Ak 5

7y 233 BIEE] 7y IVEE 03-3506—-9442

MEREBERESHEREKED

(%5
ST 7 B A 3 AR 0 2 A
BELHW  HHNRT OB HLE
TG « R, e, Bl - Beh, B
PR, BT, WIER I, PSR,
EHEMGCP/GLP/GPSPillE. EFEEGCP,/GLP/GP S Pil#.
BAEEFEEISGCP/GLP /GPSPHE GMP /QMSHE. GCTPHE
WA FR & A B ( Em ® A~ B &
BHES:
B
2HE -
ARREOD M 8 R TR -
ARG DL H S, FIRED
MiEE (A T 3Y)
R T

(EE)

1 THBMERKD) W3, ZETI3B0IROMERL TSES N,

2 ZfESE, THEHEMOAKIZDONT) IKEBENTHET,

3 TGRSR OES) W, RHENE OB RO T B A EE R EFRER RS RSN S
OEEAFZLALTZE Y, B, e LTHERNT 2861, 1 WicEHBicE &
BDTLIEE Y, BdH, HEBERAE (EEER) © HERNEOHER) MIcEBHKICS
TOEMPSORIEZRALICDODERETLILED > TRAD ZENTEET,




AR 6

e & H H

T .

ESHRERESOERIIDNT

R O B HRfFOWELE BRESMERL. -BREER. EERL, &
g R AR, A BT ERS. FIERNDTENS. HeERSRG,. EE
SGCP/GLP/GPSPHE EFERGCP /GLP./GPSPiRE. BEEERS
#MAGCP/GLP/GPSP#HE. GMP/QMS#HA., GCTP#HE) OFEMK
(BHEE : OO00) 1Tk F % B HEROWARRBEIZ DOV T, BB AT RS2
SNERHATLAEDT, HELELET.
BB, SEFICELNAMACEAORNSI L VRIED S BANBH T
B LIRAE T,
B

B # (EEREEZED)
FATE | JSIT BOE ARG E R AR SRR

(M EEL T 5EEA E L)
Y (e F 4 ZR )



BT 7

T S5 T T T A T A
¥R & H H
HOA F & DT S e i &
HAB L4 PRRE S
% R E 4%
n [BEEED « ) —
ER | () —
) K EERTE A NS4S
RS BRED— ik (Rak) R
nﬁ | I |
[ M e ] 5
1.
2.
iR




(FE)
1 FAEORZIEFBATEREALEITEIE :
2 DAMCDAZTEHOTRTEZATERNEEE, FOHIC THIHE () ©&PV) ERA
L ERATE &,
3 EHSEAEREREASERAFRKILTOEED,
(1) FAF AN
BARH> TIHEHERALTIE S,
(2) MEESW
BOALTE (HAHETH/Z) OXTBIE OHF E“%ﬁkbf<tém
(3) *Bh SR E H M
BBIE BT DB EEH ®¥ETEE®Eﬁ S ES (RI{T BRI R EERE
oo M ko o di e S BRS e g  EREEETEAREL CRERR 1 64EMIHIE 4 B) ORXEB 1R, B
28 HA4AENITES BEOMEY S AEICRE S NN T B A ER RERBER SR
BOZMAHCRRINAERE 20D, ) XTHERBSKERADERALTIZE N,
(4) HEDEHR
PO L DEZYT AT ERATRALTLFAE N, b, BT A HEEED
NI AEAE. [EEEAT E TRES ﬂjémxbf<ﬁéma
(5) HEEEEM
FEEMNTEEDIC. BROAEELME (BEHE) KRALTIZEZ N,
FARE KmLﬁﬁéﬂt%ﬁ&ﬂ®ﬁﬁ$ﬁk@£%i?%iﬁhmﬁ‘iT%<Eémc
BREHZHOMNUDERLTEMNDESBENLET,
(6) BRIMHHFHEHMW
[ é%%?7aéﬁﬁE£1bT<tém
(7) Zofth
[FLEAHEIAF A #RETIESE. AT TKREXRDH S COBRNTHRETE)
DX D IWEREERF &4 LIZREL T/ES W,

4 EESETN - SFEEEREATLEARTEEUTOLE0.
(1) =& '

MEXR SN - FEEEMAAE] KBELTIZEI Y,
(2) HRAEAM

BANCH - THAERERALTIEE N,

(3) MFHRSW. HEBSERTEOR. RBRRSEEH BREO—KE (R7Ed) W, %

DHEEFMICEATLIHEEZHORE .
(4) HAE5IH

FEAOPH KVZLTHHHERBATRLALTLEE N,
(5) HERIEHEE

Bt (RFef) RUEBEAFZRALTLZEZ L, BRNORAEME (@EE) I
FEALTLSEE W,

B, AMCRERINAZEHEDINOEBMBHIIBEATEERADT, TTHRIEE N,
HMEHZHSMUDBMLTEMB LI BEHNLET.
(6) HmmmT

WK EHET SO EERORALTIESZ L,
(7) DAl

[FLERHES AT L 2FAT 258, AAKTAREERBETOFRAMmK L2HE
DEDITERBFT 24 LICTRRLTIZE 0,

N



IR 8
A RS R E M eAE

HOA EF & M@E K L
AL E S PR alE S
%J%E%E%
W [BEEE | () —
INES | () —
HHES HEBEERTE N ]
BRELOEH RGN E RRATER A BT DL
E{GESY .
1.
2,
)
EHH A ZH
HRAAOGE B GEED . (EED
FREICE D HEEFESESEGmRERLAAET,
w 4E A B
B GEARB->TIL 70 5EHEFTOFTED)
£ & BEARH-TH. BEERCNEEFORSE)

(EFEI—R
ST A7 B N R S T R R B A S
BErI—F b




FE)
1 AHOXZIRARTEBHALET LI &,
9 RBAMICHAEEDIANTERATERNEEE, O THIH () O&B0 L&A

LB ERMAT B T &,

3 BAEEESR O EAITEREREABERARTKILATOLEBY.
(1) HAHEAHE :

EACH > TIREHEELAL TS EE L,

(2) FHEKIX 5
HIABTE (FRABET-R) OWEBEOHKESEZRALTLEE L,
(3) *mbhEETE - '
EREIE T T AR HSROERTED OER. SHEHS T ik NEERERRE
oRus AR s L AR E R A R B FEMMA CER 1 6 FHAE45) ORKXECFOH
WS A I S N M T s AEE SRR OB OSHMIzHEE N/ %
BEWS, ) XRERHBEEFAANEZRALTIIZS N,
(4) H=y#E :

[ 3 L EE PR Bk M IT B 1 0D 2 MRS 2 #8810 L TEE 1,
(5) WHEHRFOAHEUFMGSH

BB EE IR U IR T s FEOBBRRIEES ZEHALTIE S,
(68) HEHEEVEABERTOLHR

BB E ENDERAAECEA R ETOERZREBETEL LS AEHEAE £ (B
2 OOmEHIET —~, B FOOBETOOTANARS F—E) EFRALTLEE N,

(7) EMEER
FHEEMNTEEDIC, BEFER2ER (EHEZX) CRBEALTLIEE N, -
BB, AR INAEEDAOEREEIIIBEATEEEADT., TTERLIZE N,
EREEAH5NCHOBBLTEBM AL I BRI ET, J
(8) FnimaHEA

X ZHETHHEEBHREALTLSZE N,
(9) EEFEOH TR

B EEH s (R OEEERZOERMLTLIES L,
(10) =i

[FLERFHLATL] ZFRTEEE. AAE T KAREXERSBS TOBMHRETRE)
Ok SicEREMZE LIZEBL TS0,



ARG 9

) i _ . L
TS - (RO I3 R AR R B A A

LEEZSSE S EfREgSE - ARETREEL

MRS EAKH > TR
#)

eI

FRRE R IATE M FH TR

TR A H B E S

TR FAE S % FAX 5

O TH R (R - Fig)

Y

ARBIEC 5

B DAFR

TRE SN S5 —RAVELH

TESNST 7 AHHE

HBNE (RE)

A NE

e 2 1

%




FFE)
1 AHOAKZIFEATERKRA4LETHT S,
2 EABICHEABHOTNTELATERNWEEDZ. TOMIC B ( ) 0&EBD] LA
LAk EHRAT 2 2 &, _
3 EREHE - KA ER e RN E N EARRATRILTOEBD,
(1) FEskEAE
BEACH-> THAEHELRALTIES 1,
(2) A S
EFEE . AAZHAEERZOVNTNMINCOZRMLTLIEZ 1, -
(3) HEEHER

EEMOMUEO LVZETHPBHEZEATEALTIZEZIY, B, FEERENHRS
THEEE. TEEMERIE) SERALTIESN, )

(4) B E U OB friM , :

PeERY DA TR S (YRR ESEAN TS0 0ES, %) AL
TLEZ N, 2B, BB TE SN EEDNEIIREA I N TN HEETTOREED
MALTLIEE N,

(53) FEEND -BRMATRED T 2 258

TR AR AENCELEE TORER LV ELEFHREABEET 2RETHEE
FEHLER, EIENSR RO —RERER (55 RUERREEB -SENEORTITLDEL:
HHAEAYEE T OB EASTERERER (R ORTIZOoNnT) (FER17#3A11

| OHEARF0311005BEAEHBEEXARBERL) ORICETELALTILS
W, 2B, EABEHMERRICH > THEAZELER A,
(6) MFHHE (FHEH) RUHBASH

EERUHRASZEERE (BEHLEE) TRALTIHEZ Y,

B, AEICRBINAARUANOHMAESICIEBEATEEBADT, ZTEREE N,
HHANEEZH N COBHL TEMINEEIBENLET, '
(7) BT EAMW
C HWRETEITHAZEBELZALTIES ),

(8) fE=ia
oM, MRERHIUTRALTLIIZE L,



RIERER L O

R AR R RS TR E R A B

e : Bl

M#HAE FEACH > TIRE
) ‘

FHE A TE 25

it LS EE T

AR AL ES

R HAY E FAX #5

thompimE (K4 - iE)

MY

E: I EREES

W DB

FRENL—BRERH

TEENDI T ADHE

ERRONE DT

FEMAGEMHAK

T H R

HRAE (RE)

TR

T AT 2 H

fii 5




(BE)
1 FASMOKREIIEIATERIRA4ETHI S, ‘
9 BAMIIZAZTHOTRTERLATERNESE, ZOMIC (RHK ( ) o&BD) LA
LBEERRMNT 52 &,
3 EEEEFEFHAEMAREAZEAZEREILTOEED,
(1) tHFEHAER
BEACH > TREFHELZALTLIET Y,
(2) HHHEHE
ABAONHEY LV ZUTINBFERATRALTLSEZ L,
(3) FPELEWEUHEDO AT
BB OIS S ISR (UZERERE2HNT 500, A% ZieAl
TLEXN, 2B, MBS EERERSMEICHEEINTHAI BRI TORTEED
EALTL S,
(4) FEIND -BAOEHREDY 7 A5 EH
MEERE —EERENSEBEEE TORFICLVELFBHAENEE TS HEEMER
Heos | EHERERE D —REFEEE (G EUEERE KL/ \HORBITIDEEY
HREHIEET S HEATERERRS (R offricont) (ER1743H11H
ﬁﬁ%%0311005%F$b@éﬁﬁﬁmﬁﬁﬂﬂ)®%ﬁk£jgﬁxbf<tém
B, KARPEHAERRICHS > TIIRAZELER A,
(53) EMZEORNEDOHIE
[RIRF R Wﬁki%—r‘@uuﬁ%ﬁ@?ﬁ‘%ﬁ‘pﬁﬁb'c<téb\
(6) FEMB % &5 B LU R U 5k R A
FAEERFEEFELTVWAHAA, MEBERALTIEZ N, itTﬁb’CmZ}EF% St
na._/\l/f<t.ét'3
(7) HKAZE (FE) WEUHHENA
FEEUHMANEZER (BEEE) TEEALTLES Y,
B, TR ENARNEUADHBKNEBICEBEATEEBEADOT, TTERIEE N,
HBENREHLNCOHEMLUTEMINALIBENWLET.,
(S)E RATE A R
HkEHRET S H%@#{EFEALT< FX N,
(9) EER
ZOM, MEERHIUTDALTIEE N,



RIRERR 1 1

BRI 7 40— v TR E R EAE

i

7SS E S

IR AR Es

FHRRHUARE (BARS > T4
)

HREA S E S

HRAFARSENR

TR A Y E BEEE S

TR HUAH 258 FAX &

ommtimE (K4 - TR

7 & 72 HMERIK 53 B 32 4

£l

FEE Talis

AR

B D 7 R

TFiEEND—MRAGETR

TEESNDT Z A0

HNE (R

BB

i 2 H

i




FHEE)
1 HAHOKEIFAXRTEREALETST
2 FTAMI E)\?lﬁ@@“f\f&ﬂ)\'c%mmtéﬂi FOMc THE ( ) o&BD) LEA

LRI R T2 2
3 EHHE T 01— 7vjﬁ%ﬁ%$ﬂ%ﬁl§ﬁmu?®&30a

(1) HHBEHALE
BACH > THEHRERALTIEZ N,

(2) TEBRDIMBEDRUTZMAHEZN
FTERBHRESROEZRBEEEZLRL TSN,

(3) HEEFH :
RBEAOHEO LOULUTHATERATRALTIEE Y, b, FEERIANZS
THEEE. MBEERE ERALTIES N,
(4) SR % B B OG5 55 1
W OL2EL IS CUBENERFERN T 220 0KEs. ARE) 2ELAL
TLEEN, 28, #BHACBOTHZEBREESNTIERESN TV HSRTORESD

RALTLZE N,
(5) FEEND -RIOETMETT 5 X0 4EH
MRS AEAENSE LEE TOREICK D EESEHKENTET L8 EERER
A, THEFREREC-BRERES (55 RUERBEE_RENBOREICXORET
BRES R T AHFERTEREREE () ofifticonT) (FR1743A11H
HEEFEO 31100 5BEEHHHERRAMKBERDA) OHFIETIRALTIZS N,
b, HAZHAHEERCSH > THEAZEL I A,

(6) Hw W@(%é)&UﬁmW@%
RALTLEE N,

RERUHRNEZEE (BREFE) I3
2B, ARICRHEE NI OBRABICEBEATERTADOT, TTRILES N,

HHNEZHSPUHBELTHEMDOLIBENLXT.

(7) HHELW
Wk EHET 5 A EHBALA LTS EE L,

(8) {5
FOfM, BMRENSIEEALTIEE L,



PR L 2
I 25 R T B S SR AR ] e A

oA E & DTSN &
- R 4
A S A
i | s
v | mmme | ) —
TehyiNEE | ( ) —
RES, AER WO EE 0 LT
BRRARE RREO—RE (5 Y
% m
R ]
1.
2.
BT 2
T AL & E - (EE)

LRICKOERNHENERRMAREFLIABET,
Fae A H

£ Pt GEANICH - TIL, E/=5BHAROREHD
K & EAKH->THE, 8BREUCREEEORSE) B

(FHa— K
ST TR A D S TR 0 A
Tty — B R




GEE)
1 JIEOREIBALTHEREAL LTI L,
2 BAMICRARTEOINTERATERNEEE, TORIZ MBI () LBD) LEAL
P ERATHI L.
3 EXENAEES FREREREOASEAFTERIUTOEB0,
(1) FAELAMN
BACH TEEHRELAL TS,
(2) MRES /KW
L LR S OMRE S HRES AL TSN,
(3) *WBhEHENEH W
HREE IR T AR OER A OE,, 2AEF (ITBIENERREFRBEE
EHEM S TSR A I A CEAE 1 6 ERIRIE 4 %) ORI 1 &5, B2 5,
545 XI1E 5 SO S HAF I S RAMTTBHEARERERBERGEREOD
SAMCERINEEESENS,) NIHEHBRERMABZREALTIEZE N,
(4) #4555
MO XV ZETHEHHERATRAL TS,
(5) HERZFEIER
FEEMTEEDIZ, BMONEEME (EEHX) KERALTIZS 0,
i, AR RS NABEUAOEREHICEBEATEETADT, TTAKES Y,
HMEHEHOMUHERLTHBINDIIBENLET,
(6) BRMAFEHM
AR ERETHHEEBARAL TS W,
(7) RBHEOLEM
H OEED) EE EED) o ohizORFLTIEEN,
(8) Z it
[F L ER#ES AT L) ZFRAT2H58, AAS TRRELRHE TOERMBERE)
D& S EhGERER LICERL T T,



Bl#ERE 1 3
A RREN RSB RERE N A S

B oA # £ fn DR R &
iEEEA
BUABEH S
#E | ERHES
&
e BEES () —
IvES | () —

&S HRE D *TEBEEM N

Rl

W ELE O TR OFRIRE S HE ARG B OB A B RTF DA TR

x &
[ %]
1.
2.
FRMPAED
ERoZEOXEE 3 7 (FEh . e ()

EEIC X D E A RS I SRR A H LIABRET,
SERE £ A H

i W GEACH-TIE. - 5EEBFRORREH)
K & FEACH-TH, EMEUREEOERA) A
(F¥HFI1—R
MILITEGE A ESE I E SRR R OB
HEL Y —F 743




(E8)
1 AEORESHHALERRALETHI L,
Zﬁlﬁ_ﬁk$ﬁwﬁﬂféﬁxfﬁmhéém ZOR TR () o&EBD] LAl
M EHRMAT DT
3ﬁi%ﬁ%@&ﬁﬁ%%@&ﬁ%%ﬁ$ﬁ%ﬁlﬁ&ﬁu?®&EDn
(1) HAEAR '
BACH > THERERALTIZE N,
(2) KRBT MREHW
%Kbtﬁﬁ%;®ﬁm§f/ﬁmEﬁ%£1bT<tém
(3) HmByEFEMEDH
HREEIC ST S BB OERH OFh, 2455 HTBIEAEERERBRN
SHE B A SR T RARETS I BN CFR 1 6 FMAIE4%) ORAE 1 H. B2 5,
5545 Xi3E 5 S OMEY S FAFIIE S N/ MNI{TBE ANEEMHEFRRELGHEO
ZAMICRHEES B SE2ND,) NIHERHEEREPAAEZEALTEZEZ N,
(4) B :
3 EERSSEETAE 1RO 2JEBE 2 2BFTERL TIEI N,
(5) HFEEE
FEENT LD, BRONEEMR (@FFX) CRAL TSN,
2B, ARICRRSNABEUAOEREHIIEREATEEEADT, TTARSLEE Y,
BREEE2HOMPUHBEBLTBMINLLIBENLET,
(6) HRMWHAEAM
ik ETFETDHZHEHRALTLES N,
(7) EHEFEDOHIEH
F FEED) Xidm (ER) o5 oMzOEMLTIEE N,
(8) Tt
FF L ES#EI AT LI ZRATLHET. AARTRIKERRAG S TOSBRAMEMRE)
DX D ICERGEREL BICREBEL TS,



AR 1 4
HERB T 7 — 7 RIS R B A E

H A & £ i OO T Ak M R &
BB
HARE#H 4
B | WEHEL
o
S BEEE () —
IvNES | () —
BERA LS BEEO— 5 (KFEH) HY 5B
*
[EFEIE)
1.
2.

[—BEIRITDONT
DWEOREEIE

FHERE B

TR E H

RTEOA B EE) - (R

LK DMEET T — 7 RINERMERET LAS T,

e # A H

1 i GEACH - T E-BEETORTTEH)
K A (BEAZHETHE. AHRUOREFOKA A
(¥HEI2—R
PNT T BUE N ESE H E AR s g
BEELI—FE

P



(EE)
1 HEOXEINHATERBA4ALETEIE,
2 BRAMICRABHEOTRTEDATERNEER, FOMWIZ THIHK () 0&B0I LEEAL
M ERMATHZ &, :
3 BUHEEASREMEAZSRALERIULTOESBD,
(1) HAELHE
BEACH-THEKRERALTLSES Y,
(2) BB EH
BB EEICRB LN T T EORBRAEEERATL I &,
(3) BBEORESHH
a4, ~%%(MNRﬁnm)@£%%%Lm_h%£Ab(%%&UE$%Limu
Bl a (@E4) AT L.
(4) HUEHEHHE
ML L 0BT AN HEBATRALTLEZ I,
(5) BEREHIEM
FEEMTEEDIZ, HRORNAEZEE (BF&EEE) ITHEAL TSI N,
b, AR ENAFELUAOEMERIZEPREATEEEADT, TTHRIKES N,
HBHEEEZ2H5NCHBHEL TEMBLOBENLETY, .
(6) M—EBRECOWTOBEOMNEHER
F—EBREICDOWTALRICHERES BRHERESD) 2T TnHHEAICE, TOZM
ZERUHENE GERHERZED) ORS, HEEHHBZRATL I & R—EBHBES T
HoTIRERE, DERECHANSERIOBRBREEIRZDI2BOIZDVNTHRET>TVSD
BHICHAEICEAL, FAHORICHRMEETCTAOEZRATAHI &
(7) HFKEEHR
HREEIZET 2 R%EHOFE, hmih(ﬂz%)ﬂuﬁmvﬁﬁéﬁlﬁ7
(8) IRMFERHHREFELW
M E2HETOHAEBHEAL TLES N,
(9) RHTFEOHEEM
H OB XiiE (ERD) oLEohzOENLTLES Y,



(B

HRE R R OEYFRIEASE " ORBHEIR (FIREMORRKIIRATHEHR,. HEELO
FATEHNARTR. FREROELRES B LEER, HIEERO TV y—< a5 /30X -
INA AT =R FERLOPFHET T — & RIHMEEMNH. EERGCP/GLP/
G P S PHIB R VERBFEEEEEESERERRERL<, ) ORSRUTNE

1. DRSS TR
B3R ORI DD OB RABRICE T 5 FHERIC OV TRRE 517, Bl
BABICHTE, BERUHSEHO b0, F—5 OTHEZEH 5 bOREYS Lz,
o) ERERET BRI B TaE
- WA R VR DS T R ORI DT
RFEBDBEIEITDONT ERERAELROMKE D)

2. [EHESAEYZF RS SRS R '
X 20 O I R M U B OFE IS O & 5 10 BRI ES T ~ ARG S0 S AR -
REMMHITED TN, F—F OFHGET D BENS 2RFICHL T, HERVIHE
27500, *
) - ENER SRR ONL PR BGOEAT S RAICEBL TOEES
C FIZEMIZIR D EERITRE T 2 ONRRERRITH LT DO
- A R RS HE B O G E E O SN
- EMFENFREERBREE R LAY FIC RS S M T 2 25

3. EEBEAHANG
BN, S, BHEEOEGERSI T SBEIHE LB s LT, RO
EID B0, BB, BEERSEITBL LMK LS,
Bl) - RS AR R D E B BEROFIC DT
- ERIA D% SR D1 T

4, RS E
Bk - ABA B, Tt SEFESEOREICHET AEEICEE UK E UTISE R U
E2TOH0, )
Fly - AR, S MEEVL SRRRRIO RS - B
- NAFF 7 /Y- EREHEGORE S EOEE NS BEORSM FEME
- N1 A BESHOLITNA T EER EOSEORSM/ REE

5. EEME I AEURPRMATHER (—7 7 L)

WO TEDZENTER T D I E0REE, 3 1 BEBRTE DWW T, ENETEH
SNTW DM, WatERB. KRR, RYIEER. HEZHBVT D AT T S 6 AR,
WA BT LRBIRA R OFLESEOHRICHE TE. YO THREZTEERUB) S &1T
5 %)o)o
) - WRBEENGEA T SRNCER L TH < NEIERABOMEE - hE




RSB ABBHERCEROMOAE (UEEEER S
- ABETITDNEE 1 MR T —~ OF H vTHE
AT —A ROty AR EOZ Y

6. EEME | HRBRRBETHEK (F—77 )

AR AERRICDNT, O TEDENTHEAT S Z LRSI, B IRRBRTY
A VEEDNT, FRETIBSNTVZRE, T2k, BH5H, EnBERR.
AEI BT BT BERRR, BB T LRERUECEMESEOHRICETE,
MO THRERIEERUVP S 272 B0,

#) - RBREEANGEN T SAICERL TH < REREREROEE - WE
< TRFRICBTIHBARKUCHAROEMOTE GUBEEEEHNEED)
- AAETITONE | HRBR T — 7 OF A EetE
s AT AAFIE S ARHAEORLME

7. RESATHE DHRRBBEHGR F—7 7 U5

m%%ﬂmﬁ%(mﬁ$%%thmi%$®fﬁ)£mﬁ L 2248k & LT,
NFETIBENTHEE [HRBRBEOBFRICETE, RERUVBEEITI>HO.
#) - BHICBUSEYEESBRTHWAINT A—FREOEZHHE

8. EFMATME IR MATHR (F—77 )

OB ERSICDNT, aillE DHRR (DEERZRWNEERORR) FilEt

B LM E LT, ZNETIE/ON TV SE | HEBRRAFOFRICEDZE, 58
EUBIEZT >0,
) - BECBILIEYPHERBRTHOOINT A-FREOT Y

0. [EHEMHEHE THERBBBITHER -7 7 LS

B IHRRBTE. BRIERNESRESNSETORM T, EIHKRT Y FD
WTHHEZ, TNETIEHONTHAE | HAREORE. SAEIZBTDANCHT 544
HARER, HEALIZ B SRBIRGL. EUMEEOR/BRICEIE, WD THRZZIHEERUTES
7O Lo, mE IARBRBHBNITH > TH, BHE IHKROBRBET V1 L HIZDONT
SR BT OESEARRKS RS,
#l)y - EIERBRICBIIARBEONE

- BECHTAEA 7 A—ARIEY P REANEOZ Y

10. EHEFHEWE DARRBBNMZK (F—772)
TAOEBRARERIZDONT, 5 [ B TR BEERAEFEEI NS E TOERKT,
B UHAGT 1 VHFIZ DWW THKERT, TNETIZESNTWAE [ HEBRE DR,
HEIZBITDACHTHEARR. BT 2RERR, SUESOHBRICEDE, 99D
THHREZTIBERTCBE2ITY DO, fiHE IHRBEMBRITH - Td, BIAE THHR
OB TF A I DOWTHBHARET S BEGERENITIS.

#) EIARBRICBESBRREORER



cBEEHTEI T4 — AFJ/‘IZ/HﬂEﬁﬁHHKEGD =i

- ERFEAE IMRBRE TRMAS F—7 7 VB4
EEHETE;EHE,GDRE{&@EELEK 3T, HEZIRREOHME L TIEHO TOMKTEHD,
itk ROBEMRROBRT T LB DNT, TNXCREBEIN-ERABER. 5
Mﬁ@’rﬁ%ﬁ CHDE, YO THKESIHRERUBSE 21T 0,
# - ARRIET — 5 OF. EREEAEOZ NN ]
c BIHEBRIC BT S MERE - T2 B > FOBE, HBROFRUIL %
< BREEBRLISNCHT DR ED & 5Bk
AT F—ARI TS ARAEOZSYE

12, RS T HRBRE T BAH® (F—772)

T DR MERRIIONT, RRHERMEBOREROBMICBWT, YHBBREOWHKE
LTRMHTOHKTH D, BHBBREOENABORBRT A L FEIONT, FNETID
i E N RAREBE R, BUROBRICEDE. VD THREZIHEERUS 2550
D, :

#) - HEEIST — 7 OFHE. EERHIERA RO YT
- BIARFBRIC BT DB - T2 Fha > bOBE. #EOMEHLEEIX
« RSB EAAMTIT DD & S B
cAXTF—ALARI Y AR EOT NN

13. B#ESHFWHR (F—7 7 L) \
FEARBRASE T IR TRIETH D, KBEFFZO-DOBEEHERZ1TOEIC, BHEEHO
F&HH. BHOTHMEREI ODWTENRTORKEBRERICHDOE, 91D THKEZZHE
EEUVHEETI>HD.
) - REREE. HRMEEOERFE
- IRGREHEH @Eiﬁ’l&ﬁbﬁ%%ﬁﬁkﬁﬁﬁT—yiﬂmbhLbséﬁ\tnﬁ\

14, EEMEENRK (-7 7 )

%QTTWE%W IOWT, BERMRESRT VIR TEETH Y, RBHHOZHOER
ERETIRC, HEEBOE DS, EHOTHESE DN TENE TORR RS HIZ
HoE, mmrm HEZESRUME LTI HO,

@) - RS, ERMEEOERS R
RAPEORME 2 VA HEERG T — I BBONTVENE I M

15, BRIE LG B SE TR B R AU RS BB AR R

MG - FEEOD, KB, STHN D5 ERREUER R UME F AR RS O/, z“J‘ri’LL?
J&9 % B A U7 B PR B B OME A B SR DRt WIC B9 MK E LT #ITHM
RIRERUHEETIDO,



16. PR H 5SS IR 78 B ER AR BUR SRR T AR R
KRIZDOWTHS THR EZITIEE RS 2T I b0,
(1) FH - BEEO/D, RRENSTHONT WA RRAEBR RO AR EREEOM, 5
T ER L - B AR OV T AR A AT T I T RIE D BRI B T
DD DBERHER ZIT ORI, HFEEROTEDA, HHOTHMECET 255
(Z)ﬁﬁﬁﬁwﬁﬁbgtjwf\%@TEEE@%&VML%mééﬁﬁié%

17. E#EGEIMAG GF—7 7 L5

T AEREZ 2R ERJOLUTOEEICZY T 2B & 0OMHK
(1) & 1 A BRBGRTARET> 2 L TE 1 EFARBEERHRDANIT O 2 B LAEOH

ﬁjé

(2) %S 1 HREBGHIER 21T - /- ETF TR 7R EAENCIT D 2 n B LA
DI
(3) S MHFRBRE TR %ﬁottf$ BRTAEEELAATIZIT 5 2 EE BB O
(4) BFEMMAZEEToZ LT, BE 15 2 [ B LA O
(o)&ﬁﬁm&ﬁﬁiﬁ%ﬁum éﬁotif&ﬁﬁ%ﬁ%%i%#%?hﬁ X LARIFZ
15 2 A H LA 04§
(s)ﬂ%ﬁﬁ%m%iﬁﬁﬁTum 1T o7 ETHHE - HEEVRTTL2ETIZ
2 18l B DL DA R

18. EHELBEMAEK F—772)
FOEHEAEESOLL FOHEMWE LT 58505
(1) % 1 RBBMHK 2T - - LT L REBRBIBATHEZLLETICT S 2 WA O

i

(2) e IHRBEBITARET o2 L CH AR T BHEHEANCT D 2 BB LE
OFH#E

(3) B IR TBMRZT - 2 L THEMMMKLENIT 5 2 3B LIS Ok

(4) WEHMMRET oL LT, HEETIATD 2 BB EEOMH

(5) S5EARFEAHE B S BASE SF TR EK 21T » /- £ ISR S %%%d%é%?hﬁ K LARTIZ
175 2 vl B EABR D4R

(6) SEIRFBEERRBEER TR ET - /- L CHHE - BEEMRTT5ETIRTD
2 [a| A LA DAERE

I

1) S5 F R BA, G RN M 20 U TELE X N SR, RN, RFFHEESOME.
AR O EEOMESICET 2 RERTS (M3 6ERAEL 15) B OFE2EE
TEANORFIIESEEEFHAEOHEET AUEEN N IHEFTHICENOREEET 2
E#ES (AT OHRE2IE% T 2K M2RA L TREINSEER. (FE4EYhRER).



(BIAEL —2)
MBS HEHREEENHORNE MOFEAEZIZ DL T

1. BEEOERE -
HREHBEEHOD S7ZHMBIZONT., KO 2., 3. ER4.0FNENOBLSOEE4F
LEELET.

2. HHMES T EDORE

RS CEDORBIATEDEBD ELET, inb, BT %ﬂhki‘)to]ﬂﬂ@’ﬁbﬂiﬁﬁ 7
—H Ny =D ORI DWW T, HHET O MEOEBROBROETIRMIZE U /248
KMZBWTHREZITTOET,

K57 =¥ =4
EFE ML E | A0 B BR A 41 7% 10 1
B3 SR RS 11 AH AR B A Rl R 385
E 3R G A BR B A AT 3% 3=
B3 58 1A A Bk T AR 8 =
PRIE SRR AR 10 5
o5
I 3 AL ® ‘Em[ﬁajl E
EREAOHBMES ) 3.
@Briﬁuﬂ®ﬁ REKAT ] & VI S AR 00 R SR A B SR e Ei:

R, ERRREHESEWNET, od, BEERTFHEEDS Eﬁuuﬁiﬁﬂﬁ?‘”
fﬁﬁ-‘ﬁkﬁit?ﬁ%nfﬁm 5% B CNE 3 &LFE%?&EEHET%%%THTW #id. BERF
ARNEZTO D, ARICEZENTHEE A,

3. THEENDIPFERES LD K
TRENSHFHERA T EORBITEOEBO L LET.

THINLHERS RE
HEIRFEESET2HD
MEFEAEGRAICIHEDDOD
ﬁﬁ%ﬁ@%@%@
THEEERBICHZHHD
ﬁmﬁ@%uukaﬁﬁ_ Ho
kA DKL

—
<

| 3| k| 3| 3| 3

]




4., FOMEROBEICL > TMEINS A
HMxkoFBE L OMEINIHFITEOEBDELET,

AR OIS AR 4R 2 AT 2% 5 &
() -

() RO (1) R (2) 2RAMCTHBEELRELET. RRESTEOPICE
BEFARBRAEENDGLEOAEL>TAMEZTI ZLEHDETLD

TTREELEZ N,

(1) AR EAEDSOETR—O 70 b 2INCE D EREBFMIZERE NS
BT, FHE L TEITHRBSUIFIARRICBROIAFEEL LTRAT

L%

(2) MRENH N UDRRT ZEHFEBFORIIHETETORENLTNE

EMFTE SRS TOMMK,



(M 2)

R DRI & AT DR 2 R WA

1. BEOTE SRR (BHE)
LT EEREMEOMREES CIF MERIHEEEERS] 0w, ) OREICH
SHABETEER (SHRBER) KDOWT, HNTHm 2T, BEAoME. REoikm
#THH0O, '

2. R RETHEHER GERK)
SR EEIREEEMOERRICROHFETEEE (SRR 1TDOWT, Hafcs?
2TV, FEROME., RECEMZITI O,

3. SEERRITRE SRR (B
FRIBEEEEEERHOERRBICHBLOPHETEER (FEAEEREE TOn T, i
A 21TV, BEROME, MEOEHEZ{TO LD,

T

4. JERRITREE AT (FHRE)
TR EEREEFRRDOKBHFBFIRN T 5 TFEOEENZ DWTIT S EEERLE~DH
BIB9S

5. R GFHmARE (GMP) _
FFT SR (FE) 2207, B - d%s. oot Y 5ESoRBEIETS
HER DWW TIEEECHE 22501 D0 TIT S BEROMEERE NS ESE (GMP)
28T .



(B 2 — 2)
HEEGR OEBTR & T R OB RN R DA DA

(1) #H@EEE
@ BHER—E
BRHYER—EE2ERL., BALTFEE N, /o, FEN- b — L OBFHTAEERIC
BHER %425 &0, HHEHOBRRBICDOWTHENCHHRL TSI,
@ CTD 1.5 TERXIFAORERUBHERE DR
HE#TFOCTDORBABITHED . LRI A TEMGAE 0 2 Tl RE/R R 0 B MIC L
LTLEE W, £, BECEMRNZKIPFLRZODNTHWS BT ORBEEIKL . HHEIZ
B THREEZRA L TLEE N,
- @ SBROMHFEEEOHFEE TORE
FEVHA S MM 20 E. JEERIR. E;mﬁil’iab‘é'%fé’zomﬁ%‘énf GEfTh & 50N
WERTFEORS) MOMBEENLEL AHEETORE (FEETITRRTRELEZT
WL ZEBIlraEilL TSI N,
@ HAIXE (B
SEER TR S ML I S THERE DN EZEA SR BE (F) 09 - 98 (8B) 09
MBED . FOR R THRZR D BERZRMACE (F) 2FRL, RELTIEZZ N,
2B, BB OWTHSEER L TIDHENET,
(2) EEFBEFmER (@E
@O CTDEY 2—)123 BEICHET SMEEE (8)
(BEZFEHE)
R FMREORLBEEETY .

- ZTOM, BV -NIOHRREREAT, HiEhE. TEANEERBEOBERBREC

%Té%%&@%ﬁéﬁotﬁﬂ%T%T?o
@ CTDEZY 2—)13 REICHT2XE ()

(HEEH)

- EAEOBEMIITES UTRBL TS ZEE N,

- FEREECERBLEERR (ENERERBREONERE) 128 EL N1 0y bR —
WL EDEEEZRMLZOy MCETIF—FABEELTHER AL, T Oy hX
=l EOEEEERBRL TWENEy MCET L7 FidSsEHER & L TRNL
TLIESE N,

. ﬁ%%%*%?a’%m%ﬁt L’C;Eﬁb’c<ffébsc

D EENBEERGEREBGEE (3
SRER VR A AN AR BRIy S CHRERH NS A B THE LR 0 B kM s 3 G S E W SRR R
BEEERBLTSAEI N B, UBRXHII DN TIESHER S L TIROHWET,

@ FEEGEIEERHED (F)
NAZ—7 74 (LAF IMF] &3, ) 2925 FERAFEZEE, LTRL.)

BET. MPEHEE (MFEETEZZ3D. UTHEL, ) L RESRFREERERES
(FZDFE) 22U TLEE W, Izd, Y 3@4 DNWTHBEER & LTI HN

7,

(BEEH) : '

. MF%&%% HEMED TERE/TBNWTLEEIN, MFREEOMANE LN WES

3. TR ET AW EESH D ETOT. MEEREENSDOFROATIZIONT
bi MFEREZEHOMPLDTHITHREL THENTLEZ N,

- RETASIEMAMEAZOHEMIC, MERGEH TR EYE - HEEEETERL TL
ZEIN,

- MEESOERHCDWTEL, MFBREE LI DB L TWiaZE 5978, BRI
MBEMPBREECRESAELRLANES, BEMOBFBREBENLET,



- FESHEREERGRHES CUIZ0R) R3S (R 7 MEXiTEofMh, £ a—
NIADEHREZBEAT, WA, TENEERBR A ORI T A3 AR LR
2T EBTH) O EMFREEIWMERT 2T D0 TIE. MFEREEN S A%
FRHLTLEE N,
o BPRHRNRSEOMERO L OMFERE CENER 2T 2BE80BH0ET,
« MFEGEIHICDWTHSFENS A B4 MERES N EEEIEN S B2 T 0NET,
(3) EBUTESFHMAHR GEERR)
O CTDEY 224 EEFRICET HIEME (8 RU26 EEHRME (F)
(BEEH
FZ7 bMROBESWRETT,
- EOfl, BEVa—NAOBREREA T, EMER, KBk, SERRASICET
HERUERET S -ERLTRETY, ’
@ CTDEY 214 EEERRREHGE
(BEFEHE)
- R, BERE, EEABEE GEEER) KDOWTIHEA L T TRILTLFE W, £
NENONR-FESFUTRETIEAE., FNENZENTHIN—FOBERERRBLTL
7ZE L,
(4) BT HREEmAEZ (EKR)
@ CTDEY 2--)12.5 BERICET 2 MEEM () RUR.T BHFEEE (8
(#HEFE
RZ7 MMROBHOBWRETY .
- FOM, BEVa-NSOBRERELAT. AIMECE 2SI ET AR HEUEREE
Tol-EEbHETT. ‘
@ CTDEZ 2—J)b5 BERBHREE GEGNBHDH)
(5) SEBTRAETEMME (S
Wik S S HOEERATRICGRIIRREZHRT 200 EHARERBE]IC DV T, [
AN S M AT BRIl LT F &,
(6) ZEITREFMME (GMP) :
MR S ER OIS EMETREEEOKRR ZMRT 220080 ELERIC
DINT, ERICEEEEMICHEL T<ES N,



(R#H3)

FESR S OFFHEMROR D R UHNE

1. EESEFMER (R
MFETORBOREICHRDHFTTERN (FERBER ITOWT, BT 21T,
PSS OME, BEORMAT LT, FHIMEEEZERTIHO.,

2. ERSEAMEG GEERA @ B
MEFOREBOFEICRLIEFTFEER EEABRER Z2D0T, FANIFHE 2TV,
MEAOME, EEOER T/ LT, FMiRSEZFRTLHD, ‘

3. EEMEEEEA GRREK | )
BMBEROSHOEMICHLHETEEE (SERRER KO0 T, FiilFHmET,
BESOME, REOEIET o/ LT, FIREERELT SO,

4. EIEMBAFATHEE GEEER . RipEhE)
PAFE R O & A OEMBBICHKLFHTERR (BERBRERD TOWT, FRNCFHEET
W, BESOHY. REOENE{T oA LT, HIREEZERT LD,

5. EIEBENEGNE (5 1 ARE) ’
BAZE S D 1 IS IR B ST EEE (RRRBRER 1ToWT. EMkFEE
o, MEAOHL, MEOEEER -~ LT, FHIREEEAERT b0,

6. EFHELEATFHGAR 8 THEER)
RS O E OE TARBICHRIHFETEER (HEARGER) ZO0WT, FaTHFHnz

7. EESEMFEGAER (5 R RS

BRSO & B O LHARBEEIRRBRO - ICHS P FEEE (SERBER K
DNT, FANCFHEET . FEAOME, REOBH LT 5/ LT, iMEREZ 2MHERT
5HD,



(B 4)

— I PR EESH B FE B A - B AR AT DR A RO A

1. A4 yFOT CEhzsaitiag

AAwFOTCHIZEL. INETRELN TV SLSEEE. AEMERE. Bl icbiT 2
KBRS L DHLESEOER (HETERCENS (BE) Lad) SirEJs, aEo+s
HEIZDNWT, EEREUBEZITH>HO,

2. W BRI R AR AT
B DR D —RA Ei&ﬁ:%éfﬁ%%fﬁé+@%@%,ﬁ@&;:jL)Tﬁﬁ%ﬂ L 5 5 )
SETIHD,

3. Fr—ix A ESEN AT LA
QH BT TOAL v FOTCEOR Y, @Q—RAERESE L TOMEERE, HEERKT
DORFEOZ LY, QF ESFOEEZHROEZHFORYYE:., @FHEMM & L TOZ Y%,
Wizir— R AEESORBAOMERICBIIIMROZSEICIDODWT, FERVBIEZ2TS5D
D



(K 5)

A E RS OB (FEERS RS OB PR M8 BRI & 1 R A
HERLS, ) ODESERTAR

1. FAEERSREN TR
HAEERSUHOREEFOLOOHEKRBICETAFREFICONTHRE DT, HlH
Ba, BASICETE, BERUHEZTIDBO. F—FOFMET D DOEEY L.
F) - BBREMRWBTSDICHERTRE .
- REBRAHER IR SR E R ER ORI DT
- W ER OB i

2. BRSNS BATE AT R .

PR ORI H 2 WITHFEAHOERBIZHBNT, Eﬁ%‘rﬁo)&nu@gﬂm i E RO B E L
OWBEE, CERERSIC X 2%, BEMAS 2RO KERGIBEL RS o N2 BHOESH
RERFE (EOXIBHERBRBLEEEZ DM, %ﬂﬁ’&%ﬁﬁ%ﬁﬁ@ﬂe‘m@%@ﬁ&)

CRODOWTOMMK. ¥EZEHICOWT, BRMNILLSE T L TWARS THOHEEZIT5 W TE

Do BT —F OFAT - FHITERSTHESNEREEHZERTT25H0,

3. BAERERIER R
h R HERE, RNENEE, ZeNSOIEBRARICET A EHEICE L LS E LT, FER
UBhE %ﬁﬁ%@(?&ﬁﬁﬁ}“f&#@ﬁuxéh‘%{&:b EREIRMHRORERORT2EICHR S
EZITHBEERL). BB, RERUCEBEZSMEICH L HRbED.
) e EEEE - AR R 2 BIERORE D ORI DN T
- B A AR E BT 2 IEERAFOSHE S FOFMIT DN T
RS (RIS T 25 0%) OREHIFHIIDONT
X O2EFR—3 3 EORRERAICET 550 DN T REIEC TR, BRAXE
EREEROMMED OMREZIT T EL ZERHVET,

4, BHEEEEG S EHEZH
MTAMREERVEAEERSR GO - B Ak, ek, 88A7EE0aHE ”EQT6$IEEZ
Bib LMk & L TIRERUHE LTS b0 (BRMABBREOHMKEZNS &L, EEHEEHN
- mERORERIRLOHRERITOH G ER<.).
) - BAEEFRSEREORE - HEAE
- BB MEITEME OB - B E. ARESE (MF 23D
- exvivo BETFEAMEICHT 2HIBA 71 I ZEORF MO YT
- BREBRBHBOBE FECEEFTOZREIZA S, BRI TMREO B O
RB (RUEEUVHBMARREZED) BOSLE FECEEMAFENROBAEEREEMD
]34, ] B 44 A
¥ aAYER—Ia YESOBBREEICETSHOIC DN TR, ABIZRC THBE, BEHXIT
= HEtRaR DMK Eﬁ@ﬁmé%ﬁfhkt< EWBOET.

5. MRS RRIRBBENHY
BRI SN & /= JEER R R B S CRRIR SR, L 0 FF A2 [ i 2 B B D R PR SUB B UNRR PR 75
DRBEAESERIC, BROBBROERBIIONWT, HIH THREZZIHRERVMS 2T DD,



(7 : AEERSERR S 2 EFAENS MIHESC DWT, I TE MoB53 51y
oo TORE - HEEIRE SR O EIT DN TIL, BIEHZ (REE AN D H0) T
DR 725, AHKE LB R R BREN W O W T OMRKEZITS,)

6. BAEERSESERNGRRT B

FERMBERR, L2 THREFOMME U THD TOMAKTSH Y, Proof of Concept (POC)
FESZORREE, KERBRORBRT A VEIIDWT, TNECITEM S N/-MEERERE R, Fis
MEDWERICETE, YD THREZIHEERVIEZT5 00,

7. ﬁi@$%£m$ HAAH R
RHE OIS OERHMER 2T ORI, BEEROZ LA, B O FE%cO>nwTENE
T@Emﬂfﬁtﬁﬁ?% WWEIE, VI THREZZITEERVBE 255D, (ﬁ G A8 B O R A
AR E IR WREHGE X E)
>.< :]/l:;?’*‘—‘/ﬂ/&nn@m'%ﬁﬁ% TS DD DWTH, AFIRC TR, EER T
EFEEFZOHRESOMREZI T EEL I EHHV T, ‘

8. FHEERERIE SR UHIR M ARG R S5 A ‘
WERAT G4 B OB R GERU B IS RS aTIC S AR EZHE L, UHREBROFE Kol
EWGEREERABE O EICDNT, TN ETICE R I N EERRE R, SRS OHSIcE D
E, D THRZZIHRERCUMSET 250, £/, £ MOEECHBHEEOHMICB N THE
FHHE, ABRFIEOEHLEZ DT, AH THEEZZIHEEEDESF2ITHo00,

9. EEERRSLLG SR OB A R R A PR T A

%#&Uﬂﬁﬁ%ﬁ#%mwﬁi$1@tb@ﬁﬂﬁﬁéﬁi%g,$ﬁﬁﬂ®$tbﬁ &
BHOTHEFI DO TENETERSNLRERVRKRABREFRICEDE, N THRERT
BEERUIEZITID0.

10 FF A2 PR B R MR 7 1R R PR U BR A S H T AH R
FEEFAN - BEEOZDITHON2ERAROFEICHET 2K E LT, HI THHZZT Y
BEUBMEZEITIHD,

A [ A5 B R R IR S R IR 1 I A ¢

ﬁ%m HEEODITITONSBERMBAHE T IR TREOBBIC B D THFED/Z DO
ERMER 21T D BRIC, HEEEROX L0, EROTEI DWW THID THMK ZZ IS R UE
SEfTOHD, :

12. FAEERFESR BRI
(1) HAEFSURMREMMARET /- LT SEEMBAR I FOWT OB
15 2 [nl A LAFE DA
(2) BAEERSMUGIEERMREET o/ LT, HEERHBLAATIZIT D 2 mH B O
(3) HAEERERRBEMMKET o/~ LT, HE$HTH LN S 2 A LB O
(4) ERERMGURBIARARR 21T o 72 BT, IREARBK TRAMDENIT 3 2 BRI OH

f

(5) PRBRMHBHR TR T o/ LT HEENMREEARTIZIT S 2 A LA O

(6) WEERIABRREIT o/ LT, HWEFFETIZET S 2 B LABROMH

(7) &R AR A RBERERRSME WK ET >~ LT 4R UHRARERERK
B TR EARTICIT © 2 (| B BB O Mk



(8) LR UHIBMNARSEKEARERTERMAMKET LT, ROHEELTIZIT D 20IH
LA D%

(9) BYERR ST RIREREL RS ST 38 21T » /o L THLE IR FE R B R B TRpRIsR LA IC AT
9 2 B H AR O

(10) BEHRFEA IR BREHL T 21T o /o L CHME - BEEMR T THETIIT I 2
|l B LARE O %



G 6 )

EFEEER. AR R ERROBRBHGS (EREEGCP/GLP/GPSPIZ
B9 SR R EREREEERERE S ERAERR 2R <) ORSRUNE

1. EFREERHFE TR

PAZEDBAMGET 5 D ISR OBRBIZB N TR 2HH T, MR TE XM IS5
it BT SN OB RNE D BRI, BEORM\ZMS> O TY,

HEZMAOMREIIEL. EOXIAEBANELEZ LD, HROBER SHRRAVRRE
BICRUBELEZ LTI Ny T —VOFFHRHESINET, LU, EREHO LA
BT BREORRETHT. Fo AN OREEPEROR RS DN THAIHKR 2R
HOTRANZIZIERL TS WIE £ L0, HKIMRERFWMTO &0k 3) .,

RBRREEINEGT I Ny F—POFRRE - LHEOHER DR 5 T &idsde s 348
TOROT—% (B - FER) PERLAETD N INEICLD RENKE < EH 5 HEs
HHIEEHFEEN, FHLTIES N,

#) FORBMBIRERNT, BEIRGEM ARUEERAOWHMNE, MlRRECL2MREb LK
EREEIZEE L R SN ER OEESHZNE,

2. [EFREASRE ARG B AR
FEEERAB OB, BLICER I N/ERRAE . BBER X O L 2 AR FAES
O EICEHEEROBFIIEL. FIRBRERABROSRALENEMIDWTHREEZ), &
HEGHEETOBDTY,
IBERESHRKICBWTIE, OEIRT— 5 OATYZBEROEDE - otk hisiivTaE
EHEZONDHO, QFBRT—FITMA, EET—% (EEKHETHEZZT) 20 THEAMN
THIEBREEEZONZLONRDHD, BRT—FEFUESITE KRR MR B RE
ROFEZE] 25FBICHRE2ERT S 2 &P HERENET.
)y - KT — ¥ SEEREEN S 5 2 o2y
A TERINZBEFREHRBROBBER & L TOZSHE
- EMERRBROETIZDNT

3. EFEEER O NIV ,
EFERORBAESOH#MCRR 7O N IO SEIZ DN TOMME ST, HYEEDE)
SETO>LOTY., Zaft, WE. i BRUBRR. BROS DORSVHN T,

O &k :

R R L EME 0N E 2k, BEEREUIR T2 EFEROEIMNE
%, EERKBTOREHIZEL., HEE2ZHRERVBIE LT O HOTY. bR
ko T 1 #ENS 4 HBU LOBSFERBESAH 550, NS S BURESICDN
THERLULTIES N,

#) - R etilBRoZ Lk
- BB OB KR OFEHIZ DN T
- IEICREINTWARNERE2EICET 2B OZ 4k

@ mHE
RFERGE O, TELEFOMEIZHL, HMEZTRERVIEEITODOTY, bl
HRAFOEFERE L TORRE, HEFOTO LD TE, SEMERTITVET.
#) - EREOREENCBREGOTEEZHET 225
+ SR OB ERUC X D BE S N ARNBMBSE O 2 Stk

(



® g
IR AR BT RS BRIC L, M E ST RERUME ET I bOTY, BRI
IPEoT 1 BN S 4 BB EOSTEBIRA NS 5/m0, EEHLE SRR
THRLTLEE N,
) - MREERIEDITERLL (EREEETED) DhRBROZLHE
CBIEEEOMEESIAT SO ONR U FF A MOEHE

@ HEBEHWIEHR . ‘
BElT B - dEE R, Ll O E SR OBERABORBRMEE D &I, RS IR
B B ERINDERMNBBROERIZONT, HREZZURERVBHEZTIHOTT,
Bl - REARBRPAB O LM
v Anl NP1 7031 3 _
Ry AR ERIEA/-TFMERORZR LGNS, E0LORFEBVLETHIN.

® B
B S E N i, HHRB. BRIO%BE. SHEIC BT BRI BAAS, FME
BRI T B MBI T, UR Y VRRORGET VA > EIKOZ SIS DN TR
MEZ, IEROBEETO bOTT,
) - IS, ASUERORR DTS
RO %
- R DR EE R OB R D i
C T REA S OB DZ L
G ROFRHLE SO R St

4. EFERRRETINAHRR
EREBARART IS D TONRBRERICONTOHKERT, BERVBSETD
HOTY, etk WBE. HEE RRNEER. BROS DORSEHVET,
O =2h
EESICE R LR 0oL ENT 2. EERSLUHAT SERBEROERMNE

SHE EEERBR TOLZL2RSORBEREIIODWTHEZZ. IBERUBISZITO>HOT
T, RBRBBICEST | BS54 B FOSREER SRS 57280, B GT & 8
PRSI DWTHERL T ES 4,
) - EENTetR RS RO LT

- FEATE O BB O LM DWW T

T HEINTOHREWERL 2 I T 2553

@ &HE
EREERO R, ZEESOMEICET 2RBRREHEC DWW THKE ST, B ROCYTE
279 bDTT. RBEEFEOERERE L TOLEME. EESOFEIZ DWW TR, MiZiE
HRTITVWET,
) - REERBREEOZ S
- FREGORBERICLOFRE SN FDRREOZ S

@ e

JEERABR TOEEBICET 2EEICDOWTHMZ S, RERUBSZ#TO>HDTY,
ABRBREICI-T 1 R8BS 4 RBULOEFHEER NS A0, #HERBENE DR
R DOWTHEERELTSEI N,



B EREERY/CDICEM L2 (FBERTED) B RoZ S Y
F B ORI T /2D DR FFA MEROZ Y

@ REOBBR
REMBRBOB/RICIDOVTHHNZ X, BERVUSETIHOTT.
- FRRIGRR RO ST _
- ERZNVRBRZRBEACTFEHBOZ LS, EOXSRBBLETHHM,

® W
RBOBRITDOWTHRERZT, HERUVBSEITO>H0TT.
#) - mBE RO ST
- REFEERIIBIT AR R 2
- hEgEBRERTORTSER 2N

5. HFFERAME - HEHEK SR

EFREORBHHICEL., A TXEEROBANRAENE. RUHBRSOZ ST (%
RN OZ S, BREOCEHIZRLIFHRE (MDWIRE—E) ~OHLM) 2O TolE
BROPHEZITOIOBOTY., T-FOFNEEI bOIIZE LT .
g HEEEROFRRIEICRI RN RF v s

6. EFERRIR BN
HAMSORRERTTEREZT LB EIC, TOEENEORLEHEICDNT, Toiclpgke
1286, ACHBRESOMREFERT. HERUHEZITS>H0TY.

7. RS2 R B R AR ,

BAZEDPIRETTH 2 WIZFFEHBRBIC BWTZI 2T . BAZSERUBEEES O
IR, R RS L SEER. WSS SITRBIRGICEURD o2 EH 02675
EREE (EOXIHSRFABVBBEELEEZ D0, BEREERBOES 2 E) TOWT. FERUE)
B5EfT53H0TT,

UHBMEITDNT, BRMFEMAET L TS THH#EZT2HOTT, 2750, BERkE
HOEARERB A EEORRETHT, 70 INORLHPEHOREESIC DN THEA
O A RTHOTHIOERAL (BIEEL L. HEHEGEEEEN TS 2 &i0k3) . b
BT EINAZT—IN T —TOREN ZUHOoH#KL I TRTs C SdkEE TN,
DBEOTFT—FRMERLEZ7a b INRIZKO RENRKESEDLZEEENS L Z L 2BFEEN,
FIRHLTLSES Y,

) - FrREGEERIC, BAEAARUEERTOTERNE, MRSl oERebElc
RERBICEL RS SN2 ER OB SRNE
- FHRER. HRATEOBEROREREIIEL. RDOSNAEHOESNIZNE

8. I BB R

AN U SERFE RN S 5 WIZHR KRR ICB W TZIT /M TY. BIRES
AR OBEMSOHEHE, LRBSIC L EHR. RBRWESZ20 S ORBRBICE UKD S
NAOEEOPSRNARIERER (FOLIRABPBELEZ SN, BRMTEERROERE) &
DNWT, IFE RIS ET 3BT, BN B EOZNIEIC DL THUHEAKT
TnET,

WA R S NT, R TMEASE T LT THHREZU 2 L0 TT, AL, BRkE
HOBEMNARBRAESOERERIZTHT, 70 I N0 CEROFR BRSOV THEA
DY ERTHOTHIODERA BEEH LK. HIFEBHREBEMMTSI I EIZRS) . BB



SRR EINAT—A Ny r—IOFRNE  ZUROPRD I TRITD I ERHRETHE. €
DBROF—7RER LT R EICLD RENKELSTHITHEMLENH D I &L 2RI N,
FIRLTLEEN,

FY O NSF R OKRBEGICEE L. ko S NAEEOBENANE

9. RAZEREER T O b OV

A A ERRORRAFEEOHZECRBR 7O b ANOZHBIC DWW TORMREET, 7
ERURHEEF5H0TY., OE. HeE (RED) . Bk, mEERER. o2t 2
W SRR BE SR BR D 5 DR B DT,

© WH
B bk AR B R O B S BA DS DM REIC BT 2 D 5 5, {hbk - REHICHRS O b O
WIZDWTHKERT, RERUE éﬁﬁ%@Tﬁo

@ tue (REEA)

e R M SR R O B R B R OV - DA OERERRIC/RS T FaizonT
HAEST, BEERUVBEZTODLOTY., BBRABEICL->T 1 #8055 3B LOF
FHREESMH 50, EEHYHFE S BIRRSMI DN THERL TS EE W,

@ HHEE
HEERBICET A0 VI DWW TR ERD, RERUVBIEZIT2HDTY,

@ R R

S ORE. B R, AEICH T2 ERKE, ERoEABEAEEHCHTS
BRI E D E, RRMRE ﬁﬁTﬁfx%Fﬂﬁﬁi%ﬁ&Qﬁéﬁéﬂ_ WTH R,
RERUHEET D HOTT,

® O SZFd MR R R
AYNZF EWEICE T S MESMERBESEORBT Y1 VIO WTHBEZT, {FERD
BEzETH>HDTY.

1 0. &40 8 =5 R mAR X

HABHAEESORBEEI OV TOMMEZ), BERVBESET500TY. oHE. #
B8 (RELSL) . HIBSHE. ERERMERERE. O NCF P BWERKREEABRO 5 DORSHH
=9,

® =5

FEp i ae i B R OB s B DA O REIC ST 2 BHO 5 5, {1k - ERITE LB
WWDOWTHKEZZ, BERUSETO2H0TY.

@ 6 (FEA

B PR AL e B R OO B L BB B MR - B DA O RERBRICAR A B A IC DWW T
REZV., BERUVMERTOHOTY, ABARBREKCL-oT | #Ehs 3 HBU LOB/T
BHESDNH L0, EREYEEEYRKMI DO THRL T ZZ N,

@ FAEATE
THEER BRI T SEBRRIC DV THRE R, %ﬁ&ﬂ%néﬁ5%®T?a



@ FERRTEAEABE
BT bR AP RIS DLW THREZZ T, BERUIE2TIH0OTT.

® AN F DR R B
AN A PBRERICHT 2 RASEERBEOR R DN THHEEZ, BERUBE 21T
SHOTY,

11.Wﬂ%%mﬁﬁm$ eSS i EA

EAZMAEZEROFRERBICEL., BAITREEHOEBERANAFEREIC DO THSHEZIT.
FYRVHEZTOIDOTY., T YOFMEHED LOIFEYN L EV A HERESOZ NS5
HHHHROET,

L 2. {652 I EESE N e AR

EWHREFITBWTHRZIT o 2RI, E LIS Wﬁéﬁgﬁdbtkf BRI EE
NBOZLHEEZ, FUMHRESOH#E L THERY, HERUBEZ2IT3HOTY,



(A7)

HAEEFSODOEFFNBRORE S EURAE

1. BAEERSHEMFMTEAD (Ret - BE - 2)7)
BRTOMAORRNE - BE - HHIFELIRFTEER (FEEHRER) TOWT, Fa
CEEG AT, PIESOME, BEOEMEZ{T > LT, FIREEZFERTLHO,

2. WARRSEAENFMAAR GRRERIE
B O H OIRBHIRBICRE S HEEFEEE (BEERER) KD0WT, HallliHi e
7o, BESOmMY,. REOERET- 2 LT, HMEEGEZERT D0,

3. BAERFHEAEAFMHR RIEREE) :
PR h 05 B OMGER BB D W T EER (FRRBEAR) 12DV T, EHNEHE 2
ﬁh‘ﬁ%ﬁ@%&\ﬁgwﬁﬂéﬁjttf\%Mﬁﬁgéﬁﬁﬁé%wo



(L 8 )
HIFHET 7 — & IR SO R it i

HEETT — Y IRHMEZHROBERNCR AT HRANL, HSEEIC L0 Ra55 B TFT1~4
OHWMPTENTODLLEPHERICFRAEEZ S, DROFERIZOWTIZENE O AR 550
T35
28, 1. 2EHFLII—BOERICOVTIL, HARLEEL TOIEREBENT 5,

1. EEHR
- B
kTR (FE)
- —f
-BiE - S5
- HEETERGE - 2R
- HEEFERE - iR
- HEETEEA
- H#EA
- HEESE (E LA
2. MBAEOHRE
3. BERT—F Ny i — G E OB
(1) FEENBEERT—¥ N \ws—o
BT TV RUNOFTEIOMHOET, BEF—INv Ty —JILEFENITFEOETE
R E LT 5,
(2) BY7— Y eiNWT 3 FEOBERLER
BFT— 4 2RETATFECEERBRIZIONT, THA L OMBEEIRT S,
4. EF7—FRHZETET S (DISC EHIRD SN2 HEERRR., FHOET, RFEERESE
DETZEOER
AWEIZDNWTI., M E/LBEERS. HEMRT. BREMEROBITSShETH#
WEBERL., HERFCERFEAXIERTEONEERERI S ETELI AR,
iU, W4 OBRKRABT — 7 RINEE AR (DISC HEMIZEEE T 2 NE®, BRRER
EIHOMITIZEAL TN TANEERCEE L ARNESBSREEICSEIN I BEITIE, 35
THHERAIZOWTHREARBEDRERT L &,
(1) EBFT7—YREETFETAEHZBSOBEIR (CDISC EMOBHERE, AEBEICLER)
O EERBIZET2HEER GRES. AR5 OBE, F—yEFER)
@ BTTF—HICHTHER
« CDISC HEHL IR
s BT —~ O CDISC #EfkiE (N—3 >)
» EOMDEHEADOHEMIRE (Controlled Terminology., MedDRA 25)
F RET— 7 CREREE S OBR
CNEINBERESEERICAVWENET—FOIEEBENS SITH, ADall &
=&ty FZCEENLZLARE
< SDTM. ADaMF—& -t bD 7 71 WIER
BT T—HOY1 X (HFED
REEFET ATy b (SDTN. ADaM, FOfliFicds)
®@ BTF—~OCDISC G T 248
R LAENY)F—2 g y—)l
- ST AR EE
@ BT 5148
AT S D AORBORE (v OORREA R, RO
AFR LT 7 R LY EFDON—P g L, T E R




(2) BETF—y#HRBE2FET245RABEOER HEHM
D BIFAMEUOHESICET 2EHR
@ BETTF—YICHETER
@ MHTEHMICET W
(3) BFF— VY BREAFETLEABREOHE (EREBER BHENEYERRT)
BRI S
EFT—FICHET5EH
BT S
F—4ty MMIET HE®R
B clET 28
(4) EFF-FREZTETIERBEOER (EREREE SERIFR)
@ RIToME i
@ BFF—YIHETLER
AU T RO
- FHEMBHTR TS5 AORDOF E
3R lb—Ya U IERLARITY 7 NI
C L3l —2a ERALAETOS LT A NOIRHORE
B MY AR
@ TRy RCETASER
& F—Ftv bEY 3ER
(3) BEFF—EEE2FET 28RBS OER (EAREMERE St EER
(PBPK) EFILARAR)
O MAICEEYT 2 EW
® EFIVERIZET S 7 7 1 IER
@ FEERARICHET 21ER
@ BTy ICHTER

SICIEISLS)



1. EAEER

REET T — R UEERMERER B

%

IR T

Wrh (T5E)

— i

Alig - 58

HEE TRERAE - ZhR

T AR I - P

HEETESEA

tHE %

H

({H5#H A, iR, EHk i)

2. HMFER

3. BRT—I Ny r—TEBEBRRBROEE
(1) PESNDERT—FINwF—2

Ak

s GLBRES)

Bl 2%

EFT Y ORBOFEIMDEST, BET— I Ny r— P EENATEOETOHEERER

By 5.

T L BT, B, B, BURERMER, 2eNtafgi, a0 &mmer.
PPK (fif &) f#4T. F2aEiy

(2) BYF Y 2RI L TFEDRKRBR

RS54

R = 1 I PO B T et B LI Bt
) | | IR (FRTTC) OBE D Vg | e | v

- BT — Y 2RNT AFEOBRERRITONT, FHA OB ERET 5.
FTERERILL Wi, PR, EHT, KT FERWT B,

4. BT~ RHZFET 5 CDISC AL RD SN L FERAE. HEAMAT, WKEHEER

DT EDTHR

(1) BFF7—YRHZETETS2E5ARZOER (CDISC #BOEERE. RBEIZER)
AT, S BRIIERE-TITEINTHANEDAZREMT A ETELE AR
W, 72720, 4 QRS —% @ CDISC #HUZE# U /- NAVHMEBEHIC S N5 54
2, U TAEHBIEDWTHRERB itk TH = &,

FaERaBRICEE S 5 iR

g GUBRES)

PR AR T 1 > DN -




ERiPORBOGEOT—Fhy bA T (FE) H .

BT — 5 3 B

CDISC ¥k (SDTM)

O CDASH B TF— ¥4

1 CDASH YA DBERTT—FUE#%, SDTM BERICER (TFEE2T)

0 SDTMBADOEROTF—F v b%d SDTM BRIZER (FEZST) -
CDISC #fuikiR (ADaM) '

O SDTM ¥—#tw bid ADaM F—# 1w b &IER (FEEEE)

O SDTM UAOT—Ftw bh5S ADaM 5F—F 2w M EER (FEEZSZD)

IWESNBRIFEREEERICHODON/F—F 055, #HEEN% SDTM. ADaM 57— 1zw b
ZEERNTNWASE

BHLUAREEEN—T3 >

FRiE N—Yar {75

SDTM
SDTM IG

ADaM
ADaM IG

Define.xml

Controlled
Terminology

MedDRA

(Z DAl (H %)

SDTM, ADaM F—#t v h®7 71 JER :

WTFT—5 DA X (Db -

REEFETST—F v F5E (SDTM)

EEITTI O Define.xml
O Fofilr ( )

F—&H AR O Study Data Reviewer’s Guide

F—Fty k HEOHFE XBHYOHFLHHDOIF v /REMTITFEN

TA O

TD C

TE O

TV =

TI O

TS !

F=&twy BB 0OES BOHEET AN T 25 EI1I2F | RELREC (235 U Tl
WEIZTF v 7 REETHR v 7 X %
B et [Fof |SUPP |A & E|MEidassr—Ftw b

]

Cco 0 0 O O O

DM O 0 0 O O

SE O O O O O

SV (W O = O O

CM O O O W O

EC i O O O 0

EX O 0 O O 0




sSU O O O O 0
PR | O | O |
AR O | O O 0
CE O O O O 0
DS O ] O O il
DV O O | | 0
HO O | O O [
MH O 0 | O O
DA | O 0 O |
DD | O | O [
EG O ] O 0 O
IE il O O J O
IS 0 ] L1 O O
LB W] O O O |
MB O O O O O
MI | O O O |
MO O O O O O
MS O O [l O O
PC [ L1 O O O
PP O O O O L]
PE O O O ] d
Qs O O | O O
RP d ] ] O O
RS 1 D O O O
sC O 0O O | I
S8 O O O ] 0O
TU O 0 [ O O
TR O 0O O O [
VS O O O O ]
FA O O O O O
SR (| c 0 O O
EHETFESTHT—F v b (ADaM) XZERICIET—F vy hEERNEERBLTTEN
EFET A O Define.xml

O zof ()
= AR O Analysis Data Reviewer’s Guide
F—H oy F—Ftv FONE

ADaM B 704 = A OFRH
O nf
O Ral  (EH: )

RHEEFET LT —Ftw ME (EO{)

Annotated CRF [0 2HdH D




O f#lal

B F— & O CDISC HEEIZET 38 ONUF—2a s Lii—bhDRATHH)
SDTM :
FIHLENYF—2a V= VEREON—Ta .

AT &5 REE KCDISC (SDTM) ~0ElOBREMT o EHREaR L TS
Y

T—Fty hE AR

ADaM
FIHLANYTF—2a »V—VEEDON—Ta

WEtEic BT 2R EE XCDISC (ADaM) ~OEHMOBEICET SHBELIML TS
2 ‘

T—Fey ME|HE

AT BT 513
AT 5 L DR
O w=r/abgdEon]
O <wr7oftidacal (B )
O F7NTY X AESTEEESORMT
O & (FEh: ) .
O BHR7Id) ZAZ2a0EEESEORB
0 Zofl ( )

FRLEBAV IR IY X707 5ACL0REZ2V TN IITEEHALTHAHEITE
EiciEm L TS /EE N

VI RIITH —Tal):

firEmEE (PR —2a Y AT A, N—T 3%

(2) BEFF—YRUHZTFET L2EHEBEOHEER REHEID

AW, A ERE I TFESNTHAIHNEDSH ZRET LI ETELXAR
W, 7L, AT — 4~ O CDISC iz B L ZZ N ESHHASE RIS NS BEIE.
LT LEBIRDWTARZRDALRY 5 2 &,

B, MEFMCHWET— 5ty b &, B ORROFTTHNW T —F 12y bARED
Had WA, F-FEEFS). BEH, NV-1. ORREZALTERLTHI,

AT H B O RICERT S8

AT H R

T — 7 £y MICEENLSRREBRO R

s GERES) B HIY T ERES

EFT—YICHT SR

WHLREEN—a

R | N—=Yar %




SDTM
SDTM IG
ADaM
ADaM IG
Define.xml
Controlled Terminology
MedDRA
(& DAh) ' (HR)
EFT—5 01X (G&h :
RHEEFPETLHT—FLv b
SDTM F—Fty h:
EBT 7
[0 Define.xml
O i ( )
FT—HHAR
O Study Data Reviewer’ s Guide
ADaM F—Ftw b
ERT AN
O Define.xml
O Zoff ( )
T—FHAR
[0 Analysis Data Reviewer' s Guide
(FDA1h) Tty (AFE): ( )
AT L i B g 5 1R
fRAT 71175 LD
O <wZ7usgEonn
O <& uofgtiidass (Bl )
O r 7L dU XA E&EtREEoRH]
O Fn (B )
O A7 TUXLEFIMERSEEORNY
O ZFofily ( )

FERLEfETY 7 b7
VIRIITH (N—Pa)
TSRS .

(3) BEFF -/ RUEETETHEHABEORE (FRENEE BN ENERAIT)

AR, RRERFEROETFT —F 025, RENREYBRERMETICHTLIHDIZDNT,
RO IR T 2, MBI ERE 3 TESNTHWLIREDOAZHETSH T
ETELXALN, 12720 F—F £y MO IHICEET 2 BN PSS RS EIC

SENDIHEIIE, ZNTHSHEAICOWTIRAIBVERTDH Z &,

HRRARIZ BT S 1530

Al EEBES) -

Hi R U O
O AR 5 A T D8 T flR R

O:HAANEAEADKGICH U TEMSN/E AR (EEREEERBRLT ) v 2 2 FMBRoy




&1 d)
LICH E14 /7 Ko z#T< QT/QTe S :
O] A 0 S B RE S VISR B Al 38 /122 o B 3 2 Sk e 2 R - B EFERRIE U7z
HxHoH 1 HEERGIE 1 ERER
MPINER S E-- P wk_%;ﬁkifza*t%
O, B3R EE sFENHE UBERERGR
O 35440 B4 R A Bk
O:AEOHER SR
O 4= 2 B IR St st B
%ﬁh%ﬁﬁﬁmﬁmﬂ%ﬁmﬁﬁ%ﬁdbtaﬁ
DL®L(HT ICHEEE L)

ETT—FICET R

EHER R ERETH T — Yy FOT7 74 VB :

EER B REA AT — Yy PO X (GFD) ¢

AR BRI M T — Yy OBAX
0 ADaM
3 ADaM EMSL

M, EEMSORITICETARITAT -7y FORKOFE
O &b .
I ADaM
O ADaM Li%
O 7&L (Hf: )

SDTM 5F—#t v b (EROEKREERT—4) ORBOFIE
O &9
O 7L (HH: )

AT ICE T S

ERLUAEY 7O
VI IT7H N3
fRATERIRE

F—&tw MIET 5 EHR

T=FEy FNERT 7 ANORBOFE
C &0
O Define.pdf
O Foit ( )
O 7L (¥MA: )

FEATIEARICBI T D158

AT bR OR B OF &
a &v -
O Phoenix Projects (*.phxproj)® Text Qutput
O Zofil ( )
O 7Ll (HfH: )




(4) EBTF—FRUEETFETIEHBREOHR EREHEAR BEHRT)

AL BEREREROETFT -5 055, BREABTICET2 HDIZD2W T, #iIoR
MTEITERT 5. HRFICBEICER LA B FEINTWAIREOAEREMT S 2 ETEL
XAIR W J2IEL ., T=F 2y OO REYICET 5 BRNNESHIRERICSENS
Balcl, ZNIARICODWTHRRBOZHTL &,

et O

MR DERY :

RITT -5y FEEENSBERRBOEE

Y GBE sl B D F B9 EATERES | MERMEBT - ¥12 | CDISC eun%
5) H DR il

EFT—FICET SR

RTAT—5Ew b7 71 IIER

fEtr T —F oy hOY1 X (Fi) ¢

fRATIC AT B IR

fEH LU/ ffthy) 7 h LT
V7 RUILTE ON—Fa )
AT E IR -

BEFGITR 075 AORBOEE
(1) HEAEFTI. (base model)
O &b
77 WER
O ASCHH =+ MEXK
O -Fofh ( )
0O 7l (G )
(2) B#EFIL (final model)
O &b
77 AN
O ASCII 7+ MER
O Fofh )
O 7L (¥f: )
(3) =it
O #0
7 7 A IIER
O ASCH 5+ X MER
O =il ( )
a 7#&zL

Ralb—a @R LEETY 7 b
VITROLTE ON-Pa )
AT E SR b




3al—3aritERLETay S A7 7 OREBOFE
O %9 T, RECECTHEZ EIZEE)
HE .
7.7 1 VIR
O ASCILFFZ ek '
O Zofh (. )
Ty 5 stEEEORE
O &0
0O &L (¥Ed )
O 7L (A )
O #R7ITU XA ESTMEEESEOREE

7Ty BT HHER

(1) U5 ~7 5 1), (NONMEM rosult file ) DIEHOA
O &9 :
O &l (HA: S

(2) FOf (FEAFTICR DI 2L —2a BT 7N E) OT7 71 NORBO| -

i
O &0 (UTF. BREZIBCTHEI SR
NE
O &L
F—Fty MIETSHER
F—Fty NEZRT 7N ORNOHE
O &Y
[0 Define.pdf
O Foit ( )
0 7l (@ )




(B)EBTFF—YHHATETHERBEOHE EREMER £ESN%YHED (PBPK)

EFIVER)

REIZIE. BEREEFROETFST— Y095, PBPK EFIIMENICET 2 HOIZD0T,
OB S &Y 5. MM EZERlE T PESNTLANED AR IR TE S &
TEULXZRO, 2L, T—%2y FEOMOIRHMIC T 2 BENANSSBSER- S
FNAEEITE, ZHTAIHEBIE OWTHREARVERBT AT &,

fEtTIZ B S

PBPK EF I FEHOEH :

SEMAR B T

/NEERFE

ReplZa Gl (I R OB HEREE S BE%) ORMBEOTR
Foft (LLFICER 25

oooo

VIR ITH NP5 )
T E IR L

ETIVERINICE T2 7 7 1)L iEH

BHEN~AT71V

WEL/ PBPK EF VOSSN 7 71

BICRAWENT A= (EPTENS A—F, EMEHNT A —F5)
B FIROERNEENLI 77T
BESTTOERNEENLI 771N

FO (LT fEEE208)

Couoono

ERBRBRT — 7 ICl7 5 %8

ETFNHEOLDIZHR U-BERERREROH
O &0 ) ‘
F—FLy MEHOFE
O &b (LIFIcRB &Iz
O /4l (M@ )
o =L

aBe FERER) .
FIRER
Tty FNEBET 7 A NOREOEE
O #0b
0 Define.pdf
O Zoft ( )
O /sl (HH: )

BT —FICHT 5 EH

7 7 A NDY1 X (GFH) -




(RIAE9)
FEER, BEFRERLOEEEFREHEOSE

L. BIBEESIBEERRSFRMICDON T, UTOEBOSEHERTELET.

A * &
s 1 s PCLE R, fk MEE. REIHEL. oM BosFHES
N sH o) ‘
02 A EIRMERHE, fN—F2V UHEL TIVYNA Y —FE
B 3B 1 PR T TR, SRR R, AL, BRI AR
H 35D 2 BEAE, BEDERE GUEEEBICRLbOERS) | K
5 4400 HEAL Fio - VAR (T4 TEERHTICRL bOERLS) |« A

FEEAL PURSRAL A

5% 5 T WRAETERE - PR, ERARGA

H6HHD1 %gﬁizikéglgyﬁﬁ(ﬂﬁm%é%<)\%ﬁﬁﬁmﬁ
6D 2 ;ggéﬁ,ﬁ%ﬁﬁ%mﬂ(%ﬁﬁ\%mﬁﬁ\ﬁm\%fﬁﬁ
LA )55 07 G

TA RERBSYT H 1 Ve i ek

TR R 3 2 BB R

RN 54 1 WA, BERERRE FABWAERRRER)

NA A HERT INA T N AR

PEE T TUF 2 (BIEDOTFRHITHRSBOITES) . AFHRE

o B 45 5 ikt

T4 AR 5 05 HAERSELED S SHBMGEMT b0

R T ¥ 05 BEERSHUROIEBRETFRREAMNE LbO, ANFATF
()

OB R ITHEA ., mER. BRRREAEST, 15T R0 E7.

@ 1 O M ERERE) . R REE A, BEAREREEERE T, T )
ik, SR A O B R A SR R R AR A B ST A AR SR EE A
ONAMEEEIR S ETHREAASL. B3NFO L., E3NFO2, FE6HHFO1T

l37s<. BARFITRODET,
@F 5500 EFEEEH] St B& U TEMLSERREARZELET. TR
DEFHESHIZIOVWTIE., FEINIPE - DEOZSHTIADET,
EFE6NHOLIO TFULIF—HE) X, AREEMHEZLTHWEYS, T7 LT —AE)
O35, HAEEELHFIIRDET.




@E T 2O FRIEH, BB 12, BRFE, SHBEE MERLE
P DFEN-E AL REE, ERERBEEBBRELZZAET. 2750, RILEZIHOS
BIMRAEFAREHEIIODOWTIH. B HFO 2 THAL,. £ Fickb =9,

2. EFERIIOVWTIE, UToEB0RTFERELET.

val g

¥R

815

FEELUTIEN. B AmRMERE S

w20

F &L TlHEEHE

BINHEO1

EEUTH - 1BRES, TS, Ffl - g MER) @
DB, A F N a ARG

B UTRE - HR5RE, WRdRdR, Wb - ANEEE (MER) ©

FIAHD 2 5%, A N 7 SR OISR

5450 EEUTH - WS, IR, B - R (ERS)

55407 FELTHLER, WIRER. ERARER

56 5H0 1 EELTERSHTOS B - LA, 1B - %o MG
TR A EEHE RS

EBEDHD 2 FELTBENFOSI L L—k - A5 1) 20—, BHNET - &
SO EEM R ORM T 2584, - B, WITBRAR. &
S AU 0D P e g 5

57V F & UTHRRERE (o2 55 5 B

. EEUTERHCED DEERES. & R B T8 s Ol

LN AN R V3




Al i
HABHERFEARES
A B T ¥ S
— kA AEEREET S
FEMFERETRIFSEMNERRERK
FonBERRE S REESERE
— Bk A B AERBRERNEG22E
KEEFEHE - IVDIESS
BRME P2 AeERRSERSZAE
B E 2 AR - JE k2 £A8%RE
BA{HA TERmESS
A ARGl EE
AAGREATLESEE
AABRAALESESE
—HHEEARRLT Y -G ES
HELT VAT Zy - LEHMGHER
FEHRERISEM LEARERSERE
BRI P2 ABtEREREEEBE
— i EEA A AFEEM R TREG SR
— A EEAIABEREELEEEE
AENS—<x b —7iRIEHNAEEE
OAFRERBREALERSE
A AR ER BRI
—MHEEEAHAQAMEESE
ek BT A R Bk Bl A et
—maMEAFnRERGSEERE
—HBHAHEARET IV F UOEEGSHER
N HB A QR EMSEREEE ¥ — K
B3 TR G S R R B i o RS
AR Ry VHBEHESE
DEAFEARAEERTERISE
KEEZERHo=
HENA 77 e
— e REABEERT /N3 T73—TFh2E
—MMEA B FEEEE TS /0P -hask



