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XMLBRBA VAR VA (BERFH) AURE 3

{7xml version="1.0" encoding="UTF-8"7>
<MCCI_IN200100UV01 ETSVersion="XML_l.0" xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UVQL, xsd” xmlns— urn:hl7-org:v3" amlns:xsi="http://wew. w3. org/
2001/3LSchema-instance”>
<id extension="N.1.2" root="2.16.540.1. 113883, 3.080.2. 1.3. 227/>
<I— N. 1. 2: Batch Mumber —>
<creationTime value="20101214151617"/>
<I-- N.1.5: Pate of Batch Fransmission —>
<responseModeCode cade="D"/>
‘¢interactionid extension="MCCI_IN200100UVO1™ root="2.16.840. 1. 113883, 1.67/>
<name code="N. 1.1 codeSysten="2. 16,840, 1, 113883, 3,989.2. 1. 1. }” codeSystenVersion="2.0"/>
<l— N.1.1: Type of Messages in Batch — .
<l— Message #$1 —> .
<PORR_ING4%016UV>
<id extension="N.2.r.1” root="2. 16. 840. 1. 113883. 3. 989. 2. 1, 3. 1" />
{l— N.2.1.1: Message Identifier —>
CcreationTime value="20101214151617"/>
<l— N.2.1. 4 Date of Message Creation —>
{interactionId extension="PORR_INO49016UV”" root="2.16.840. 1. 113883.1.6"/>
<{processingCode code="P"/> .
<processinglodeCode code="T"/>
{acceptAckCode code="AL"/>
{receiver typeCode="RCV">
<device classCode="DEY” determinerCode="INSTANCE™> )
¢id extension="N.Z.r.3" root="2.16. 840.1.113883.3.989.2.1.3. 12"
¢t— N.2.r7.3: Message Receiver Identifier ——>
</device>
‘{/receiver>
¢sender typeCode="SND™> .
<device classCode="DE¥" determinerCode="INSTANCE™> : : - .
<id extension="N.2.r.2" root="2.16. 840. 1. 113883. 3. 989. 2.1. 3. 11" />
{l— N.2.r.2: Message Sender Identifier —>
<fdevice>
{/sender>
{controlActProcess elassCode="CACT” moodCode="EVN™>
<code code="PORR_TEQ49016UV" codeSystem="2. 16. 840. 1. 113883. 1. 18"/>
¢l— HL7 Trigger BEvent ID —>
CeffectiveTime value="20101214131617"/>
|+ €.1.2: Date of Creation —>
¢subject typeCode='Sl.!B]')
<imvestigaticnEvent classCode="INVSTG™ moodCode="EVN™>
<id extension="C.1.1" root="2. 16. B40. 1. 113883.3.989.2.1.3. 17/>
{l— C,1.1: Sender’s (case} Safety Report Unique Identifier —>
<id extension="C. 1. 8.1 root="2. 16. 840, 1. 113883, 3.980.2.1.3.2"/>
<l— C.1.8.1: Worldwide Unique Case Identification Number —>
<id extension="J2.1b" root="2.16.840. 1. 113883,3,989,5.1.3.2.3. 1"/
<I— eggJz, ib: MAIES (FS) '
<code code="PAT_ADY_BVNT" codeSyster="2.16. 840, 1. 113883, 5.47/>
{text>H. 1</text> ’
¢!— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Ottcome and Addltlunal Relevant Information —>
<statusCode code="active”/> N
<I— eedJ2.7.1 52T, RETEDY —>
{pffectiveTime>
<low value="20090101"/>
<l— C.1.4: Ddte Report Was First Received from Source —>
</effectiveTime> . )
<availabilityTime value="200901017/>
¢l— C.1.5: Date of Most Recent Information for This Report -
<reference typeCode="REFR™>
<document classCede="DOC” moodCode="EVN™>
<code code="1" codeSysten="2. I6. 840, 1. 113883, 3.589, 2, 1. 1. 27" codeSystemVersion="1. 0" displayName="documentsHeldRySender”/>
<titleXC.1.6. L. 1. 1¢/title>

¢l— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #l —
<text mediaType="application/pdf” representation="B64">C. L. 6. 1. r.2{/text>
¢l— C.1.6.1.1r.2: Included Documents #l —>
. {/document>
{/reference>

Creference typeCode="REFR™>
{document classCode="DOC” wmoodCode="EVN™>
{code code="1" codeSystem="2, 16. 840. 1. 113883. 3. 989. 2. 1. L. 27" codeSystemVersion="1. 0" displayName="docunentsHeldBySender”/>
<title>C. 1.6, L.1. 1¢/title>
{l-= C.1.6. L. r. 1! Documents Held by Sender (rvepeat as necessary) #Z2 —>
<text mediafype="1image/jpeg” representation="B64~ compression="DF">C.1.6.1. 1. 2¢/text>
{l— C.1.6. L r.2: Included Documents #2 —>
{/decument>
{/reference’
(reference typeCode="REFR">
{document c¢lassCode="DOC” moodCode="EVN™>
<code code="2" codeSysten="2. 16. 840 1. 113883. 3.989. 2. L. L. 27" codeSystenVersion="1. 0" displayName="1literatureReference”/>
<title>J2.17.r¢/title?
{— geaJ2. il.r BB/ HMROSGH H —
<text mediaType="application/pdf” representation="B64">C.4.r. 2{/text>
<!— €. 4.r. 27 Included Documents #1 —>
<bibliographicDesignationText>C, 4. r. 1</bibliographicDesignationText>
<I— €. 4.r.1: Literature Reference(s) #l -->



‘{participaticn typeCode="AUT™>
CassignedEntity classCode="ASSIGNED™>

<representedOrganization ¢lassCode="0RG”™ determinerCode="INSTANCE™>

<aslocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCede="INSTANCE™>
{code code="J2.15.1" codeSystew="1. (. 3166.1.2.2"/>
<Il— p@eJe. 156.x 24RE 1 —
¢/locationd
</asLocatedEntity> .

{/representedlrganization>

</assignedEntity>
</participation>

{/document>
{/reference>

<reference typeCode="REFR™> .
<document classCode="DOC™ moodCode="] EVN > '

{code code="2" codeSystem="2. 16.840. 1. 113883. 3.985. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1iteratureReference”/>

<title>J2.17.r<¢/title>
<!— eeeJz. 17.r BB HROIM 82 —
{text mediaType="application/pdf” representaticn="B647>C.4.r.2¢/ text>
¢<!— C.4.r.2: Included Documents #2 —>
{bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
<|— C.4.r.1: Literature Reference(s) #2 -
{participation typeCode="AUT™>

<assignedEntity classCode="ASSIGNED™>

{representedlrganization classCode="0ORG" determinerCode="INSTANCE™>

<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="]J2.15. 1" codeSystem="1.0. 3166. 1.2.2"/>
<|— @8eJz. 15. r LNFE #2 —>
{/location>
</asLocatedEntity>

{/representedOrganization>

{/assignedEntity>
{/participation>

</document>
<{/reference>

<component typeCode—- COMP™>
{adverseEventAssessment classCode="INVSTG” moodCode="EVN™>
<subjectl typeCode="SB)"™>
{primaryRole classCode="INVSB]™>

Record”/>

Investigat ion"/>

{playerl classCode="P5N" determinerCode="INSTANCE™>

<name>D. 1</name>
<!— D.1: Patient (name or imitials) —>
<administrativeGenderCode code="D.5" codeSystem="1.0. 5218"/>
<— D5 Sex —>
<birthTime value="200901017/>
<I-— D, 2, 1; Date of Birth —>
{deceasedTime value="20080101"/>
<I— D.9.1: Date of Death —>
<asIdentifiedEntity classCode="IDENT">
<id extension="D.1.1.1" root="2. 16. 840. 1. 113883. 3. 989 2 13775

¢t— D.1.1,1: Patient Medical Record Number{s} and Source(s) of the Record Number (GP Medical Record Mumber} -

¢code code="1" codeSysten="2. 16. 840, 1, 113883, 3.989.2.1.1.4% codeSystenVersion="1. 0" displayName="GP*/>

{/asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT™>
¢id extension="D.1.1.27 root="2. 16.840.1. 113883.3.985.2.1.3.8"/>

{l-- D.1. 1. 2: Patient Medical Record Number{s} and Scurce(s} of the Record Number (Specialist Record Number) -

¢code code="2" codeSystem="2.16.840.1. 113883. 3.989. 2. 1. 1. 4" codeSystenVersion="1. (" displayName="Specialist™/>

</asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT™>
<id extension="D.1.1. 3" root="2.16.840.1. 113883.3.989.2.1.3.9"/>

¢t— D.1.1.3: Patient Medical Record Mumber({s) and Source(s} of the Record Number (Hospital Record Number) —>

<code code="3" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 4" codeSystenVersion="1. 0" displayName="Hospital

¢/asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT™>
<id extension="D.1.1.4” root="2.16.840. 1. 112883. 3.989.2.1.3.10"/>

¢l== D.1.1.4: Patient Medical Record Number{s) and Scurce(s} of the Record Number (Investlgatmn Humber) —>
{code code="4" codeSystem="2. 16. 840. 1. 113882, 3. 989, 2. 1 1. 4" codeSystemVersion="1. 0" displayName="

</asldentifiedEntity>
<role classCode="PRS™>
{code code="PRN" codeSystem="2. 16, 840. 1. 113883.5, 111" />
{associatedPerson classCode="FSN” determinerCode="INSTANCE™
<name>D. 10, 1{/name>
<l--D.10.1: Parent Identification —>
<{administrativeGenderCode code="D. 10.6" codeSystem="1.0.5218"/>
{l-- D. 10. 6! Sex of Parent —>
{birthTime value="200901017/>
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' <l— D.10.2. 11 Date of Birth of Parent —>
</associatedPerson>
{subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™> . .
<code code="3" codeSysten="2. 16. 840. 1. 113883. 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="age”

/>
<value xsi:type="PQ" value="10" wmit="D. 10. 2. 2b"/>
<1--D.10.2.2a: Age of Parent (number) —>
<i— D.10.2.2b: Age of Parent (unit) —>
{/observation> .
{/subject0f2> i
{subject0f2 typeCode="SB]™>
{observation classCode="0BS" moodCade="EVN™>
<code code="22" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
lastMenstrualPeriodbate” /> .
<value xsi:type="TS" value="200801017/>
¢]— D10 3: Last Menstrual Period Date of Parent —>
{/abservation>
</subject0f2> i
{subject0f? typeCode="SBJ™>
<observation ¢lassCode="0BS™ moocdCode="EVN™> .
<code code="7" codeSysten="2. 16.840. 1. 113883. 3,989, 2. 1. . 18" codeSystemVersion="1.1" displayNeme="

body¥eight”/>
<value xsi:type="PQ” value="30" unit="kg"/>
<!— D.10.4: Body Weight (kg) of Parent —>
. ' </observation>
</subject0f2>
<subject0f2 typeCode="SB]"> ,
{observation classCode="0BS" moodCode="EVN™> .
<code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
height™/> -

<value xsi:type="PQ" value="160" unit="cm"/>
<= D.10.5: Height {cm) of Parent —>
{fobservation® .
{/subject0f2> '
{subject0f2 typeCode="SB]™>
{organizer classCode="CATEGCRY" moodCode="EVN™> .
<code code="1" codeSystem="2.16. 840. 1. 113883.3.98%. 2. 1. 1. 207 codeSystemVersion="1.0" displayName="
relevantMedicallistoryAndConcurrentConditions™/> ' ’
{component typeCode="COMP™>
<observation classCode="0BS" moodCode="EVN™>
<code code="D.10.7. 1. r. 1b” codeSystex="2. 16, 840. 1. 113883, 6. 163" codeSystenVersion="D. 1. 7. L. .
1a"/> . . ;
{!— D.10.7.1.r. 1a: MedDRA Version for Medical History #1 —>
<I— D.10.7. 1.1. 1b: Medical History (disease / swrgical procedure/ ete.) (MedDRA code) &1 —»>
CeffectiveTime xsi:type="IVL_TS">
<low valie="20090101"/>
<I—D.10.7.1.r. 2 Start Date #I —>
<high value="20000101"/>
<1— D.10,7. L.r.4: End Date #1 —>
. {/effectiveTime>
{outboundRelaticnship? typeCode="COMP™>
- <observation classCode="0BS" moodCode="EVN">
<eode code="10" codeSysten="2, 16. 840. 1. 113883, 3.989. 2. L. 1. 19" codeSystemVersion="1.1"
- displayName="comment” />
<value xsiztype="ED73D. 10. 7. L r. 5</value>
<!— B.10.7. L r. 5: Comments #1 —>
</observation>
{/outboundRelationship2>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
<code code="13" codeSystem="2.16. 840. 1. 1138832. 3,989. 2. 1. 1. 18" codeSystemVersion="1. 1"
displayName="continving”/>
<value xsi:type="BL” value="true™/>
<I— D 10.7.1.7. 3: Continuing $1 —>
{/observation>
</inboundRelationship>
</observation>
</component> :
<component typeCode="COMP™>
<{ebservation classCode="0BS" moodCode="EVN™>
<code code="D. 10.7. L. 1. 1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="D.10.7. 1. 1.
1a"/> . .
<!— D.10.7.1.1. 1a: MedDRA Version for Medical History #2 —>
<l— D.10.7. L. 1. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 —>
{effectiveTime xsi:type="IVL_TS™> '
{low value="20080101"/>
¢~ D.10.7.1.1.2: Start Date #2 —>
<high value="20090101"/>
<l— D.10.7.1.r.4: End Date 52 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP™>
{observation classCede="0BS" moodCode="EVN™>
<code code="10" codeSystem="2. 16, 840, {. 113883. 3.989. 2. 1. L. 19" codeSystemVersion="1, 17
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tisplayNeme="comment”/>
<value xsi:type="ED™D, 10,7, 1. 1. 5</value®
<I—D.10.7.1.£.5: Comments #2 —>
{/ohservaticn?
{/outboundRelationship2>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
<code code="13" codeSystem="2. 16.840. 1. 113883. 3,989. 2. 1. 1. }9” codeSystemVersion="1.1"
displayName="continuing”/> )
<value xsi:type="BL" value="true"/>
<l— D.10. 7. L. x. 3: Continuing §2 —>
</cbservation?
</inboundRelationship>
{/observation>
{/component>
{component typeCade="COMP™>
' <observation classCode="0BS" mocdCode="EVN">
<code code="18" codeSystem="2. 16.'840. 1. 113883. 3. 989, 2, L. 1, 19" codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText™/>
{value xsi:type="ED">D. 10. 7. 2{/value>
¢!— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —)
{/observation>
</component>
</organizer>
</subject0f2>
<subject0f2 typeCode="SBJ">
Corganizer classCode="CATEGORY” moodCode="EVN™>
<code code="2" codeSysten="2. 16.840. 1. 113883. 3.989. 2. 1. 1, 20" codeSystenVersion="1.0" d).splayName—

drugHistory™/>
<component typeCode="CONP>
<substanceAdninistration classCode="SBADM™ moodCode="EVN™>
{effectiveTime xsi:type="IVL_TS">
<low value="200901017/> - !
<1— D.10.8.r.4: Start Date #l —>
<high value="20000101"/>
{1-- D, 10.8.1.5: End Date §1 —
<feffectiveTime>
{eonsumable typeCode="CSM™>
{instanceOfKind classCode="INST™>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<code code="D. 10.8.r.2b" codeSystem="TBI-MPID” codeSystemVersicn="D. 1{. §.r. 2a"/>
<1-- D.10.8.r,2a: MPID Yersion Date / Number %1 —>
<!— D.10. 8. r. Zb: Medicinal Product Identifier (MPID) #1 ——>
<name?>D. 10. 8. r. 1{/name>
<!-~ D.10.8.1.1: Namwe of Drug as Reported #1 —>
</kindOfProduct>
</instance0fKind>
{/consumable>
{outboundRelationship? typeCode="RSON™>
<observation classCode="0BS™ moodCode="EVN">
<cade code="19" codeSysten="2. 16, 840. 1. 113883. 3. 989. 2, L. 1. 19" codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE™ code="D.10.8.r.6b"” codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystenVersion="D. 10. 8. r. 6a”/> .
¢I— D.10.8.r. 6a: MedDRA Version for Indication K1 —>
¢I— D.10.8.r.6b: Indication (MedDRA cede) #1 —> .
{/fobservation>
{/outboundRelationship2>
{outheundRelationship? «typeCode="CAUS™>
{ebservation classCode="0BS" mooadCode="EVN™>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
<value xsiitype="CE" code="Ih 10.8.r.7b" codeSystem="2, 16. 840. 1. 113883, 6. 163"~
codeSystemVersion="D. 10.8.r. 7a"/> .
<1-= D. 10,8, 1. Ta: MedDRA Version for Reaction #1 —>
¢<!—- D.10.8.r. Tb: Reactions {MedDRA code} #1 —>
{/observation>
</outboundRelationship2>
¢/substancepdministration>
{/component>
{component typeCode="COMP™> .
¢substanceAdministration classCode="SBADM" moodCode="EVN™>
affectiveTime xsi:type="IVL_TS™>
<low value="200201017/>
<l— D.10.8.1.4; Start Date #2 —>
<high value="20090101"/>
<|— D.10.8.1.5: End Date #2 ——>
<feffectiveTime>
<consunable typeCode="CSM™>
{instanceOfKind classCode="INST™>
<kindOfProduct classCode="MMAT™ determinerCode="KIND">
<code code="D. 10. 8. 1. 3b" codeSystem="TBD-PhPID” codeSystemVersion="D. 10.8.r.3a"/>
<1— D.10.8.r. 3a: PhPID Yersion Date / Number #2 —>
<!{— D. 1.8, r.3b: Pharmaceutical Product Identifier (PhPID) %2 -—>
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<{name>D. 10. 8. r. 1{/name>
{!— D.10.8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instance0fKind>
{/consumableX
{outboundRelationship? typeCode="RSON™>
{ohservation c¢lassCode="0BS" moodCode="EVN™>
<code code="19" codeSysten="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="indication™/> :
<value xsiitype="CE" code="D. 10. 8. r. 6b" codeSystem="2. 16. 840, 1, 113883. 6. 163"
codeSystemVersion="D. 10. 8. . 6a™/>
<{~- D.10.8.x.6a% HMedDRA Version for Indication 2 —>
<!— D.10.8.1.6b: Indication (MedDRA code) #2 —>
{/obsetvation>
</outboundRelationshipZ>
<outboundRelationship2 typeCode="CAUS™>
<observation classCode="0BS” moodCode="EVN">
{code code="20" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.-1"
displayName="reaction”/>
’ <value xsi:type="CE” code="D.10.8.r.7b" codeSystem="2.16.840, 1. 113883, 6. 163"
codeSystemVersion="D. 10. 8. x. Ta"/> . -
: <|— D.10.8.r.7a: MedDRA Version for Reaction #2 —>
<l— D.10.8.1. 7b: Reactions {MedDRA code) £H2 —>
</observation) '
{foutboundRelationship2> . )
{/substanceAdministration>
‘. </component>
{/organizer>
</subject0f2>
</role>
</playerl>
<{subject0f]l typeCode="SBJ™>
{researchStudy classCode="CLNTRL" moodCode="EVN™>
<id extension="C.5.3" root="2.16. 840, 1. 113883, 3. 989, 2.1.3.5"/>
. {!— C.5.3: Sponsor Study Numher —>
<code code="C. 5. 4™ codeSysten="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 8" codeSystemVersion="2.0"/>
{l— C.5.4: Study Type Where Reaction(s) / Event{s) Were Observed —>
' <title>C.B.2</title> . |
<l— C.5.2: Study Name —>
<authorization. typeCode="AUTH™>
<studyRegistration classCode="ACI" moodCode="EVN">
<id extension="C.5.1.r.1" root="2, 16, 840. 1. 113883, 3.989. 2. 1. 3.6"/>
<l-- C.5.1.1.1: Study Registration Number # -
, <author iypeCode="AUT">
' {territorialAuthority classCode="TERR™>
' <governingPlace classCode="COUNTRY" determinerCode="INSTANCE*>
{cade code="C.5, 1.1.2" codeSystew="1. 0. 3166. 1.2.27/>
<I— €.5.1.1.2: Study Registration Country #1 —>
{/governingPlace>
</territorialAuthority>
<fauthor>
{/studyRegistration>
{/authorization>
{autherization typeCode="AUTH">
<studyRegistration classCode="ACT" moodCode="" E\’N >
<id extension="C. 5. 1.T.1" root="2.16. 840. 1. 113883. 3, 98%. 2. 1. 3.6"/>
<I— €.5.1.r. 1 Study Registration Numher #2 —>
<author typeCode="AUT™>
<territorisliuthority classCode="TERR™>
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C.5.'1.1.2" codeSysten="1. 0. 3166.1.2.2"/>
{}— C.5.1.r.2: Study Registration Country 42 —>
- </governingPlace>
{/territorialAuthority?
</author>
{/studyRegistration>
</autherizationd
</researchStudy>
</subjectOfL>
<subject0f2 typeCode="SBJ™>
<observation classCode="0BS" moodCode="EVN">
{code code="3" codeSystem="2. 16, B40. 1. 113883.3.0980.2. . 1. 19" codeSystenYersion="1. 1" displayName="age”/>
{value xsi‘type="PQ” value="10" unit="D. 2. 2b"/>
{1— D.2 Za: Age 2t Time of Onset of Reaction / Event (number) ——
<!-— D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
</observation)
</sibjectof2>
{subject0f2 typeCode="SB] >
{observation classCode="0BS" mocdCode="EVN">
<code code="16" codeSystem="2. 16. 840, 1, 113883.3.980. 2. 1. 1, 19" codeSystenVersion="1.1" displayName="
gestationPeriod”/>
{value xsi:type="PG” value="10" unit="D.2.2.1b"/>
<1—D.2.2.1a! Gestation Pericd When Reaction / Event Was Observed in the Foetus (number) -
<1— D.2.2.1b: Gestation Peried When Reaction / Event Was Observed in the Foetus (unit) —>
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lastMenstrualPeriodbate™/>

{/observation>
</gubjectGf2> .
{subjectOf2 typeCode="SBJ">
<observation classCode="0BS" moodCode="EVN™> :
{code code="4" codeSystem="2. 16. 840, 1, 113883, 3. 985. 2. 1. L. 19" codeSystenVersion="1.1" displayNawe="ageGroup™/>
<value xsiitype="CE" code="D.2.3" codeSysten="2. 16. 840, I. 113883. 3. 989. 2. 1. 1.9" codeSystemVersion="2. 0" />
¢l— D.2.3: Patient Age Group (as per reporter) —> ’
</observation>
{/subject0f2>
<subjoct0f2 typeCode="5B] >
<observation classCode="0BS" moodCode="EVN">
{code code="7" codeSystem="2. 16. 840 1. 113883. 3. 989. 2, 1. 1. 197 codeSystemVersion="1. 17 displayName="bodyKeight”/

<value xsiitype="PQ” value="48.2" unit="kg"/>
¢!— D.3: Body Weight (kg) —>
{/shservationy
</subject0f2>
<subjectOf2 typeCode="5B] >
<observation classCode="0BS” mocdCode="EVH™>
(code code="17" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19" cadeSystemVersion="1. 1" displayName="height"/>
<value xsiitype="PQ” value="1527 unit="cn"/>
<l— D. 4: Height (cm) —
{/observation>
{/subject0f2>
<subject0f2 typeCode="SB]">
<obsexvation classCode="0BS™ moodCode="EVN™>
<code code="22" codeSystem="2. 16, 840, 1. 113882. 3,989, 2, 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsi:type="TS™ value="200801017/>
<!— D.6: Last Menstrual Period Date —>
</observation>
</subject0f2>
¢{subjectOfZ typeCode="SB]™> .
<organizer classCode="CATEGORY™ moodCode="EVN™>
{code cade="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="

relevantMedicalHistoryAndConcurrentConditions™/>

displayName="comment”/>

displayName="familyHistory™/>

displayName="continuing”/>

{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN™>
<code code="D.7.1.r.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="0.7.1.r.1a"/>
<I— D.7.1.r.1a: MedDRA Version for Medical History #1 —>
<l— D.7.1.r 1b: Medical History {(disease / surgical procedure / ete.} (ledDRA code) #1 —>
<effectiveTime xsi:type="IVL_TS™>
<low value="200901017/>
<l— D.7.1.1.2: Start Date #1 —>
<high value="20090101"/>
<I-— D.7.1L.r.4: End Date #1 —>
<feffectiveTimed
<outboundRelationship2 typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN™>
<code code="10" codeSystem="2. 16. 840, . 113883. 2. 989, 2. 1. 1. 19”7 cedeSystemVersien="1,1"

<value xsi:type="ED*>D.7.1.r.5</value>
Ll 1,7, 1,r.5: Comments #1 ——>
</observation>
¢/outhoundRelationship2>
<outboundRelationship? typeCode="EXPL™>
{observation ¢lassCode="0BS” moodCode="EVN™>
<code code="38" codeSystem="2. 16. 840, 1. 113883. 3. 689. 2. 1. 1. 19" cudeSYstem_Version=’1. 1"

<value xsi:type="BL” value="true”/>
{l— D, 7. L.r. 6: Family History #1 —>
¢/observation>
{/outbeundRelationship2>
{inboundRelationship typeCode="REFR™>
{ohservation ¢lassCode="0BS™ moodCode="EVN™>
{code code="13" codeSystem="2. £6.840. 1. 113883.3.580. 2. 1. 1. 197 codeSystemVersion="1.1"

<value xsi:type="BL" value="true”/>
¢!— B.7.1,r.3: Continuing #1 -
{/chservation>
</inboundRelationship>
{/observation>
{/component>
{compenent typeCode="COMP™>
- <chservation classCode="0BS" moodCode="E¥N™> .
{code cade="D.7.1.r.1b".codeSysten="2, 16. 840. 1. 113883, 6. 163" codeSystemVersion="D. 7. L.r. 1a"/>
‘ <I— D.7.1.1. 1a® MedDRA Version for Hedical History #2 —>
¢I— D.7.1.1. 1b: Medical history (disease / surgical procedure / etc.) (HedDRA code) k2 —>
CeffectiveTime x5i:type="IVL_TS™>
<low value="20090101"/>
<|— D.7.1.x.2: Start Date #2 —>
<high value="260901017/>
<I—D.7.1.r.4: End Date #2 —>
{feffectiveTiue>




displayName="comment />

displayName="fami lyHistory”/>

displayName="continuing”/>

<outboundRelationship2 typeCode="COMP™>
<observation classCode="0BS" moedCode="EVN">
{code code="10" codeSystem="2. 16. B40. |, 113883, 3, 989, 2, 1. 1. 19”7 cedeSystenVersion="1.1"

{value xsiitype="ED7>D.7. 1.r.5¢/value>
-~ D.7.1.1.5° Comments #2 —>
</observation>
</outboundRelationshipZ>
{outboundRelationship2 typeCode="EXPL™> )
<observation c¢lassCode="0BS" moodCode="E¥N™>
{code code="38" codeSysten="2.16.840. 1. 113883. 3. 989, 2, 1. 1, 19" codeSystemVersion="1.1"

<value xsiitype="BL" value="true"/> '
<!— D.7.L.r.6° Family History #2 —>
</observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR™>
. <observation classCode="0BS™ moodCede="EVN™)
<code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1. 1. 18" codeSystemVersmn— 1"

<value xsi:type="BL" value="true”/>
{l-—D.7.1.1.3: Continuing #2 —>
</observation)
</inboundRelationship>
</observation>
{/component>
{component typeCode="COMP">
{observation classCode="0BS" moodCode=" Em’)
{code code="18" codeSysten="2, 16, 840. 1. 113883.3.989.2.1,1, 13" codeSystemVersmn— 1.17 displayName="

historyindConcurrentConditionText”/>

event) —>
concowitantTherapy”/>
1}
N2

displayName="indication"/>

D.8.r.6a"/>

displayName="reaction”/>

D8.x.Ta"f>

<value xsi:type='ED'>D. 7. 2</value>
<!— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /

. {/observation>
{/component>
<component typeCode="COMP™>
<observation classCode="0BS" moodCode="EVN™>
<code code="11" codeSystem="2. 16. 840, 1, 133883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

{value xsi:type="BL" value="true”/»
<}— D.7.3: Concomitant Therapies —>
{/observation>
</component?
{/organizer>
</subject(f2>
<subjectOfZ typeCode="SB]™>
{organizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSyster="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 207 ¢odeSystemVersion="1. 0" displayName="druglistory”

{component typeCode="COMP™>
<substanceAdninistration classCode="SBADM™ moodCode="EVN">
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l—D.8.r. 4: Start Date #1 —>
<high valne="200901017/>
<!— D.8.r.5: End Date §1 —>
{/effectiveTime>
<consumable typeCode="CSH™>
<instance0fKind classCode="INST™>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
<cade code="D. 8.1.2b" codeSysten="TBD-MPID” codeSystemVersion="D, 8.r.2a"/>
<l-- D.B, 1, 2a: WPID Version Date / Number #1 —>
<I— D.8.r.2b: Medicinal Product Identifier (MPIDY #F —>
<name>D. 8.r. 1<{/name>
<1-- D.8.1. 1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
</consunable> .
<outboundRelatienship2 typeCode="RSON™>
{observation elassCode="0BS™ moodCode="EVYN™>
{code code="19" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2, 1. 1. 19" codeSystenVersion="1.1"

<value xsi:type="CE” code="D.8.1.6b” codeSystem="2.16.840. 1. 113983, 6. 163" codeSystenVersion="

{!— D.8.r.6a: MedDRA Version for Indicatien #1 —>
<!— D.8.r.6b: Indication (MedDRA code} #1 —>
</observationd '
</outboundRalationship2>
{outboundRelationship2 typeCede="CAUS">
<chservation classCode="0BS" moodCode="EVN™>
<code code="28" codeSystem="2, 16, B40. L. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"

<value xsiltype="CE" code="D.8.r1.7b" codeSystem="2.16, 849, 1. 113883, 6. 163" codeSystenVersion="



displayName="indication”/>

D.8.x. 6a"/>

iiisplayName="reaEtion'/ >

D.8.xr.7a"/>

reportedCause0fDeath”/>

reportedCauseQfDeath” />

causeOfDeath”™/>

r. la™>

{!— D.8.1.7a: MedDRA Version for Reaction #1 —->
<!-- D.8.1.7b: Reaction (MedDRA code)-#1 —>
</observation>
+ {/outboundRelaticnship2>
{/substanceAdministration>
{/component>
<componeat typeCode="COMP™>
{substanceAdninistration classCode="SBADM" moodCode="EVN™>
<effectiveTime xsi:type="IVL_TS™>
<low value="20090101°/>
<l— D.8.r.4: Start Date #2 —>
<high value="200901017/>
<! D.8.r.5: End Date #2 —>
<feffectiveTime>
{consumatle typeCode="CSM™>
<instance0fKind classCode="INST™>
<kind0fProduct classCode="MMAT" determinerCode="] KIN'D >
{code code="D.8.1.3b" codeSystem="TBD-PhPID" codeSystemVersion="D. 8.r.3a"/>
{!— D.8.r.3a: PhPID Version Date / Number —>
<!— D.8.r.3b: Pharmaceutical Preduct Tdentifier (PhPID) #2 —>
<name?D. 8. r. 1</name>
{!— D.8.1.1: Name of Drug as Reported #2 —>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="RSON™>
<observation classCode="0BS" moodCode="EVN™>
{code code="19" codeSystew="2. 16. 840. 1. 113883. 3. 688. 2. 1. 1. 1" codeSystemVersion="1. 1"

<value xsi:type="CE” code="D.8.r.6b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="

. ¢l--~ D.B.r.6a: MedDRA Version for Indication {2 —> .
<!— D.8.r.6b: Indication (MedDRA code} #2 —> -
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCade="CAUS™> ' 1
<chservation classCode="0BS” moodCode="EVN"> .
{code code="29" codeSystem="2. 16. 840, 1. 113883. 3, 989. 2. 1. 1. 19" codeSystenVersion="1.1"

¢value xsi:type="CE" code="D. 8.r.7b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="

{!— D.8 1. 7a: MedDRA Version for Reaction #2 —>
‘¢!— D.B.xr.7h: Reaction (MedDRA code) 2 —>
{/obgervation>
</outboundRelationship2>
{/substancedministration>
{/component?>
</organizer>
</subjectOf2>
<subjectOf2 typeCode="SBI">
. <observatien classCode="0BS" moodCode="EVN">
<code code="32" codeSysten="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersmn— L. 17 displayName="
<value x5i:type="CE” code="D.9.2.1.1b" codeSysten="2. I6. 840. 1. 113883. 6. 163" codeSystem\'ersiorF D.4.2. 1. ka™>
<= D.9.2.1.1a: MedDRA Yersion for Reported Cause(s) of Death #I —>
{}— D.9.2.r.1b: Reported Cause(s) of Death (MedDRA code) #1 —>
{originalText>D. 8, 2. r. 2{/originalText>
!— D.9.2.1.2: Reported Cause(s) of Death (free text} #1 -~
{/value>
</observation>
{/subject0f2>
{subject0f2 typeCode="SB]">
<ohservation classCode="0BS" moodCode="EYN™>
<code code="32" codeSysten="2.16. 840, 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersien="1.1" displayName="

¢value xsiitype="CE” code="D.9.2. 1. 1b" codeSystem="2.16. 840. 1. 113883, 6. 1637 codeSystenVersion="D.9.2.r.1a™>
(l— D.9.2.r.1a: MedDRA Version for Reported Cause(s) of Death #2 -—>
<I— D.9,.2. 1. 1b: Reported Cause(s) of Death {MedDRA code} #2 —>
<originalText>D. 9. 2. r. 2</original Text>
<l— D.9.2,r.2: Reported Cause(s) of Death (free text) #2 —>
</value> )
</observation>
</subjectf2>
<subjectDf2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
{code code="5" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. [9” codeSystemVersion="1. 1" displayNeme="autopsv™/>
Cvalue xsi:type="BL" value="true”/>
<!— D,9.3 Was Autopsy Done? —>
<outboundRelationship? typeCode="DRIV™>
{ohservation classCode="0BS™ moodCode="EVN™>
<code code="8" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

Svalue xeiltype="CE” code="D.9.4.1. 1b" codeSystem="2. 16.840. k. F13883. 6. 163" codeSystemVersion="D. 9. 4.



<!— D.9.4. 7. 1a’ MedDRA Version for Autepsy-determined Cause(s) of Death #1 —>
<!— P.9.4.1. 1b Autopsy-determined Cause (s} of Death (HedDRA code) #1 —>
<originalText>D. 9. 4. r. 2</originalText>
<l-- D.9.4.1. 2! Autopsy-determined Cause({s)} of Death (free text) #l —>
</value> . .
{/observation> ’
</outbotndRelationship2>
<outboundRelationship? typeCode="DRIV">
{observation c¢lassCode="0BS" moodCode="EVN™>
{code code="8" codeSystem="2. 16. 840. 1.113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
cause0fDeath”™/> '
<value xsi:type="CE" code="D, 9.4 r.1b" codeSyster="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 4.
r.1a™>
<!— D.9.4.71.1a° MedDRA Version for Autopsy-determined Cause(s) of Death #2 —>
<!— D.9.4.7. 1b Autopsy-determined Cause(s) of Death (MedDRA code) #2 —>
<originalText>D, 9. 4. r. 2{/originalText>
<!— D.9.4.1.2: Autopsy—determined Cause(s) of Death (freé text) #2 —>
<fvalue>
</observation>
</outboundRelationship2>
</observation>
</subjectDf2>
<{subjectOf? typeCode="SB]">
<observation classCode="0BS" moodCode="EVN™>
<id root="154eb889-958b-45f2-a02f-42d4d6f4657"/>
<code code="23" codeSystew="2. 16. B40. 1. 113883. 3.980. 2. 1, 1. 19" codeSystenVersion="1. 1% displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
<lew value="200801017/>
{1 E.i.4: Date of Start of Reaction / Event #1 ——>
<high value="200901027/> .
<!~ E.i.5: Date of End of Reaction / Event #$1 —> '
{/effectiveTime>
Cvalue xsi:type="CE" code="E.i.2. 1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a™>
<l— E.i.2.1a: MedDRA Version for Reaction / Event #1 —>
¢l-- E. 1.2 1b: Reaction / Event {MedDRA code) £1 —>
{originalText language="E.i.I. Fb™}E. i.l. la(/originalText>
{l— E.i.1.1a: .Reaction / Event as Reported by the Primary Source in Native Language %1 —>
<!-— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #1 —>
</value>
. {location typeCode=" LOC >
{locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNIRY™ determinerCode="INSTANCE™>
<code code="E. 1.9 codeSystem="1.0.3166.1.2.2"/>
{!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #1 —>
</locatedPlace>
<flocatedEntity>
</locatidn>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0BS"™ moodCode="EWN">
<code code="30" codeSystem="2. 16, 840, 1. 113883, 3.980. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
reactionForTranslation”/> )
<value xsi:type="ED"JE.i.1.2<{/value>
<l—Eilz2 Reactmn / EBvent as Reported by the Primary Source for Translation $1 —>
</observation®
</outboundRelationship2> .
<outhoundRelationship2 typeCode="PERT™>
, {observation classCode="0BS" moedCode="EVN™>
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1, 1. 197 codeSystemVersion="1.1" displayName="
ternHighlightedByReporter”/> ! )
<value xsi:type="CE" code="E.i.3.1" codeSystem="2, 16.840. L. 113883. 3.989. 2. 1. 1. 10" codeSystenVersion="
2.07/>
<I— E.i.3.1: Term Highlighted by the Reporter #1 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation c¢lassCede="0BS" moodCode="EVN™>
<code code="34" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. 1, 1. 18" codeSystemVersion="1.1" displayName="
N resultsInDeath™/> . .
<value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #1 —>
{/observation>
{/outhoundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™>
<code code="21" codeSysten="2. 16. 840, 1. 113863.3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening”/> :
<value xsi:type="BL" nullFlaver="NI"/>
{!— E.i.3.2b: Life Threatening §1 —
{/observation>
{/feutboundRelationship2>
<outboundRelationship? typeCode="PERT™> . !
{observation elassCode="0BS™ moodCode="E¥N™> B
<code cade="33" cedeSysten="2. 16. 840. 1. 113883.3.989. 2. 1, 1, 19" cddeSystemVersion="1. 1" displayName="
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requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability™/>

congeni‘talﬂ.nnmalyBirti'JDefect )

otherMedicallyImportantCondition™/>

outcome™/>

[(aF 5]

medicalConfirmationByHealthProfessional”™/>

"R - BT/

codeSystenVersion="1.17/>

<valve xsi: type="BL" valug="true"/>
<l— E.i.3.2c: Caused / Prolonged Hospitalisation #l -
- {/observation>
</outhoundRelationship2>
{outboundRelationship2 typeCode='.-PER’l'">
<observation classCode="0BS" moodCode="EVN™> :
<code eode="35" codeSystem="2. 16. 840. L. 113883. 3. 989. 2, 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsiitype="BL” nullFlavor="NI"/>
<l— E.i.3.2d: Disabling / Incapacitating #i—>
</observationd
{/foutboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EYN"> .
<code code="12" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<!— E.i.3.2e: Congenital Anomaly / Birth Defect %1 —>
</observation>

* ¢/outboundRelationship2>

{outheundRelationship? typeCode="FERT">
<observation c¢lassCode="0BS" moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsittype="BL" value="true"/>
<!-- E. 1. 3. 2f: Other Medically Inportant Conditien #1 —>
</observation>
{/sutboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="E¥N™>
{code code="27" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value Xsi:type="CE" code="E.i.7" codeSystew="2.16.840. 1. 113883, 3, 89. 2. 1. 1. 11" codeSvstemVersion="2.

(4— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #l —>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{ohservation classCode="0BS" mocdCode="EVN">
<code code="24" codeSystem="2, 16. 840, 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayNeme="
<value xsiitype="BL" value="true”/> !
<l-- E.i.8: Medical Confirmation by Healthcare Professmnal Bl —
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCede="PERT™>
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16, 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayName=

<value xsi‘type="CE” code="J2.14.1" codeSystem="2. 16,840, 1. 113683.3.989.5.1.3.2. 1.8" .
<1— @88J2. 14. 1 k%0 - BER 81 —>

{/observation>
{foutboundRelationship2>

{/observation>

¢/subject0f>

<subject0f2 typeCode="SB] >
{chservation classCode="0BS" moodCode="EVN">

<id root="2baa28d6-cCe8-4eBc-93e9-5b860b3142207/> -
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, . I, 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
<low value="200901017/>
{l— E.i.4: Date of Start of Reaction / Event #2 —>
<width value="24" unit="E,i.6b"/>
{]-- E.i.Ba: Duration of Reactien / Event (number) #2 —>
{!— E.i.6b: Duration of Reactien / Event (unit} #2 —>
{/effectiveTime> )
{value xsi:type="CE” code="E. i.2. 1b" codeSystem="2. 16. 840, 1. 113883, 6. 163" codeSystemVersion="E.i.2. la™>
<l-— E.i.2. 1a: MedDRA Version for Reaction / Event #2 —> .
{l-— E.i.2.1b: Reaction / Event {MedDRA code) #2 ——>
CoriginalText language="E.1i.1.1b">E.i. 1. la/originalText>
¢l— E_i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language 52 —>
{l-- E.i. L 1b: Reactmn / Event as Reported by the Primary Source Language #2 —>
{/value>
{location typeCode="LOC™>
{locatedEntity classCode="LOCE">
<locatedPlace ¢lassCode="COUNTRY™ determinerCode="INSTANCE™>
<code code="E. 1.9 codeSystem="1.0.3166,1.2.27/>
<l— E.i.9! Identification of the Country Where the Reaction / Event Occurzed #2 —>
{/locatedPlaced
{/lacatedEntity>
</locationd
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<outboundRelationship2 typeCode="PERT™>
{observation c¢lassCode="0BS” moodCode="EVN >
{code code="30" codeSystem="2. 16. 840. 1. 113883, 3. 985. 2. . 1. 19" codeSystemVersion="1.1" displayName="
reactionForTranstation”/> '
<value xsi:type="ED"E.i. l.2¢/value>
<l-— E.i. 1. 2: Reaction / Event as Reported by the Primary Source for Translation #2 —»
</observation> .
{foutboundRelat icnship2>
{outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” mocdCode="EVN">
<code code="37" codeSystem="2. 16. 840, L. 113883, 3.989. 2. 1. 1. 19" codeSysten¥ersion="1.1" displayName="
termHighlightedByReporter”™/> -
. <value xs5i‘type="CE" code="E.i.3.1" codeSystem="2. 16. 840. 1. 113863.3.98%.2. 1. 1. 10” codeSystenVersion="
2.0°/>
<l-- E_i.3.1:Term Highlighted .by the Reporter 52 —>
{/observation>
- </outboundRelat ionship2> i
{outboundRelationship2? typeCode="PERT™>
{observation classCode="0BS" moodCade="EVN™>
<code code="34" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 197 codeSystemVersion="1. 1" displayName="
resultsInDeath”/> '
) <value xsi:type="BL” value="true"/>
<l— E.i.3.2a! Results in Death #2 —>
</abservation>
) {/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" mocodCode="BVN™>
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 489. 2. 1. 1. 10" codeSystenVersion="1.1" displayName="
isLifeThreatening”/> ,
<value xsi:type="BL" nullFlaver="NI"/>
¢!— E.i.3.2b: Life Threatening 2 —>
{/observaticn>
</outboundRelationship2>
<outboundRelaticnship? typeCode="PERT™>
{ohservation classCode="0BS" moodCode="EVN™>
{code code="33" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNage="
requiresInpatientHospitalization”/> - .
<value xsi:type="BL” value="true"/>
¢l E i 3.2¢: Caused / Prolonged Hospitalisation #2 —>
</observation>
{/outhoundRelationship2>
{outboundRelationship? typeCode="FERT™>
<observation classCode="0BS" mocdCode="EVN"> )
<code code="35" codeSvstem="2. 16. 840. L. 113683, 3. 989. 2. 1. 1. 197 codeSystemVersion="1. 1" displayName="
resultsInPersistentOrSignificantDisability”/>
’ <value xsiitype="BL" nullFlavor="NI"/>
<l— E.i.3.24: Disabling / Incapacitating #2 —>
</observation>
</outboundRelationship2>
{outboundRelationshipZ typeCode="PERT">
{observation classCode="0BS” mpodCode="EVN™>
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3.689.2, 1, 1. 19" codeSystenVersion="1.1" displayName="

congeni talAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlaver="NI"/>
<{1— E.i.3.2e: Congenital Anomaly / Birth Defect #2 —>
. </observation>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{ohservation classCode="0BS" moodCode="EVN™>
<cede code="26" codeSysten="2. 16. §40. 1. 113883. 3. 988. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
otherMedical lyInportantCondition”/>
- <value xzi:type="BL" value="trus”/>
<l— E.1.3.2f: Other Medically Important Condition #2 —>
</observaticn> . '
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation ¢lassCode="0BS" moodCode="EVN™>
Ccode ¢ade="27" codeSystew="2. 16. 840. 1. 113883.3.989. 2, 1. 1. [9” codeSystenVersion="1.1" displayName="
outcome”/>
<value xsiitype="CE" code="E.i.7" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 11" codeSystemVersion="2.
0"/ : .
<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation 32 —>
</observation> - ’
</outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
<observation classCode="08S" moodCode="EVN™>
{code cade="24" codeSyster="2. 16. 840. 1. 113883. 3.989. 2. 1. 1, 19" codeSystenVersion="1. 1" displayName="
medicalConfirmationByHealthProfessional”/> :
: <value xsi:type="BL" value="true"/>
<}~ E.i.8: Medical Confirmation by Healthcare Professional #2 —>
{/observation> . .
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<observation classCode="DBS” moodCade="EVN™> .
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{code code="11" codeSystem="2, [6, 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" ecdeSystemVersion="1.0" displayNams=
"okin - BEEDT>
<value xsi:type="CE™ code="]2.14.i" codeSystem="2. 16. 840, 1. 113853.3.989.5.1.3.2.1.8"
codeSystenVersion="1. 1"/> .
<I— @geJ2. 14. i 3 - LA 82 —>
{/observation> . .
{/outboundRelationship2>
{/cbservation>
</subject0f2>
{subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
{id root="328626ch—9f1b-4eal-Ba0feDff34430adf™/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 589, 2, 1. 1. 19” codeSystenmVersion="1.1" dlsplayﬂame— reaction”/>

{effectiveTime xsi:th'IVL_,TS')
<width value="24" unit="E.1i.6b"/>
¢!— E.i.6a: Duration of Reaction / Event (number} #3 —>
¢!— B.i.6b: Duration of Reaction / Bvent (unit) #3 —>
<high valee="20101201"/>
¢}— E.i.5: Date of End of Reaction / Event #3 —>
</effectiveTimed .
<value xsi:type="CE" code="E.1i.2.1b" codeSystem— 2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="E. i.2.1a™>
¢l-- E.i.2 la: MedDRA Version for Reaction / Event #3 —> :
¢l— E.i.2.1b: Reaction / Event {(MedDRA code} 23 —>
<originalText language="E.i.1.1b"E. i. L la¢/originalText>
¢l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
<l— E.i, 1 Ibs Reaction / Event as Reported by the Primary Scurce Language #3 —>
</ralued
<locatien typeCode="LOC™>
{locatedEntity classCode="LOGE™>
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<eode code="E.i.97 codeSystew="1.0.3166. 1. 2.2"/>
<1— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
</locatedPlace>
<{/lacatedEntity>
</location>
<outhoundRelationship2 typeCode="PERT™>
{observation classCode="0BS"™ moodCode="EVN">
<code code="30" codeSyster="2. 16. 840. 1. 113883. 3.989. 2. L. 1. 19" codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED™>E.i.I.2¢/value>
¢l~- E.i.1.2: Reaction / Event as Reported by the Primary Source for Translatien #3 -—>
{/observation’
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 98%. 2. 1. 1. 19" codeSystenVersion="1.1"7 displayName="

termHighlightedByReporter”/>
) <value x5i:type="CE" code="E.i.3.17 eodeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 10" codeSystemVersion="
2,07/
¢1— E, i.3. 1:Term Highlighted by the Reporter #3 —>
</ubservation>
{feutboundRelationship2>
¢outboundRelationship2 typeCode="PERT™>
<ohservation classCode="0BS" moodCode="EVN™>
<code code="34" codeSystem="2. 16. 840 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
resultsInDeath”/>
<vhlue xsiztype="BL" value="true />
¢t— E.i.3.2a® Results in Death 3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" woodCode="EVN™> .
<eode code="21" codeSvstem="2. I6. 840. 1. 113883, 3,989, 2. 1.1, 19" codeSystemVersion="1. 1" displayName="
isLifeThreatening”/>
<valug xsi:type="BL" nullFlavor="NI"/>
<I-- E.i.3.2b: Life Threatening §3 —>
</fobservation?
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
(observation classCode="08S" moadCode="EVN">
<code code="33" codeSystem="2. [6. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="
requiresInpatientHospitalization”/> .
<value xsi:type="BL™ value="true"/>
¢l— E.i.3.2c: Caused / Prolonged Hospitalisation #3 —>
</observation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT™>
{observation classCode="0BS" noodCode="EVN™>
Ccode code="35" codeSystem="2. L6. B40. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1, 1”7 displayName="
resultsInPersistentOrSignificantDisability™/> N
<value xsi:type="BL" nullFlavor="NI"/>
¢l— E. i 3.2d: Disabling / Incapacitating #3 —>
{fobservation>



congenital AnomalyBirthDefect”/>

" otherMedical 1yImportantCondition” />

outcome”/>

0"/

</outboundRelationship2>
{outboundRelationship? typeCode="PERT">

<obs

ervation classCode="(0BS”™ moodCode="EVN">
<code code="12" codeSystem="2. 16. 84¢. 1. 113883. 3,989, 2. {. 1. 19" codeSystemVersion="1.1" displayName="

<value xsiitype="BL" nullFlavor="NI"/>
¢l— E.i.3.2%: Congenital Anomaly / Birth Defect #3 —

</observation>
</outboundRelat ionship2>
<outboundRelationship? typeCode="PERT™>

<obs

ervation classCode="0BS™ moocdCode="EVN™>
<code code="26" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2.1. 1. 19 codeSystenVersion="1. 1" displayName="

<valye xsi:type="EL” value="true”/>
<1— E.i.3.2f: Other lledmally Tmportant Condition #3 —>

. {/abservation>

{/outbaundRelationship2>

{outboundRelationship? typeCode="PERT™>
4observation ¢lassCode="0BS™ moodCode="EVN™>

<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 089. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
<value xsi:type="CE” code="E. i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 117 codeSystemVersion="2.

<I— E.1.7: Qutcome of Reaction / Event at the Time of Last Cbservation 73—

<fobsérvaticn>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT >

<abs

medicalConfirmationByHealthProfessional” />

"AAD - BT

codeSystenVersion="1.17/>

reactionFerTranslation”/>

ervation classCode="0BS” moodCode="EVN™>
<code code="24" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi'type="BL" value="true”/>
<}— E. 1. 8! Medical Confirmation by Healthcare Professional #3 —>

{/observation>
{/outboundRelationship2> 4
<outboundRelationship2 typeCode="PERT"> ’

<observation classCode="UBS" moodCode="EVN">

<eode code="11" codeSysten="2. 16. 840. 1. 113883.-3. 989, 5. 1. 3. 2. L. 10" codeSystemVersion="1.0" displayName=
<value xsiitype="CE™ code="J2.14.i" codeSysten="2. 16. $40. L. 1135883.3.989.5,1.3.2. 1.8

<1-- 288y2.14. 1 sk - BERD #3 —>

</observation>
</outboundRelationship2>
</observation>

</subjectf2>

<subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN™> )

<id root:
{code co

{effecti

="2699840£-08h4~449c-80FT-ddB415F4F8a5"/>
de="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" di splayName="reaction”/>

veTime xsi:type="SKPR_TS">

{comp xsi:type="IVL_TS™>

<low value="20090101"/> .

¢l— E.i. 4! Date of Start of Reaction / Event #4 —>
<high value="20101201"/>

¢l— E.i.5: Date of End of Reaction / Event #4 —>

{/comp>
{comp xsiitype="IVL_TS™ operator="A">

<width value="24" unit="E.i.6b"/>

«l-- E.i.6a: Duration of Reacticn / Event (number) #4 —>

{/eo
{/effect

¢l— B.i.Bb: Duration of Reaction / Event (unit) #4 —>
mp>
iveTime>

<value xsi:type="CE" code="E.i.2 1b" codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="E, i. 2. 1a™>
<l— E.i.2.1a* MedDRA Version for Reaction / Event #14 —>
<l-- E.i.2.1b: Reaction / Event (MedDRA code) i#4 ——>

<ori

ginalText language="E.i. 1. 1b">E. . I 1a¢/originalText>

<= E.i.1.1a7 Reaction / Event as Reported by the Primary Source in Netive Language #4 —>
<l-- E.i.1,1bi Reaction / Event as Reported by the Primary Source Language #4 —>

</valued
{locatio
<loc

{/la
</locati,
{outboun

{obs

n typeCode="LOC™>
atedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY™ determinerCode="INSTANCE">
<code code="E,1.9" codeSystem="1.0. 3166.1.2.27/>
<!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 —>
{/lecatedPlace>
catedEntity>
on?
dRelationship2 typeCode="PERT™>
ervation classCode="0BS" moodCade="EVN">
<code code="30" codeSysten="2.16. 840. 1. 113883. 3. 989, 2. 1. 1. 9" eodeSystenVersion="1. 1" displayName="

‘
v

<value xsi:type="ED">E.1i.1.2</value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 ——>
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{/observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™>
. <code code="37" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 197 codeSystenVersion="1.1" displayName="
termiighlightedByReporter” />
<value xsiitype="CE” code="E.1.3.1" codeSystem="2. 16. 840. 1, 113883, 3. 989: 2. 1. 1. 10" codeSystenVersion="
2.07/> ) ' .
<l— E.i.3.1:Term Highlighted by the Reporter #4 —>
{fobsgervation> :
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS™ moodCode="EVN">
{code code="34" codeSysten="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 18" codeSystenVersion="1.1" displayName="
resultsInDeath”/> . -
<value xsistype="BL” value="true”/>
¢{|— E.i.3.2a: Results in Death §#4 >
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0ES" moodCode="EVN™>
_ <code code="21" codeSystew="Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 197 codeSystenVersion="1.1" displayName="
isLifeThreatening”/>
<value xsiztype="BL" nullFlavor="NI"/>
<1~ E, i, 3.2b: Life Threatening #4 —>
</observation>
{/outboundRelationship2>
<puthoundRelatienship? typeCode="FERT">
<observation ¢lassCode="0BS" moodCode="EVN">
<code code="33" codeSysten="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 18" codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization™/> :
<yalue xsiitype="BL” value="true”/>
I~ E.{i,3.2¢: Caused / Prolonged Hospitalisation #4 —>
{/vbservation>
» </outboundRelaticnship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN™>
<code cede="35" codeSystem="2. 16. B40. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInPersistent0rSignificantDizability”/> :
<value xsi:type="BL” nullFlavor="NI"/>
<l-- E.i.3.2d: Disabling / Incapacitating #4 —>
</observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
' <eode code="12" codeSystem="2. 16, 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="
"congenitalanomalyBirthDefect”/>
<value xsi:ztype="BL” nullFlavor="NI"/>
v ¢1-- E. i, 3. 27 Congenital Anomaly / Birth Defect #4 —>
{/observation®
</outboundRelationship2>
<outboundRelationship? typeCode="PERT">
<observation classCode="0BS™ moodCode="EVN™> -
{cude code="26" codeSystew="2. 16, 840, 1. 113883, 3,989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedical 1yImportantCondition™/>
<value xsi:type="BL" value="true”/>
¢t— E.i.3.2f: Other Medically Important Cendition #4 —>
{/observation>
{foutbomdRelationship2>
<outboundRelationship2 typeCode="PERT">
{ohservation ¢lassCode="0BS" moodCode="EVN™>
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
outcome”/> . .
<value xsittype="CE" code="E.i.7" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 11" codeSystenVersion="2.
L] .
¢l-- E.i.7: Qutcome of Reaction / Event at the Time of Last Observation ¥4 —>
fobservation> .
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="24" codeSystenr="2, 16. 840. 1. 113883. 3. 98%. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
medicalConfirmationByHealthProfessional™/>
<value xsi:type="BL” value="true”/>
¢1— E.1i.8: Medical Confirmation by Healthcare Professional #4 —>
{/observation>
¢/outboundRelationship2>
<outboundRelaticnship? typeCade="PERT™>
{observation classCode="0BS” moodCode="EVN™>
¢code code="11" codeSvsten="2. 14. B40. 1. 113883. 3.985. 5. 1. 3. 2. 1. 10”7 codeSystemVarsion="1, 0" displayName=
"i#H - BEETS
<value xsi!type="CE” code="J2. [4 i” codeSystem="2.16.840,1.113883.3.989.5.1.3.2.1.8"
codeSystemVersion="1.1"/> . : .
. I 88832, 14, i 50 - BEAR #4 —>

{/ahservatian>
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<foutboundRelat icnship2> v
* {/observation> :
</subject0f2>
<subject0f2 typeCode="SB]">
<observation classCode="0BS" moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1~24FIddbTeabd” />
{code code="29" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1. 19" cedeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_IS™>
<low value="20090101"/>
<!— E.i.4: Date of Start of Reaction / Event #5 —>
{feffectiveTine> .
<value xsi:type="CE” code="E.i.2. 1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystenVersion="E. i. 2, la™>
<}— E.i.2.1a: MedDRA Version for Reaction / Event #5 —>
\ <}— E.i.2.1b: Reaction / Event (MedDRA code) #5 -—->
<originalText language="E.i.1. 1b">E.4i. L. 1a¢/originalText>
¢l— E.i.1. la: Reaction'/ Event as Reported by the Primary Source in Native Language 25 >
<}-- E i.1.1b: Reaction / Event as Reported by the Primary Source Language #5 —>
{/value>
¢location typeCode="LOC™>
<locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
{l— E.i.9: Identification of the Country Where the Reaction / Event Occurred #5 —>
</locatedPlace>
</locatedEntity> ] '
</location>
<outboundRelationship2 typeCode="PERT>
{observation ‘classCode="0BS”™ moodCode="EVN™>
{code code="30" codeSystem="2. 16. 840. 1. 113853. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
reactionForTranslation™/>
. <value xsi:type="ED">E.i.1.2¢/value>
<!— E.i.1.2! Reaction / Event as Reported by the Primary Source for Translation #5 —>
</observation>
</outboundRelationship2>
<outboundRelationshipZ typeCode="PERT™>
<observation classCode="0BS” moedCode="EVN"> )
<code code="37" codeSystem="2. 16. B40. 1. 113883.3.989. 2, 1. 1. 19" codeSystemVersion="1,1" displayName="
termMighlightedByReporter”™/> ] E -
<value xsi:type="CE” code="E.i.3.1" codeSysten="2.16. 840. 1. 112883. 3.989. 2. 1. 1. 10" codeSystenVersion="
2.07/> :
¢!— E.1.3.1:Term Highlighted by the Reporter #5 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
.{observation classCode="0BS" moodCode="EVN™>
<code code="34" codeSysten="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayllame="
resultsInDeath”/> )
<value xsi:type="BL" value="true”/>
<l-- E.i.3.2a’ Results in Death f5 —>
</obsexrvation>
{/outhoundRelationship2>
{outboundRelationship2 typeCode="PERT">
. {observation classCode="0BS" moodCode="EVN™>
' <code code="21" codeSysten="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening™/> ' - :
<value xsi:type="BL" nullFlaver="NI*/>
<!— E.i.3.2b: Life Threatening #5 —>
{/chzervation
</outboundRelationship2> .
<outboundRelationship2 typeCode="FERT™>
<observation classCode="0BS". moodCode="EVN™>
{code code="33" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL" value="true”/>
¢1— E.1.3.2c! Caused / Prolonged Hospitalisation ¥5 —>
</abservation>
{/outboundRelationship2> : : . .
<outboundRelationship? typeCode="PERT™> ’
<observation classCode="0BS" moodCade="EVN™> .
. <code code="35" codeSystem="2. 16. 840. 1. 113883. 3. 988, 2. 1. 1, 19” codeSystemVersion="1.1" displayName=""
resultsInPersistentOrSignificantDisability”™/> ' .
’ <value xsi:type="BL" nullFlavor="NI"/>
¢l— B.i.3.2d: Disabling / Incapacitating #5 —>
{/observation>
{/outhoundRelationship?>
<outhoundRelationship? typeCode="PERT™>
. <observation classCede="CBS™ moodCode="EVN">
<code code="12" codeSysten="2. 16. 840. 1. 113883, 3, 989, 2. 1. . 19" codeSystemVersion="1.1" displayName="
cengenitalinomalyBirthDefeet”/> ) .
<value xsi:type="BL” nullFlavor="NI"/>
— <l— E.i.3.2: Congenital Ancmaly / Birth Defect #5 —>
. <{fobservation> ’
. . </ outboundRelationship2>
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{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="E¥N™>
Ccode code="26" codeSysten="2. 16. 840. 1. 113883. 3.989. 2, L. 1. 197 codeSystenVersion="1.1" displayName="
otherMedicallyImportantCondition™/>
Cvalue xsi‘type="BL" value="true”/>
<!— E.i.3.2f: Other Medically Important Condition #5 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
Scode code="27" codeSysten="2. 16, 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
outcome”™/>
y <valve xsiitype="CE” code="E. i.7" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
0" '
<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —> !
{/observation>
{/eutboundRelaticaship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCede="0BS” moodCade="E¥N"> .
<code code="24" codeSysten="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayNeme="
medicalConfirmationByHealthProfessional™/> .
<value xsi:type="BL" value="true”/>
¢{}— E.i.8: Medical Cenfirmation by Healthcare Professional #5 —>
{/observatiocn>
</outboundRelationship2>
. ’ {outbeundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. L. 10" codeSystemVersion="1.0" displayName=
REC R
_ <value xsi:type="CE” code="J2.14.i" codeSystem="2. 16. 840. 1. 113883, 3.989.5.1. 3.2, I, 87
codeSystenVersion="1.17/>
<1— geerz.14.1 s - BEan 85 —>
{/observation>
{/outboundRelaticnship2>
</cbservation>
</subject0f2>
<subjectOf2 typeCode="SRJ">
. . <{observatioh classCode="0BS™ moodCode="EVN™>
<id root="1f927283-10b6-4334-9d43-2025640Fb18E™ />
<code code="29" codeSystew="2. 16, 340. I. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1 displayName="reaction”/>

LeffectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
{l— E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime>
<value xsiitype="CE” code="E.i. 2. 1b" codeSystem="2.16. 840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a™>
€l-- E.i.2. la: MedDRA Version for Reaction / Event #6 —>
¢l— E.1.2.1b: Reaction / Event {MedDRA code) #6 —>
<originalText language="E.i. 1 Eb™E. i, 1. 1a¢/originalText) ) .
<l-— E.i.1. la: Reaction / Event as Reported by the Primary Source in Native Language 6 -~—>
¢!— E.i.1.1b: Reaction / Event as Reported by the Primary Scurce Language #6 —>
</valuaed
. <location typeCode="LOC™>
{locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY”™ determinerCede="INSTANCE™>
{code code="E.i.9" codeSystem="1.0. 3166. 1.2.27/>
¢]— E.i.9: Identification of the Country There the Reaction / Event Occurred #6 —>
</lacatedPlace>
{/locatedEntity>
{/location> ,
<outboundRelationship2 typeCade="PERT™>
{observation classCode="0BS” moodCode="EVN™> :
<code code="30" codeSystem="2. 16. 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

reactionForTranslation”/>
<value xsittype="ED"JE. i. L 2¢/valued
I— E.i,1,2: Reaction / Event as Reported by the Primary Source for Translation #§ —>
</observation> -
<foutboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCede="0BS" moodCode="E¥N"> '
<code code="37" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
termHighlightedByReporter™/>
<value xsi:type="CE” code="E.i.3.1" codeSysten="2, i6. 840, 1. 113683. 3,989, 2, 1, 1, 10" codeSystemVersion="
2.0/ .
¢l—- E.i. 3. 1:Term Highlighted by the Reporter K6 ——>
{/observation}
</outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
<observation classCode="0B3" moodCode="EVN">
{cade code="34" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInDeath”/>
<value xsi:type="BL" value="true”/>
(l~- E, i 3.2a: Results in Death #6 —>
{/abservation>
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isLifeThreatening”/>

requiresInpatientHospitalization™/>

" resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect™/>

otherMedical lyIuportantCondition” />

outcome”/>

o/

</outboundRelationshipz> '
<outboundRelaticnship? typeCode="PERT™>
{observation classCode="0BS™ moodCode="EVN™>
{code cede="21" codeSysten="2. I6. B40. 1. 113883.3.989. 2. 1. 1. 197 codeSystemVersion="1.1" displayName="
<value xsi:type="BL” nullFlaver="NI"/>
¢{!— E.i.3.2b: Life Threatening #6 —>
{/observation>
{/cuthoundRelationship2>
<outboundRelationship2 typeCode="PERT"> :
<observation classCode="0BS" moodCode="EVN"> .
{code code="33" codeSyster="2. 16, 840. 1. 113883, 3.980. 2. 1. 1. }9” codeSystemVersion="1. 1" displayName="

<value xsiitype="BL" value="true />
¢!— E.i.3.2c: Caused / Prolonged Hospitalisation #56 —>
{/observation>
{/cutboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
<code code="35" codeSystew="2. 16. 840. 1. 113853. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsi:type="BL" nullFlavox="NI"/>
¢l— E.i.3.2d: Disabling / Incapacitating #% —>
{/chservation> ’
¢/outboundRelationship2>
outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moocdCode="E¥N">
<code code="12" codeSystem="2, 16,840, 1. 113883. 3, 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="

<value xsi!type="BL" nullFlavor="NI"/>
<I-- E.1.3. 2e: Congenital Anomaly / Birth Defect #6 —>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS™ moodCode="EVN™>
{code code="26" codeSysten="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi‘type="BL" value="true”/>
{1— E.1.3. 2f: Other Medically Important Cendition #6 —>
</observation>
</outboundRelationship2)
<outboundRelationship2 typeCode="PERT">
{observation c¢lassCode="0BS™ moodCode="EVN™>
<code code="27" codeSystem="2, 16. B40. 1. 113883.3.985. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989.2.1, 1. 11" codeSystemVersion="2.

¢I— E.i.7: Outcome of Reaction / Event at the Time of Last Observation &6 —>
{/observation>
</outboundRelationship2>
<outboundRelatichship2 typeCode="PERT>
{observation classCode="0BS" moodCode="EVN™>
<code code="24" codeSysten="2. 16, 84¢. 1. 113883, 3, 989. 2. 1. 1. 19” codeSystenVersion="1. 1" displayName="

nmedicalConfirmationBylleal thProfessional />

"% - BERIT/>

codeSystenVersion="1.1"/>

{value xsi:type="BL" value="true”/>
<l-- E.i.8: Medical Confirmation-by Healtheare Professional £5.-->
{/abservation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCede="EVN™>
<code code="11" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.2, 1. 10" codeSystenVersion="1.0" displayName=

<value xsi!type="CE” code="J2.14.1i" codeSystem="2. 16. 840. . 113883.3.989,5.1.3. 2. 1.8"

<l— egeJ2. 14. 1 K - BERR 86 >
{/observation>
{/outboundRelationship2>
</observation>
</subject0f2>
<{subjectOf2 typaCode="SB]">
<observation classCode="0BS"™ moodCode="EVN">
<id root="e0342969-38be-423f-h6bb-celdbe279d8e” />
Ccode code="29" codeSystem="2. I6.840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
<width value="24" unit="E. i.6b"/>
{!— E.i.6a: Duration of Reaction / Event (number) #7 —>
<}-- E. i.6b: Duration of Reaction / Bvent {unit) #7 ~—>

{/effectiveTined>

<value xs5i:type="CE” code="E.1i.2. 1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a™>
¢4-— E.i.2.1a: MedDRA Version for Reaction / Bvent #7 —>
¢}— E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
CoriginalText language="E.1i. L. 1b"™>E. i.1.1a/originalText> .
¢}— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language £7 —>
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reactionFerTranslatioen”/>

termHighlightedByReporter™/>

2070

resultsInDeath”/>

isLifeThreatening™/>

requiresInpatientospitalization™/>

¢l—— E.i.1.1b: Reaction / Event as Reported by the Primery Source Language §7 —>
{fvalue>
<location typeCode="LOC™>
ClocatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>
<!— E.i.9: Identification of the Country Fhere the Reaction / Event Qccurred %7 —
<{/locatedPlace>
{/lecatedEntity>
</location>
(outboundRelanonshlpZ typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">
<code code="30" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="ED™)E. i. 1.2¢/value)
{l-- E.i.1.2: Reaction / Event as Reported by the Primary Source for Translatmn #1 -
</chzervation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS™ moodCode="EVN™> ~ .
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi‘type="CE" code="E.i.3.1" codeSystem="2.16.840. 1, 113883, 3. 989.2. 1. 1. 10" codeSystenVersion="

<!-- E.i.3. 1:Tern Highlighted by the Reporter 7 —> .
{/ebservation> 4
<foutboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN™>
<code code="34" codeSysten="2, 16. B40. 1. 113883, 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="

<value 1si:type="BL" value="true”/>
<I-- E.i.3.2a: Results in Death #7 —>
{/observation>
</outboundRelationship2>
<outboundRelatisnship? typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™> .
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1,1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<}— E. 1.3.2b: Life Threatenmg #7 —
(/observatmn)
</outboundRelat 1onsh1p2>
{outbeundRelatienship? typeCode="PERT™>
{observation classCode="0BS™ moodCode="EVN™>
<code code="33" codeSyster="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 197 codeSystemVersion="1, 1" displayName="

<value xsi!type="BL" value="true”/>
{1— B.i.3.2c: Caused / Prolonged Hospitalisation #7 —>
{/observation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<code code="35" codeSystem="2, 15. 840, 1. 113883, 5,989, 2. 1. 1. 19" codeSystemYersion="1.1

displayName="

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect™ />

otherMedicallylmportantCondition”/>

outcome” />

0"/

<value x8i:type="BL" nullFlavor="NI"/>
¢I— E.i,3. 2d: Disabling / Incepacitating #7 —> -
{/observation>
{/outboundRelat ionship2> .
{outhoundRelationship2? typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN"> .
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. . 1. 13" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" nullFlavor="NI"/>
¢i— E.i.3.2e! Congenital Anomaly / Birth Defect ‘#7 ——>
{/observation>
</outboundRelationship2>
{outhoundRelationship2 typeCode="PERT™>
<observation classCode="0B5" moodCode="EVN™> .
. <code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 986. 2. 1. 1. 19" codeSystemVersion="1.1

P

displayName="

<value xsi:type="BL” value="true”/>
I-- E.i.3.2f! Other Medically Important Condition §7 —>
</observation>
{/outboundRelat ionship2>
{outboundRelationship? typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="

<value xsiztype="CE” code="E.i.7" codeSystem="2. 16. 840, 1, L13883. 3. 989, 2, 1, I, 11" codeSystemVersion="2.
<l— E.i. T futcome of Reaction / Bvent at the Time of Last Observation #7 -—>
{/observation>

{/outboundRelatienship2>
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<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
) . {code code="24" codeSysten="2. 16. 840. 1. 113883, 3.980. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="
medicalConfirnationByHealthProfessional”/> ’ :
Cvalue xsiitype="BL” value="true”/>
<l-- E.i. 8: Medical Confirmation by Healthcare Professional #7 —>
</observation> :
</outboundRelationship2>
" <outboundRelationship? typeCode="PERT™> -
<observation classCode="0BS" moodCode="EVN™>
. <code code="117 codeSystew="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName=
"FRE - B> : ‘ :
<value xsiitype="CE” code="J2, 14.i" codeSyster="2. 16, 840, 1, 113883, 3.989.5.1. 3. 2. 1. 8*
codeSystemVersion="1. 1"/> s
b 08812, 14, 1 A5 - BESn #7 —>
{/observation> ' i
{/outboundRelationship2> : N
</observation>
{/subject0Of2>
¢subject0f2 typeCode="SBJ">
<observation classCode="0BS™ moodCode="EVN"> !
{id root="al5be092-8070-426d-a704-6863263443:07/>
{code code="29" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1% displayName="reaction”/> .

{effectiveTime xsi:type="SKPR_IS™>
<comp Xsi:type="IVL_TS™>
<low value="20090101"/>
<I-- E.i.47 Date of Start of Reacticn / Event #8 —>
<width value="24" unit="E.i.6b"/>
{l— E.i.6a: Duraticn of Reaction / Event (number) #8 —>
<!— E.i.6b: Duration of Reaction / Event (unit} ¥§ —>
<feomp> '
<comp xsi:type="IVL_TS" operator="A">
<high value="20101201"/>
<l— E.i.5: Date of End of Reaction / Event #8 —
{/comp> ’
</effectiveTime> .
. <value xsiitype="CE” code="E.i.2.1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a™>
{l— E.i.2. la: MedDRA Yersion for Reaction / Event #8 —>
{l— E.i.2.1b: Reaction / Event (MedDRA code) #8 -—>
<originalText language="E.i.l. ib™>E. i.1.1la</originalText?
{1— E.i.1.1a: Reaction / Event as Reported by the Primary Scurce in Native Language 48 -—>
{— E.i.1.1b: Reaction / Event as Reported by the Primary Scurce Language #8 —>
<fvalue>
<location typeCode="LOC™>
" <locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
<l— E.i.%: Identification of the Country Where the Reaction / Event Occurred #8 —>
</locatedFlace> -
</locatedEntity>
<{/location>
<outboundRelationship2 typeCode="BERT"»
{observation classCode="0BS" moodCode="EVN™>
<code code="30" codeSystem="2. 16. 840. 1. 113883.3. 989, 2. L. 1. 19" codeSystemVersion="1.1" displayName="

reactionForTranslation”/> '
: Cvalue xsi:type="ED™3E.{.1.2<¢/valued
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #8 —>

{/observation>

{/outboundRelationship2>»

<outboundRelationship? typeCode="PERT">

{observation classCode="0BS" moodCode="EVYN™>
<code code="37" codeSystem="2. 16. 840, 1. 113883.3.989. 2. 1. 1. [9” codeSystemVersion="1 1" displayName="

termiighlightedByReporter”/> :
<value xsi:type="CE” code="E. 1i,3.1" codeSystem="2.16. 840, 1. 113883, 3.989. 2. 1. 1. 10" codeSystemVersion="

2.07/>
<!— E.i.3.1:Term Highlighted by the Reporter #8 —>
{fobservation> .
- {/outboundRelationship2>
<outboundRelatienship2 typeCode="FERT™>
{observation ¢lassCode="0BS" mocdCode="EVN™>
{code code="34" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" cedeSystenVersian="1. 1* displayName="
resultsInDeath”/> '
<value xsiitype="BL" value="true”/>
<l— E.i.3.2a: Results in Death #8 —>
{/chservation>
3 </uutbounnglaticnship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
Ceode code="21" codeSysten="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 197 codeSystemVersion="1. 1" displaylame="
isLifeThreatening”/>

<value xsi:type="BL” nullFlavér="NI"/>
¢l— E.i.3.2b: Life Threatening #8 ——
{/observation>
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requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantPisability™/>

congenitalAnomalyBirthDefect™/>

otherMedicallyImportantCondition™/>

outcome”/>

o7

medicalConfirmationByHealthProfessional™/>

A - Ea s>

codeSystenVersion="1.1"/>

</outboundRelationship2;
{outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN™>
<code code="33" codeSyster="2. 16.840. 1. 113883.3,989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="BL" value="true™/> .
<I-- E.i.3.2¢c: Caused / Prolonged Hospitalisation #§ —>
{/observation>
{foutboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<ohservation classCode="0BS" moodCode="EYN">
{vode code="35" codeSystem="2. 16. 840. 1. 113883, 3.985. 2. 1. 1. 19" codeSystenVersion="1,1" displayName="

<value xsiztype="BL" mellFlovor="NI"/> .
<!— E.i.3.2d: Disabling / Incapacitating #8 —>
<fobservation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" mcodCode="EVN™>
<code code="12" codeSystew="2. 16. §40. 1. 113883.3.989. 2, 1, 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="BL" nullFlavor="NI"/>
<]— E.i.3.2: Congenital Anomaly / Birth Defect #8 —>
{/observaticn> ’
{/outboundRelationship2>
{outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN™>
<code code="26" codeSystem="2. 16. 840. 1, 113883. 3. Y809, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

<value xsiitype="BL” value="true”/>
<I— E.i.3.2f: Other Medically Important Condition #8 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
<code code="27" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 197 codeSystenVersion="1.1" displayName="

<value xsitype="CE" code="E. 1. 77 codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.

¢}— E.i.7: Outcome of Reaction / Event at the Time of Last Chservation #8 —>
</observation?
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCede="0BS" moodCode="EVN™> :
{code code="24" codeSysten="2. 16. 840. 1. 113883. 3,989, 2, 1, 1. 13”_codeSystemVersion="1.1" displayName="

¢value xsiitype="BL” value="true"/> . )
<1-—- E. i,8: Medical Confirmation by Healthcare Professional #§ —>
{/observation>
¢ foutboundRelat ionship2>
{outhboundRelationship2 typeCode="PERT™>
¢observatien classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2, 16. 840, 1. 113883, 3. 989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName=

. <value xsi:ty.pe='CE' code="]2. 14. 1" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1. 3.2. 1. 8"
<l— @geJ2. 14. 1 #ko - BEfn 8 —>

<fobservation>
{/outboundRelationship2>

</observation>
{/subject0L2> .
<subject0f2 typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EVN™>

<code code="3" codeSystem="2. 16. 840, 1, 113883, 3, 989, 2, . 1. 207 codeSystemVersion="1,0" displayName="

testsAndProceduresRelevantToThelnvestigation™/>

0"/

{component typeCode="COHP™>
{ebservation classCode="0BS" moodCode="EVN">
<code code="F.1.2.2b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystenVersion="F.r.2.2a™>
¢l— F.1.2.2a: MedDRA Yersion for Test Name #1 —->-
l— F.r.2.2b: Test Name (MedDRA code) #1 —>
<originalText>F. 1. 2. I/originalText>
<l— F.r.2.1: Test Name {free text) #l —>
</code>
<effectiveTime value="20000101"/>
¢{}— F.r.1: Test Date 1 —>
{value xsi:type="IVL_PQ™>
<eenter value="10" unit="mg/d1"/>
{!— F.1.3.2: Test Result {(value / qualifier) #t —>
¢!— F.r.3.3: Test Result (unit) #1 —>
</value> .
<interpretationCode code="F.r.3.1" codeSystem="2. 15. 840. 1. 113383, 3. 588, 2. 1. L. 12" codeSystemVersion="2.
<I— F.1.3.1: Test Result (code) ¥1 -
{referenceRange typeCode="REFY™>
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displayName="comment”/> -

displayName="moreInformationAvailable”/>

<observationRange classCode="0BS™ moodCode="EVN. CRT™>
{value xsi:type="PQ" value="40" unit="mg/d1”/>
<!— F.r.4: Normal Low Value #1 —>
<interpretationCode code="L" codeSystem="2. 16 840.1.113883.5.83"/>
</ohservationRange>
{/referenceRange>
<referenceRange typeCode="REFY")>
<observationRange classCode="0BS” moodCode="EVN. CRT™>
<value xsiitype="PQ” value="110" unit="mg/dl"/>
{l-— F.r.5: Normal High Value #1—>
{interpretationCode code="H" codeSystem="2.16.840. 1. 113883, 5. 83"/
</chservationRange>
</referenceRange>
<outboundRelationship2 typeCede="PERT™>
<observation classCode="0BS” moadCode="EVN">
{code code="10" codeSysten"2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 197 cedeSystemVersion="1.1"
{value xsi:type="ED")F.r.6</value) '
¢!— F.r.6: Comments -(free text) #1 —>
</vbservation>
{/oatboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS" moodCods="EVN™>
{code code="25" codeSystem="2. 16. B40. 1. 113883. 3. 989, 2, 1 1.197 codeSystemVersmn— 1.17
<value %si:type="BL" value="true”/>
<I—F.1r.7: More Information Available #l ——>
{/observation>
</outboundRelationship2>
</observatiocn>

{/component>
{component typeCode="COMP™>

<observation classCode="UBS™ moodCode="E¥N™> .
<code code="F.1.2.2b" codeSystem="2.16.840. 1. 113883_§. 163" codeSystemVersion="F.r.2.Z%a">
¢I— F.1.2.2a: MedDRA Version for Test Neme #2 —>
<I-- F.1.2,.2b: Test Nome (MedDRA code) #2 —>
<originalText>F. r. 2. 1{/originalText>
{I— F.2.2.1: Test Name (free text) #2 —>
</code>
<effectiveTime value="200901017/>
{l— F.r.1: Test Date #2 —>
<value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1" inclusive="false”/>
</value>
<I— F.1.3.2! Test Result {value / qualifier) #2 —>
<J-- F.1,3.3: Test Result (unit) #2 —>
<1— LT 10 mg/dl #2 —>
</observation>

{/component>
{component typeCode="COMP">

{observation classCode="0BS™ maudCode— EVN™>
{code code="F.r.2.2b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSysteuwVersion="F.r. 2. 2a™>
-~ F.r.2.2a: MedDRA Version for Test Name #3 —> ‘
<l— F.r.2.2b: Test Namo (MedDRA code} #3 —>
{originalText>F.r. 2. l(lnriginal'l'ext) '
d— F.r.2.1: Test Name (free text) 3 -—>
</code> .
{effectiveTime value="200901017/>
{I— PB,r. 17 Test Date #3 —>
<value xsi:type="IVL_PQ">
<low nullFlaver="NINE"/>
<high value="10" unit="mg/dl” inclusive="true”/>
<fvalued
<l— F.r.3.2: Test Result {value / qualifier) #3 —>
<— F.r.3.3: Test Result {unit) #3 —>
<I— LE 10 mg/dl #3—>
{/observation> ' "

</component?
{component typeCode="COMP™>

{observation classCode="0BS" moodCode="EVN™>

<code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883, 6. 163" carleSystemVerslon— F. r. 2.2a">
¢!~ F.r.2.2a: MedDRA Version for Test Name H4 —
{!— F.r.2.2b: Test Name (MedDRA cods) #4 —>
<originalText>F. r. 2. 1<{/originalText>
{!— F.r.2. 1 Test Name (free text) #4 —>

</cade>

{effectiveTime value- 200901017/

{I— F:r.1: Test Date #4 —>

<value xsi:type="IVL_P@™>
<low value="10" unit="mg/dl” inclusive="false™/>
<high nullFlavar="PINF"/> '

</value> . ’

b— F.r.3.2: Test Result (value / qualifier) B4 —>
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{l— F.r.3.3: Test Result {unit) #4 —>
<I— 6T 10 mg/dl #4 —>*
{fobservation>
{/component?
{component typeCode="COMP™> -
{observation classCode="0BS" moodCode="EVN™>
<code code="F.r.2.2b" codeSystew="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="F.r. 2, 2a™>
<!— F.1.2.%2a: MedDRA Version for Test Name #5 ——>
{I— F.x.2.2b: Test Name (MedDRA coda) #5 —>
{originalText>F. r, 2. 1<foriginalText>
{I—F.r.2.1: Test Name (free text} #5 —>
{/code>
<effectiveTime value="20090101"/>
<I— B.r.1: Test Date #5 —>
Cvalue xsiltype="IVL_PQ"™> .
<low value="10" unit="mg/d1” inclusive="true"/>
<high nullFlavor="PINF"/>
</value>
¢}~ F.1.3.2: Test Result (value / qualifier) #5 —>
¢l— F.1.3.3: Test Result {unit) #5 —>.
<!— GE 10 mg/dl ¥5 —>
{/observation>
{/component>
{component typeCode="COMP™>
{observation classCode="0BS™ moodCode="EVN">
<code code="F.r.2.2b" codeSystem="2, 16, 840, 1. 113883. 6. 163" codeSystemVersion="F.r.2.2a™>
<l— F.r.2.2a° MedDRA Version for Test Name #6 —>
<!— F.1.2.2b: Test Name (MedDRA code) h6 —>
<originalText>F.r. 2. 1¢/originalText>
{!— F.1.2.1: Test Name (free text} #6 —>
</feode>
<effectiveTime value="200901017/>
¢l— F.1.1: Test Date 6 —>
<value xsi:type="ED"DF.r. 3. 4</value>
{l— F.r.3.4: Result Unstructured Data (free text) #5 —>
{/cbservation>
</component>
v {/organizer>
{/subject0fz>
<gubject0f2 typeCode="SBJ™>
<organizer classCode="CATEGORY” moodCode="EVN™> .
<code code="4" codeSystew="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="

drugInformation™/>
<]— G.k Drug(s) Information (repeat as necessary} #1 —>
<component typeCade="COMP™>
{substanceAdninistration classCode="SBADM™ moodCode="EVN">
<id root="3c91b4d5-a039-4aTa9c30-67671b0ef9ed™/>
<consumable typeCode="CSh"™> E
“{instanceOfKind classCode="INST™>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{code code="G. k. 2. L. 1b” codeSysten="TBDI-MPID" codeSystemVersion="G.k.2.1.1a"/>
<i— 6.k 2.1 1a: MPID Version Date / Number #1 —> :
<}— G.k. 2.1 1bt Medicinal Product Identifier (MPID) #1 —>
<name>G. k. 2. 2{/name>
<}— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
<asManufacturedProduct classCode="MANU™>
<subjectOf typeCode="SB]">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2. 16,840, 1, 113883.3.989.2. 1.3.47/>
<1— G.k.3.1: Authorisation / Application Number #1 —>
{holder typeCode="HLD">
{role classCode="ELD™> .
<{playingOrganization classCode="ORG" determinerCode="INSTANCE™>
<name>G. k. 3. 3¢/hane>
<l— G.k 3.3 Name of Holder / Applicant #1 —>
</playing0rganizatiend
{/role>
</holder>
<author typeCode="AUT™>.
{territorialAuthority classCode="TERR™>
{territory classCode="NAT" determinerCode="INSTANCE™>
<code code="G.k 3.2" codeSysten="1.0. 3166. L. 2.27/>
¢l— G,k 3. 2: Country of Authorisation ./ Application K1 ——>
{fterritory>
{/territorialautherity>
{/auther>
{pertinentInformation typeCode="PERT">
{policy classCode="POLICY" moodCode="EVN">
Ccode code="J2.5. k" codeSysten="2. 16, 840, 1. 113883, 3.98%.5.1.3.2. 1. 4"
codeSystenVersion="1. 17/>
: <l— @aeJe. 5. k: —HAERSSO ) XY RS% 41—
{fpolicy>
- {/pertinentInformation>
</approval>
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</subject0f>
<subjectOf typeCode="SB]™>
{characteristic classCode="0BS" moodCode="EVN™>
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.2. 1. 107

codeSystemVersion="1. 0" displayName="#ERXMEOHILED"/,

2.1.3" codeSystemVersion="1.17/>

2a"/>

#l-1 —>

28"/

#1-2 —

displayName="retailSupply™/>

Obtained #1 —>

0" displayName="—R¥ FIEIRS O AFER"/H

codeSystenVersion="1. 1"/>

<value xsiitype="CE” code="J2.4.k" codeSystem="2.16.840. 1. 113883.3.969.5.1. 3. .

d— gae]2. 4 k: FEEHEORRESY 1 —>
</characteristic>
</subject0f>
{/asManufacturedProduct>
<asSpecializedKind classCode="GEN">
<generalizeddaterialKind classCode="MAT" determinerCode="KIND">
<code> i '
<originalText>J2. 12</originalText>
<I-- @aJ2.12: EBEREE —
{/code> :
{/generalizedMaterialKind>
{/as5pecializedKind>
¢ingredient classCode="ACTI">
<quantity>
<numerator value="10" unit="G. k. 2.3.r.3b"/>
<l=— 6.k.2.3.r.3a: Strength (number) #1-1 -
<!— 6.k 2.3.1.3b: Strength (unit) #1-1 —>
- <denominator value="17/>
<{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND™>
<code code="G.k.2.3.7.2h" codeSysten="TBD-Substance” codeSystemVersion="G.k. 2. 3.r.

<l— G.k.2.3.1.2a7 Substance / Specified Substance TermID Version Date / Number

<I— G.k 2.3.7. 2b: Substance / Specified Substance TermlID #1-1 —>
<name>G. k. 2, 3, r, 1</nane>
{1— .k 2.3.x.1: Substance / Specified Substance Nawe #1-1 —>
</ingredientSubstance>
{/ingredient>
{ingredient classCode="ACTI">
<quantity>
{numerator value="10" unit="G.k 2.3.r.3b"/>
¢!— G.k 2.3.r 3a: Strength (number) #1-2 —>
<!— G.k.2.3.r.3b: Strength (unit) #1-2 —>
<dencminator value="1"/>
</quantity> ¢
<ingredientSubstance classCode="MMAT™ determinerCode="KIND">
<code code="G.k.2. 3.x. 2b” codeSysten="TBD-Substance” codeSystemVersion="G.k.2.3.r.

<l-— G.k 2.3.1. 2a: Substance / Specified Substance TermID Version Date / Number

<l—G.l.2.3.r.2b: Substance / Specified Substance TermID ¥1-2 —>
<rame>G. k. 2. 3. r. 1</name>
<l— G.k.2.3.7r. 1! Substance / Specified Substance Neme #1-2 —>
</ingredientSubstance>
¢/ingredient>
</kind0fProduct>
{subject0f typeCode="SB]>
{productBvent classCade="ACT" moodCode="EVN">
{code code="1" codeSystem="2. 16.840. 1, 113883.3.989. 2. 1. 1. 18" codeSystemVersion="1.0"

<perfarmer typeCode="PRE™>
<assignedEntity classCode="ASSIGNED™>
<representedirganization classCode="ORG" determinerCede="INSTANCE™>
<addr>
<country»G. k. 2. 4</country> .
{I— G.k.2.4: Identification of the Country Where the Drug Was

<faddr>
{/representedOrganization>
{/assignedEntity>
</performer>
</productEvent>
</subject0f>
<subjectOf typeCode="SB]">
{observationEvent classCode="0BS" mocdCode="EVN">
<cade code="2" codeSystem="2. 16. §40. 1. 113883.3.989.5.1.3.2, 1. [0” codeSystemVersion="1.

<value xsi:type="CE" code="J2.6.k” codeSysten="2. 16. 840. 1. 113883.3.989.5.1.3.2. 1. 5"
<I— @28J2.6. k: —RHEERKOAFER #1 —

<fobservationEvent>
</subjectOf>

</instance0fKind>

</consumable>

<outboundRelationshipl typeCode="SA3"> )
<pauseQuantity value="10" unit="G.k.9.i. 3.1b"/> - . '
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Event {(number) Drug #1, Reaction #1 ——>

Event (unit) Drug #1, Reaction 1 —>

Drug 1, Reaction #1 —>

Drug #1, Reaction #1 —>

Event {number) Drug #1, Reaction i#2 —>

Event {unit) Drug #1, Reaction #2 —>

Drug #1, Reaction #2 —>

‘Drug #1, -Reaction #2 —>

Event (number} Drug #1, Reaction #3 —>

Event (unit) Drug #1, Reaction #3 —>

brug #1, Reaction #3 —>

Drug #i, Reaction 3 —>

Event (number) Drug #1, Reaction 74 —>

Event (unit) Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —->

Drug #1, Reaction fid ~->

Bvent {number) Drug #1, Reaction #5 —>

Event. {unit) Drug #1, Reaction #5 —>

<!— 6.k.9.4.3. 1a* Time Interval between Beginning of Drug Administration and Start of Reaction /

<!— 6.k.9.4.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN™>
{id root="1564eb889-958b—45f2-a02f-42d4d6T4657E"/>

{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>

<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
{1— G.k.9.i.3.2a: Time Interval between Last Dose of Drug

¢!~ 6.k 9.i.3.2b: Time Interval between Last Dose of Drug

<actReference classCode="0BS” moodCode="EVN™>
<id root="154cb889-958b—45F2-a02f-42d4d6E4657F" />

</actReference>
</outboundRelationshipl>
<outhoundRelationshipl typeCode="SAS™>

<pauseQuantity value="10" unit="G.k. % i, 3.1b"/>
<l— G.k.9.1.3. 1a: Time Interval between Beginning of Drug

<!— G.k.9.i.3. 1b: Time Interval between Beginning of Drug

<actReference classCode="0BS" moodCode="EVN"> .
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />

<factReference>
‘</outboundRelationshipl>
{owtboundRelationshipl typeCode="SAE™>

{panseQuantity value="10" unit="G.k.9.i.3.2b"/>
<l— G.k.9.i.3.2a: Time Interval between Last Dose of Drug

d— Gk 9.i. 3. gb: Time Tnterval betreen Last Dose of Drug

<actReference classCode="0BS" moodCode="EVN">
{id root="2baa28d6-c9e8-Jebc-93e0-FLEAOLI142207 />

</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<I— 6.k 9.1i.3. 1a! Time Interval between Beginning of Drug

<!— G.k.9.i.3.1b! Time Interval between Beginning of Drug

<actReference classCode="0BS" moodCode="EVN™>
<id root="3a8626cb-0f1b-4eab-8a0f-e0ff34430adf" />

</actReference>
</outboundRelationshipl>
<eutbeundRelationshipl typeCode="SAE™>

{pauseQuantity value="10" wnit="6.k. 9.1.3.2b"/>
<!— G. k. 9.1.3.2a: Time Interval between Last Dose of Drug

<!|— G.k.9.i.3.2b: Time Interval between Last Dose of Drug

i

<actReference classCode="0BS" moodCode="EYN">
<id root="3a8626ch-9f1b—deal-Balf—e0ff34430adf” />

{/actReference>
{/outboundRelationshipl>
¢outboundRelationshipl typeCode="SAS™>

<pauseQuantity value="10" wnit="G.k.9.i.3.1b"/>
{l— 6.k 9. i.3. la: Time Interval between Beginning of Drug

<{I— G.k.51. 3. 1b: Time Interval between Beginning of Drug

<actReference classCode="0BS" moodCode="EVN™>
<id root="2e99840f-08b4-499¢-80Ff-dd8415£4f8a5"/>

</actReference>
{/othoundRelationshipl>
{outboundRelationshipl typeCode="SAE™>

¢pauseQuantity value="10" unit="G. k. 9.1.3. 26"
{d— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug

¢t—— 6.k.9.1.3.2b! Time Interval between Last Dose of Drug

{actReference classCode="0BS™ moodCode="EVN™>
<id root="2e99840f-08h4-499c-80Ff-dd8415F4E8a5”/>

. <factReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k.9.3.3. 1t"/>

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Administration and Start of Reacticn /

and Start of Reaction / Event (number)

and Start of Reaction / Bvent {unit)

Administration and Start of Reaction /

Adwinistration and Start of Reaction /

and Start of Reaction / Event (number}

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reection / Event {(number)

and Start of Reaction / Bvent {unit)

¢I— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢l— 6.k 9.1.3. 1b: Time Interval hetween Beginning of Drug Administration and Start of Reaction /
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Drug #1, Reaction #5 —>

Drug #1, Reaction &0 —>

Event (number) Drug #1, Reaction #6 —>

Event {unit) Drug #1, Reaction #6 —>

Drug #1, Reaction #6 —>

bDrug #1, Reaction {6 —>

.

Bvent (number) Drug #1, Reaction #7 —>

Event (unit) Drug 41, Reaction H7 —>

Drug #1, Reaction #7 —5

Prug #1. Reaction #7 -—>

Event (number) Diug #1, Reaction #8 —>

Event {unit) Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

displayName="blinded"/>

<actReference classCode="0BS" moodCode="EVN™>
<id root="1071064c-cf10—4a3b-83c1-34f9ddbTeatd” />
</actReference>
</outboundRelationshipl?
<outboundRelationshipl typeCode="SAE™>
<{pausefuantity value="10" unit="G.k. 9.i.3.2b"/>

{l— G.k. 9.1.3.2a: Time Interval between Last Dose of Drug

"and Start of Reaction / Event (number)

<!— G.k.9.i.3.2b: Time Interval beiween Last Dose of Drug and Start of Reaction / Event {unit)

<actReference classCode="0BS™ mondCode="EVN™>
<id root="1071064c-cf10-4a3b-83¢I-34f%ddhTeabd />
{/actReference>
</outboundRelaticnshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.i.3.16"/>

¢!— 6.k 9.i.3. 1al Tize Interval between Beginning of Drug Administration and Start of Reaction /

<{!— G.k 9.i.3. 1b* Time Interval between Beginning of Prug Administration and Start of Reaction /

{actReference classCode="CBS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18f"/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pausefuantity value="10" unit="G.k. 9.i.3.2b"/>

<I-- 6.k.9.i.3.2a: Time Interval between lLast Dose of Drug

<l— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug

{actReference classCode="0BS" moodCode="EVN™>
<id root="1f927283-10b6-4331-9d43-2925640fb18F" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k 9.i.3.1b"/>

<!~ 6.k 9.i.3.1a! Time Interval between Beginning of Drug
i

<!— G.%k.9.i.3.1b: Time Interval between Beginning of Drug

<actReference classCode="0BS™ moodCode="EVN">
{id root="e(342969-38be-423f~b6bb—cel4bc279dge” />
</actReference>
{/outboundRelationshipl)
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" wnit="G.k. 9. i,3.2b"/>

and Start of Reaction / Event (number)-

and Start of Reaction / Event (unit)

Adninistration and Start’ of Reactien /

Administration and Start of Reaction /

<!— G.k.9.1.3.2a° Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<I— G.k.9.41.3.2b: Time Interval betwsen Last Dose of Drug and Start of Reaction / Event {unit)

{actReference classCode="0BS™ moodCode="EVN™>
{id root="e(342969-38be-423f-bbb-ceidbc279dBe™/>
) </actReferehce>
</outhoundRelationshipl>
<otttboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G,k.9.1.3.1b"/>

<l— 6.k.5.1.3. la: Time Interval between Beginning of Drug

¢l— 6.k 9.1.3.1b: Time Interval between Beginning of Drug

<actReference classCode="0BS™ moodCode="EVN™>
<id root="al5be092-8070-426d-af04-6863263443e07/>
</actReferenced
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" uriie="G.k.9.i.3.2b"/>

!— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug

(I— 6.k 9.i.3.2b Time Interval between Last Dose of Drug

<actReflerence classCode="0BS" moodCode="EVN">
<id root="al5beB92-8070-426d-af(4-6863263443¢0"/>
</actReference> ’
</outboundRelationshipl>
<outboundRelationship2 typeCode="PERT™> .
<observation classCode="0ES" moodCode="EVN™>

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit}

<code code="G" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. L. 197 codeSystem‘-’et.-sion="1. 17

{value xsi:type="BL" value="true”/>

{!— G.k.2.5: Investigational Product Blinded %1 —>

{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>

¢<!— G.k.4.r: Dosage and Relevant Enformation (repeat as necessary) §1-1 —>
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{substanceAdministration classCede="SBADM™ n;oodCode='E¥’N'>
<textdG. k. 4. 1. 8BS/ text>

¢!— G.k.4.1.8: Dosage Text #1-1 —>
effectiveTime xsi:type="SXPR_TS™>,
<comp xsiitype="PIVL_TS™>
<period value="10" unit="G.k.4.r.3"/> '
<!-- G.k.4.1,2; Number of Units in the Interval #1-1 —>
_ <I— G.k.4.1r.3: Definition of the Time Interval Unit #1-1 —>
{/comp>
<comp xsirtype="IVL_TS™ cperator="A">
<low value="20090101"/>
<J— Gk 4.1.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/> . :
<I— G. k. 4.1.5: Date and Time of Last Administratien #1-1 —»
{/comp>
<comp xsi:type="IVL_TS" operator="A"»
<width value="4" unit="G.k 4.1.5b"/>
{l— G.k.4.r.6a’ Duration of Drug Administration (number) #I1-1 —>

<I-- G.k. 4.r. 6b: Duration of Drug Administration (unit) #1-1 —
</comp?

{feffectiveTime>
) <rotteCode code="G.k 4.1, 10, 2b” codeSysten="2. 16, 840. 1. 113883.3.989.2. 1. 1. 14"
codeSystenVersion="G. k. 4. r. 10. 2a”>

1=~ G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #1-1 —>
{1—'G.k.4.1.10.2b: Route of Administration TernID #1-1 —>
<originalText>G. k. 4.r. 10. 1¢/original Text>

{I— G.k.4.1.10.1: Route of Administration (free text) #1-1 —>
{/routeCode> ’

<doseQuantity value="10" unit="G. k. 4. r. 1t"/>
{I— G.k.4.1.1a Dose (number) 1-1 —>
{1— G.k.4.r.1b: Dose (unit) £1-1 —>
{consumable typeCode="CSM™>
{instanceOfKind classCode="INST™> .
<productInstanceinstance classCode="MMAT" determinerCode="INSTANCE™>
<lotMumberText>6. k. 4. r. 7¢/lotNumberText> '
<{I— G.k 4.r.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance’
<kind0fProduct classCode="MMAT™ determinerCode="KIND™>
. ) {fornCode code="G.k.4.r.9.2b" ecodeSystem="TBD-DoseForn” codeSvstemVersion="C. k. 4.
r.9.2a">

{1 G.k.4,1.9, 2a: Fharmaceutical Dose Form TermID Yersion Date / Number #1-1
—

¢— 6.k 4.1.9. 2b: Pl;armaceutical Dose Fon? TermID #1-1 —>
<originalText>G. k. 4. r. 9. 1{/originalText>

<!— G.k. 4.1r.9.1: Pharmaceutical Dose Form (free text) #1-1 —>
</foruCode>

</kind0fProduct>
{/instanceOfKind>
{/consumable>
<inboundRelationship typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN">

\

<code code="28" codeSystem="2.16. 840. 1. 113883. 3.989.2. 1,1, 19" codeSystenVersion="1 1"
displayName="parentRouteOfAdministration™/> ’ .
) <value xsi:type="CE” code="G.k.4.r,11.2b" codeSystew="2. 16. 840, 1. 113883.3.980.2.1.1.
14" codeSystemVersion="6_k.4.r.11. 2a">
¢}— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-1 —>

<!-- G.k 4.1.11. 2b: Parent Route of Administration TermID §1-1 —>
<originalText>G. k. 4. r. 1}. I</originalText>

<l— G.k.4.x. 11 1: Parent Route of Administration (free text) #1-1 —>
. </value> .

{/observation®
</inboundRelationship>
</substanceAdministration>
</outhoundRelationship2>
<outhboundRelationship2 typeCode="COMP™>
<l-- G.k.4.r: Dosage and Relevant Information (repeat as necessary) #[-2 —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. r. 8</text>
{!— G.k.4.1.8: Dosage Text #1-2 ——>
<affectiveTime xs5i:type="SKPR_15">
Ccomp xsi:type="PIVL_TS™>
<period value="10" wnit="6.k.4.r. 3"/
l— G. k. 4. r.2: Nomber of Units in the Interval #1-2 —>

<l-- G.k 4. 1.3: Definition of the Time Interval Unit #1-2 —>
{foomp>

{comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>

{I— G.k. 4.1.4: Date and Time of Start of Drug #1-2 —>
<high value="2009010L"/> -

<I-- G.k.4.r.5: Date and Time of Last Administration #1-2 —>
{/comp>

: <feffectiveTime>
{routeCode code="G.k.+.r.10.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 14"
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codeSystemVersion="G.k. 4. 1. 10. 2a™>
<}~ G.k.4.r. 10, 2a: Route of Administration TermID Version Pate / Number #1-2 —>
{l— G,k 4.r.10. 2b: Route of Administration TermID #1-2 —
<originalText>G. k. 4. r. 10. 1<{/original Text>
¢|— G.k.4.r.10. 1: Route of Administratjon {free text) #1-2 —>
{/routeCode>
{doseQuantity value="10" unit="G. k 4.r.1b"/>
{— 6.k.4.1. 1a Dose (number) #1-2 —>
— G.k.4.r.1b: Dose (unit) #1-2 —>
{consumable typeCode="CSM™>
<instance0fKind classCode="INST™>
{productInstancelnstance classCode="MMAT™ determinerCode="INSTANCE™>
{1otNumberText>G. k. 4. r. 7¢/lotNumberText>
<!— G.k.4.1.7: Batch / Lot Number #1-2 —
</productInstanceInstance>
<kindOfProduct classCode="IMAT" determinerCede="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
1.9.2a">
<!~ G.k.4.1.9 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-2

1o~ G.k.4.7. 9. 2b: Pharmaceutical Dose Form TermID #1-2 —>
<originalText>G. k. 4. r. 9. 1<{/original Text>
{!— 6.k 4.x.% 1: Pharmaceutical Dose Form (free text) #1-2 —>
</formCode>
</kind0fProduct>
</instance0fKind>
{/consvmable>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
<cods code="28" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration™/> ’
<{yvalue xsi:type‘='CE” code="G. k. 4. r. 11. 2b” codeSystem="2, 16. 840, 1. 113883. 3. 989.2. 1. L.
147 codeSystemVersion="G. k. 4.r.11. 2a"> )
. : <l— G.k 4.1.11. 2a: Parent Route of Administration TermID Versicn Date / Number
#1-2 —>
<!— G.k. 4.1. 11. 2b7 Parent Route of Administration TermID #1-2 —>
<originalTexi>G.k. 4. 1. 11. 1{/originalText>
d— Gk4r1l1: Parent Route of Administration {(free text) #1-2 —>
</value> ,
{/obiservation>
{/inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<I— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdninistration classCode="SBADM™ moodCode="EVN™>
<text>G. k, 4. 1. 8</text>
<!— G.k.4.1r. 8! Dosage Text #$1-3 —>
{effectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL. TS™>
<period value="10" wnit="G. k. d4.r. 37/>

<— 6.k.4.1.2: Number of Units in the Interval £1-3 —)
<!— G.k.4r.3: Definition of the Time Interval Unit #1-3 —>
</ comp>

Ccomp xsi:type="IVL_TS” operator="A">
{low value="200901017/>
{I— G.k.-4.r.4: Date and Time of Stert of Drug #1-3 —>
<width value="4" unit="G.k.4. 1. 66"/>
{l— G.k.4.r.6a: Duration of Drug Administration (number) #1-3 —>
<I— G.k.4.r.6b: Duration of Drug Administratien (unit) #1-3 —
</comp>
{/effectiveTimed
<routeCode code="G.k.4.r. 1. 2b” codeSystem="2, 16, 840. 1. 113883. 3. 989, 2. 1. 1. 14"

codeSystenVersion="6. k. 4. 1. 10, 2a">
<!— G.k.4.1.10.2a: Route of Administration TermID Version Date / Mumber $1-3 —>
<l— G.k.4.r. 10.2b: Route of Administration TermID #1-3 —>
<originalText>G. k. 4. r. 10. i¢/originalText> .
<l— G.k.4.1,10.1: Route of Adwinistration (free text) #1-3 —>
{/routeCode>
{dosefuantity value="10" unit="G.k.4.r.16"/>
— G.k.4.r.1a Dose (number) £1-3 —> *
¢!— G. k. 4.r. 1b: Dose {unit) #1-3 -
{consumable typeCode="CSM™>
<instance0fKind classCode="INST"> BN
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>6. k. 4. r. 7</1otNumberText>
<!~ G.k 4.1.7: Batch / Lot Number #1-3 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT™ determinerCode="KIND™> )
<formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion=".k. 4.
r.9.2a">
<I— G.k.4.1.5. 2a: Pharmaceutical Dose Form TernID Version Date / Number #1-3
—>
I— G k.4.r.9. 2b- Pharmaceutical Dose Form TermID #1-3 —>
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<originalText>G. k. 4. 1. 9. I</originalText?
{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
</formCode>
</kind0fProduct>
</instance0fKind>
</consumable>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS" mocdCode="EVN">
' <code code="28" codeSystea="2. 16. 840. 1. I113883. 3.985. 2, 1. 1. 19" codeSystenVersion="1, 1"
. displayName="parentRouteCfAdministration”/> .
<value xsi:type="CE" code="G. k. 4.1.11.2b" codeSysten="2.16.840. 1.113883.3.989.2. 1. 1.
14 codeSystemVersion="G.k.4.r. 11.2a™>
<I-- G.k.4.1.11. 2a: Parent Route of Administration TermID Version Dlate / Number
#1-3 —>
¢l— G.k.4.1.11. 2b! Parent Route of Administration TermID #1-3 —>
<eriginalText>G. k. 4.r. 11. i1{/originalText>
<!-- 6.k 4.1.11. 1 Parent Route of Administration (free text) #1-3 —>
- <fvalued
{/observation>
{/inboundRelationship>
</substanceAdministration>
</outboundRelaticnship2>
<outboundRelationship2 typeCode="COMP™> )
<|— G.k 4.1 Dosage and Relevant Information {repeat as necessary) #i-4 ——
{substanceAdministration classCode="SBADM" moodCode="EVN™>
<text>G. k 4. ¥, 8¢/text>
{!— 6.k . 4.r.8: Dosage Text -4 —>
<effectiveTime xsi:type="SKPR TS™>
<comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.r.3*/>
<l-- G. k. 4.1. 2: Number of Units in the Interval #1-4 —>
<{}— G.k.4.r.3: Definition of the Time Interval Unit #i-4 —>
</eonp> .
{comp xsi:type="IVL_TS" operator="A">
<width value="4" unit="G.k.4.r.657/>
{I— G. k. 4.r.6a: Duration of Drug Administration {number) #1-4 —>
<I-- G.k. 4.1. 6b: Duraticn of Drug Administration {unit) #1-4 —>
<high value="200901017/>
(I~ G.k 4.1, 5: Date and Time of Last Adninistration #1-4 —>
</comp>
{/effectiveTime>
4 {routeCode code="G. k. 4. 1. 10. 2b” codeSystem="2.16. 840. 1. 113883, 3.989.2. 1. 1. 147
codeSystemVersion="G. k. 4. r. 10. 2a™> .
<l— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-4 —>
<{1— G.k.4.1.10.2b: Route of Administraticn TermlD #1-4 —>
<originalText>G. k. 4. 1. 10, 1</originalText>
<{}— 6.k.4.1.10. 1 Route of Administration (free text) #l—4 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r.1t"/>
<!— G.k.4.1. 1a Dose (number) £1-4 —>
{l— G.k.4.r. 1b: Dose (unit) #1-4 —>
{consumable typeCode="CSM™>
{instanceOfKind classCode="INST™>
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<lotMumberText>G. k. 4-7. 7¢/lotNumberText>
<I— G.k 4.r. 7: Batch / Lot Number #1-4 —>
</productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" cadeSystem="TBD-DoseForm™ codeSystemVersion="G.k. 4.
r.9.2a"> ‘ '
{l— G.k.4.1r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4
—
¢!— G.k. 4.r.9.2b: Pharmaceutical Dose Form TernID #1-4 —>
{originalText’G. k. 4. r. 9. I</originalText>
<!— 6.k 4.1.9. 1% Pharmaceutical Dose Form (free text) #1-4 —>
¢/formCode>
</kindGfProduct>
{/instance(fKind>
<fconsunable>
<inboundRelationship typeCode="REFR™>
<observation classCode="0BS" moodCode=ZEVN">
{code code="28" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="parentRouteCfAdninistration™/>
<value xsi:type="CE” code="G.k.4.r.1l.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. L.
14”7 codeSystenVersion="G. k. 4. r. 11. 2a™>
{l— G.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number
Hl-4 >
! 6.k 4.1.11.2b: Parent Route of Administration TermID #1-4 ——>
<originalText>G. k. 4. r. 11 E/originalText>
<!-= G.k.4.r. 11, 1: Parent Route of Administration (free text) #l1-4 —>
~{/value>
</obzervation>
</ inboundRelationship>
{/substanceAdninistration>
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<I-- 5. k. 4.r! Dosage and Relevant Information (repeat as necessary} #1-5 —>
<substanceAdministration classCode="SBADM™ mocdCode="EVN™>
<text>G. k. 4. . 8<{/text>
¢!— G.k 4.1.8: Dosage Text #1-5 —> .
<effectiveTime xsi:type="SXPR_TS™> ’
{comp xsiitype='1'|f'L_TS"'>
<low value="200901017/>
<!— Gk 4.r.4: Date and Tiwe of Start of Drug #1-3 —
<high value="20090101"/>
<}~ G. k. 4.1. 57 Date and Time of Last Administration #1-5 —>
</comp> : :
<comp xsi:type="IVL_TS" operator="A">
<width value="4" unit="6.k.4.r. 66"/
{l— 6.k 4.r.6a: Duration of Drug Administration (number) #1-5 —>
<l G.k 4.r.6b: Duration of Drug Administration (unit) #1-5 —
<{/coump>
{/effectiveTine> .
<reuteCode code="G.k.4.1.10.2b" codeSysten="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 14"
codeSystenVersion="6. k- 4.r. 10.2a">
{— G.k.4.1.10. 2a: Route of Administration TermID Yersion Date / Number #1-5 —>
<1— G.k.4.r.10.2b:' Route of Administration TermID #1-5 —>
{originalText>G.k 4. r. 10. 1</originalText>
¢}— G.k.4.r.10.1: Route of Administration (free text} #1-5 —>
{/routeCode> ’ :
+ <doseQuantity value="10" unit="G.k.4.r.1b"/>
{I— G.k 4.r.1a Dose {number) §1-5 —>
<I-- 6.k. 4. r.1b; Dose (unit) #1-5 —>
{consumable typeCode="CSH™>
<instance(fKind classCode="INST™>
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
<l— G.k.4.1.7: Batch / Lot Number #$1-5 —
</productInstanceInstance> .
<kind(dfPreduct classCode="HMAT™ determinerCode="KIND™>
<formCode code="G.k 4.r.%8. 2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"> .
{!— 6.k.4.r.9. 2a: Pharmaceutical Dose Form TermID Vérsion Date / Mumber #1-5

<!— G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID HI-5 —>
{originalText>G. k. 4,1, 9. 1<{/originalText>
{!— .k 4.1.9.1: Pharmaceutical Dose Form (free text) #1-5 —>
</formCode> P
</kind0fProduct>
{/instance0fKind>
. : <fconstmable> ' -
<inboundRelaticnship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
<code code="28" codeSystem="2. I6. 840. 1. 113882, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/> .
<value xsiitype="CE" code="G.k.4.r.11.2b" codeSystem="2. 16.840. 1. 113883.3.986.2. 1. 1.
14" codeSystemVersion="G.k. 4.r.11.2a™> :

<!-- G.k 4.7, 11. 2a: Parent Route of Administration TermlD Version Date / Number

#1-5 —-> .
¢!~ G.k 4.r.11.2b: Parent Route of Administration TermID #1-5 —>
<originalText>G.k 4.r.11. 1¢/originalText>
<I-- 6.k 4.1.11. 1: Parent Route of Administration (free text) #i-5 —»
. <fvalue>
</observation>
. . {/inboundRelationship>

¢/substanceAdninistration®
</outboundRelationship2>
. <outboundRelationship2 typeCode="COMP™>
. <I— 6.k 4.1 Dosage and Relevant Information {repeat as necessary) #1-6 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
" <textdG. k. 4. 1l 8</text> ’
{!— G.k.4.xr.8: Dosage Text $1-6 —>
{effectiveTime xsi:type="SXPR_TS">

{comp Xsi:type="PIVL_TS">
<period value="10" unit="G. k. 4.1.37/>
{J— & k. 4.r.2: Bumber of Units in the Interval #1-6 —>
{1— 6.k 4.r.3: Definition of the Time Iaterval Unit #1-6 —>

{/comp> i '

{comp xsi:type="IVL_TS" operator="A">
<low value="200901017/>
<|-- G.k. 4.r.4: Date ond Time of Start of Drug #1-6 -
{width value="4" unit="G. k. 4.r.6b"/>
{)— 6.k 4. r.6a: Duration of Drug Administration (number) #1-6 —>
<!— G.k 4.1.6b: Duration of Drug Administration (unit) #1-6 —>

{/comp> . '

<comp xsi:type="IVL_T5™ operator="A"»
<high value="20080101"/> R
{l— 6.k 4.1.5: Date and Time of Last Administration #1-6 —>
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codeSystemVersion="G. k. 4 r. 10. 2a™>

1.9.2a™

displayName="parentRouteOfAdninistration™/>
14" codeSystemVersion="G.k.4.r.15. 2a™>

#1-6 —>

codeSystemVersion="G. k. 4. . 10. 2a™>

r. 9. 2a">

{/comp>
</effectiveTime>
<routeCode code="G.k.4.r.10.2b" codeSystem="2. 16, 840, 1. 113883. 3. 989.2. 1. 1. |4

<! G.k.4.1.10. 2a: Route of Administration TermID Version Date / Nugher $#1-6 —>
<l-- 6.k 4.7.10, 2b: Route of Administration TermlD §1-6 —>
LoriginalText>G. k. 4. 1. 10, 1</eriginalText>
 ¢l— G.k4.r.10.1: Route of Administration (free text) £1-6 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
{l— 6.k 4.1, l2 Dose {(pumber) #1-1 —>
{I— G.k.4.r.1b: Dose (unit) #1-1 —>
{consumable typeCode="CSH"™>
<instenceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7</lotNumberText>
¢!— G. k. 4.r.7: Batch / Lot Number #l1-1 —>
</productInstanceInstance)
<kind0fProduct classCode— BBEAT determmerCode— KIND™>
<formCode code="G.k 4.r.9,2b" codeSysten="TBD-DoseForn” codeSystemVersion="6.k. 4.

.

€I~ G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Yersion Date / Number #1-6

<=~ G.k. 4.1.9. 2b: Pharmaceutical Dose Form TernID #1-6 —>
<originalText>G. k. 4. r. 9. I</originalText>
<{!=— 6.k 4.1.9.1: Pharmaceutical Dose Form (free text) #1-6 —>
</formCode>
</kind0fProduct>
{/instance0fKind>

{/consimable>
<inboundRelationship typeCode="REFR*>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystenVersion="1.1"

<value isi!tpr’CE' code="G. k. 4. . 11, 2b” codeSystem="2. 16. 840, 1. 113883. 3.988. 2. 1. L.

<!— G.l4.1.11. 2a: Parent Koute of Administration TermID Version Date / Number
© <I— G, k. 4.1.11. 2b: Parent Route of Administration TermID #1-6 —>
CoriginalText>G. k. 4. x. 11. 1{/originalText>
¢l— G.k 4.1.11.1: Parent Route of Administration (free text) #1-6 -2
</value>
{/observation>
</inboundRelationship>

{/substanceAdministration>

</outboundRelationship2>

<outboundRelationship? typeCode="COMP”" e
!— 6. k. 4.1° Dosage and Relevant Information (repeat as mecessary} #1-7 —>
¢substanceAdministration classCode="SBADM™ moodCode="EVN"™>

{text>G. k. 4. r. 8</text>
<— G,k 4.1.8: Dosage Text H1-T —>
Keffectivelime xsi:type="SXPR_TS™>
{comp xsi:type="IVL_TS™>
{Iow value="20090101°/> -
<l— G.k. 4.r. 4! Date and Time of Start of Drug #1-7 —>
Cridth value="4" unit="G.k 4. r.6b7/>
{1— G. k. 4.1, 6a: Duratien of Drug Administration (number) #1-7 —>
¢<1-- G.k4.r.6b: Duration of Drug Administration {unit) #1-7.-->
</comp .
<comp xsi:type="IVL_TS” operator="A">
<high value="200801017/> .
. =G kd4rs: Date and Time of Last Administration $1-7 —>
</eomp?

. ¢feffectiveTine>

{routeCode code="G.%. 4.r.10.2b" codeSystem="2. 16. 840. 1. 113883.3.989. 2. L. 1. [4~

i
<l— G.k.4.r. 10. 2a: Route of Administration TermID Version Date / Number $1-7 —>
(l— G.k.4.r.10. 2b: Route of Administration TermID #1-7 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<1— G.k. 4.1.10.1: Route of Administration (free text) #1-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
¢!— G.k4.r. la Dose {number) #1-7 —>
¢— G k.4.r.1b: Dose (unit} #1-7 —>
{consumable typeCode="CSN">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. . 7</IotNumberText>
<{l— G.k 4.r.7: Batch / Lot Bumber #1-7 —>
</productInstancelnstance>
<kind0fProduct classCode="LMAT" determ:nerCode— KIND™> .
<fornCode code="G. k. 4. r. 9. 2b” codeSystem="TBD-DoseForm” codeSvstemVersion="C. k. 4

<!— G. k. 4.r.9.2a% Pharmaceutical Dose Form TermID Version Date / Number #1-7
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<! G.k.4.1. 9. 2b> Pharmaceutical Dose Form TermID #1-7 —>
-<originalText)G. k. 4. 1. 9. 1</eriginalText>
{I—'G. k4191 Pharmaceutical Dose Form (free text) ¥I-7 —>
<{/formCode>
! ; </kind0fProduct>
{/instence0fKind>
</consumable>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS™ moodCode="E¥N"> .
. <code tode="28" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1, 18" codeSystenVersion="1.17
- displayNeme="parentRoute0fAdministration™/> | . ‘
Cvalue xsiitype="CE” code="G.k.4.r. 11.2b" codeSystem="2. 16. 840. 1. 113883.3.989.2. 1. 1. °
14" codeSystemVersion="6.k. 4.1.11.2a"> )
<{l— G.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Mumber
#1-7 —> .
¢l=- .k 4.1.11.2h: Parent Route of Administration TemnID #1-7 —>
<originallext5. k. 4. r. 11. 1</ariginalText>
<!— G.k.4.1.11. 15 Parent Route of Administration (free text} ¥1-7 —>
</valued
</abservation>
</inboundRelationship>
</substanceAdministration>
</outhoundRelationship2>
<outboundRelationship2 typeCode="SUMH > .
<observation classCode="0BS" moodCode="EVN™> ~
<code code="14" codeSystem="2. 16, 840, 1. 113883. 3. 980. 2. 1. 1. 19" codeSystenVersion="1.1"

displayNeme="cumulativeDoseToReaction™/>
<value xsitype="PQ" value="10" unit="G.k.5b"/>
<l ¢.k.ba: Cumulative Dose to First Reaction (number) #1 -->
<!— G.k.5b: Cumulative Dose to First Reaction (unit) %1 —>
{/observation> )
</outboundRelationship2>
<outboundRelationship2 typeCode="FERI™>
<observation clessCode="0BS" mosdCode="EVN">
{code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"
displayNeme="gestationPeriod”/> '
{value xsi:type="P§" value="10" unit="G.k. 6b"/>
<{!— G.k.fia: Gestaticn Period at Time of Exposure (rumber} #1 —>
{!— G.k. 6b: Gestation Period at Time of Exposure {unit} &1 —>
{/observation>
. . {/outboundRelationship2>
<euthoundRelationship? typeCode="PERT™>
<observation classCode="0BS™ moodCode="EVN"> .
<code cade="31" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1,1"
displayName="recurranceOfReaction™/> .
) <value xsiitype="CE” code="6.k.9.1i.4" codeSystem="2. 16.840. 1. 113883.2.989. 2. 1. I. 16"
codeSystenVersion="2. 0"/> '
’ <l— G.k.9,i,4: Did Reaction Recur on Re-administratien? Drug #1, Reaction 1 —>
{outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN™>
) <id root=" l54&?:889-958b-45f2-302f-42d4d5f4557f'/ >
. </actReference>
' {foutboundRelationshipl>
</observationd
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
<observation classCode="0BS"™ moodCode="EVN™>
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2, 1. 1. 19" codeSystenVersion="1.1"
displayName="recurrance0fReaction”/> . :
. <value xsiitype="CE" code="6.k.9.i.4" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 16"
codeSystenVersion="2. 07/
¢l— G.k.5.1.4" Did Reaction Recur on Re-administration? Drug #1, Reaction 2 —
<outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN">
<id root="2baa28d6-c9e84ebc-93e9-5h860b3142207 />
{/actReference>
</outboundRelationshipl>
</abservation)
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
<observation classCede="0BS” moodCode="EVN">
) <code code="9" codeSystem="2, 16. 840, 1. 113883.3.989.2.1. 1, 19" codeSystenVersion="1, 1"
dizplayName="cadedDrugInformation™/> .
<value xsiztype="CE™ code="G.k. 10.r" codeSystem="2. 16, 840, 1. 113883, 3.989.2.1. 1. 17"
codeSystemVersion="2. ¢ /> _ . ’
"€l— 6.k 10.1: Additional Information on Drug (coded) (repeat as necessary) #1-1 —>
</observation>
<foutboundRelationship2?
<outboundRelationship2 typeCode="REFR">
<ohservaticn classCode="0BS" moodCode="EVN™>
. {cade code="9" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 197 codeSystemVersion="1. 1"
displayianme="codedlrugInformation”/>
: Cvalue xsi:type="CE” code="G.k. 10.1" codeSystem="2. 16.840. 1. 113883. 3,989, 2. 1. 1. 177
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cedeSystenVersion="2.07/>
¢!~ 6.k 10.r: Additional Enformaticn on Drug (coded) {repeat as necessarv) #1-2 —>

{/observation>
</outboundRe]ationship2>
<outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN™>
{code code="2" codeSystem="2. 16. B40. 1, 113883, 3. 989, 2. 1. 1. 19* codeSystenVersion="1, 1"
displayName="additionallnformation™/>
<value xsi:type="ST">G. k. 11</value>
<!— G.k.11: Additional Information on Drug (free text) #l —>
</observation> :
</outboundRelationship2>
<inboundRelaticnship typeCode="RSON">
' <cbservatien classCode="0BS™ mocdCode="EVN*>
{code code="19" codeSystem="2. 1. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1"

displayName="indication™/>
<value xsiitype="CE” code="G.k.7.1r.2b" codeSystem="2. 16,840, 1, 113883. 6. 163" codeSystemVersion=

6.k T.r.2a">
<|— G.k.7.1.%a: MedDRA Version for Indication #1-1 —>
¢l— G.k.7.r.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. r. 1{/original Text>
{!— G.k.7.r.1: Indication as Reported by the Primary Scurce $1-1 —>
</value>
<performer typeCode="FRF">
{assignedEntity classCode="ASSIGNED >
<code code="3" codeSyster="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 217 codeSystemVersion="1.0"
displayName="sourceReporter”/> .
{/assignedEntity>
{/performer>
</observation>
</inboundRelationship>
{inboundRelationship -typeCode="RSON™>
<observation classCode="0BS™ moodCode="EVN™>
{code code="19" codeSystem="2. 16, 840, 1. 1135883, 3. 989. 2. 1. 1. 19" codeSystenYersion="1.1"

displayName="indication™/>
<value xsiitype="CE” code="G.k. 7.r.2b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystenVorsion=

“G.kT.r.227>
<1— G.k.7.r.2a: WedDRA Version for Indication #1-2 —> .
{— G.k. 7.1.2b: Indication (MedDRA code) #1-2 —> .
<originalText?G. k. 7. 1. 1<foriginalText>
<}~ 6.k 7.1.1: Indication as Reported by the Primary Source #1-2 —>
</value>

<performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED™> .
<code code="3" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 21" codeSystenVersion="1.0"
displayName="sourceReporter”/> ’
{/assignedEntity>
{/performer>
<fobservation>
</inboundRelationship>
<inboundRelaticnship typeCode="CAUS™>
<act classCode="ACT™ moodCode="E¥N">
<code code="G.k.B” codeSystem="2. 16. 840, 1. 113883. 3, 589, 2. 1. 1. 13" codeSystenVersion="2.07/>
<l— G.k.8: Action(s) Taken with Drug #1 — .
{fact>
</inboundRelationship>
(/substapceﬁdministratinn)
¢/component?
{I— G.k Drug(s) Informetion {repeat as necessary) #2 —>
<component typeCode="COMP™>
{substanceAdministration classCode="SBADM” moodCode="EVN™>
<id root="68d6f5ce-3b3b—-45c7-02dd-69e06730c3a07/>
<consumable typeCode="CSN™>
<instanceOfKind classCode="INSI™> -
<kindOfProduct classCode="MMAT” determinerCode="KIND"™>
<code code="G. k. 2. 1.2b" codeSystem="TBD-PhPID" codeSystemVersion="G.k. 2.1, 2a"/>
}— G.k.2.1. 2a: PhPID Yersion Date / Number H#2 —>
{!— 6.k 2.1.2b: Pharmaceutical Product Identifier (PhPID) #2 —>
<{name>G, k. 2, 2{/napme> .
¢!— 6.k 2.2 Medicinal Product Name as Reported by the Primary Source #i2 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBI">
{approval classCode="CNTRCT” moodCode="EVN™>
<id extension="G.k.3,1” root="2. 16. 840. 1. 1£3883.3.989. 2. 1.3.4"/>
¢!— G.k.3.1: Authorisation / Application Number #2 —>
<holder typeCode="HLL™>
{role classCode="HLD™>
<playingOrganization classCode="0RG" determinerCode="INSTANCE™>
<name>G. k. 3. 3{/name>
<l— 6.k 3.3: Name of Holder / Applicent #2 —>
</playinglrganization>
<{frole>
{/holder>
<author typeCode="AUT">
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{territorialAuthority classCode="TERR™>
: <territory c¢lassCode="NAT™ determinerCode="INSTANCE">
{code cade="G, k. 3.2" codeSystem="1.0.3166.1.2.2"/>
<l— G.k.3.2: Country of Autherisation / Application #2 —>
{/territory>
</territorialAuthority>
{/author>
<{pertinentInformation typeCode="PERT™>
<policy classCode="POLICY" moodCode="E¥N">
. <code code="J2.5. k" codeSystem="2. 16. 840. 1. 113883, 3.989,5.1.3. 2. 1. 47

codeSystemVersion="1.17/>
<l— @88J2.5.k: —RRARESEO) 27 EH% 52 —
{/policy>
{/pertinentInformaticn>
</approval>
</subjectOf>
<subjectOf typeCode="SBI™>
{characteristic classCode="0BS™ moodCode="EVN™>
{code code="1" codeSystew="2. 16. 840. 1. 113883.3.989.5.1,2.2.1,107

.

codeSystenVersion="1.0" displayName="HIEKASOWEIRES"/>

<value xsi:type="CE™ code="J2. 4 k" codeSysten="2.16. 840. 1, 113883, 3. 985. 5. L. 3.
2.1.3" codeSystenVersion="1.17/>
: <I— geeJ2. 4.k: FERSSFOWRES #2 —
</characteristic>
{/subjectO>
</asManufacturedProduct>
<ingredient classCode="ACTI">
{quantity>
<numerator value="10" unit="G. k.2 3£ 3b'/>
<I-— 6.k 2.3.1,3a: Strength (number} #2-1 —>
<{I— G.k.2.3.r.3b: Strength (unit) #2-1 —>
{denominator value="1"/>
</quantity> )
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
{code code="G. k. 2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k. 2.3.r.

2a"/>
¢— G.k 2.3.r 2a: Substance / Specified Substence TermID Version Date / Number
#2-1 —> . .
<!— G.k 2.3.1.2b Substance / Specified Substance TermID #2-1 —>
<name>G, k. 2. 3. r. 1{/nane>
<!-- 6. k.2.3.r.1: Substance / Specified Substance Name #2-1 —>
</ingredientSubstance>
{/ingredient>
{ingredient classCode="ACII™>
{quantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
<{!— 6.k 2.3.r.3a: Strength (number) #2-2 —>
<I— G.k 2.3.r.3b: Strength (unit) #2-2 —>
<denominator value="1"/>
<foquantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
{eode ¢ode="6. k. 2. 3.r. 2b" codeSystem='TBD—$ubstance' codeSystemVersion="G. k. 2. 3. 1.
2a” /> .
<!— 6.k.2.3.1.2a’ Substance / Specified Substance TermID Version Date/Number #2-
Z—>
{!~— .k 2.3.r.2b Substance / Specified Substance TernlD #2-2 -—>
<name>G. k. 2. 3. 1. 1¢/naze>
<I-- 6.k 221 1: Substance / Speclfled Substance Name #2-2 —
. . ¢/ingredientSubstance>
L </ingredient>
</kind0fFreduct>

<subjectOf typeCode="SBI">
{productBvent classCode="ACT" moodCode="EVN™>

{code cade="1" CUdESYSt€m='?. 16.840, 1. 113883, 3. 989. 2. 1. 1. 18" codeSystemVersion="1.0"
displayName="retailSupply”/>

<performer typeCode="PRF™>
<assignedEntity classCode="ASSIGNED">

{representedCrganization classCode="0RG" determinerCode="INSTANCE™>
<addr>

<country>G. k. 2. 4<{/country>

<{I— G.k.2.4: Identification of the Country Where the Drug Was
Obtained 2 —>

. Sadde> ' ' '
{/representedOrganization>
</assignedEntity>
</performer>
{/productEvent>
{/subjectOf>
{subjectOf typeCode="SBI™>
<observationEvent classCode="0BS” moodCode="EVN™>
. {code code="2" cndeSystemr 2.16.B40. 1. 113863.3.989.5.1.3. 2. 1. 10" cndeSystem\ersmn— 1
07 displayNeme="— ¥ AEELOAFRE"/,

. <value xsi:type="CE" code="J2.6.k" codeSystew="2. 16.840. 1. 113883. 3,989.5.1.3.2. 1. 57
codeSystenVersion="1.17/> )
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- el 6. k: —AERSKOAFER #2 —
{/abservationEvent>
</subjectOf>
</instancedfKind>
{/consumable>
<outboundRelationshipl typeCode="5A5">
<pauseQuantity value="10" unit="6.%. 9.i.3.1b"/>
¢l— 6.k 9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (pumber) Drug #2, Reaction #I—>
<!— 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #1 —>
<actReference classCode="0B5" moodCode="EVN">
{id root="154eb880-938b—45F2-a02f-42d4d6F4657" />
{/actReference>
</outhoundRelationshipl>
CoutboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" uwnit="G.k. 6.1i.3.2b"/>
¢l— G.k.9.i.3. 2a! Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #1 —>
<!— G.k.9.i.3.2b: Time Interval between Last Dose of+Drug and Start of Reaction / Event {unit)
Drug #2, Reaction $1 —>
<actReference classCode="0BS” moodCode="B¥YN™>
<id root="154ebBBI-958b—45f2-a02f-42d4d6146671" />
{/actReference> N
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
) ¢)— 6.k 9.i.3.1a: Time Interval hetween Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction 42 —>
<!-- 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit} Drug #2, Reaction #2 —>
<actReference classCode="0BS".moodCode="EVN™> '
<id root="2baa28d6-c9e8-4ebc-03e5-5b8G0LI14220" />
<factReference>
</outboundReélationshipl>
<outhoundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<I— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #2 —>
{!— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Stort of Reaction / Event (unit)
Drug #2, Reaction $2 > :
{actReference classCode="0BS" moodCode="EVN™>
<id reot="2baa28d6-cPe8-4e6c-G3e9-5b860b3142207 />
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3. 16"/
<l 6.k 9.1.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #3 —> :
¢1-- G.k. 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event {(unit) Drug #2, Reaction #3 -
<actReference classCode="0BS" moodCode="EVN">
{id root="3a8626¢b-9f1b-4ea8-8a0f-e0Ffi34430adf™/>
{/actReference> '
</outboundRelationshipl>
" <outboundRelationshipl typeCode="SAE™>
. <pauseQuantity value="10" unit="G.k. 5. i.3.2b"/>
. <l— G.k.%.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event {number)
Drug #2, Reaction #3 —> . R i
¢l— .k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction 3 —>
. <actReference classCode="0BS™ moodCode="EVN™>
<id root="3a8626cb-0f1h-dea8-8a0f-e0ff34430adf™/>
{/actReference>
{foutbowdRelationshipl> .
<outbeundRelationshipl typeCode="SA5">
<pauseQuentity value="10" unit="G.k. 9.i.3.1b"/>
<!~ G.k 9.1.3. la: Time Interval betweén Beginning of Drug Administration and Start of Reaction /
. Event {(number) Drug #2, Reaction #4 —>
’ <!— . k.9.1. 3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #4 —> '
. <actReference classCode="0BS™ moodCode="EVN™>
<id root="2e99840f-08h4-499c-B0ff-ddB415F4£8aE"/>
{/actReference>
</outhoundRelationshipl>
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" uwnit="G. k. 9.i.3.2b7/>
¢<l— G.k.5.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction nd —> . . '
¢l-- 6.k 9.i.3.8b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #1 --> '
{actReference classCode="0BS" moodCode="EVN™>
{id root="2e99840f-08b4-4909c-80ff-dd8415f4£8a5"/>
{/actReference>
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Bvent (number) Drug #2, Reaction #5 —>

Event {(unit) Drug #2, Reaction #5 —>

Drug #2, Reaction #5 —>

Drug #2, Reaction 5 —>

Event {number) Drug #2, Reaction #6 —>

Event {unit) Drug #2, Reaction #6 —>

VDI.'UE 42, Reaction #6 —>

Drug #2, Reaction #6 —>

Event (number) Drug #2, Reaction #7 -—>

Event (unit) Drug #2, Reaction #7 —>

Drug #2, Reaction ‘#'1' —>

Drug #2, Reaction 7 —>

Event (number) Drug #2, Reaction #8 -->

Event (unit) Drug #2, Reaction #8 —

Drug #2, Reaction #i8 —> !

Drug #2, Reaction 8 —>

{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.1i.3. 16"
{I— Gk 8.1 3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢{l— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="EVN™>
<id root="1071064c—-cf10-4a3b-83c1-34f9ddbTeabd” /)
{/actReference> !
</outboendRelationshipl>
<outboundRelaticnshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
¢l— 6.k 9.i.3.2a! Time Interval between Last Dose of Drug and Start of Reaction / Event (number}

{1— G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS™ moodCode="EVN™> '
<id root="1071064c-cf10-4a3b-83c1-34f9ddbTeabd” />

¢/actReference>

</outbotindRelationshipl>

<outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k. 9.1.3.16"/> 7
¢!— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

{d— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start uf‘Reaction /
<actReference classCode="0BS" moodCode="EVN™>

<id root="1f927283-10b6-4334-9d43-e925640fb18E7/>
{/actReference>

- </outboundRelationshipl>

<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="6.k.9.i.3.2b"/>
'— 5. k. 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

€!— G.}.9.1.3.2b% Time Interval between Last Dosg of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS™ mocdCode="EVN™>
<id root="1f927283-10b6-4334-0d43-926640Fb18F"/>
</actReference>
</outboundRelationshipl>
<outhoundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1.3. 16"/>
I~ G.k.9.i.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

<!-— G.}.9.1.3. 1b; Time Interval between Beginning of Drug Administration and Start of Reaction /
<actReference classCode="0BS” moodCode="EVN’>
<id root="e0342969-38be-423f-bébb-celdbc279d8e” /> :
{/actReference>
</outboundRelationshipl>
<outhoundRelationshipl typeCode="SAE">
<{pauseQuantity value="10" unit="¢. k. 9.1i.3.2b"/> .
<! 6.k 9.4.3,2a: Time Interval between Last Dose of Drug and Start of Reaetion / Event (numbexr)

{!— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

{actReference classCoede="0BS™ moodCode="EVN™>
<id roat="e0342969-38he-423f-b6bb-celbc279d8e”™/>
{factReference>
</outboundRelationshipl>
<outboundRelationshipl typeCede="SA3™>
{pauseQuantity value="10" wnit="G.k.9.1.3.1b"/>
¢!— 6.k 9.1i.3. la: Time Interval between Beginning of Drug Administration amnd Start of Reaction /

{!— 6.k 9.1i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS™ maodCode="EVN">
<id r00t='a15|:|2092—307(}—425(1-3f04'6853263443eﬂ”/>_
_<factReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
. <I— Gk B 1 3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<l— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS" moodCode="EVN™>
<id root="al5be092-8070-426d-af(4-6863263443e07/>
</actReference>
{/outboundRelationshipl>
<ouiboundRelationship2 typeCode="PERT™>
<observation classCode="DBS" moodCode="EVN">
{code code="6" codeSystem="2. 16. 840, 1..113883.3.989.2.1. 1. 19" codeSystemVersionf'l. 1"
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displayNome="blinded"/>

codeSystemVersion="G. k. 4. 1. 10. 2a™>

r.%.2a™

—

displayName="parentRouteOfAdninistration™/>
14" codeSystemVersion="6.k.4. 7. 11.2a™>

f2-1 —>

codeSystemVersion="G. k. 4. r. 10. 2a™>

$value xsittype="BL™ value="true"/>
{!— G.k.2.5: Investigational Product Blinded 2 —>
{/ohgervation>
</outboundRelationship2>
<outboundRelationshipZ typeCode="COMP™>
<l— G.k.4.1 : Dosage and Relevant Information (repeat as necessary) #2-1 —>
<substanceAdministration classCode="SBADM™ moodCode="EVN™>
<text>G. k. 4. r. 8¢/ text>
<{I— G.k 4.1.8: Dosage Text #2-1 — -
{effectiveTime xsi:type="IVL_IS3">
<low value="200901017/>
Cl— G.k.4.r.4: Pate and Time of Start of Drug #2-1 —>
<high value="200001017/>
<{l— G.k. 4.r.57 Date and Time of Last Adwinistration §2-1 —>
{/effectiveTime>
<renteCode code="G.k. 4.r.10.2b7 codeSysten="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 14"

<4—— G.k.4.1.10, 2a: Route of Administration TexwlID Version Date / Number #2-1 —)>
<}— G.% 4.1.10. 2b: Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 10. 1{/originalText>
{I— G. k. 4.r.10.1: Route of Administration {free text) #2-1 —>
{/routeCode> .
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<t~ 6.k 4.1.la Dose {number) #2-1 —>
{— G.k.4.1.1b: Dose (unit} #2-1 —>
{consumable typeCode="CSM">
{instance0fKind classCode="INST™>
<productInstancelnstance classCode="MMAT™ determinerCode="INSTANCE™>
<lotNunberText>G. k. 4. r, 7</lotNumberText>
{l— G.k 4.1.7: Batch / Lot Number #2-1 —>.
</productInstancelnstance>
<kindOfProduct classCode="MMAT™ determinerCode="KIND">
{forwCode cade="G.k.4.r.9.2b" codeSystem="TBD-DoseForn”™ codeSvstemVersion="6_k 4.

<I— G.k.4.1.9. 2a: Pharmaceutical Dosz Form TermID Version Date / Number #2-1

{1—- G.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #2-1 —->
{originalText>G. k. 4. r. 9. 1{/originalText>
<!~ G.k. 4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
{/foruCode>
</kind}fProduct>
</instance0fKind>
</consumable>
<inboundRelationship typeCocde="REFR™>
<ochservation classCode="0BS" moodCode="EVN™>
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1"

<value xsi:type="CE” code="G. k. 4.r.11.2b" codeSystew="2.16.840. 1. 113883, 3. 989. 2. 1. 1.
<{I— G.k 4.1. 11, 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k.4.r.11. 2b: Parent Route of Administration TermID #2~1 —>
<originalText>G. k. 4. 1. 11. 1{/original Text>
¢!~ G.k.4.1:11. 1: Parent Route of Administration (free text) H#2-1 —>
{/value} ’
{/observation>
</inboundRelationship>
</substanceAdministrationd
</outboundRelationship2>
<outhoundRelationship2 typeCode="COMP™>
¢1—- G.k. 4.1 Dosage and Relevant Information (repeat as necessary} 32-2 ——>
{substanceAdninistration classCode="SBADM" moodCode="EVN">
{text>6. k. 4. r. B{/text>
¢{!— G.k. 4.1.8: Dosage Text #2-2 —>
{effectiveTima xsi:type="IVL_TS">
<low value="200901017/>
¢1— G.k. 4.1.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k.4.r.6b"/> R
¢} G.k. 4. r.6a: Duration of Drug Administratien (number) #2-2 —>
¢— G. k. 4.1.6b Duration of Drug Administration (unit) #2-2 —>
{feffectiveTime>
<routeCode code="G. k. 4. r. 10. 2b” codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 14"

{l— G.k.4.r.10. 2a: Route of Adwinistration TexmID Version Date / Number $2-2 -—>
¢(I— G. k. 4.1. 10. 25: Route of Administration TermID #2-2 —>
"<originalText>G. k. 4. 1. 10. 1{/originalText>
<!-- G.k.4.1.10. 1: Route of Administration {free text) #2-2 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢l-- G.k.4.r.1a Dose (number) #2-2 —>
<I— G.k 4. 1. 1b: Dose (unit) #2-2 —>
{consumable typeCode="CSM">
{instonce0fKind classCede="INST™>
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<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7{/1lotNumberText>
<l— §.k.4.1.7: Batch / Lot Number #2-2 —>
</productInstanceInstance> -
<kind0fProduct classCode="MMAT" determinerCode="KIND">
FornCode code="G.k. 4.x. 9. 2b" codeSystem="TBD-DoseForm™ codeSystemVersion="G.k. 4.
r.9.2a™>
. {!— 6.%.4.1.9.2a: Pharmacevtical Dose Form TernID Version Date / Number #2-2
_> .
!~ G. k. 4.r.9. 2b: Pharmaceutical Dose Form TermID #2-2.--~>
<originalText>G. k 4. r 9. 1¢/originalText>
{!— 6.k 4.r 9. 1 Pharmaceutical Dose Form (free text) #2-2 —>
</fornCode>
</kind0fProduct>
</instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR™>
<chservation classCode="0BS" moodCode="EVN™>
<code code="28" codeSysten="2. 16. 840 ]. 113593, 2,989, 2. I. 1. 19" codeSystemVersion="1. 1"
displayName="parentRoute0fAdministration”/> ,
: <value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2. 16. 840. 1. 113883. 3,989.2. 1. 1.
14" codeSystemVersion="G. k. 4.r.11.2a™>
{!— G.k 4.r. 1L 2a: Parent Route of Administration TermD Version Date / Number
g2-2 —> .
<!-- 6.k 4.1. 11, 2b% Parent Route of Administration TermID #2-2 —>
<originalText>G. k. 4. r. 11. 1</originalText>
¢{!— G.k 41 1L 1: Parent Route of Administration (free text) #2-2 -
<fvalue>
</observation>
</inboundRelationship>
</substanceddministration>
</outboundRelationship2> '
: . <outboundRelationship2 typeCode="COMP™>
¢I— G.k 4.r: Dosage and Relevant Information (repeat as necessary) $2-3 —>
~substanceAdministration classCode="SBADM"™ moodCode="EVN">
{text>G. k. 4 r. 8¢/text> ’
<!— G.k.4.r.8: Dosage Text #2-3 —>
<effectiveTime xsi:type="IVL_IS">
<width value="4" unit="6.k. 4.1. 6b"/>
{l— G.k.4.r.6a: Duration of Drug Administration (number) #2-3 —>
{l— G.k.4.r.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="2009010174>
<1— G.k.4.r.5: Date and Tire of Last Administration #2-3 —>
{/effectiveTime>
<routeCode code="G. k. 4,1, 10, 2b” codeSystem="2. 16, 840. 1. 113883. 3. 580. 2. 1. 1. 14"
codeSystemVersion="6.k. 4. r. 10. 2a™>
<}— G.k.4.1.10. 2a: Route of Adwinistration TermID Version Date / Numher f#2-3 —
<}— G.k.4.x.10.2b* Route of Administration TermID #2-3 —> °
<originalText>G. k. 4. r. 10, 1</originalText>
<!— G.k.4.r.10.1: Route of Administration (free text) #2-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<l-- G.k.4.1. 1a Dose (number} #2-3 —>
{1— G.k.4.r.1b: Dose (unit) #2-3 —>
{consumable typeCode="CSM™>
{instance0fKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="" INSTANCE >
<lotNumberText>G. k. 4. r. 7¢/lotiNumber Text>
<I-- G.k.4.x. 7 Batch / Lot Nupber #2-3 —> . -
</productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{fornCode code="G.k. 4.1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k, 4.
r.9.2a">
{l— G.k 4.1.9 2a* Pharmaceutical Dose Form TermID Version Date / Number #2-3
{!— G.k.4.1.9.2b* Pharmacentical Dose Form TermID #2-3 —>
<originalText>G. k. 4. r. 9. 1</original Text>
<{I— G.k. 4.7.5.1: Pharmaceutical Dose Form (free text) #2-3 —>
</fomCode>
</kind0fProduct>
</instanceDfKind>
{/consumable>
{inboundRelaticnship typeCode="REFR™>
<observation classCode="0BS" moodCode="EVYN™>
: <code code="28" codeSystew="2. 16. 840. 1. 113883, 3.989. 2. 1. L. 19" codeSystenVersion="1.1"
displayName="parentRouteOfAdministration”/> )
, <value xs5iitype="CE" code="G.k.4.r.11.2b" codeSystem="2. 16, 840, 1, 113883.3.989.2. L. 1. -
147 codeSystenVersion="G.k.4.r.11.2a™> .
<!— G.k.4.r. 1L 2a: Parent Route of Administration TermID Version Date / Number
#2-3 —>
<!— Gk 4.r. 1L 2b! Parent Route of Administration TermID #2-3 —>
CoriginalText>G. k. 4. r, 11 1¢/original Text>
I~ G.k.4.r. 11 1: Parent Route of Adninistration (free text) 42-3 —>
</value>
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codeSystenVersion="G. k. 4. 1. 10. 2a™>

r.9.2a™>

displayName="parentRouteOfAdninistration”/>
14" codeSystemVersion="G. k. 4.r. Fl. 2a™>

#2-4 —>

codeSystenVersion="G. k. 4. r. [0, 2a™>

</abservation®
{/inboundRelationship>
</substanceAdministration®
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
<l G.k.4.1: Dosage and Relevant Information (repeat as necessary) %2-4 —>
<substanceAdministration classCode="SBAIM" moodCode="EVN">
<text>G. K. 4, 1, 8</text>
<I'— G.k.4.x.B: Dosage Text #2-4 —>
CeffectiveTime xsi:type="SXPR_TS"™>
<comp x51:type="PIVL_TS™>
<pericd value="10" umnit="G.k 4.r.3"/>
<— 6. k.4.1.2: Number of Units in the Interval #2-4 -
<{}— G.k 4.r.3: Definition of the Time Interval Unit #2-4 —>
{/comp>
{comp xsi:type="IVL_TS™ operator="A">
<low value="200901017/>
- <l— G.k 4.1.47 Date and Time of Start of Drug 42-4 —>
</comp>
{/effectiveTime>
{routeCode code="G.k 4.r. 10, 2b" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1.1. 14"

¢!— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #2-4 —>
<l G.k.4.1.10. 2b: Route of Administration TermID #2-4 —>
{originalText>G. k. 4. r. 10. 1</originalText>
{l— G.k.4.7.10.1: Route of Administration (free text} #2-4 —>
</routeCode> :
<{doseQuantity value="10" unit="G. k. 4.r, 16"/
<l— G.k. 4.1.1a Dose {number) #2-4 —>
<l— G.k.4.1.1b: Dose (unit) £2-4 —>
-+ {consumable typeCode="CSM™>
{instance0fKind classCode="INST™>
<productInstancelnstance classCode="MMAT ™ determinerCode="INSTANCE*> .
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l-— G.k.4.1.7: Batch / Lot Number #2-4 —>
</productInstanceInstance>
<kind0fProduct classCode="MMAT™ determinerCode="KIND">
{formCode code="G.k.4.1.9.2b" codeSystem="TBD-DoseFerm” codeSystemVersion="¢.k. 4.

<{l—- G.k.4.r.9.2a: Pharmacertical Dose Form TerwlID Yersion Date / Number #2-4

<!— 6.k 4.1.9.2b: Pharmaceutical Dose Form TermiD #2-4 —>
<originalText>G. k. 4. 1.9, 1</originalText>
<!— G k. 4.r.9.1: Pharmaceutical Dose Form (free text) #2-4 —>
</formCode>
</kind0{Product>
{/instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR">
{observation clagsCode="0BS" moodCode="EVN">
<code code="238" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsi:type="CE” cede="G.X 4.T. 1L 2b” codeSyster="2. 16. 840. 1. 113883. 3. 989.2. 1. 1.
{!— G. k. 4.1. 11 2a: Parent Route of Administration TermID Version Date / Number

<!— 6.k 4.1.11. 2b: Parent Route of Administration TeraID #2-4 —>
{originalText>G. k. 4. 1. 11, I</originalText>
{!— .k 4.1.11.1: Parent Route of Administratien (free text) #2-4 —>
</value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
<|-- G.k.4.7! Dosage and Relevant Information (repeat as necessary) 525 —>
<substanceAdministration classCode="SBADM™ moodCode="EVN™>
<text>G. k. 4. 1. 8<{/text>
<l— G.k 4.1.8: Dosage Text #2-5 —>
CeffectiveTime xsi:type="SXPR_TS™ '
{comp xsiltype="PIVL_TS">
<period value="10" unit="G. k. 4.1.3"/>
<l— G.k 4.r.2: Number of Units in the Interval #2-5 —>
{1— G.k. 4.1. 37 Definition of the Time Interval Unit #2-5 —>
</comp>
{gomp xsi:type="IVL_TS" operator="A">
<high value="200901017/> .
¢1— 6.k 4.1.5: Date and Time of Last Administration #2-5 —>
{/compd
{/effectiveTime>
{routeCode code="G.k. 4. 1. 10.2b" codeSystenr 2. 16,840, 1, 113883. 3.989. 2. 1. 1. 147

<l— G.k.4.1. 10. Za: Route of Administration TernID Version Date / Number #2-5 —>
{l— G.k.4.r.10. 2b: Route of Adwinistration TexmID #2-3 -—>
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{originalText>G. k. 4. r. 10, 1</originalText>
¢|— G.k.4.r.10.1: Route of Administration (free text) #2-3 ~->
<SrouteCoded
{doseQuantity value="10" unit="6.k.4.r. 16"/>
<l-- G.k 4.r.la Dose {number} £2-5 —>
{I— G.k.4.r. 1b: Dose {unit) $2-5 —>
{consumable typeCode="CSM">
<instanceOfRind classCode="INST">
<productInstancelnstance classCode="IAT" determinerCode="INSTANCE™>
- <lotNumberText>G. k. 4. r. 7</lotNumberText>
<!-- 6. k. 4,1, 77 Batch / Lot Number #2-§ —
- </productInstanceInstance>
. 7 <kindOfProduct classCode="MMAT" determinerCode="KIND">
. {fornCode code="G.k 4.1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G. k. 4.
r.9.2a™
<!-- 6.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Mumber #2-5
_) .
{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-5 —>
<originalText>G. k. 4. r. 8. 1{/originalText>
{!— 6.k 4.r.9. 1: Pharmaceutical Dose Form (free text) #2-5 —>
</TornCode>
</kindOfProduct>
</instance0fKind>
</consumable>
{inboundRelationship typeCode="REFR">
{ohservation classCode="0BS" moodCode="EVN™>
<code code="28" codeSystem="2. I6. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1"
displayName="parentRouteOfAdninistration™/>
) <value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2. 16, §40. 1. 113883.3.980.2. 1. 1.
14" codeSystemVersion="G.k. 4.r. 11.2a">
¢{!— G.k. 4.1r.11. 2a: Parent Route of Administration TermID Version Date / Number
#e-5 -
— 6.k 4.r.11, 2b: Parent Route of Administration TermID #2-5 —>
<originalText>G. k. 4. 1. 11. 1<{/original Text> R
<!— G.k.4.1.11. 17 Parent Route of Administration (free text) #2-5 -—
</value>
{fobservation>
{/inboundRelationship>
{/substahceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="CHE™> ' .
<l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) £52-6 —>
<substanceAduinistration classCode="$BAIM™ moodCode="EVN">
{text>G. k. 4. r. 8</text>
¢!— Gk 4. r 8 Dosage Text #2-6 —>
<effectiveTine xsi:type="SKPR_TS">
{comp xsiitype="PIVL_TS™>
<pericd value="10" wnit="G.k.4.r.3"/>
¢— 6. k.4.r.2: Number of Units in the Interval #2-6 —>
<{l— 6.k 4.r.3: Definition of the Time Interval Unit #2-6 —>
</comp> ’
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r. 62"/>
¢l— 6.k 4.1.6a* Duration of Drug Administration (number) #2-§ —>
<l-— G.k.4.1.6b: Duration of Drug Administration (unit) #2-6 —>
{/comp>
{/effectiveTime>
<routeCode code="G.k 4.r. 1 2b" codeSystem="2. 16.840. 1, 113583, 3. 988. 2. 1. L. 14"
codeSystenVersion="G. k. 4,1, 10, 2a™> '
{l— 6.k 4.r.10.2a: Route of Administration TermID Version Date / Number #2-§ —>
<l— G.% 4.1.10.2b: Route of Adninistration TermlD #2-6 —>
{originalText>G. k. 4. . 10. 1</eriginal Text}
€l— G.k.4.1.10. 1! Route of Administration (free text) #2-6 -
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
{!— 6.k 4. 1. 1a Dose (nunber) $2-6 ——>
{!— Gk 4.r. 1b: Dose {unit) #2-6 —>
{consumable typeCode="CSM™>
{instanceQfKind classCode="INST"> .
. <productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
 {lotNumberText>G. k. 4. 1. 7</lotNumberText>
) €¢!— G.k.4.r. 7: Batch / Lot Number #2-6 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
<fornCode code="G.k 4. 1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G, k. 4.
r.9.2a"
¢!~ 6.k 4.r.% 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-6
—>
{!— G.k.4.r.9 2b: Pharmaceutical Dose Form TermlD #2-6 ——>
{originalText)G. k. 4. r. 8. 1{/originalText>
i , {!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
</fornCode>
{/kind0fProduat>
{/instance(fKind>
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displayName="parentRouteOfAdministration™/>
147 codeSystenVersion="G.k 4. r. 11. 2a">

fi2-6 —>

codeSystenVersion="6. k. 4. r. 10. 2a">

r.9.2a">

displayName="parentRouteOfAdministration”/>
147 codeSystenVersion="G.k.4.x.11.2a™>

#2-7T —>

cedeSystemVersion="G. k. 4. r. [0.2a™>

</consumable>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
<eode code="28" codeSyster="2. 16. 840. 1, 113883, 3.980.2. 1. 1. 19" codeSystemVersion="1.1"

<value xsittype="CE” code="0. k. 4.1.11.2b" codeSystem="2, 16.840. 1. 113883, 3. 989.2. 1. 1.
<!— G.k 4.1, 1L 2a: Parent Route of Administration TermID Version Date / Number

¢I— G.k.4.1.11. 2b: Parent Route of Administration TermID #2-6 —>
<originalText>G. k. 4. 1. 11. 1</originalText>
<!— G.k.4.r.11.1: Pafent Route of Administration (free text) #2-6 —
</value> i .
</observation>
</inboundRelaticnship®
{/substanceAdministration>
</eutboundRelationship2>
{outboundRelationship2 typeCode="COMP">
{!- G.k 4.1 Dosage and Relevant Information (repeat as necessary) #2-7 —>
<substanceAdninistration classCode="SBADN" moodCode="EVN™>
{text>G. k. 4. r. 8</text>
<l— G.k.4.1.8: Dosage Text #2-7 —>
{effectivelime xsi:type="PIVL_TS™>
<period value="10" unit="G.k. 4.r.37/>
{I— G.k.4.1.2: Number of Units in the Interval #2-7 —>
<l-- G.k.4.7.3: Definition of the Time Interval Unit ¥2-7 —>
{/effectiveTime>
{routeCode code="G. k. 4.1.10.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"

{!— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-7 —
¢!— G.k.4.1.10.2b: Route of Aduinistration TermID #2-7 —>
<originalText>G. k. 4. 1. 10, 1</eriginalText>
<}— 6.k 4.1.10.1: Route of Administration (free text) #2-T — ~ T
</routeCode>
<doseQuantity value="10" unit="G. k. 4.r. 1"/
{l-- G.k.4.r. 1a Dose (number) $2-7 —>
{l— G.k 4 r.1b: Dose (unit) #2-7 —>
<consumable typeCode="CSM™>
{instance0fKind classCode="INST">
{productInstanceInstance classCode="MMAT™ determinerCode="INSTANCE™>
<lotNumberText>G. k4 x 7¢/lotNumberText>
<I— G.k 4.r.7: Batch / Lot Number #2-7 —>
</productInstancelnstance>
<kind0fProduct classCode="}MAT" determinerCode="KIND"™>
<FormCode code="G,k, 4. 1.9, 26" codeSysten="TBD-DoseForm™ codeSystemVersion="G. k. 4.

{l— G.k.4.r.9. 2a: Pharmwaceutical Dose Form TermID Version Date / Mumber #2-7

<1— G.k. 4. 1. 9.2b: Pharmaceutical Dose Form TermID #2-7 —>
CoriginalText>G. k. 4. 1. 9, 1¢/originalText>
(!— G. % 4.r.9.1: Pharmaceutical Dose Form {free text) #2-7 —>
</foruCode>
</kind0fProduct>
<finstance0fKind>
{/consumable>
<inbsiindRelationship typeCode="REFR™>
<observation classCode="0BS™ moodCode="EVN™>
{code code="28" codeSystem="2. 16, §40. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1,1"

<value xsiitype="CE” cede="G.k.4.7.11.2b" codeSystem="2. 16. B40. 1. 113883. 3.989.2. L. 1.
¢{1— G.k.4.r.[1.2a: Parent Route of Administration TermID Version Date / Number

<{!— G. k. 4.1. 11, 2b: Parent Route of Administration TermID #2-7 —> .
<originalText>G. k. 4. 1. 11. 1<foriginalText> )
¢!~ G.k 4.1.11.1: Parent Route of Administration (free text) #2-7 —>
<fvalued . .
{fohservation>
</inboundRelationship’
{/substanceAdministration>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="COMP™>
¢!— G. % 4. 1% Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM™ woodCode="EVN™>
{text>G. k. 4. r. 8{/text>
{!— G.k 4. 1.8 Dosage Text H2-8 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20080101"/>
¢— G. k. 4 r.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
<routeCode code="G. k. 4.r. 10. 2b" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 14”7

¢l— G.k 4.1.10.2a: Route of Administration TermIP Version Date / Number £2-8 —>
¢l— G.k. 4.1.10.2b: Route of Administration TexmID #2-8 -—>
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r.9.2a™>

—>

displayName="parentRoute0fAdninistration”/>,
14" codeSystemVersion="G.k.4.1.11.2a">

28 —

codeSystenVersion="G. k. 4. r. 10. 2a™>

r.8 2a";

displayName="parentRouteOfAdninistration”/>

14" codeSystemVersion="G, k. 4.r.11.2a">

{originalText>G. k 4. 1. 10 1</originalText>

¢l— G.k.4.r.10.1: Route of Administration (free text) 42-8 —>
{/routeCode> ’
<deseQuantity value="10" wnit="G. k. 4.r. 1t"/>
<{{— 6.k, 4.r.1a Dose {number) #2-8 —> 3
{!— G.¥ 4.r.1b: Dose {unit) #2-8 —>
{consumable typeCode="CSM">

.{instance@fKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>

<lotNumberText>G, k. 4. r, 7</lotNumberText>

<!~ G.k.4.r.7% Batch / Lot Number #2-§ —>
¢/productInstanceInstance>
<kindQfProduct classCode="MMAT" determinerCode="XIND"™>

<formCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.

'

{!— 6.k 4.r.9.2a: Pharmacevtical Dose Form TermID Version Date / Mumber #2-8

<= 6.k 4.1.9.2b: Pharmaceutical Dose Form TernID #2-8 —>

€originalText>G. k. 4. r. 9. 1{/originalText>
. <— 6.k 4.r.9,1: Pharmaceutical Dose Form (free text) #2-8 —>
{/formCade>
</kind0fProduct>
{/instance0fKind>

</uonsumable)
<inboundRelaticnship typeCode="REFR™> .
<observation classCode="0BS" moodCode="EVN™>
<code code="28" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"

<value xsi:type="CE" code="G.k 4.1. 11.2b" codeSystewm="2. 16. 840, 1. 113883.3,989.2. 1. 1.
<!— G.k.4.r.1L 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k.4.r. 1L 2b: Parent Route of Administration TermID £#2-8 —>
<eriginalText>G k. 4.r. 11. I{/originalText>
<!-- G.k.4.1.11. 1: Parent Route of Administration {free text) #2-8 —>
</value>
{/observation>
<finboundRelationship>
</substanceAdministration>
{foutboundRelationship2>
<outboundRelationship2 typeCode="COWP™> .
{!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
<substanceAdministration classCode="SBADM" mocdCode="EVN™>
{textdG. k. 4. 1. 8</text>
¢{!— G.k.4.1.8: Dosage Text #2-9 —>
<effectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
41— G.k.4,1.5: Date and Time of Last Adwinistration $#2-9 —>
<{/effectiveTime)
<routeCode cede="G.k. 4:r. 10. 2b" codeSystem="2, 16, 840, 1. 113883, 3,989.2.1. 1. 14"

<!— 6.k.4.1.10. 2a: Route of Administration TermID Version Date / Number f#2-9 —>
{!— G.k.4.1r. 10, 2b: Route of Administration TermID #2-9 —>
CoriginalText>G. k. 4. 1. L 1</originalText>
<l—— 6.k 4.r.10.1: Route of Administration (free text) §2-9 ——> .
{/routeCode> - i '
{doseQuantity value="10" unit="G.k. 4. r. 1b"/>
{!— G.k. 4.1r. 1a Dose (number) F2-9 —>
d— Gk 4.1r.1b: Dose (unit) #2-3 —>
{consumable typeCode="CSM™>
{instanceDfKind ¢lassCode="INST™>
<productInstancelnstance classCode="MMAT™ deterninerCode="TNSTANCE™>
lotNumberText>G. k. 4. r. 7</lotNunberText>
{!— G.k.4.1.7: Batch / Lot Number §2-9 —>
{/productInstanceinstance®
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.k.4.1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G. k. 4.

<I— G.k.4.1.9. 2a’ Pharmaceutical Dose Form TernID Version Date / Nuwber #2-9

¢l— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-9 ——>
{originalText>G. k. 4. r. 9. 1</originalText> }
{I— G k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
{/formCade> .
</kindOfProduct>
</instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS™ moodCode="EVN">
<cade cade="28" codeSystem="2. 1§, 840. 1. 113883. 3. 989, 2, 1. 1. 13" codeSystemVersion="1.1"

N Cvalue xsiitype="CE” code="G.k.4.r.11.2b" codeSystem="2. 16, 840. 1. 113583. 3.989. 2. L. L.
¢!— Gk 4111 Za: Parent Route of Administration TermID Version Date / Number
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#2-9 —>

codeSystenVersion="6. k. 4. 1. 10. 2a™>

r.9.2a">

10 —>

displayName="parentRouteOfAdministration”™/>

147 codeSystemVersion="6.k.4.r. I1. 2a">

#2-10 —> \

displayName="cumulativeloseToReaction™/>

displayName="gestationPeried”/>

{}— G. k. 4.1.11. 2b: Parent Route of Administration TermID #2-9 ——>
CoriginalText>G. k. 4. 1. 11, I{/originalText>
{!— G.k 4.1.1L 1: Parent Route of Adninistration (free text) #2-9 —>
</value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) 42-10 —>
<substanceAdministration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. 1. 8</text>
<l— G.k 4.r.8: Dosage Text #2-10 —>
{effectiveTime xsiitype="IVL_TS™>" N
<width value="4" unit="6.k 4.r.6b"/>
¢|— G.k.4.x. 62! Duration of Drug Administration (numher) #2-10 —>
¢1— G.k. 4 r.6b: Duration of Drug Adwinistration (unit) #2-10 —>
{/effectiveTime> )
<routeCode code="G.k. 4. r. 10. 2b” codeSystem="2, 16. 840, 1. 213883.3.989. 2. L. 1. 14"

. ¢l— G.k.4.71.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
<!— G.k.4.r.10. 2b Route of Administration Termil #2-10 —>
{originalText>G. k. 4. r. 10. I</originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-10 —
</routeCode> ’
{doseQuantity value="10" unit="G. k. 4.r.1b"/>
{!— G.k.4.1. 1a Dose (number} #2-10 —>
{I— G.k.4.1.1b; Dose (unit) #2-10 —>
<consumable typeCode="CSH™>
{instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7¢/lotNumberText>
<I— Gk 4.r. T Batch / Lot Number #2-10 ~>
</productInstanceInstance> .
<kind0fProduct classCode="WMAT™ determinerCode="KIND">
{fornCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm™ codeSystenVersion="6.k. 4.

{I-- 6.k 4.r.9. 2a: Pharmaceutical Dese Form TermID Version Date / Number #2-
<l— G.k. 4.1.9.2b: Pharmaceutical Dose Form TermIb #2-10 —>
{originalText>G. k. 4. r. 0. 1{/originalText>
<l— G.k.4.r.9.1: Pharmaceutical Dose Form (free text} #2-10 >
{/formCade>
</kinddfProduct>
</instanceOfKind>

</consumable?
{intoundRelationship typeCode="REFR™>
<observation classCode="0BS” moodCode="EVN™>
<code code="28" codeSystew="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsi:type="CE" code="G.k.4.r.11.2b" codeSystem="2. 16.840.1. 113883, 3.089,.2, 1. 1.
<I— G.k.4.7.11. 2a: Pareat Route of Administzation TermID Version Date / Number

<!— G.k.4.71.11.2b: Parent Route of Administratien TermID §2-10 —>
<originalText>G. k. 4. r. 11. 1</original Text>
{!— 6.k 4.1.11.1: Parent Route of Administration {(free text) #2-10 —>
</valued
</observaticny
</inboundRelaticnship>
</substanceAdninistration>
{/outboundRelationship2>
{outboundRelationship2 typeCode="SUMM">
<observation classCode="0BS" moodCode="EVN™>
<code code="14" codeSystem="2. 16. 849, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"

<value xsi:type="PQ" value="10" unit="G.k.3b"/>
¢!-- G.k.5a: Cumulative Dose to First Reaction (number) #2 —>
{!— 6.k 5b! Cupulative Dose to First Reaction (unit) #2 —>
</abservation>
</outboundRelaticnshipZ>
<outhoundRelationship2 typeCode="PERT™>
<ohservatien classCode="0BS™ moodCode="EVN">
code code="16" codeSystew="Z. 16. 840, 1. 113833. 3, 989.2. 1. 1. 19° cadeSystemVersion="1, 1"

<value xsiitype="PQ" value="10" unit="G.k.6b"/>
<l— G.k.6a: Gestation Period at Time of Exposure {number) #2 —>
<l— G.k.6b: Gestation Period at Time of Exposure (unit) #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
Sobservation classCode="0BS" moodCode="EYN">
<code code="31" codeSystem="2. 16. 340. 1. 113883. 3. 989, 2. 1. 1. 197 codeSystemVersion="L. 1"
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displayName="recurrance0fReaction”/>

codeSystenVersion="2.07/>

displayName="recurrance0fReaction”/>

codeSystenVersion="2. 0"/>

* displayName="codedlrugInformation”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystenVersion="2. 07/

displayName="additionalInfermation”™/; S

" displayName="indication”/>

"Gk T.r.2a%

displayName="sourceReporter”/>

displayName="indication”/>

6.k T.x.2a™>

<value xsiitype="CE" code="G.k.9.1.4" codeSystem="2.16.840. 1. 113883. 3.989.2.1.1. 16"

¢l— G.k.9.1.4: Did Reaction Recur on Re-administration? Drug #2, Reaction 1 —>
<outboundRelationshipl typeCode="REFR™> .
<actReference classCode="0BS" moocdCode="EVN™>
<id root="154¢b88%-958h~45F2-a02f~42d4d6T465TE />
<factReference>
{/outboundRelationshipl>
</observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
<observation classCode="0BS” mopdCode="FE¥N">
{code code="31" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" cadeSystemVersion="1.1"

<value xsiitype="CE” code="6.k.9.1i.4" codeSystem="2. 16.840. 1. 113883. 3. 969.2. 1. 1. 16”

¢{1— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outhoundRelationshipl typeCode="REFR">
<actReference classCode="0B5" moodCode="EVN™>
<id root="2baa28d6-ce8-4e6c-93ed-5b860b3 142207 />
{/actReference> .
{/outboundRelatienshipl>
</observation>
</outboundRelationship2>
<outboundRelationship? typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN">
{code code="9" codeSystew="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsiitype="CE” code="G.k.10.1" codeSystem="2.16.840. 1.113883.3.989.2.1.1,17"

<!— G.k.10.r: Additional Infermation on Drug (coded}{repeat as necessarv) #2-1 —>
</observation> N
<foutboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS™ moodCode="EVN™>
Ccode eede="9" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 197 codeSystemVersion="1.1"

<value xsiitype="CE” code="G. k. 10.1" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1177

{I— G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2 —>
</ebservation> '
</outboundRelationship2>
{outboundRelationship? typeCode="REFR™>
<observation classCode="0BS™ moodCode="EVN"> .
{code code="2" codeSystem="2. 16, 840. 1. 113883, 3.989. 2. 1. 1. 18" codeSystemVersion="1.17 .

{value xsi:type="SI"™>G.k. 11</value>
<!— G.k.11: Additional Information on Drug (free text) #2 —
</observation>® . )
</outboundRelationship2>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN™> !
<code code="19" codeSystem="2. 16, 840, 1, 113883. 3, 989. 2. 1. 1. 19" codeSystenVersion="1.1"

<value xsittype="CE” code="G.k.7.r.2b" codeSysten="2. 16. B40. 1, 113883. 6, 163”7 codeSystemVersion=

— G k. 7.r.2a; MedDRA Version for Indication #2-1 —>
¢1— G.k.7.r.2b: Indication (MedDRA code} #2-1 —>
* foriginalText>G. k. 7. r. 1{/originalText>

{}— G.k.7.r.1: Indication as Reported by the Primary Source f2-1 —>
¢/value> : '
{performer typeCode="PRF™>

{assignedEntity classCode="ASSIGNED™>

<code code="3" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. L. 1. 21”7 codeSystenVersion="1. 0"

</assignedEntity>
</performer>
</observation>
</inboundRelationship>
<inboundRelationship type_Code="RS{)N'> )
{observation classCode="0BS" moedCode="EVN">
{code code="19" codeSystem="2. 16.840, 1, 113883, 3. 989. 2. 1. 1. 1?" codeSystenVersion="1, 1"

{value xsi:type="CE” code="G.k 7.1.2b" codeSystewr="2. 16.840. 1. 113883 6. 163" cedeSystenVersion=

<I— G.k.7.r.2a: MedDRA Version for Indication #2-2 —>
{!— Gk 7.r.2b: Indication (MedDRA code} K2-2 —
<originalText>G. k. 7. r. 1{/originalText>
<l— G. k. 7.r.1: Indication as Reported by the Primary Source #2-2 —>
</value> .
{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED™>
<cede code="3" codeSystem="2. 16. B40, 1, 113883. 3. 989. 2. 1. 1. 21" codeSystenVersion="1. 0"

- 43 -



displayName="sourceReporter™/>

z/H

BHEE>

B>

pAsEAR"/>

codeSystenVersion="1.1"/>

"RENOEFOEE"/>
B/

FEHEE" >
SHERATS

BFER />

codeSystenVersion="1. 17/

</assignedEntity>
</performer>
{/observation>
</inboundRelationship>
{inboundRelationship typeCode="CAUS™>
<act ¢lassCode="ACT” moodGode="EVN">
{code code="G.k 8" codeSystem="2. 16, 540. 1. 113883, 3,980.2. 1. 1. 15" codeSystemVersion="2.0"/>
<{l— G.k.8: Action(s) Taken with Drug #2 -
{/fact>
</inboundRelationship>
{/substancerdwinistration>
</component> -

{/vrganizer>
{/subject(f2>
{subject0f2 typeCode="SB]™>
<organizer classCode="CATEGORY” mogdCode="EVN">

<code code="1" codeSysten="2. 16. 840. ], 113883, 3. 989. 5. 1. 3. 2. 1. 11" codeSystemVersion="1 0" displayName="1558 DI

{component typeCode="COHP">
{ebservation classCode="0BS” moodCode="EVN"> .
<code code="7" codeSystem="2, 16. 840, 1.113883.3.989.5.1.3.2.1. 107 codeSystenVersion="1.0" displayName="

<ralue xsi:type="INT" value="17/>
<l-— @@ajJ2, 13, 1. 1: BHEE #1 —
</observation>
{/companent>
<component typeCode="COMP™> : .
<observation classCode="0BS" moodCode="EVN™>
<code code="8" codeSystem="2. 16. 84¢. 1. 113883, 3, 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="

<value xsiitype="ED"»J2.13.r.2¢/value>
<l— eBAT2. 13. x. 20 3HRES #1 —
<fobservation>
K/component>
<component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
<code code="9" codeSystem="2. 16. 840. 1. 113883. 3,989, 5, 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

Cvalue xs5i:type="CE” code="JZ.13.1. 37 cideSysten="2_ 16.840. 1. 113883.3.989.5.1.3.2. 1. 7"

<l— @@8J2.13. r. 3: %R #1 —
{/observation> ’
</component>
<component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN"> .
{code code="10" codeSystem="2. 16. 840, 1. 113883. 3. 989, 5. 1. 3.2. 1. 10" codeSystemVersion="1.0" displayName=

<value xsitype="EL" value="true”/>
Ci— 2088]2. 13. 1. 41 WEPOEFHOFE 51 —>
{/observation>
</component>

</organizer>
{/subject0f2>
<subject0f2 typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EVN™>

<code code="1" codeSyster="2. 16. 840. 1. 113883. 3.989.5. 1.3, 2, 1. 117 codeSystemVersion="1. 0" displayName="FsEko{2f

<component typeCode="COMP"> ' -_ ;
Cobservation ¢lassCode="0BS" moocdCode="EVN"> )
{code code="7" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="INT" value="1"/>
<l BEeJ2.13.r.1: BHERL #2 —
{fohservation> :
£/ component?
{component typeCede="COMP™>
{observation clasiCode="0BS" moodCode="EVN"> ;
<code code="8" codeSystem="2. 16.840. 1. 113883.3.980. 5. 1. 3. 2. 1. 107 codeSystemVersion="1.0" displayName="

’ <value xsiitype="ED">J2. 13. r. 2¢/value>
- @B@J2.13.r. 20 FERHH H2 —>
{/ubservation>
{/compenent> .
{component typeCode="COMP™>
{observation classCode="CBS" moodCode="EVN™>
<code code="9" codeSysten="2, 16. 840. 1. 113883. 3. 989.5.1.3. 2. 1. 10" codeSystemVersicn="1.0" displayNawe="

<value xsittype="CE” code="]2.13,r. 3" codeSystem="2.16.540. 1. 113883.3.989.5.1.3.2. .77
<1— BE6F2.13.1.3° M #2 —
</observation>

</component>
<compenent typeCode="COMP">
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{observation classCode="0BS" moodCode="EVN™>
<code code="10" codeSystem="2. 16, 240, 1, 113883, 3, 989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" d15p1avName~
"REPOEFI DFE />
{value xsi:type="BL" valué="false"/>
<1— @e8J2.13.r. 4: &%*oﬁﬁjoﬁﬁ #2 —
(/observatmn)
</component>
</organizer>
</subject0f2>
</primaryRole>
{/subject1>
<component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN">
{code code="20" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1 1" displayName="
interventionCharacterization™/> . : .
{value xsi:type="CE” code="G.k. 17 codeSystem="2, 14. 840. 1. 113883. 3. 9589 2. 1. 1. 13" codeSvstemVersion="2. 0"/>
¢!— G.k 1: Characterisation of Prug Role Drug #1 -->
{subject? typeCode="SUBJ">
<productliseReference classCode="SBADM™ moodCode="EVN">
<id root="3c91b4d5-e039-4a7a~9c30-67671b0sf9ed”/>
{/productUseReference> :
</subject2>
{/causalityAssessment>
{/component>
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN™>
<code code="20" codeSystem— 2.16.840. 1. 113863. 3.989. 2. 1. 1. 197 codeSystenVersion=" 1 17 displayName="
interventionCharacterization”/> ,
<value xsiitype="CE" code="G.k. 1" codeSystem="2. 16.840, 1, 113883, 3. 989. 2, 1. 1. 13" codeSvstemVersion="2.07/>
¢!— G.k. 1: Characterisation of Drug Role Drug 42 —>
<subject2 typeCode="SUB]™>
{productUseReference classCode="SBADM" moodCode="EVN™>
<id root= Gﬂdﬁface—3b3b—45c7'92dd-69e06730c3a9 />
</productUseReference>
</subject2>
¢/causalityAssessment>
{/component?
{component typeCode="COHP”>
{causalityAssessment classCode="0BS™ moodCode="EVN"> .
<code code="39" codeSysten="2. 16. 840. 1. 113882, 3, 989, 2. 1. 1. 19" codeSystemVersion="L 1" displayName="causality”/>
{value xsi:type="ST">6.k 9. 1i.Z.r.3¢{/valued ' . .
{I-- 6.k.9.i.2.r. 3! Result of Assessment Drug #1, Reaction #1, Assessment #1 —>
<methodCoded
<originalText>G. k. 9. i. 2. 1. 2{/eriginalText> |
<{!— G.k.9.i.2.r.2: Hethod of Assessment Drug #1, Reaction I, Assessment ¥1 —>
" </methodCode>
Cauthor typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
{code> '
<originalText>G.k. 9. 1. 2. r. 1</original Text>
{l— G.k.9.i.2.r.1: Source of Assessment Drug #l, Reaction #1. Assessment #I —
{/code>
</assignedEntity>
' </author>
! <subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0BS™ moodCode="E¥N™>
<id root="154ebB89-958h-45F2-a02F-42ddd6E465TE />
</adverseEffectReference?
{/subjectl> A
<subject2 tvpeCode="SUB]"> ]
{productlseReference classCode="SBADM™ moodCode="EVN">
i <id 1'0Dt='3c91h4d5-e()39-4afa—9c30—67671b0ef9e4'/>
; </productUseRefarence>
</subjectZ>
{/causalityAssessment>
</component>
<component typeCode="COMP™>
<causalityAssessment classCode="0BS” moodCode="EVN"™>
<code code="30" codeSystem="2. £6. 840, 1. 113883. 3. 680. 2. L. 1. 19" codeSystemVersion="1.1" displayName="causality”/>

<value xsiitype="ST7>G, k Q. i 2.r.3</value>
<}—6.k.9.3.2.1. 3¢ Result of Assessment Drug #1, Reaction #2, Assessment ¥l —>
{wethodCode>

CoriginalText>G. k. 9. i. 2. 1. 2</originalText>

{I—6.k.9.1.2.1.2: Method of Assessment Drug #1, Reaction H2, Assessment #L —)
fmethodCode> -
<author typeCode="AUT™>

<assignedEntity classCode="ASSIGNED™>

{code>
{originalText>G. k. 9. i. 2. 1. 1</original Text>
<l-- G.k.9.1i.2.x. 1: Source of Assessment Drug #l, Reaction #2, Assessment Hi —
{/code>
‘ </assignedEntity>
</author>

{subjectl typeCode="SUB]™>
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<adverseEffectReference classCode="0BS" moodCode="EVN">
<id raot="2baa28d6-cleB-de6e-03e9-5h860LI142207/>
{/adverseEffectReference>
</subjectl>
{subject2 typeCode="SUBJ™> '
<productUseReferance classCode="" SBADH mocdCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0efGed" />
</productUseReference>
</subject2>
</causalityAssessment?
{/component>
{compenent typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="E¥N">
<code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" cndeSystem‘-’ersxon— 1.17 dlsplayName— causality™/>
<value xsiitype="ST">G.k. 9.1, 2 1. 3¢/value>
-6} 9.1.2.x.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 —>

<methedCode>

<originalText>G. k. 9. 1. 2. r. 2{/originalText>

{!—G, % 9.i.2.1. 2: Method of Assessment Drug %2, Reaction #2, Assessment #1 —>
{/methodCode>

<author typeCode="AUT">
<assignedBntity classCede="ASSIGNED™>

{code>
{originalText>G. k. 9. i. 2, r. I{/originalText>
{d— 6. k.9.i.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{/code> .
</assignedEntity>
</author> '

¢subjectl typeCode="SUB]">
{adverseEffectReforence classCode="0BS" mocdCode="EVN™>
. {id root="2baa28d6-cY9e8-4e6c-93et-5b860b3142207 />
</adverseEffectReference>
</subjectl>
subject? typeCode="SUB]™>
<productUseReference classCode="SBADM™ moodCode="EVN™>
<id roo_t="ﬁsdﬁfi—:cE—3h3b—4507-92dd-696067300339'/ >
¢/productlseReference>
</subject2>
{/causalitvAssessnent> ‘ ,
{/component>
{component typeCode="COMP™>
{causalityAssessment classCode="DBS™ moodCode="EYN™>
<gode code="3%" codeSystem="2. 16, 840, 1, 113883, 3,989, 2, 1, 1. 19" codeSystemVersion="1.1" displayName="causality™/>
<{value xsi:type="5170G.k 9. i. 2. 1. 3</value>
<J—G. k. 9.1.2. 1. 3: Result of Assessment Drug #2, Reaction #2 Assessment H2 —>

<methodCode>

CoriginalText>G. k. 9. 1. 2. r. 2<{/originalText>

¢1—G. k. 9.1. 2. 1. 2: Method of Assessment Drug #2, Reaction #2, Assessment H2 —>
{/methodCade>

<author typeCode="AUT">
¢assignedEntity classCode=", ASSIGNED >

{code>
<originalText>G. k. 9. i. 2. r. 1</originalText>
— 6.k 9.1, 2. 1. 17 Source of Assessment Drug #2, Reaction #2, Assessment ¥2 —>
{/code>
<{/assignedEntity>
</authar>

<subjectl typeCode="SUBJ >
{adverseEffectReference classCode= 0BS™ moodCode="EVN™>
<id root=" 2b3828d6'6928-4eﬁc—9359 5b360bI142207 />
{/adverseEffectReference>
</subject]>
<subject2 typeCode="SUB]™>
<preductUseReference classCode="SBADM” moodCode="EVN">
o Kid root="68d6f5ce—-3b3b-45c7-92dd-6906730¢3a9" /> - -
</productUseReference>
</subject2>
<fcausal ityAssessment>
{/component>
{component[ typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EYN™> )
<eode code="10" codeSystem="2. 16, 840. 1, 113883. 3.989. 2. 1. 1. 18” codeSystemVersion="1. 1" displayNeme="comsent”/>
<value xsittype="ED™H, 2¢/value>
¢l-- H.2: Reporter’ s Comments —>
, ) <author typeCede="AUT™>
{assignedEntity classCode="ASSIGNED™>
{code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 889. 2. 1. 1. 21" codeSystemVersion="1. 0" displayName="
sourceReporter”/> . '
{/assignedEntity>
</author>
</observationBvent>
{/componentl>
<component! typeCode="COMP™>
{ocbservationEvent classCode="0BS" moodCode="EVN">
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A BT

/>

Ty

/2

¢oode code="15" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="diagnosis”/>
<value x5i:type="CE™ code="H.3.r.1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="H. 3.r. 12"/
<!— H.3.1. la: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 —>
<!-= H.3.1.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code} #1 —>
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED™>
{code code="1" codeSystem="2. 16. 840. 1. 113883 3.989,2, 1. 1. 217 codeSystemVersion="1.0" displayName="sender”/>
{/assignedEntity>
</auther>
¢/observationEvent>
{/componentl)
<eomponentl typeCode="COMP™>
{observationEvent classCode=" OBS moodCode="EVN">
<ecode code="15" codeSystem="2. 16, 840. 1, 113883, 3, 989.2, 1. 1. 19" codeSystenVersicn="1.1" displayName="diagnocsis"/>
<value xsi:type="CE" code="H.3.r. 1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystenVersion="H.3.r. 1a"/>
<I— H.3.r.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 —>
<I-- H.3.r. 1b: Sender’' s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #2 —
<author typelode="AUT™>
<essignedEntity classCode="ASSIGNED™>
<cade code="1" codeSystem="2_ 16. 840_1.1]13883. 3.989. 2. 1. 1. 217 codeSvstenVersion="1. 0" dizplagName="sender™/>
</assignedBntity>
</author>
</observationEvent>
{/componentl>
<componentl typeCode="COMP">
{observationEvent classCode="0BS" moodCode="E¥N™>
<code code="10" codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. 1. L. 19" codeSystenVersion="1. 1" displayName="comment”/>
<value xsi!type="EDT>H. 4</value>
<!— H.4: Sender's Comments —>
<auther typeCode="AUT™>
CassignedEntity classCode="ASSIGNED™>
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1. 1. 21" codeSystemVersion="1.0" displayName="" seader” />
{/assignedEntity>
</author>
{/observationEvent>
</conponent1>
{comporent1 typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN™>
{code code="3" codeSystem="2. 16. B49. 1. 113883. 3. 480.5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="F5ET IcH+5 =

i

{value xsi:type="ED">J2.7. 2</value)
l— 88812.7.2: KETIZHTE=A —
</fobservationBvent> .
{/component1>
{component] typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN™>
<code code="4" codeSysten="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName="MEBLiE MM R K

<value xsittype="ED">J2. 9</value>
(I epeJe. 9: BMEMEOMERE —
{/observationEvent>
{/ccmponent1>
<eomponentl typefode="COMP™>
<observaticnEvent classCode="0BS” moodCode="EVN™>
<cade code="3" codeSystem="2. 16. §40. 1. 113883. 3. 989.5.1.3. 2. 1. 10" cudeSystem\ ersion="1. " displayName="454% OxHE"/>
<value xsi:type="ED">]Z.10</value’
<1— eggJz. 10: SHEDHE —>
</observationEvent>
{/component1>
{componentl typeCode="COMP">
{abservationEvent classCode="0BS" moodCode="EVN™>
{cade code="6" codeSystem="2, }4. 840. 1. 113883. 3. 089, 5, 1. 3. 2. 1. 10" codeSystenVersion="1, 0" displayNawe="7 Db E Mg

{value xsi:type="ED">J2.11¢{/value>
<I— gesJz 11 TOMBEEESE —
{/observationEvent>
<{/component1>
{component] typeCode="COMP">
{observationEvent classCode="0BS" moodCode="EVN™>
<code code="12" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2, 1, 10" codeSystenVersion="1.0" displayName="3R4EHHOEL"

<value xsi:type="ED"™>]2. 16</valized
<I— ggeJz.16: |ENFOESR —
</observaticnEvent?
{/componentl>
<componentl typeCode="COMP™>
{observationEvent classCode="0BS™ moodCode="EVN">
<code code="13" codeSystem="2. 16. 340. 1. 113883. 3. 989. 5, 1. 3. 2. L 10" codeSystemVersion="1.0" displayName="{§Z1"/>
<value xsi®type="ED">]2, 19¢/value> )
<l— aggJo. 19: faEL —>
{fabservatiopEvent? '
{/ecomponent 1>
{componentl typeCode="COMP™>
<observationEvent classCode="0BS” moodCode="EVN">
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<code code="14" codeSystem="2, 16, 840. 1. 113883.3.980. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="{§E2"/>
{value xsi:type="ED">J2.20</value> . .
<1— @edJ2. 20: =2 —> '
{/observationEvent> ’
</component1>
<componentl typeCode="COMP"> _
<observationEvent classCode="0BS" moodCode="EVN™>
<code code="15" codeSystem="2, 16. 840, 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="{§§£3"/>
<value xsi:type="ED*>JZ. 21<{/value>
U B@8J2. 21 HE3 -
{/observationBvent?
</componentl>
{componentl typeCode="COMP™>
{cbservationEvent classCode="0BS™ moodCode="EVN"> .
<code code="16" codeSysten="2. 16. 840, 1, 113883, 3.989. 5. 1. 3.2. L. 10" codeSystemVersmn— 1. 0 displayNene= “lEEd" >
<value xsi:type="ED7>]J2.22{/value>
<l— gegJz. 22: HE4 —
</observationEvent>
{/component1>
{/adverseBventAssessment>
{/component? '
{component typeCode="COMP™>
{observationEvent classCode="0BS" mood{ode="EVN"> -
{code code="1" codeSystem="2. 16.840. 1. 113883. 3. 589. 2. L. 1. 19" codeSystemVersion="1.1" displayName="
additionalDocumentsAvailable”/> :
<valwe xsi:type="BL™ value="true”™/>
{!— C.1.6. 1% Are Additioral Documents Available? —>
{/observationEvent> !
</component>
Ccompenent typeCode="COMP™>
<observationEvent classCode="0BS" mocdCode="EVN™>
<code code="23" codeSystenw="2. 16. 840. I. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1. 1" displayName="localCriteriaFerExpedited”/

<value xsi:type="BL" value="true"/> :
<l— C.1,7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
. {/observationEvent>
</component>
{component typeCode="COMP™>
<ohservationEvent classCode="0BS" moodCode="EVN">
<code code="36" codeSystem="2. 16. 840. 1. 113883. 3-989. 2. 1. 1. 19" codeSystemVersion="1.1" d1sp1a)Name— sumaryAndCommen‘t />
<value xsi:type="ED” language="H.5.r. lb">H 5. r. 1a{/valua>
{!— H.5.1.la: Case Summary and Reporter’ s Comments Text #1 —>
<!— H.5.r.1b: Case Summary and Reporter’ s Comments Language #1 —>
{author typeCode="AUT™> _
<assignedEntity ciassCode="ASSIGNED™> : -
<code code="2" codeSystem="2. 16. 840, 1. 113883, 3,989. 2. 1, 1. 21" codeSystemVersion="1.0" displayName="reporter”/>
{/assignedEntity> ’
{/author>
</obgervationEvent>
<{/component>
{component typeCode="COMP™>
{observationEvent classCode="0BS™ moodCode="EVN™>
<code code="36" codeSystem="2. 16.840. 1. 113883, 3. 989, 2. 1 1.19" codeSystenVersion="1. 1" displayName="summaryAndComment™/>
<value xsi:type="ED" language="IL 5.r. 1b">H 5. r. 1a¢/value>
{}— H.5.r.la: Case Sunmary and Reporter’s Comments Text #2 —>
¢1—- H.5.r.1b! Case Summary and Reporter's Comments Language #2 —>
Cauthor typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™> i
{code code="2" codeSystem="2. 16. 840. I. 113883. 3. 989. 2, 1. 1. 21" codeSystemVersion="1.0" displayName="reporter”/>
{/aszignedEntity>
{/auther>
</observationEvent>
</component>
<outboundRelationship typeCode="SPRT™> -
{ralatedInvestigation classCode="INVSTG"™ moodCode="EVN™>
<code code="1" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 22”7 codeSystemVersion="1.0" displayName="initialReport™/>
<subject0f2 typeCode="SUBJ™>
<controlictEvent classCode="CACT” moodCode="EVN">
¢author typeCode="aUT*>
{assignedEntity classCode="ASSIGNED">
<code code="C. 1,8.2" codeSystem="2. 16, §40. 1. 113883. 3. 989. 2. . 1. 3" codeSystemVersion="2. 0"/>
¢l £.1.8.2% First Sender of This Case ——>
¢/assignedEntity>
</author>
</controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT™>
{relatedInvestigation classCode="INVSTS” moodCode="EVN™>
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUBI"> .
{controlActEvent classCode="CACT" moodCode="EVN™> .
<id extension="C. L. 10.1" root="2, 1§, 840, 1. 113883.3.989.2.1.3.27/>
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¢l— C.1,10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) H1 —>
£fcontrolActEvent>
{/subject0f2>
{/relatedInvestigation>
. </outboundRelationship>
~¢outboundRelationship typeCode="SPRT™>
{relatedInvestigation classCode="INVSTG™ moodCode="EVNT>
{code nullFlavor="NA"/>
<subject0f2 typeCode="SUBT™>
{controlActEvent classCode="CACT" moodCode="EVN™>
<id extension="C.1.10.r" root="2. 16.840. 1. 113883. 3.989.2.1.3.2"/>
<|— C.L.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 -—>
</controlActEvent> ’ '
</subject0f2>
{/relatedInvestigation>
</outbsundRelationship?
<outboundRelationship typeCode="SPRT™>
{priorityNumber value="17/
{I— C.2.r.5: Primary Source for Regulatory Purposes #1 —>
¢relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 227 cedeSystemVersion="1,0" displayName="sourceReport”/>
{subfect0f2 typeCode="SUBT"> .
{controlActEvent classCode="CACT" moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
<addr> _
{streetAddressLline>C. 2. r. 2. 3¢/streetAddresshine>
<l— (.2.1.2.3: Reporter's Street #1 —>
‘Ceity>C. 2. 1. 2. d</city>
<l— C.2.r.2.4: Reporter's City §1 —>
{state>C. 2. 1. 2. 5¢/stated>
{l--~ C.2.r 2.5: Reporter’ s State or Province §1 —>
<postalCodedC. 2. 1. 2. 6</postalCode>
¢1—. C.2.r.2. 6 Reporter's Posteode §1 —>
{/addr>
<telecom value="tel:C.2.1r.2.7°/>
<!— €, 2,1.2.7: Reporter’ s Telephone %1 —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
{prefixdC. 2.1. 1. 1{/prefix>
{l— €. 2.r.1.1: Reporter’s Title 1 -
<givendC.2.x. 1. 2¢/given>
{l— C.2.r.1.2: Reporter’ s Given Name #1 —>
<given>C. 2. 1. 1. 3¢/given>
<I— C.2.1.1.3: Reporter's Middle Name §1 —>
Family>C. 2. r. 1. 4</fanily>
<1— C.2.1.1.4: Reporter's Family Name #1 —> -
</name> )
¢asQualifiedEntity classCode="QUAL™>
<code code="C.2.7.4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 6" codeSystemVersion="2.07/>
<1— C.2.r.47 Qualification #1 —> ’
</asQualifiedEntity>
CasLocatedEntity classCode="LOCE™>
{lecation elassCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C.2.r. 3" codeSystem="1.0.3166.1.2.2"/>
<l-- C.2.r.3: Reporter's Country Codé #I —>
</location>
</fasLocatedEntity>
{/assignedPerson> .
<representedOrganization classCode="0RG" determinerCode="INSTANCE">
<name>C. 2. r. 2. 2{/name’ -
¢l— C2.1.2.2 Reporter's Department 1 —>
<assignedEntity classCode="ASSIGNED">
<representeddrganization classCode="0RG" determinerCode="INSTANCE™>
<name>C. 2. . 2, 1<{/name>
{}— C.2.r.2.1: Reporter's Organisation #1 —>
</represented0rganization>
{fassignedEntity>
</representedDrga‘nization)
</assignedEntity>
<fauthor>
{/controlActEvent>
) </subject0f2> R
{/relatedInvestigation> :
{/outhoundRelationship>
{outboundRelationship typeCode="SPRT™>
<relatedInvestigation classCode="INVSTG™ moodCode="EVN™> .
{code code="2" codeSystem="2. 16. 840. L. 113883. 3.989. 2. 1. 1. 22" codeSystemVersion="1,0" displayName="sourceRepaort”/>
<subject0f2 typeCode="SUB]™>
<controlictBEvent classCode="CACT” moodCode="ENN™>
<anthor typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
<addr> -
(streethddressLine>C. 2. r. 2. 3¢/streetAddressLina>
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<|-- C.2.1.2.3: Reporter's Street #2 —

<eitydC. 2.1 2. 4</city?

<!— C.2.1.2.4! Reporter’'s City #2 —>

{state>C. 2.r. 2. 5¢/state>

<l-- £.2.1.2.5: Reporter’ s State or Province #2 ——>

<postalCode>C. 2. r. 2, 6</postalCode>

<l— C.2.1.2.6: Reporter's Postcode #2 —> |
{faddr>
{telecom value="tel:C.2.x.2.77/>
{!— C.2.1.2.7: Reporter's Telephone #2 —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">

{name>
<prefix>C. 2. 1. 1. 1<{/prefix>
{I— C.2.r. 1. 1: Reporter's Title #2 —>
<given>(. 2, 1. 1. 2</given>
{1-- C,2.1.1.2; Reporter's Given Name #2 —>

<givendC. 2. r. 1. 3</given>
{}— G.2.7.1.3: Reporter's Middle Name £2 -
<family>C. 2. r. L. 4¢/familyd :
<I—C. 2.r.1.4: Reporter’s Family Name #2 —>
</name> )
<asQualifiedEntity classCode="QUAL™>
<code code="C.2.1.4" codeSysten="2.16.840. 1, 113883, 3. 989. 2. 1. 1. 6” codeSystemVersion="2. 0"/>
¢!— C.2.1.4: Qualification #2 —> .
</asQualifiedEntity>
<aslocatedEntity classCode="LOCE™>
{location classCode="COUNTRY™ determinerCode="INSTANCE™>
<code code="C.2,1.3" codeSystem="1.0.3166, 1,2.2"/> . '
<l— C.2.1.3: Reporter's Country Code #2 —> :
</location>
</asLocatedEntity>
</assignedPerson>
CrepresentedQrganization ¢lassCode="0RG™ determinerCode="INSTANCE™>
<name>C. 2. r. 2. 2¢/name>
¢l— C.2.r.2.2: Reporter's Department #2 —>
{assignedEntity classCode="A3SIGNED™>
{representedirganization classCode="O0RG" determinerCode="INSTANCE™>
<name>C. 2. 1. 2. 1</name>
¢!— C.2.r.2.1: Reporter’s Organisation #2 —) ~
{frepresentedOrganization>
{/assignedEntity>
{/representedfrganization>
{/nssignedEntity>
</author>
</controlActBvent>
<{/subject0f2> i
</relatedInvestigation>
</outboundRelationship>
<subject0fl typeCode="SUBI™>
{controlActEvent classCode="CACT™ moodCode="EVN">
<author typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
code code="C.3.17 codeSysten="2, 16. 840, 1., 113882, 2,989, 2, 1. L. 77 codeSystenVersion="2, 0*/>
<l .3.1: Sender Type —
<addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
{l— C.3.4.1: Sender’ s Street Address —>
<eity>C. 3. 4, 2¢/eity> -
{l— C.3.4.2: Sender's City —>
{state’C. 3. 4, 3¢/state>
¢l-— C.3.4.3: Sender’s State or Province —>
<postalCode>C. 3. 4. 4{/postalCode>
<{1— C.3.4.4: Sender's Postcade —>
</addr>
¢telecom value="tel:C.3.4.6%/>
{I— €. 3.4.6: Sender's Telephone —>
<telecom value="fax:C.3.4.7°/>
<l-— €. 3.4.7: Sender’s Fax —>
Ctelecom value="mailto:C.3.4.87/>
<I— C.3.4.8: Sender's E-mail Address —>
<assignedPerson classCoda="PSN” determinerCode="INSTANCE">
<name>
<prefix>C. 3. 3. 2</prefix>
(|-~ C.3.3.2! Sender’'s Title —>
<given>C. 3. 3. 3¢/given>
{l— C€.3.3.3: Sender’ s Given Name —>
<given>C. 3. 3. 4</given> .
<!— C.3.3.4: Sender’ s Middle Name —>
{family>C. 3. 3. 5</family>
{!— (.3.3.5: Sender’ s Family Name -->
</name> :
<aslocatedEntity classCode="LOCE">
{location classCode="COUNTRY™ determinerCode="INSTANCE™>
<code cade="C.3.4.5 codeSvstem="1.0.3166.1.2.2"/>-
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<l— €.2.4.57 Sender’s Country Code —>
¢/location>®
{/asLocatedEntity>
{/assignedPerson>
<{representedrganization classCode="ORG™ determinerCode="TNSTANCE™>
<name>C. 3. 3. I{/name>
<!— C.3.3.1: Sender’s Department —>
{assignedEntity classCode="ASSIGNED™>
{representedOrganization classDcn:le— ORG™ determinerCode="INSTANCE™>
{name>C. 3. 2¢/hame> .
¢!— (.3.2: Sender’' s Organisation —>
</represented0rganization>
{fassignedEntity>
(/representedOrgan1zat:lon>
{/assignedEntity>
</auther>. ,
<primaryInformationRecipient typeCode="PRCP")>
{assignedEntity classCode="ASSIGNED™> ) )
<assignedPerson classCode="PSN" determinerCode="INSTANCE">
<name>
<prefix>J2. 18. 2{/prefix>
<1— e88j2. 18.2: ZiFH HEE —
{family>J2. 18. 3</fanily>
<I— 6@88J2.18.3: ZEF M —
{given>J2. 18. 4¢/given>
I— geeJ2. 18.4: EiER & —
</nome>
{/assignedPerson>
{representedOzrganization classCode="0RG" determinerCode="INSTANCE™>
<name>J2. 18, 1</name>
Cl— eeeJ2.18.1: ZAEF HEL —
{/representedOrganizaticn>
</assignedEntity>
</primaryInformationRecipient>
{/controlictEvent>
<{/subject0fl> ~
<subjectOf1 typeCode="SUB]™>
{controlActBvent classCode="CACT" moodCode="EVN™>
<id assigningAuthorityName="C. 1. 9. 1.x. 1" extension="C.1.9.1.r.2" root="2, 16,840, 1, 113883.3.980.2.1.3.3"/"
<l €.1.8.L.r.1: Source{s) of the Case Identifier {repeat as necessary} #1 —
<l— C.1.8.1.x.2 Case Identifier(s) #1 —>
{/controlictEvent>
</subject0f1> i
<subjectOfl typeCode="SUBJ">
<centrolActEvent classCode="CACT” mocdCode="EVN™>

. {id assigningAuthorityName="C. 1. 9. 1.r.1" extension="C. L. 9.1.r.2" root="2. 16. 840, 1. 113683. 3, 989. 2. 1. 3. 3" />
- <= C.1.9.1.1.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
{— C.1.9.1.1.2 Case Identifier(s) #2 —> ;
</controlActEvent> .
</subjectOfi>

<subjectdf2 typaCode="SUBJ™>
{investigationCharacteristic classCode “DBS” moodCode="EVN™>
<code code="1" codeSystem="2. 16.840. 1, 113883, 3, 989. 2. 1. 1. 23" codeSystenVersion="1. 0" displayName="ichReportType™/>
<value xsiitype="CE” code="C.1.3" codeSystem="2.16.840.1.113883.3.989.2.1.1.2" codeSystemVersmn‘ 2.0"/>
<I-—- €. 1.3 Type of Report —
£/investigationCharacteristicy ,
¢/subjectOF2> . "
<subject0f2 typeCode="SUBJ™>
{investigationCharacteristic classCode="0BS™ moodCode="E¥YN">
{cade code='2'_ codeSysten="2. 16. 840, 1. 113883, 2. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="ctherCaselds™/>
<value xsi:type="BL” value="true"/>
{l— C.1.9,1 Other Case Identifiers in Previous Transmissions —>
{/investigationCharacteristic>
</subjectOf2> .
{subject0f2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS" moodCode="E¥N™>
{code code="3" codeSysten="2. 16. 840, 1. 113883, 3. 980, 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationAnendmentCode”/

<value xsi:type="CE” code="C.1.1l.1" codeSystem="2. 16. 840.1. 113883.3.989.2. 1. 1.5 codeSystenVersion="2, 0”/>
<{I— €. 1.11.1: Report Nullification / Amendment —> . -
{/investigationCharacteristicd
</subject0f2>
<subject0fZ typeCode="SUB]™>
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="4" codeSystem="2, I6. 840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="
nullificationAnendmentReason®/>
«value xsi:type="CE">
{originalText>C, 1,11, 2{/originalText>
¢!— C.1.11.2: Reason for Mullification / Amendment —>
{/value>
{/investigatienCharacteristic> - .
{/subject0f2>
<subjectDf2 typeCode="SUB]">
{investigationCharacteristie classCode~"0BS™ moodCode="EVN™>
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ko>

<ecode code="1" codeSyster="2. 16. 840. 1. 113883. 3.989.5. 1. 3. 2. 1. 127 codeSystenVersion="1.0" displayName="S&BIZEE (BEHE />
<value xsi:itype="CE” code="J2.la" codeSystem="2.16.840. L. 11388%.3.0989.5,1,3.2. 1. 1" codeSystenVersion="1, 17/
<I-- geege. 1a: RRIES (PEaE) —
{/investigationCharacteristic>
</subject0f2> ‘ . .
{subject(f2 typeCode="SUBJ™> M
<investigationCharacteristic classCode="| UBS moodCode="EVN™>
<code code="2" codeSysten="2. 16. 840. 1. 113883, 3.989.5. 1. 3. 2. 1. 127 codeSystenVersion="1.0" displayName="4B&2H B />
<value xsiztype="TS" value="20130107"/>
<l— ggeJz2.2.1: HEERR —
{/investigationCharacteristic>
</subject0E2>
<subject0f2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EYN™>
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3.989.5. 1. 3. 2.1. 127 codeSystemVersion="1. 0 dlsplayName—'ﬂ":EﬁEE_EQ'J‘Z';:J;!

<value xsi:type="ED">J2.2.2¢{/value>
—geeyzz.2: SEEFAKEIZa AL b >
{/investigationCharacteristic>
</subject0f2> ,
<subjectDF2 typeCode="SUBJ"> .
{investigationCharacteristic classCede=" DBS moodCode="EYN">
oode code="4" codeSystem="2. 16. 840. 1. 113883.3.989. 5. 1. 3. 2. 1. 127 codeSystenVersion="1 0" displayName="BIB¥4RiE7 5 ¥~ />
{value xsi:type="CE" code="J2.3" codeSystew="2. 16. 840. 1. 113882. 3.989.5. 1.3. 2. 1. 2" codeSystenVersion="1.1"/>
<I-- ggeJ2. 3: AEFREZS S —
</investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUB] >
<{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="5" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12" codeSystenVersion="1.0" displayName="&x&50 757"/
{value xsiitype="CE” code="J2.8.1" codeSystem="2. 16, 840. 1. 113883. 3.989.5. 1. 3. 2. 1. 6" codeSystemVersion="1.1"/>
<l gee]2.8.1: MERBHTF S —
</investigationCharacteristic>
{/subject0f2>
<subject0fZ typeCode="SUB]">
<investigationCharacteristic classCode="0BS" mooande— EVN™>
{code code="6" codeSystem="2. 16, 840. 1. 113883, 3,989, 5. 1. 3. 2. 1. 12" codeSystemVersion="L1 0" displayName="#1Ext@ 5 OEE"/>
{value xsi:type="ED">]2.8.2¢/value>
<!— @8eT2. 8. 2: WEXBAOEE —>
¢/investigationCharacteristic>
<{/subject0f2>

.

{/investigationEvent>

{/subjec
{/controlict

t>
Process>

</PORR_INO49016UV>

¢l— Message #1
<l— Message #2
<|— PORR_IN0450
<!— /PORR_IN049

—»

—>

16UV -->
o160V —>

<!— Message #2 —> .

<{receiver typeCo
{device clas
<id exte

<d—NL

{/device>
</receiver>
{sender typeCode:

<device clas

{id exte:

{I—NL

{/device>
{/sender>
. </MCCI_INZ00100UV01>

de="RCV">

sCode="DEV” determinerCode="INSTANCE™>

nsion="N. 1.4" root="2. 16. 840, 1. 113883. 3.989. 2. 1. 3. 14 /)
4: Batch Receiver Identifier —>, N

="SND"> .

sCode="DEV" determinerCode="INSTANCE™>

nsion="N. 1. 37 root="2. 16. 840, 1. 113883. 3.989.2.1. 3. 13"/>
3: Batch Sender Identifier —>
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{?xml version="1.0" encoding="UTF-8"7>

<MCCI_IN200100UV01 ITSVersion="XML_!. 0" xsi:schemalocation="urn:hl7-crg:v3 MCCI_IN200200UVC1: xsd” xmlns="urn:hl7-org:v3” smlns:xsi="http://wew. w3. org/
2001/MLSchema-instance™>
<id extension="N. 1. 2" root="2. 16.840. 1, 113883, 3, 989. 2, 1. 3. 22" />
<l— N.1.2: Batch Number -—>
<creationTime value="20101214151617"/>
<I-- N.1.5: Date of Batch Transmission —>
<responseModeCode code="D"/>
{interactionld extension="MCCI_INZ00100UVOl” root="2. 16. 840. 1. 113883, 1.67/>
<name code="N.1.1” codeSystem="2.16.840. I. 113883. 3. 989. 2. 1. L. 1" codeSystemVersion="2.07/>
<I— N.1.1: Type of Messages in Batch —>
¢I— Message #1 —>
<PORR_ING450160V>
<id extension="N.2.r.1" recot="2.16.840.1. 113883.3.589.2.1.3.1"/>
{!—— N.2.r.1: Message Identifier —> :
<creationTime value="20101214151617"7/>
¢[-- N.2.r.4: Date of Message Creation —>
<interactionid extension="PORR_INO49016UV” root="2. 16. 840. 1. 113883, 1. 6" />
<processingCode code="P"/>
<processinglodeCode code="T"/>
<acceptAckCode code="AL"/>
<receiver typeCode="RCY™>
¢device classCode="DE¥" detérminerCode="INSTANCE™>
<id extension="N.Z2.r.3" root="2.16.840. 1. 113883.3.969.2.1.3.12"/">
<!— N.2.1.3: Message Receiver Identifier —>
{/device> . .
{/receiver)>
<sender typeCode="SND™>
<device classCode="DEV” determinerCode="INSTANCE™>
<id extension="N.2.r. 2" root="2 16.840.1. 113883, 3, 989, 2, 1. 3.11"/>
¢I~= N.2.r.2: Message Sender Identifier —>
{/devicer
</sender>
{controlActProcess classCode="CACT™ moodCode="EVN">
<code code="PORR_TE049016INV" codeSystem="2. 16. 840. 1. 113883. 1. 18" />
<}~ HLT Trigger Event ID ——>
<effectiveTime value="20101214151617"/>
¢l— C.1.2: Date of Creation —>
<subject typeCode="SUBJ™>
{investigationEvent classCode="INVSTG™ moodCode="EVN™>
<id extension="C.1,1" root="2.16. 840, 1. [13883. 3.989.2.1.3.1"/>
<l-- C.1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C.1.8.1" root="2.16.840.1.113883. 3,989.2.1.3.2"/>
¢l— €. I.8.1; Rorldwide Unique Case Identification Number —-—>
<id extension="JZ.1b" root="2.16.840. 1. 113883.3 989.5.1.3.2.3. 1*/>
<l— g0ay2. 1b: WMAEE (F8) —
<code code="PAT_ADV_EVNT" codeSystem="2, 16. 840, 1. 113883.5.4"/>
CtextPH. 1</ text> ‘
{l-- H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Dutcome and Additional Relevant Information —3
<statusCode code="active™/>
<1— @e@F2.7.1 %&£T, KETES —
{effectiveTime>
{low value="20090101"/>
'¢I— C.1.4! Date Report ¥as First Received from Source —)
{feffectiveTine>
<availabilityTime value="20000101"/>
¢}=- C.1.5: Date of Most Recent Information for This Report —>
{reference typeCode="REFR"> .
' {document classCode="D0OC” moodCode="EVN™> .
<eode code="1" codeSystem="2, 16.840. 1. 113883. 3. 989.2. 1. 1. 27" codeSystenVersjon="1.0" displayName="documentsHeldBySerder™/>
<title>C. 1.6.1. r. 1</title>

- {}— C.L.6. L r 1: Documents Held by Sender (repeat as necessary) #1 —>
{text mediaType="applicaticn/pdf” representation="B64">C. l.6. L. r. 2</text)>
4— C. L6 Lr.2: Included Documents #1 —>
</document>
</reference>

<reference typeCode="REFR™>
{document classCode="DOC" moodCode="EVN">

<code code="1" codeSystem="2. 16. §40. 1. 113883.3. 089, 2, 1. 1. 27" codeSystenVersion="1.0" displayName="documentsteldBySender”/>
<title>C. 1. 6. L. r. I</title>

<I— C.1.6. L 1. 1: Documents Held by Sender {repeat as necessary) H2 —>
{text mediaType="image/jpeg” representation= BS4 compression="DF">C. L6 11 2¢/text>
¢I— C.1.6. L.x.2¢ Included Documents #2 —> -
</document ' k
{/reference> ’

{reference typeCode="REFR™>
{document classCode="DOC” moodCode="EVN">

{code code="2" codeSystew="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 27" codeSystenVersion="1.0" dlsplayNameﬁ literatureReference”/>
<title>J2. 17. ré/titled
<1— geaJz. 17.r HMEB/ HRONE 1l —
<text mediaType="application/pdf” representation="B647>C.4.r. 2¢/text>
(== C.4.r.2: Included Documents #1 —>
<bibliographicDesignationText>C. 4. r. 1</b1b1mgraph1cDe31gnat1onText>
{}-- C.4.r. 1 Literature Reference(s) #1 —>



{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<{representedDrganization classCode="0RG” determinerCode="INSTANCE™>
CasLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE™>
(cede code="J2.15. 17 codeSysten="1.0.3166. L 2.2"/>
’ <!— gBeJ2. 15.r AFEE #1 —>
</location> . _
{/aslocatedEntity>
{/representedOrganization> .
{/assignedEntity> -
{/participationd
{/document>
</reference>
<reference typeCode="REFR™>
{document classCode="D0C" moodCode="EYN">
{code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1iteratureReference”/>
(titlerJ2. 17. r</titled ’
<I-- 80812, 17.r BB FFROYE H2 —>
<text mediaType="application/pdf” representatien="E647>C. 4.1, 2¢/text>
¢l— €. 4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. 1. 1</bibliographicDesignationText)
<l— C.4.r.1: Literature Reference(s) £2 —>
{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
- <{representedOrganization classCode="0RG™ determinerCode="TNSTANCE">
<asLocatedEntity classCode="LOCE™> )
{location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="J2.15.r" codeSystem="1.0.3166.1.2.2"/>
<l— gegj2. 15.r AFKE #2 —
</location>
{/asLocatedEntity>
{/representedUrganization’
{/assignedEntity>
(/participation>
</document>
{/reference>
{compenent typeCode="COMP">
{adverseEventAssessment classCode="INVSTG™ moodCode="EVN™>
<subjectl typeCode="SBJ™>
<primaryRole classCode="INVSB]">
¢playerl classCode="PSN” determinerCode="INSTANCE">
<nawe>D. I{/name> .
¢l— D.1: Patient (name or initials} —>
<administrativeGenderCode code="D.5" cedeSystem="1.0.5218"/>
<1—D.5 Sex —>
{role classCode="PRS">
<code code="PRN" codeSystem="2. [6.840. 1. 113883. 5. 1117/>
{agsociatedPerson classCode="PSN” determinerCode="INSTANCE™>
{/associatedPerson> :
{subject0f2 typeCode="SR]">
- . {organizer classCode="CATEGORY"™ moodCode="EVH™> :
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 20”7 codeSystemVersion="1.0" displayName="
drugHistory™/>
{/organizer> -
¢/subject0f2>
</role>
{/playerl>
<subject0f]l typeCode="SB]™>
{researchStudy classCode="CLNTRL" moodCcde="EVN™>
<id extension="C. 5. 3" root="2.16.840.1.113383.3.989.2.1.3.57/>
<l-- C.5.3: Sponsor Study Number —>
Ccade code="C.5.4" codeSysten="2. 1G. 840. 1. 113883, 2. 989. 2. 1. 1. 87 codeSystenVersion="2,0"/>
¢l-- C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<title>C.5. 2¢/title>
<l— C€.5.2: Study Name —>
<authorization typeCode="AUTH™>
<studyRegistration classCode="ACT" moodCode="EVN™>
<id extension="C.5. l.r. 17 root="2, 16. 840. 1. 113883. 3. 589. 2. 1. 3.67/>
{l— C.5.1.r.1: Study Registration Number #1 ——>
<author typeCode="AUT™>
(territorialiuthority classCode="TERR™> .
<governingPlace classCode="COUNIRY" determinerCode="INSTANCE™>
{code code="C.5. L r.2" codeSysten="1.0.3166. 1. 2.2"/>
¢!— C.5.1.x.2: Study Registration Country #l —> .
{/governingPlace>
. CfterritorialAuthority>
</author>
<fstudyRegistration>
{/authorizatien>
{authorization typeCode="AUTH™>
<studyRegistration classCode="ACT" moodCode="EVN™>
<id extension="C.5.1l.r.1" rooct="2. [6.840.1 113883 3.989.2.1.3.6"/>
<!=—¢.5.1.1. 1 Study Registration Number §2 —>
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<author typeCode="AUT">
{territorialAutherity classCode="TERR™>
{governingPlace classCode="COUNIRY” determinerCode="INSTANCE">
<code code="C.5. 1. 1.2" codeSysten="1.0.3166.1.2.27/>
. <!— €.5.1.r.2: Study Registration Country #2 -—>
. {/governingPlace
{/territorialAuthority>
{/author>
{/studyRegistration>
{/authorization>
</researchStudy>
{/subjectOf1>
{gubjectOf? typeCode="SBJ">
Ccbservation classCode="0BS™ moodCode="EVN">
<cede code="3" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1. 15" codeSystemVersion="1.1" dlsplavName— age”/>
<value xsi:type="PQ" value="10" unit="D.2.2b"/> .
<l— D.2.2a: Age at Time of Onset of Reaction / Event (number) —
<!— D.2,2b! Age at Time of Onset of Reaction/ Event (unit) —>
{/observation>
<fsubject0f2>
{subject(f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN">
. <code code="16" codeSystem="2, 16. B40. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
gestationPeriod”/>
{value xsi:type="PQ” value="10" unit="D.2.2.1b"/>
<!— D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) —>
<l-- D.2.2. 1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
<fubservation>
{/subject0f2>
{subject0f2 typeCode="SB]">
{observation classCode="0BS"™ mndCode- EVNT> -
<code code="4" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="ageGroup”/>
<value xsi'type="CE” code="I\2,3" codeSyster="2.16.840, 1. 113883.3.989.2.1.1.9" codeSystenVersion="2.0"/>
{l— D.2.3: Patient Age Group (as. per reporter) —

{/observation>
</sub ject0f2>
<subject0f2 typeCode="SBJ">

<observation classCode="0BS™ mocdCode="EVYN">

{code code="7" codeSystem="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19 codeSystemVersion="1. 1”7 displayName="bhodyWeight”/

{value xsi:type="PQ" value="48.2" unit="kg"/>
<!-- D.3: Body Weight (kg) —>
<fobservation>
{/subject0f2>
<subjectOf? typeCode="SBF™>
{chbservation classCode="0BS”™ moodCode="EVN">
<code code="17" codeSystem="2. 16, 840. 1, 113883, 3. 989. 2. 1. 1. 18" codeSystenVersion="L 1" displayName="height"/>
<value xsi:type="PQ" value="152" unit="cm"/>
¢I—— D.4: Height (cm) —>
{/observation>
</subjectDf>
{zubject0f2 typeCode="SRI">
<observation c¢lassCode="0BS™ moodCode="EVN™>
{code code="17" codeSystew="2. 16, 840. 1. 113883. 3. 589. 5. [. 3. 2. 1. 10" displayName="1lastMenstrualPeriodDate” />
{value xsi:type="CE” code="J2. 28" codeSystem\’ersmn— 1.0 codeSystenF 2.16.840. 1. 113883.3.980.5.1.3.2, 1. 16" />
<l B@8J2. 28: ﬂﬂﬁ@%‘ﬂ? —)
{/chservation>
-</sub ject0f2>
<subject0f2 typeCode="SB]™>
{organizer classCode="CATEGORY" wmoodCode="EVN" >
{code cede="1" codeSystem="2. 16. 840. 1. 113883, 3.980.2.1. 1, 20" codeSystem\'ersmn— 1.0" displayName="
relevanthledicalHistoryAndConcurrentConditions”™/>
{component typeCode="COMP™>
{absexvation classCode="0BS™ moodCode="E¥N™>
{cade code="D.7.1.r.1b" codeSysten="2. 16. B40. 1. 113883. 6. 163" codeSystem‘#erslon‘ D. 7.1 r. 1a"/>
<!— D.7.Lr.la: WedDRA Version for Medical History #1 ~>
<l=— D.7.1.r.1b: Medical History (disease / surgical procedure / ete.) (MedDRA code) 31 —>

{inboundRelationship typeCode="REFR™>
{abservation classCode="0BS" moodCode="EVN™>
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="eontinuing”/>
<value xsi:type="BL" value="true"/>
{I—D71r3: Contmumg # —>
{/observation>
{/inboundRelatignship®
{/observation>
</component>
{component typeCode="COMP™>
<observation ¢lassCode="0BS" mocdCode="EVN™>
{code cade="D, 7, L. 1..1b” codeSysten="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="D.7. L. r. 1a™/>
¢t— D.7.1.7, 1a: MedDRA Version for Medical History #2 —>
<t 0. 7. 1.r.1b* Medical history {(disease / surgical procedure / etc.) (MedDRA code) 32 —>
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<inboundRelationship typeCode="REFR">
<observation classCode="0BS™ moodCode="EVN"} .
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3,989, 2, 1. 1. 19" codeSystenVersion="1,1"
displayName="continuing”/>
<value xsi:type="BL" value="true”/>
{I—D.7.1.r.3 Continving #2 —
{/observation>
</inboundRelationship>
{/observation>
{/companent>
{component typeCode="COMP">
{chservation classCede="0BS" moodCode="EVN™>
{code code="18" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
historyAndConcurrentConditionText”/>
’ <value xsi:type="ED"JD.T.2¢/value>
" €I— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) —> : )
{/observation> -
</component>
{/organizer?
</subject0f2>
<subject0f2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN™>
{code cede="2" codeSystew="2. 16.840. 1. 113883.3.989. 2. 1. 1. 20" codeSystemVersion="1, 0" displayName="drugHistory”
72 .
{component typeCode="COMP™>
¢substanceAdministration classCode="SBADM™ moodCadb="EVN">
<consumable typeCode="CSM">
<instance0fKind classCode="INST >
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
<nawe>D. 8. ¥. 1</name>
<!— D,8.1.1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
</consumable>
<outboundRelationship2 typeCode="CAUS™>
<observation classCode="DBS” moodCode="EVN">
. <code code="29" codeSystem="2. 16, 840, 1. 113583, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/> .
™ <value xsitype="CE" code="D.8.r.7b" codeSystem="2. 16. B40. I. 113883. 6. 163" codeSystemVersion="
D.8.x.7a"/> .
<{!— P.8.r. Ta: MedDRA Version for Reaction #1 —
{!— D.8.1. Th: Reaction (MedDRA code} #1 —>
{/observation>
{/outboundRelationship2>
</substanceAdninistration>
</component’
{component typeCode="COMP™>
{substanceAdministration classCode="SBADM" moadCode="EVN">
{consumable typeCode="CSM™>
{instanceDfKind classCode="INST™>
<kindOfProduct classCode="MMAT™ determinerCode="KIND™>
<name?D. §. r. 1{/name>
{!— D.B.x.1: Nawe of Drug as Reported #2 —>
</kind0fProduct>
</instance0fKind>
</consunable?
<outboundRelationship2 typeCode="CAUS">
{observation classCode="0BS" moodCode="EVN">
<code code="2%" codeSystem="2. 16.840. 1. 113883.3,989.2.1.1. 19" codeSystemVerslonu .17
displayName="reaction”/>
<value xsiitype="CE” code="D.8.r.Tb" codeSystem="2.16. 840, 1. 113883. 6. 163" codeSystemVersion="
D.8.r.7Ta%/> '
<l— D.8.r. Ta: MedDRA Version for Reaction #2 —>
l— .8 r.Th: Reaction (MedDRA code) H2 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
{/component>
</organizer>
{/subject0f2>
{subjectOf2 typeCode="SB]™>
Cobservation classCode="0BS" moedCode="EVN™>
<id root="154eb8BI-958b-45F2-a02f-42d4d6F4657E" />
{code code="29" codeSystem— 2. 16. 840, 1. 113883. 2. 989, 2. L. 1. 19" codeSystemVarsion="1.1" displayName="reaction”/>

<offectiveTime zsi:type="IVL_TS™>
<low value="20090101"/>
<l— E.i.4: Date of Start of Reaction / Event #1 =3
<high value="20090102"/>
<l-- E.i.5: Date of End of Reaction’/ Event #1 —>
<feffectiveTime>
¢value xsiitype="CE” code="E. i.2.1b" codeSystem="2. 16, 840, 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
¢(!— E.i.2.1a: MedDRA Version for Reacticn / Event #1 -
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{I—— E.i.2.1b: Reaction / Event {MedDRA code} #1 —>
<originalText>E. i. L. la¢/originalText> .
{l-— E.i.1.1la7 Reaction / Event as Reported by the Primary Source in Native Language #1 —>
{/value>
{outboundRelationship2? typeCods="PERT">
{observation classCode="0BS” mcodCode="EVN™>
{code code="27" codeSystem="2, 16. 840. 1. 113883. 3. 989, 2. 1. 1. 9" codeSystemVersien="1.1" displayName="
outcome”/> - :
{value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 11" codéSystemVersion="2.
07/>
<l-- E.i.7: Outcome of Reaction / Event at the Time of Last Observation #l —»
</observation>
{/outboundRelationship?>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0OBS™ moodCode="EVN™>
{code code="11" codeSystew="2. 16. 840. 1. 113883 3.989.2. 1. 3. 2 1.107 codeSystemVersmn‘ 1. 47 displayName=
"FRE - BEESS
{value xsittype="CE” code="J2.26.i" codeSystemVersion='1. 0" codeSystem="2. 16. 840, 1. 113883. 3, 980. 5. L. 3.
2.1.147 /> ]
<!— @02 26. 1 EEIEF 1 —
. {/observation> '
{/outboundRelationship2>
</abservation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN">
¢id root="2baa28d6-cDe8-4ebc-9329-5hBREOLI147207 />
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3.980. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction/>

<effectiveTime xsi:type="IVI._TS">
<low value="200901017/>
¢{-- E.i.4: Date of Start of Reaction / Event #2 —>

feffectiveTime>
<value xsi:type="CE” code="E.1i.2. 1b” codeSystem="2.16.840.1, 113883, 6. 163" codeSystemVersion="E.i.2. 1a">
<!— E.i.2 la: MedDRA Version for Reaction / BEvent #2 —>
{I-- E.i.2 1b: Reaction / Event -(MedDRA code) #2 —>
<originalText>E. i. 1. la{/originalText>
<I— E.i.1.1a: Reaction / Bvent as Reported by the anary Source in Native Language #2 —>
</value>
{outboundRelationship2 typeCode="PERT">
<chservation classCode="0BS™ moodCode="EVN™>
{eode code="27" codeSysten="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
outcome”/>
(value xsi'type="CE” code="E.i.7” codeSystem="2. 16.840. 1. 113883. 3. 989.2.1.1.11" codeSystemVersion="2.
07/ . .
<!— E.i.7: Outcome of Reactjon / Event at the Time of Last Observation #2 -
{/observation>
</vutboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™> .
{code code="11" codeSystem="2. 16. 840, 1. 113882, 3, 980, 5. 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayName=
"FA - BEATS
<value xsi:type="CE” code="J2.26.i" codeSystenVersion="1.0" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.
2..14" 5 : :
{I— @@nJ2.26. i ERHEE 42 —
' {/cbservation>
: {/outboundRelationship2>
</observation>
{/subject0f2>
{subject0f2 typeCode="SBJ">
<observatien classCode="0BS” moodCode="EVN") .
<id root="3aB626ch-9f1b-4eal-8a0f-c0ff34430adf” />
{code code="29" codeSysten="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayNeme="reaction”/>

<effectiveTime xsi:type="IVL_15™>
<high value="20101201"/>
I~ E.i.5: Date of End of Reaction / Event #3 —>
{/effectiveTime>
<value xsiitype="CE” code="E.i.Z2.1b" codeSystem="2. 16, 840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a">
<l— E.1.2 la: MedDRA Version for Reaction / Event #3 —>
<l-- E.i.2 1b: Reaction / Bvent (MedDRA code) #3 —>
<originalTextdE, i. I. La¢/originalText>
<l— E.i. L la: Reaction / Bvent as Reported by the Primary Seurce in Native Language #3 —>
</valug>
<outboundRelationship? typeCode="FERT">
{observation classCode="0BS" moodCode="EYN™>
<code code="27" codeSystem— 2.16.840. 1. 113883. 3. 989.2. 1. 1. 19" codeSystenVeraion="1.1" dlsplayName-
outcome™/>
{value ‘xsi:type='CE' code="E, 1. 77 codeSysten="2. 16. 840. L. 113883. 3.989. 2. 1. 1. 11" codeSystemVersion="2.
o/
' <{!— E.1.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation>
{/outboundRelationship2>



</observation’
</subject0f2>
<subject0f2 typeCode="SBJ™>
{observation classCode="0BS" moodCode="EVN">
id root="2e95840F-08bd-d40%c-80F F-dd8415F4fBab " />
{code code="28" codeSysten="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="SXPR_TS™>
{cemp xsi:type="IVL_TS™>
<low value="20000101"/>
¢{1— E.i.4: Date of Start of Reaction / Event £4 —>
<high value="20101201"/>
{!— E.i.3: Date of End of Reaction / Event #4 —>
{feomp>
<comp xsi:type="IVL_TS" operator="A">
{/comp?
{/effectiveTime> N
<value xs5i:type="CE” code="E.i.2.1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="E.i.2. 1a">
<!~ E.i. 2 ia® MedDRA Version for Reaction / Event #4 —>
<!— E.i.2. 1b: Reaction / Event (MedDRA code) #4 —>
<originalText>E. i. 1. la¢/originalText>
<l— E.i.1. la: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
{/value>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
[ {code code="27" codeSystem="2. 16, 840, 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayMame="

outcome” />
<value xsi:type="CE” code="E.i.7" codeSyster="2. I6.840. 1. 113883.3.989. 2. 1. 1. 11* codeSystenVersion="2.
[Gres .
¢1— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
</cbservation?
{/outboundRelationship2>
</observation>
. . {/subject0f2> -
<subject0f2 typeCode="SB]™> .
{observation classCode="0BS" moodCode="EVN™>
<id root="1071064c-cf10-4a3b~83c1-34f¥ddbTeabd” />
. {code code="29" codeSystem="2.16. 840. 1. 113883, 3. 989. 2. . 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

effectiveTime xsi:type="IVL_TS™>
<low value="20000101"/> )
<l— E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTime> .
<value xsi:type="CE" code="E.i.2.1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E.i. 2. la™>
<l— E.i.2 la: MedDRA Version for Reaction / Event #5 —> '
¢l— E.i.2.1b: Reaction /- Bvent (MedDRA code) #5 —>
<originalTex#)E. i. 1. la$/originalText>
¢l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language 5 —>
{/valued :
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="2T" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. L. 1. 19" cedeSystenVersion="1, 17 displayName="

1

outcame™/>
<value xsi:type="CE” code="E.i.7” codeSystem="2. 15.840. 1. 113883. 3. 989. 2. 1. 1. 11”7 codeSystenmVersion="2
[ .
<l— B.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —>
{/chservation>
</outboundRelationship2>
</observation>
</subject0f2>
<subject0f2 typeCode="SB]™>
{chservation ¢lassCode="0B5" mocdCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640Fb 18" />
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
<l—- E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime> .
{value xsi:type="CE” code="E.i.2.1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E.i.2.1a™>
€]~- E.i.2. la: MedDRA Yersion for Reaction / Event f6 —>
{!— E. 1 2 1b: Reaction / Event (MedDRA code) #6 —>
<originalText>E. i. L. la¢/originalText>
{!-- E.i.1. la: Reaction / Event as Reported by the Primary Scurce in Native Language #6 —>
{/valued .
<outboundRelationship? typeCode="PERT™>
<gbservation classCode="0BS" moodCode="EVN"> .
{code code="27" codeSysten="2, 16, 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
outcame” /> .
¢value xsi:type="CE” code="E.i.7" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystenVersion="2.
0%/
<!-- E.i.7: Outccme of Reaction / Event at the Time of Last Observation #6 —>
</observation>
{/outboundRelationship2>



</abservation>
{/subjectDf2>
{subjectOf2 typeCode="SBJ">
. <observation classCode="0BS" moodCode="EVN™>
v ¢id root="el342060-38be—-423f-b6bh-cel4bc279d8e” />
{code code="2%" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

<value xsittype="CE” code="E-i.2.1b" codeSystem="2. 18, 840. 1. 113883, 6. 163" codeSystemVersion="E.i.2. 1a™>
+{1— E.i.2:1a! MedDRA Version for Reaction / Event #7 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code} #7 —>
{originalText3E. i. 1 la{/originalText>
¢{!— E.i. 1. la: Reaction / Event as Reported by the Primary Source in Native Language §7 —>
<fvalue>
<outboundRelaticnship2 typeCode="PERT">
{observation classCode="0BS" moodCode="E¥N™>
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1, 19" codeSystemVersion="1.1" d1spla§Name—-
outcome” />
Cvalue xsiitype="CE" code="E.i.7" codeSystem="2. 16. 840, 1. 113883.3.989.2. 1. 1. 117 codeSystemVersion="2.
0"/
¢l— E. i, 7: Outcome of Reaction / Bvent at the Time of Last Observation #7 —>
</ohservation
</outboundRelationship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
{observation classCode="0R5" moodCode="EVN">
<id root="alabe092-8070-426d-af04-68632634430"/> .
<code code="29" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="reaction”/> °

{effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="200901017/> ,
<I— E.i.4: Date of Start of Reaction / Event #8 —>
</comp>
{comp xsi:type="IVL_TS" operator="A">
<high value="201012017/>
<l— E.i.3: Date of End of Reaction / Event #8 -—>
* £/comp>
{/effectiveTime>
{value xsiitype="CE” code="E.1i.Z. 1b" codeSystem="2. 16, 840, 1, 113883, 6. 163" codeSystem\‘ersmn— E.i.2. 1a™>
{I— E.i.2 1a‘ MedDRA Version for Reaction / Event #8 —>
('-— E.i.2.1b: Reaction / Bvent (MedDRA code} #8 —>
{originalText>E. i, 1. la{/originalText>
<{l— E.i.1.1a! Reaction / Event as Reported by the Primary Sour:e in Native Language #8 -
{/value>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN™>
" <code code="27" codeSysten="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.17 displayName="
outcome”/>
<value xsiitype="CE” code="E.i.7" codeSystem="2, 16.840. L. 113883.3.959,2, 1. 1. 11" codeSystemVersion="2.
o
{l— E.i.7: ODutcome of Reaction / Event at the Time of Last Ohservation 8 —>
</observation>
</outboundRelationship2>
{/observation>
{/subject0fz>
{subject0f2 typeCode="SBJ™>
<organizer classCode="CATEGORY™ moodCode="EVN™>
{code code="4" codeSystem="2. 16, B40. 1. 113883. 3, 989, 2, 1. 1. 20" codeSystenVersion="1.0" dmplayName—
drugInformation”/>
d— 6k Drug(s) Information (repeat as necessary) #1 ——>
<component typeCode="COMP*>
<substancedministration classCode="SBALM™ moodCode="] EVN"> v
<id root="3c91b4d5-e039-4aTa-9c30-67671b0efOed” />
{consumable typeCode="CSM™>
{instance0fKind classCode="INST™>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
<mame>G. k. 2. 2</hame>
<! G.k 2.2: Medicinal Product Name as Reported by the Primary Source H1 ——>
{formCode code="J2.24. %" codeSystem="2. 15 840, 1.113883.3.989.5.1.3.2. 1. 13"
codeSystemVersion="1. 07 />
= @@@JZ.Z‘!.R B 51—
{asManufacturedProduct classCode="MANU")>
{svbject0f typeCode="SEI">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1" root="2. 16.840. 1. 113883.3.989.2.1.3. 4" >
<I— 6.k 3. 1: Authorisation / Application Mumber £1 —>
<holder typeCode="HLD">
<role classCode="HLD™>
¢playingOrganization classCode="ORG" determinerCode="INSTANCE™>
{namerG. k. 3. 3</nane>
{l— 6.k 3.3: Name of Holder / Applicant #1 —>
</playing0rganization>
</role>

v_’ll'_



</holder> }
Cauthor typeCode="AUT™>
<territorialAuthority.classCode="TERR"> ”
{territory classCode="NAT" determinerCode="INSTANCE™>
{code code="G.k.3.2" codeSystem="1.-0. 3166. 1.2.2"/>
{l— G.k.3.2: Country of Authorisation / Application 1 —>
{fterritory>
</territorialAuthority>
{/author>
</approval>
{/subject0f>
{subjectdf typeCode="SB]™>
{characteristic c¢lassCode="0BS™ moodCode="EVN™>
{code code="1" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 2. 2. 1. 10"
codeSystenVersion="1. 0" diéplameF'ﬁEﬁ&%@ﬁiﬂEﬁ'/)
<value xsiitype="CE™ code="J2.4. k" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.
2.1.3" codeSystemVersion="1.17/> -
d— ege)z. 4. k' FEXSKZORRES #1 -
{/characteristic>
</subjectOf>
</asManufacturedProduct>
<asNamedEntity>
<name xml:lang="3ja">J2. 23. k¢/name>
<d— eegrz. 23.k BfE 41—
<assigningTerritory>
{code code="JP" codeSysten="1. 0. 3166,1.2.27 />
</assigningTerritory>
</asNamedEntity>
 ingredient classCode="ACTI™>
<quantity> .
{numerator/> :
<denominator value="17/>
<{/quantity>
) {ingredientSubstance classCede="MMAT" determinerCode="KIND™>
. <name>G. k. 2. 3. 1. 1</name>
<l— G.k.2.3,1. 1: Substance / Specified Substance Name #1-1 —>
<asSpecializedKind classCode="GEN">
{generalizeddaterialKind classCode="MAT" determinerCode="KIND™>
<code code="J2, 25.k.t” codeSystem="2. 16. 840, 1. 113883.3,985.5.1.3. 2. 1. 177
codeSystemVersion="1.0" /> .
<I-- eeeJz. 25 kr HSYOESY #i-1 —
{/generalizediaterialKind>
</asSpecializedKind>
</ingredientSubstance>
</ingredient>
Cingredient classCode="ACTI™>
{quantity>
<{numetator/>
<denominator value="17/>
{/quantity>
<ipgredientSubstance classCode="IMAT" determinerCode="KIND™>
<name’G. k. 2. 3. ». 1</name>
{l— .k 2.3.r.1: Substance / Specified Substance Name §1-2 —>
{asSpecializedKind classCode="GEN™>
{generalizedifaterialKind classCode="MAT™ determinerCode="RIND">
<code code="J2,25. k. r” codeSysten="2. 16. 840. 1. 113883. 3.989.5.1. 3. 2. 1. 177
codeSystenVersion="1.0" />
<l-- §88]2.25. k. T HEHDES H1-2 —
{/generalizedMaterialKind>
</asSpecializedkind>
{/ingredientSubstance>
’ </ingredient>
</kind0{Product>
</instance(fKind>
{/consumable>
<outboundRelationship? typeCode="COMP™>
¢!— G.k.4.1! Dosage and Relevant Information (repeat as necessory} #1-1 —>
<substanceAdministration ¢lassCode="SBADM” moodCode="EVN™>
{text>G. k. 4. r. B{/text>
<l— G. k. 4.r.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXER_TS™>
<comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k. 4.1r.3°/>
{!— G.k.4.r.2: Number of Units in the Interval #l-1 —>
{!— G.k.4.r.3: Definition of the Time Interval Unit #1-1 —>
</conp>
<comp xsi:type="IVL_T5" operator="A"»
<low value="200901017/>
I— G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="200901017/>
¢(!— .k 4.1.5: Date and Time of Last Admlmstranon #-1 —>
</comp>
<feffectiveTime>
{routeCode codeSystem="2. 16. 840. 1, 1138832, 3,989.2. 1. 1. 147>
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<originalText>G. k. 4. r. 10. 1</originaltext>
¢l— G.k.4.1.10.1! Route of Administration (free text) #l-1 —>
</routeCode>
<doseQuantity value="10" unit="G. k. 4.r.1b"/>
<l— G.k.4.r.1a Dose (pumber) #1-1 —>
{I— G.k 4.r.1b: Dose (unit) #1-1 —>
{/substanceAdninistration
</outboundRelationship2>
{outboundRelationship? typeCode="COMP™>
<}— G.k.4.r: Dosage and Relevent Information {repeat as necessary} £1-2 —>
<substanceAdnministration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. 1. 8{/text>
— G.k 4.r.8: Dosage Text #1-2 —>
{effectiveTime xsi:type="SXFR.TS™>
<comp xsi:type="PIVL_TS™>
<period value="10" mit="6. k 4.1.3"/>
{I— G k.4.1.2: Number of Units in the Interval #1-2 —>
! <{I— G.k.-4.1.3: Definition of the Time Interval Unit #1-2 —>
</comp>
<comp xsi:type="IVL_TS" cperator="A"}
(low value="200001017/>
{I— G.k 4 r.4: Date and Time of Start of Drug $1-2 —>
<high value="200901017/>
{4— Gk 4.r.5: Date and Tiwe of Last Administration #1-2 —>
</comp>
{/effectiveTime>
<routeCode codeSysten="2.16.840.1. 113883.3.689.2,1, 1. 14™>
<originalText>G. k. 4. 1. 10. 1</originalText>
{I— G.k.4.r.10. }: Route of Administration (free text) #1-2 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.x.1b"/>
{!— 6.k.4.1.1a Dose (nunber) #1-2 —>
<I— G.k. 4. r.1b: Dese (unit) #1-2 —>
&/substanceAdninistration>
</outboundRelationship?>
<outboundRelationship2 typeCode="COMP">
{3-~ G.k. 4.17 Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdministration classCode="SBADM™ moodCode="EVN™> °
<text>G. k. 4. r, 8</text>
d Gk 4.r.8: Dosage Text #1-3 —>
{effectiveTime xsi:type="SXPR_T5™> .
<comp x5i:type="PIVL_TS™>
<{period value="10" unit="G.k.4.1.3"/>

<l—- G.k.4.7.2: Number of Units in the Interval £1-3 —>
{I— G.k.4.x.3: Definition of the Time Interval Unit #1-3 —>
</comp>

<comp xsiitype="IVL_TS" operator="A">
{lew value="20080101"/>
¢{— Gk 4.r.4: Date and Time of Start of Drug #1-3 —>
</comp>
{/effectivoTime?
{reuteCode codeSystem="2, 16, 840. 1, 113883.3.98%. 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. I</originalText>
<{I— G.k.4.1. 10. 1 Route of Administration (fres text) $1-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 1b"/>
<l G.k 4.r.1a Dose (number} $1-3 —
<{l— G.k-4.r.1b: Dose (unit) #1—3 —>
{/substanceAdministration>
</outboundRelationship2>
<cutboundRelationship2 typeCode="COMP™>
{l— G.k-4.r: Dosage and Relevant Infermation (repeat as necessary) Hl-4 —>
<substancefidninistration classCode="SBADM" moodCode=" EVN >
<{text>G. k. 4. r. 8¢/text>
{l— G.k 4. 1.8 Dosage Text #1-4 —>
<effectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS™>
{period value="10" mnit="G.k.4.1.3"/>

{}— G. k. 4.r.2: Number of Units in the Interval 31-4 —>
{!— 6.k 4.r.3: Definition of the Time Interval Unit #1-4 —>
</comp?

{comp xsi:type="IVL_TS" operator="A">
<high value="20090101"/> '
<!— 6.k 4.1.5: Date and Time of Last Administration #1-4 -—>
</cowp>
{/effectiveTine>
{routeCode codeSystem="2. 16. 840. 1. 113883, 3.985.2. 1. 1. 14>
<originalText>G. k 4. 1. 10, 1</originalText>
<— G.k.4.r.10.1: Route of Administration (iree text) #1-4 —>
{frouteCode>
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
{!— G.k 4.r Ia Dose (number) #I-4 —>
{I— G. k.4 r Ib: Dose {unit) #1-4 —>
{/substanceAduinistration)
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
{I— G.k.4.r: Dosage and Relevant Information {repeat as necessary) #1-5 —
{substancefdninistration elassCode="SBADM™ moadCode="EVN">
{text>G. k. 4. x. 8</text>
{!— G.k 4.1.8: Dosage Text #1-5 —>
{effectiveTime xsi:type="SXPR_TS">
' <comp xsi:type="IVL_TS™>
’ <low value="20080101"/>
<I— G.k.4.r.4: Date and Time of Start of Drug ¥1-5 —>
<high value="20090101"/>
{I— G.k.4.1.5: Date and Time of Last Administration #1-5 —>
</comp?

{comp xsi:type="IVL_TS” operator="A">

{/cemp>
{/effectivelime>
<routeCode codeSystem="2. 16.840.1, 113883, 3.989.2. 1. 1. 14™>

<originalText>G. K. 4. r. 10. I{/original Text>

<I— G.k.4.x.10.1: Route of Administration {free text} #1-§ —>
{/routeCode>
<doseQuantity value="10" unit="6.k 4.r.1b"/>
<} G.k 4.1. 1a Dose (number) #1-5 —>
{!— 6.k 4.r.1b: Dose (unit} #1-3 —> )

{/substanceAdministration>
{foutboundRelationship2>
<outboundRelationship2 typeCode="COMP™> .
“{l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #l-6 —>
{substanceAdninistration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. 1. 8</text>
<|— G.k.4.r.8: Dosage Text #I-6 —->
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k. 4.1.3"/
¢!— G.k 4.r.2: Number of Units in the Interval #1-6 —
<l— G.k.4.r.3: Definition of the Time Interval Unit #1-6 —>
</comp> .
<comp xsi:type="IVL_TS” operator="A">
<low value="200901017/> )
<I— G.k.4.1.4: Date and Time of Start of Drug #1-6 —>
</comp>

{eomp xsiitype="IVL_TS” operator="A">

<high value="200%01017/> -
<l— G.k.4.r.5: Date and Time of Last Administration #1-6 >

{/eomp>
</effectiveTine>
<routeCode codeSystem="2, 16. 840, 1. 113883, 3. 989. 2. 1. L. 14>

¢originalText>G. k. 4. r. 10. 1{/originalText>

¢t~ 6. k.4.1.10.1: Reute of Administration (free text} #1-6 —>
</routeCode>
{doseQuantity valve="10" wnit="6.k 4.r.16"/>
{l— G.k.4.r.la Dose {number) H1-1 —>
{l— G.k.4,r.1b: Dose {unit) #1-1 —>

{/substanceAdministration>
</outhoundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
<substanceAdministration classCode="SBADM  moodCode="EVN">
{textdG. k. 4. 1. 8</text>
¢l— G.k.4.r.8: Dosage Text #1-7 ——>
{effectiveTime xsi:type="SXFR_TS™>
<comp xsi:type="I¥L_TS™>
<low value="20000101"/>
¢l— G.k.4. 1. 4: Date and Time of Start of Drug #1-7 —>
</coup>
Ccomp xsi:type="IVL_TS" operator="A">
<high value="20090101"/>
{l— G.k.4.1.5: Date and Time of Last Administration #1-7 —>
<fcomp>
{/effectiveTime>
<routeCode codeSystem="2 16 840 1. 113883.3.989.2.1.1. 147>

{eriginalText>G. k. 4. 1. 10. 1</originalText> '

{l— G.k.4.r.10.1: Route of Administration (free text) #1-7 —>
</routeCode> .
<doseQuantity value="10" unit="G.k. 4. r.1b"/>
¢t— G. k. 4.1. 1a Dose (number) H1-7 —>
d— 6.k 4 r 1b: Dose (unit) #1-7 —

{/substanceAdministration> .
</outboundRelationship2> .
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" wmoodCode="E¥YN™> :
{code code="31" codeSystem="2. 16, 340. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="recurranceGfReaction”/> ’
<value xsiztype="CE” code="G.k.9.1i.4" codeSystem="2.16.840. 1. 113883.3.989.2, 1. . 16"
codeSystemVersion="2. 0" />

- 10 -



{I— G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #1 —>
{outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN™>
<id root="154eb889-958b~45f2-a02f-42d4d6f4657F />
</actReference>
{/outboundRelationshipl>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT"> .
{observation classCode="0BS" moodCode="EVN">
<code code="31" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14" codeSystemVersion="1.1"
displayName="recurrance(fReaction”/>
<value xsi:type="CE" code="G.k.9.1.4" codeSysten="2, 16, 840. 1. 112883, 3. 989. 2. 1. 1. 16"
codeSystenVersion="2.07/> B
€l— G.}.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction £2 —>
{outboundRelationshipl typeCode="REFR™>
{actReference classCode="0BS" moodCode="EVN™>
{id root="2baa28d6-c%e8-4e6c-93e9-5bBEILI142207/>
{/actReference>
{/putboundRelationshipl>
{/observation>
</outboundRelationship2>
</substanceAdninistration>
{/component>
<!~ 6.k Drug(s) Information (repeat as necessary) #2 —>
{compenent typeCode="COMP”>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<id root="68d6f5ce-3b3b-45¢7-92dd-69e06730c3a0"/>
{consumable typeCode="CSM™>
{instance0fKind classCode="INST™>
{kinddfProduct classCode="VHAT” determinerCode="KIND">
<name>G. k. 2. 2{/name> .
<l— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —
<formCode code="J2.24.k" codeSysten="2. 16, 840. 1. 113883. 3. 689.5.1. 3. 2. 1. 13"
codeSystemVersion="1.07 /> . ’
<1— 888)2. 24.k WSTER #2 —>
<asManufacturedPraduct classCode="MANI">
{subject0f typelode="5B]">
<approval classCode="CNTRCT™ moodCode="EVN">
{id extension="G.k.3. 1" root="2.16.840.1, 113883.3.989.2.1.3. 4"/
<l— 6.k 3.1: Authorisation / Application Number #2 -—>
<holder typeCode="HLD">
<role classCode="HLD™> .
<playingOrganization classCode="0RG" determinerCode="INSTANCE*>
<name>G. k. 3. 3</nane>
<}— G. k. 3.3 Name of Holder / Applicant $2 —>
</playingOrganization>
{/role>
</holder>
<author typeCode="AUT™>
<territorialAuthority classCede="TERR™>
{territory classCode="NAT" determinerCode="INSTANCE™>
<code code="G.%. 3.2" codeSystem="1. (, 3166. 1. 2.2"/>
<{1-- G. k. 3.2: Country of Authorisation / Application #2 —>
</territory> .
</territorialAuthority>
{/author>
</approval>
</subjectOf> .
<subject0f typeCode="SB]">
{characteristic classCode="0BS" moodCode="EVN™>
<code code="1" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2, 1. 10"

codeSystenVersion="1.§" displayName="FERESZORRES"/> .
{value xsi:type="CE” cede="J2.4.k” codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1_ 3.
2.1.3" codeSystemVersion="1.1"/> ’
<l— 28eJ2.4. k: HFEFERFORRES #2 —>
¢/characteristic>
{/subject0f>
{/asManufacturedProduct>
<asNamedEntity>
<name xml:lang="ja">J2.23. k</nane>
<1— 88@yz. 23. k T #2
<agssigningTerritory>
{code code="JP" codeSystem="1.0.3166.1.2,2" /> -
{/assigningTerritory>
</asNamedEntity>
<ingredient classCode="ACTI™>
{guantity>
<{numerator/>
{denominator value="L"/>
{fquantity> .
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<{name>G. k. 2. 3. r. 1</nams>
<} 6.k 2.2.1.1: Substance / Specified Substance Name #2-1 —>
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<asSpecializedRind ¢lassCode="GEN">
{generalizedaterialKind classCode="MAT" determinerCode="KIND™>
<code code="]2.25.k. 17 codeSystem="2. 16. 840. 1. 113883. 3.989, 5, 1. 3. 2. 1. 17"
codeSysterVersion="1.0" /> . ! ' ,
<l @84J2, 25. k. r REHOES #2-1 —
{/generalizedaterialKind>
{fasSpecializedKind>
{/ingredientSubstance>
<{/ingredient>
<ingredient classCode="ACTI">
. Squantity>
{numerator/>
{denominator value="17/>
{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND™>
<name>G. k. 2. 3. r. 1{/nama> -
<l— G.k 2.3.r.1: Substance / Specified Substance Name #2-2 —>
{asSpecializedKind ¢lassCode="GEN™>
<generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code code="J2.25.k.r" codeSystem="2. 16. B40. 1. 113883. 3.989.5.1.3.2.1. 17"
codeSystemVersion="10" />
<!— @82, 25. k. r FRGOELY #2-2 —>
</generalizedilaterialKind>
<fasSpecializedKind>
{/ingredientSubstance>
</ingredient>
. " {/kind0fProduct>
{/instance0fKind>
</consumable>
<outboundRelationship? typeCode="COMP">
{l— G.k.4.r : Dosage and Relevant Information {repeat ms necessary)‘ #2-1 —
{substanceAdninistration classCode="SBADM" moodCode="EVN™>
<text>G. k. 4. 1. B</text> .
{!— G.k 4.r.8: Dosage Text #2-1 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
{I— G.k.4.1.4: Date and Time of Start of Drug §2-1 —>
<high value="20090101"/>
: <l-- G.k.4.r.5: Date and Time of Last Administration #2-1 —>
{feffectiveTime>
{routeCode codeSystex="2. 16.840. 1. 113883, 3. 989.2. 1. 1. 14™>
<originalText>G. k. 4. 1. 10. 1</original Text>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-1 -—>
</routeCode> '
<doseQuantity value="10" unit="G.k. 4.r.16"/>
<!— G.k.4.r. la Dose (number) #2-1 —>
<I— G.k.4.r.1b: Dose (unit) #2-1 —>
{/substanceAdministration>
</outboundRelationship2>
<outhoundRelationship? typeCade="COMP“Y
¢}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
<{substanceAdninistration classCode="SBADH" moodCode="EVN™>
<text>G. k. 4. r. B/ text>
¢1— 6.k 4. r. 8. Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL_TS™>
<low value="200901017/>
¢!— G.k.4.r. 4: Date and Time of Start of Drug #2-2 —>
{/effectiveTimed '
<routeCode codeSystem="2.16.840. 1. 113883.3.089.2. 1. 1. 14™>
<originalText>G. k. 4. 1. 10, 1{/originalText>
{!— G.k.4.r.10.1: Route of Administration (free text} #2-2 ——>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r. 1b"/>
{I— G.k.4.1. 1a Dose (number) #2-2 —>
{l— G.k 4.r.1b: Dose {unit) #2-2 -—>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
¢!— G,k 4 17 Dosage and Relevant Information {repeat as necessary) f#2-3 —>
{substanceAdministration classCode="SBAUM™ moodCode="EVN™>
. Ctext>G.k. 4.1 8</text>
{!—- G.k 4.7.8: Dosage Text #2-3 —>
{effectiveTime xsi:type="IVL_18™>
<high value="200901017/>
{!— G.k. 4. 1.5 Date and Time of Last Aduinistration ¥2-3 —>
</effectiveTine>
<routeCode codeSystem="2.16.840.1.113883.3.980.2.1.1.14™>
<originalText>G. k. 4. 1. 10. 1¢/originalText>
¢— 6.k.4.r. 10. 1 Route of Administration (free text) #2-3 —
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r. 1b"/>
{I— G.k.4.r.1a Bose (number) #2-3 —>
¢{|— Gk 4.r.1b: Dose (unit) #2-3 —>
¢/substanceAdministrationd
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</outboundRelationship2> )
<outhoundRelaticnship? typeCode="COMP™>
<}— G.k.4.1: Dosage and Relevant. Information (repeat as necessary) #2-4 —>
<substanceAdninistration classCode="SBAIM" moodCode=" E\"N >
{textG. k. 4. r. 8</text>
<!— G.k.4.r.8: Dosage Text §2-4 -
CeffectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.1.37/>
.<{!— G.k.4.1.2: Number of Units in the Interval #2-4 ~>
{l— G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
</conp>
{comp xsitype="IVL_TS" operator="A">
<low value="200901017/>
{!— G.k.4.1.4: Date and Time of Start of Drug #2-4 —>
</comp>
SeffectiveTime>
<routeCode codeSystew="2. 16. 840, 1. 113883, 3.989.2.1.1.147>
<originalText>G. k. 4. 1. 10. 1{/originalText>
<!— G.k.4.7.10.1: Route of Adwinistration (free text) #2-4 —>
</routeCode>
{doseQuantity value="10" wnit="G.k 4.r. 1b"/>
<I— G.k.4.r:1a Dose {number) H2-4 —>
<I— 6.k 4.r.1b: Dose {(unit) #2-4 —>
{/substanceAdministration>
<foutboundRelationship2>
<outhoundRelationship? typeCode="COMP">
<I—- 6.k.4.17 Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration elassCode="" SBADM moodCode="EVN">
<text>G. k. 4. r. §</text>
<|-- G.k.4.1.8: Dosage Text #2-5 —>
{effectiveTime xsi:type="S{PR_T5™>
<comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k. 4.1.3"/>

<I— G.k.4.r.2: Nusher of Units in the Interval 2-3 —>
<!— G.k 4.1.3: Definition of the Time Interval Unit #2-5 —>
</comp>

<comp xsi:type="IVL_TS" operator="A">
<high value="200901017/>
<!— 6.k.4.1.57 Date and Time of Last Administration #2-5 —>
{/comp>
</effectiveTined
{touteCode codeSysten="2. 18, 84%. 1. 113883 3.989.2.1.1. 147
<originalText>G. k. 4. r. 10. 1</originalText>
<~ G.k.4,1.10.1: Route of Aduinistration (free text) #2-5 —>
</routeCode
{doseQuantity value="10" unit="G.k.4.r.1b"/>
— Gk 4d.r. Ia Dose (number) #2-56 —>
¢4~ G.k 4.r.1b: Dose (unit) #2-5 —>
</substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
(!—“‘G._k. 4.1: Dosage and Relevent Information (repeat as necessary) #2-6 —>
<substanceddministration classCode="SEADM" moodCode="EVN™>
{textdG. k. 4. r, 8{/text>
€I— G.k 4.r.8: Dosage Text #2-6 —>
<effectivelime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.1.3"°/>
{— G.k.4.r.2: Number of Units in the Interval #2-6 —>
{}— G.k.4.1.3: Definition of the Time Interval Unit £2-6 —>
</comp>
<comp xsiitype="IVL. 15" cperator="A">
</eompd
</effectiveTime> )
<routeCode codeSystem="2. 18, 840, 1, 113883. 3. 969. 2. 1. 1. 14">
<originalText>G. k. 4. 1. 10. 1</originalText>
<!-- G.k.4.1. 10, 1: Route of Administration {(free text) #2-6 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r. 16"/
{l-- G.k 4.1, 1a Dose (number) #2-6 —>
{l— G.k 4. r.1b: Dose {unit) 42-6 -->
{/substanceAdninistration>
</outhoundRelationship?>
<outboundRelaticnship2 typeCode="COMP™>
<l-- G.k.4.1: Dosage and Relevant Information (repest as necessary) #2-7 —>*
<substanceAdministration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. 1. B< text>
{l-- G.k. 4.1.8: Dosage Text #2-7 —>
<effectiveTime xsi!type="PIVL_TIS">
{peried value="10" unit="G.k.4.r:3"7/>
= Gk 4.1.2¢ Bumber of Units in the Interval #2-7 —>
<!— 6.k 4.1.3: Definition of the Time Interval Unit #2-7 -->
</effectiveTine
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disI;Iay}lame='recurranceDfReaction'/>

codeSystenVersion="2. 0"/

displayNane="recurrance0fReaction”/>

codeSystemVersion="2.07/>

<routeCode codeSystem="2.16.840, 1, 113883,3.985.2. L. 1. 147>
{originalText>G. k. 4. r. 10. 1</original Text>
<!— G.k.4.r.10. 1: Route of Adminisiration (free text} #2-7 —>
<{/routeCode>
<doseQuantity vaiue="10" wmit="G. k. 4.1. 1b"/>
{!— G.k 4.1, 1a Dose (number) #2-7 —>
<I— G.k. 4.1. 1b: Dose (unit) #2-7 —>
</substanceAdministrationd
{/outhoundRelationship2>
{outboundRelationship2 typeCode="COMP™>
{l— G.k. 4.1’ Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration c¢lassCode="SBADM™ moodCode="E¥N">
{textG. k 4. r. B /textd
<!—— 6.k 4.1.8: Dosage Text #2-8 —> ,
<effectiveTime xsi:type="IVL_T5™>
ow value="20090101"/>
<!— G.k.4.1.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime> .
<routeCode codeSystem="2. 16. B40. 1, 113883. 3. 989. 2, 1. L. 14">
<originalText>G. k. 4. r. 10. 1</original Fext>
{I— G.k.4.1. }0.1: Route of Administration (free text) £2-8 —>
</routeCade> ’
<doseQuantity value="10" unit="G.k 4.r, 1b"/>
¢!— G.k 4.r. 1a Dose (number) #2-8 —>
{— Gk 4.r.1b! Dose (unit) #2-8 -—>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship? typeCode="COMP™> )
<l-- G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-9 —>
{substanceAdministration classCode="SBADM™ moodCode="EVN"> .
{text>G. k. 4. r. B{/text>
{I— G.k.4.1.8: Dosage Text #2-9 —>
<effectivelime xsi:type="IVL_TS™>
<high value="200901017/>
<l— G.k.4.1.5: Date and Time of Last Administration #2-9 —>
. feffectiveTime>
<routeCode codeSystem="2. 16. 840, 1. 113883.3.689.2.1. L. 147
<originalText>G. k. 4. . 10, 1<{/originalText>
<‘!— G.k.4.1r.10.1: Route of Administration (free text} #2-9 —>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<!-- G.k 4.r. 1a Dose (number) §2-9 -—>
{!— G.k.4.r.1b: Dose (unit) #2-9 —>
{/substanceAdninistration>
{/cutboundRelationship2>
¢outboundRelaticnship2 typeCode="COMP™>
¢1— G.k. 4.x: Posage and Relevant Information {repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBAIM™ moodCode="EVN™> )
<{text>G. k. 4. r. 8</text>
<— 6.k 4. 1. 8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS™>
{/effectiveTime> .
{routeCode codeSystem="2. 16, 840. 1. 113883.3.989.2. 1.1, 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
€l—— G.k.4.7.10. 1: Route of Administration (free text) #2-10 —>
{/routeCode> -
<doseQuantity value="10" unit="G.k. 4. r.1b"/>
¢!— G.k 4.r. 1a Dose (number) #2-10 —>
¢!~ G.k 4.r.1b: Dose (unit) #2-10 —>
{/substanceidministration>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<code code="31" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1_ 1"

<value xsiitype="CE” code="G.k.9.1.4" codeSystem="2.15.840. 1. 113883, 3.989.2. 1. 1. 167

¢I-- 6.k 9.1.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR™> '
{actReference classCode="0BS" moodCode="EVN™>
<id root="154cbB89-958h-45£2-a02f-42d4dGF465TE"/>
{/actReference>
</outboundRelationshipl>
</observation>
</outboundRelaticnship2> .
{outboundRelationship2 typeCode="PERT™>
{ehservation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2, 16, 840. L. 113883. 3. 989. 2. 1. 1. 19”7 codeSystemVersion="}. 1"

<value xsi:type="CE" code="G. k.9. 3. 4" codeSystem="2. 15.840. 1. 113883, 3. 985. 2. [. L. 16"
{l— G.k.9.1i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR™>

<actReference classCode="0BS™ mpodCode="EVN™>
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<id root="2baa28d6-c2e8-4e6c-93e9-5b860b3 142207 />
{/actReference>
{/outboundRelationshipl>
</observation?
</outboundRelationship2>
</substanceAdministration>
'/ component> ’
{/organizer?
{/subject0f2>
</primaryRoele>
{/subjectl> .
. {component typeCode="COMP">
<causalityAssessment classCode="0BS” moodCode="E¥N™>
{code code="20" codeSystew="2.16.840, 1. 113883. 3. 980. 2. 1. 1. 18" codeSystemVersion="1. 1" displayName="
interventionCharacterization”™/> ) . . )
<value x5i7type="CE" code="G. k. 1" codeSystem="2. 16. 840, 1. 113863, 3. 989. 2. 1. 1. 13" codeSystenVersion="2.07/>
<{l— G.k.1: Characterisation of Drug Role Drug #1 --> .
+  <subject2 typeCode="SUBJ™> : ,
<productUseReference classCode="SBADM™ moodCode="EVN™> :
{id root= 3c91b4da—e039-4a?a—9c30—6?671b02f924 24 A
</productUseReference> '
</subject2>
{/cansal ityAssessment>
</component>
{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EV¥N">
<code code="20" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
interventionCharacterization”/> ; ’
<value xsiitype="CE” code="G.k. 1" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 13" cedeSystemVersion="2.0"/>
<!— 6.k.1: Characterisaticen of Drug Role Drug #2 —>
{subject2 typeCode="SUBI™>
{productUseReference classCode="SBADM" moodCode="EVN™>
<id root="68d6f5ce-3b3b-45c7-02dd-69e06730c3a8" />
</productUseReferencey =
</subject2>
</causalityAssessment>
</component>
<componentl typeCode="COMP™>
<vbservationEvent classCode="0B%" moodCode="E¥N™> :
<code code="10" codeSystem="2. 16. 540. 1. 113883, 3.989, 2. 1. 1, 19" codeSystemVersion="1.1* displayName="comment“/>
<value zsi:type="ED">H 2</value>
<I— H 2: Reporter’s Comments -
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED”> : .
. <code code="3" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="
sourceReporter”/> .
</assignedEntity> ’ ’
{/author>
{/observationEvent>
{/component1>
<component]l typeCode="COMP™>
{observationBvent classCode="0BS” moodCode="EVN™>
<code code="10" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 4</value>
{l— H.4: Sender's Comments —>
<author typeCode="AUT™>
{assignedEntity classCode="ASSIGNED™> .
<code code="1" codeSystem="2. 16, 840, 1. 113883. 3. 989.2.1.1.21° codeSystenVersion="1. ¢" displayName="sender”/>
{fassignedEntity> '
<fauthor>
{/observationBvent>
</component1>
<componentl typeCode=" COP-[P >
{cbservationEvent classCode="085" moodCode="EVN™)
. <cade code="3" codeSystem— 2.16.840.1.113883.3,989.5. 1. 3. 2. L. 14" cudeSystem\’ersmn— 1.07 dlsplayName— FETHXF52
AR
<value xsi:type="ED™>J2.7, 2</value>
I— g@ej2.7.2: RETILHTDaAX —>
{/observationEvent>
{/conponent >
{component] typeCode="COMP™>
{observationfvent classCode="0BS" moodCode="EVN"}>
{code code="5" codeSystem="2. 16. B40. L. 113683, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="4-% D%HE"/>
. <value xsi:type="ED">J2.10</value> '
<I—— @@8J2. 10: S HEDFIE —>
{fobservationEvent>
{/componént1>
{componentl typeCode="COMP™>
{observationEvent clasaCode="0BS" moodCode="EVN™>
<code code="6" codeSystem="2. 16.840. 1. 113883, 3. 589. 5. 1. 3. 2. L. 10" codeSystemVersion="1.0" displayName=" %W{L@%glﬁg
e
{value xsiitype="ED">J2.11</value>
<I-- @eejyz. 11: %mfu$%$ﬁ$ -
{/observationEvent>
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{/component1>
{componentl typeCode="COMP™>
{observationEvent classCode="CB5S" moodCode="EVN">
{eode code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="3345 PN DI A"
” .
{value xsiitype="ED">]J2.16¢/value)
<I— #@efz. 16: |EAFOESR —
</observationEvent>
{/componentl’
{/adverseEventAssessment>
{/component>
<component typeCode="COMP™>
<observaticnEvent classCode="0BS™ moodCode="EVN™>
{code code="1" codeSystem="2. 16.840. 1. 113883. 3.989, 2. 1.1.19" codeSystem\’ersmn- 1.17 displayName="
adrhtmnall)ocumentsAvallable />
. <value xsi:type="BL" value="" true”/>
<l-- C.1.6.1: Are Additional Documents Available? ——>
</observationEvent>
<{/component> ! : .
{component typeCode="COMP™>
{observationEvent ¢lassCode="0BS" moodCode="EVN™>
<code code="23" codeSysten="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="L. 1" displayName="localCriterisPorExpedited”/

<value xsi:type="BL" value="true"/>
¢l-- C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</cotmponent>
<outboundRelationship typeCode="SPRT™>
<relatedInvestigation classCode="INVSTG™ moodCode="EVN">
{code code="1" codeSystem="2, 16. 840, 1. 113883, 3. 989. 2. 1. . 22" codeSystemVersion="1. 0" displayName="initialReport”/>
¢subjectOf2 typeCode="SUBJ"> C
{controlictEvent classCode="CACT" mocdCode="EYN™>
Sauthor typeCode="AUT™>
<assignedBntity classCode="ASSIGNED™>
{code code="C.1.8.2" codeSystem="2. 16. 840. 1, 113883, 3,989, 2, 1. 1. 3° codeSystemVersion="2.0%/>
<!— C.1.8.2: First Sender of This Case —>
{/assignedEntity> -
{/author>
</controlActEvent>
</subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRT™>
<relatedInvestigation classCode="INVSTG™ mocdCode="EVN™>
<code nullFlaver="NA"/>
<subject0f2 typeCode="SUBF™>
{controlActEvent classCode="CACE" moodCode="EVN">
<id extension="C. L 10.r" root="2.16.840. 1. 113883.3.989.2.1.3.2"" .
<!~ C.I.10.r: Identification Mumber of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
</contrelactEvent> .
) {/subjectOf2>
</relatedInvestigation> '
</outboundRelationship> ’
<outboundRelationship typeCode="SPRI™>
<relatedInvestigation classCode="INVSTG™ moodCode- E"N >
<code nullFlavor="NA"/>
<subjectOf2 typeCede="SUBJ">
¢controlActEvent classCode="CACT” moodCode="EVN™>
<id extension="C. L I0.r" root="2.16.B840.1, 113883, 3. 989. 2. 1.3.2"/>
1= €. 1.10,r: Identification Number of the Report Which Is Linked to this Report {repeat as necessary) #2 —>
</controlictEvent>
{/subject0f2>
¢/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
Ccode code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 227 codeSystem\'ersmn— 1. 0 displayName="scurceReport”/>
<subject®f? typeCode="SUBJ">
<controlictEvent classCode="CACT™ moodCode="EVN™>
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<asIdentifiedEntity classCode="IDENT™>
<code code="J2.27. 1" codeSystem="2. 16. 840, 1, 113883.3.989.5. [. 3. 2. 1. 15" codeSystemVersion="L 0" />
<I— @g@J2.27.r 72 #1—>
</asldentifiedEntity>
<asldentifiedBntity classCode="IDENT">
<eode code="]2. 29, r" codeSystem="2. 16. 840, 1. 113883. 3. 986. 5. . 3.2. 1.9” codeSystemVersmnﬁ 1.0%°/>
<l g88J2. 29, r tRERATFSE 81 —> .
' {/asldentifiedEntity>
<asLlocatedBntity classCode="LOCE™>
{location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="C.2.1.3” codeSystem="1.0.3166. 1. 2.2"/>
¢l-- C.2.1.3: Reporter’s Country Code %1 —>
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</location>
</aslocatedEntity>
</assignedPerson>
{faszignedEntity>
</author>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>.
{/outboundRelationship>
<outbuundRelationship typeCode="SPRT">
<relatedInvestigation classCode=" INVSTG” moodCode="EVN™>
{code code="2" codeSystem="2. 16. 840. 1. 113883 3.989,2, 1. 1,227 codeSystemVersion="1.0" displayName=" sourceRepart s
<{subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT™ moodCode="EVN™>
<author typeCode="AUT™>
<assigredEntity classCode="ASSIGNED™> .
<assignedPerson classCode="PSN™ determinerCode="INSTANCE™> ' o
<dsIdentifiedEntity classCode="IDENT™>
{code code="J2.27.r" codeSystem="2.16. 840. 1. 113883. 3, 959, 5. 1.3. 2. 1. 13" codeSystenVersion="1.0" />
<I-- @eay2.27.r B 72 #f2—>
{/asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT™>
<code code="J2.28.r" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2. L. 47 codeSystenVersioen="1, §"/>
<I— @82 20.r FRAFT #2 -
{fasldentifiedEntity>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C.2.1.3" codeSystem="1.0.3166.1.2.2"/>
<}— C.2.1.3: Reporter’s Country Code #2 —>
</location> .
</asLocatedEntity> N
{/assignedPerson>
{/assignedEntity>
{/author>
{/controlictEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<subjectOf1 typeCode="SUB]">
{controlActEvent classCode="CACT” moodCode="EVN"> )
{author typeCode="AUT"> . . :
<assignedEntity classCode="ASSIGNED™>
<code code="C.3.17 codsSysten="2. 16.840. 1. 113883, 3.989.2. 1. L. 77 codeSystenVersion="2. 0"/>
<I— C.3.1: Sender Type —>
<addr>
{streethAddressLinedC. 3. 4. 1</streetAddressLine>
¢l— C.3.4.1: Sender's Street Address —>
<eity>C. 3. 4. 2¢/city>
l— C.3.4.2: Sender’s City —> .
{state>C. 3. 4. 3{/state> - "
<l— C.3.4.3: Sender's State or Province —>
{postalCode>C. 3. 4. 4¢/postalCode>
{l—— C.3.4.4: Sender’'s Postcode -->
{/addr>
{telecom value="tel:C.3.4.6"/>
<l-- €.3.4.6: Sender’s Telephone —>
{telecom value="fax:C.3.4.7°/>
<1— €.3.4.7: Sender's Fax —>
{assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<{name>
<prefix>C. 3. 3. 2{/prefis>
<I— £.3.3.2: Sender’ s Title -
<given>C. 3. 3. 3¢/given> :
<l— €.3.3.3: Sender’s Given Name —>
{given>C. 3. 2. 4¢/given>
, <l— C.3.3.4: Sender's Middle Name —>
: <family>C. 3. 3. 5¢/Family>
<l C.3.3.5: Sender’s Family Name —>
*<¢/name>
<asLecatedEntity classCade="LOCE™>
{lecation classCode="COUNTRY” determinerCode="INSTANCE™>
{eode code="C. 3. 4.5" codeSystem="1.0.3166.1, 2. 2"/
<1— C.3.4.5: Sender's Country Code —>
{/location>
{/asLocatedEntity>
{/assignedPerson>
<representedrganization classCode="0RG" determinerCode="INSTANCE™>
{assignedEntity classCode="ASSIGNED™>
<represented0rganization classCode="0RG" determnerCode— INSTANCE™>
{name>C. 3. 2¢/name>
¢I— €, 3,27 Sender’ s Organisation —>
</represented0rganization>
. : {/assignedEntity>
{/representedOrganizationd
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</assignedEntity>
<fauthor>
<primaryInformationRecipient typeCode="FRCP™>
<assignedEntity classCode="ASSIGNED™>
<assignedPerson classCode="PSN™ determinerCode="INSTANCE™>
<name>
<{prefix>J2. 18. 2{/prefix>
<l-- 28272.18.2: RIEXK HEE —
<Family>]2. 18. 3¢/ Family>
<l— @8872.18.3: RiFH & —
{given>J2. 18. 4</given> Co
I 28812, 18, 4: P’-{:‘:% # —
</name>
{/assignedPerson>
{representedOrganization classCode— ORG” determinerCode="INSTANCE™>
<name>J2, 18. 1{/name>
<-- egeyz.18.1: REE MEs —
{/representedOrganization?
{/assignedEntity>
{/primaryInformationRecipient>
</controlActEvent?
<{/subhjectOfl>
<subject0fl typeCode="SUBJ™>
{controlActEvent classCode="CACT” moodCode="EVN™>
<id assigninghuthorityName="C.1.9. L. r.1" extension="C.1.9.1.r.2" root="%. 16.840.1. 113883.3.989.2.1.3.3"/>

<= C.1.9.1.1.1: Source{s} of the Case Identifier (repeat as necessary) %I —>
<|— C.1.9.Lr.2 Case Hdentifier(s) #1 —
<feontrolActEvent>
{/subjectOf1>

{subjectOfl typeCode="SUBJ">
{contralActEvent classCode="CACT" moodCode="EVN™>

<id assigningAuthorityName="C.1.9. L.r. 17 extension="C.1.9. L. .27 root="2, 16. 840. 1. 113883.3.989. 2. 1. 3.3 /)
{I— €. 1.8. L.r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
{I—C.1.9.1.1.2 Case Identifier(s) #2 —>
{/controlActEvent)
{/subject0f1>

<subjectOf2 typeCode="SUBJ™>
<investigationCharacteristic classCode="0BS” moodCode="EVN™>
{code code="1" codeSystem="2. 1. 840, 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1,0" displayName="ichReportType”/>
<value xsi:type="CE” code="C.1.3" codeSystem="2. 16. 840, L 113683. 3. 989.2.1. 1. 2" codeSystemVersion="2.0"/>
<!—'C. 1.3 Type of Report —>
{/investigationCharacteristic>
</subject0f2> .
<subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0B3" meodCede="EWN™>
<{code code="2" codeSysten="2. 16, 840, 1. 113883, 3. 989, 2. 1. 1. 23" codeSystenVersion="1.0" displayName="otherCaselds™/>
<value xsi:type="BL" value="true”/>
<!— C.1.9.1 Other Case Identifiers in Previcus Transmissions —>
{/investigationCharacteristic>
{/subjectOf2>
<subjectOf2 typeCode="SUBJ™>
{investigationCharacteristic classCode="0BS™ moodCode="EVN"> R i
) <code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystenVersion="1.0" displayName="nullificationimendmentCode”/
5 ! .
<value xsiltype="CE” code="C. 1. 1L I” codeSystem="2. 16. §40. 1. 113883. 3.989. 2. 1. 1. 5" codeSystenVersion="2, 0"/>
<l-- €. 1.11, 1: Report Nullification / Amendment —>
¢/investigationCharacteristic>
</sub ject0f2>
<subject0f2 typeCode="SUB]">
¢investigationCharacteristic classCode="0BS" mocdCode="EVN">
{code code="4" codeSystem="2. 16. 840, 1. 113883, 3. 98%. 2. 1. 1. 23" codeSystemVersion="1.0" dlsplayName—
nullificationAmendmentReason”™/>
{value xsi: type" CE™>
(or:gmalText)C 1. 11. 2</originalText>
¢!— (.1, 11.2: Reason for Nullification' / Amendment —>
</value>
</investigationCharacteristic)
{/subject0£2> .
{subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="1" codeSystem="2. 16, 840, 1. 113883, 3, 989, 5. 1. 3. 2. 1. 127 codeSystemVersion="1.0" displayName="S%3I&5 ‘(@545 "/
{value xsi:type="CE™ code="J)2. 12" codeSystem="2.16.840. 1. 113883, 3.989.5.1.3. 2. [. 1" codeSystemVersion="1.1"/> '
<I— geeJz. tar HBIES (MESHW —
{/investigationCharacteristic>
{/subjectOf2>
{subject0f2 typeCode="SUB]™>
¢investigationCharacteristic classCode="08S" moodCode="EVN™> i
<code code="2" codeSystem="2. 16. 840, 1. 113883. 3. 989. 5. 1.3. 2. 1. 12" codeSystemVersion="1.0" displayName="435EHEE"/>
" <value xsi:type="TS" value="20130107"/> ’
<l-- ggasz, 2. 1: #iLEEER —
{/investigationCharacteristic>
</subjectDE2>
<subjectGf2 typeCode="SUB]™>
{investigationCharacteristic classCode="0BS” moodCode="EVN™>
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<code code="3" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 127 codeSystemVersion="1.0" displayName="34&REBRA BT+ 2 A ¥

<value x5iitype= ED">]J2. 2. 2¢/value>
<l-- @86J2.2.2: WEERAIET =AY
{/investigationCharacteristic>
</subjectDf2>
<subject0f2 typeCode="SUB]™> ‘
{imvestigationCharacteristic classCode="0BS" moodCode="E¥N™>
{code code="3" codeSystew="2. 16.840. 1. 113883. 3. 989.5. 1. 3. 2. 1. 12" codeSystenVersion="1.0" displayName="#i5%t &7 F &/
{value xsi:type="CE” code="]2.8.1" codeSystem="2. 6. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 6" codeSystemVersion="1.1"/>
{— 88@]2,8.1: BEHRAZFS —
{/investigationCharacteristic
</subjectOf2>
<subject0f2 typeCode="SUBI">
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
{code code="6" codeSystem="2. 16. E40. 1. 113883..3. 989.5.1.3. 2. 1. 12" codeSystemVersion="1.0" displayName="#% @A nEB"/>
¢value xsi:type="ED">J2.8. 2<{/value> ’ ’
<l— ee@)2.8.2: WMEAHRAOCEE —
</investigationCharacteristicy>
</subjectOf2>

{/investigationEvent>

{/subjec
</controlict

1>
Process>

</PORR_ING49016UV> .

<1— Message #1
{1— Message #2

—
b

<l— PORR_IND4O016UV —>

<1— /PORR_INC4S
{1— Message #2

0160V —>-
—

<receiver typeCode="RCV™>

<device clas
{id exte
<d—N.1
<{/device>
{/receiver>

sCode="DEV" determinerCode="INSTANCE™>
nsion="N. 1. 4" root="2. 16, 840. 1, 113883, 3.989. 2. 1. 3. 147/>
.4: Batch Receiver Identifier —> .

<sender typsCode="SND">

{device clas
<id exte!
<J— N1

</device>

{/sender>
</MCCI_IN200100UVO1>

sCode="DEV" determinerCode="INSTANCE"> .
nsion="N. 1. 3" root="2. 16. 840, 1. 113883. 3, 980. 2. 1.3. 13" />
.3: Batch Sepder Identifier —>
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2AN
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RIIHE 5 25

XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3 '
MCCI_IN200100UV01.xsdJ/PORR_IN049016UVI[rl/controlActProcess@classCod
e='"CACT'|[@mood Code="EVN'}/subjectl@typeCode="SUBJ[1)/investigationEvent
[@classCode=TNVSTG' [@mood Code="EVN'"l/component[@type Code="COMP'[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode="EVN'//subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode="TNVSBJ"
l/subjectOf2[@typeCode="SBdJ'l[organizer/codel@code="4'1[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.207)[1]/organizer[@classCode="CATEGORY 'l [@mood Code="E
VN')/component[@type Code="COMP'][substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM']|@mood Code="EVNT/consumable[@typeCode
='CSM][1)/instanceOfKind[@classCode="INST'l/kind OfProductl@classCode="MM
AT'][@determinerCode="KIND'/asManufacturedProducti@classCode="MANU/su
bjectOfl@typeCode="SBJ'][approvall [1l/approval[@classCode='"CNTRCT'I [@mood
Code='EVN'l/p ertinentInformation[@typeCode="PERT'][1]/policy [@classCode="PO

LICY'[@moodCode="EVN"/code[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.

4'l/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UVO01[@ITS Version="XMI,_1.07[@xsi’schemal.ocation="urn’hl7-
orgv3d . | |
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'l/subject[@type Code='SUBJ|[1)/investigationEvent
[@classCode="INVSTGT[@moodCode="EVN'l/component[@typeCode="COMP][adv
erseliventAssessment] [l]ladverseEvéntAssessment[@classCode*—“‘INVSTG'] [@mo
odCode="EVN/subject1[@typeCode="SBJ'l[1}/primaryRole[@classCode=TNVSBJ'
VsubjectOf2[@typeCode="SBJ'l[organizer/code[@code="4"][@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer{@classCode='CATEGORY'][@mood Code="E
VN/component|@typeCode="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'] [@mood Code="EVN'/consumable[@type Code

='CSM'[1)/instanceOfKind [@classCode="TNST'}/kind OfProduct[@classCode="MM




AT[@determinerCode="KIND')/asManufactured Product@classCode="MANU'l/su
bjectOfl@typeCode="SBJ'l[approvall[1)/approval[@classCode='"CNTRCT'] [@mood

Code="EVN'/pertinentInformation[@typeCode="PERT'][1}/policy[@classCode="PO
LICY'][@mood Code="EVN'l/code[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.

4‘]/@c0deSystemVersmn

Gib SiE

£ 6’3%&%&'%0 ) % B ?il:%nnb—ﬁxfﬁ E%uul#i%#ﬁ%l:%nn@#ﬁ‘\w)\iﬁﬂ%
#IRY,

R Tk

BIE 5 & 0 eI o — MELRIR L CEST 52 L,

F— 8l

1A

G g

BB E R

XPath

(value)

/MCCI_IN200100UV01 [@ITSVersion='XML_ 1.0T[@xsiische maLocation="urnhl7-
org:v3 -
MCCI_IN200100UV01.xsd'I/'PORR_IN0490 16UV[r]/controIActProcess[@classCo_d
e='CACT'][@mood Code="EVN'//subject[@type Code="SUBJ1[1)/investigationEvent
[@classCode="INVSTG'1[@mood Code=EVN'/component|@typeCode='COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG][@mo
odCode=‘EVN']/subject1[_@typeCode='SBJ'][l]lprimaryRole[@classCodez‘INVSBJ "
l/subjectOf2l@typeCode='SBJ'l[organizer/code[@code='4] [@codeSystem='"2.16.840.
1.113883.3.989.2.1.1.20'[l{1]/organizer[@classCode='"CATEGORY' [@moodCode="E
VN'/ecomponent@type Code="COMP'][substanceAdministration/id][kl/substanceA
dministration [@classCode="SBADM'l[@moodCode="EVN'/consumable [@typeCode
='CSM[1)/instanceOfKind [@classCode="INST')/subjectOfl@typeCode="SBJ"l/obse
rvationEventlcode[@code='2"1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"
I1][@classCode='OBS'] [@moodCode="EVN'l/valuel@xsi:type="CE1[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'//@code .

XPath
(null

flavor)

MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemalLocation="urn:hl7-
org:v3 _ &
MCCI_IN200100UV01.xsd'//PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ'I[1]/investigationEvent
[@classCode=TNVSTGI[@mood Code='"EVN/component[@typeCode='"COMP'] [adv
erseEventAssessment] [1]fadverseEventAssessment[@classCode=‘INVSTG'] [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRolel@classCode=INVSBJ"
|/subjectOf2[@type Code='SBJ'l{organizer/code[@code="4"][@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20']][1)/organizerl@classCode='CATEGORY' [@mood Code="E
VN'l/eomponent[@typeCode="COMP"'] [substanceAdministration/id][1)/substanceA
dministration{@classCode="SBADM'l[@mood Code="EVN'l/consumable[@type Code

='CSM'][1)/instanceOfKind|@classCode="INST'l/subject Ofl@type Code="SBJ'l/obse




N[1][@classCode="OBS ][@moodCode='EVN ]/value [@x31-type='CE 1[@codeSystem
'='2.16.840.1.113883.3.989.5.1.3.2.1.5'1/@nullFlavor

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0"[@xsi:schemaLlocation="urn:hl7-
(codeSystem | orgiv3
Version) MCCI-IN2001000V01.xsd'//PORR_IN048016UVIt]/controlActProcess [@classCod_
e='CACT'[[@mood Code="EVN'l/subject@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN')/component[@type Code="COMP"[adv
erseEventAssessment]{1])/adverseEventAssessment[@classCode=INVSTG'[@mo
0dCode="EVN'l/subject1{@iypeCode="SBJ[1)/primaryRole[@classCode="INVSBJ" |
l/subjectOf2]@typeCode="SBJ"] [organizer/codel@code="4'l [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1][1)/organizer[@classCode='"CATEGORY'l[@mood Code="E
VN'/component[@type Code="COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'1[1)AinstanceOfKind[@classCode="TNST')/subject Ofl@typeCode="SBJ T/obse
rvationEventicode[@code="2"[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1. 10"
I[1][@classCode='0OBS[@mood Code="EVN'l/value[@xsi:type="CEl[@codeSystem
_'2 16 840 1.113883. 3.989.5.1.3.2.1.5']/@codeSystemVersmn
J2.0.1 5T 5 ; T
8 H B él ﬁiﬂ:{\-")lﬂf ﬂimT?ﬁﬂ:KﬁmTﬁiﬂ:@Eﬁ%ﬁT'ﬁ—
FLE BETREEROWBENTT LTWARWEER, RETHREL LTHRETAZ &, 2
| BEFCHEAREREAT L BRI D TR TEE L LTRET 5, HLT
R ESENEZa— FEAVWTERTZ &,
7—& 1 HL7=—F 10A
EE active=3R5T
completed =5 -
XPath /MCCI_IN200100UV01[@ITSVersion="XMI._1.0'l [@_XSi3schemaL0cati0n='urn1h]’i'
orgva
| MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'l/subjecti@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG] [@moodCode—'EVN ]/statusCodef'@code
J2725E71:TLE§’§“Z)3)Z/}‘ R e o e R
HAHH *mTi&ﬂ:@%‘%ﬁ ﬁimTﬂiﬂ:@fEEﬂ 75_’71"9~
LT L
F— & A 10000AN
AR B 3k




XPath /MCCI_IN200100UV01 [@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl7-
orgva ‘

MCCI_IN200100UV01.xsd'l/PORR_IN049016 UVlr]/control ActProcessi@classCod
e="CACT'|[@mood Code="EVNl/subject[@typeCode='SUBJ'][1)/investigationEvent
[@classCode=INVSTG'][@mood Code="EVN'l/component|@typeCode="COMP'l[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG [@mo
odCdde=‘EVN‘]/componentl [@typeCode='"COMP'l[observationEventlcodel@code="

31[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1][1l/observationEvent[@c

lassCode="OBS'|[@mood Code="EVN'l/value[@xsi:type="ED']/text()

HESY | AR S R BRI PRSI O, RS OB E O A R
6 o

RBHHE | RS TIRS0D [=HEes 2o+ sol,

5 F IN

FFAMH 1=30 & 56 R4

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hl7-
org-v3 ' _

MCCI_IN200 IOOUVO1.xsd']/PORR_INO49016UV[r]lcontrolActPfocess{@classCod A
e='CACT'][@mood Code="EVN'l/ subject(@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN"/subjectOf2[@typeCode="SUBJ "] [inve
stigationCharacteristic/code[@code='"5"1l@codeSystem="2.16.840.1.113883.3.989.5.

1 1.3.2.1.12'])[1)/investigationCharacteristicl@classCode="OBS' [@mood Code="EVN'
Ivaluel@xsitype="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'/@code

XPath /MCCI_IN200100UV01{@ITS Version="XML_1.0'l[@xsi:schemal.ocation="urn:hl7-

(codeSystem | org:v3 '

Version) MCCI_IN200100UV01.xsd'l/PORR_IN049016UV(rl/controlActProcess@classCod
e='CACT'[@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVNl/subjectOf2[@typeCode='SUBJ ] [inve
stigationCharacteristic/code[@code="5' [@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.127][1)/investigationCharacteristic[@classCode="OBS [@mood Code="EVN'
Ivaluel@xsi‘type='CEll@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6 /@

| codeSystem Version

3282 HENSAOR L R
| RS | BIERAEAIRES R GEE IR 1T 350 T H45 i A BB 21T 5 B A
ERBENCHLBEAEZTET B, ' '

LAk | 2L '

Vahet £i 10000AN

AT - H B RCH




XPath

MCCIT, INZOOIOOUVO1[@ITSVer31on“'XML 1.0'l[@xsi:schemalocation="urn:hl7-

org-v3

MCCI_IN200100UV01.xsd'[/PORR_IN049016UVI[rl/controlActProcess[@classCod
e="CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'//subjectOf2[@type Code="SUBJ'[inve
stigationCharacteristic/code[@code="6'l[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.121] [1]/investigationCharécteristic[@classCode='OBS'] [@moodCode="EVN'
]/value [@xsi'type:'ED']/text()

EEF}EHH

TR e OB AL, Tk 24 53 A 6 B0 EET 0306 SEAY @aa[ﬂsﬁm "

R, ((MERBERAFCRLIMERAES A FT4 ) O—EFELEI2\T) ORIHR
[ RMA TR L BERETA FT A RE D RENEREANELTHT S,
Rk L
T—&F 10000AN
A E =h ) _ _
XPath /MCCI_IN200100UVO01[@ITSVersion="XML._1.0'{@xsi:schemalocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[xl/ controlActProcess [@classCod
e='"CACT'][@mood Code="EVN'l/subjectl@type Code="SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG'li@mood Code='"EVN'I/component@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessmenti@classCode=TNVSTG][@mo
odCode="EVN'l/component1[@typeCode="COMP'][observationEventlcode[@code='
4'l[@codeSystem="2.16.840.1.113883.3. 989.5.1.3.2.1.10'lI[1]/observationEventl@c
lassCode="OBS'l[@mood Code="EVNTvaluel@xsi:type="ED"text(

%®EWL§O<M%kA%®ﬁELowT£ﬁ

’3‘ Do
R 2L
F— & 10000AN
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XPath

/MCCL_IN200100UV01 [@ITSVersion=XML,_1.0'] [@xsi:schemaLiocation="urn:hl7-
orgfv3ﬁ N '
MCCI_IN200 1000V0 1.xsd'l/PORR_IN0490 16UV[1']/coﬁtrolActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subjectl@typeCode="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN'/component[@typeCode='COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG' [@mo
0dCode="EVN/component1[@typeCode='"COMP'] [observationEventlcodel@code="
5'lf@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10l]1[1l/observationEventl@c

lassCode="0OBS'l[@mood Code="EVN/valuel@xsi:type="ED'|/text(
I

EOMBE L pBEEE TR B,

2L

 10000AN

H BRI

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"] [@xsi:schemal.ocation="urn:hl7-
orgiv3 : _ '
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[xrl/controlActProcess@classCod
e="CACT'l[@mood Code="EVN'V/subjectl@type Code="SUBJ'l[1l/investigationEvent
[@classCode=TNVSTG][@mood Code="EVN'}/component[@typeCode="COMP'[adv
erseEventAssessment][1l/adverseEventAssessment[@classCode=TNVSTG'] [@mo
0dCode='EVN')/component1[@typeCode="COMP'l[observationEvent[code[@code="
61[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1][1)/observationEvent[@c
lassCode="OBS'| [@mood Code="EVN'l/value[@xsi:type="ED')/text(

B4R

YRR BRI L\ 5 e 5 MR DI BRI B E i

RRHEBEE M L TOAWEAIE, BREBHEEC SRR LTV 5EEz— F
BEETAIL,

T 70AN

Eiag ) ERz:Ew

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-
orgvd .

MCCI_IN200100UV01.xsd I/PORR_IN049016 UV[z]/controlActProcessi@classCod
'e='CACT'[[@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1l/investigationEvent
[@classCode="INVSTG' [@mood Code='"EVN'/componenti@typeCode="COMP'] [adv
erseliventAssessment] [1]/adverseEventAssessment[@classCodez'INVSTG'] [@mo
odCode="EVN'/subject1[@typeCode="SBJ'l[1l/primaryRole [@classCode="INVSBJ'
1/subjectOf2[@typeCode='SBJ'] [organizer/code[@code='4']‘[@codeSystem=‘2', 16.840.
1.113883.3.989.2.1.1.20'11[1)/organizer[@classCode="CATEGORY' [@mood Code='E

10




VN'l/componentl@typeCode=" COMP'][substanceAdministration/id]/substanceAd
ministration[@classCode="SBADM}[@mood Code="EVN"l[consumable/instanceOf
Kind/kindO£Product/asSpecia]jzedKind/generalizedMaterialKind/ code/originalTe
| xt][1}/consumable[@typeCode='CSM'][1)/instance OfKind{@classCode="INST)/kin
dOfProduct[@classCode=MMAT']|[@determinerCode="KIND'/fasSpecializedKind|[
@classCode='GEN'l[1]/generalizedMaterialKind[@classCode="MAT] [@determiner

J2.a3rl EHEME

Code="KIND"/code/originalText/text()

MR T L iC. T A RREO RS AR OB RS A R 5.

THBHA

e Tk BRIEREZRHLTORWESIZE, EMed52 L,

F—FE 2N

Al YL

XPath - /MCCI_IN200100UV01I@ITS Version=XML_1.0'1{@xsi:schemaLocation="urn:hl7-
orgiv3

MCCI_IN200100UV01.xsd'l/PORR,_IN049016UV([r)/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'l/subjecti@typeCode="SUBJ'[1)/investigationEvent
[@classCode=TNVSTG'I[@mood Code="EVN'l/component[@type Code='"COMP[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo

0dCode="EVN"/subject1[@typeCode="SBJ'|[1)/primaryRole [@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'[organizer/codel@code="1'{{@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'T] [rVorganizer[@classCode='CATEGORY'| [@mood Code
='EVN'l/component[@typeCode="COMP")/observation{@classCode="OBS'] [@mood

Code="EVN'[code[@code="7"l[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1. 10"

Nivalue [@xsiitypefINT'}/@ﬁalue

R T b iC . 7 B R DR R B A A LT B R SRR e T B,

HEHHA
T BB EENEZRH L T AEEITE, BlEEBT5 I LR TE 5, RRHER
' EEFEHLTOWARWESIZHE, WREEHEZECTER LTV AMBRELERTLHZ

& E—OIRREMFTMEFE CHEORBENR L THHEIE. b~ TR > TEft
T5ZE, - -

F—FA 1000AN -

FrA B hitHk

XPath - MICCI_IN200100UV01[@ITS Version=XML,_1.0'{@xsi:schemal.ocation="urn:h17-
orgv3d

MCCI_IN200100UV01.xsd' l/PORR_IN049016UV[r}/controlActProcess[@classCod
e='CACT'][@moodCode="EVN/subject[@typeCode="SUBJ'}[1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/component[@typeCode="COMP][adv

erseBventAssessment][1l/adverseEventAssessment[@classCode=INVSTG'] [@mo -

11




odCode="EVNV/subject1[@typeCode="SBJ'1[1)/primaryRole[@classCode=TNVSBJ'
V/subjectOf2[@typeCode="SBJ'l[organizer/codel@code="1][@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'll[xr)/organizer[@classCode='"CATEGORY'l[@mood Code .'
=EVN'//component[@typeCode='COMP")/observationl@classCode="OBS'l[@mood
Code="EVN'l[codel@code='8'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
ll~value[@xsitype="ED'Mtext( '

Bz

7 R OB ER B R A\ B BB AT

e BB OBRA IR NE & R LTV 5BAIIT, BREAWT 5 L HiCE
Do IRBEHEEEEZRE L TORWESITE, BKS X 0EYRa— FEZBIRLT

s oL,

1N

BIHE 5 B

MCCI_IN200100UV01[@ITSVersion="XML_1.01[@xsi:schemal.ocation="urn:hl7-
org-v3d , '
MCCI_IN200100UV01.xsd'I/PORR._IN048016 UVIrl/controlActProcess[@classCod
e="CACT] [@mbodCode='EVN']/subject[@typeCode='SUBJ I[1)/investigationEvent
[@classCode=TNVSTG']|[@mood Code="EVNl/component[@typeCode="COMP'| [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTGl[@mo
0dCode="EVN')/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=INVSBJ'
J/subjectOf2@typeCode="SBJ'l[organizer/codel@code="1"[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'1] [r]lorganizer[@classCode='CA’f‘E_GORY'] [@moodCode
='"EVN'Y/component{@typeCode='COMP'l/observation[@classCode="OBS'] [@mood
Code="EVN'l[code[@code='9"[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
llvaluel@xsitype='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'/@cod
e

XPath
(codeSystem
Version)

/MCCI_IN200100UVO01[@ITS Version=XML_1.0l [@xsi:schemal.ocation="urn:hl7-
orgvy ‘ :
MCCI_IN200100UV01.xsd/PORR,_IN049016UV[xrl/controlActProcessi@classCod
e='CACT'l[@mood Code="EVNT/subject[@type Code="SUBJ'][1V/investigationEvent
[@classCode="INVSTG'| [@mood Code="EVN'l/component[@type Code='COMP[adv
erseEventAssessment][1]/adverseFiventAssessment[@classCode=TNVSTG'][@mo
0dCode="EVN'V/subject1[@typeCode="SBJ1[1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode="SBJ'[organizer/codel@code="1"][@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'l][x}/organizer[@classCode='"CATEGORY'] [@_moodCode
=EVNl/component[@typeCode='"COMPV/observation[@classCode="OBS] [@mood
Code="EVN'|[code[@code="9"l[@codeSystem='2.16.840.1.113883.3.989 5. 1.3.2.1.10'
livaluel@xsi‘type="CEH@codeSystem='2.16.840.1:113883.3.989.5.1.3.2.1.7//@cod
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eSystemVersion

é&ﬂﬂ@%ﬁﬁ%%%ﬁﬁmmm@%@ﬁm%T¢ S

I’E E %REDEJ

B ek 72— FETI7 < Boolean THEMENRVBF AL true=F | &, W RV ES I Mfalse= |
By BRI B, '

T—FH Boolean 10A

A true=74
false =4

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@xsi'schemaT.ocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd' V/PORR_IN049016UV[rl/controlActProcess[@class Cod

-e='CACT]{@mood Code="EVN/subject[@typeCode="SUBJ'|[1)/investigationEvent

[@classCode=TNVSTG [@moodCode="EVN'l/componentl@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG[@mo
odCode='EVN'l/subjectl[@typeCode="SBJ][1]/primaryRole[@classCode="INV SBJ !
l/subjectOf2[@typeCode="SBdJ Tlorganizer/code[@code='1][@codeSystem="2.16. 840
1.113883.3.989.5.1.3.2.1. 11 )] [r//organizerl@classCode='CATEGORY'l[@mood Code
=EVN'/component[@typeCode='"COMP'l/observation[@classCode='"OBS']| [@mood
Code='"EVN'] [code[@code='10"l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1
01l/valuel@xsitype="BL'l/@value :

J2.144 Rh - Ba

ﬁﬁﬁ@IMBEHwElzmﬁﬁﬁ/ﬁiﬁﬁ(Mwmmﬁ—+i&@@0H6

BT
hTWaeH, BUERE S Licksm - BamzfET5- L,
% ML B THERE OWEREN 1 S0OBRA . BHERSIC VT, FHETE A2

Bk, THTE ZBEIEMEAHT S, é&ﬁkkkwfﬁﬁﬁﬁwﬁﬁﬁ

#@ﬁ%éFAi AAE LT B,
BIERSOF M VT, BEESRRETH 5B IIRFORREREE
5 WKL OB AETH BB OB ORI ENMELE TR L TE L F
BITE20RHMIT B b, 2B, TRMEOHNEEDL, ABMANED (8. Zofh
DIEBRAERSREC L TORESHE) © (1) 238BI52 L,

[/ HE | o FESLBHR L CE#HT B2 &,

7 —& 7 1IN

IR 1=3k%
2=BE%n
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML._1.0[@xsi:schemalocation="urn:h]7-

org:v3

MCCI_IN200100UV01.xsd'l/PORR IN049016UV[r]/contr01ActPr0ceSS[@ClaSsCOd
e="CACT'|[@mood Code="EVN'//subject[@typeCode="SUBJ'|[1)/investigationEvent

[@classCode="TNVSTG'|[@mood Code='EVN'l/component[@type Code="COMP'][adv

erseEventAssessmentl[1]/adverseEventAssessment [@classCode=TNVSTG'][@mo

‘0dCode="EVNV/subject1[@typeCode="SBJ'[1]/primaryRole[@classCode=TNVSBJ"

VsubjectOf2[@typeCode="SBJ'] [observationl[idilcode[@code='29'l[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.191M l/observation[@classCode="OBS'| [@mood Code=
'EVN'/outboundRelationship2[@typeCode=PERT'l[observation/code[@code="11"1[

‘@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'1[1)/observation[@classCode=

'0BS1[@moodCode="EVN'l/valuel@xsi:type="CE1[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8')/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@xsiischemaLocati0n='urnih17'
orgiv3 ' :
MCCI_IN200100UV01.xsd’ ]/PORR IN049016UVIxl/controlActProcessl@classCod
e="CACT'] [@moodCode—'EVN']!subJect[@typeCode—'SUBJ 1[1)/investigationEvent
[@classCode="INVSTG[@mood Code=EVN/component[@typeCode="COMP'[ady
erseEventAssessment][1])/adverseEventAssessmentl@classCode=TNVSTG'][@mo
0dCode="EVN/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode="INVSBJ'
I/subjectOf2[@typeCode="SBJ"] [observation[id][codel@code="29"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']]][i)/observationf@classCode="OBS' [@mood Code=
'EVN'l/outboundRelationship2{@typeCode="PERT'[observation/code[@code="11'][
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.101[1)/observation[@classCode=
'0BS1f@moodCode="EVN'/value[@xsi type“'CE][@codeSystem—'Z 16.840.1.11388

3.3. 989.5.1.3.2.1.8 ]/@codeSystemVersxon

TS RO R BRE I BT, AR CHENENAE ST b 5a,

NREZTT,

EHoa— FrLEilea— FEERLCE#RHT3 2 a

W E DFE, MER/ICMEESOFEIL. ﬁ%%ﬁ%ﬁ@l&?ﬁ?é &,
o, SEWERE OB, BEEIToEERE#HT S L,

BFE#HECRBWT, %Eéétlﬁiﬂfﬁﬂéﬁkiofl‘h@?*‘%mttéh?“_zﬁn\ 12>D#H
HE LTHELTELRLRY, FORKERZES 1 B FCEL L, #RDIERL EF
AL, zﬁﬁmﬁu%mﬂwﬂiﬁ%ﬁﬁfé*e

N BH, M—OEBEIMUETR SR, YRAERICOWCENRET 5, 7

DERIC L, AENRE O#% i FET T 4% ﬂu%ﬁiw{ﬁ%@%ﬂﬂﬁé & BHBED
ﬁﬁ@?ﬂ'&é&&é%ﬁfﬂ%@ ELEFATHL,
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ek, FEOBENAENRRELRIRS

X BmELTHL,

F— &5 24
FFAHE ISO 3166-1 77 7-2 DE=—F, EU
XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01l@xsi:schemaLocation="urn:hl7-

org.v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016 UV[r)/controlActProcessl@classCod
e='"CACT1[@mood Code="EVN'l/subject@typeCode='SUBJI [ 1V/investigationEvent
[@classCode=TNVSTG[@mood Code="EVN/reference[@type Code=REFR1[docu

ment/code[@code="2][@codeSystem="2.16.840.1.113883.3.989.2.1.1.27'}ix)/docum

entl@classCode="DOC'[[@mood Code="EVN'l/participation[@typeCode="AUT/assi
gnedEntity[@classCode="ASSIGNED']/representedOrganization[@classCode='OR
G'll@determinerCode="TNSTANCE'/asLocatedEntity[@classCode="LOCE'/locatio
n[@classCode="COUNTRY ll@determinerCode=TNSTANCEl/code[@codeSystem=
'1.0.3166.1.2.21/@code '

-J216. MENBEOER

H A

W& R CAERERE BT, fﬁ%?ﬁﬂlﬂﬁﬂlﬂk:}bﬁ‘% E@’ﬁ% (H. 1)J
KRR LERBOEREAHBILTRT,

FRER TR

MBI BT, BERRER EOHEITIE, RBFTFA v (IR, 3,
WS R, ERSEDOLT. BETARBFNOHA Y A »EH TR L., kR
B TRROB-AI I, B SUIHBADA TR, in vive/ in vitro DR % & TR
HId,
%@%E%ﬁu%mfmf%ﬁ%%ut@/%ﬂ,ﬁﬁ%%ﬁ\ﬁﬁmﬁﬁ(%%-
THRIIIHE - HEOEW, FH EOEBEOWET. BiE - @A - RFeoPdit, 8o
ENY - BEZE, JREBROYIWT, BB oLEHBOM(YE), BEBONE (EHELOREER
DOYGFTORAITEYHEEL DRERT I L) #8580 TRBRT I L, '

500AN

B R

/MCCI_IN200100UVO01[@ITS Version="XML_1.0[@xsi:schemalocation="urn:hi7-

orgvy \

MCCI_IN200100UV01.xsd l/PORR_IN049016UV[xl/controlActProcessl@classCod
e='CACTT@moodCode=EVN'l/subjecti@typeCode="SUBJ 1 [1V/investigationEvent
[@classCode="TNVSTG'l[@mood Code=EVN')/component[@type Code="COMP'}[adv
erseEventAssessment] [1]/adverseEventAssessment[@classCode='INVSTG'] [@mo

0dCode="EVN1/component1[@typeCode='"COMP'l[chservationEventlcode[@code='
121[@codeSystem='2.16.840.1.113883.3. 989.5.1.3.2.1.10'111[1)/observationEvent[@

J2aty RR/FEOSE

classCode="OBS" ] [@moodCode“'EVN ]/value [@x31 type—'ED']/textO

HEHHA

Iﬁﬁﬁﬁi@%é} SRR, TR X% R R OAER T
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A 7L
7z H IN
HEA R 1=FRLRSERBFgE
' 2=FEEE R /% _
XPath /MCCI_IN200100UVO01[@ITSVersion=XML_1.0[@xsi:schemal.ocation="urn:hl7-

ent [@classCode—'DOC J[@mood Code="EVN'/title/text)

orgivd
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r)/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'//subjecti@typeCode="SUBJ'][1)/investigationEvent
[@classCode="TNVSTG'l[@mood Code="EVN'l/referencel@typeCode="REFR'][docu
ment/code[@code="2"1[@codeSystem='2.16.840.1.113883.3.989.2.1.1.27 ]][r]/docum

T

'ﬁmR@ﬂm%@m%z%Tﬁ

R STATBIE N EIR S Eﬁ%%ﬁ%ﬁ*"\ﬁ% LRLHEET 25

5 — Al 100AN

A EREERE

XPath | /MCCI_IN200100UV01[@ITSVersion="XML,_1.0'l[@xsi‘schemalocation="urn:hl7-

[@determinerCode="INSTANCE'|/name/text(

orgva

MCCI_IN200100UV01.xsd'I/PORR_IN0490 16UVIrl/controlActProcess [@(;lassCod
e="CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'[1)/investigationEvent
[@classCode="INVSTG'1[@mood Code="EVN'l/subjectOf1[@type Code="SUBJl[cont
rolActEvent/p rﬁnaryInformationRecipient] [1)/controlActEvent[@classCode="CAC
T'l@moodCode="EVN'l/primaryInformationRecipie nt[@type Code="PRCP']/assign
edEntity[@classCode="ASSIGNED"V/representedOrganization@classCode="ORG']

T

ICSR @%_{n%@)ﬁ & %71"3“
SLETIE HER L REHT5.
F—#% | 100AN
FAE H hitHk
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1. 0][@x31 schemal.ocation="urn:hl7-

org-v3

MCCI_IN200100UV01.xsd'l/PORR._IN049016UV|rl/controlActProcessl@classCod
e="CACTl[@mood Code="EVN'/subject[@typeCode="SUBJ [ 1V/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'/subjectOf1 [@type Code="SUBJ'] [cont
rolActEvent/primarylnformationRecipient][1]/controlActEvent@classCode="CAC
T1l@mood Code="EVN/primaryInformationRecipient[@typeCode="PRCPV/assign
edEntity[@classCode="ASSIGNED/assignedPerson[@classCode="PSN'] [@determ
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inerCode='INSTANCE' ]/name.’preﬁx[l]/texto

J2.18.3 Fa SR e
rﬁﬁ%ﬁfﬁ ICSR @ﬁ'{n%"ﬂ)ﬁ%mﬂ‘
REAE | BBoBEROBEREH TS,
F— & 100AN
rAE B B
XPath /MCCI_IN200100UV01[@ITSVersion="XML._1.0'[@xsi:schemal.ocation="urn:hl7-
orgiv3

MCCI_IN200100UV01.xsd'l/PORR IN049016UV[r]/controlActProcess[@classCod

e="CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ"][1]/investigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN"/subjectOfl[@typeCode="SUBJ"l[cont
rblActEvent/p rimaryInformationRecipient][1)/controlActEvent[@classCode='"CAC
T'|[@mood Code="EVN'l/p rimaryInformationRecipient [@typeCode="PRCP'//assign
edEntityl@classCode='ASSIGNEDV/assignedPerson[@classCode="PSN [@determ

merCode—'INSTANCE ]/name/famlly[l]/texto

%Eﬁ%”

ICSR @ﬁ{n%‘@:% %’71";‘

Ak BEOBEROAZEHT S,

7—&% | 100AN '

FEE B HeH

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@xsi: schemaLocatlon—'urn hl17-
org.v3
MCCI_IN200100UV01.xsd’/PORR_IN049016UVx)/controlActProcessl@classCod
e='CACT'Hl@moodCode="EVN'l/subject[@typeCode="SUBJ'l[1}/investigationEvent
[@classCode="TNVSTG'[@mood Code="EVN'l/subjectOfl[@type Code="SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1]/controlActEventl@classCode='CAC
T'[@mood Code="EVN'l/primaryInformationRecipientl@typeCode="PRCP/assign
edEntity[@classCode='ASSIGNEDl/assigned Personl@classCode="PSN'l[@determ
iner Code""INSTANCE']/name/gwen[l]ltexto

HERA

A

F—HHl 10000AN

A B Rl

XPath | Meer _IN200100UV01[@ITSVersion="XML_1.0'l{@xsi:schemal.ocation="urn:hl7-

org:v3
MCCI_IN200100UVO1. xsd‘]/PORR IN049016UVIxl/control ActProcessl@classCod
e='CACT'}[@mood Code="EVINT/subjectl@typeCode="SUBJ'I[1]/investigationEvent

17




[@classCode="INVSTG'|[@mood Code="EVN'/component[@type Code="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG' [@mo

0dCode="EVN'/component1[@type Code="COMP'}[observationEvent[codel@code='
131[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'111 [1]/observationEvent[@

classCode="OBS'l[@mood Code="EVN'l/value[@xsi:type="ED')/text(

HAMHA FHER

RETE |l

F—&H 10000AN

FFEE H HFEE

XPath /MCCI_IN200100UV01l@ITSVersion=XML_1.0'l[@xsi:schemal.ocation="urn:hl7-
orgv3

MCCI_IN200100UV01.xsdl/PORR_IN049016UV[xl/controlActProcessl@classCod
e='CACT'|[[@mood Code="EVN'l/subjectl@typeCode="SUBJ'I[1]/investigationEvent
[@classCode="INVSTG] [@moodCodé='EVN'];’component [@typéCode='COMP‘] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN')/component1[@typeCode="COMP"[observationEvent[code[@code="
141[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']]1[1)/observationEventl@
classCode="0BS'l[@moodCode="EVN'l/value[@xsi:type="EDl/text(

FiFER
RAFE 2L
T—H1 10000AN
FFEE =)z Y 2
XPath /MCCI_IN200100UV01|@ITSVersion=XML_1.0'l[@xsi:schemal.ocation="urn:hl7-
orgv3
MCCI_IN200100UV01.xsd' l/PORR_IN049016 UV[x)/controlActProcess[@classCod
e='CACT"] [@moodCode:'EVN']ISL}bject[@typeCode=‘SUBJ '[1]/investigationEvent
[@classCode:'INVSTG'] [@moodCode='EVN']lcbmponent[@typ eCode="COMP'] [ﬁdv
erseEventAssessment][1]/adverseEventAssessment [@classCode=TNVSTG[@mo
0dCode="EVN'/component1[@typeCode="COMP'] [observationEventlcode[@code='
157[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1. 101} [1]/observationEvent[@
_ classCode="0BS1[@moodCode="EVN'l/value[@xsi:type="ED'l/text()
J2.22 =4 * T
Y5 B R A FiHER
LT 7L
T — & A 10000AN
THEE B g
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XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01 [@xsi'schemaLocation="urn‘hl7-
' orgiv3 ‘
MCCI_IN200100UV01.xsd'//PORR_IN0490 16UV[r]lcontrolActProcess[@classCod
e='CACT'l[@moodCode="EVN'Vsubject[@typeCode="SUBJ'] [l]lmvestlgatmnEvent

[@classCode=TNVSTG'l[@mood Code="EVN/component[@typeCode="COMP'] [adv
erseEventAssessment}|1]/adverseEventAssessment[@classCode="TNVSTG1[@mo
0dCode="EVN'l/component1[@type Code="COMP] [observationEventlcode[@code="
16'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10')[ 1]/observationEventl@
classCode="0OBS'l[@moodCode="EVN'l/valuel@xsitype="EDVtext)

REMRHA E%ﬁﬂﬂuu BER#HE R ML BEERREICRV T, Y @ﬁﬁ‘%ﬂ"ﬁ‘c

RSB LR OBPEITHT 5,

7—#% | 100AN

FFAE B gk '

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0' [@xsi:schemaLocation="urn‘hl7-
org'va

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN')/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=INVSTG'l[@mood Code="EVN'l/component[@typeCode="COMP][adv
erseEventAssessment][1}/adverseEventAssessment[@classCode=TNVSTG][@mo

0dCode="EVN1/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ"
I/subjectOf2[@type Code='"SBd'|[organizer/code[@code="4'][@codeSystem="2.16.840.
1.113883.3.989.2.1.1.207] [1]/organizer[@claésCodez'CATEGORY'] [@moodCode="E
VN'l/componentl@typeCode='COMP'l [substanceAdministration/id] [k)/substanceA
dministration[@classCode='SBADM'l[@moad Code="EVN"//consumable [@typeCode
='CSM'l[1)/instanceOfKind[@classCode='INST"l/kind OfProduct[@classCode="MM
AT'] [@detelmmel Code—'KIND']/asNamedEntlty[l]lname[@xml lang="ja'l [l]f'texto

J2.24k BUSRER

R AR E RO R RS R wﬁgmmﬁm&T¢'

T8 B i

LR %&%ﬁ@fmf&kﬂﬂfﬁ 5 & UEY T W ERERERIR L CREHT 5,

FT—#3 | 3AN

FFAE B 5 2

XPath /MCCI_IN200100UV01[@ITSVersion="XMI1._1.0"[@xsi:schemaLocation="urn:hl7-
orgva.

MCCI_IN200100UV01.xsd' /PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT1I@mood Code="EVN"/subjectl@type Code="SUBJI[1]/investigationEvent
[@classCode="INVSTG] [@mood‘Code:'EVN']/comp onent[@typeCode="COMP'[adv
erseEventAssessment][1)/adverseEventAssessmentl@classCode=TNVSTCG [@mo
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0dCode="EVN"/subject1[@typeCode="SBJ'l[1)/primaryRole [@classCode='INVSBJ !
V/subjectOf2[@typeCode="SBJ'l[organizer/code[@code="4"][@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11[1l/organizerl@classCode='"CATEGORY'l[@mood Code="E
VN'l/componentl@type Code="COMP'lfsubstanceAdministration/id][k)/substanceA
dministrationi@classCode="SBADM'][@mood Code="EVN'l/consumable [@typeCode
=CSM[1)/instanceOfKind[@classCode=TNST/kind OfProductl@classCode="MM |
AT][@determinerCode="KIND'l/formCodel@codeSystem="2.16.840.1.113883.3.989

5.1.3.2.1.131[1)/@code
& E

IS

AR BN E, ERAA BRSO RS
EROT, RADKSEFT, |

Eise Wk

29 E2B WA D Gk23.r.1 ROMEERSSB L HFETRRT 5, Gk2.3r]l ICR#
L7cRSHE oW T, ARRCHRY T B8 RFEA % =855 & L. HHMR

PiR)

'3:“_‘5_-::

FLAMCHEYETAEAEAER L [2=3DMOS) T35 &,
N —

R

B 5 Z M

XPath

KIND'

/MCCI_IN200100UV01{@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:hl7-
orgv3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[nl/controlActProcessl@classCod
e='CACT"] [@moodCode:'EVN']lsubject [@typeCode="SUBJ'[1)/inve stigationEvent

| [@classCode=TNVSTG'[@mood Code="EVN'l/component [@typeCode='COMP1][adv

erseEventAssessment][1)/adverseEventAssessment[@classCode="INVSTG'] [@mo
odCode="EVN'l/ subje(;t 1[@typeCode="SBJ1[1l/primaryRole[@classCode=TNVSBJ'
I/subjectOf2l@typeCode="SBJ'][organizer/code[@code="4'[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20][1)/organizerf@classCode='CATEGORY H@mood Code="E
VN'l/componentl@type Code='COMP'][substanceAdministration/id] [k]/substanceA
dministration|@classCode="SBADM'l[@mood Code="EVN'l/consumable[@type Code
='CSM'][1)/instanceOfKind [@classCode="INST1/kind OfProduct@classCode="MM
AT'|[@determinerCode="KIND'/ingredient[@classCode='ACTT1[rV/ingredientSubs
tance[@classCode="MMAT'][@determinerCode="KIND"//asSpecializedKind[@class
Code='GEN'[1l/generalizedMaterialKind[@classCode="MAT'] [@determinerCode=" _
Jicodel@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.171@code _

2264 B

I8 AR

E%%ﬁ%%@”’ﬁﬁﬁ BERMERERBIERARE IZBWT, BEROESES =T,

RO T

%¥ E2B HA O Eilla BEFCREIE, $—RIERRICLY iy A
R/ AEFRXIEL2.10 GHER /A EFS MedDRA =— F) L CR#T 5,
Eilla 33 Ei2.1b KR LZBWERIC oW, EEMEL RS L 0 BINL THER
THZ L,
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F— 5l I2N

A BHE 5 2R

XPath MCCI_IN2001000UV01 [@ITSVersion='XML_1. 0'll@xsi:schemal.ocation="urn:hl7-
org-v3d

MCCI_IN200100UV01. xsd']/PORR INO49016UV[1']/controlActPrdcess[@classCod
e='CACT'] [@moodCode"EVN‘]/subJect [@typeCode= =SUBJT [1l/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/componentl@typeCode="COMP'[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG] [@mo

odCUde_:‘EVN'] /subjectl[@typeCode="SBJ'l[1)/primaryRolel@classCode="INVSBJ'
VsubjectOf2[@typeCode="SBJ"] [observationlid]lcode[@code="291] [@codeSystem='2.
16.840.1.113883.3.989.2.1.1.19']]][il/observation[@classCode="OBS'] [@moodCode=
'"EVN'1/outboundRelationship2{@type Code="PERT"[observation/code[@code="11'][
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1. 10']][1]/0bsefvation[@classCode=
'OBS'|[@mood Code="EVN'I/valuel@xsi:type='CE'][@codeSystem='2.16.840.1.11388

3.3.989.5.1.3.2.1.14')/@code

EERY | EEEAREIERRERLESEERGE BT 5~ 8ATH XIEFBAS
ROMNERT,

FL#H IR %9 J2.29.r WA FT L PP TR T 5,.-J2.29r TRIRLIZFEWAFTLS, F—H
AFRICET2EAE. N=5—8AFA] L L. BFHRAFRICETHBAX 2=
BRHMAFR] ER#TLI L,

— &1 1IN

A Bl 5 &R

XPath /MCCI_IN200100UV01 [@ITSVersiOIF‘XMLH 1.0'l[@xsi:schemal.ocation="urn:hl7-
orgiva

MCCI_IN200100UV01.xsd'l'PORR. IN049016[N[1]lcontrolActProcess[@classCod
e='CACT[@moodCode="EVN1/subjecti@typeCode="SUBJ'1[1]/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN"/outboundRelationship[@typeCode="
SPRT'l[relatedInvestigation/code[@code="2'l[@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22][x]/relatedInvestigation[@classCode="INVSTG'l [@mood Code="EVN'l/
subjectOf2[@type Code="SUBJ'}/controlActEventl@classCode="CACT'] [@mood Cod
e='EVN']lauth01‘[@typeCode='AUT']'/assignedEntity[@classCode='ASSIGNED']/as
signedPerson[@classCode="PSN'][@determinerCode="INSTANCE']/asIdentifiedE
ntity[@classCode="TDENT']{1]/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.
2.1. 15']/@code '

- J2. 28 i&kﬁo)ﬁ T :f_i :' -':.i : "5': “

HH nﬁﬂﬂ

i:?%@?[iﬂnnmﬂ‘l’ﬁﬁﬁ%&t’zﬁt)\mﬁ%%' ’ﬁﬁﬁ#ﬁﬂii :Folz\'C *%‘@ﬁﬂ}ﬁc’)ﬁ‘ﬂ%‘rﬁ‘

EHEFIE

BENLEOES, BIERAZRROEROFREZERT 5,
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5 S Y 1N
FAE RS M
XPath MCCI INZOOIOOUVO1[@ITSVersmn“'XML 1.0'l[@xsi:schemaLocation="urn:h17-

| orgiv3

MCCI_IN200100UV01.xsd" ]/PORR IN049016Uv[r]/contr01ActProcess[@classcod
e="CACT'][@mood Code="EVN'] /sub]ect[@typeCo de="SUBJ'][1]/investigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN'l/component[@type Code="COMP'[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG'l[@mo
0dCode="EVN"V/subject1[@typeCode="SBJ'][1]/primaryRolel@classCode="TNVSBJ'
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