E 3 0428 B 7 B
AR 0428 F 1 B
ERE 23 4 A 28 1

| i
=

- R

B mEEER (B & B

o
& B oo
B
[N

5

A MBEARICET AN L ERHIL~OTN B WBITE e T5
B A s 0T '

A - MR ERET, HESMAEO ALY IE L T, EROMBEOKER I UNIE
FOTE, BHENERCEERAF LR TI LBEBShTHhET,
ZOL RO T, B - MAERCET S BEMZE b ER{~0Th
BT R TTRE & T A BRI IC DT, SER 2284 B L0 THAER
ISV A BB R BT A RETE ) IRV TIRED TR, S, BRI
DrIBY . MEEBRLVELDEN-OT, BETHGEEICAMEBENLE
T,
Foks, EFEMEEAIC IS D E M - A WS EA - BREBEO ERGICY
o BRENEETREELICONTIE, R0 BY . TEFGEICE
A SR - MY BVEEA - SREROEEICOWVWT) CER2E3A
30 HEHTEBEE 30 E 2 BEAFEEERSERM ZRH L TE ET0T,
HETERECH LD TRASEBEOLET,



AR

BA - MIRERIC %Té%%ﬁ%ﬁ%%ﬁ%ﬂ®%nﬁ@w@ﬁ%ﬁ b B3}
I ERHSE I DN T
TRk 233 A 30 H
HARBRICET AHEOCET 2 REE
=90 531

(FAERFICBT AH EOREXCET ABRER] BT, Wk 21 £
EFSEIIRIT S BEMRE - BB AV EEAL  BREROEREICOWT]
FTOEGSE LV E LD, Tk 22 FEIT '

THAERICSED LWHIERZER TS 7-H, BFEMIE L MFEHREOE N,
g - A 0E - EBRRFABRDENEREE 22N, BITOERE
EbhbhaZ bind, BRUIENSERI~DUNHERWBITERRET D5
BRI EOREL ] PRNEEL LT6EIZLRE Y ERET-TE R,

TRE 22 SEEORTEEE LT, [&RToRE omlrBLr, B
Sl E =R AT AES T, 0. BD - AEMEEEES L b— BN
Fofk - BEgEoMmIT® 217580 & Lk,

T, BATOEERER, EFEEL VS RBTOEREIC L bhhF o6 e
AL DWTRETA70
O FHHiE Lo M, %‘%@&;Djﬁ_owf

~ RS E OFGEEE - TR SEm R LED

— (TEEBEEERITIAAEN
O BOoBWERZREICERT A FRICONT

— BRVH»LOE - oo T

— FERBEOHLE

—  EREETFEE - IRERIER

—  HEEOIEL - Bom b, Moo {E

—  FOMKIE R
PHMIERL TV Z e LT,

et T, 21 EERICTOREEAREREROBE. RIESZEE. RIS
AT JESHRRIEBEN S, EERNEREEPLIIET Y BT,
EREIT-o T &,

S, RS TOBREE 2. 0 - Z2H0OFE. FEOLDF. B
DBEVEEFRRIIERTLIFRICOVWTRESLLTE Y ELHIOTHET
Do :

¥, BA - BIEERICETSRRE - HINIRERETHY ., ARNETO
e RBRLEE L, SIS ERAOERAIE, EATA LI, LYVEF
A HIIRERICHEICLWEIEL RS L5, ARHROBEORELLED 7 4
a7 w7 BT ZEBRLETHD,

T 21 EEO TERBMEICRIT 2 85 - s BV EE - IlRERD
ERIZOWT) OFT, BHAEER - HREBESNOEKBENREERLEL LT, BFE



AR TREBEELZLVELDTEY, ZRIZOWT, ERERBOM, E
RICHLTHPM 00T BT 5L L bic, BEITRL. BERBAEE BN
TEHZEBRDOND,

) EROBFRCHAROBENIIEEL Br9 L LT, AR - M50 ASR 2R, Mk -
MBOEELE LB S LERARE, SWEriidcd. i - Mg & oMy
APEXREETTENUESEZRTZ &,



HK

1. Ao ZaeofE, FEOHD HFIiLonT

2. HOEWREEZRBIZERT A HERICONT
(1) BEEFFHANS O PMDA I L ABE - FHREIE ORI

:\5

(2) HEREHFEODLYH
(3) ERERFIIE - IBBRIEER

(4) BEOIEL - BEom b, FHhoORSORHELE

1) B3k - FHEOREL - HomE

2) FHEtEEt - HEZOIER - Rl

3) BEEIBO THORVEER - EREEORRE
2 DNTDEZT

(5) BAFEZEIZOWT

1) #HOUBERAHERS - BERE#S (T—-T77F7 97 -
TN R) OFEBHOZHIERSE

C2) NUF X E

(6) FoOMLELRHEE

1) ARG RE & OEE
2) BRES L OEE
3) FDf

P4

P5
P5

P6
P7
P9
P9
P10
P10

P11

P11
Pi2

P12
P12
P13
P13



1. A3 Z2lOFM, FHEOHY FitoWT

O EekTix, B4 - MRERELIIOWT, EREE OB = EN8E(T
HZEEE. BO - AfEMREERG L, EEFEERCESE, HENEBI
L HBEBARBITRLNATED, XETIIEYRA (biologics) XiXEEES
L LT, EU TRERERLKD—OOIFT I —L LTHRHIIENTHS,

O FHEHAETH, B4 - RERKZICOVT, BIHEORBEERES
HIRBLBENE S, LERGEITER AL ORREES T ED
WOWTEREIT -T2,

O #MREOMLICEY, TERIMBETRLZMELE L, Ok kR
fuChHho THARTRICNET A2V R, REO—EHED Y RV EREET
HZEDRL, REBIIAREECEENBELITEBITIRE LV HIBRNK
BChol,

O —FT. B - RERESZO S bECHRBERHOMTIZDNT, [
FHREABICEAREEEPENEBI ORI L, EfinBEOREY R
NLEMTETITPNAERETHDLZ Eh, EREOES 8 XX~
TELAEML, BEFREORATHEREET S, XL, BEEORNTERS -
ERESE LIS L2 d 7 U %A% L, B TAEEBRRRBRIZBNT
BT SRS TE - HECHUEBRERR LT, NI a2k
RATAHEL L., FORICERTF = » 7 B2 HCTHER &~ & TR
Wik DOERGHENT,

O ZhizcalL, BEMEGREMAIIZE CREMEERBRLIHEEE NI E
HE S ANV ABREORERTIER<, BOMiEEERNSE Tho THLREN
famseRE EFERIC, REEICE2ME, APHESEEr T U RACESEER
TAHLENMNETHD, BENEZ > THhLHTIZBEVOT, ERCEET
ELLEMBTOLENDS, BERTALEELIERENTRET, REDH
it - ZEMEFVDICHRBRTENEEBELLES. REBICITES AR
AT ZEBME, LOBANHENT,

O IZhDLDHBWEBEZ., FRFS TR, BBECBTHEL - BRERK
DM - EEMOFE, FHICOWTIL, BOMIZRERS . REE
BEES S, RESIITERICL 5EAREE, EEdRERNBETHIZ L
ARERR LT,

O @ERGRBECLE. B, AOHLHERL. TREOEZSIERUELE
B REEEATENMT O RCEL, FTLWEREROTIZT O 2, EHE
DFTITOMNIZONT, BBEICITEIC L ARRBEOEEGE TS Sk
TOERRECLABHFERLALTHIZ b, BHEHEOTTITS 2N
IRSERY & U,

pE, BEMEHEOCERCEL TR, EMALEEZRD, BEL0R

MioBOTHEAPHE UABERCERELBERRNTLR T, EFETE

FEORHBEAERSLETIERVO TRV, BTOREERIIEAS - HaE
4




BEHELTRLT, HCMEHkoBEE - MRERELOEHMEITI L E
HTERVEDERDHENT,

O i, FFEET OBBICOWT, MIITEIEANERSEFEIRBAHE (U
T [PMDA} & 5,) LSAOEEE S 5& LOBR LM ENLS, Hik
B ERE/T S LIIERER,. HOBRREEEZD LIRENT
1372 <, PMDA DEE - RSO LEE - O LA ED TN RELL
T

O e, HOMEMBN, EENEREET, TR AMIEBEED T A LR
SOBBMERFOFTM, ERORFTRARLI L, TRETH, T b (B
B) BSRMALES A T L BEEL UIERBEO TR R R OFE
o T, e h (A AEMRCEEENT LEESIERRRD
RERUREMOHERIZOVWT] EOEMHEPFOERIZLI T EREOR
TNET-TEE, £, HBLEHIER, FOEBMR I, AR
EOFEMRE B RRD I G, ThRETH, KRIMUERBREIMEE (B
LIRS AL — b AELEMRS — b AEAEHEEY— B
Mg EEE) REXZERLTELEZATH D,

EOFE, FEFEFICOVTIE., BEMIE. REMRL SHEOED,
g HRFEOBWC LY BEMIZHE T ENLETHS (2. (4) 2)

ZH),

O ﬁé%%@b\%ﬂb\%ﬁﬂ:@t&b XEEEER, BEYEE. BEESES
. CERERAHABEAERIONCET AR HET S, BEE
EEAPBEEROERE XA DEXLRLEET D, EEVBHEIBLEE
ROBRPFFIEOHEELITD Lo, BEPHBTERET S BEEROE
BibNA T =4 ZEREFECTFRICEVAALLZLEIATHD, ZIUT X
D 3EPERMICKELERT D Z LR AR REEE L, BT,
LERFE~D Y — A VAP OAERBITEAREL 52 & T, BEERY
WHRSERMTHIEEEBLTEY., ZhoDEEAEZERIEDDL
EBREETH D,

O FBEEETH, BE0MRE, et oS Lo o>, LB2EA

ﬁu%%éhéﬂ@w%ﬁﬁﬁ\i%%&k@f%wowfﬁﬁ%@@ho

(1) BRI LD PMDAIZ L A8hE - ARG OAIRR

O BAE - EERMROBRERO BB, RPETIIFEENSTH LT
bhbZ &%, BE. FERRBRRVEZR T, Te F&EIRY AV HEBK
R T A8 ITESCHEREZ I THEMER TS, FOHBORE

B E EICED DT, AREESCHI GRS/ LR
5




BENOVNERTFT —HFEIZOVTHEL T ZEBFHATHAN, BED
PMDA QR TIZEDO L S M ERRE LI b DIEIRIT L TR,
O BT, RO LS ICEKRPIE. ERORMNES . HBIHORRE
DATEBUZ L HFREENERINTIY . FMEEE - T/ BEXAEEND.,

FREIZL > THEBZT ST WERMEABR2EN TN S,

- FDA (Food and Drug Administration) : pre-IND (Investigational New
Drug) #8#%, pre-IDE (Investigational Device Exemption) #83% ({E¥})
EMA (European Medicines Agency) : H/hA¥ iR ERELG I
EtOES] (A, T, KECHLHEREELERE)

- PEI {Paul Ehrlich Institute) : 1 /X—3 3 A 7 4 X COHER

O ?fc?ﬁ@ BWTH, B4 - BREREROEBREEET H7-DICIL. PMDA
. A Q%%*ﬂﬂ;ﬁﬁ)&ﬁ%?ﬁﬁoﬁ%%ﬁ L, BEETOEBIILERT —
&@%%%%@@ R TORE - E2 S0 MEEELTI L, £
L BICEAE - MREREROST TR, EBROHEEIIRRES T
-—m%ﬁ@@i")é ERENT b, WRBEO U Fr—hEIRALLT
WEAICHBER AR RETIZLERLBETHDI Z L EHER LT,
O HRERFELREEZ, BEAFBEITIER 22 FETEICL D A EN - KFE;
BHEREELEEML, FOEAZRLZENAEETHS, |
O %?iﬁ%ﬁfﬁ%ﬁf&i WMIEOHERBFETITOILTCWAHAE - ZE&HICET5
EBESG TR, BRO7e ba—AO0BRLAEDLE T > 2L, £,
PMDA IR XTI TR OFRVEREDN L, BRI IFMRCEREZRD,
XETHERT D551, HHRE. PMDA, BRITAEROEMERRMA LT
Emim L., HROBFERIIBEERY—BLLWAIXEFOETER TR L
T, %M%®%ﬁ®ifﬁm¢“%T&é
BE - MEERELCELTEEMERRBONIBAPEESN D, HR
_%tofﬁﬁﬁﬁﬁimmmmm%rwﬁﬁiﬁ:ainfwﬁw%ém\
B REMERZ BT LAREOMISLLETHD (2. (6) 2) 88) ,
2E, BEEABENICEHSND LY, BB EMHEELEZER L, R
HEICOWTERAMZER T ZLAEETH D,
Fio, FTROLIICHERBBELEERERICLIVRBE IR L 2D
B, AL—ARRENRTOND X5, BEFEHE L. BEREIOMELSS
B0, EFRBEMERICOWTEM L, ERPHEHEOREL L REmIEHERE
%®%§E®ﬁﬁﬁ§é%ﬁ?ﬁ%§$l‘lﬁb‘i AR 'C“ébéo X HiT
IR SN B R UEERRE PO ME @@é’ﬁb“%‘?fﬁ% Z W, TR
EF* CEERRMAERABEELTCREI O Y+ “T“%’C%éo

(2) HBHEBOHYE
O B4 - MRERELICAIERRFL. PRI FLVEASNRETH

Y AT TEMEEOMEIE - R FIE LIRS TS  RRERTO S
6




REBIIRE L. 2O LS RIGEENICRE S A ATER kO -
MBRENTURERR  EREBRORERUVESHEZHRETHIZLLERNE
LT3, BEETIZ, B34RAREIN., Z02b9ERERSRTHND
O %%Tm‘%ﬁ%%m%kofmﬁg?wﬁmwagﬁma%%?%:
ENTEDZEDAY v MAEHAH—F T, BREBRIODWVERRFEREATT —
&wKEﬁ%ﬁéht%%\ﬁt&?—&ﬁ%h%ﬁ#mmD\%%#ﬁi
TAHREOBENERI TS,
O Fh, BEBRFIFKOIVARMEOHETH D, BETHEIZRR
*%ﬁoiﬁﬁu*ﬁa}éfﬁ'ﬁ% HEEEHLTND,

O FEFHIFEICHOWTIL,
'%E@l%kﬁ@bfﬁﬁﬁgﬁt\%%ﬁ92§m0w1@ﬂﬁﬁﬁﬁ
TR TWAILE

e+ (AR hcia-eolgs T U BERL T ERESEORE RV
HEEMORFERICOWT], T b (FfE) BRERCE/esN I L nEES
RITEFHRBROGERVEEEORRIIONT] SOEHIPERINLCE
TWaHZ &

- EEEERRREMRO T CHBOENGHEBLITO 2L T, BRBEE TR T
WA RE., BeEORBICOVT, REBORVERIN OHBEATER L
FTBRONET X ORERPITH RS, AL LCEET D Z L REEE
ALk

SRECE LT, BSREEHEIC WL L, RERRHERIIARE AL

NEHTHDZ & EHER Lto

O BBREBCETRRESERE SN EBICEZIERBRERESEDLND
5. IBBREBETIILELEINAT —FFIZ2oWT, bt < EEEEH

HEFERA LU TCEIMCER L TR LS ICEAMERARETHD, HET. &

BREOBILT Y ERRE LTV A EAIIERERESED N2V I L d

Ll TCBATAETHS, B, BREOMEII0 LR TWHA, &K

B EESE TS L O REEE. ITERBEN RE T A FEOAMICET

AERLZBED, AEBNMERIC W TEICMZ 2 FORFHSHE T

R EOBERB HEINT,

O Fi., BRITOGKERVEEMOERIZH - TiTRmo VU X7 38k L

EN20LOTHAN, EFEKABICENTEH, BRPEHEL., EH%L

WE Lo 0BEWICES L, TOESE EICREOB AL EFETRETH S,

(3) BRIRHEFT - IhBMRIER

O AMKRBOFME, EeMEiFMT 57200, BERRERT —FENET
HY, BERHIE, BBRORENEETH D,

O EPAENIRW TR, BEMSEICE, IRHEOARFICECT Te MR

VD EBRBIEICET D fakt) . TERIRBTZEICE ¥ & MERigst) Fo&4E6H
7




DA EN, BRICEER - EREROBRRBOEROELE (GCP: Good
Clinical Practice) #BEH &N 5, GCP Cid, ARBHHFOER L L THEBE
EBRMBEESNIZ b, =X BE FFOREEERE. T
— X ORI OWRRICETIREN L VEE L 2o Tns,

O ERETHENREO LD REBRMELEBRORINITR<. FKllE L CEERR
BRI GCP MEH S h T35, £7-, GCP s O BEERBRATEE: & 512,
EFEBEAOBARBRERERINER SN, o, BEFEEEAOR Y FT—
7T, BERBROBHZ2 PXLELRFREII OV TOXEEEC, HER
MNIEELTWD,

O HEEICBWTT_TOERFEIZLGCPE2EALTIZE e WHIER
b DA, BURCREERCK & RERICERIT S COBREKRFAI GCP 28AT 50
Tix7e <, BRI - BBROBAEZLENLOOED L L EBLESTHD L
OEFELRINT,

O HBEICBWTIIHA - MERERELOMRITHEEEE TITONO8E
NEL, FNHDT — X B RERB D BEICARPHBICER LT bz,
BAF D FFrtE, RENE £ - BRI b EMEEIRER TIT 5 Z & 8N
Thd, BN T, BEREROERER BT+, BRABERIREVWEDOR
RS 58, EEFESEOKRIERE. BBREORNE o a1 1{ERL.
F—H BHER, RBREERSEOERATHBTISOXE, IHICIIMRRD
FREEITS 2T, EMTERBRBTFICHERAINDIZEBLETH D,

O BEHETh-TH, REFHAOXMS (E3EAEER. Wb 3EEE
) LA, BEERIIMSEOE ST ILLATF oy I RMNE LY
—EORRE, T—F OEEESEEEND, FOTEDBRIFRIESHIC
EMEERETIRRIIBT L, BEERIIECHIZERIIBIT T L Z L8E
Enb, HOZRBARBERERZITOIZLAEETHY, BEEROT —HI
DWNT Y, EERRARELFIE L CRABBICBITANE ST E RN
BRREIZ L, OO RHMBICORITLRETHD, |

O STEESEE TIRIER 23 FEETFEICE LT, BRELBSESE Yy hU—7
TG A BHESTAIEE LTWS, 2F 7 HEFOKEEOFFIEHEIC,
GCP [CHEHL U m BRI EZ T O 1o D EHI 2 BET 5 & L bz, KNz RE
Z, EMTEORBUIREERE U THEKIIEA2ERTILITLY, &
BRF =XV RIBENINET S Y, BEAROEESR - BEREES
OIFELZAREEY BT,

O EBEAFBETIE, HRCERT CRERBLYER L. BAROEFWRE
WS EEMRAAIHT A EBEL, (B - BENEERBRILAEFEE
ko, B - BEVERRBREBOIELXITHI D, TR 2B FEETE
WCEENIAATIEL ZATHY, BEOHBLREESROLND,

O #HAEHO GCP HEEMIZHET X7 ICH-GCP (ICH : International

Conference on Harmonisation of Technical Requirements for Registration
8



of Pharmaceuticals for Human Use} WE-IWTWS, LBLARLEZDE
AEIBWTEHEKE R THEEREWEORERLD D, BEEBBE TIIC
NETH NRROHY FICETIBHNSREE] (P 19 ) $28E £,
RRENORECRE L2 XX 0RE LR > T, 5% L bRBROERR
REROD, LELRHBEZRML TN I EBBETHD,

O TPEOCHREMAE/NRRICBERBNNLL I 2D L5, BBIIXT A5
FOBMER, FREERLETHD, BEEFEHE TII. 8% - BRICHT
DGR - BBROEREFH L. BERWE - BRICE T HHREs%ET
LHich, BE - ERE~OBFHEREDCTDOR—Z LY A b & LTHEEFE K
58) 1E8RFE (Japan Primary Registries Network) #8127 Pl
HEAT-CE T, BRKRES - nBROFBALEHER L., HBREAE L z0HES
BEREEINAHLI, 5IEREINOOBEALTED TV Z EBEETH S,

O ¥, BERWE TRRTCIEA 74— A Rarv 2y PRLETHS, &
IRA T F— AL Favy MR ThILA LS, BERE TRBREEE 3%
BHEL, LELFERLERBRE., #REFCBT DI EBMLATHS,

(4) BEOBRFL - Bom b, FHMEOEHOBRE LS
1) k- EEOREE - Bomt

O X Ivn8ix )l v BEBTAEDITE, Bk - #EES oRERS
BLETHD, PMDA TR 19 FICHA - MBERRRSOFELIELTD
EMRBEEFEHEFR L. FHOBILET- TEEN, X HEEREER

FREED T, BREE., BEERFORRERBRLETo TV I LRBLETH

5. .

O B4AE - MlREFESICEFE2EREBEVGNLY | FitBErsf RS
NeVT B EERL, ABOIEFEET TR, MBI B 2EETOAM
BERHEETH D, FDA THIEFEFE2EETH =D DOBHOTEIT VA,
FEEFSFRLITY, BEEES~TFEENCEMNT 52 8 & 0 BT~
wina Ko Tn5a, PMDA I, FEBOHEES ~OBMPLERRR TOR
BEILLVEHOWAERRZEB LY, MELGHETHEEBOREREDA
BRI LD, AU Fr—hERESDAESORBRED ) U EERBEL
0T BRY, FEFELREL T RETH D,

O B4 - MREREZICOWTE, KETREMRKS D OITERBESE, BU
THEERO—SEE L THB ATV, BORETIRELEEOELF
LY EESMEFREBCSBELTREILTNS, L LaenoEE - Bl
ERMEGICE - THEESR, EFERCSETOIZLBEETRVLOLD
5, AETREOED, aryvRx—varZoXZ s b (Office of
Combination Products) 5T, BEOHOBEEMNSEREFORKDIZIECLT
EEL, ADEE, EREMEEOSE. BERSE X —0BEETV., O
HBOB%, B, FEXDRMTTAZ LI BRBATHS, 2B, #kox

9 _




VAT E TR BB, AN T A X~ IT 0BG T Ay — A
L. ¥, BECHTE-oTHD, BBEIZBWTE, SEOREZIETD
Fbln. FEAREIOERRED LSEICOWTHRE 2SI T A BB D ORE
FRNTRETHD,
O E=, B FEoREAL, Vv AR EOLDIC, FERBEOHRSRE
FEALTIELNEWHIERBH S, PMDA ZFR - FEORB(LEUE
OflE, yY—EREECERZENE LT LER DD,

2) FMmiEst - AMEE DR - BARE L

O B4 - EERMDIIEEAROEERC BB R L TR,
. AN, UM oW TEEOREESCHMA R TRD A I ERARER
BEERHBI ENEBINTHWA, Fobflizid, aomEbaEaL, |
R ESERLE & Wo e EE L R AR OE . KRE - A - BUE - RHEH
TR P AROENEB T AL, BE - RERMEORELER LI
hiseE, 58t - KEOHRLLBLETH B,

O EBEBBETIRINETH, HE - ZAMOREETHE, T~ (HD) B¥
HMBELHEBE NI LEEERELIERBRESOBRERUCRER2EDREKIZ 2V
Ti. Te b (A8 BEEMECHESENT L ERERIIEFR#SSORER
VM OMREIZ OV T, RERERBISEMIEE (EE LM TeREaEA
Hias— b, AEEFARL— b AENEMERY— N, BESHTRERELE) 2
CEVERR L TE DN, REFTSTHD L OEHERS 5, FMiEs - LEE
OERIC LY BA - HREEMLROLE - EEHEESVWTEZFEZHL R
TR ER, FORBHEOREICLETDHZ Enb, ES, iPS Mladx
LR EEEE I DRSS, HRESR FRBSEICE Ui, FHBfEHEOE
REREICED TN T ERUETHD, B, FHEEe - LEE0ER
bimoTit, FORBEATOEMOESRERBR UI-SEMNRRICESE, 7F—
AN, = AT RIS T A EBRNETH D,

3) BEEMMED T RVERR - BREROEREILOVTOERS
O RETIHISBELEY 4 TAUTOERBIERIC OV T, ANERERERE
226 e# % (HDE : Humanitarian use Device Exemption) 3% %, ZO#
ETIH., TTREBIEESE AEBNEREEES (HUD : Humanitarian Use
Device} & LTIREXZI), LER2T —ZWER 2 Ini=#%. HDE ARBEFLE
CRWTIL., MOERESCEFBRBR LV LE, REERHLVIZERRY
A7 WBE TP, T X3 582 (Probable Benefit) 78V X 7 & E[E] 5 & i &
NHES, ARHoERE (AR TR ENICEERERAR
(scientifically valid clinical investigations) &) BERansd, 2B, &
TRITIEBEAEZE B S (IRB : Institutional Review Board) @& 55858 T IRB
DEBHRLER EORIBREH B,

10



O FAE T HDE LW HEIERRVR, KEIZBWT HDE TER S
B—OEFRBETBINOBRRBEL EELTo0ARH 52 L, BAER
TOBERRERRIT TR B TOREKRBRESEOMOER, HTRED
EEMNEREEBE LT, VAR 7 4 v FORWET, AROREE
EELTNS,

O H4E - BREREL TR, SBBRFHESBD TORNEOBENELEZDL
NAEZEMS, BEEPEBDTLRVWEERR - BERESICOVWTEEDEZ
FEUTOLHICER LK,

BEERED TORVWERES - EFREROZFEIIO>OVWTDOERTS

O EHERIPBWTEERVCERMRL., T0oERICLA X7y MBI 2752 1
A EHEENABESIARINS, FOFEMICE., BEFRBRBEIINETH DR,
EEG UIERBSRIC Lo TR E 22 BEEN WD, KRERERRAR
NERRELZHENSH D, Z0LHREEE., BOAEICBW ORI ERRAR
ATV, FORERe, A BREREEFOMOBER, mRECHERIEERL
exE, KBROEEMN, BFERELORBEZED T, VRIS 74y b Er—
ARSI — A TERARICRET 5,

O 7B, BERBROBEHRSCERFIER LWL, JRER. HEBEREE
DRI L0 R2AT Es, FRIC PMDA ORBMMAR CTERHR L FBERT

L BRI EBMETHA, ‘

O WREOREE LTk, fl2F, MERERERRE. SERAOREIC L oUE
PR, A - BEMOT - F 2B ERENET THL Z LFILOWTER
EEECHE~DERBHEZENEZLND, INLEMLBECRUEARELLELT
92 T, HIlREOFBRILE, ERBGRE. BE~OFRREE. LEREE SR
Wiz & D LD, RBEA LO/EHLEFRAZ L LTS,

(5) BARIEICOWT
1) ZFPFEFRERS - ERSE I—T7 v FI97 «FRALR) OBERE
HORBNERS |

O HFOEBHAERLDL ESERIcon T, BERSTALIZLY, BE
B 7o TRBRAERR - FEOER, PEFHEN O, FEEHHOLER, AR
FBE DRSO, BHHEE LOEBEEELZIT A ENFEREERY,
FOREELEELTWD,

O FHOERBEERL - BEEBROBEIIBO TR, OXNBBEESARIZE
WC b TARBTHAZ L, QERE, BEERVERLZHLETH L &I,
7)) RET LB LEEREIREFEN VI L X M) BEFEOE
EHRELEBRLT, FELLAVFIEXBILTLESHAFINIR Y, BILE
REOVLBHEOBWL D THHZ &, OFBERICH L TYREELRFER
TAHEBABIMRH D L L BIT, TOBRRICELSHERRETHHEARLD

BB EDIREWERKL LTS,
11




O Zm3b THROFEMSE] WEL T, BEEL TN TOBKRABRRELY
SO TERGEABREREL L LI T A2 L3R TH B,

O H4A& - MREREKICONTIE, EIENLEIME LW BEERBHROR
FUERREIISTAIENREL RAIGBAREL NSO, B
BT, BERSE> TORBOWMEEORIWIZ W TR ER
BUHETHD,

O ELITEEL HREFEMJIIADRBEERNRELELORENLEEZ
b, TORRBEZERET LD, FOEFAEER - BEREETHERTS
O DORBHABEOMREOREZ LY EED TN RETH B,

2) ReFy—oETE

O RETHENVFr—F 2 OF VRN F ORI L EEL
TWBEN, BRETIEIALOTFENFER TR,

O BBETIE, EXEFHBEIEELPLETHEERZEL T, RIEREE -
FEACEOFRELER, EFLEORF 2B U REARELEORELDEL
TEHEERTOTWVWS, BE - lRERMEBEREVFr—0REA B
T4 T EET L SR ESBHERLETHD,

O #L DRESCF ¥y —Z0oWTiE, BIZESZ T OBETIR, B
TRV ADTT  RFYA r BB 2 2 — ViR, BEREROEES
H., MNEEROGHE S FORBICOWVTORMB TSIz SR TN
EOBBEH L EORBUEZEEFEENCRINE, —F, FhbofiEE
AEDTHISTALEDEESTIECRDLNELOTHY . HBFR+
STV EDERLHE N,

O F/-., SEMHICEELLTEL, FJuo—m_AicBERL T L9 0~
BEAITO RO OLNSB,

O $Fiz, F4E - MIRERKROS T CILEBMBRPEL IR O F v
EEPBELIZENRZENI D, BEREMLAUF v —£FEER PMDA
O EZ TP TVHEERET & ThHs, (2. (1) )

(6) FOMNEREIF
1) #AMRHISE L O
O  AEFETIEICKE FDA, ME PEL, {AE AFSSAPS (Agence Francaise de
Securite Sanitaire des Produits de Sante) & H P42 HEE L, A TOR
MAEFHEE L, BE - REFRIZOWTH FDA, EMA 72 SiEsE
FYBLMLERREZDRBELED TNDLEIATHY, BAEHZF O
RE L OFRTBRERED SN TV D, 4%, EIHENFE bHAL 2o
VB EBEDER P ED TV RETHD,
O F#HBEIILFDA, EC/EMA 72 F X EEMEOSTAFRICEL ToHHEHE

ATEY, TRNETHEER, EREROFE, ZeEROZHREZIT-T
12




WA, BA  HBRESRBRICOWTL ZOBHO T TEE, ZattERoR
WRRBREPED TN RETH D,

2) BRFES L OEE :

O B4 - MEERERICONTZBBYL OB CF s HEEIC L) R
RED NG, ThbOMBMEREEED, ¥z, PMDA 2 LAY - &M
MBiciED b ook, BRRR, BEaAOREBCRENREETH .,
ZOREHOBIRES LEANBLOBERTROBERRIT A LBERATHE,

FziE. PMDA X B AFAERES LELEHEIZ DWW THENICE RAZHR
#TH 2L TREL, TTRERSHREABKBLTRY., 0oL 2Tli%
BEMNICIT- TV e REETHS, |

O BA - HRERNSEOS GINSRENDSR, £, BECED S HM
FHEHILA, REMIEER, BRBRE CREIRRED), REREBOR
FREEICRNT, REESNABEMREBREL T D, ERFOEE L
PMDA N7 —AVEBOAMOERE LS LEELTEDLETHD,

3) D

O HoBWEAL - MREFREROERLODITE, £, BEREE, 248,
FTHREDOBEGET T, BEHFOEBEICRETEL LI, BHExER
HIEMBTCHDE LB, BAECEFSEEMCLESREETEDLL D,
A )= g EEET SZERERIOBHEARO LN D,

O EBEBBRI—LTHERRRNEE THERREO Ry r—VTHDLZ
LT ~ETHD,

13



FER

THARBRIC BT SHENBECET M s ZA4E

KHEBZ
A] 24 VG et
FpE- TR
FRIE 5L
IINEEEEST

HEES
e
AAHEST
T

gaATNE
A
FEXA
fEFH-+E
LIS S
A

AR
B E—

FREK

M

KFnfEZ

FRARFRFRERFRERBRENE £20%
ERERBUAFERERBIESTERN 2%
HAER - iR Ea R

BAEBENS SEEF
i RNy e SO P RS- AVt g N
RERFHELE

ES BB ER R — SRR EER
L

MIATBUEN  ENMEBRERMTE T4 —
RKIRKFRFREERFAR SRR
LigfEsRE B
EVERDRLFEANEE BEFHRERRE
HAEMS WiEEE

feEEAN BEEAIE BI&EE

Fo hUTEREANE EE

IR FERFER R K
FERFEFHMN BRb

il s

I ARRRTAREE iR

TAT T ARMERASH PITRE TIRAHBASHEE

AR I h—FHAatt BERYITRE
FAREARE

RHEREHART - KR - BRAREHEBRESE - HEIR,

Mfagr ¥ —R
RHERZFERRY fSmdaERZE0RER 2%



A2

EH¥0330%E2E
YH228E3HA30H

n%’n%g
# 8 5

o4y &

BAEFEEEERRE

ERMERIC I 2 B M - s BB AE - IREROEEIZOWT

BA - MREST, BEEBEOR4E LR T T, EROBEOHERITICE
ROFRE, B EUIRRICEEREEEZ RT3 A/ EATWS,

S, REMRERTHLIHRE - HRERZEIMERCEZL2HEOBWETE
FRE I, FRLTW L9, BREBICET 2 B5MER - B fkr Ay
BA - BREROEREICSEY, BREFIBETREELLZIECLEEYED
T, BETERE~ARAFHERRE D,

E. ABEL, HUFBERYE BRI 2EEEESTE) £2455048
1HEOBRECLDOBINNRBIE CHLZ LB LEZ S,



ERHEEEIC BT A HFEMI - ik AW BAe - MIREFOEKIZOWT

BA - BRER (e hoMiE - s EERL, MTLEET, ¥
WMXIIEEEITOEREZ VD, LTRLC,) I, BafeEos4ssEsr
BUT, EBROBEOHERI NCEROTE., 2B ENRRICEE
B A BT EREBFEEIN TS

Sh. FIRMHNRERTHIEE - MEEENEDEROCEZEED
EWETEEICES IS, ¥RLTN L), BEFEE (EFEK (
FEFI234EEHEE20558) B 1L05I0EDD [Hkl Xt TERT
D, ) 1B D B - R (GBEARAOHIR - BTV ,)
ERW-EA - FIREROERICY Y, BEAENREE & HEH
BEEDAHZ LT 5,

0. gI¥IC

O =T 2HL - BRERSINONEFIZL DT, B <& gk,
REEIIRLDIZEnb, EEIRICEBEN2EIEE LT, BE
BB R T RERKERBOBEFIZOVWTED D,

@ Emmpe (EREREFE2015), EREME (Ff2ssEnfk
Ho02E), ERESEDESRTA FI4 Vv EER-RICHEE S
NAFEPETTAZEEEROZIETHDHZ b, BHAE -
HMBERICEAFICRD LD FEEE LIS m@éo%m\ﬁi
- MIREREMEE L TERT AHE121, I AR A A
% W RS %Té#%&@@&mﬁriﬁ@é HEIREEA255) |
(EEAREICIZ BT A B E CERR0FEEA S B EFrFE415
5) BIESEERTOILERD S,

@ HREMETOHELE - REROEERSPEFEZ, T LT, E
HiE (BBRSEEAE1458) TS ARIE-CRBERE L
7o P CIRELS EREINDUBMOBRBIIBNTHEL SN EH
BED D,

@ A - MEERICBT AIRIEMESSRBROBEITHEA &
THHI b, REMEL BIZEA LD, KEHEORNEN
GEEETRTEAEL TN EARTIEBLT LT
ZWEELH D, LT, Hr0F4E - MEEEDERS
ML T, KEHC BN ERE X, BENRTOR
PO OEEF B LEZSHAOBIICEE LD, F—A

(BlER)



PNA = ATERIHIET DI EBHLETH D,
& AREHIZ, BEgioESs, BEREORE DRSS ZBE
LT, BN CARELEITI 2L L9 5,

B1E EFNRBRT
O BE- - HEERO—MBELELRENLIZLBBENTHY ., £
D= HITiE, BAE - MRERIIERENRER TS 2, VWi
AR OREEOBWE TRESNIN L VWS BFEORKR
MHEEZDLEREETH D,

@ BEOEFRBBEICBONTHRETEBTIHEICBWTH, M
TOBRMERSET SN A O TiE/a<, Mg - MEoEIN, I
T. %, BHEUIHREE CUEARBEN—B L TEHDE
BB IV EENICEEINTWAZ EBMLETH D, HLFE
TOEBROER L, BEHOEREBOBREN12>0F—o L
720, HEBREN TN TOBRFOEMETEREL WL L4
HREREAE (BORZLEMR) OFTERENDZ LPLE
THbH,

x  [HAfa - oML i, FRORESCHBOE
ENEIHERZAEOE LT, A - MDA B R 72
BB - B oEEAESE s ERN S U EROE, £
RO SE ., MK - BEERS L 0BRSS DY X
BEFI¥HULEE2ETo2 S, (Te bk (A
O) BEMABESCEBE M I LEEEL VIIERBED
FERUVCEESEDOBEICHWT) (FRK20% 2 A 8 H
ITEESREF208003FEEFBEEREELS R EAEMD)
)

@ AvT7F—AFarty bMIonTh, #lE - ko
P, NI, s, BHEEIREGETICELS—BELLTLLONL
BEThhHEEHIZ, EFEBERIBERA V74— N - 2F
v MEFORASEM TEDILIXET AL OBDLLNER
ThHbH, -

@ —WCERIT ST, BT B b A 1 A
AR LTV < BB E . BB AR BT o T, F



FEOEHENRDLND,

H2E BRI
BA -HBEEERY 1 DOEREEC-B L TERTAHSITITU
TOEEIZLALDET S,

1. B4 - MilRERRHOBHSEOEY H

O EFEgEoMEMIESR AT, ICPCl L)) KB
TLE N7/ - BT, EFERICESSHORERTEZS
WRFEMENT- O TR Enb, EREEIL. v MM
M SETH D NG 6, Tt MR E AV 2 B
2T A CBWTRDLNTWAKHRIZE T 572 L,
ERMEE S LTEH - BEERIEHAREIC TS L E b, R
BN TRDLATWAEEXNKRELH U L CTHEA - Mil3E
WMAEERTAHZENRRO LN, '

@ BA - MREROFERICOVTIE, EEEEE LToEHE -
EHEHIEZA LM TA-0I0. hEREZESOAR LR
HIEBUNBETHD,
¥ MHEEEZBESICRDLNARE - RE - REETHEEICHE

T AFRIEECIREFIEOER., FLoPEMICTFLNTND
PO, EEBREEICBONTERSN-EEICOVTD
HIWERL LM T BT A EMOER., Uit MskT %
WM ORIE, BBEE~OXMIGORE %

@ B4 - MREERE. EFERENOEHOERBEGE OEED
LEEREINDILEODTHAZ b, ERMEENEEL, B
FORHEFREEFT L LT, BEOIRESRERDOE=42Y
VR ERTAIERKRETHD, FlE, EREEPLEL
ThHry 77 LV ARERLE L THREFHECERDFENED
EAEDORICOREEEITOILERH D,

2. B4 - HIIEROEREOHEE R ORI « SEROEEE
© BEIHLE- - HRERZERTLHGLOHBNICET - T,
WK, i, REBENSELZE L, BEEIIRNTOILEDRD D,



Q@ BREMECBTAEEHREIZSWTE, Te M XitEihsk
R EE e LT SN ERREDSE L VEEMHERICD
WT) (PRRI24E12A26 AT EERF IS USEARERELERF
@) RO Te b (HD) HSEMiR-CHBE M T LEERER
MIIEFERBOMEROCEZEEOREIZONWT] OBETDH L
ZALEBAbDET S,

3. T - REBTEER

@O MR - MR OIN T 21T 5 EEMEL, RO E#EERELIC
RETRE TR, AaitE., REMRCREREOZDICT
ROBEHFZHE L TWAEREE ThIT LW,

@ Mg - AREOMTIZ, 47 L b ERMUIEHERIT O LE
s, BEREO—&RE LT, SREREEOER THEMNE
BIOERERREEO T TEET 2L BMNETH D,

® CPCOWEHOEL |

O MMLLUANE - 0GR EOREOZDIC, MEmTeE,
mBERASE fﬁﬁ@ﬁgi%;ﬁféiﬁéﬂgiﬁﬁh =R Ak 2
AVERLBEEHIC, AR EEFEREZRIIRITARE,
ﬁ%%%%%mf%t LB REF LU TBMLERD
Do .

O BRARE. BROBEE, EHEE. B, 22F vy X
v h, T2 Y7 AR Y, #EE@ - SRR O T R OMRTE
WL BEIRE %%ﬁ?éﬁ%#%é

O #REE, WEEHE, NVF— g rHironT, 85
@@%@ @#éii\mﬁmﬁmimm&#éi%\%é
EROFIRICETHCE, HFIEOFIRICET > LESY
FHDHELHIT, TG ESEBUNICHERTERULES
BT HOMERD B, -

@ CPCOABOEH
O BLEEHELE. PEEHELCE. WRERFLE RN
BREETEDEENLETHD,
O D L EEEFREAE L MERBERETFI AL
D3



EThD, ‘

o ﬁ@;ﬁﬁmmI%ﬂﬁféE%Kj@ﬂE%wmﬁm@
REEREORESR RUERE ITIT -+ 728 - BBRSLE
TH D,

& NI - REEEOEY FizonwTit, NEBREORLEEM, S
HEBEICMETHEE (BHREGMP) ) (ERR20E7 A 9 BfT
BB FREAFEHEEEANBREM), Tt XX
Bt s A FEE L L TRE SN 2 EESEORERUE R
MRERIZOWT] KW Te b (BD) HIMESEREMLIL
T EE I ERERORERURZEEOWERIZONT] TH
ETAHLIALLELDET S,

4, BHEXEIHRE
O BHEXIIHEDEBIIBNTIL, +50Eau 8% %2175 &%
Emad A,

5. BHEEEURRERORE
O B4 - MBRERCETAIRGYRHEZIREDOT T, £zl L
H 1 OFEBEFE LTI B R 0,

6. BHXE, R EIREhREOFAR

@ s (EEERE (KIEIEEREET0E) Fe34F 2R
FEIBICHET S [FMER) 2o, BUTHEL, ) OXHRT
FRVVEE - HIBEE R E RIS  REERRRE A S X
NTWRWEA - RERL, S35 E LTERTAHIE
BHETHDB,

Ehpgil, ELUCEA - MRERICET A DT,
EEBEIIERO L AFINESE~FRLIMEZXT 52 L. &
SEOFEMESIT I E TR AN D TRAET A EBNLET
HbH,

k. BERABEAITY LTI, DENED LA ERN ORI
Ik, MoEEYZ T RER L FHAE - MBEERYZT
TFEMOEFHBOERDEZ LB L EREAET AR E.
EBHRHEDER RS E T 5 EREAHT LI E BB E
Thsd,



@ BEZENETIEAL - MREEETH- T, HIEERET—E
DI E B b DN T, SEER( TEASBREDOED
5HEMmEE R ORERER ] (CERISERLNEEEREL55)
FEIRELBCHET S [EEER] 200, BEERTME
Exgte, UTRL, )PHBRE Vo IEEORELDO R T
. TBO—ECHEEDT, ﬁw@&Uy%%_omfﬁﬁéﬁ
METAHZERLETHD,

@ FoEEEE LTEEL., —EOFMARON-HFAE - RE
BZOWTE, HeMICBBRPESARE, MREBRERICRTT
WS ZEBPBETHD,

@ E5HIT, HBROFBE L LLWFIIRERT BN LT 3H4L
- MERRIERRL, SEEREORSR LR LW D, EiE R
WZBWT, L 0—BESHEROEEHOMRIZI LTS L
HiD, B AR O ESEOFEIIONWTA T4+ —AL R -
aby hERELE ETCERTAZEBULETH D,

B3E FHEHOERBEIIRBWTHEECTHELE: - MIRERLEHTS
BEOEE

A - REFOERBOBICE. 1 >OEBREEICBNT, BF
~DOBREERLWIAONE - MIA—BLTITbNER, —EDEL
MR O RS OFEMMB TN HICI, BEoEBE#EEICB VT
RICREUEAE - MEERELERTI 2 RBLONG, BROER
BEICREWCTHKRTHA - MBERTERTI2EEICE. F2ED
BT, LTOBHLHZTI RSB THD,

1. B4 - MREFRBILOER %S

O E2FIQUHAETIHREEEEZESIT. S DEREEN
@ﬁ@%@% LEE | AN . BB A A
BTHEHICEL, BVWORKEBECEES AR, 274L<
EHAEWVWOBHEBEERERES Tﬁbﬂt%%@W@mbﬁéio
eEmERARR L, HFEOERKHEEICR T AEBEREICONT
BEEST A LRNETHD, FOLET, HEHORREEESR
SOEBERHAHABRICE., EFEEOBREIHEL., &EH



BEBRIZ BT A EBAEBFEIZ DWW THAZIT) T BN ETH D,

@ HE2E1IQIHET?ERBMRE OEEICOWTIE, B
EFREEICBNTHET—EK L - THA - HRERLERTS
BEIE, BILBEETHY , BEORDRER L HEREEOMR
FEREF L LT BEORECIHREROE=2Y 7% ERT
EHE L, F4x DEBEBE CRGEERET I EAMKETHS, H
ZIEEREZ RO E L CHERBBEOER UIERIEOSM
XA DT L ARER L ETIBESHREREER
EUTEEOREOERFEELITH> ZEBMLETH A,

@ MWEFEBREOREGE L, REBIZh-» T, £RTHEGHERS
BeHIZBE L TCREEZ 73 0—T2H L ENNETHD,

@ WEFRBEOEMSUIEMESIL, EieT 5 H4E - MRER
(R D AnE: - BeRE (MG - AR TIC BT S EEE FTe,)
ERETOHZLEBNETHD,

® BoEIQILBETHIREEE, MWEEHE, N)F—v a3
HILETHZ IO ThH, oML OmMERBEcEET 5
ZEBVETHD,

© BEFRESENI AR L= - Ak 2 fthoo =R ER I R4t
TAHEEICE, —~EDHEMELOCEEEPHER I b ONE
HENAERETHDH, LEB-T, LAY ERT S ERBEEIC
DNTh, D &b +0RAEIMERTESEREY ST
IR OB (BRARAFZE-CREMIESRR) KBV, #MlE - sk
TORIKE I TLZ <, BHLERIIINEFHWEERYE
L., TR AT TWAZ ENRD LS,

@ FTo2EDILHETAERL-B4A - BBREFICHETAKE
DFEL T — D — D TOREICON T, EREERRE T
HELUTERTHILERD S,

2. Wik
O WX, FEERLU7-ME - MEo=EINT Lin s OO



BN, WTNBIRE, [FE, BEMEO ) F—va i)
KRR OFHRR EPNEETH D, .

@ WEFBBEICEVLTEL, IhbOREEFD, mEPRERS
N5 & D BEYUNCHRGE L, I oW T REIZE D THE <
TEBBETHD,

@ HHOMERBFORIECREDEYLEFOHFNIR L 2D,



