—7 Z{ERL L. VTOL
DEGIGHT AT oTe, TORER, MEERE
EOLIICERDTHPVEETHY, TOE
BOMA TG OHGIRS, £ L TERITHEN
BAZE DI ST 72 0 5 B 2 E DR S LTz,
[A#F7e1x. JST tE MRS E v ¥ —
[BRFEff A ) R—y g VBEED -0 R BF
R T 0 T A (EWmEREOL X2 L—
ILUDEODARAT AT Ta—F) nboD
TEEZIT TS, ]
BE&
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