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HRIFEXH (STF) WEANE

AT HERA GHRMERAIAXM, FEFNIXENEL, BEXETA. 8 (REX
WP B R E ) « SHMXAEN R F (Bldn, 5528 WS T A SR AR %)
BIT/E 8 (B, new (HZ) . replace (%4 ) . delete (M%) . append (3#%)) ) . X
B e AL B Anf, 22 XA B 7 7 45 B.. eCTDE 4 XtF (40, index.xmlfnus-regional.xml)

FIM T HAFFLE LM, B2, eCTDHRXMFF B — LA (fldn, FRBEXHF) B
TAER, FATRULFELEE A%, XBFHNERSESTRR R,

TG TR ATS T R AT B X4 B, RLIZARESTF. X E ERKFHESTF, M
WA ER, BARNEEERASTF. STF&®EEeCTD DTDH & A B &4 89 47 72 T & Fo 47 AL
B, TESTFH, #rA 7T & M 4 filetags, 4 & 7Edoc-content T % #. A EHHE & &
study-identifier T & ¥ .

HASTFE MW EE, E5AREEE.
I. STFEAFLEHEX

STFZ % ICH STEX#k A Z X (DTD) ##F W XMLESF| . & FHEDTDH LLZEICHE K
(www.ich.org) E# 2|, DTDM A ZEutil XX & T #dtd F X R F . A 3 3R R AR util X
KT Hystyle T XpER . WA )T F| o G TG 2 4 STF. STF XML U # 4 #1 Rz A
“stf-rFF 3k, JE IR 7 B TSR BI AR W TR R (B 4T BT R #study-id ) F DL
“xml”ZE R, AR T A AR,

T —mER % FDA R, WREFEE—ANHEZANG R TA KN, WAL
BESTF. ¥ 45 BT 58 09 STRAUTE AR BL B BF 58 XA BT FE W B 3k Xk s o . BLFESTREY A1t &
(leaf) H7E1Z 5 Flindex.xml {4 By AH A% 34425 eCTDEH KL & H. xt FTeCTDL & HZ4F
ERF R E — 1 STF, v JT % #operation/& {8 B <& (New) ”, xtT%eCTDIL % +
6 — 8 5 LA J5 42STF, Az E A <3 2h (Append ) ” ( 5 WL B 50 Fr 28 X4 thy A JB] B %
) . FESTFNNAEREEFIFEEBRE RO XHER. FLESTRRBA LY
modified-file )& M, % B 18 1 1ZeCTD L & F N ZHF K & T X WSTE (B, f oL K2 7 R
46 STF B3 2 (Append) ) . 5| F STFH = 7t % #version & M 5 48 & A T 4% %] 1Z STFHY
DTDA (fl4n, “STFhRA2.2”) , UEF LG4 AR R M B RSTF XML F1 T A,

STFHYAR It & Hectd:study. STFR TEHB AWM T nE. STF XML XA F & 28 9 FuSTFAR
TLEE2 U TEE:

1 A XML A
2. Xk RHHFHLA

3. B EISTRAZ L H MR E
4 XHERBERET (D)

STRAR T &R Ausi J& —ATHI T4l 40 T

<?xml version="1.0" encoding="UTF-8"?>

<?xml-stylesheet type="text/xsl" href="../../../../util/style/ich-stf-stylesheet.xs|"?>

<IDOCTYPE ectd:study SYSTEM *"../../..[../util/dtd/ich-stf-v2-2.dtd">

<ectd:study xmlns:ectd="http://www.ich.org/ectd" xml:lang="en" dtd-version="2.2"
xmlins:xlink="http://www.w3.0rg/1999/xlink">

<I--All the elements will be provided after these elements and before the last element closing tag

WAL 4
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named </ectd:study> -->
</ectd:study>

¥: STFDTDFSTFER R BERERPHCL L BRTHEESTFEG YALE.
Il. STUDY-IDENTIFIERTGE

R MR 1E B2 ESTRNHT AR R 4F (study-identifier ) o & & . study-identifier o & F 4, &
=/NJu&: title. study-idfrcategory.

A. TitleoE

title 7T & 3 (LA 8 09 52 BAT AL, T AE AN S 4 SUAS B A AL
B. study-idjG&

study-ids2 B 74177 A T A 74 R B AR 50 6 R BB T R A
C. Category L&

category 7T, 7 #& £ 7 eCTD DTD A& 6y FAMF R AR ER. 2w FNEH TE T 7452
CTDE ¥ # R K MBI

o 4231 HRAHEN (KMBMLHRENU)

« 4232 FALHHN (HMNE. HHRERHTFLENE LA, wiEA)
o 42341 KH[BUE MR (B R4)

« 5351 5 WIREMNAEAE K BB G KRR E (i RA 54

H A T E R T category T % . wiE Fl, B ¥ category T & M AE 5 titlefnstudy-id T % A8 [H]
% 5. 4/ category T & # A nameftinfo-type B M. BHM T EMME AT R EE, T
ICH#tE #y{8, info-type & PEAE b 5 “ich”; X F RS E(E, MAHF —ANRERME (F] 20p”.

13 2 (13 2

eu’. “ca’. “us”) .

5

5

Category it % 9 B I fufl “category” L & W AWy W HfH
name="F# & (species)
info-type="ich" /N (mouse)
info-type="ich" AR (rat)
info-type="ich" 4> B (hamster)
info-type="ich" oAty -w5 W K Fh 41 (other-rodent )
info-type="ich" K % (rabbit)
info-type="ich" A (dog)
info-type="ich" EARK KM (non-human-primate )
info-type="ich" Hb-demh 5 £ H s # (other-non-rodent-mammal )
info-type="ich" 24 (non-mammals)
name="% 24§34 1% (route-of-admin) ”
info-type="ich" %o (oral)
info-type="ich" # kA (intravenous)
info-type="ich" AP (intramuscular )
info-type="ich" JEFE A Cintraperitoneal )
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Category it & B9 B £ fufk “category” G & W A W

info-type="ich" J T ('subcutaneous )

info-type="ich" ® A\ (inhalation)

info-type="ich" J # (topical )

info-type="ich" H (other) (LLEIE)

name="#F42 i [ (duration)

info-type="us" 53 (short)

info-type="us" F# (medium)

info-type="us" K # (long)

name="%{ F £ A ( type-of-control ) ”

info-type="ich" %R (placebo )

info-type="ich" k3897 (no-treatment )

info-type="ich" Al E &M (L% E A ) ( dose-response-without-

placebo )
info-type="ich" E?alc%b?; B (&% R A ) active-control-without-
info-type="ich" SNER (external )

AT = —TFE/NR (species= “mouse” ) 24T By K #A B 14 #F % 89 STF ¥ {# /A study-identifier
TE WA
<study-identifier>
<title>Long term carcinogenicity study</title>
<study-id>abc123xyz789</study-id>
<category name="species" info-type="ich" >mouse</category>
<category name="duration" info-type="us" >long</category>
</study-identifier>

I1l. STUDY-DOCUMENT 5 DOC-CONTENT L&

study-document 7t % &, &-1E 4 #F % XA% — 3 - 5| Al 9 & X5 £ /{5 K. study-document T % &
#doc-content it % . doc-content i % 8,2 property fnfile-tag T % .

A. PropertyiE

property 7t & & H T 55 ZARYE & id AR e 0 U AT - L. B RT, 1200 & M AXUF
FHRTFHFR PR, G, ERZFGHREEHR, BEE—FRPOHENHRELN
i ITH 5 P property T4 & 44 .

Property o & W B & fofd “property” Ju & W28 7 % E

name="site-identifier"
info-type="us"

BESL G B A PR AME.

B. File-tagio &

file-tag 7T & 4,2 namefuinfo-type J& 1 . file-tag 7u & name B M+ 8 SUAR{E K o XA 8L, A
T o Sk #file-tag name & EH. T Tinfo-type B {8, fn B F ICHE (M, N M fE H “ich”,
HA, WRICHF KT ZME, WEEHEF —ADMREME. TRET T file-tagm & 38 <

VAR H A2 BT, 1K Y ALY
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name/& M 1E.
file-taggh & Bname B | info-typefd XN A E35%
(name="""")
pre-clinical-study-report ich W R RTAF o 4 (20LBIE )

legacy-clinical-study- report ich YER — AN RZ R R WE (2 E)
synopsis ich R E 2
study-report-body ich B4 IE 1, 3%15
protocol-or-amendment ich VEVE S X NS 16.1.1
sample-case-report-form ich 0 & R AEAR 16.1.2
iec-irb-consent-form-list ich IECHIRBZ &k DL K &n i 6] & 5 AE K 16.1.3
list-description- investigator-site |ich B 5T 2 Foaf 5% B s 7 B 16.1.4
signatures-investigators ich FESMAARERE I TAREF T RESL (16.15
list-patients-with- batches ich BT E IR B R R 16.1.6
randomisation-scheme ich I 3 16.1.7
audit-certificates-report ich F& 23 B 2% KU S 16.1.8
statistical-methods- interim- |ich Gt 7 vE A AT 1 R S 16.1.9
analysis-plan
inter-laboratory- standardisation-|ich S ] AR v A UE Fu T B AR I SO R K oL | 16.1.10
methods-quality- assurance 4
publications-based-on- study ich HTHRHNEERXE 16.1.11
publications-referenced- in-|ich FRMER| FHINEERXE 16.1.12
report
discontinued-patients ich BALRFR BE T kR 16.2.1
protocol-deviations ich TERBE X 16.2.2
patients-excluded-from- ich TR HER 0 B 7 & 16.2.3
efficacy-analysis
demographic-data ich A B R EHREF X 16.2.4
compliance-and-drug- ich RN Fuf2%, 25 W ok JE 3 3B 7 5% 16.2.5
concentration-data
individual-efficacy-  response-|ich AMKIY BB AR 7| & 16.2.6
data
adverse-event-listings ich AT B EF R0y U 16.2.7
listing-individual-  laboratory-|ich W RHT /MRS E N &' 16.2.8
measurements-by- patient
case-report-forms ich Mo B BCRF. W RAEZERK, XHARM|16.3
4 T BT 3k 89 “property” 7T %, H “name” JB %
=“site-identifier”, {& N FF B % B #F X 08 A%
e
available-on-request ich 5 BT T B R XA K. R A
WHEEREAEE.
complete-patient-list ip FTEREHT| L
serious-adverse-event-  patient-|jp KEFELREHNBE X
list
adverse-event-patient- list ip KAELBEEEHEET X

250 AM4: A B AR FHEY , REUF R AR S B E

L5 A4 359
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file-tag it & Wname B 14 | info-typefd XA A E3SH
(name=""")

abnormal-lab-values- patient-list |jp SR SIS E A B E &

data-tabulation-dataset us BB EHAEE

data-tabulation-data- definition |us B 46 %5 3 0 B 38 L 0A U

data-listing-dataset us BE7EHEE

data-listing-data-definition us B 7| R A E B EE X

analysis-dataset us B IEE SRR E

analysis-program us Fi T oA B4 o 40 B e Y AR A2 T AR X1

analysis-data-definition us AT B B B BRI U

annotated-crf us T 34 5 o B ) R &

ecqy us HOE R R SR

image us 1% X

subject-profiles us TR MBI, I FHR e T B3R B9 “property”
L%, H“name” & I ="site-identifier”, {8 X FF
SR TR T AR IR AT

safety-report us IND %2 #f 4

antibacterial us T MR

special-pathogen us WHRERAK (WEH. F4£8. 2AFE) f
SR TR AEDF L

antiviral us YL 5 2 A R

iss us BB ZEAN-Z2UEREZEEE

ise us ARMGEEI M- EREZEEE

pm-description us EWE AL R EEG YA RS A

Y 7 % [ # Fl name & M {8 4 “subject-profile” 5% “case-report-forms™ fy file-tag s & $& 2L B, 1%
1,4 — A name & M1 K “site-identifier” FLinfo-type & 4 “us”#property . & . property T & #
XL R AT O B AR R UK.

IV. FRTEX N AR AR EE

LB E STFG| B AN v L& B, HiE AL T TEI A5 %W 4E + FT A X4 Hcategory. file-
tagfuleaf ID{E. J& ZSTFH B A X R FS T TE NG . BESTFRAA M TE W
operation /& {5 b 4 «# #h (Append) », FLi%Z# 7t & #ymodified-file & 14 f% 5 % eCTD T &
At SHZ A 5 B AR A BN STFA L & . J5 42 STF 42 {4 #y study-document(E B 7 X % B% 6] —
STFAE £ F IR 32 2 BT 7 m by 9 2.

Blhn, YHEFEFHNFRISTEFUREMR AR (Fe. EIEE. BHEF) XEFIASTFF
#1z BBt () 4m, 77500009 & AEH R 45STF) , J& 42 )7 7 8y index.xml X448 & LL T #F 76
=4H:

<m4-2-1-1-primary-pharmacodynamics>
<leaf checksum-type="MD5"
version="STF version 2.2" xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="append"
xlink:href="m4/42-stud-rep/421-pharmacol/4211-prim-pd/stf-jm-12-345.xml"
modified-file="../0000/index.xml#m12345"
ID="m42111">
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<title>jm-12-345 Study Tagging File</title>
</leaf>
</m4-2-1-1-primary-pharmacodynamics>

V. BESTFE B
EHENEEAMT, HTFSTRR AN XS ETE., STFHE ANGERP KT EREESLW
STRH 4R, TRTFEBRSTFTEEHEE.
XA TRAT 4 LU R A
« 7% BSTFHystudy-identifier(s &, LXK
« & ESTF#study document(z &..
A. STFH#Study Identifierfs &% E

o R ¥ iE A B E Study Identifier{s & F TE KA EH (Flin, ZH# R STFH & 4 category
TLEREKB AR ) , 4R 28 LA IE # category Tt & B STF XML .

Bl 4n, ®B3E ATEeCTD/F 70001 M L 2423 1R K4 — Tk B o b E MR (#F
K4 BIM-12-345) % — 1 STF. index.xml¥-(, & i S 8 v 50 248 Bt T BT 7

<leaf checksum-type="MD5"
version="stf version 2.2" xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
ID="idm42111-0002">
<title>Study No. JM-12-345 STF</title>

</leaf>

\,

ASTFHystudy-identifier = % & & L Tz &
<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name = "species" info-type = "ich">rat</category>
<category name = "species" info-type = "ich">dog</category>
<category name = "route-of-admin" info-type = "ich">oral</category>
</study-identifier>

i)

B, MBEXNTETREMETERA.

HTEEZER, FIEARERSEF I FRRAFEEHSTF. L FHZHL 4 K & A F o E
# ZX W STF study-identifier® 7 th12 &, Bl Ik ¥ — K 38 28 B9 STF F study-identifier 2 - fr 2y
186 BFAN G B¥i = B, 2X3E | TSTF study-identifiers ¥ s 41, &4 fr A 15 & (title. study-id
Frcategorytr L) .

K 7 B IE bR #F 5L IM-12-345 8 study-identifier(z &., ¥ H 4% — a4 E 515 B HSTF,

x g A B STRHATRE A

B4 F 5] (0002) H Hyindex xml¥ & # STFH leaf, 0 B ix:

<leaf checksum-type="MD5"
version="stf version 2.2" xlink:type="simple"
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checksum="421e55366d62fad0e9510f6aed005272" operation="append"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
modified-file="../0001/index.xml#idm42111-0002"
ID="a345">
<title>Study No. JM-12-345 STF</title>
</leaf>

IR B A A AR RIS W XA (H ik, ZSTRHXUA T E Estudy-identifierfs 84512 ) , N
STRH& & LT WA
<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsl" href="../../../util/style/ich-stf-stylesheet.xsI"?>
<IDOCTYPE ectd:study SYSTEM "../../../util/dtd/ich-stf-v2-2.dtd">
<ectd:study xmins:ectd="http://www.ich.org/ectd" xml:lang="en" dtd-version="2.2"
xmlins:xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">mouse</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>
</study-identifier>
<study-document/>
</ectd:study>

E: STFDTDFSTFER R BRERER P, BORTHESTFEG WAL E.

E: N EH R K EAstudy-identifier X 3k, 44 F7H categoryfi. <study-document/>3k 7 ¥
HRGEH S file-tags, XEBAR ERSERH, FEHstudy-document TREEAR LLFHTE.

B. STF#Study Document{z &% E

FEWFENEGEYE, B TSTRHE| FH XA ER. STRHE| HE X K ERKEEZH
BSTE W 4812, 7 f6 & Z 4 % STFH 4 & iy Study Document(z E..

X BRRT 0 A DA 2R A
1. TEHASTFHE oot n & 8y 5| A
2. MEBRIASTFH | AErnE, UK
3. EIEIASTFH 5| A vt 0 & thfile-tagfa.
1. WIASTFR T X4

AT EIASTFFR B vt TR A, i ARN#E ARG LSTFH M 5| A % 7% 5| A STFH

Pt L E . 27 7 Hindex xm¥EL 8- STFIY # I8 & DARIZ )T 7)) o 3= 1 B 24T 3 SCR 19 3 oh vt
L% . ZSTFHJL % #yoperation & 14 {8 L4 ] 3 #[ 8 1F fFH@E!UZeCTDm%%ﬂ%ﬁm
WHTSTF. (LA 40 4h 8 #t JT % #yoperation & 14 {8 1| Bk TZleaf T & 09 BLAR A o Bl B G 0L, H
R A #H2 (New) . #2 (Append) # %4 (Replace) .

2. MBIASTE B F B X4

WAL 10
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fo T NSTF o il i ot T 3% 51 R, R B4R 2 J5 4:STF. b JF 41 49 index.xml i 41, 4 —
operation /& P& 4 “M Fr (Delete) "%k, FIAFMBRA T THE. BT XHATTERK
FRIE g BB, E¥ N ZeCTDL & HSTFE AW T2 W UM LE R AR B R, FHLEFE
FHMSTF,

3. EIEFile-tagfl

B A E ST 4 F 55 4R 45 41 Bk SUHF 20 B, ¥ 45 4% 1 file-tag B B, 3% A KL 7E index.xml
el (Delete) "4 ARiLH nE (4 T N5 H B @8STRH A M %zt tE, H
HEFHEZLHRA) , RERIFHNE A nE (FHoperationfd H<#H 2 (New) ”) 7
TR EFREZ XM, ZXGEFEFNRR; B BE B xlink:href & M 38 15 X H R
W E .

RIE, BIHFTELEWNSTEN 5 F I 5 tfile tag{l — #2248 2.

HEULUT A, #iE AT 510000 4512 Hb ¥ 48 Z SR IE 4 legacy-clinical-study-report, 3
7E)F 70003 B IE T %4547,

#£ )% %) 0000 By index.xmlH ,

<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/synopsis-of-jm-12-345.pdf"
application-version="PDF 1.4"
ID="m42111">
<title>jm-12-345 Study Synopsis</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
version="stf version 2.2"
ID="m42112">
<title>Study JM-12-345 STF</title>
</leaf>

7E ¥ 5 00004 stf-jm-12-345.xmI X

<study-document>
<doc-content xlink:href = "../../../index.xml#m42111">
<file-tag name = "legacy-clinical-study-report™ info-type = "ich"/>
</doc-content>

</study-document>

K 7 E Efile-tagiti®, ERIUL T#k.

7 )% 5] 0003Hy index.xml¥ , 3 3t il M index.xml H & 7+ 71 2 3k M IR 1 I # Wy file-tag, AT EE
4 FMPRSTFH 5 2 5% BX #legacy-clinical-study-report £ file-tag:

<leaf operation="delete"
checksum="" checksum-type="MD5"
modified-file="../0000/index.xml#m42111"

Wag: 11
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ID="idm4211stf">
<title/>
</leaf>

RIE, EHHFZIZ X T %, Hoperation& M8 4 “H & (New) ”, 5| A% X #0000
FrRIE A E, TR F =R

<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="../0000/m4/42-stud-rep/423-tox/4231-single-dose-tox/synopsis-of-jm-12-345.pdf"
application-version="PDF 1.4"
<title>jm-12-345 Study Synopsis</title>
ID="r34567">
</leaf>

e, N —WSTF (¥4 (Append) “#:1E) , JF¥ IE#4 09 & file-tag X Bk 2|1Z X
.

<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="append"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
modified-file="../0000/index.xml#m42112"
version="stf version 2.2" ID="r6789">
<title>Study JM-12-345 STF</title>
</leaf>

FEIM-12-34589 £ /0003 STFH, 44 A\study-idin & LR A KA K R &, HFANEEE M0
file-tag Tm 4k 4 -

<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsl" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd:study SYSTEM "../../../../util/dtd/ich-stf-v2-2.dtd">
<ectd:study xmlins:ectd="http://www.ich.org/ectd" xml:lang="en" dtd-version="2.2"
xmins:xlink="http://mww.w3.0rg/1999/xlink">
<study-identifier>
<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">mouse</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin™ info-type="ich">oral</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../index.xml#r34567">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
</study-document>
</ectd:study>
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J¥%(0000

W iE A IE7E  — A AL “Wonderdrug Study S1077 3697 i Hy %2 BR3¢ AR SRR A &,
IR 5 B A ER v — R 5] 5 4 <S1077. 7E/F7/00007, Wi ARG T R R ER (DL

WEAHHX) « - PR REE SR R,

& 7100008 index.xml&H4Nt T E A H, EPENMARZHE A, ZHRHBSTF—,
T

<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/synopsis.pdf"
application-version="PDF 1.4"
ID="al101">
<title>S107 Study Synopsis - Interim Results</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="88e3be3f2d026b572625ab81ef5h068c" operation="new"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/study-report-body.pdf*"
application-version="PDF 1.4"
ID="a102">
<title>S107 Study Report Body - Interim Results</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="98723f7594b5500a861509547¢c384e46" operation="new"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/protocol.pdf"
application-version="PDF 1.4"
ID="al103">
<title>S107 Study Protocol</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="25d3b246313a9dbf688a48da2295260e" operation="new"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/stf-s107.xml"
version="stf version 2.2"
ID="a104">
<title>Study Tagging File for S107</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>

5 5100009 42 {4 By STE& 4 2 “stf-s107.xml”, 4,2 DL T 2% F#F 5% S107 X {2t 1z B

<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsl" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
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<IDOCTYPE ectd:study SYSTEM "../../..[../util/dtd/ich-stf-v2-2.dtd">
<ectd:study xmlins:ectd="http://www.ich.org/ectd" xml:lang="en" dtd-version="2.2"
xmlins:xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">no-treatment</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../../index.xml#al101">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#a102">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#al103">
<file-tag name="protocol-or-amendment” info-type="ich"/>
</doc-content>
</study-document>
</ectd:study>
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7 70001 #index. xmI¥ &, 2340t T A H, EFEANANEXM—A (R F EHBIEE R
WA HEFR (CRF) #84) , STFXHE—A, FTEHLARARNSTF, w0

<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/protamend01.pdf"
application-version="PDF 1.4"
ID="ab67">
<title>S107 Protocol Amendment No. 1</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="88e3be3f2d026b572625ab81ef5h068c" operation="new"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/samplecrf.pdf"
application-version="PDF 1.4"
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ID="a568">
<title>S107 Sample Case Report Form</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="25d3b246313a9dbf688a48da2295260e" operation="append"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/stf-s107.xml"
modified-file="../0000/index.xml#a104"
version="stf version 2.2"
ID="a569">
<title>Study Tagging File for S107</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>

HEISTR B A & “stf-s107.xml”, FAULEARRFER FRENFEL, W THT:

<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xsl" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd:study SYSTEM "../../../../util/dtd/ich-stf-v2-2.dtd">
<ectd:study xmlins:ectd="http://www.ich.org/ectd" xml:lang="en" dtd-version="2.2"
xmins:xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">no-treatment</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../../index.xml#a567">
<file-tag name="protocol-or-amendment" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../[index.xml#a568">
<file-tag name="sample-case-report-form" info-type="ich"/>
</doc-content>
</study-document>
</ectd:study>
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<m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="replace"
xlink:href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/synopsis.pdf"
modified-file="../0000/index.xml#a101"
application-version="PDF 1.4"
ID="r345">
<title>S107 Study Synopsis - Final</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="88e3be3f2d026b572625ab81ef5b068c" operation="replace"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/s107body.pdf"
modified-file="../0000/index.xml#a102"
application-version="PDF 1.4"
ID="r346">
<title>S107 Study Report - Final</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/crf/11/12.pdf"
application-version="PDF 1.4"
ID="r347">
<title>CRF for Subject S107-11-12</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="88e3be3f2d026b572625ab81ef5h068c" operation="new"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/crf/162/5045.pdf"
application-version="PDF 1.4"
ID="r348">
<title>CRF for Patient S107-162-5045</title>
</leaf>
<leaf checksum-type="MD5"
xlink:type="simple"
checksum="25d3b246313a9dbf688a48da2295260e" operation="append"
xlink:href=" m5/53-clin-stud-rep/535-rep-effic-safety-stud/nausea/5351-stud-rep-
contr/study-s107/stf-s107.xml"
modified-file="../0001/index.xml#a569"
version="stf version 2.2"
ID="r349">
<title>Study Tagging File for S107</title>
</leaf>
</m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-claimed-indication>



ICH eCTD STF#L3t V2.6.1 20084£06 F| 03 H

HTHISTRR a4 A “stf-s107.xml”,  FF 78 AR AR 28 B FEORH o Ut 9 3% 20 B 4h SUAS 2 4 #F 58 S1074%
fit, ARSTFHy 1z B ¥ 4517 1Y “type-of-controlcategory A7 2 # IF 4 “placebo”, #1 7~

<?xml version="1.0" encoding="UTF-8"?>
<?xml-stylesheet type="text/xs|" href="../../../../util/style/ich-stf-stylesheet.xs|"?>
<IDOCTYPE ectd:study SYSTEM "../../../../util/dtd/ich-stf-v2-2.dtd">
<ectd:study xmlins:ectd="http://www.ich.org/ectd" xml:lang="en" dtd-version="2.2"
xmins:xlink="http://www.w3.0rg/1999/xlink">
<study-identifier>
<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">placebo</category>
</study-identifier>
<study-document>
<doc-content xlink:href="../../../../../index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#r346">
<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#r347" >
<property name="site-identifier" info-type="us">11</property>
<file-tag name="case-report-forms" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xm|#r348" >
<property name="site-identifier" info-type="us">162</property>
<file-tag name="case-report-forms" info-type="ich"/>
</doc-content>
</study-document>
</ectd:study>
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