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{xsd:element name="INFONAMEADDRESSMANUFACTPLANT” type="INFONAMEADDRESSMANUFACTPLANT_TYPE" minOccurs="0" maxOccurs="1" />
— BLSFTLEERT (BRIERUEE) OAFRUFEN —>
¢xsd:element name="INFOINGREDIENTQUANTITY” type="INFOINGREDIENTQUANTITY TYPE" minOccurs="0" maxOccurs="1"/> d— BARUSRIFSR —
{xsd:element name="MANUFACTMETHOD" type="ATTR_UPDATE_TYPE” minQOccurs="0" maxOccurs="1"/> - fhEFE -
(xsd:element name="INFOINTENDINDICATIONSEFFECTS” type="INFOINTENDINDICATIONSEFFECTS_TYPE" minOccurs="0" maxOccurs="1"/>
l— FEINDPENEHRER —

<{xsd:element name="INFOINTENDDOSAGEADMIN® type="INFOINTENDDOSAGEADMIN_TYPE" minOccurs="0" maxOccurs="1"/> d— FESNSBERVR RS —
{xsd:element name="SUMMARYPROTOCOL” minOccurs="0" maxOccurs="1"> = (BB H-E OME —>
<{xsd:complexType>
<{xsd:sequence?

<{xsd:element
{xsd'element
{xsd:element
{xsd:element
{xsd:element
{xsd:element

name="VARIABLELABEL" type="xsd:string” />
name="PROTOCOLNUM" type="ATTR_UPDATE_TYPE"/>
name="PHASECLINTRIAL" type="ATTR_UPDATE_TYPE"/>
name="TYPECLINTRIAL” type="ATTR_UPDATE_TYPE"/>
name="TRIALOBJECTIVES” type="ATTR_UPDATE_TYPE"/>
name="INFOPLANNUMSUBJ]" type="INFOPLANNUMSUBJ_TYPE" />

- FEEEEEE S -

I— BZFEOHE —>
<|— HEROAR —
I— Bry —

= FE#HBREHESR

<xsd:element name="TARGETDISEASE” type="ATTR_UPDATE_TYPE"/> - RHRE —
<xsd:element name="INFODOSAGEADMIN® type="INFODOSAGEADMIN_TYPE" /> — RAERUVHE&ENS —
<xsd'element name="WHOLEDURATIONCLINTRIAL® type="WHOLEDURATIONCLINTRIAL_TYPE" /> - EEHIE —
{xsd:element name="REASONONEROUS” type="ATTR_UPDATE_TYPE"/> |— HOBmEHE —

<xsd:element name="CHARGEOUTPERSONCLINTRIAL® type="CHARGEOUTPERSONCLINTRIAL_TYPE" /> <|— BB FEAEEICMET AR —
¢xsd:element name="INFOCOORDINVESTIGATOR" type="INFOCOORDINVESTIGATOR_TYPE® /> — TRERAREEM A RNEE RS ERICET 2 i —
{xsd:element name="INFOCRO" type="INFOCRO_TYPE” /> - BBROMEE (HEH) RUBBIEIEFO—HLERT5E (PARESEZEHE (CRO))
DKL, EFRUERT 2HFH0OME —
{/xsd!sequence>
{/xsd:complexType>
{/xsd:element>

<xsd:element name="OTHERCOMMENTS” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1"/> i A=F0ih —>
{xsd:element name="REMARKS" type="REMARKS_TYPE" /> — iz —>
¢xsd:element name="DOCATTACHEDNOTE” type="DOCATTACHEDNOTE_TYPE" /> <l-— EHETELES —

— BBRBEHEICMTHE —
- SEMERFICHET A HER —

<xsd:element name="INFOPERSONFILLNOTE” type="INFOPERSONFILLNOTE_TYPE" />
{xsd:element name="INFOFOREIGNMANUFACTURER” type="INFOFOREIGNMANUFACTURER_TYPE” minQccurs="0" maxOccurs="1"/>
{/xsd:sequence>
</xsd:complexType>
<= EIEFHEIR®R —
<xsd:complexType name="INFOMEDICALINSTITUT_TYPE">
{xsd:sequence>
{xsd:element name="VARIABLELABEL" type="xsd:string” />
{xsd:element name="INFOEACHMEDICALINSTITUT" type="INFOEACHMEDICALINSTITUT_TYPE" /> Cl—— EMERBE T OBE —
<xsd:element name="FOOTNOTE" type="ATTR_UPDATE_TYPE" /> . l— HiE —>
{/xsd:sequence> :
¢/xsd:complexType>
<I— U —>
<xsd:complexType name="INFOPREMATURETERMINATION_TYPE">
{xsd:sequence>
<xsd:element name="VARIABLELABEL" type="xsd:string” />
<xsd:element name="TERMINATIONDATE” type="ATTR_UPDATE_TYPE"/> I-—— PIEA4EAR —>
{xsd:element name="REASONTERMINATION" type="ATTR_UPDATE_TYPE"/> = dhkEHR —>
{xsd:element name="POSTTERMINATIONMEASURE” type="ATTR_UPDATE_TYPE" minOccurs="0" maxOccurs="1" /> l— FoHEOFERR —>
</xsd:sequence> .
{/xsd:complexType>



= o —c i —i>
< EEHE —i>

<= Wil —c HEEH —D
< EEOWREGURHL —i>

- B RMOENE —D
(— FWEMXWPESURITL —]>

< Wil —c i —i>
(= BENWEH —i>

(= —=B¥ -
{— ZWEE —]>
<= TEE —D>
(— HWE —p

= BEHE -

</ ,Buriis;psx =odky  TAVTAIAVINVA,=OWEU JUSWA[:pSX)
¢aouanbas:psxy
<, AdALTIA00TLNOYNTNAYONT  =aueu adk[xa1dwod;: psx;
- WS —=HBER —>
¢adi[xaydwoo; psx/>
(80Uanbas:psx/>
¢8ouanbas: psx/y
</, AdALTALVAdNTYLLY ,=2d43  AC0ONY0439VS0d,=eweu juawala;psx;
</, AdALTaQVT¥LLY,=2dA3 | TONTYINES,=0weu jusweye:psx)
¢,papunoqun =sInodopXew T, =SINd0QUIW aouanbas;psx;
¢/ Butays:psx =ediy  TAGVTITIVINVA,=8WeU jusWala:psX)
¢aouanbas;psyy
<, AdALTIA00MI0ITIVSOU0ANT  =eweu adL[xaTdwod: psxs
<— Bl —= >
¢adAxa1duoo;psx />
¢@duanbas:psx/s>
</ ,HdALTHI0OILNOUNINAVOINT ,=2d43  G000ILNOYNINAYOLNT ,=oWeu juswaya; psx;
</, AdAL7ALVadN YLLY, =edAy  NIWQVEIVSOQUNZLNI ,=8Weu juswaya:psx;
¢/ ,Burxys:psx =adfy AGYTATIVIYVA,=8WBU JuslLBTa:pPSX)
¢oouanbas; psxy
<, AdAL NIKAYAOVSOQANIINIOANI  =aweu adf[xa1dwod: psx)

- HAEAOWRE QUR L —>
¢adLxaydwod :psx/>

¢aouanbas ;psx/>
¢/, AdALTALVAdNTYLLY, =2dA  MAAWNNII0OSSYIOAOVOL 44, =dueu juswata: psx;
</ AdALTILVAdN YLLY  =2d4Y  SIOFAAASNOILYDIONIANALNI ,=8Wel JUswaa:psx)
</ umnﬂnpm_uthumnh« L13GVTATAVINVA =0WeU JUBWSTa: PSX)
¢asuanbas;psyy
¢, AdAL SLOTAIISNOI LVOIANIANELNIOANT , =Bweu ad4 [xa1dwoo; psx)

- BEPKERXPEURTL —]>
¢adApxadwoa;psx/>

¢aouanbas;psx/y
¢/ ,AdAL H000KI04H9VS00ANT ,=2dAT , FA0ONI0STIVSOTOANT ,=BWel Jusliata ; psx)
</, AdALTALVAdNTYLLY,=2dA3  SATLIINVNDSINAIQHYONT =8Weu jusus{a:psx;
¢/ ,Butays:psx =adk1  TIGYIATEVIYVA,=SWeU juawafa:psx;
¢@ouanbas ;psx)
¢, 3dALTALTINVADINAIQIUONIOANT  =oweu adfxaydwod;psx;
- WO WEWE—]>
¢adA]xa1dwod; psx />
¢aosuanbas;psx/y
¢aouanbas;psx/>

¢/ AdALTILYAdNTYLLY,=2d43  AQ00UTLHOJNTHAUNLIVANNYA, =aWeU Juauafe; psx)
</, AdALTILYVAdNTULLIY ,=edA3 | ZSSANAQY YOSNOdS, =suel jusuata: psxs
</ AdALTALYAdNTYLLY,=2dk1 | TSSTUAAV YOSNOdS,=ouBU JUala]a: psxy
</, AdALTAIVAdN YLLY =2dAy  ANYN MOSNOJS,=auel jusua[a:psy
</, 4dALTaQV YLLY,=2dA3  TONTVIY¥IS,=eueu juawaya;psx)
¢, pepunogun =sanodgxen | =SIN00QUIW 8ouanbas:psiy
¢/ ,Butays:psx =edfy  TAQVIITIVIYVA,=dWeU juswaia:psi;
¢aouanbas;psx¥y
<, AdALTINYTdLOVANNVNSSTYAQVANVNOANT  =sueu adi[xaTduoo; psxy
(— MBENTYUFTO (BMIBEGES) WERENKXETW —D



<xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE"/>
(xsd:element name="ADMINROUTECODE" type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
{/xsd:sequence>
- {/xsd:complexType>
- FEHBRERMES —
<xsd:complexType name="INFOPLANNUMSUBJ_TYPE">
{xsd:sequence?
<xsd:element name="VARIABLELABEL" type="xsd:string” />
(xsd:element name="PLANNUMSUBJTESTPRODUCT" type="ATTR_UPDATE_TYPE"/>
(xsd:element name="PLANNUMSUBJECTSTOTAL" type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
¢/xsd:complexType>
<— BERUVHAERMESR —
{xsd:complexType name="INFODOSAGEADMIN_TYPE">
{xsd:sequence>
<xsd:element name="VARIABLELABEL" type="xsd:string” />
{xsd:element name="DOSAGEADMIN" type="ATTR_UPDATE_TYPE"/>
(xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECODE_TYPE" />
{/xsd!sequence>
¢/xsd:complexType>
<= FEHEM >
{(xsd:complexType name="WHOLEDURATIONCLINTRIAL_TYPE">
{xsd:sequence>
{xsd:element name="VARIABLELABEL" type="xsd:string” />
<xsd:element name="STARTDATECLINTRIAL" type="ATTR_UPDATE_TYPE"/>
{xsd:element name="ENDDATECLINTRIAL" type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
{/xsd:complexType>
A— s —>
{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"/>
(xsd:element name="DETAIL” type="ATTR_UPDATE_TYPE"/>
{/xsd!sequence>
¢/xsd:sequence>
</xsd:complexType>
= BHERMAEE —
<xsd:complexType name="DOCATTACHEDNOTE_TYPE">
{xsd:sequence>
{xsd:element name="VARIABLELABEL" type="xsd:string” />
{xsd:element name="INFONAMEDOCUMENTS” type="INFONAMEDOCUMENTS_TYPE" />
<xsd:element name="REMARK" type="ATTR_UPDATE_TYPE"/>
<{/xsd:sequence>
{/xsd:complexType>
— ERATER -
¢xsd:complexType name="INFONAMEDOCUMENTS_TYPE">
{xsd:sequence>
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<xsd:sequence minOccurs="1" maxOccurs="unbounded”>
¢xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE" />
¢xsd:element name="CLASSPERSONFILLNOTE” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="APPLICAT_NAME” type="ATTR_UPDATE_TYPE" />
{xsd:element name="APPLICAT_REP_NAME" ﬁ%kuxbﬂqmlcmcbﬁmiq<vma />
<xsd:element name="APPLICAT_ADDRESS1” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="APPLICAT_ADDRESS2” type="ATTR_UPDATE_TYPE" />
{xsd:element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE" />
{xsd:element name="INFOPERSONASSIGNNOTE">
{xsd:complexType>
{xsd:!sequence>
(xsd:element name="VARIABLELABEL” type="xsd:string” />
¢xsd:element name="APPLICAT_PERSON_NAME” type="ATTR_UPDATE_TYPE" />
(xsd:element name="APPLICAT_PERSON_TITLE” type="ATTR_UPDATE_TYPE" />
<xsd:element name="APPLICAT_TELNUM" type="ATTR_UPDATE_TYPE" />
{(xsd:element name="FAXNUMBER” type="ATTR_UPDATE_TYPE" />
{/xsd:sequence>
{/xsd:complexType>
¢/xsd:element>
{/xsd:sequence>
{/xsd:sequence>
{/xsd:complexType>
<l— S ENEREE T AR
¢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" />
{xsd:element name="FOREIGN_SPONSOR_NAME" type="ATTR_UPDATE_TYPE" />
{xsd:element name="FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="FOREIGN_SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE® />
{xsd:element name="FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE_TYPE" />
<xsd:element name="FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE" />
<xsd:element name="FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE" />
{xsd:element name="FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE" />
{/xsd:sequence>
{/xsd:sequence>
<xsd:attribute ref="NOYALUE” use="optional” />
A\umm“noavpmxaaﬁmv
(l— FERERMNT & OIM —
<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" />
{xsd:element name="INSTITUTE_NAME® type="ATTR_UPDATE_TYPE" />
{xsd:element name="DEPARTMENT” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="INSTITUTE_ADDRESS1” type="ATTR_UPDATE_TYPE" />
{xsd:element name="INSTITUTE_ADDRESS2” type="ATTR_UPDATE_TYPE" />
(xsd:element name="INSTITUTE_TELNUM” type="ATTR_UPDATE_TYPE" />
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{/xsd: complexType>

<l IBBRORKNE I 2 Rl O — i & RICEFMM N OZIETHF (RBGERSRMMA (SMO)) DR, WHWQﬂ$ﬁm¥$8ﬁﬁu¢

¢xsd:complexType name="INFOSMOINMEDINST_TYPE">
{xsd:sequence>
{xsd:element name="VARIABLELABEL" type="xsd:string” />
{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
{xsd:element name="SERIALNOZ2” type="ATTR_ADD_TYPE" />
{xsd:element name="SMO_NAME" type="ATTR_UPDATE_TYPE" />
<xsd:element name="SMO_ADDRESS1” type="ATTR_UPDATE_TYPE" />
{xsd:element name="SMO_ADDRESS2” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="SMO_SERVICE" type="ATTR_UPDATE_TYPE" />
{/xsd:sequence>
{/xsd:sequence>
(xsd:attribute ref="NOVALUE” use="optional” />
{/xsd:complexType>
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<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" />
(xsd:element name="TYPEIRB” type="ATTR_UPDATE_TYPE" />
{xsd:element name="IRB_OWNER_NAME" type="ATTR_UPDATE_TYPE" />
<xsd:element name="IRB_ADDRESS1" type="ATTR_UPDATE_TYPE" />
{xsd:element name="IRB_ADDRESS2" type="ATTR_UPDATE_TYPE" />
{/xsd!sequence>
{/xsd:sequence>
{xsd:attribute ref="NOVALUE” use="optional” />
¢/xsd:complexType>
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<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" />
{/xsdirestriction>
{/xsd:simpleType>
{/xsd:attribute>
{/xsd:complexType>
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<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" />
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