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XML CEOHIEER (AF¥—<) 125V T

<{?xml version="1.0" encoding="utf-8"?7>
<{xsd:schema xmlns:xsd="http://www. w3. org/2001/XMLSchema”>
A= JBAETEE HREOEBEFERICEEAT 2EF 7 7 A /W T 5 XML Schema T & 2 XMLICEMS & E £

AF24E9 H 1 A LRI T D I8BE I EIZ OV T, U FOXML SchemalZ B3 X ER 4% = &,
B, AMAHFEIA 1 HETORIFMERTOFNZ LV JEITFHTELL X2,

BHORES : 3.0.0

FATAEA A - SF24E8H31H

FATH AT BRI - ATERTA R EIR A B
LT EIE

ZXMUHANZ XD 6 DIZEH LT,

2.0  FR2048HA15H - HEROSMLBANT X 2% 30E
31H - SAICEEMENRIEICE S R HE B OZ TR,

3.0.00 Bf24-8H

<{xsd:element name="CLINTRIALPLANNOTE”>
A— BBROFHEHEORH —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOFORMVERSION” type="ATTR_UPDATE_TYPE”/>
A= KD NR—D 3 UIEHR —
<{xsd:element name="COMMONINFOCLINTRIALPLANNOTE” type="COMMONINFOCLINTRIALPLANNOTE_TYPE”/>
= B EEE >
<{xsd:element name="INFONOTE” type="INFONOTE_TYPE”/>
A F- BRI T 2 RHEE —
<{xsd:element name="INFOCOMBINATION” type="INFOCOMBINATION_TYPE” minOccurs="0" maxOccurs="1"/>
== JRBRAE SR, VRBRGE FREES AR Y . TRBREE ALY (72 oA TR, ) DOIFHR —
<{xsd:element name="INFOMEDICALINSTITUT” type="INFOMEDICALINSTITUT_TYPE” minOccurs="0" maxOccurs="1"/>
= FEhaERER TG w —>
<{xsd:element name="INFOREFCLINTRIALPLANNOTER” type="INFOREFCLINTRIALPLANNOTER_TYPE” minOccurs="0" maxOccurs="1"/>
A— 2R 2RBmHEHR —
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
= 1pBRjm i E R —>
<{xsd:complexType name="COMMONINFOCLINTRIALPLANNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="TESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
A FE- 2PHREOBRES TS —>
<{xsd:element name="TYPECLINTRIALS” type="ATTR_UPDATE_TYPE”/>
A— RBROFEE —>



<{xsd:

-

<{xsd:

I

<{xsd:

-

<{xsd:

I

<{xsd:

I
{/xsd:se
<{/xsd:comple

element name="RECEPTNUMINITNOTE” type="ATTR_UPDATE_TYPE”/>

F- HHREOYER HZ RS >

element name="INITNOTEDATE” type="ATTR_UPDATE_TYPE”/>

T rBEoYEEEFEA B —>

element name="SERTALNOTENUM” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>

F7- DO R HEE >

element name="RECEPTNUMCLINTRIALPLANNOTE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LRGN A&

element name="CLINTRIALPLANNOTEDATE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LA R HAEA B

quence>

xType>

A== T PRI T D EHFH ——

{xsd:complex
{xsd:seq
<{xsd

<{xsd

A=

<{xsd

A=

<{xsd

A=

<{xsd:

I

<{xsd:

I

<{xsd:

-

<{xsd:

-

<{xsd:

I

<{xsd:

I

<{xsd:

-

<{xsd:

I

<{xsd:

Type name="INFONOTE_TYPE”>
uence>
telement name="VARIABLELABEL” type="xsd:string”/>
telement name="NOTEDATE” type="ATTR_UPDATE_TYPE”/>
mHFEA R —>
telement name="CLASSNOTE” type="ATTR_UPDATE_TYPE”/>
JHsE >
telement name="TIMESCHANGE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A —>
element name="CATEGORYNOTE” type="ATTR_UPDATE_TYPE”/>
JEHX S ——>
element name="CATEGTESTPRODUCTSUBJ30DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1"/>
F 72 D HEREL D30 A FHA G TR EE X 5y —>
element name="INFOPREMATURETERMINATION” type="INFOPREMATURETERMINATION_TYPE”/>
okt >
element name="INFONAMEADDRESSMANUFACTPLANT” type="INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
F 7 DR OBIERT UL T (RBREIRILE) AL OEIE# —>
element name="INFOINGREDIENTQUANTITY” type="INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
F 7 HHERIEDO Ry e Oy Tl ——>
element name="MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
T DO RIE L —>
element name="INFOINTENDINDICATIONSEFFECTS” type="INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
7 DRI D TE S D RhEE I RrEH —>
element name="INFOINTENDDOSAGEADMIN” type="INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
F HHHREOTE SN D L OHEFHR —>
element name="SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
= RERFE OB —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="PROTOCOLNUM” type="ATTR_UPDATE_TYPE”/>
- FEfFtmERIG S —
<{xsd:element name="PHASECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
A= BAFEDH —>
<{xsd:element name="TYPECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
A— RBROFIE —>
<{xsd:element name="TRIALOBJECTIVES” type="ATTR_UPDATE TYPE”/>



Ad— BBy —>
<{xsd:element name="INFOPLANNUMSUBJ” type="INFOPLANNUMSUB]J_TYPE”/>
A— FTEHERELEHR —
<{xsd:element name="TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A ET- WO GIRE —>
<{xsd:element name="INFODOSAGEADMIN” type="INFODOSAGEADMIN_TYPE”/>
A— F2EFEOEROCHEN®R —
<{xsd:element name="WHOLEDURATIONCLINTRIAL” type="WHOLEDURATIONCLINTRIAL_TYPE”/>
= SR >
<{xsd:element name="REASONONEROUS” type="ATTR_UPDATE_TYPE”/>
A HEOBRERE —>
<{xsd:element name="CHARGEOUTPERSONCLINTRIAL” type="CHARGEOUTPERSONCLINTRIAL_TYPE”/>
A— BB OE HAEFICHET L ER —
<{xsd:element name="INFOCOORDINVESTIGATOR” type="INFOCOORDINVESTIGATOR_TYPE”/>
A 1R EA SO TIE R L B SR EAMICBE T 25w —
<{xsd:element name="INFOCRO” type="INFOCRO_TYPE”/>
= VRO () KOVEBEICET 2E5085 LM% %5tT 287 AREHEZIHE (CRO) ) OR4A, FHLKOEET 2 EBOHMA —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PRIMARY” minOccurs="0" maxOccurs="1">
A— FE2HBREOZOMOFEHR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
= AN EATFEONG L 72 D3 AV DIRHR —>
<{xsd:element name="INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A AYm R ICREN RIAEN 23 M A2 2 1pR —>
<{xsd:element name="INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A== 3T D a L =4 BRSO —>
<{xsd:element name="INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A= arvexr—va VRGBT 5168 —
<{xsd:element name="OTHERCOMMENTS_PRIMARY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A= Zof —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PROTOCOL” minOccurs="0" maxOccurs="1">
A= RIS 5 2 oMo HR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOEXPANDEDACCESSPROG” type="INFOEXPANDEDACCESSPROG_TYPE”/>
A— ERRBROAME T —>
<{xsd:element name="INFOGLOBALCLINTRIAL” type="INFOGLOBALCLINTRIAL_TYPE”/>
- EBEIEFRR —
<{xsd:element name="INFOCLINTRIALINCLUDINGGENETEST” type="INFOCLINTRIALINCLUDINGGENETEST TYPE”/>
A— 7 LREEEEZLIRR —>
<{xsd:element name="INFOPRODUSINGMDCLINTRIAL” type="INFOPRODUSINGMDCLINTRIAL_TYPE”/>



A— <A 7 8 F—XERABRZFH LR HE —>
<{xsd:element name="INFOCOMBEQUIPMENT” type="INFOCOMBEQUIPMENT_TYPE”/>
= ¥ m BT 21RO T 28 as RS oRt#l —>
<{xsd:element name="OTHERCOMMENTS_PROTOCOL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
== Zofh —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
{xsd:element name="REMARKS” type="REMARKS_TYPE”/>
A= % —>
{xsd:element name="DOCATTACHEDNOTE” type="DOCATTACHEDNOTE_TYPE”/>
A JREIRAMER —>
<{xsd:element name="INFOPERSONFILLNOTE” type="INFOPERSONFILLNOTE_TYPE”/>
A RBREHEICET 2 FHR —
{xsd:element name="INFOFOREIGNMANUFACTURER” type="INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= WpAMEIEE . SNERGEEE BT AR —
{/xsd:sequence>
<{/xsd:complexType>
== JRBRAE SR, JRBRGE FREERFE Y . TRBREE A LAY (- 2B A RS, ) OFEHR —
<xsd:complexType name="INFOCOMBINATION_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEE B AEERER L OB —>
<{xsd:element name="INFOCOMBINATIONID”>
= JRBRE SR, JRBROE RS Y . TR RS Y O S - AT —>
<{xsd:complexType>
{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A== G - AFE
<{xsd:element name="TYPECOMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A— 75 - AMEOHE —
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOLGE OFER —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="INFOCOMBINATIONCATEGORY”>
= TRBRAEFZE, VRRREE MRS Y . TRBREE R AR Y X —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE”/>
= BEERIK et B OFSE L A % o —3E 7 oKl >
<{xsd:element name="0THERCOMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOEGEOIRRERAIE, RS AESRHEY . R AR EL O —>



{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="COMB_APPLICATIONSTATUS” type="ATTR_UPDATE_TYPE”/>
A= EWNIZB T 2RI —>
<{xsd:element name="COMB_INFONOTE”>
= JRBRGE SR, JRBRGE FREESAE Y . TR AR AY (- o8B A TR<, ) OB/HEE —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_CATEGTESTPRODUCTSUBJ30DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1"/>
== 30 H FHAR R IR X oy —>
{xsd:element name="COMB_INFONAMEADDRESSMANUFACTPLANT” type="COMB_INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
= BUEFT X E N (GBREERMLE) OLAFRK O —>
{xsd:element name="COMB_INFOINGREDIENTQUANTITY” type="COMB_INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
== By Oy Bl —>
<{xsd:element name="COMB_MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A-— BLEHE >
{xsd:element name="COMB_INFOINTENDINDICATIONSEFFECTS” type="COMB_INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
A= FE SN DREEIIEREH —>
<{xsd:element name="COMB_INFOINTENDDOSAGEADMIN” type="COMB_INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
A— FEINDBIELOHEFH —
{xsd:element name="COMB_SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
— RBRFHE O —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A== S gl —>
<{xsd:element name="COMB_INFODOSAGEADMIN” type="COMB_INFODOSAGEADMIN_TYPE”/>
A— HEEOHEE®R —>
<{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="COMB_OTHERCOMMENTS” minOccurs="0" maxOccurs="1">
N— ZOMofEH —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
A== HNE T IEORR L 2 D55 E DR —
<{xsd:element name="COMB_INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A— AYh RS EN RIAEN DM E N D1RR —
<{xsd:element name="COMB_INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A== 3T D a =4 U BEEREDOHRE ——>
<{xsd:element name="COMB_INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A— arbexr—ya ®/ECBET1ER —
<{xsd:element name="OTHERCOMMENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A== Zofh —>

<{/xsd:sequence>



</xsd:complexType>
{/xsd:element>
{xsd:element name="COMB_INFOFOREIGNMANUFACTURER” type="COMB_INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= YEAMKIES . SNERLEES ICRET A EHR —
<{xsd:element name="COMB_REMARKS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZoffEs —>
{xsd:element name="COMB_PRESENCEADRREPORT” type="ATTR_UPDATE_TYPE”/>
A— BWERE@E OFHE —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= FEhaEEER TG ®R —>
<{xsd:complexType name="INFOMEDICALINSTITUT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFOEACHMEDICALINSTITUT” type="INFOEACHMEDICALINSTITUT_TYPE”/>
= EFEEREREZ E OFE —>
{xsd:element name="FOOTNOTE” type="ATTR_UPDATE_TYPE”/>
A== JHE —>
{/xsd:sequence>
<{/xsd:complexType>
A— 2RI 2IRBPmMEHR —
<xsd:complexType name="INFOREFCLINTRIALPLANNOTER_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="REF_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEE S BAEERER L OB —>
<{xsd:element name="REF_INFOTESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
== JRBRA S RL B U TR BRERAIGE = ——>
<{xsd:element name="REF_SERIALNOTENUM” type="ATTR_UPDATE_ TYPE”/>
A= JEHiEE —>
<{xsd:element name="TYPEREFFERENCE” type="ATTR_UPDATE_TYPE”/>
Ad— ZHROXsy —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_ TYPE”/>
A— RO —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= HkfEH —>
<xsd:complexType name="INFOPREMATURETERMINATION_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="TERMINATIONDATE” type="ATTR_UPDATE_TYPE”/>
A— HiAFEHAR —>



<{xsd:element name="REASONTERMINATION” type="ATTR_UPDATE_TYPE”/>
N kPl —
{xsd:element name="POSTTERMINATIONMEASURE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOHOFHSRYL —>
{/xsd:sequence>
<{/xsd:complexType>
== B2 2 WSRO RGEFT UL E T (BRI ILE) 04K OFE —>
<xsd:complexType name="INFONAMEADDRESSMANUFACTPLANT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>

A== 2% —

<{xsd:element name="SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
- FrEM 1 —>

<{xsd:element name="SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriEM 2 —>

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
== F=—F —
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A== E PR O B Oy &lF R —>
<{xsd:complexType name="INFOINGREDIENTQUANTITY_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INGREDIENTSQUANTITIES” type="ATTR_UPDATE TYPE”/>
A== B RO —>
<{xsd:element name="INFODOSAGEFORMCODE” type="INFODOSAGEFORMCODE_TYPE”/>
A— A a— FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A FE2HRIEOTE SN DR U R HR —>
<{xsd:complexType name="INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE TYPE”/>
A FEENDEIIHFE —>
{xsd:element name="EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
— FERHERG —
{/xsd:sequence>
<{/xsd:complexType>
A= ELED2HBIROTEIND EROHERE® —>
<xsd:complexType name="INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— TN IEEOHE —



{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_TYPE”/>
A== B HRE = — FME#®R —>
{/xsd:sequence>
</xsd:complexType>
A—HI 22— FME#H —>
<{xsd:complexType name="INFODOSAGEFORMCODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
== Alg=—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A B ERE o — NiEHR —
<{xsd:complexType name="INFOADMINROUTECODE_ TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— BEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= FEWSRELIER —>
<xsd:complexType name="INFOPLANNUMSUBJ_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="PLANNUMSUBJTESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
— TEHEER (WBRE) —
{xsd:element name="PLANNUMSUBJECTSTOTAL” type="ATTR_UPDATE_TYPE”/>
A— TEHEER (B3 —
{/xsd:sequence>
<{/xsd:complexType>
A= FI D WRIEO LKL O H BEFR —
<xsd:complexType name="INFODOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="DOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— REAUCHRE —
{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_TYPE”/>
A== B HREE = — FE#® —>
{/xsd:sequence>
<{/xsd:complexType>
- SR —>
<{xsd:complexType name="WHOLEDURATIONCLINTRIAL_TYPE”>



{xsd:sequence>

<{xsd:
<{xsd:

I

<{xsd:

-

element name="VARIABLELABEL” type="xsd:string”/>

element name="STARTDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
BMEHFEA R —>

element name="ENDDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
HTHEAR —

{/xsd:sequence>
<{/xsd:complexType>
A== HNE T IEORGR L 22 D55 W E DR —
<{xsd:complexType name="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I
<{xsd:
<l—

element name="VARIABLELABEL” type="xsd:string”/>
element name="TYPECLINTRIALWITHDRUGCARTAGENA” type="ATTR_UPDATE_TYPE”/>
S OF S ——>

element name="DETAIL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>

HETLHOOFR —>

{/xsd:sequence>
<{/xsd:complexType>
= AW EN RIAEN DM E VD188 —>
<{xsd:complexType name="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”>
{xsd:sequence>

<{xsd:

element name="VARIABLELABEL” type="xsd:string”/>

‘element name="TYPEBIOLOGICALPROD” type="ATTR_UPDATE_TYPE”/>

Y ORES >

{/xsd:sequence>
<{/xsd:complexType>
A== 3T D ar =4 U BEIREDOHTE ——>
<{xsd:complexType name="INFORESEARCHFORCODX_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I

element name="VARIABLELABEL” type="xsd:string”/>
element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
ZUOFHE —>

{/xsd:sequence>

<{/xsd:complexType>

A— arbexr—ya ®EICETER —

<{xsd:complexType name="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
<

element name="VARIABLELABEL” type="xsd:string”/>
element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
ZUOFHE —>

{/xsd:sequence>

<{/xsd:complexType>

A ERARRBROAME T —>

<{xsd:complexType name="INFOEXPANDEDACCESSPROG_TYPE”>
{xsd:sequence>

<{xsd:

element name="VARIABLELABEL” type="xsd:string”/>

‘element name="TYPEEXPANDEDACCESSPROG” type="ATTR_UPDATE_TYPE”/>

YO ES >

{/xsd:sequence>
<{/xsd:complexType>



- ERRIERRR —>
<{xsd:complexType name="INFOGLOBALCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFME —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
Ad— NE —
{/xsd:sequence>
<{/xsd:complexType>
A== 7 DBRES EE TR —
<{xsd:complexType name="INFOCLINTRIALINCLUDINGGENETEST_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFME —>
{/xsd:sequence>
<{/xsd:complexType>
A=A 7 v F—XERABRZFH LZARLE -
<{xsd:complexType name="INFOPRODUSINGMDCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFMEE —>
{/xsd:sequence>
<{/xsd:complexType>
== MR I BT 21RO T 2 as R E oRt#l —>
<{xsd:complexType name="INFOCOMBEQUIPMENT TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— ZYOFHE —>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_ TYPE”/>
A== NE —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A—fF%E —>
<{xsd:complexType name="REMARKS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE"/>
A== NE —
<{/xsd:sequence>



{/xsd:sequence>
<{/xsd:complexType>
U FEEREFER —>
<xsd:complexType name="DOCATTACHEDNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFONAMEDOCUMENTS” type="INFONAMEDOCUMENTS_TYPE”/>
A ERAEHR —
<{xsd:element name="REMARK” type="ATTR_UPDATE_TYPE”/>
A= % —>
{/xsd:sequence>
</xsd:complexType>
A— ERfHwH —>
<{xsd:complexType name="INFONAMEDOCUMENTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="NAMEDOC” type="ATTR_UPDATE_TYPE”/>
A B
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A— BHROBEHEBEICET HHEHR —
<xsd:complexType name="CHARGEOUTPERSONCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CHARGEOUTPERSONNAME” type="ATTR_UPDATE_TYPE”/>
A— BZHAEERA —
<{xsd:element name="VALIDITYREASONS” type="ATTR_UPDATE_TYPE”/>
A= 4P —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= TRBRFAEE AT SO TIE R T B S MR 2 W) —
<{xsd:complexType name="INFOCOORDINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="KEYINVEST NAME” type="ATTR_UPDATE_TYPE”/>
— RBRFREEERI O K4 —>
{xsd:element name="NAMEMEDICALINSTITUT” type="ATTR_UPDATE_TYPE”/>
A BRI E AT OFT R AR —>



<{xsd:element name="KEYINVEST AFFILIATION” type="ATTR_UPDATE_TYPE”/>
— 1RBRFREEERTOTE —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= JRBROMKIE (W) KOVEHICET X508 L —ME2%itT 257 GIREEZHE (CRO) ) ORA, (EFILOEGET 2EB O —>
<xsd:complexType name="INFOCRO_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CRO_NAME” type="ATTR_UPDATE_ TYPE”/>
Ad— K4 —
<{xsd:element name="CRO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A=—{Efr1 —
<{xsd:element name="CRO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A=—{Efr2 —
<{xsd:element name="CRO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A== FRET D EBOHMME —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= 1R HF BT o 1w —>
<{xsd:complexType name="INFOPERSONFILLNOTE_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
{xsd:element name="CLASSPERSONFILLNOTE” type="ATTR_UPDATE_TYPE”/>
<= 1B%Rm HFE ORI ——>
{xsd:element name="APPLICAT NAME” type="ATTR_UPDATE_TYPE”/>
A— mE L —>
<{xsd:element name="APPLICAT REP_NAME” type="ATTR_UPDATE_TYPE”/>
A— JatE O ((REE D) K4 —>
<{xsd:element name="APPLICAT_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

A— FiE# 1T —>
<xsd:element name="APPLICAT_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE# 2 —>

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
A== FFa—F
{xsd:element name="INFOPERSONASSIGNNOTE”>
A= JEHEEF O R —>
<{xsd:complexType>
{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="APPLICAT_PERSON_NAME” type="ATTR_UPDATE_TYPE”/>



A— HYFORL —>
<{xsd:element name="APPLICAT_PERSON_TITLE” type="ATTR_UPDATE_TYPE”/>
A— Y FEOFE —>
<{xsd:element name="APPLICAT_TELNUM” type="ATTR_UPDATE_TYPE”/>
A— EHEEKE —
<{xsd:element name="FAXNUMBER” type="ATTR_UPDATE_TYPE”/>
A= FAXEZXUIA—NLT FL R -
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= YEAMKIES . SNERLEES ICET A EHR —
<{xsd:complexType name="INFOFOREIGNMANUFACTURER_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
= YEAMKIES . SNERLEET OA (B30 —>
<{xsd:element name="FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
= MEAMKIES . SNERLEES O (REEO) K4 (30 —>
<{xsd:element name="FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
- FrfEHI 1 (R30) —
<{xsd:element name="FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A FrfE#I2 (R30)  —>
<{xsd:element name="FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= YEAMEIES . SNERLEET OAH GMESD
{xsd:element name="FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= MEAMKIES . SNERLEES O ((REEO) K4 GMESD —>
<{xsd:element name="FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
- FrEH 1 GMESD >
<{xsd:element name="FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FrfE# 2 GhESD) —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
== BERT L E AT (RBEIERIEE) DAL OFTE# —>
<xsd:complexType name="COMB_INFONAMEADDRESSMANUFACTPLANT TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
A== 5% —>
<{xsd:element name="COMB_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>



- FrEM 1 —>
<{xsd:element name="COMB_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriEM 2 —>
<{xsd:element name="COMB_MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
A—FEFa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A— By RO &EiGHR —>
<{xsd:complexType name="COMB_INFOINGREDIENTQUANTITY_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INGREDIENTSQUANTITIES” type="ATTR_UPDATE_TYPE”/>
A== B RO ——>
{xsd:element name="COMB_INFODOSAGEFORMCODE” type="COMB_INFODOSAGEFORMCODE_TYPE”/>
A— A= — FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A— FE SN DI RE®R —>
<{xsd:complexType name="COMB_INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE_TYPE”/>
A FEENDEIIHHFE —>
{xsd:element name="COMB_EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
U EANTE —
{/xsd:sequence>
<{/xsd:complexType>
A— TSN HEROCHER®R —
<{xsd:complexType name="COMB_INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”"/>
A— TEEN BIEEOHE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BHRE = — FE® —>
{/xsd:sequence>
<{/xsd:complexType>
A—H =2 — FEH —>
<{xsd:complexType name="COMB_INFODOSAGEFORMCODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
A—= Fa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>



A B ERE o — NiEHR —
<{xsd:complexType name="COMB_INFOADMINROUTECODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— BEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A— HEEOHEE®R —>
<{xsd:complexType name="COMB_INFODOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_DOSAGEADMIN” type="ATTR_UPDATE_TYPE”"/>
A— RELAUHRE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BeHRE = — FME#® —>
{/xsd:sequence>
<{/xsd:complexType>
= MppMEKIEE . SNEREEE ICET AR
<{xsd:complexType name="COMB_INFOFOREIGNMANUFACTURER_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
== MppMEKIEE . SNEREEE OAR (B30 —
<{xsd:element name="COMB_FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
== ppMkHEE | SNEREEE O (REEFO) R4 30 —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A— FiE 1 30 —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE 2 30 —>
<{xsd:element name="COMB_FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= WpMkdEE | SNERLEEE OLFR OMESD) >
<{xsd:element name="COMB_FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A MppMkHEE . SNEREEE O (REF D) K4 GHEDD) —>
<{xsd:element name="COMB_FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifEf 1 GMESD)  —>
<{xsd:element name="COMB_FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifE 2 GMESD)  —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= FEEPERERERI = & o FIE —>



<{xsd:complexType name="INFOEACHMEDICALINSTITUT TYPE”>
<{xsd:sequence>

{xsd:element name="VARIABLELABEL” type="xsd:string”/>

<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE"/>
A— JEFES —>
<{xsd:element name="INSTITUTE_NAME” type="ATTR_UPDATE_TYPE”/>
N FEEREE O LT —>
<{xsd:element name="DEPARTMENT” type="ATTR_UPDATE_TYPE”/>
A= FEJEBHE -
<{xsd:element name="INSTITUTE_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

A— FiE# 1T —>
<xsd:element name="INSTITUTE_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE# 2 —>

<{xsd:element name="INSTITUTE_TELNUM” type="ATTR_UPDATE_TYPE”/>
N BEEFT
<{xsd:element name="INFOINVESTIGATOR” type="INFOINVESTIGATOR TYPE”/>
= 1RBRE(TERNCE T 2 EH —>
{xsd:element name="INFOSUBINVESTIGATOR” type="INFOSUBINVESTIGATOR_TYPE”/>
= 1RBRHERINC T 2 EH —>
<{xsd:element name="INFOQUANTITIESINVESTPRODUCT” type="INFOQUANTITIESINVESTPRODUCT TYPE”/>
== TRBRME IR, JRBAME MRS FE Y, IR AR A S S B —>
<{xsd:element name="PLANNUMSUBJMEDICALINSTUTUT” type="ATTR_UPDATE_TYPE”/>
= ENEERSEE T ERRE R —
<{xsd:element name="NUMSUBJENROLLINSTITUTION” type="ATTR_UPDATE_TYPE”/>
= FEffulE R R 5 —>
<{xsd:element name="INFOSMOINMEDINST” type="INFOSMOINMEDINST TYPE”/>
A= VRBROFEMIZEAT 2 GO —# % FHERERE 6231 5% (RBERSHEMERE (SMO) %) R4, FHTKOZEIET (B OHM —>
{xsd:element name="INFOIRB” type="INFOIRB_TYPE”/>
A— FREAZBERICET 2HEH —
<{xsd:element name="0THERS” type="ATTR_UPDATE_TYPE”/>
A— Zofh —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A VRBRETERICET 2 HH —
<{xsd:complexType name="INFOINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”"/>
A— JEFES —>
<{xsd:element name="CHIEFINVEST NAME” type="ATTR_UPDATE_TYPE”/>
A— RBREMTEOKRA —>
<{xsd:element name="NUMMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
A— REEF —>
<{xsd:element name="GRADUATYEARMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
(I ZEFEFE —
{xsd:element name="CHIEFINVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— BB LB —>



{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A== JRBROHERICET 2 1HH —
<{xsd:complexType name="INFOSUBINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="INVESTIGATER NAME” type="ATTR_UPDATE_TYPE”/>
A— BB MERO KA —>
<{xsd:element name="INVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— R LB —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
== TRBRME IR, JRBRAGE RS FE Y, TR AL A S S Bl s —>
<{xsd:complexType name="INFOQUANTITIESINVESTPRODUCT TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="NAMEINVESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
= TRERGEFAZE, TRBRME FMEERFE Y, RS Y DA —>
<{xsd:element name="QUANTITIESPLANNED” type="ATTR_UPDATE TYPE”/>
A— FEXRMN (AF) #HE —
<{xsd:element name="QUANTITIESSUPPLIED” type="ATTR_UPDATE_TYPE”/>
A= ZfHHE >
<{xsd:element name="QUANTITIESUSED” type="ATTR_UPDATE_TYPE”/>
A= RS >
{xsd:element name="QUANTITIESWITHDRAWN” type="ATTR_UPDATE_TYPE”/>
A= ENN SR >
{xsd:element name="QUANTITIESABROGATED” type="ATTR_UPDATE_TYPE”/>
A-- BEEElR
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= VRBROFEMIZEAT 5 B O —# % FHEHREREN 62381 5% (RBER AR (SMO) %) R4, FHTKOEIET 2 (B OHM —>
<{xsd:complexType name="INFOSMOINMEDINST TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
{xsd:element name="SMO_NAME” type="ATTR_UPDATE_TYPE”/>
A— K4 —>
<{xsd:element name="SMO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A— fFr1 —>



<{xsd:element name="SMO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— fFir2 —>
{xsd:element name="SMO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A= ZFET D EBOFH —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
A= EREFEEZEXCHTDHER —
<{xsd:complexType name="INFOIRB_TYPE">
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="TYPEIRB” type="ATTR_UPDATE_TYPE”/>
A== BN T DX S5y —>
<{xsd:element name="I1RB_OWNER_NAME” type="ATTR_UPDATE_TYPE”/>
A— IEFEEZBROBRBEOLT —
<{xsd:element name="IRB_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

- FrEM 1 —>
<{xsd:element name="IRB_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriE 2 —>

<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A— A —
<{xsd:complexType name="ATTR_UPDATE_TYPE” mixed="true”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>
{xsd:attribute name="STATUS” use="optional”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="UPDATE”/>
{xsd:enumeration value="NONE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
</xsd:complexType>
A—1ma (EFEFH) —
<{xsd:complexType name="ATTR_ADD_TYPE” mixed="true”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>



{xsd:attribute name="STATUS” use="optional”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="NONE”/>
{xsd:enumeration value="APPEND"/>
{xsd:enumeration value="DELETE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
<{/xsd:complexType>
<I—— IHH NOVALUE@#EfS& ——>
<{xsd:complexType name="ATTR_UPDATE_NOVALUE_TYPE” mixed="true”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
<{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>
{xsd:attribute name="STATUS” use="optional”>
{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="NONE”/>
{xsd:enumeration value="UPDATE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
{(xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
<= NOVALUEJ@: —>
{xsd:attribute name="NOVALUE”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
<{xsd:enumeration value="FALSE”/>
{xsd:enumeration value="TRUE"/>
<{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
{/xsd:schema>



(Bl 4)

KRR —E
FKH R4 B PNEZ S & PNEZ S
010 | BREFKS 330 | BERBRE 650 | 4lEfRE
020 | BHFEHKRS 340 | maKE 660 | AITEKY
030 | BkEKF: 350 | MRS 670 | REBESIERKY
040 | NERKE 360 | HEERKT 680 | HAKF
050 | AR 370 | EAEKF 690 | AARERKS
060 | HFERKY 380 | ALIRERIKE 700 | BARHERAT
070 | BIERY 390 | PEEERKRE 710 | BAKYE
080 | Koy KR 400 | WHEERKSE 720 | ERERKT
090 | BIKRY 410 | HIRERKS 730 | SEERRY
100 | KBRERZEER K 420 | BIRRZE 740 | JLETRE
110 | RBsERIRT 430 | ERHEKS 750 | IKERF
120 | KBRALKZE: 440 | Wk 760 | fmHKFE
130 | KBRR% 450 | BMKRZE 770 | @R
140 | RlLKR 460 | m~YTUTERKE 780 | fAMKFE
150 | &K 470 | THERF 790 | MEESLER S
160 | BREKF 480 | B KFE 800 | HEHERKY
170 | #ha)IpR R 490 | BRRY 810 | BiffEERIKRFR
180 | &RERKY 500 | fRKY 820 | Al ER AR
190 | &K% 510 | #OERYE 830 | iKY
200 | JkERI 520 | FRERER RS 840 | MAMWEKT
210 | BEWEERKE 530 | #UERKE 850 | —HKY¥
220 | dLBEK¥ 540 | BUHRIRS 860 | HIFEKYF
230 | EERKF 550 | HUTHBESERKY 870 | MMEKE
240 | JUHERRS: 560 | K&k FERKY 880 | IEK
250 | UMk 570 | BRKY 890 | AKX
260 | FHKRY 580 | BIRKY 900 | ALK
270 | AEBASLERRS: 590 | ®ILKT 910 | MR
280 | HFKF 600 | fEKF 920 | BRERKR
290 | LMWKy 610 | HiERKRE 930 | kLIRS ER R
300 | REARKS 620 | BEUKF 940 | EBREFELRY
310 | ARARE 630 | WIKT 950 | HALERHEE RS
320 | BEEKRT 640 | RIFKT 999 | AHEDOKF

1) REOAFPELSNIZHFOBBIZ LY

T DAMB LV ITFBIEOARICHAE A TAIT D T &,




= % T &
456 44 8 H 20 H

2 BACREASE  fEp

[l

JE AR 5 B4 155 R 15 5K i 3 A A B AR

=1

TH BIRER 23 L XK 95 & T 2FIC XK 2FMITHR 2185 O FHE D
Jia A2 B9 2 B D 2O W T O—JEIEIZ DWW T

FRLICOW T BIIRE Lo LB 0 | SHEE AR A A TS (7)) Ky Tk L%
L7z T, FHERSBEFIT LA E £ X o iRV £,



= BRIK TR 0820 % 2 5
A Fn6 48 A 20 H

HWEMREETER (B) & B

JE A S5 B 1R R I 4 i e A BEER R
( N Fll ) I )

(B IR ZFE L Lo & T 2FIC K2R DIREROEHE O
i B4 A B D2 O W T O— ek IEIc oW T

HOWEBRASERL XD &T 282K 2R IEBROFE O JE HE IR
HEARNMCOWTI, THBEREZER L X9 & T 2FICL DR DIRBRD
A O J H 2 %#éWﬁMLOwTJ(Aﬁ2$8ﬂ31ﬁﬁﬁ£$%%%
%mﬁﬂl%Ei%@%@%-iﬁ%iﬁ@%%?ﬁ%@ﬁ%@ﬂoUTF%E
BEI] LW, ) FEIZEIVEBRLLTWSEZATT,

S, FREREAICEB T 2IRBOHE OB HIZONWT, ZOBHENO—HE T
FLO LBV D FE LoD T, HENBURIESR K ONEREEBISE IR L CTHEEW
FEETLOMEEEROET, REZOBRE@RMIIBIRO EBY TF,

. ABHOE LIZHOWT., BIEEOBMRRA. 37T EEE N E I 5, E
FRIRA TS N OB G IEA /58 T2 5 DT, DO LA ET,



Al

PELLEI A IH
Alas 1 o (4) IRBREAE, IGBRERRGSHESE. | (4) IRBRERE, ImBE AR,
5. (4) | 1RBREEARSAE S ORE TRBR A S AL AR 2 DR

F i LR IS B IR RO T
EANFHEZFE B, &8 Hlci
WETLZ L, ok, HAELAUCHETEOY
T EWRE BN D ATl IER 5k EE
ANFTHT L, 2L, VAT 2 —3KE
O EREEE Tl 5 2 & AN
HDIZHONTIE, TEMRERE D GAE
SNOBEEZFLHETHZ L TELK
TR,

BB T R E SO TR P LR EIC B W
ThE, EBICAF, H/H, UL OBEHE
L7ciRBRfE oK E+fE GIE. &
&) ICREET L L,
CHEMREERBRE I CB W TGHBA T
BT EAT 2 BB, 1S 720 oFIfF
BEZMEIR L9 2 THREE DR
HITHZELETELIZRWI &,

¥, 1RBROERIT > TIREREE 3D
IR 6 A Wi sl W ek e Nl 173
HEICRDZEEOm TR E LT
HThHI L,

Fio, CE GRS ORI T

FXTEBR P IR EEC BN TE, FY £
J O NIAGBREER D2 (AF) | E

AR OMIR, FEFE U 7o Ko | I ReE &t

BEDOEFHEZ AL TH XV, 2770,

AN ENTHREIZERERD S D% E1E, 16

BRUAEF IR SR T 3K T & D FEA 2 5K

BEOWEEZRDDLZENRDH D,

FE i ER LRI BT DIEBREE D
EAFHELFE GE, &8 B
HETH L, b, HEERUOHEIED,
IZ P EWBRER DA CHIER RS
AFTHZE, 2EL, VAT 2 —3E
O EREEE THT 52 & BARER
HDIZOWTIE, TEMBREED HA8E
SINLHFEEZTHETHZLTELX
2RV,

BB T e EFSUIER P LB FEICR W
TiE, EBRICAF, A, FEI L OBESE
L7 o E& = fE FEIR., &
&) NCiiEE T L2 L,
CHERERBREICB W THEAM T
BT 24T 9 BAIIE, 1Y 72 0 oFIRF
BEZMEIOR L S 2 TlEZE#H
HITLHZLETELIZARNWI &,

728, TRBROFERI - TIRERfE A3 D
A BEI\CEE N U5, Y
HAIRDZELOEMHITREAE LTR
WThbHI L,

Uk




IR

A A SR G A2

A AR T 3642
KEMFEREE T EHSTEHPITERES
— A R N R S R A A 2
ANIEAERITEN B AR ER S
ANaEAEEITE N B A B R
INIEAERITE N B ARSEAIRR 2

— AL ETE N B A e SR AR 2
ANEAEETEN B AR #E S

— e AEEIE N B R CRO 5

H A SMO #h&

— AL RE N B AR
INIEAERITE N2 B AR =

— AR N B AR ERE AN
INIEAERIE N B NS RHE T 2

AN EAEEITE N RE B IR ik s
B FBIRTTEURAE B E R
GRS @ ERE RIET BT
Bhfia N FHEE R e e

H AR Bk 2 A S 25 P 95 e i B
fRE RS A S
EFA%EFHAESS

— R HVE A BRI 2

INTEAERIE N 2 E E R R R 2R i i =
EEARERFMAESS

H AR+t
PSEATEOE N G785 (R 2 i
BSEATBOE N E SR B

BNEAT B N Hiuel 2= 1% RE HE R AR



NS

HAMERO0831H1 15
4G fn 2 £ 8 A 3 1 H
[ E]Sf448 H 31 H
[—¥ekiE]SFn 543 A 30 H
[—¥fekiE]SFn6 43 A 29 H
[—¥FeiE ]S Fn6 48 A 20 H

HAERREATET (7)) & OB

JEA G e - AT AR SR R SR AL SR AT PR R
n L ) 7S )

—~

H OIRBRZ E M L K 9 & 28I L2 FMITAR D168 O FHE D
Jea B2 2B 2 Bl MZ o T

SISO T, TRER R M ORI K OMEE I & > A SEBURE 1 O — T & 14
HIEFRO—FOREATIZOWT ] (CFERK 15 425 H 15 BT EIEIEE 0515017 =5
JEA G R, LT @) v, ) . THLIRBRZIEE L X
9 ETHHIZ K DEMIRDIEEROFE O Ja BB 2 B Wz W T (OF
B% 25 455 H 31 AAHTSEAEAI 0531 5 4 52 E 5@ 3R A N R A Eg
s, U TR VWD, ) TV Fi->T&EE AT,
A, RIS, EREREONE., AL R EMEOMREICEE T HIEH%
D—H & W ET HIEFROIITICE O BRE S ORMEICET 245 (B 244
JEAEGHBE S 155 ) ORATICE, {RBROFE O Ja Iz >\ T & DR
D—HETFTROLBVLDE LD T, EENBIRESE K OEFRBERES I L
TREW =& 9 K0 R ERE T,

2B, AMAFEIH 1 HURE, BRR@EMIT., D448 H 31 HIRVEEIL L %
R



s

1. IRBROFEZEOEHIZ oW T

(1) BOIRBRZEML XD &3 2580, ERML, EREGEONE., Ak
O VEORERFICBE T 2168 (B0 35 YRR 145 5, LUT TE3E%IE)
VN, ) HB0 D 28 2T KLUV 80 = 3 5 4 B TN RS, R
IREOWE., AR LV OMEREIZB T 2 1EA I THA] (FEFn 36 4
JEABSE 15, LT TR o, ) 5268 FOBEIZL D, IMNIATE
ENEIR G ERESSEOEME UIF TPMDA] &0, ) IZZEDOFE %
722 U S 2V ERIE, REEMILO (2) OF OISR T HEREEIC
RO THD Z L,

F7- IBBROFES O fE B ORI L 5, JFHIE U CIEBRER

WEZ L ETHED 2k,

(2) B 269 FZHOHFEDOERIZOVWTIL, UTD LB ThH D,

PRI LT, MO R L SN EYTH Y | LB OBRBRKEHZ b
> THFEEY ORGERTEAR R Z AR E T2 b D& ad, 172 2 R
&, TRBRGT I R IR DY 1 SOLEE IR Z OB A L 5K
DRIRIED 8 2 5B 113, B IR 2 4 28 2RI L7z 1 > OB
ZFET,

£ UEIRBRORERART 2 b > TRUEHUEARE R 2 B & T D R
Pgs (LT MEERRY ) Sv o, ) RUWARFRSER G (LIT TR
RAHY ) o, ) 1F AmE O THEREK ) L REROBHRWE 425 2 &,
*  VRBREIHEEFHICFE SN EY D O b E L REOM, JFHT 2

FWETH > THRETTARFFHE2ET D b0 Et,
@  TRERAE IR

TREBRAE P &3 TRBR I M 718 2 3 W TR D A 2 K Oz e oD
A2 2 & 2 HUE S 7 e SRR ORHIEE, R 2 2 — B
A G35 2459, ok, MBRMEEIL, € OEDRKD OERNSTOHAGE
DAMEIRIDR,

£ 7o TRBRIENE R E 23\ THBREE O A M M OV 2 ME D FFAM L2 A
152 e S ERES (BT HRBREAESHES) Lvo. ) K&
O AR (UUT MEREMARMES) Lo, ) 220 ThH &
WO HEBREEHEE) LRROBHFNE+5 2 L,

) ZhaERTREBRIC ISV T, JFAL R IR 234 R E R R & i &
Toletk, —ORBRGEIHEEZEIHL 2 &, ZOBRE, BHEOMIZITE



HAREF OB T L < IBREEEMOTLHIIAELTH S, 2B, A
BRAIE R AR L TRt a2 M4 2 & TE R0 R BROHEEN D
D% AT, FIRBREAEEM, ZHRILFRGRTH L Z LB bnb L oI
B L Cehnenmits 2 L,

(4) BEROFHmO R Z L=EE, HAEE 270 ZoHEIC LY E5E (1) O
HICRAFIHAEAT L& T B (1) oIR8 EaET L, &
L<iEpiELZE x1E, TONE, HEZS 2 PMDAIZmITHS Z &,

(5) BEIZOWTIL, ATFTOFEICESEIRET 5 Z &, &, Ao p)
AR T KO 2 2HWAS Z &,
O WHEEBETT—X AT LERRALEF Y T4 2
PDF 77 A4V (XMLZ77 AV TIRMHTHZEDEE LW &,
HEEE 77— 2 VAT LRI LERET 52 &,
@ &wO - BREEN
PDF77 A4V (XMLZ77A NV SETIRHTHZEDREE L) &,

CD—RXIFIDVD—R (BLF IMBTFEAR] T 5, ) T LIEN

THI L&,

OO FTED A PMDA [ZHRH L2 i £ L OVPMDA 225 DZFE A — )L
Z, IRBRICR D CELE LTIRIFET S 2 &,

QO FIEOSHE, JmE 1A (D &b E D HEREDIERR 7
B S, JREREE R OEEEEOEE B AT 0) ZHERT 2
HT 52 L, YiZmE LKE O 1EIZ. PMD ADOZHA A E LR
HFICIKET B2, PMDAIZIRE L7ZJEEOEL L & HIZ, 1BERIZRD
LEELELTRETDH L,

(6) IBERFERES OB HFHOZFEMZOW TR 1 . BFEAD AR
WZOWTIAR 2 . XMLICGEOHEER (A% —<) [T TITHIR 3 I
LBz L,
2B, XML TEOHEER (Ax—~) ZOET7 7 A MOV TIT,
PMD AKR—AL_— (https://www. pmda. go. jp/) MHAFAHETHDH 2
L.

(7) EHEFICOWOX, BHOFEIZS T, FAlE LTRICE D Z &,
O EEREHEEE REmOBREERE 1)
7 WEEHICAR D IEBROEFHEA 30 HIREORR L2 D B DITHOWTIL,
TRBREARMUEE 7 & OIRBRIEA T T 7€ H T H IR O 7 7E H o/
2 EH 30 HELERNIZRITHEA Z &, 7o, YiZmtz LA 6iE



FL T30 HZRGE L2tk TR IZIEBRERMEE L S IEREEZ AT L,
ST ML A Tl L TR BN &y,

A YR IR D IEBROFHEA T 1235 O B R R K OLE B 78 &R
H5EE D72 OIEFR L 2MERB O FEHIZ DNV TOHA X A 1220
T) CFpk 22422 A 19 BAHTIERFEATE 0219 55 4 7524 T8 E IR
BMRAEEEFHBEEEN CTERINTWL YA 7 8 F— KRR
ICEM T 2,1V TE, EEEEHEE & o T ERNFR B o7
<LH30 HEERZBLE LTRITHD Z &8 L, YikiBkmi iz
HIEBRIC DWW T~ A 7 1 R— XKL O T H 2 1R8O G
|23 30 HIEDOM R EMRD Z b,

v BAARIER G ITID HAVTW D IS e ORI s i 7o 4ER (O E i
HRFEARRE A G, ) 252 DN TWBEIEL (DLTF TEEAZRIESK L5
EVVD L) EEBIAD K OB ERREEANE T H DA, Bl X s Hili A
JGHT 5 2 TR L E OEFIF AT L HESEE2BRIZT 5
ZEEBEME LIEBTRATEORY D 5 B H Ry B NET D DR
FIRRFHT X 0 BRIy DRI i SOAEHIERAL ~DRATIEN K & < Hp
% EMEINDIEYE R OZIERE R 25A 12X, ERRT L RERIC
IRBRGHE 2 R T H 5 2 &,

T ERERT ~ T LA OB EEEICOW T, JRBEREEE D DR
B AT T E B XS AR O E T & H oAb 7e < &b 2 MR
FHZELTmITHDZ L, 272 L., SUiZm iR 2 BB O E 235 1
FRBREFICHZY T 258 ICBW T, 20RO W TH BT
HDPMD AIZHRT HZ ENEE LYV,

@ RBRFEZEEEE (REmOBREEERRK 1)

7 EBREIEEEICEENECLGAIT, FAIE LT, nREtEEE L
WCAEERNI | ML Z &,

A JREFIC 30 HFAERNR ORI ZBENT 25505, Yt 28
L7 IRBRSEhE R E CIRER 4 i3 2% 30 HUL ERNicm i s 2 &,

7 30 HHZE R OWBRIL A BINT D 5A SUIARFRIC B TR e
MNP ERE ST RWRBREE S B2, ) ZBINT 5
G id, YRZpB OIS RRIR R 3R (BBRIE AR <, ) 2Bl 7=z
BRI EE TR A £ 2 2 BRRERMIBITHL Z &, £7-,
HE I EIR B2 AT T 58546 BRI EIRBEZ LT L IRBRE
fastEE TR A Ehiid 5 2 WRRERNCE TS Z &,

T RICETH2FHIZOWTL, ZEZE6PAZERE L TE LD TH
THAZ ETELIARWNWT &,

B, EOIBBREHAERELEITHTHD 6 AR T 501
IR TR EXXRRTIEEEZBITH 2 EA. TRETIIREL

=



T AEFREIZOWTE, /B TEE IR IEEEPRICFE L., E
THAZ ETELIXARNI &,
FRED BT & (o 7 W BIE FT X3 FEFT O 44 B8 K OSFT(E il Nz
¥(FHa— FOER
- BARERFGTOUIEIL ) — A RLOEHE KO ] ANREEDFE
REOEE 2 DRV MOV EOE R
i A e [E 0 G ZEF DAL D Ir D ZE T K OV A G [E T O RRFEL O
EREOFREOEE 2D W EFEOE R
TRBRRIE RO KR4 L OB DA &
TRBRFRIEZ B2 ORE AR E T O BIBRIE QN K4 . PTE RS K O )8 o
Yl
168k D F2htE O Mg OB BRIC BT 5 B O T —H 232587
L3 (BHIREBZIHE (CRO) ) ORA, FEIMUEFLT 5%
P 0D 28 TN ONS BN K OV B
1RERE M O KA M OMEFTOEH
S EFEORA, TR, i s KO F AXE S XIA—LT R
L 2 OB RTEME OHIFR (%O Y LE#iEn L vd &
I IRH 2 L TR Z &)
FEha =SB DA R - TR B X OV e - (RREFFEEFOE R
BB E(EER O K4 DA E
1RER O EHIZ BT 5 B0 — % L= ERE O Z5tT 58 (R
Bt 2R (SMO) %) DORKA ., FET L OEET D RO
AL I AON NS ENIIDAAONEZS
IREREETR B O EE DL FR L OFTTEHI O ZE TN ONZ B R DY
HiIBR
4 1BEREHE O S HEIEICOW T, F O FH O M EEME O A B % R
Lz, EHHA XY P FEEZBRZICEYMICABELEZTY 2 ENLEE
LWz &,
7 EHARREOZ LI RBRHEAERECRIFHOENEZETH Z
& (JmrHRERZ OFTREREDOZEHIIFRLS)
7k, ZhaHLFENRRICB W TRIARERE N R 21T o 7212, 165
AR 2 BN SOTHIBR T 28501, | HAEE NG BREHE AL F E £ 4
JEITH D Z e TELI AW &, £70, IRRELEA OBEA TIRERET
WJEDOBEHN R ENTWDEHATH - T H I EE 2T TR
BREtlmEEZ —DICE L O, FieRIRREMLEMZINZ S & 21X, 1653
HEEZFERECCRITENT LW &, 72770, HAIE 260 445 1 I
HLE S e FHE CYRAIRRGET B A HmE SRR O R WFIIZR 5, ) 23,
BEIZ I STV D YL sk L [FRR OIRER OFHE & [F—Th 555



AIZBRY | MELIRBRGHE A T mE ORI X 0 IRERF I O J| H 23 7 S
TR EINDIEIHEETH L,
¥ WRICET 5 FEHEICOW T IR A T mE a2 % E X7 <,
BB TIREIERTIEEECTCELEOTRITHA ZETELE R
7200,
RREHEDO TERMN (AF) BEKROTEMHRE I DOLE
1BBR Y ERT O K4 OZETFI OB &R OWIER (7277 L. 1585
ERIClI7e o e B b E T X COBROMER O K4 % )b ) H
52 b IBRPICRAICEE NS - IR HIEMICOWTIIE E%
DA ZBITHAZ ETEY, )
7ok, IRBRHICIEBR O HIEME R OPEH 2 KD b =855 1213 R
TX5H L9, BEUNZEHEHL T Z L,
@ {EBPIEEE REE OB 1)
BB E Lz, BRI SN -8R R s = &
@ JEBK T EE (REE OB 1)
RREEEEZ LIS, BBV T LIS @R BT Hs 2 L,
728, S L FENEBRIC B W TR MAREE D M 2T 72856, 73T
D FhE R EFEEE TR T LIRS TR raEx2 i is 2 & T
LI xRN L,
® REBEMIO (2) O7 OIZHET 5 BAICFE T HIRBRICB VTR
BrRBALAT: 30 HLANICIRBRETRI OB 217 5 &a 1. 1B B £ Tl
ASBA OB 1 ZFH U, E3RRE GRS RIS ROk
ETDHI L&,
B, EBRHEOBHLENCEER S 2581, BEEKTHZ &,

(8) IAHEEHZ YW TIL, JEHOFEIZN T, KAl LTRICE D Z &,
O (RERET ) E
7 30 HIEXR LD MBS T REEEHL, OBV THDHZ
.
WRLIRER O Ik 2 B2 IEY Cpr L7 B R 25t L7 S0
TR IR I i F o)
AT F—L K3ty MIHWL DA SCE K R ESCE
(ZhEx LFENRBRICIB W T, ZNE N0 FEHE EFHRE TR LA O
LOPHNONDIHGAEICIE, 2025 —2%2RIT5Z2ETELX
2N L)
SEGIR S E O RA JRBRIEMEFTHMEIZ IV T, AEFIHR SRR
REFHENHFICHARN DG, BHIARETHLHZ L, )
RATOIRBREMEE (72720, ADIRBMAEML L5 &350,



TRBRRARHEE D DIRBEM EE 2 ATk WEEIT, B S %
Fhi L KD & T DF D LB ATERICH N DIZH 70 gERIED
LM HIRHSED L& 2 DGAICIRY . YL R IR o 1R 5 S-AY 5
ROV | YA O SR OFFRE R A Rl L7230 (T
LE A F a2 —T 4 — b PR E) LT TELIAR
W, 2B, TR SUE AR T LA IR E L0 EL LD
BTN THZ L, 72, IBROEMS BV CHLEARFIEN HA
FETCTENINTWVD L ORI TOIUE, EXTHAL, ) |
BRERIE LIS DIRERE IR 2 Fe B OB 20950 L & Gl U 72 3GE
(RFACE, A v B a—T7 5 — A, FITERSTE) ok, Filiés
LERRHTIBEAT. BB E LD ELLOETCHRMNTHZ &,
Fio, BRI OWTIE, BEIDL L TROEGRZIRMNTDHZ L,
DNA SIS (28 550 A O M & OVEBRIZ B3 2 &8k (1 1%
TERIFEN AU A7 2K 5 72 0 D E IR G o DNA SO (25 BLR0M:)
R DOFAM KL NEFLHT A KT A DN T O—HReIEIZ- DWW T
(R 30 £ 6 A 27 AAHTSEASEFRIE 0627 5 1 52 A J7 A E3K -
AR R EAE R @) S8R)
BRAL S =Ml 2 VW CllE S 7 ooy B E SRS o VS
2B 5 &k
(7)) OQ=DEEICHRMATREERHL, ROEBV THDHZ L,
WELIRER O FE N & BRI E Y & LB A R L7 S0E (FiflE]
Jei A LR D 3 72 70 Bt SR ) OME S ORI B3 o5t 2 & de b D
ThoHZ L, )
TR IR I Jie F o)
AT F—L K3ty MIHWL DA SCE K R E SCE
(ZhER% LFENEBRICB VT, ZNE 0 EhEEREMES TR CNAED
LONHWLNDGAEITIE, ZO9bL—D2%2IRFTT5H5Z L TELX
2N kL)
SEB SO A (TRERSEHE R E 2\ T JEFIRE I FdE
NEFHEDPHDICHAIN L GET, BREITIAETHLHZ L, )
TR EE (72720, ADIRBMRAERL L5 L3758,
TRBRSARAEE 2 DRI E A AT K2 WGEIX. B O E
Fhi L KD & T DF DY TERICH WD I2H 7 0 fgERIED
GRS EEZDHAICIRY . Uik BRIE o 15 BR S 5
IR DY | UEYEBEEORF ORME M R 2 RE L7 S0 (RA
E A A a— Tk — A M) LA ETELI AR
W, 2B, TSR T G R E F LD ELHD
FCIHRMT DL, T2, IEBROEMZ BV CHE/RFIEN HA



FETCTENINTWD LONIRM I TR, X THA[, ) |
BRERIE LIS DIRER B FHFKIZ AR 2 Fe B OB 20950 L A& Gl U 72 3GE
(A0, A U Z B a—Tr— A, i) . 2B, Filvim
LEREHTA2EAT. MKE L0 XELLDOETIRMNT D2 &,
Fio, WEEKIZOW X, BEIZSE U TROEEZRMT D Z &,
DNA St (28 550 A O M & OVEBRIZ B3 2 &6k (1 1
FERIFEN AU A7 2K 5 720 O E IR G o DNA SO (28 BLR0M:)
R DOFAR L VEB T A KT A 2D T O—HekIEIZ DWW
(CFpk 30 426 A 27 BAHT3EASEE I 0627 5 1 S /2 AET7EE RS -
TSR R FER SRR ) &)
B IRBREAEZBE OB LE, EhEFEHKEE O R ORAREZEDOIRMT
IIRETH DN, EHELDOERRBROEROILEIZE T 285 (CFk
IEEAESE 28 5) &5 16 =D 7 DHEICEIX, HOLMLLD, A
BROFEHEIZ DWW CEIEEFHRBEOEOKREH T MLERH D Z &,
© IRBAGHHEIZ T
MBS U, AR HEEIZET 2EEL
B, (7)) Q4TS T BHICHOVWTIX (8) O7 %, (7) @v
YT B RHICOWTI (8) DA IR ENDIEEZIRMNT 2D Z LR
HWCTHD,
@ IRBRH I mE
MBS U, RIRBEARICEET 2 &k (FIRICE D £ TOREGIEHFICEE T
HIEREZTeHDTHHZ &, )

(9) BB RE 5 2R H 4 2581218, |t OBRICE F Rl OB L7,
EHEHTOIRERE 7 FE 5 Tl H B - glalE HZ A&, BROMR &7
2 IRBRETE S FH O i I A L U 72w 2 | EOWRME R & LTI
5Tk,

2. JRBROFEITIRDMEIZDONT
30 HIE DX G L 72 DIPIZOWTCiE, REBMIIO (2) OAIZXYiE
HMENTEZATHLN, WORITEETHZ L,
(1)30 HIED XS & 72 D3 1%, IR THBRIRITAR D IEBR DR D 5 B
WK 2 AR B W THIO CTAICEET 250 THLHZ L,
O BFAREIRGS LGRSy N 72 23 (k. ~A 7 1 F— KRR
BraFH L= a it~ A 7 v F—XERRBR ORI %Y 9 5,)
@  BEIAREIEIRGLE & AR NE—DOEY Th > TERGBRENERD b
D (FEERBENF L TH-TH, D 1. (7)) QUICELTILDES
ie, )



@ BEAREIEMLSE EBIRSD OBEAEIENER LY (ODRVOIIRT
H O, FHPMLGEFERAEAA E U CRIEIRCARREEZITO 2 L2 TE
LTWBH DI N EFER AN OEIS & U TRERFEAGEREZ1T 9
TEETFTELTWVWALEDERL, )

(2) BEOWWBRAZFERL LD &T5HICLDIEEIZH - T, IBROUKIEZ L &
7 LT DA & o TREICHENE S N7 IBBR & A RNk oy o OG-8 88 3 [/l — D
BB CTH - T, LB E i S IR OIS L 3% B DIAER & £
L&D ET2HICLDIBROIBBERBEANF—DOHETHLHEERE,
30 HMADOXRR LD Z &,

3. BFEH I EE (REmoOBHEER2)

BB O 2 JR T - R O BRI W T Ik T 5 Z L A RE LT BE
IZIE, REREM 2 < | ERBERLFEAEHRESL TE LTPMDAIZET
o2 &, mMHFEIZOWTIE, IRl 22452 L, 72, P IEHEE
= BARBIZEAT 5 2 &,

4. TRERO FERRIUE DOBERIZ DN T
TRER D FSEIRIE % 55 = F (2 &M L IRER OF IR O fR 2 ONEMEARIC
BT 57280, IpEREHEEEZ R M5 E i, ENORKRE 8k
#— (JRCT (Japan Registry of Clinical Trials) ) 245 1E5RIC/R A TEH
(RPSRPR IR - ERuEIEIER - TRBROBUREE) IOV TRERT 52 &, BEAE
HEOFEMZHONWTIX,  TRBROFEIRILOBREKIZHOWN T (FRK 30 43 H 26
H AR 38 0326 55 3 75, W24 8 H 31 HUWIE) #2452 L,

5. ABEOwEHEFHIZOWT
BR2EIH 1 BURIZETHIEECOWTCHEAT D Z &, 2k, 5fn4
F£8 H 31 HE TOMIZKERTIOFNZ LV BITHTELEX AW &,



(B 1)
TRBR G0 JE =2 o | HFIE

IRBREE R E, IRBRETEA B mE ., IR T aE L R ILEEIC OV T,

JFHIE LCR—#ERTRiITHs Z & L, #4 T 2FHEIZOW CRLESUIAS
(LLF TREaEE ) Lo, ) 775628, AT HONENRWIGAEIT, EMET5
Z &,

AR ORI 1 T 2 ZHWD5E T, HEICHT 2 ANTFHEIER S
DB BN, YZEE 2EM L7 LT HA Z L DIEFE 52 #EE T L
TRV IELFELHEETHZ &, 2720, 5. FuEREEREFRIC O W T, T
ERHEEI T L OFIH ] D [Zofh) £TE 1 o8 LT, EFREEHHRI & Iok
DIRLFLHEFETHZ &,

BAFFIEEEIC OV L, BYTHOFHEOAZRLHE LTFERE T2 &,

JHEIEDO Y BAEA B2 BT H2 bW TE, BEZHWL 2 L &L, F
A 8HT (yyyymmdd) Tie#&E4 52 &

BBRHEBEATEREICOWTL, BEHONFELHETH L L LI, BERS
LT hBMmy, TERE) . THIBR o, £F4EH A, ZFEE (200 FLIN)
ERHEETLIZL, £, BHUANAOFEHIZOWTH TR TRMETLH L,

7ok, REAOBFAEN T ZHWDGEEIIE, BETHHAICAFEHE L
ICETERX Sy, BFEABROEFHRBZL#HET DL,

EHEABIZOWTIE, BEZONETORM (TE) BEER (7iE) FH
HELCRLEETHZ L,

1. HRAEONR—T 3
AREHNZFEDS SRR TR HEFZREHET L 2 &,

2. 1RBRE HIm
(1) FE7=HHBRIEOIEERK R

O FEHHEREORBRR DTS2 ETHZ &,

@ IREBREBEMESUIAOEBREZER L X5 & T HEDNED IR
T (TNT7 57Xy F RO T-OMAEDE TR 20 HTLIN) &2 AT T
FLEET S Z &,

@ IRBREFL SR, TRR@ZEBRE, [F—OAIRS T3 LT, Fl—Diakk
aFE s A WD Z L A2 FEAE T, BT R RS A A
HHEIE. BEREBITHAEEIC T, BERX Sy, BHEHH, ZHEH
LN THZ &,

@ BHRREEN B HEREICIT, Bl EEHWD Z L, 2B, BRICIRER



FHEI O J| M T o 728K (LT T A v o) OO -OIZ,
Ji YA & [R—F 2l 2 5 2% 58 0 B /e 5 8K 2 v Tl &
ITOHAETH- T, YA OB EZIT ) BN WGAICH - TE, 4
BRI OIRBR Ry Rt B m A S R & L B R EEAIO n[mE & LT
BERHEZBTHD ZETELIZARNWI L, ZOHEAICH > TE, nlHl
JEHTIEH D0, 30 HIlEDOX SR L7 b Z e, AR@EHO 30 Hi&ED
KR LR DA DR NTHEC TR AEITY 2 &,

ABHOFLO 1. (7) OIS T 25 AITIIMEARER LS & (3R
OB R T ETHZ L, £, HERENFE—Th o> THMRA b
F% T HER OVHEN B2 L 8-H OS5 %, oEsksTLeE s LT
ELX xRN L,

(2) 1BBROMIA
AT ERNT [2) EEEETLZ L,

Tl

(3) T2 WBREOME S HZ &5
F 72 B BEERIE L [F—IRBR R 5 R 5 L2 AR D Bl O VR BR FH I s S O A
FERREEHET LI L, O IFHEOO—OO0O00%F] i, TOO—000
O] XF TOOOO—0000] O LI ITAHTLONAMA A 7 % Hn
TREHFETLHZ &,
YLmENYIE OIRBREEEEICE YT 258110, EMET52 &,

(4) FE7=2#EBEofEEHED R
Fo72 B BRER & [A]— TR BRI S RL 5 (AR D WIIE] O TR BR G Tl i 2 55 4 Ja 1 H
TAEA A 2RSS D 2L,

(5) T HHERIED fa HEHK

T DHERIR L [ —IRBRA e B IR D IEREE fE E (A W a ES TS
FRRV, ) OEEOBHEEEFEET L Z L,

k. BEAGRESR IOV CRIBE U0 R 0B INSE O A GREIE O — 2
FAGRHFEOTDIZIRREZIT HOLAETH - T, DIANT Y% ET 55K
AR DIEREIEREZ R TH L2 &3 585120F, EE TR EE (Bl x
X, LARTICEE 10 OB 1T > TWAEEIIT AT T 11 &5
THZ L,

(6) s B 15 5
WA TR EOBAIT, EMET 5L,
AR T TR B, TRBRAE T R AR T I B OB M KIARE



i DA 2 AT RO, 7 2O TREHET D 2 &,

(7) HeziaBetmE HaEH A

3

BB R & ARG A EEE, 10 T RE AR IEEEIC, 5
ARIRBRET IR O | A B 2R 0 2 L,

FT PRI B 5 i A

(1) JaHFH A

YHEHOBEFER B E2REHET L L,

(2) ok

abRetmfE) . N mAEm) . RB&E TE) . RSP IEE) |
BARAFIEE] OWThEit#ET 52 &,

(3) ZHERHK

TR B UG B2V C L TABREES 3 2 & 2 {TE] F O R I b7
B, TR IEE AR RS T 5 2 L

(4) JaHxsy

30 At & ofgEx 1)  Ammoito 1. (7)) O=kVO@ Ui
W AREIX (2] . ZoMoEEIT 3] 2HARFTRHETLZ &,

(5) E7-AH8R3D 30 H A xS HRER I X 45

R E IR DIRBROFH I CTHW B D 172 D4R 2Y 30 H A D X[ 5
ERDEAITIE. YR HIRDIRBRICB WD THR E SN DHBRIED X 5y
WIS T, AR o TErEGRE ) U DREERBLAA OWvwd i
MEFHEHEFET DL L,

T/, FEOFE4A A 1 HUMBH IS EHEOG L SN 9BRERIci% s+
HZH0D9H, D TORETH > T, B YHEHBREICHOWTIER (&
BROKHZ LL D ET2FICELDIRBEET, ) 2L L TV, Yi%ubi
HIZOWTHID TAICEKET 2 H O TRWESITZEEME L, Mis ) Wict
DEZFHFETDHZ &,

(6) HikfFEH

BB 1R E 2 | D BRI, 1RBRO k] (P Ik 2 IRTE L 7242
H) o PikEE (BRRID) © T OBOXHEIREL (PR 2 RE L721% DX
Wiz BARIID) 1I2oWCRiHEET H 2 &,



(7) F7= D HRIEDTRMEE D4 FR K OFTEHE

TRBRER L 0L L OIITEM 2 5Ll 35 2 &,

Flo, HEEa—F (94D 1, FARTTHRESE TS L, B, 2—F
TSI TW R WG T CRLE S 5A 1213, L Loz H LT
HEHZIZHH-TITT 3MZ 1999) & L., HIE EOFFrIZ2H LTV
HIZH o TiE 1999999999 &4 5= &,

F 7 BRI ORUEF P ERIERES Th 255 1E, EREER DK
% (ENTH - TE, AHEOMREFORA) | EFr GEACH - TE, E
7o D FHEITOFTER) Z KNS TRHEETH 2 &,

(8) FET- HHBRILD LAY o OV B i

F 7 DWERIL D R OV EICOWTREETDH Z &,

4%, — %4 (J ANXUEZ I NN) Atdis (54 ROAAL) L,
— WAL ISR E S TWRWIEEIZIHb P4 (54) 2% T52 L,
SR AEY T 0RO ERE (1EFOOL LTOOng) MRy
HEDTHEETH L,

F o, TRERIRY A a— FERIZTAARER TN ED D 2 — RIhE-> T
FIE 22— K (4H47) O 5 LOBEOFERT 2 M a AL F TrdET 52 &,

(9) FE7=HHEBREORE kA

T2 DO RGE I W TRl#EE T 5 2 L,

JFR DG VRIS OV TIL, AL E Rk, i, 552, En TR 2 FOX
BZEZBHOMNZT D &,

AN SN TIL, A Z BRI GEEH#SE (EFAR L2000 % H JRHAl
BRIBEAIOIEIZHE L TR 5 ) 352 & & L, HRBUb A S Rk 72 B
DEAITIAE AT Z &,

F7=, 8E WMAOBERELET S Z &L L, ADEAITITRE O A
EIFIOEGADZ B S L, B OEL B8 O KA XUFL4 L)
AT D IRBA ERaiETH 2 L,

(10) FE7= DI DT 7E S 412 2hhe X T RN
F 70 2 BRI D FEEhFEPL A7) b HfF SN D BIRESUTZNRICHOW T, FiEK
ESHITREET O L,
F7o, WREZRIRY | FEHSIEE S (3H1) 2 PBARFTREFTL &,
IRB FEN I FAE T 2 DL BICE T2 D b DIE, 12D F N EE 5 &5
WHETHILTELIARNI &,

(11) E7= DB D T 7E S D ik K O R



T OBBREOTE SN D HIEMOHEZLHET L2 &,
7o, WREZRIRY | B GRS = — NE® (2H1) 2 faRrr TREE TS
Z&,

(12) JRERFTE OB
O FEhEstEETRR LS
W RLIRER i FHE = OB S N bR #ESE TS 2 L,
© BHFOMH
YIEPBRIE DB R B PEIZ DWW T, TERIREREBR O —fikfa¢tic > T (OF
B% 10 R4 H 21 AAHTERES 380 BIE AR ERL LM HRA SR E &
o LT T—fixfaste@ng & no, ) IZHECT, BIMIE T1] | FHUHH
X T2 I 13) EBRRMa— FAEART MRS T2 L,
Flo. TRUSANOGE L LT T TEES ORI & O ik oe &G0 s
D72 DIEFER Z EMERER DO EJilZHOWTDOHA X A ([ZHonWT) (F
B 22 4F 2 H 19 HAHIFIRARA TS 0219 55 4 254 97878 [ 3 A 5 e kA
EHFRE®A) CERSIN TV D REFIBERMERRE (772 —F 1 XX
2D~vA7 1 F—RXRBE T S ua—F 3~50RE) 104 T 585
FZTo) . HI/IAIX M4 B0/ (X 75 . 1 /IAIZ 6]
EATCTRESE T L,
@ BRI
YRR ORI DWW T, —RFEFHEAICHE T T, THRRSKERER] |
[PRRIRRER ) . THGEARRBR | %5 L3252 &,
@ B
Hi%Z BARMICREHEE L, (RBR R E SRR S B e e %
X5 Z &,
® TIEMBRE LT
[T EMERE L (BEBREE) | OIRICHBRIEN G SN D T8 OIBRE £
EYARTCHREET LI L, IBROEMIHE S TTEHRBRELICET
MAELTEGAICIE, Y%EEICRAERORMITHAIE LTARETH D,
[TEMERES (BF) | OIEICKHBEEN 2 WS 1T B 5. X
D TEDHERE S A BN S D55 1T R L & O 7 A5t Ok
F % EBELENEBROSA I B ARENICEB T 28R E R &2 il E T 5
&,
F o IR T REBOIIRBR P L EEL RIS BRI S EIERIC SN
L7 T RTOWRER AL ETDHZ &,
® FT-HHBRIEOX SRR
F7- RO BRI R R el 5 2 &, EAEZSSRET
HGEIL, TOREREEFET L &,



D FE= DO AEM OCH &
FWHEEOH NN HELAOHEZFEMICTEEHE T Z &,
Fo, ATREZRIRY . WERR 2 — RIF® (241) Z2¥a8F CrldE T

5T &,

® SFEhEiiE
TRERRIRAEE L VBB A2 AF L2 A D, EhEEERICK T 28

BRTTPTEADI bRLEBVWHE TEEOHMAHEA B CRHElET 22
o

© FHEOHMRLE

MEOSAEIZIX, ZZMWE T 52 &, IR HIEZ GE CREET 255812
X, ZOBBERHEHT L L,

O BEBROEHAHREICEET 5 1R
BRHAHE R OZOZBIECOWCREHETH Z L,

@ JRERIHEEE AT XA R B E A B 5 A 1
TRBR R EE T ATV B B R IR OM B IZ OV CRET 5 %5

ERET HHAITIE, IR E R SO ITR B B SRR ER O K4
FRHEHETHZ L, B, SR EFEIRBRICB W T, {RBRFRRE E AR
LT 256, YRl L Eman 2 m HAFRE & L GRedE4 52
e

@ 15RO FEhE o HEfE L OVE BT 2 EB ORI —MA %5t 04
(BARELZFME (CRO) ) OR4. EFT R OELT 5 EBE O
18R O Fhin O Y f WEBRIC T 2 EB O T —HE2 L5t T o5

BT, YES 2T 2B ORA  FT A ONY LTS D EBE OHIPH
rEHEHETLHZ L,

(13) E7- 2 HERIE D Z DM OEH
O ANEANTIEOKG L7 53 % 51558
AR THHL 2 AL O RSO HENC X 24O SO IZBE T
DUERE CER IS AR 97T 5, LT T Z~T ik Lo, ) OXt5
L7 b8 A A & S TIEY = VTR 2 £ 3 23551213,
Mo oHlC, M) | 5 2f L THE—REA O
i OWTNDEYT DL OEFHEE L, AU T 256 0FRE | OIIZ,
PIFONREZFTEHET D Z &,
T v B~ R RAE O AGREUEIR DL ( [AGEHEEH (H
FEAH) | AT GKERBEAMEOENES) | ) ZR#ET5
&
TN H SNFIEOR G L 72 D3 % WV CiabR % S5t 3 2 548121,
T3 7V B~ R R SRS I E R O (THERR s ) .

=3
H

g={10}

-~
—



FeREss (FERB R A R ONEIE ) « TARE] ) ROTESINDHIEE
L)L (IGILSP) ., h75aV—1]) ., [Zoft) ) 28%D
fa% 3 & DA IR & ICRESET D 2 L,

T IVENTFIEOXG L 72 D8 s TR 2 AW & & T 3 = A CTIRER
ZIME L2 WIGAIE TREY O S| oIz 152472 L) Z#iidE L, T
W APHOFER | OWEITZEMMETH L,

@ EWHERETICHEN RIA 53 % H\ 5165k

AW SRR ED RIAE N D CUTHRE S T) EmxE v TR
IS DHAICIE, RS OAEE | O A bR (FLAR) ||
(W SkBLE FREFEA) | REAEw iR (FLoAR) | X T
EEWH KRR (FBEFEA) | OWT oz icdiss L, AWl k&5 I2HE
ENFIAEND CUTRE S NT) 32 W TR Z F4E L 72 WG4
(Y7L ) Zi#EET52 L,

® Xt D 3= F B MR DRSS

KT D 3 R_= A W OB 1R TR T G AL Y
Fi#E] OIEIC (Y50 ) . ELAWVWESIT 4L 28#%T 5
Z &,

@ orvvexr—varsWRICET 5155

BLhERGESNTZBICarex—ya VIEIRICERY T H B2 b5 3K
Yy, HEMGES .. TS 2 AV CRBRe Zie T 256813 TEY o4 %)
DI N HY | | FEELLWGEIE ENe L) Z2i#fET52 L,

® Zofh

KT D T N A BRSO AR CHEET 2551, =
N WSRO A R O KGR R IR A R E IO W
T (PR 25 £ 7 H 1 BAHT3REHEAI 0701 55 10 B /EAE @A KA,
JERAE AR REA) | IS E, 3 R=F U2 E ORI
WCRIREZe #iPH CRIZ ICRET H 2 &,

F7o. FOM, FreFEEAONITRHET D Z L,

(14) Y4%JmHICEE T % % DM oE#
O  EEARRER O EAHS

FBZYM DA MEE ] OHICEHRBREFET H25651F [ 225168 |
PERIRBR 2 e 3 25001 [HERIGHR . TN OIERE L4 555
X TN L) Rl 52 L,

728, ET BRI OIERIGRITAR D IEHRIZ OV TIX . PMDA DA — A
N=UTAREND 72D, T NER RS EhE S DR O EhmIZ OV
T OBIEIZHSWT (BF14 48 H 31 H T FEA SRR 0831 5 3 FEAE
TG R - AN AR R R SR R A PR R B ) (2D E B B et



SEATO 2k,
© [EHEEIFRRER
ERRLEERR A T 23551% RS OB ) ORI (340 | %
B L2V aiE liEde L) 2tdiE+s2 &,
F7o. THFE] OTICHYE L TV 2P T, YZEBRLEGRICS T
2 E4 AT E ., Y 3L E BR L RRER O T E R R £ OV i [ R S
[FIRER O T EMERE U LARF OBERE 203 (5 D 2 G 1DV CRia
BT LH Ll
72 E . EEIEREARRIZBET A FHICHOW T, Y FHEHOLEEDLDIE
BREFIZ T O i 21T 5 MBI < tMoBRHIZ L 0 | IRBREHEIAE O g
HEITOEND D EXIETEETHZETELI RN L,
Q@ 7 ARESEE GRS
PSS OVERICBE T 2 7 ) AR (BEEDBB ICHh kT 5 2 2o
7DD ) AOFBEFICE#E Lo A~ — D — xR L L
REEETe, ) ZRAH LR E ET 2551 4b0 ) | EiiL
WIEAIE TEZYS 72 L) ZRidiET 5 2 &,
@ ~A7n N—XERRBREZFH L% E
MHIBBRN~A 7 v R—XRRRBR CTHLIHEAIL 4 HV ) . ZnLL
HDOLGETIE T3S L) Zid#Ed 52 &,
® Yi%lm BT 2 1EBRICOFH T D Hhkas B4 ol # s
bR A L OIRBR Ol D @ H 2 2 L 72 WIRERIE SR 2 0P 3+ 2 5414
(Y OFE] OHEIZ 1450 EANL, TINE] OEIZIRRES D
AR, —HREIL TR, 7 T A, F OMIGRIESE 2 K iE T 5 7 DI L R
FHWV N ELTLHET DI L,
® Zoft
WERIGER ) 2B 258103, [ERKER, £ 010ROZ4E S
OO-0000] ¢tit#H=ZE+HZ &,
F7o. FOM, FFeFEEAONITRHET DL Z &,

(15) 5
Z O, KRR FEPDNITANTDL &,

(16) JEEAATE R
JRFICIRGS Lo 250l 2 2 &, £, JaERMEEHIET 510
BT, FFRLFEPONITREEFET L 2 L,

(17) 16BE B4 2 1F W
HOWRBREFEML Lo L9 0H (RBREMEER L 25~ ERMHE L <



R E R ST S ek L FTRBRIC B W TR E L TR ORI 28T H L o &
THEHETH - T, IGBRIHIERER L 72 5 & ER IR EER) OfT/Ed 5 %E
M IRE R DT N KA, TR, Bt m MO F AXE S XIEA—LT
RUZAZFHEET L &, ok, UHIBRIR 22 ToE M % B RS,
TOHAIZBWTIL, IEBRBEEEAMOEA TSI AN ETH D,

HOEBREERL XD ET25F L35I, JmEHELYERNDIEAICH-
T, BHEYEORA, e, Bl s A OF AXESZXIIA—LT R
ALl ETH &,

P, BEEE. FAXEBEEROA—LT RLRTEATFETEHET S
Z &,

4 . JRBRAE K JRERAE FREERFE Y . TRBR i LAY (7= 2B 2 R <, )
DIEH
(1) EIGEEER S AEEREERLE 05
TR ERAE A3 TR B AR LR FE Y TR BREE B A Y (372 DR R A BR< L)
3, TEERIES ) | TEEMER) . TRAAZWTHERS ) T THAEEESER
Gl OWT RIS U =D 0 E il # ST D2 L,

(2) JRBAMEAEE, TRBAME AR Y . TRBRME ALY OFL S - AR
BB« 45 OIHIZ, ToLBa#%Eds2L, ¥z, [iE -
AFRFEORE] oIz, (55 « A5 ODICFHHESE LENEITZYT 5
tLoL LT, Nepkoics) o NeBRERIG ) o 4™ U 1'%
O] OWT I EFEHEE L, [Zofh) 2% LGAICiE,. 2o
DBEOFER | OHEITHELE L-NE 2 BRRCHAT 5 2 L,
PRI DG AL IR DR T 2 iS5 Z & IR Rt i, 2.
(1) oEBVITfTZ L,
BBRIE LIS OIRBRE IR DT, — A Fr (J ANZASIL, JA
NAFENTWRWEAIIZINN) 2%+ s52 L,
TRER (Ll RS ERAE Y | JRER(E AL A Y OGAE. 1R % fl s
THI &,

(3) JRERME I, TRERME FHRSARAE Y . TR B AE Y X5 1
BRSSP HRSE/ OFH 3/ U A % o — 3RO X ) OIRIZ, JRERE K,
TRERGE AR FE Y . TRBRME R AE Y (722 bR<, ) 23, THBR
) TxfEREE) . TOFHEE) . Tv A o—3) T [Z2oft) ovwTh
ICYE =0 E i L, (2o o5A1T, TZothogE 0iaERi .
TRERE FHREERAR Y . TRBRAE LAY OBl OIEIZ YL IRERE K, 155t
FHRSZAE Y  JRBRAE FH B LA 24 O VR BR S 3 i 55 | o2 B 2 BARBY I Fo sl s



THZ L,

IRk, WIBBEASAR Y SUIBR LA AR 2 DI AT TR 2 MRS X
(TR PREL L DG EIE TR REE ) &2 FAIBE SR SOOI R D555 13 TOR I
EINTNERT D2 L,

BHGZ AT D503, PUREE, IR, DR, L2 %o —38 2 fil,
DIETHESE L TR 5 2 L,

(4) EWIZEIT D EGIRIL
TRERAE K TR BR T FIRSERAH Y TRBRGE LAY (FE7- D HEBREE 2 BR< )
[ZOWT, TRARR) © T#EIGA ) T TBEARR ] OWT IS 7= 20 %5
WETDH L,

(5) JRERAE 3K 1RBRAE SRR Y TRl Y AR Y (=7 D HRIE 2 PR <L)
D Ja i =F I

TRERBE FHE TR B SRR AE Y TRBRAE AL AE Y (7 DR IE 2 R <L)
? 130 HAEXHICEERIEX 5y | THEEERT SUTE T (RBEERML) o4
FRECOVTTEL) | TEy ROV &Gy . 8GEGE) . TP ESND30EE
AT EER) . TPEINAHELOCHES®R) . HRBREFEOME Gof
SRR, HEEOHERHR) | . T2othotE® (W2 ~TFiEoxtgt i
LA DI85 AR EN RIAEN DY & 5 1B6R.
KIST D N=F B EORR, =2 ex—a VRIGICET SR
BR) | O IAMERGEEFICET A1) 1oV T, B BRIEDFLHES
FEITHO GRS 5 2 &, #BRIELISN ORBRME HEEIZ SV T, TRk LT
DElEHR OZrEEHEL, TOMOIEBIZIZEMET L L THELIAR
VN,

TRIRAE F 3K TRBR AT s E Y T Bl R AR Y (T 70 DR 2 R <L)
O Ji M FIEICTR R R Y OfF f 2 il T 2 BRI, HAE 275 &
BB, FHB EBARZ D T L, PRI ERTE Y LA O TR B 2 Y
WZOWTIE, MEEAOEE ] OAZFLEH L, ZOMOIEBITZEME 52
ETHELZ R,

TRIRAE R 3K TR BR AT A FE Y TR Bl R AR Y (T 7 DR 2 R <L)
O Ji HFIEICTR R H A Y O f 2 il E T 2B, HRAE 275 &
D4 BB, FHEB EZHRAERZD Z L, PRI Y LIS O 1R ER 5 AR5,
FEMIZOWTIR, TR T EANB ST OB ZFHESE L, £ DOMoOIH
FIIZEfe 52 THELI R,

Fo. [ZOMES] OEIL, 1RBRAE I, 1B E Y. 1R H
FEARY (B2 AERL, ) 12O\ T, O FEN HIVIFTEHE
BT LHI Ll



TRIERSREOFE) oI, ) 23#% 752 L,

5. FEMEEHHEES Z & oI

(1) FEMEEEEREOLFR, e MK EEE

FEhaERERE O AT, e B EEE S 2 #SE T 52 &,
B, BAFRZONTIE, TOORFEFHMABOOWBEOOR 7oL A
RIICREEETH L,

(2) BBRAEMEEMICBT 5 1F W
KA, RFEES GIR4ASH) | 22285 KA LA»RZ2REE 5 2 L.

(3) 1RBRITHERICBT 5 15 @
R RO R KB Tp 2 fL#iE 45 2 &y

(4) JREBME R, TR AR Y . TRBRAE AL AR Y O &G

Tl BB BT HIeBREHEO TEA TR ELHE FIE., &8) 5l
ICREHEET D Z L, B, HIELKOHE NS T EMEREH ) & A T#EIE
BEAAFTHZL, L, LAF a—HEOMIERKEL TRIT A2 &
DREE S DIZONTIEL, TEHBRFELE»OBE SN2 MELTLHET D
ZETELERRN,

TRERAE TR ESUTIER P I EICB O TR, EBICAT, A, B O
FEFE Lol o ME L fE (FE., a8 INCE#E%E T L2 &,

T HEMIEEBRE ISV CHEAL TEIMN 21T BAIE, TS
DFEMIE EEZBEIR LT 9 2 CHEZFEHE T2 L TELI A RN
o

728 ARBRO FE R E > TIRERBE RO R EICEE A U ma 1T,
WHHEBIRAIEFEOmHITFAE LTARETHD Z &,

Fo, ZHEBREEGURE OBRRE TEE IR ILEECB VLT,
O AT o imBREHIEO RS (NF) | FEHLEEIL, FERE L ET
BRBRIR & RTRER D AFH A AN L TH LW, 7272 L. A SN EICEEmN
B DGANT IRBRAEEE IR IR T L OB EOREEZRD D Z &
N5,

(5) TrEMBREK
TEBRET I fE EH SUTIREREHEA EE E 2B\ T, ERERERICE T S
TREMBERE R (BB R ORI 2 2, ) ZRAHE T2 &,
B ARBRO FERAE > TTERBRELUCELENE LT HEITIE, HikE



HICRLAEFEORHIFRAIE LTARETHD Z &,

(6) HERAR
BB TR ESUTRBR T IS F TV T, EHEERERE I3 1T 2 1R
BHC (WA R OO IR 2 5 Te, ) ZREEH T D&,

(7) 1RBRO MBI 3 2 38 O —Hl & M AR RE 0 2 78T 58 (InBifiiak
SAEPERE (SMO) 55) ORA, EFTROELT 5 35 OHilH
FHEERBEBINC I 1T DI DO TR BT 2 EB O e LT 5561
(3, FEhEERERE O LSRRt DB O R4 BT RO RE T
DB HI 2 L E T D 2 &,

(8) IMBRFEAZERICHT HIEM

BRELEZ B ROREL OLP (EANA LONREERA) M OPTE#Z 32
M PEPRIERE & L AZRLHE T D 2 &, ke, M FEMERIER O R SRRIE LT
1RBR A Z B e (AR RIS O KMt o GRS D = & LR TRl L
ZbDERERLS, ) ICHEFELITOE5612E. RN T RB) &R
T5Z LT, MRFEEZEROREL DL (EAL M OREERAL) LW
FTEHIZ DWW TR T 2 MBI RN 2 & F7o, BEEOEREE O RN I
Al CRRE L2 IEREFEAZ B R ICHEFRELTOE 258 I3 IAREEELR
ROREH DOHLHOND 0 ITHFTRE LIZIiBRFEEZ B RO P& il
FL USNREAZESOFBRPRE SN TOLIHEZFEHE TS Z
&

(9) Zofth
Ll LFEERRIC B WO T, o EhaEREEA A ilifiE T 562 L, 2D
B, TR COEREEERMOART, FrE., HEE, 265 ERb 5
A TR T D 2 b, 72 L, IR E RN U C Y% S ik
HERBROJEH N SN TV BEATEERL,
T/, SEMEREREICE T 2R FEN LIRS T LN EE
AR

(10) BAITE
LA 720 OFMSEE R &3~ TOFfiE RIS @O FHAN D 55
BICANT D L,

6. BHRT 5 1A i
IR D BT 5 BB O WA BT U FONAE & RS T 5



Zk,

MRS/ R/ PR R R O ] OB SR 2R 0 £ 5
BRI, T DB ST T DR O TSR | TEEMRBEAR ) U
THAERRSRG] OV eiifliFE+oI L,

BRI SY L5 SASIRBRA R 5 OIS M 2 168M H O F 72 £ iRk
DIRERIK YRR UL ET 2 Peban s L < 133272 2 BRI 5L o YR Ra A Rl =
ERLET DI L, T 2RI DIBREHO NaHaE) Z2R#lF 55 2 &,
ZoLT, BROXSy) OBF T1) UL T2 23 A7 Trid® L,
ZROFEM] OWIZ, ZRANROFEMIC OV TRAEMICREET S Z &

7. BRI EE
BASE H1 1k 2 e L 7o g BRI DIRBR /3 e 5. MR BRIE A 4 oD T 1T Hi 72
BED ZAM4E 5] KOYEREO RHFEA B WRC/EHEFEA B, B
A, PIETESR (PIEREE (BAEPZRELZFAR) . FIEEE IO A
RIBH) 28T, ) | 5. JRERMGER (BEZ U L7eGE) KONER
JEHFICET AWM AeRHEHE L URif s 2 L,
7k, ME#E ) M TBHFE IR 230 Lo giBRkic >\, i oiaiRi
oV BREEETH I L,



s 2)

BA RO ARG TSN T

1. EHT2E BRI
BT AEFHARIT. KA LT, CD—RXIZIDVD—R&T 5, D
OBARIZ L 21 EZFH LT 285581201, Fa1IZ PMDA (AR T 5 Z &,

2. EABERA~OFRE LS

BREAFRERERX (T4 A7 v FUVR) TRk dT 52 &,

(1) Jm#E

XML 7 7 A WVEER L 72 WIGA IR, AEEn O BIREE X 2 VW CERRT
HZ &,

(2) &

Or6@®%PDFIEREL, AF Y= 72XV ERLZLDTIEZRL,
FEXXMEREZALEPDFE 77 A NVEERT A2 &, (B LT-7 7 A4 LT
TRV =L 7 — RilREDEX 2 U 7T A REZITORNI L, F
. @L@ODT 7 A WATHONWTIEL, FRIEEFRSEH Bk 943 H 13 H
RS 40 5) ICRRE L TWDIHE X A ML EBEIC, LBV 22052 L,
BB TRES, RNERORRHEAME L SN2VEEICOWTUIOD A2 E
TR ENERLT D 2 &, B R DB BIIEREZ 7 7 A VDI A ek L.
BIHRREILFE—ERO7 7 A NVICEDTPDF 21ERKT5 2 &,

(¥ Tl MIEET 2 3EWITLR DI O O Jg HRFIZ 31T 5 IERRIK L
EVERBR O RASHE ZORHICOWT) (BTt 6 H 20 B A1 K HEE 7%
5 0620003 SARMSZATHEE N RS EFRBER SR A o ¥ — Rl L
T, Te hMIEEGREBEE Y X —Rilm L)) Ik, FERKRE
PR (FEMRER N OV VESEREER) DKl e E AR T D BRIIE,
BIREREED T 7 ANEZ 1 ODT FNVEICE LD, YT 3V F % 2ip I
L., BT 252 &,

OJEE S

@UHIRBROURIR A FIFHIT Y &I L B8 ph & 7 L 72 30

@M E e

DA > 74— K arty MHWLN S0 SCE K OFRECE
OIEFIHREEDO RA (RBRIEMGEEICB VT, EFMEEICTEH T &

HENHICmARN 5681, BHIEFAETHL 2 L))
© e T D 1 ik KA 2K



DHIRIELIS OTRBRAE IR D BT ORI A0 R & Felk L7 S0l (A
NE A A 2a—T F— A, FIEGUE)
®% DAl

3. BRI ET HHE
EBAERICIT, LT OFHEATH L2 7 VLA T EELRE T2 2 &,

(1) EHEAORAT N BHEEYEDORKL ., TELOEST - FAXE ST
A—)7T KL A

(2) EHWEBEOIBIRE LS. Mo, 30483 2168RE im0 Ja H
[m1%%

(3) mHEAR (T 2mEOMHEAH)

(4) ZfEE ((MHidEE3, M0 ERT 2 L,)

4. EBHAOHEK
JFRIE LT, 12o0mH I &I 1 zRETo2 8L L, HBORKHAZ 1
DOEABRICFEIR LN T &

5. LD T 7 A N4
(1) PDFERXDO7 7 A V4
BAEARIZRAET 2 7 7 A VAT A BT R OGS TIER LU T O
XeT 5,
OVRBRET I R ELSN DO mEFEOS G
JJ

F7= k| | JmEE | | mESE | . pdf
Br K D IR

B Rk 47 R0

%

51 : TPMDA-123 03_S. pdf]
QBRI E | E IR ERIOSE

T2 8| | milEg | mESE | | ZE R | . pdf
BRFE DR (TERHE

BR K 5 R

%

{5 : [PMDA-123_03_H_14. pdf], [PMDA-123_03_K_P. pdf]
OmBEtm AL EfmE RERD o5&

f

T8 | mhmd | | mESE | | AEEE | | EEH

| . pdf

a0




BRI 15
BR % 4y it
=

g

f = TPMDA-123_03_H_14_P. pdf]

@R —EEHERDO 7 7 A VDD D511, BEMERICHT T 1) L3k
BT D72DDTINT 77Xy b ADBIEIZOT D Z &, 2B, B mHEO
T ANBIZHANET VT 7y MM EHERHEEEO 7 7 A VAW
DEFR—DOLDEMHATHZ &,

i : TPMDA-123_01_K_IB_A. pdfJ. [PMDA-123_01_K_IB_B. pdf]

OFEKRADLGEILT 7 AN DRFZICN—V g L F 5Ll T 5, 1 HHOZE
B2 M) 2REL, ELBEZDLTLICEEE 15T HOKELLT5HZ
Eo B, IRRFHEIERRO L DI 7 A VOREDET L 72 5561E, N
—Ta UVESORINCT 2 —— (ff) ZBINT5Z L, ZRZOLEIC
X, ZEX 7 7 ANDRERLERT H I ETELIZIR,

B : [ PMDA-123_01 K P1.pdf | . [ PMDA-123 01 K _IB Al.pdf | .
[PMDA-123_01_H_02_1. pdf]

©pFEY I REOLEIL, MmlEEE 100y & UTERKT %,
f5 = TPMDA-123_00_END. pdf |

DIERGR 22 MRS (FEMEaBR L V2 2SR ORKREEL TS
BA0E, b bolaE 5EEBRELE Y X —REBMICESE, 77 A VL4 BT
HZ L,

(2) XMLEXRDOZ 7 A 14
BIEARICRATT 2 7 7 A VA, TR TOLFE A ST M OGS
TIERR LLL FOERET 5,
JRHEDORL | _ | E LB EO | _ | JEHEE | . xml
1Ry

f : TKIKOU_PMDA-123_03. xml |

B, LTORICEELTERT 52 &,
BHEORL R PITEEr —~ R S lomamz s b,
JEHFE DKL L ONERE Y LB, 7o — "= BV 4 RERO%EH
D& AV AN

(3) ZipZ7ANDT 7 A IV
FERRIR ZatERER (T ERER Lk OV 2R oRkREED 7 7



ANE L DODTHNZIZE LD, YL T ANV HF % 2ip IZTHEE, zip D7 7
ANLIE, TRTOXLFE AT T LGS TEKR LU TR LT 5,

Tr-n88R3o | _| B || JEESE | _| TR . Zip
et 35 W aain=a
51 : TPMDA-123 01 K TR. zip]|

(4) i)l EFIH

TRBRAK LT 13N A 7 vy AR—RA R E L EH O CEMIZFELHET 5, Jahim
BIXRBETmEEO B MR E 75, REFNFER WS, £, T
X7 B == () ZHWD,

B, T ANAOTFEIL, JETEEZOH T 255 31 MU ETHZ &,
(5) BmESH

TRBRGT I Ja = K
IRBREr A E mE  |(H
TRBRAA T Jm & S
TR A 1 C
B Ik s END

(6) &EFHTH

WUELIRER ORI 2 BHFAICIEY & L7 B 250 L7230
TRERSHE i =

AT =LK aryiy MIAWL LS SCE R OFE R -
E

iE () 3 oD AR CRF
5T D TR R 2L 1B
BERIE LIS D TR SR AR 2 e ORI RAZ DWW TR -
U SCE RISCGE, A 2 B a—T7 4 — b, Fiiimsis)

Z DO, etc

6. EEAA~DOATIERK
AARPESER, ThER PR~ — 7 A SREX ML) (JISX4169) [ZYEHLT %
¥,



(R 3)

XML CEOHIEER (AF¥—<) 125V T

<{?xml version="1.0" encoding="utf-8"?7>
<{xsd:schema xmlns:xsd="http://www. w3. org/2001/XMLSchema”>
A= JBAETEE HREOEBEFERICEEAT 2EF 7 7 A /W T 5 XML Schema T & 2 XMLICEMS & E £

AF24E9 H 1 A LRI T D I8BE I EIZ OV T, U FOXML SchemalZ B3 X ER 4% = &,
B, AMAHFEIA 1 HETORIFMERTOFNZ LV JEITFHTELL X2,

BHORES : 3.0.0

FATAEA A - SF24E8H31H

FATH AT BRI - ATERTA R EIR A B
LT EIE

ZXMUHANZ XD 6 DIZEH LT,

2.0  FR2048HA15H - HEROSMLBANT X 2% 30E
31H - SAICEEMENRIEICE S R HE B OZ TR,

3.0.00 Bf24-8H

<{xsd:element name="CLINTRIALPLANNOTE”>
A— BBROFHEHEORH —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOFORMVERSION” type="ATTR_UPDATE_TYPE”/>
A= KD NR—D 3 UIEHR —
<{xsd:element name="COMMONINFOCLINTRIALPLANNOTE” type="COMMONINFOCLINTRIALPLANNOTE_TYPE”/>
= B EEE >
<{xsd:element name="INFONOTE” type="INFONOTE_TYPE”/>
A F- BRI T 2 RHEE —
<{xsd:element name="INFOCOMBINATION” type="INFOCOMBINATION_TYPE” minOccurs="0" maxOccurs="1"/>
== JRBRAE SR, VRBRGE FREES AR Y . TRBREE ALY (72 oA TR, ) DOIFHR —
<{xsd:element name="INFOMEDICALINSTITUT” type="INFOMEDICALINSTITUT_TYPE” minOccurs="0" maxOccurs="1"/>
= FEhaERER TG w —>
<{xsd:element name="INFOREFCLINTRIALPLANNOTER” type="INFOREFCLINTRIALPLANNOTER_TYPE” minOccurs="0" maxOccurs="1"/>
A— 2R 2RBmHEHR —
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
= 1pBRjm i E R —>
<{xsd:complexType name="COMMONINFOCLINTRIALPLANNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="TESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
A FE- 2PHREOBRES TS —>
<{xsd:element name="TYPECLINTRIALS” type="ATTR_UPDATE_TYPE”/>
A— RBROFEE —>



<{xsd:

-

<{xsd:

I

<{xsd:

-

<{xsd:

I

<{xsd:

I
{/xsd:se
<{/xsd:comple

element name="RECEPTNUMINITNOTE” type="ATTR_UPDATE_TYPE”/>

F- HHREOYER HZ RS >

element name="INITNOTEDATE” type="ATTR_UPDATE_TYPE”/>

T rBEoYEEEFEA B —>

element name="SERTALNOTENUM” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>

F7- DO R HEE >

element name="RECEPTNUMCLINTRIALPLANNOTE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LRGN A&

element name="CLINTRIALPLANNOTEDATE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
LA R HAEA B

quence>

xType>

A== T PRI T D EHFH ——

{xsd:complex
{xsd:seq
<{xsd

<{xsd

A=

<{xsd

A=

<{xsd

A=

<{xsd:

I

<{xsd:

I

<{xsd:

-

<{xsd:

-

<{xsd:

I

<{xsd:

I

<{xsd:

-

<{xsd:

I

<{xsd:

Type name="INFONOTE_TYPE”>
uence>
telement name="VARIABLELABEL” type="xsd:string”/>
telement name="NOTEDATE” type="ATTR_UPDATE_TYPE”/>
mHFEA R —>
telement name="CLASSNOTE” type="ATTR_UPDATE_TYPE”/>
JHsE >
telement name="TIMESCHANGE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A —>
element name="CATEGORYNOTE” type="ATTR_UPDATE_TYPE”/>
JEHX S ——>
element name="CATEGTESTPRODUCTSUBJ30DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1"/>
F 72 D HEREL D30 A FHA G TR EE X 5y —>
element name="INFOPREMATURETERMINATION” type="INFOPREMATURETERMINATION_TYPE”/>
okt >
element name="INFONAMEADDRESSMANUFACTPLANT” type="INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
F 7 DR OBIERT UL T (RBREIRILE) AL OEIE# —>
element name="INFOINGREDIENTQUANTITY” type="INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
F 7 HHERIEDO Ry e Oy Tl ——>
element name="MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
T DO RIE L —>
element name="INFOINTENDINDICATIONSEFFECTS” type="INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
7 DRI D TE S D RhEE I RrEH —>
element name="INFOINTENDDOSAGEADMIN” type="INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
F HHHREOTE SN D L OHEFHR —>
element name="SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
= RERFE OB —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="PROTOCOLNUM” type="ATTR_UPDATE_TYPE”/>
- FEfFtmERIG S —
<{xsd:element name="PHASECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
A= BAFEDH —>
<{xsd:element name="TYPECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
A— RBROFIE —>
<{xsd:element name="TRIALOBJECTIVES” type="ATTR_UPDATE TYPE”/>



Ad— BBy —>
<{xsd:element name="INFOPLANNUMSUBJ” type="INFOPLANNUMSUB]J_TYPE”/>
A— FTEHERELEHR —
<{xsd:element name="TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A ET- WO GIRE —>
<{xsd:element name="INFODOSAGEADMIN” type="INFODOSAGEADMIN_TYPE”/>
A— F2EFEOEROCHEN®R —
<{xsd:element name="WHOLEDURATIONCLINTRIAL” type="WHOLEDURATIONCLINTRIAL_TYPE”/>
= SR >
<{xsd:element name="REASONONEROUS” type="ATTR_UPDATE_TYPE”/>
A HEOBRERE —>
<{xsd:element name="CHARGEOUTPERSONCLINTRIAL” type="CHARGEOUTPERSONCLINTRIAL_TYPE”/>
A— BB OE HAEFICHET L ER —
<{xsd:element name="INFOCOORDINVESTIGATOR” type="INFOCOORDINVESTIGATOR_TYPE”/>
A 1R EA SO TIE R L B SR EAMICBE T 25w —
<{xsd:element name="INFOCRO” type="INFOCRO_TYPE”/>
= VRO () KOVEBEICET 2E5085 LM% %5tT 287 AREHEZIHE (CRO) ) OR4A, FHLKOEET 2 EBOHMA —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PRIMARY” minOccurs="0" maxOccurs="1">
A— FE2HBREOZOMOFEHR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
= AN EATFEONG L 72 D3 AV DIRHR —>
<{xsd:element name="INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A AYm R ICREN RIAEN 23 M A2 2 1pR —>
<{xsd:element name="INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A== 3T D a L =4 BRSO —>
<{xsd:element name="INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A= arvexr—va VRGBT 5168 —
<{xsd:element name="OTHERCOMMENTS_PRIMARY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A= Zof —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="INFOOTHERS_PROTOCOL” minOccurs="0" maxOccurs="1">
A= RIS 5 2 oMo HR —>
<{xsd:complexType>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INFOEXPANDEDACCESSPROG” type="INFOEXPANDEDACCESSPROG_TYPE”/>
A— ERRBROAME T —>
<{xsd:element name="INFOGLOBALCLINTRIAL” type="INFOGLOBALCLINTRIAL_TYPE”/>
- EBEIEFRR —
<{xsd:element name="INFOCLINTRIALINCLUDINGGENETEST” type="INFOCLINTRIALINCLUDINGGENETEST TYPE”/>
A— 7 LREEEEZLIRR —>
<{xsd:element name="INFOPRODUSINGMDCLINTRIAL” type="INFOPRODUSINGMDCLINTRIAL_TYPE”/>



A— <A 7 8 F—XERABRZFH LR HE —>
<{xsd:element name="INFOCOMBEQUIPMENT” type="INFOCOMBEQUIPMENT_TYPE”/>
= ¥ m BT 21RO T 28 as RS oRt#l —>
<{xsd:element name="OTHERCOMMENTS_PROTOCOL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
== Zofh —>
{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
{xsd:element name="REMARKS” type="REMARKS_TYPE”/>
A= % —>
{xsd:element name="DOCATTACHEDNOTE” type="DOCATTACHEDNOTE_TYPE”/>
A JREIRAMER —>
<{xsd:element name="INFOPERSONFILLNOTE” type="INFOPERSONFILLNOTE_TYPE”/>
A RBREHEICET 2 FHR —
{xsd:element name="INFOFOREIGNMANUFACTURER” type="INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= WpAMEIEE . SNERGEEE BT AR —
{/xsd:sequence>
<{/xsd:complexType>
== JRBRAE SR, JRBRGE FREERFE Y . TRBREE A LAY (- 2B A RS, ) OFEHR —
<xsd:complexType name="INFOCOMBINATION_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEE B AEERER L OB —>
<{xsd:element name="INFOCOMBINATIONID”>
= JRBRE SR, JRBROE RS Y . TR RS Y O S - AT —>
<{xsd:complexType>
{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A== G - AFE
<{xsd:element name="TYPECOMBINATION_ID” type="ATTR_UPDATE_TYPE”/>
A— 75 - AMEOHE —
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOLGE OFER —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="INFOCOMBINATIONCATEGORY”>
= TRBRAEFZE, VRRREE MRS Y . TRBREE R AR Y X —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE”/>
= BEERIK et B OFSE L A % o —3E 7 oKl >
<{xsd:element name="0THERCOMBINATIONCATEGORY” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOMOEGEOIRRERAIE, RS AESRHEY . R AR EL O —>



{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{xsd:element name="COMB_APPLICATIONSTATUS” type="ATTR_UPDATE_TYPE”/>
A= EWNIZB T 2RI —>
<{xsd:element name="COMB_INFONOTE”>
= JRBRGE SR, JRBRGE FREESAE Y . TR AR AY (- o8B A TR<, ) OB/HEE —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_CATEGTESTPRODUCTSUBJ30DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1"/>
== 30 H FHAR R IR X oy —>
{xsd:element name="COMB_INFONAMEADDRESSMANUFACTPLANT” type="COMB_INFONAMEADDRESSMANUFACTPLANT TYPE” minOccurs="0" maxOccurs="1"/>
= BUEFT X E N (GBREERMLE) OLAFRK O —>
{xsd:element name="COMB_INFOINGREDIENTQUANTITY” type="COMB_INFOINGREDIENTQUANTITY_TYPE” minOccurs="0" maxOccurs="1"/>
== By Oy Bl —>
<{xsd:element name="COMB_MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A-— BLEHE >
{xsd:element name="COMB_INFOINTENDINDICATIONSEFFECTS” type="COMB_INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs="0" maxOccurs="1"/>
A= FE SN DREEIIEREH —>
<{xsd:element name="COMB_INFOINTENDDOSAGEADMIN” type="COMB_INFOINTENDDOSAGEADMIN_TYPE” minOccurs="0" maxOccurs="1"/>
A— FEINDBIELOHEFH —
{xsd:element name="COMB_SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1">
— RBRFHE O —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_TARGETDISEASE” type="ATTR_UPDATE_TYPE”/>
A== S gl —>
<{xsd:element name="COMB_INFODOSAGEADMIN” type="COMB_INFODOSAGEADMIN_TYPE”/>
A— HEEOHEE®R —>
<{/xsd:sequence>
</xsd:complexType>
<{/xsd:element>
<{xsd:element name="COMB_OTHERCOMMENTS” minOccurs="0" maxOccurs="1">
N— ZOMofEH —>
<{xsd:complexType>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="COMB_INFOCLINTRIALWITHDRUGCARTAGENA” type="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”/>
A== HNE T IEORR L 2 D55 E DR —
<{xsd:element name="COMB_INFOCLINTRIALWITHBIOLOGICALPROD” type="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”/>
A— AYh RS EN RIAEN DM E N D1RR —
<{xsd:element name="COMB_INFORESEARCHFORCODX” type="INFORESEARCHFORCODX_TYPE”/>
A== 3T D a =4 U BEEREDOHRE ——>
<{xsd:element name="COMB_INFOCLINTRIALFORCOMBINATIONPROD” type="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”/>
A— arbexr—ya ®/ECBET1ER —
<{xsd:element name="OTHERCOMMENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A== Zofh —>

<{/xsd:sequence>



</xsd:complexType>
{/xsd:element>
{xsd:element name="COMB_INFOFOREIGNMANUFACTURER” type="COMB_INFOFOREIGNMANUFACTURER_TYPE” minOccurs="0" maxOccurs="1"/>
= YEAMKIES . SNERLEES ICRET A EHR —
<{xsd:element name="COMB_REMARKS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZoffEs —>
{xsd:element name="COMB_PRESENCEADRREPORT” type="ATTR_UPDATE_TYPE”/>
A— BWERE@E OFHE —>
{/xsd:sequence>
{/xsd:complexType>
{/xsd:element>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= FEhaEEER TG ®R —>
<{xsd:complexType name="INFOMEDICALINSTITUT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFOEACHMEDICALINSTITUT” type="INFOEACHMEDICALINSTITUT_TYPE”/>
= EFEEREREZ E OFE —>
{xsd:element name="FOOTNOTE” type="ATTR_UPDATE_TYPE”/>
A== JHE —>
{/xsd:sequence>
<{/xsd:complexType>
A— 2RI 2IRBPmMEHR —
<xsd:complexType name="INFOREFCLINTRIALPLANNOTER_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="REF_PRODUCTCATEGORY” type="ATTR_UPDATE_TYPE”/>
= EIEGEEE S BAEERER L OB —>
<{xsd:element name="REF_INFOTESTSUBSTANCEIDCODE” type="ATTR_UPDATE_TYPE”/>
== JRBRA S RL B U TR BRERAIGE = ——>
<{xsd:element name="REF_SERIALNOTENUM” type="ATTR_UPDATE_ TYPE”/>
A= JEHiEE —>
<{xsd:element name="TYPEREFFERENCE” type="ATTR_UPDATE_TYPE”/>
Ad— ZHROXsy —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_ TYPE”/>
A— RO —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= HkfEH —>
<xsd:complexType name="INFOPREMATURETERMINATION_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="TERMINATIONDATE” type="ATTR_UPDATE_TYPE”/>
A— HiAFEHAR —>



<{xsd:element name="REASONTERMINATION” type="ATTR_UPDATE_TYPE”/>
N kPl —
{xsd:element name="POSTTERMINATIONMEASURE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
A— ZOHOFHSRYL —>
{/xsd:sequence>
<{/xsd:complexType>
== B2 2 WSRO RGEFT UL E T (BRI ILE) 04K OFE —>
<xsd:complexType name="INFONAMEADDRESSMANUFACTPLANT_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>

A== 2% —

<{xsd:element name="SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
- FrEM 1 —>

<{xsd:element name="SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriEM 2 —>

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
== F=—F —
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A== E PR O B Oy &lF R —>
<{xsd:complexType name="INFOINGREDIENTQUANTITY_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INGREDIENTSQUANTITIES” type="ATTR_UPDATE TYPE”/>
A== B RO —>
<{xsd:element name="INFODOSAGEFORMCODE” type="INFODOSAGEFORMCODE_TYPE”/>
A— A a— FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A FE2HRIEOTE SN DR U R HR —>
<{xsd:complexType name="INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE TYPE”/>
A FEENDEIIHFE —>
{xsd:element name="EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
— FERHERG —
{/xsd:sequence>
<{/xsd:complexType>
A= ELED2HBIROTEIND EROHERE® —>
<xsd:complexType name="INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— TN IEEOHE —



{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_TYPE”/>
A== B HRE = — FME#®R —>
{/xsd:sequence>
</xsd:complexType>
A—HI 22— FME#H —>
<{xsd:complexType name="INFODOSAGEFORMCODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
== Alg=—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A B ERE o — NiEHR —
<{xsd:complexType name="INFOADMINROUTECODE_ TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— BEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A= FEWSRELIER —>
<xsd:complexType name="INFOPLANNUMSUBJ_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="PLANNUMSUBJTESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
— TEHEER (WBRE) —
{xsd:element name="PLANNUMSUBJECTSTOTAL” type="ATTR_UPDATE_TYPE”/>
A— TEHEER (B3 —
{/xsd:sequence>
<{/xsd:complexType>
A= FI D WRIEO LKL O H BEFR —
<xsd:complexType name="INFODOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="DOSAGEADMIN” type="ATTR_UPDATE_TYPE”/>
A— REAUCHRE —
{xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_TYPE”/>
A== B HREE = — FE#® —>
{/xsd:sequence>
<{/xsd:complexType>
- SR —>
<{xsd:complexType name="WHOLEDURATIONCLINTRIAL_TYPE”>



{xsd:sequence>

<{xsd:
<{xsd:

I

<{xsd:

-

element name="VARIABLELABEL” type="xsd:string”/>

element name="STARTDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
BMEHFEA R —>

element name="ENDDATECLINTRIAL” type="ATTR_UPDATE_TYPE”/>
HTHEAR —

{/xsd:sequence>
<{/xsd:complexType>
A== HNE T IEORGR L 22 D55 W E DR —
<{xsd:complexType name="INFOCLINTRIALWITHDRUGCARTAGENA_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I
<{xsd:
<l—

element name="VARIABLELABEL” type="xsd:string”/>
element name="TYPECLINTRIALWITHDRUGCARTAGENA” type="ATTR_UPDATE_TYPE”/>
S OF S ——>

element name="DETAIL” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>

HETLHOOFR —>

{/xsd:sequence>
<{/xsd:complexType>
= AW EN RIAEN DM E VD188 —>
<{xsd:complexType name="INFOCLINTRIALWITHBIOLOGICALPROD_TYPE”>
{xsd:sequence>

<{xsd:

element name="VARIABLELABEL” type="xsd:string”/>

‘element name="TYPEBIOLOGICALPROD” type="ATTR_UPDATE_TYPE”/>

Y ORES >

{/xsd:sequence>
<{/xsd:complexType>
A== 3T D ar =4 U BEIREDOHTE ——>
<{xsd:complexType name="INFORESEARCHFORCODX_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
I

element name="VARIABLELABEL” type="xsd:string”/>
element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
ZUOFHE —>

{/xsd:sequence>

<{/xsd:complexType>

A— arbexr—ya ®EICETER —

<{xsd:complexType name="INFOCLINTRIALFORCOMBINATIONPROD_TYPE”>
{xsd:sequence>

<{xsd:
<{xsd:
<

element name="VARIABLELABEL” type="xsd:string”/>
element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
ZUOFHE —>

{/xsd:sequence>

<{/xsd:complexType>

A ERARRBROAME T —>

<{xsd:complexType name="INFOEXPANDEDACCESSPROG_TYPE”>
{xsd:sequence>

<{xsd:

element name="VARIABLELABEL” type="xsd:string”/>

‘element name="TYPEEXPANDEDACCESSPROG” type="ATTR_UPDATE_TYPE”/>

YO ES >

{/xsd:sequence>
<{/xsd:complexType>



- ERRIERRR —>
<{xsd:complexType name="INFOGLOBALCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFME —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/>
Ad— NE —
{/xsd:sequence>
<{/xsd:complexType>
A== 7 DBRES EE TR —
<{xsd:complexType name="INFOCLINTRIALINCLUDINGGENETEST_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFME —>
{/xsd:sequence>
<{/xsd:complexType>
A=A 7 v F—XERABRZFH LZARLE -
<{xsd:complexType name="INFOPRODUSINGMDCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— U OFMEE —>
{/xsd:sequence>
<{/xsd:complexType>
== MR I BT 21RO T 2 as R E oRt#l —>
<{xsd:complexType name="INFOCOMBEQUIPMENT TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="APPLICABLEORNOT” type="ATTR_UPDATE_TYPE”/>
A— ZYOFHE —>
<{xsd:sequence minOccurs="0" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CONTENTS” type="ATTR_UPDATE_ TYPE”/>
A== NE —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A—fF%E —>
<{xsd:complexType name="REMARKS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE"/>
A== NE —
<{/xsd:sequence>



{/xsd:sequence>
<{/xsd:complexType>
U FEEREFER —>
<xsd:complexType name="DOCATTACHEDNOTE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="INFONAMEDOCUMENTS” type="INFONAMEDOCUMENTS_TYPE”/>
A ERAEHR —
<{xsd:element name="REMARK” type="ATTR_UPDATE_TYPE”/>
A= % —>
{/xsd:sequence>
</xsd:complexType>
A— ERfHwH —>
<{xsd:complexType name="INFONAMEDOCUMENTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="NAMEDOC” type="ATTR_UPDATE_TYPE”/>
A B
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
A— BHROBEHEBEICET HHEHR —
<xsd:complexType name="CHARGEOUTPERSONCLINTRIAL_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CHARGEOUTPERSONNAME” type="ATTR_UPDATE_TYPE”/>
A— BZHAEERA —
<{xsd:element name="VALIDITYREASONS” type="ATTR_UPDATE_TYPE”/>
A= 4P —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= TRBRFAEE AT SO TIE R T B S MR 2 W) —
<{xsd:complexType name="INFOCOORDINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="KEYINVEST NAME” type="ATTR_UPDATE_TYPE”/>
— RBRFREEERI O K4 —>
{xsd:element name="NAMEMEDICALINSTITUT” type="ATTR_UPDATE_TYPE”/>
A BRI E AT OFT R AR —>



<{xsd:element name="KEYINVEST AFFILIATION” type="ATTR_UPDATE_TYPE”/>
— 1RBRFREEERTOTE —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= JRBROMKIE (W) KOVEHICET X508 L —ME2%itT 257 GIREEZHE (CRO) ) ORA, (EFILOEGET 2EB O —>
<xsd:complexType name="INFOCRO_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="CRO_NAME” type="ATTR_UPDATE_ TYPE”/>
Ad— K4 —
<{xsd:element name="CRO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A=—{Efr1 —
<{xsd:element name="CRO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A=—{Efr2 —
<{xsd:element name="CRO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A== FRET D EBOHMME —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A= 1R HF BT o 1w —>
<{xsd:complexType name="INFOPERSONFILLNOTE_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
{xsd:element name="CLASSPERSONFILLNOTE” type="ATTR_UPDATE_TYPE”/>
<= 1B%Rm HFE ORI ——>
{xsd:element name="APPLICAT NAME” type="ATTR_UPDATE_TYPE”/>
A— mE L —>
<{xsd:element name="APPLICAT REP_NAME” type="ATTR_UPDATE_TYPE”/>
A— JatE O ((REE D) K4 —>
<{xsd:element name="APPLICAT_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

A— FiE# 1T —>
<xsd:element name="APPLICAT_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE# 2 —>

<{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
A== FFa—F
{xsd:element name="INFOPERSONASSIGNNOTE”>
A= JEHEEF O R —>
<{xsd:complexType>
{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="APPLICAT_PERSON_NAME” type="ATTR_UPDATE_TYPE”/>



A— HYFORL —>
<{xsd:element name="APPLICAT_PERSON_TITLE” type="ATTR_UPDATE_TYPE”/>
A— Y FEOFE —>
<{xsd:element name="APPLICAT_TELNUM” type="ATTR_UPDATE_TYPE”/>
A— EHEEKE —
<{xsd:element name="FAXNUMBER” type="ATTR_UPDATE_TYPE”/>
A= FAXEZXUIA—NLT FL R -
<{/xsd:sequence>
</xsd:complexType>
{/xsd:element>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
= YEAMKIES . SNERLEES ICET A EHR —
<{xsd:complexType name="INFOFOREIGNMANUFACTURER_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
= YEAMKIES . SNERLEET OA (B30 —>
<{xsd:element name="FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
= MEAMKIES . SNERLEES O (REEO) K4 (30 —>
<{xsd:element name="FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
- FrfEHI 1 (R30) —
<{xsd:element name="FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A FrfE#I2 (R30)  —>
<{xsd:element name="FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= YEAMEIES . SNERLEET OAH GMESD
{xsd:element name="FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= MEAMKIES . SNERLEES O ((REEO) K4 GMESD —>
<{xsd:element name="FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
- FrEH 1 GMESD >
<{xsd:element name="FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FrfE# 2 GhESD) —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
== BERT L E AT (RBEIERIEE) DAL OFTE# —>
<xsd:complexType name="COMB_INFONAMEADDRESSMANUFACTPLANT TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
A== 5% —>
<{xsd:element name="COMB_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>



- FrEM 1 —>
<{xsd:element name="COMB_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriEM 2 —>
<{xsd:element name="COMB_MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE”/>
A—FEFa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A— By RO &EiGHR —>
<{xsd:complexType name="COMB_INFOINGREDIENTQUANTITY_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INGREDIENTSQUANTITIES” type="ATTR_UPDATE_TYPE”/>
A== B RO ——>
{xsd:element name="COMB_INFODOSAGEFORMCODE” type="COMB_INFODOSAGEFORMCODE_TYPE”/>
A— A= — FEHR —>
{/xsd:sequence>
<{/xsd:complexType>
A— FE SN DI RE®R —>
<{xsd:complexType name="COMB_INFOINTENDINDICATIONSEFFECTS_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INTENDINDICATIONSEFFECTS” type="ATTR_UPDATE_TYPE”/>
A FEENDEIIHHFE —>
{xsd:element name="COMB_EFFICACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE”/>
U EANTE —
{/xsd:sequence>
<{/xsd:complexType>
A— TSN HEROCHER®R —
<{xsd:complexType name="COMB_INFOINTENDDOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_INTENDDOSAGEADMIN” type="ATTR_UPDATE_TYPE”"/>
A— TEEN BIEEOHE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BHRE = — FE® —>
{/xsd:sequence>
<{/xsd:complexType>
A—H =2 — FEH —>
<{xsd:complexType name="COMB_INFODOSAGEFORMCODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_DOSAGEFORMCODE” type="ATTR_UPDATE_TYPE”/>
A—= Fa—F —>
<{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>



A B ERE o — NiEHR —
<{xsd:complexType name="COMB_INFOADMINROUTECODE_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
A— BEREa—F —>
<{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A— HEEOHEE®R —>
<{xsd:complexType name="COMB_INFODOSAGEADMIN_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="COMB_DOSAGEADMIN” type="ATTR_UPDATE_TYPE”"/>
A— RELAUHRE —
{xsd:element name="COMB_INFOADMINROUTECODE” type="COMB_INFOADMINROUTECODE_TYPE”/>
A== BeHRE = — FME#® —>
{/xsd:sequence>
<{/xsd:complexType>
= MppMEKIEE . SNEREEE ICET AR
<{xsd:complexType name="COMB_INFOFOREIGNMANUFACTURER_TYPE”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
== MppMEKIEE . SNEREEE OAR (B30 —
<{xsd:element name="COMB_FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE”/>
== ppMkHEE | SNEREEE O (REEFO) R4 30 —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A— FiE 1 30 —>
<{xsd:element name="COMB_FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE 2 30 —>
<{xsd:element name="COMB_FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
= WpMkdEE | SNERLEEE OLFR OMESD) >
<{xsd:element name="COMB_FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A MppMkHEE . SNEREEE O (REF D) K4 GHEDD) —>
<{xsd:element name="COMB_FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifEf 1 GMESD)  —>
<{xsd:element name="COMB_FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE”/>
A— FifE 2 GMESD)  —>
<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
= FEEPERERERI = & o FIE —>



<{xsd:complexType name="INFOEACHMEDICALINSTITUT TYPE”>
<{xsd:sequence>

{xsd:element name="VARIABLELABEL” type="xsd:string”/>

<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE"/>
A— JEFES —>
<{xsd:element name="INSTITUTE_NAME” type="ATTR_UPDATE_TYPE”/>
N FEEREE O LT —>
<{xsd:element name="DEPARTMENT” type="ATTR_UPDATE_TYPE”/>
A= FEJEBHE -
<{xsd:element name="INSTITUTE_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

A— FiE# 1T —>
<xsd:element name="INSTITUTE_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— FiE# 2 —>

<{xsd:element name="INSTITUTE_TELNUM” type="ATTR_UPDATE_TYPE”/>
N BEEFT
<{xsd:element name="INFOINVESTIGATOR” type="INFOINVESTIGATOR TYPE”/>
= 1RBRE(TERNCE T 2 EH —>
{xsd:element name="INFOSUBINVESTIGATOR” type="INFOSUBINVESTIGATOR_TYPE”/>
= 1RBRHERINC T 2 EH —>
<{xsd:element name="INFOQUANTITIESINVESTPRODUCT” type="INFOQUANTITIESINVESTPRODUCT TYPE”/>
== TRBRME IR, JRBAME MRS FE Y, IR AR A S S B —>
<{xsd:element name="PLANNUMSUBJMEDICALINSTUTUT” type="ATTR_UPDATE_TYPE”/>
= ENEERSEE T ERRE R —
<{xsd:element name="NUMSUBJENROLLINSTITUTION” type="ATTR_UPDATE_TYPE”/>
= FEffulE R R 5 —>
<{xsd:element name="INFOSMOINMEDINST” type="INFOSMOINMEDINST TYPE”/>
A= VRBROFEMIZEAT 2 GO —# % FHERERE 6231 5% (RBERSHEMERE (SMO) %) R4, FHTKOZEIET (B OHM —>
{xsd:element name="INFOIRB” type="INFOIRB_TYPE”/>
A— FREAZBERICET 2HEH —
<{xsd:element name="0THERS” type="ATTR_UPDATE_TYPE”/>
A— Zofh —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A VRBRETERICET 2 HH —
<{xsd:complexType name="INFOINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”"/>
A— JEFES —>
<{xsd:element name="CHIEFINVEST NAME” type="ATTR_UPDATE_TYPE”/>
A— RBREMTEOKRA —>
<{xsd:element name="NUMMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
A— REEF —>
<{xsd:element name="GRADUATYEARMEDICALSCHOOL” type="ATTR_UPDATE_TYPE”/>
(I ZEFEFE —
{xsd:element name="CHIEFINVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— BB LB —>



{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A== JRBROHERICET 2 1HH —
<{xsd:complexType name="INFOSUBINVESTIGATOR_TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="INVESTIGATER NAME” type="ATTR_UPDATE_TYPE”/>
A— BB MERO KA —>
<{xsd:element name="INVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE”/>
A— R LB —>
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
== TRBRME IR, JRBRAGE RS FE Y, TR AL A S S Bl s —>
<{xsd:complexType name="INFOQUANTITIESINVESTPRODUCT TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
<{xsd:element name="NAMEINVESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
= TRERGEFAZE, TRBRME FMEERFE Y, RS Y DA —>
<{xsd:element name="QUANTITIESPLANNED” type="ATTR_UPDATE TYPE”/>
A— FEXRMN (AF) #HE —
<{xsd:element name="QUANTITIESSUPPLIED” type="ATTR_UPDATE_TYPE”/>
A= ZfHHE >
<{xsd:element name="QUANTITIESUSED” type="ATTR_UPDATE_TYPE”/>
A= RS >
{xsd:element name="QUANTITIESWITHDRAWN” type="ATTR_UPDATE_TYPE”/>
A= ENN SR >
{xsd:element name="QUANTITIESABROGATED” type="ATTR_UPDATE_TYPE”/>
A-- BEEElR
{/xsd:sequence>
{/xsd:sequence>
</xsd:complexType>
A= VRBROFEMIZEAT 5 B O —# % FHEHREREN 62381 5% (RBER AR (SMO) %) R4, FHTKOEIET 2 (B OHM —>
<{xsd:complexType name="INFOSMOINMEDINST TYPE”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— JEFES —>
{xsd:element name="SMO_NAME” type="ATTR_UPDATE_TYPE”/>
A— K4 —>
<{xsd:element name="SMO_ADDRESS1” type="ATTR_UPDATE_TYPE”/>
A— fFr1 —>



<{xsd:element name="SMO_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A— fFir2 —>
{xsd:element name="SMO_SERVICE” type="ATTR_UPDATE_TYPE”/>
A= ZFET D EBOFH —>
{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
<{/xsd:complexType>
A= EREFEEZEXCHTDHER —
<{xsd:complexType name="INFOIRB_TYPE">
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE”/>
A— EFE S —>
<{xsd:element name="TYPEIRB” type="ATTR_UPDATE_TYPE”/>
A== BN T DX S5y —>
<{xsd:element name="I1RB_OWNER_NAME” type="ATTR_UPDATE_TYPE”/>
A— IEFEEZBROBRBEOLT —
<{xsd:element name="IRB_ADDRESS1” type="ATTR_UPDATE_TYPE”/>

- FrEM 1 —>
<{xsd:element name="IRB_ADDRESS2” type="ATTR_UPDATE_TYPE”/>
A-- FriE 2 —>

<{/xsd:sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
A— A —
<{xsd:complexType name="ATTR_UPDATE_TYPE” mixed="true”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>
{xsd:attribute name="STATUS” use="optional”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="UPDATE”/>
{xsd:enumeration value="NONE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
</xsd:complexType>
A—1ma (EFEFH) —
<{xsd:complexType name="ATTR_ADD_TYPE” mixed="true”>
<{xsd:sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string”/>
<{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>



{xsd:attribute name="STATUS” use="optional”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="NONE”/>
{xsd:enumeration value="APPEND"/>
{xsd:enumeration value="DELETE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
<{/xsd:complexType>
<I—— IHH NOVALUE@#EfS& ——>
<{xsd:complexType name="ATTR_UPDATE_NOVALUE_TYPE” mixed="true”>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” type="xsd:string”/>
{xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1"/>
<{xsd:element name="CHANGEREASON” type="xsd:string” minOccurs="0" maxOccurs="1"/>
{/xsd:sequence>
{xsd:attribute name="STATUS” use="optional”>
{xsd:simpleType>
{xsd:restriction base="xsd:string”>
{xsd:enumeration value="NONE”/>
{xsd:enumeration value="UPDATE”/>
{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
{(xsd:attribute ref="NOVALUE” use="optional”/>
</xsd:complexType>
<= NOVALUEJ@: —>
{xsd:attribute name="NOVALUE”>
<{xsd:simpleType>
{xsd:restriction base="xsd:string”>
<{xsd:enumeration value="FALSE”/>
{xsd:enumeration value="TRUE"/>
<{/xsd:restriction>
<{/xsd:simpleType>
{/xsd:attribute>
{/xsd:schema>



(Bl 4)

KRR —E
FKH R4 B PNEZ S & PNEZ S
010 | BREFKS 330 | BERBRE 650 | 4lEfRE
020 | BHFEHKRS 340 | maKE 660 | AITEKY
030 | BkEKF: 350 | MRS 670 | REBESIERKY
040 | NERKE 360 | HEERKT 680 | HAKF
050 | AR 370 | EAEKF 690 | AARERKS
060 | HFERKY 380 | ALIRERIKE 700 | BARHERAT
070 | BIERY 390 | PEEERKRE 710 | BAKYE
080 | Koy KR 400 | WHEERKSE 720 | ERERKT
090 | BIKRY 410 | HIRERKS 730 | SEERRY
100 | KBRERZEER K 420 | BIRRZE 740 | JLETRE
110 | RBsERIRT 430 | ERHEKS 750 | IKERF
120 | KBRALKZE: 440 | Wk 760 | fmHKFE
130 | KBRR% 450 | BMKRZE 770 | @R
140 | RlLKR 460 | m~YTUTERKE 780 | fAMKFE
150 | &K 470 | THERF 790 | MEESLER S
160 | BREKF 480 | B KFE 800 | HEHERKY
170 | #ha)IpR R 490 | BRRY 810 | BiffEERIKRFR
180 | &RERKY 500 | fRKY 820 | Al ER AR
190 | &K% 510 | #OERYE 830 | iKY
200 | JkERI 520 | FRERER RS 840 | MAMWEKT
210 | BEWEERKE 530 | #UERKE 850 | —HKY¥
220 | dLBEK¥ 540 | BUHRIRS 860 | HIFEKYF
230 | EERKF 550 | HUTHBESERKY 870 | MMEKE
240 | JUHERRS: 560 | K&k FERKY 880 | IEK
250 | UMk 570 | BRKY 890 | AKX
260 | FHKRY 580 | BIRKY 900 | ALK
270 | AEBASLERRS: 590 | ®ILKT 910 | MR
280 | HFKF 600 | fEKF 920 | BRERKR
290 | LMWKy 610 | HiERKRE 930 | kLIRS ER R
300 | REARKS 620 | BEUKF 940 | EBREFELRY
310 | ARARE 630 | WIKT 950 | HALERHEE RS
320 | BEEKRT 640 | RIFKT 999 | AHEDOKF
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