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BRAVAZ VR (BEFR) HRE 3

<7xm]l version="1.0" encoding="UTF-8"7>
<MCCI_IN200100UV01 ITSVersion="XML_l. 0" xsi:schemalocation="urn:hi7-org: v3 MCCI_IN200100UV01. xsd” xmlns=" urn: hl7-org:v3” xulns:xsi="http://www. w3. org/
2001/XMLSchema—instance”>
<id extension="N.1.2” root="2.16.840. 1. 113883. 3.989. 2. 1. 3. 22" />
<!— N.1.2: Batch Number —>
{creationTime value="20101214151617"/>
<!— N.1.5: Date of Batch Transmission —>
{responseModeCode code="D"/>
<interactionld extension="MCCI_IN200100UV01” root="2. 16.840. 1. 113883.1.6"/>
<name code="N.1.1" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 1” codeSystemVersion="2.0"/>
<!=- N.1.1: Type of Messages in Batch —>
<!-- Message #1 —>
<PORR_IN049016UV>
<id extension="N 2.r.1” root="2.16.840. 1. 113883.3.989.2.1.3.1"/>
4= N.2.r.1: Message Identifier ~—>
{creationTime value="20101214151617"/>
{I-~ N.2.r.4: Date of Message Creation —>
{interactionId extension="PORR_INO49016UV" root="2.16.840.1.113883.1.6"/>
{processingCode code="P"/>
{processingModeCode code="1"/>
<acceptAckCode code="AL"/>
{receiver typeCode="RCV">
<device classCode="DEV” determinerCode="INSTANCE">
<id extension="N. 2.r.3” root="2.16. 840, 1. 113883. 3.989. 2. 1.3.12"/>
<l— 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”/> .
<l— N.2.1.2: Message Sender Identifier —>
</devicé>
{/sender>

<controlActProcess classCode="CACT” moodCode="EVN">
{code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883. 1. 18"/>
¢!— HL7 Trigger Event ID —>
<effectiveTime value="20101214151617"/>
<!—= C.1.2: Date of Creation —>
<subject typeCode="SUBJ">
<investigationEvent classCode="INVSTG” moodCode="EVN">
<id extension="C.1.1” root="2.16.840.1.113883.3.989.2.1.3.1"/>
<I— 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—- C.1.8.1: Worldwide Unique Case Identification Number —>
<id extension="J2.1b” root="2. 16.840. 1. 113883.3.989.5.1.3.2.3.17/>
<I-—- @@6J2.1b: BBIBFE (BE) —
<code code="PAT_ADV_EVNT” codeSystem="2. 16. 840. L, 113883, 5. 4"/>
<text>H. 1</text>
<!— H.1: Case Narrative Including Clinical Course, Therapeutic Measires, Outcome and Addltmnal Relevant Information —>
<statusCode code="active”/>
<l— 600J2.7.1 %T. ﬁ%mTEﬁ? ->
<effectivelime>
<low value="20090101"/>
<l— C.1.4: Date Report Was First Recewed from Source —>
{/effectiveTime>
<availabilityTime value="20090101"/>
<l—- C.1.5: Date of Most Recent Information for This Report —
<reference typeCode="REFR”>
{document classCode="DOC” moodCode="EVN"> .
<code code="1" codeSystem="2. 16. 840, 1. 113883. 3.989.2. 1. 1. 27" codeSystemVerslon— 1.0 dlsplayName-— documentsHeldBySender” />
<title>C.1.6.1.r. 1</title>
{!— C.1.6.L.r.1: Documents Held by Sender (repeat as necessary) #l —>
<text mediaType="application/pdf” representation="B64">C. L.6.1.r.2¢{/text)>
<!— C.L.6.1.r. 2: Included Documents #1 —>
</document>
{/reference>
(reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHe1dBySender?/>
<titledC. 1. 6. 1. r. 1</title>
<!— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 —>
<text mediaType="image/jpeg” representation="B64” compression="DF”>C.1.6. l.r. 2<{/text>
<!— C.1.6.L.r.2: Included Documents #2 —>
</document>
</reference>
. <reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN” >
<code code="2" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1literaturcReference”/>
C<titledJ2. 17. x</titled
<1 @@8eJ2. 17. r BER TFZROLEE #1 —>
<text mediaType="application/pdf” representation= BG4 >C.4. 1. 2</text>
{— C.4.r.2: Included Documents #1 —>
<bibliographicDesignationText>C. 4. r, 1</bibliographicDesignationText>
¢{!— C.4.r.1: Literature Reference(s) #1 —>



Record”/>

Investigation”/>

<participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{representedOrganization classCode="ORG” determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE”>
¢location classCode="COUNTRY” ‘determinerCode="INSTANCE">
{code code="J2.15.r” codeSystem="1.0, 3166.1.2.2"/>
<1— @ee)2. 15.r AKRE #1 —>
</location>
</asLocatedEntity>
</representedOrganization>
</assignedEntity>
{/participation>
</document>
{/reference>
(reference typeCode="REFR">
<docunent classCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 27" codeSystemVersion="1. 0" displayName=" llteratureReference 7/
<titledJ2. 17.r</title>
<I— 060J2.17.r B/ BFIROE #2 —> ¢
(text mediaType="application/pdf” representation="B64">C.4.r.2</text>
¢l— C.4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
{!— C.4.r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED”> -
<representedOrganization classCode="0RG" determmerCode— INSTANCE” >
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE” > <
<code code="J2.15.1" codeSystem="1.0. 3166. 1. 2.2"/>
<|— @eej2. 15. r ARE #2 —
</location>
</asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participation>
</document>
</reference>
<component typeCode="COMP">
{adverseBventAssessment classCode="INVSTG” moodCode="EVN" )
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
<¢playerl classCode="PSN” determinerCode="INSTANCE">
<name>D. 1</name> ’
<{!— D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5" codeSystem="1.0.5218"/>
<!— D.5 Sex —>
<birthTime value="20090101"/>
<d—D. 2.)1: Date of Birth —>
<deceasedTime value="20090101"/>
<l— D.9.1: Date of Death —>
<asldentifiedBntity classCode="IDENT">
<id extension="D.1.1.1” root="2.16.840. 1. 113883.3.989.2.1.3.7"/>
<!— D.1.1.1: Patient Medical Record NMumber(s) and Source(s) of the Record Number (GP Medical Record Number) -

<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989.2.1.1. 4" codeSystemVerslon— 1.0” displayName="GP"/>
{/asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT">

<id extension="D.1.1.2" root="2.16.840. 1. 113883, 3.989.2.1.3.8"/> ’

<!— D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Number) -

<code code="2" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 4" codeSystemVersion="1.0” displayName="Specialist”/>

</asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
<id extension="D.1.1.3” root="2.16.840. 1. 113883. 3. 989.2.1.3.9"/>
¢!— D.1.1.3: Patient Medical Record Number(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” codeSystemVersion="1.0” displayName="Hospital

</asldentifiedEntity>

<asldentifiedEntity classCode="IDENT">
<id extension="D.1.1.4" root="2.16.840. 1. 113883, 3. 989. 2. 1. 3. 10"/>
<!— D.1.1.4: Patient Medical Record Number(s) and Source(s) of the Record Number (Investigation Number) —>
{code code="4" codeSystem="2. 16. 840. 1/ 113883. 3.989. 2. 1. 1. 4” codeSystemVersion="1. 0" displayName="

{/asIdentifiedEntity>
<role classCode="PRS">
<code code="PRN” codeSystem="2. 16. 840. L. 113883. 5. 1117/>
associatedPerson classCode="PSN” determinerCode="INSTANCE"> -
<name>D. 10. 1{/name>
<i~= D.10.1: Parent Identification —>
CadministrativeGenderCode code="D. 10.6" codeSystem="1.0.5218"/>
<l— D, 10.6: Sex of Parent —>
<birthTime value="20090101"/>
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2

lastMenstrualPeriodDate”/>

bodyWeight”/>

height”/> "

<!==D.10.2.1: Date of Birth of Parent —>
{/associatedPerson>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2, 16. 840. 1, 113883. 3, 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="age”

<value xsi:type="PQ” value="10" unit="D.10.2.2b"/>
<I— D.10.2. 2a: Age of Parent (number) —>
<1—D.10.2.2b: Age of Parent (unit) —>
{/observation)
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
{code code="22" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

{value xsi:type="TS” value="20090101"/>
<!—— D.10.3: Last Menstrual Period Date of Parent —
{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

{value xsi:type="PQ” value="50" unit="kg"/>
<}——D.10.4: Body Weight (kg) of Parent —> - -
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="PQ” value="160" unit="cm”/>
<!—D.10.5: Height (cm) of Parent —>
</cbservation>
</subject0f2>
{subject0f2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883.3. 989, 2. 1. 1. 20” codeSystemVersion="1.0" displayName="

relevantMedicalHistoryAndConcurrentConditions”/>

1a"/>

displayName="comment”/>

displayName="continuing”/>

1a"/>

{component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
{code code="D.10.7.1.r.1b” codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="D. 10.7.L.r.

<l D.10.7.1.r. la: MedDRA Version for Medical History #1 —> -
<!— D.10.7.1.1. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 —>
<effectiveTime xsi:type="IVL_IS"> ‘

<low value="20090101"/>

<}~ D.10.7.1.x.2: Start Date #1 —>

<high value="20090101"/>

<1—D.10.7. L. r.4: End Date #1 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>

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

<code code="10" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1"

<value xsi:type="ED">D. 10.7.1.r.5</value>
<l— D.10.7.1.r.5: Comments #1.—>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR"> .
<observation classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2. 6. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

<{value xsi:type="BL” value="true”/>
<I— D.10.7. 1. r. 3: Continuing #1 —>
{/observation>
</inboundRelationship>
{/observation>
</component>
{component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN"> -
{code code="D.10.7.1.r.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.10.7. 1.r.

<!=—D.10.7.1.x. la: MedDRA Version for Medical History #2 —>
<!~ D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 —>
CeffectiveTime xsi:type="IVL_TS">

<low value="20090101"/>

<!—D.10.7.1.1.2: Start Date #2 —>

<high value="20090101"/> .

<!— D.10.7.1.r.4: End Date #2 —>
</effectiveTimed
<outboundRelationship2 typeCode="COMP”>

{observation classCode="0BS” moodCode="EVN"> .

{code code="10" codeSystem="2. 16. 840. 1. 113883. 3, 989, 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="comment”/>
<value xsi:type="ED">D.10.7. 1. r.5{/value>
<!=—=D.10.7.1.1.5: Comments #2 ~—>
{/observation> ~
{/outboundRelationship2>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="13" codeSyster="2. 16, 840. 1. 113883.3.989. 2. L. 1.19” codeSystemVersion="1.1"
displayName="continuing”/> ' .
<value xsi:type="BL” value="true”/>
<!— D.10.7.1.r.3: Continuing #2 —>
{/cbservation>
</inboundRelationship>
</observation>
</component>
<component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
<code code="18" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1"
di splayName="historyAndConcurrentConditionText”/>
: <value xsi:type="ED”DD. 10.7.2</value>
<}— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —>
</observation> ’ .
</component>
{/organizer>
</sub ject0f2>
<subject0f2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1 1.20" codeSystemVersion="1.0” displayName="
drughistory”/>. .
<component typeCode= COMP™> -
<substanceAdministration classCode="SBADM" moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS"> )
<low value="20090101"/>
<!—D.10.8.r.4: Start Date #1 —>
<high value="20090101"/>
¢}— D.10.8.r.5: End Date #1 —>

{/effectiveTime)> {
{consumable typeCode="CSM”>
<instanceOfKind classCode=" INST > 7

<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D. 10.8.r.2b" codeSystem="TBD-MPID” codeSystemVerslon— D.10.8.1.2a"/>
<!— D.10.8.1.2a: MPID Version Date / Number #1 —>
<l-— D.10.8.1. 2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 10. 8. r. 1{/nane>
<1~ D.10.8.x. 1: Name of Drug as Reported #1 —>
</kind0fProduct>
{/instanceOfKind>
.</consumable>
{outboundRelationship2 typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 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" -
codeSystemVersion="D. 10. 8. r. 6a”/> : '
: <l— D.10.8.1.6a: MedDRA Version for Indication #1 —>
<!— D.10.8.r.6b: Indication (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
_<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1, 19” codeSystemVersion="1.1"
displayName="reaction”/> .
: <value xsi:type="CE” code="D.10.8.1.7b” codeSystem="2. 16. 840. 1. 113883, 6. 163"
codeSystemVersion="D. 10. 8. x. 7Ta”/> . .
. <l— D.10.8.r.7a: MedDRA Version for Reaction #1 ——>
<1— D.10.8.xr. Tb: Reactions (MedDRA code) #1I —>
{/observation> !
{/outboundRelationship2>
</ substanceAdmnlstratmn)
</component>
{component typeCode="COMP">
<substanceAdministration classCode— SBADM” moodCode="EVN">
<effectiveTime xsi:type="IVL_IS">
<low value="20090101"/>
<!— D.10.8.1.4: Start Date #2 —>
<high value="200901017/> -
¢}— D.10.8.r.5: End Date #2 —>
) {/effectiveTime>
g {consumable typeCode="CSM">
) {instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode=" KIND >
<code code="D. 10. 8. r. 3b” codeSystem="TBD-PhPID” codeSystemVersion="D. 10.8.r.3a"/>
<= D.10.8.r.3a: PhPID Version Date / Number #2 —>
<!— D.10.8.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>
{/consumable>
<outboundRelationship2 typeCode="RSON">
<{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 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"
codeSystemVersion="D. 10. 8. r. 6a”/> . ‘
<l— D.10.8.1.6a: MedDRA Version for Indication #2 —>
<]~ D.10.8.r.6b: Indication (MedDRA code) #2 —>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="CAUS">
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="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. . 7a”/> ' :
: <!— D, 10.8.1. 7a:. MedDRA Version for Reaction #2 —>
<l— D.10.8.r.7b: Reactions (MedDRA code) #2 —>
{/observation>
{/outboundRelationship2>
{/substanceAdministration>
</component>
{/organizer>
{/subject0£2>
roled
</playerl>
<subjectOfl typeCode="SB]">
<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 Number ——>
{code code="C.5.4” codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 8” codeSystemVersion="2.0"/>
{!— C.5.4: Study Type Where Reaction{(s) / Event(s) Were Qbserved —>
<titledC. 5. 2</title>
<l— C.5.2: Study Name —>
<authorization typeCode="AUTH"> N '
<studyRegistration classCode="ACT” 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.x.1: Study Registration Number #1 —>
<author typeCode="AUT">
<territorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.5.1.71.2" codeSystem="1. 0. 3166. 1.2.2"/>
<l= C.5.1.r.2: Study Registration Country #1 —>
</governingPlace)
{/territorialAuthority>
</author>
{/studyRegistration)
</authorization>
<authorization typeCode="AUTH”>
<studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1” Toot="2, 16. 840, 1. 113883, 3. 989. 2. 1. 3.6"/>
<l=- C.5.1.r.1 Study Registration Number #2 —>
<author typeCode="AUT">
<territorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.5.1.r.2” codeSystem="1. 0. 3166. 1.2.2"/>
<!— C.5.1.r.2: Study Registration Country #2 —>
</governingPlace>
{/territorialAuthority>
{/author>
{/studyRegistration>
{/authorization>
</researchStudy>
{/subject0f1>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN"> .
{code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="age”/>
<value xsi:type="PQ" value="10" unit="D.2.2b"/>
<!~ 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>
</subject0f2>
<subjectOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16.840. 1. 113883. 3, 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
gestationPeriod”/>
<value xsi:type="PQ” value="10" unit="D.2.2.1b"/>
<l— 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) —>
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lastMenstrualPeriodDate”/>

{/observation>

"</subject0f2>

<{subject0f2 typeCode— SBJ” >
{observation classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.19” codeSystemVersion="1,1” d1sp1ayName—- ageGroup”/>
<value xsi:type="CE” code="D.2.3" codeSystem="2.16.840. 1, 113883.3.989.2.1.1. 9” codeSystemVersion="2.07/>
K1— D.2.3: Patient Age Group (as per reporter) —> '
{/observation> ‘
</subject0f2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="bodyWeight”/

(value xsi:type="PQ” value="48.2” unit="kg”/>
<!— D.3: Body Weight (kg) —>
{/observation> :
</subject0f2> . .
<subjectOf2 typeCode="SBJ"> '
<observation classCode="0BS” moodCode="EVN™>
<code code="17" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1.19” codeSystenVersion="1.1” displayName="height”/>
<value xsi:type="PQ” value="152" unit="cn"/>
<+—D.4: Height (cm) —
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="22" codeSystem="2. 16, 840, 1. 113883 3. 989.2 1.1.19” codeSystemVersion="1.1" displayName="

{value xsi:type="TS” value="20090101"/>
<!— D.6: Last Menstrual Period Date —>
</observation>
{/subject0f2>
<subjectOf2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 16.840. 1. 113883. 3. 980. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="

relevantMedicalHistoryAndConcurrentConditions”/> : ) N

displayName="comment”/>

displayName="familyHistory”/>

displayName="continuing”/>

{component typeCode="COMP”>
<observation classCode="0BS” moodCode=" EVN > ]
{eode code="D.7.1.r.1b” codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="D.7.1.r.1a"/>
<l— D.7.1.r.1a: MedDRA Version for Medical History #1 —>
<1— D.7.1.1.1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 —>
<effectiveTime xsiitype="IVL_IS">
<low value="20090101"/>
<l— D.7.1.r.2: Start Date #1 —>
<high value=“20090101"/>
¢{!——D.7.1.r.4: End Date #1 —>
</effectiveTime>
<outboundRelationship2 typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. L. 1. 19" codeSystemVersion="1.1"
. 3
<value xzsi:type="ED">D.7. L r.5¢/value>
<l— D.7.1.r.5: Comments #1 ~—>
</observation>
</outboundRelationship2> -
<outboundRelationship2 typeCode="EXPL">
{observation classCode="0BS” moodCode="EVN">
<code code="38" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 13" codeSystemVersion="1.1"
<value xsi:type="BL” value="true”/> "
<!— D.7.1.r.6: Ramily History #1 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2. 16. 840, 1. 113883 3. 889. 2. 1. 1. 19" codeSystenVersion="1.1"

{value xsi:type="BL” value="true”/>
<I—D.7.1.r 3: Continuing #1 —>
</observation>
</inboundRelationship>
{/observation>
</component>
<component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN"> '
¢code code="D.7.1.x.1b” codeSystem="2. 16, 840. 1. 113883. 6. 163" codeSystemVerslon— D.7.1.r.1a />
¢}— D.7.1.1.1a: MedDRA Version for Medical History #2 —>.
<l-= D.7.1.7. 1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!— D.7.1.r.2: Start Date #2 —>
<high value="20090101"/>
¢}~ D.7.1.1.4: End Date #2 —>
</effectiveTime>



<outboundRelationship2 typeCode="COMP”>
{observation 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">D.7. 1., 5</value>
<!— D.7.1.1r.5: Comments #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL">
{observation classCode="0BS” moodCode="EVN"> .
{code code="38" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayName="familyHistory”/> ‘
Cvalue xsiitype="BL” value="true”/>
_ ¢!— D.7.1.r.6: Family History #2 —>
{/observation>
{/outboundRelationship2>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="continuing”/>
: {value xsi:type="BL” value="true”/>
<!~ D.7.1.r.3: Continving.#2 —>
{/observation>
</inboundRelationship>
{/observation>
<{/component>
<component typeCode="COMP">
{observation classCode="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”>D.7.2<{/value>
<1— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) —>
{/observation>
</component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
concomi tantTherapy”/> -
. <value xsi:type="BL” value="true”/>
<l—D.7.3: Concomitant Therapies —>
{/observation>
</component>
{/organizer>
- </subject0f2>
<subjectOf2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="drugHistory”
/>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<l— D.8.r.4: Start Date #1 —>
<high value="20090101"/>
<{!— D.8.r.5: End Date #1. —>
{/effectiveTime>
<consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D.8.r. 2b" codeSystem="TBD-MPID" codeSystemVersion="D.8.r.2a"/> .
<= B.8.r.2a: MPID Version Date / Number #1 —>
<!~ D.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 8. r. 1{/name>
<!-— D.8.r.1: Name of Drug as Reported #1 —>
</kind0fProduct>
{/instance0fKind>
<{/consumable>
<outboundRelationship2 typeCode="RSON">
Cobservation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2.16.840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> .,
<value xsi:type="CE” code="D.8.r.6b" codeSystem="2.16.840. 1. 113883, 6, 163" codeSystemVersion="
D.8.1r.6a"/>
<!— D.8.r.6a: MedDRA Version for Indication #1 —>
¢l— D.8.r.6b: Indication (MedDRA code) #1 —>
</observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="CAUS”> .
{observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
{value xsi:type="CE” code="D.8.r.7b” codeSystem="2, 16. 840. 1. 113883. 6. 163" codeSystemVersion="
D.8.1.7a"/>



displayName="indication”/>

D.8.x.6a"/>

displayName="reaction”/>

D.8.r.7a"/>

reportedCauseOfDeath”/>

reportedCause0fDeath”/>

cause0fDeath”/>

. 12"

<!— D.8.r.7a: MedDRA Version for Reaction #1 —>
{l— D.8.1.7b: Reaction (MedDRA code) #1 —>
</observation>
</outboundRelationship2> - -
{/substanceAdministration>
{/component>

. <component typeCode="COMP”>

{substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="IVL_TS">
low value="20090101"/>
<!— D.8.1r.4: Start Date #2 —5
<high value="20000101"/>
<!-—-D.8.r.5: End Date #2 —>
{/effectiveTimed>
<consumable typeCode="CSM">
{instance0fKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
¢code code="D. 8.r.3b” codeSystem="TBD-PhPID” codeSystemVersion="D.8.r.3a"/>
¢!— D.8.r.3a: PhPID Version Date / Number —>
¢!— D.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 8. r. 1</name>
<l-—D,8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
<{/instance0fKind>
</consunable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1. 1"

<value xsiitype="CE” code="D.8.r.6b" codeSystem="2. 16.840. 1. 113883, 6. 163" codeSystemVersion="

<l— D.8.r.6a: MedDRA Version for Indicatien #2 —>
<!— D.8.r.6b: Indication (MedDRA code) #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode=" CAUS >
<observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16.840. 1. 113883.3. 989, 2.1.1.19” codeSystemVerslon‘ L1

¢value zsi: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.8.1.7b: Reaction (MedDRA code) #2 —>
</observation>
</outboundRelationship2>
</substanceAdministration>
</component>

</organizer>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">

<code code="32" codeSystem="2.16.840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

¢value xsi:type="CE” code="D.9.2.1.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D.9.2.1.1a”>
¢{!— D.9.2.r.1a: MedDRA Version for Reported Cause(s) of Death #1 —>
¢!— D.9.2.1.1b: Reported Cause(s) of Death (MedDRA.code) #1 —>
CoriginalText>D. 9. 2. r. 2{/originalText>
<!=—D.9.2.1.2: Reported Cause(s) of Death (free text) #1 —>
</valued

</observation>
</subject0f2>
{subjectOf2 typeCode="SBJ">
* observation classCode="0BS” moodCode="EVN">

{code code="32" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="

<value xsi:type="CE” code="D.9.2.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.9.2.r. 1a">
<l— D.9.2.r.1a: MedDRA Version for Reported Cause(s) of Death #2 —>
<!—— D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #2 —>
CoriginalText>D. 9. 2. 1. 2{/originalText> ’
<{— D.9.2.1.2: Reported Cause (s) of Death (free text) #2 —>
. {/value>

</observat:|.on>
</subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">

{code code="5" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. L. 19” codeSystemVersion="1.1" displayName="autopsy”/>
<value xsi:type="BL” value="true”/>
<!— D.9.3 Was Autopsy Done? —>
{outboundRelationship2 typeCode="DRIV">
{observation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2.16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="

v <value xsi:type="CE" cgde="D. 9.4.1.1b” codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="D. 9. 4.

s
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<!— D.9.4.1. 1a: MedDRA Version for Autopsy-determined Cause(s) of Death #1 —>
<!—D.9.4.r. Ib Autopsy-determined Cause(s) of Death (MedDRA code) #1 —>
CoriginalTextD. 9. 4. r. 2¢/original Text>
<!— D.9.4.1.2: Autopsy-determined Cause(s) of Death (free text) #1 —>
</value> .
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="DRIV”>
{observation classCode="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” codeSystem="2.16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 4.
r.1a”>
<!—D.9.4.r. la: Medlfim Version for Autopsy-determined Cause(s) of Death #2 —>
, <!— D.9.4.1. 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 (free text) #2 —>
</value>
</observation> .
</outboundRelationship2> '
{/observation> :
{/subject0f2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-452-a02f-42d4d6£4657" />
<code code="29" codeSystem="2. 16,840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1, 1" displayName="reaction”/>
<effectiveTime xsi:type="IVL_TS™> '
<low value="20090101"/>
<l-—- E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
<l— E.i.5: Date of End of Reaction / Event #1 —>
</effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="E.i. 2. 1a">
<!— B. i 2.1a: MedDRA Version for Reaction / Event #1 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #1 —>
{originalText language="E.1i.l. 1b"DE. i.1. la{/originalText>
<!— E.i.l.la! Reaction / Event as Reported by the Primary Source in Native Language #1 —>
<l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Langu.age #1 -,
{/value>
<location typeCode="LOC">
<locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E. i.9” codeSysten="1. 0. 3166.1.2.2"/>
<!~ B.i.9: Identification of the Country Where the Reaction / Event Occurred #1 —>
</locatedPlace>
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="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 xsi:type="ED">E.1i.1.2</value> .
<!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN"> -
{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.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 #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1, 19” codeSystemVersion="1.1” displayName="
resultsInDeath”/>
<value xsi:type="BL” value="true”/>
<!— E.i.3.2a% Results in Death #1 —>
{/observation>
{/outhoundRelationship2>
<outboundRelationship2 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="
islifeThreatening”/> ’
{value xsi:type="BL” nullRlavor="NI"/>
{!— E.i.3.2b: Life Threatenmg #—>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2. 16. 840. 1, 113883, 3.989.2. 1. 1. 19” codeSystemVerslon— 1.1” displayName="
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requiresInpatientHospitalization”/> .
<value xsi:type="BL” value="true”/>
<1— B.i.3.2¢: Caused / Prolonged Hospitalisation #1 —> '
{/observation>
</outboundRelationship2> )
<outboundRelationship2 typeCode="PERT"> .
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2d! Disabling / Incapacitating #1—>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/> )
’ . ’ <value xsi:type="BL” nullFlavor="NI"/>
¢l— E.1i.3.2e: Congenital Anomaly / Birth Defect #1 —>
ot {/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> -
<observation classCode="0BS” moodCode="EVN">
. <code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayNeme="
otherMedicallylmportantCondition”/> : .
<value xsi:type="BL” value="true”/>
<!— E.i.3.2f: Other Medically Important Condition #1 —>.
</observation>
<{/outboundRelationship2>
<outboundRelationshipZ 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="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2. 16.840. 1. 113883.3.989.2.1.1. 11" codeSystemVersion="2.
o"/> .
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #I —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
. <l— E.1i.8: Medical Confirmation by Healthcare Professional #1 —>
_ {/observation> ) V
</outboundRelationship2> -
CoutboundRelationship2 typeCode="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=
"Rxn - BEA/> ) ‘
: <value xsi:type="CE” code="J2.14.1" codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1.8"
codeSystemVersion="1.1"/>
<I— @0@J2. 14.1 k&0 - BE&n #1 —
</observation>
</outboundRelationship2>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cOeB8-4ebc—33e9-5h860b3142207/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystenVersion="1.1” displayName="reaction”/>

<effectiveTime xsi:type="IVL_IS">
<low value="20090101"/>
<!— E.i.4: Date of Start of Reaction / Event #2 —> . N
<width value="24" unit="E.i.6b"/>
¢!— E.i.6a: Duration of Reaction / Event (number) #2 —>
¢!— E.i.6b: Duration of Reaction / Event (unit) #2 —>
{/effectiveTimed . : .
<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 Version for Reaction / Event #2 —>
¢!— E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
CoriginalText language="E.i.l.1b">E.i. L. lal/originalText>
¢}— E.i.1. la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
<}~ E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #2 —>
{/value>
{location tipeCode="LOC">
<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNIRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0. 3166.1.2.27/>
<!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #2 —>
{/locatedPlace> : '
</locatedEntity>
</location>
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<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19”7 codeSystemVersion="1, 1" displayName="
reactionForTranslation”/> .
<value xsi:type="ED">E.1i.1.2{/value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 ~—>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystew="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" codeSystem="2. 16.840. 1. 113883. 3.989. 2, 1. 1. 10" codeSystemVersion="

2.0"/> .
<]~ E.i.3.1:Term Highlighted by the Reporter #2 —>
{/observation>

{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> )
<code code="34" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
resultsInDeath”/>
<value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #2 —>
{/observation>
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
isLifeThreatening”/>
. <value xsi'type="BL” nullFlavor="NI"/>
<l— E.i.3.2b: Life Threatening #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
) <code code="33" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<!— E.i.3.2c: Caused / Prolonged Hosp1ta11satlon #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
Cobservation classCode="0BS” moodCode="EVN"> N
{code code="35" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> :
<value xsi:type="BL” nullFlaver="Ni"/>
<l— E.i.3.2d: Disabling / Incapacitating #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> ) /
<code code="12" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/> )
{I—- B.i.3.2e: Congenital Anomaly / Birth Defect #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> -
{observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

“a

otherMedicallyImportantCondition”/> ¢
<value xsi:type="BL” value="true”/>
<I— E.i.3.2f: Other Medically Important Condition #2 —>
{/observation>
{/outboundRelationship2>
<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" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883. 3, 989.2.1. 1, 11" codeSystemVersion="2.
0"/ ‘
<l-- B.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 —>
{/observation> .
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/> .
<value xsi:type="BL” value="true”/>
<l— BE.1.8: Medical Confirmation by Healthcare Professional #2 —>
{/observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
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<code code="11" codeSystem="2. 16, 840. 1. 113883.3,989.5.1.3.2. L. 10” codeSystemVersion="1.0" displayName=
"k - BEgn”/>
<value xsi:type="CE” code="J2.14.i" codeSystem="2.16.840. 1. 113883, 3.989.5.1.3. 2. 1.8"
codeSystemVersion="1.17/> ’ '
. <|— @@@J2. 14. i K& - BE&n #2 —
</observation> )
{/outboundRelationship2>
<{/observation> : R
</subject0f2> '
<subject0f2 typeCode="SBJ”>
<observation classCode="0BS" moodCode="EVN">
<id root="3a8626ch-9f1b~4ead-Ba0f-¢0ff34430adf"/> . ,
Ccode code="29" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>
N £y -
{effectiveTime xsi:type="IVL_TS">
<width value="24" unit="E.i.6b"/> ~
<|— E.i.6a: Duration of Reaction / Event (number) #3 —>
<l— E.1i.6b: Duration of Reaction / Event (unit) #3 —>
<high value="20101201"/>
¢}— E.i.5: Date of End of Reaction / Event #3 —>
</effectiveTime>
<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 #3 —>
¢!— E.1i.2.1b: Reaction / Event (MedDRA code) #3 —>
CoriginalText language="E.i. 1. 1b">E. i. 1. la¢/originalText>
¢!~ E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
d— E.i. 1. 1b: Reactmn / Event as Reported by the Primary Source Language #3 —>
</value>
<location typeCode="LOC">
(locatedEntity classCode="LOCE™> ) <
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
d— E.i.9: Identlflcatlon of the Country Where the Reaction / Event Occurred #3 —>
</locatedPlace>
</locatedEntity>
</locationd
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1.19" codeSystemVerslon—- 1.17 displayNeme="
reactionForTranslation”/>
<value xsi:type="ED">E.1i. 1. 2</value>
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code cods="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” codeSystem="2.16. 840, L. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="
2.07/>
R <{l—— E.i.3.1:Term nghllghted by the Reporter #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="34" ‘codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, 1. 1. 19” codeSystemVersion="1.1” displayName="
resultsInDeath”/> - .
<value xsi:type="BL” value="true”/>
<l-— E.i.3.2a: Results in Death #3 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
isLifeThreatening”/> .
<value xsi:type="BL” nullFlavor="NI"/>
<l-—- E.1i.3.2b: Life Threatenmg #3 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> . .
<code code="33" codeSystem="2. 16.840. . 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="-
requiresInpatientHospitalization”/>
' <value xsi:type="BL” value="true”/>
¢l— E.i.3.2¢c: Caused / Prolonged Hospitalisation #3 —>
{/observationd
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> :
<code code="35" codeSystem="2, 16. 840. 1. 113883, 3. 989. 2. 1. 1.1 codeSystemVersion="1. 1" displayName="
resultsInPersistentOrSignificantDisability”/>
{value xsi:type="BL” nullFlavor="NI"/>
<}— E.1i,3.2d: Disabling / Incapacitating #3 —>
</observation>
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congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

0"/>

medicalConfimation.ByHealthProfessional.”/ >

s - B/

codeSystemVersion="1.1"/>

{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS" moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.1i.3.2e: Congenital Anomaly / Birth Defect #3 —>
<{/observation> '
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<1— E.i.3.2f: Other Medically Important Condition #3 —>
{/observation>
</outboundRelationship2>
<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” displayName="

<value xsi:type="CE” code="E.i.7" codeSystem="2. 16.840. 1. 113883. 3. 989.2. 1. 1. 11" codeSystemVersion="2.

<!— B.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN"> -
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<!— E.i.8: Medical Confirmation by Healthcare Professional #3 —>
{/chservation> ’
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation 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 xsiitype="CE” code="J2.14.1” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8"
B
<l— @eey2. 14. i &0 - BExn #3 —>

{/observation>
{/outboundRelationship2> °

{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
* <observation classCode="0BS” moodCode="EVN">

reactionForTranslation”/>

,

<id root="2e99840f-08b4-499c-80ff~dd8415f4f8a5"/>
<code code="29" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1.1.19” codeSystemVersion="1.1" displayName='reac1_:ion'/>

<effectiveTime xsi:type="SXPR_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>
Scomp xsi:type="IVL_TS” operator="A">
<width value="24" unit="E.i.6b"/>
<l— E.i.6a: Duration of Reaction / Event (number) #4 —>
<l-- E.i.6b: Duration of Reaction / Event (unit) #4 —
</comp>
{/effectiveTime> .
Cvalue xsi:type="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 Reaction / Event #4 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
CoriginalText language="E.i.1.1b"DE. i. 1. 1la¢/originalText>
<!~ E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
¢!=—— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #4 —>
</value>
{location typeCode="LOC">
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.i.9” codeSystem="1.0.3166.1.2.27/>
<1— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 —>
</locatedPlace>
* {/locatedEntity>
</location> -
<outboundRelationship2 typeCode="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="
<value xsi:type="ED">E. i.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>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> )
<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” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 10" codeSystemVersion="
2.07/>
. ¢{}— E.i.3.1:Term Highlighted by the Reporter #4 —>
. <{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2. 16. 840. 1, 113883. 3.989.2. 1. 1, 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>
. (value xsi:type="BL” value="true”/>
¢l— E.i.3.2a: Results in Death #4 —>
{/observation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> :
<code code="21" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
islifeThreatening”/> .
<value xsi:type="BL” nullFlavor="NI"/>
<l-— E.i.3.2b: Life Threatening #4 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
- <observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem— 2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19 codeSystemVersion="1. 1" displayName="
requiresInpatientHospitalization”/>
: <value xsi:type="BL” value="true”/>
<!— E.1i.8.2c: Caused / Prolonged Hospitalisation #4 —>
/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> .
) {code code="35" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayNeme="
resultsInPersistentOrSignificantDisability”/> .
: : <value xsi:type="BL” nullFlavor="NI"/>
<!— EB.i.3.2d: Disabling / Incapacitating #4 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN"> :
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystenVersion="1. 1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
{/observation>
</outboundRelationship2> .
<outboundRelationship? typeCode="PERT”> '
' <observation classCode="0BS” moodCode="EVN">
- <code code="26" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1. 1" displayName="
otherMedicallyImportantCondition”/> . .
<value xsi:type="BL” value="true”/>
) ¢l—— E.i.3.2f: Other Medically Important Condition #4 —>
{/cbservation>
</out]:oundRelat1onsh1p2>
<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" displayName="
outcome”/> N o : :
<value xsi:type="CE” code="E.1i.7" codeSystem="2.16.840. 1. 113883. 3.989.2. 1. 1. 11”7 codeSystemVersion="2.

0"/>
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation> .
</outboundRe1at1onsh1p2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
) < {code code="24" codeSystem="2. 16. 840. 1. 113883, 3,989. 2. 1. 1. 18” codeSystemVersion="1.1" displayName="
nedicalConfirmationByHealthProfessional”/> ’ )
<value xsi:type="BL” value="true"/>
N <I— E.i.8: Medical Confirmation by Healthcare Professmnal 4 —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="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=
“esn - BEAR"/> '
<value xsi:type="CE” code="J2.14.1” codeSystem="2.16.840. 1. 113883, 3.989.5.1.3.2.1.8"
codeSystemVersion="1.1"/> .
<1— @@8J2.14. i R - BEsn #4 —>
~ </observation>
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</ outboundRelat1onsh1pZ>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b~83c1-34f9ddb7eabd”/>
<code code="29" codeSystem="2. 16, 840, 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<I-- B.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTime>
{value xsiitype="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a”>
{!— E.i.2 la: MedDRA Version for Reaction / Event #5 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
CoriginalText language="E.i.1.1b">E. i. 1. 1al/originalText>

N <i— E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language #5 —>
<i— 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"/>
<!—— E.i.9: Identification of the Country Where the Reaction / Event Occurred #5 —>
</locatedPlace>
</locatedBntity>
</location>
<outboundRelat1onsh1p2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16, 840, 1. 113883, 3, 989. 2. 1. 1. 18” codeSystenVersion="1.1" displayName="
reactionForTranslation”/> .
<value xsi:type="ED"JE.i.1.2{/value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
) 3 {code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
termHighlightedByReporter”/> ’ .
<value xsi:type="CE” code="E.1i.3.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="
2.07/>
<!— B.i.3.1:Term Highlighted by the Reporter #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. L. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/>
<value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
" {observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI"/>
<I— E.i.3.2b: Life Threatening #5 —>
I {/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3,989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/> h
<l— E.i.3.2¢c: Caused / Prolonged Hospitalisation #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> .
<code code="35" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> b
<value xsi:type="BL” nullFlavor="NI"/>
¢!— E.i.3.2d: Disabling / Incapacitating #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
. <code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="N1"/>
<!— E.i.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>
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<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/> N
<value xsi:type="BL” value="true”/>
<l— E.i.3.2f: Other Medically Important Condition #5 —>
{/observation>
</outboundRelationship2>
<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" displayName="
outcome”/> : ' ’
<value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1.113883. 3.989.2.1.1.11” codeSystemVersion="2.
0"/>
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> - : )
<code code="24" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayNeme="
medicalConfirmationByHealthProfessional”/> ‘
<value xsi:type="BL” value="true”/>
<!— E.i.8: Medical Confirmation by Healthcare Professional #5 ~—>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode— PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersmn— 1.0” displayName=
“H4n - BEA/>
<value xsi:type=’CE” code="J2.14.1i" codeSystem="2. 16, 840, 1. 113883. 3.989.5.1.3.2.1.8”
codeSystemVersion="1.17/> '
<l— @@8J2.14.1 550 - BEA #5 —>
{/observation>
</outboundRelationship2>
{/observation>
</subject0£2>
<subjectOf2 typeCode="SBJ">
- <observation classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43~e925640fb18£"/>
Ccode code="29" codeSystem="2, 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/> -

<effectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<}— 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 Version for Reaction / Event #6 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
CoriginalText language="E.i.1.1b">E.i. 1. lal/originalText>
<{1— 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 Source Language #6 —->
{/value>
<location typeCode="LOC">
<locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNIRY” determinerCode=" INSTANCE >
<code code="E.1.9” codeSystem="L.0.3166.1.2.2"/>
<!— B.i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
</locatedP1ace>
{/locatedEntity>
</location>
<outboundRelationship2 typeCode="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="

0

reactionForTranslation”/>
<value xsi:type="ED")E.1i.1.2</value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translatlon #6 —>
</observation> .
. {/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
. : <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.1i.3.1” codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 10" codeSystemVersion="
2.07/>
<l— E.i.3.1:Term Highlighted by the Reporter #6 —>
</observation>
: </outboundRelationship2>
- * <outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2. 16, 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
resultsInDeath”/> ;
) {value xsi:type="BL” value="true”/>
<!— B i.3.2a: Results in Death #6 —>
</observation>
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</outboundRelationship2>
CoutboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI"/>
<!~ E.i.3.2b: Life Threatening #6 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
. <value xsi:type="BL” value="true”/>
<1— B.i.3.2c: Caused / Prolonged Hospitalisation #6 —>
{/observation> '
" </outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2d: Disabling / Incapacitating #6 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1, 113883. 3. 989, 2, 1, 1. 19” codeSystenVersion="1.1" displayName="
congenitalAnomalyBirthDefectl/> ’
<value xsi:type="BL” nullFlavor="NI"/>
<I— E.i.3.2: Congemtal Anomaly / Birth Defect #6 —>
{/observation>
</outhoundRelationship2> _
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/> .
<value xsi:type="BL” value="true”/>
{!—- E.i.3.2f: Other Medically Important Condition #6 —>
{/observation> .
</outboundRelationship2> !
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19”7 codeSystemVersion="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.
0"/>
<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observaticn #§ —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
: <value xsi:type="BL” value="true”/>
<l-- E.i.8: Medical Confirmation by Healthcare Professional #6 —>
</observation>
</outboundRelationship2>
{outboundRelationship2 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= .
"sk4n - BE&N"/> .
<value xsi:type="CE” code="J2. 14, i” codeSystem="2, 16. 840, 1. 113883. 3, 989.5, 1. 3.2.1.8”
codeSystemVersion="1.1"/>
<I— @@eJ2. 14. i AHm - BEXn #6 —>
{/observation>
{/outboundRelationship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
<code code="29" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS">
<width value="24" unit="E.i. 6b"/>
{l— E.i.6a: Duration of Reaction / Event (number) #7 —>
<l—— E.i.6b: Duration of Reaction / Event. (unit) #7 —>
{/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.2.1a: MedDRA Version for Reaction / Event #7 —>
<!~ E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
<originalText language="E.i. 1. 1b">E. i. 1. la{/originalText>
¢{!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
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¢<!— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #7 —>
~ </value> ’
~ <location typeCode="LOC">
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.1i.9” codeSystem="1.0.3166.1.2.2"/>
<l— E.1i.9: Identification of the Country Where the Reaction / Event Occurred #7 —>
</locatedPlace>
: </locatedEntity>
</location>
{outboundRelationship2 typeCode="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 xsi:type="ED">E.i. 1. 2¢{/value>
¢l-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translatlon #7 —>
{/observationd> :
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
" <code code="37" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19”- codeSystemVersion="1. 1" displayName="
termHighlightedByReporter”/> . :
’ ¢value xsiitype="CB” code="E.i.3.1” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 10" codeSystemVersion="
2.07/>
<1—— E.i.3.1:Term Highlighted by the Reporter #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="84" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1, 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/> . .
. <value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #7 —>
</observation>
_</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> .
<code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/> '
<value xsi:type="BL” nullFlavor="N1"/>
<1— E.1i.3.2b: Life Threatening #7 —>
{/observation>
</outboundRelationship2> .
CoutboundRelationship2 ‘typeCode="PERT”>
<observation classCode="0BS" moodCode="EVN">
<code code="33" codeSystem— 2.16. 840 1. 113883, 3. 989. 2 1.1.19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
: <value xsi:type="BL" value="true”/>
<1-- E.i.3.2¢: Caused / Prolonged Hospitalisation #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
) <code code="35" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL” nullFlavor="NI"/> »
<l~— E.i.3.2d: Disabling / Incapacitating #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
observation.classCode="0BS” moodCode="EVN"> .
L <code code="12" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>

<

<value xsi:type="BL” nullFlavor="NI"/>
<]— E.i.3.2e: Congenital Anomaly / Birth Defect #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="] PERT >
{observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16.840. 1. 113883. 3.989.2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
otherMedicallyImportantCondition”/> .
<value xsi:type="BL” value="true”/>
¢!—E.i.3.2f: Other Medically Important Condition 71 —
{/observation>
</outboundRelationship2>
<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" displayName="
outcome”/> . ' !

: <value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883, 3.989.2. 1. 1. 11" codeSystemVersion="2.
0"/> ’
’ <l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>

{/observation>
-{/outboundRelationship2>
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medicalConfirmationByHealthProfessional”/>

"R - BB />

codeSystemVersion="1.1"/>

reactionForTranslation”/>

termiighl ightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<!-- B.i.8: Medical Confirmation by Healthcare Professional #7 —>
{/cbservation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="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" codeSystéuF"Z. 16. 840. 1, 113883, 3.989.5.1.3.2. 1. 8"
<I— @06]2.14. i FH - Bk #7 —>

{/observation> )
{/outboundRelationship2>

{/observation>
{/subject0f2> .
{subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">

<id root="al5be092-8070-426d-af04-6863263443e0”/>
<code code="29" codeSystem="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="20090101"/>
<1—'E.i.4: Date of Start of Reaction / Event #8 —>
<width value="24" unit="E. i.6b"/>
<l— E.i.6a: Duration of Reaction / Event (number) #8 —>
<l— E.i.6b: Duration of Reaction / Event (unit) #8 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20101201"/>
<l— E.i.5: Date of End of Reaction / Event #8 —>
{/comp>
</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.2.1a: MedDRA Version for Reaction / Event #8 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
<originalText language="E.i.l.1b">E. i. 1. la{/originalText>
<l-—— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
<}— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #8 —>
</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 #8 —>
{/locatedPlace> ’ ’
{/locatedEntity>
</location>
<outboundRelationship2 typeCode="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="

<value xsi:type="ED”DE.1i.l.2</value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #8 —>
{/dbservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> 7 .
{code code="37" codeSystem="2. 16, 840. 1. 113883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.1i.3.1” codeSystem="2, 16.840. 1. 113883. 3. 989, 2. 1. 1. 10” codeSystemVersion="

<l-- E.i,3.1:Term Highlighted by the Reporter #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT"> ' -
{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<l-- E:i.3.2a: Results in Death #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2b: Life Threatening #8 —>

{/observation>
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requiresInpatientHospitalization”/>’

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

07/

medicalConfirmationByHealthProfessional”/>

"R - B>

codeSystemVersion="1.17/>

</outboundRelationship2>
<outboundRelationship? typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> -
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3,989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<1— E.i.3.2c: Caused / Prolonged Hospitalisation #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> :
Cedde code="35" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
<value xsi:type="BL” nullFlavor="NI"/> !
<l— B.i.3.2d: Disabling / Incapacitating #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

s

<value xsi:type="BL” nullFlavor="NI"/>
¢!— E.i.3.2e: Congenital Anomaly / Birth Defect #8 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2, 16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="

<value xsi:type="BL” value="true”/>
¢!— B.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. 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.

<l— E.1i.7: Outcome of Reaction / Bvent at the Time of Last Observation #8 —>
</chservation> } )
{/outboundRelationship2> <
<outboundRelationship2 typeCode—~ PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19”7 codeSys’cemVarslon— 1.1" displayName="

<value xsi:type="BL” value="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #8 —>
{/observation>
</outboundRelationship2> .
<outboundRelationship2 typeCode="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.i” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8"
<l— @@8J2. 14.1 Kz - BEA #8 —>

{/observation>
{/outbouridRelationship2> . y

{/observation>
{/subject0f2>
{subjectOf2 typeCode="SBJ">
<organizer classCode="CATEGORY” mpodCode="EVN">

{code code="3" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. L. 1. 20” codeSystemVersion="1. 0" displayNamr;”

testsAndProceduresRelevantToTheInvestigation”/>

0"/>

{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">
¢!— F.r.2.2a: MedDRA Version for Test Name #1 —> :
{!— F.1.2.2b: Test Name (MedDRA code) #1 —>
<originalText>F.r. 2. 1{/originalText>
Kl-— P.r.2.1: Test Name (free text) #1 —>
</code>
{effectiveTime value="20090101"/>
<]— PR.r.1: Test Date #1 —>
<value xsi:type="IVL_PQ">
{center value="10" unit="mg/d1l"/>
<l— F.r.3.2: Test Result (value / qualifier) #1 —>
¢!— F.r.3.3: Test Result (unit) #1 ~—>
{/value> .
<interpretationCode code="F.r. 3.1” codeSystem="2.16. 840, 1. 113883, 3. 989. 2. 1. 1. 12” codeSystemVersion="2.

I— F.1.3,1: Test Result (code) #1 —>
<referenceRange typeCode="REFV">
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{observationRange classCode="0BS” moodCode="EVN. CRT">
<value xsi:type="PQ” value="40" unit="mg/d1”/>
<l— F.1.4: Normal Low Value #1 —>
{interpretationCode code="L" codeSystem="2.16.840. 1. 113883 5. 83"/>
</observationRange> .
{/referenceRange>
{referenceRange typeCode="REFV">
{observationRange classCode="0BS” moodCode="EVN. CRT >
<value xsi:type="PQ” value="110" unit="mg/dl1”/>
{d— F.r.5: Normal High Value $1i—>
{interpretationCode code="H” codeSystem="2, 16. 840, 1, 113883. 5, 83"/>
<{/observationRange>
{/referenceRange>
<outboundRelationship2 typeCode="PERT">
<observation 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"DF.r.6</value>
¢!— P.r.6: Comments (free text) #1 —>
{/observation> ]
{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
{code code="25" codéSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersmn-— 1.17
displayName="moreInformationAvailable”/>
<value xsi:type="BL” value="true”/>
<I—F.r.7: More Information Available #1 —>
{/observation>
</outboundRelationship2>
{/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”>
<!— F.r.2.2a: MedDRA Version for Test Name #2 —>
{!=- F.r.2.2b: Test Name (MedDRA cods) #2 —>
<originalTextdF.r. 2. I</original Text>
{!— F.r.2.1: Test Name (free text) #2 —>
{/code>
CeffectiveTime value="20090101"/>
{I— F.r.1: Test Date #2 —>
(value xsi:type="IVL_PQ">
<low nullFlavor="NINF"/>
. <high value="10" unit="mg/dl” inclusive="false”/>
<fvalue>
<l—= PF.r.3.2: Test Result (value / qualifier) #2 —>
<I— F.r.3.3: Test Result (unit) #2 —
<I=— LT 10 mg/dl #2 —>
</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 #3 —>
<l-=F.r.2.2b: Test Name (MedDRA code) #3 —>
{originalText>F.r. 2. 1</original Text>
. K= PF.r.2.1: Test Name (free text) #3 —>
</code>
<effectiveTime value="20090101"/>
<l— F.r.1: Test Date #3 —>
{value xsi:type="IVL_PQ">
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl” inclusive="true”/>
{/value>
<{l— F.1.3.2: Test Result (value / qualifier) #3 —>
¢{l— F.1r.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" codeSystemVersion="F. . 2.2a">
<!— F.1.2.2a: MedDRA Version for Test Name #4 —>
(!— F.r.2.2b: Test Name (MedDRA code) #4 —>
<originalText>F. r. 2, 1</originalText>
{l— F.r.2.1: Test Name (free text) #4 —>
{/code>
{effectiveTime value="20090101"/>
!~ R.r.1: Test Date #4 —>
<value xsi:type="IVL_PQ">
<low value="10" unit="mg/dl” inclusive="false”/>
<high nullFlaver="PINE”/>
</value>
<l— F.r.3.2: Test Result (value / qualifier) #4 —> .
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<}— P.r.3.3: Test Result (unit) #4 —>
<!-—— GT 10 mg/dl #4 —>
- </observation>
"V {/component>
<component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b" codeSystem="2. 16, 840. 1. 113883. 6. 163" codeSystemVerslon‘ F.r.2.2a">
<l— F.r.2.2a: MedDRA Version for Test Neme #5 —>
<l— F.1.2.2b: Test Name (MedDRA code) #5 -
<originalText>F. r. 2. 1</originalText>
X!— F.1.2.1: Test Name (free text) #5 —>
</coded>
CeffectiveTime value="20090101"/>
<}— F.r.1: Test Date #5 —>
<value xsi:type="IVL_PQ"> .
<low value="10" unit="mg/dl” inclusive="true”/>
<high nullFlavor="PINF"/>
</value>
<!— P.r.3.2: Test Result {value / qualifier) #5 —>
. <l— F.r.3.3: Test Result (unit) #5-—>
<l— 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">
<!— F.1.2.2a: MedDRA Version for Test Name #6 —>
<!— F.r.2.2b: Test Name (MedDRA code) #6 ~—>
<originalText>F. r. 2. 1</originalText> ’
{l== F.r.2.1: Test Name (free text) #6 —>
</code> '
<effectiveTime value="20090101"/>
<l— F.r.1: Test Date #6 —>
<value xsi:type="ED”DF.r. 3. 4</value>
<l— F.r.3.4: Result Unstructured Data (free text) #6 —>
{/observation>
</component>
</organizer>
</subject0f2>
<subjectOf2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="4" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 20" codeSystemVerslon— 1.0" dlsplayName—-

]

drugInformation”/>
<1— G.k Drug(s) Information (repeat as necessary) #l —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode-— EVN™>
<id root="3c91b4d5-e039-4aT7a~9c30-67671b0efIed” />
’ : <consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{code code="G.k. 2.1.1b" codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a"/>
<l G.k.2.1.1a: MPID Version Date / Number #1 —>
<l~— G.k. 2.1.1b: Medicinal Product Identifier (MPID) #1 —>
<name>G. k. 2. 2¢/name>
. ¢!— G.k.2.2: Medicinal Product Name as Réported by the Primary Source #1 —>
<asManufacturedProduct classpode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2. 16.840. 1. 113883. 3.989. 2. 1. 3.4"/>
<!~ G.k. 3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD">
{role classCode="HLD">
" <playingOrganization classCode="ORG" determinerCode="INSTANCE">
<name>G. k. 3. 3¢/name>
<!—— G.k.3.3: Name of Holder / Applicant #1 —>
</playingOrganization>
{/role>
- </holder>
<aythor typeCode="AUT” )
{territorialAuthority classCode="TERR">.
<territory classCode="NAT” determinerCode=" INSTANCE >
<code code="G.k 3.2” codeSystem="1. 0. 3166.1.2.27/>
{!~= G.k.3.2: Country of Authorisation / Application #1 —>
</terr1tory>
{/territorialAuthority>
{/author>
{pertinentInformation typeCode="PERT”>
<policy classCode="POLICY” moodCode="EVN">
<code code="J2.5.k” codeSystem="2. 16. 840. 1. 113883. 3 989.5.1.3.2.1. 4"
codeSystemVersion="1.1"/>
<1—000J2.5.k: —AERKLEOY X7 ESHE #1 —
{/policy>
{/pertinentInformation>
<{/approval>
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</subjectOf>
<subjectOf typeCode="SBJ"> i
<characteristic classCode="0BS” moodCode="EVN">
. {code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 10”
codeSystemVersion="1. 0" displayName="3FEEREDRREL"/>
{value xsi:type="CE” code="J2.4.k" codeSystem="2. 16.840. 1. 113883. 3,989.5.1. 3.
2.1.3” codeSystemVersion="1.17/> :
: <I— @eeJ2. 4. k: FEXSREORRES #1 —
</characteristic>
</subjectOf>
{/asManufacturedProduct>
<asSpecializedfind classCode="GEN">
<generalizeddaterialKind classCode="MAT” determinerCode="KIND">
<code>
{originalText>J2. 12</originalText>
<l— 6872.12: PBBARARE —
</code> f
</generalizedaterialKind> '
{/asSpecializedKind>
{ingredient classCode="ACTI">
{quantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
. <!~ G.k.2.3.r.3a: Strength (number) #1-1 —>
’ <l— 6.k 2.3.1r.3b: Strength (unit) #1-1 —>
<denominator value="1"/>

</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
: <code code="G.k.2.3.r.2b” codeSystem="TBD~Substance” codeSystemVersion="G.k.2.3.r.
2a"/>
<!~ G.k 2.3.1.2a: Substance / Specified Substance TermID Version Date / Number
#1-1 —> . !
<}— G.k.2.3.r.2b: Substance / Specified Substance TermID #1-1 —>
<name>G. k. 2. 3. r. 1{/name>
¢l—— G.k. 2.3.r.1: Substance./ Specified Substance Name #1-1 —>
</ingredientSubstance> .
{/ingredient>
{ingredient classCode="ACTI">
<quantity> )
<{mumerator value="10" unit="G.k 2.3.r.3b"/>
<l— 6.k 2.3.r.3a: Strength (number) #1-2 —
<l—— G.k.2.3.r.3b: Strength (unit) #1-2 —
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
{code code="G.k. 2.3.r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.
2a"/>
- K~ 6.k 2.3.1.2a: Substance / Specified Substance TermID Version Date / Number
#1-2 —>

<!— 6.k 2.3.1.2b: Substance / Specified Substance TermID #1-2 —>
<name>G. k. 2. 3. r. 1</name>
<l-- 6.k.2.3.1.1: Substance / Specified Substance Name #1-2 —>
</ingredientSubstance>
</ingredient>
</kind0fProduct>
<subjectOf typeCode="SB]">
<productBvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2, 1. 1. 18" codeSystemVersion="1.0"
displayName="retailSupply”/>
<performer typeCode="PRE">
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE">
) - Caddr>
<country>G. k. 2, 4</country>
<l— G.k.2.4: Identification of the Country Where the Drug Was
Obtained #1 —> '
</addr>
{/representedOrganization> Y
{/assignedEntity>
</performer>
</productEvent>
</subject0>
<subjectOf typeCode="SBJ™> .
{observationBvent classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.
0” displayName="—H¥H EFKBHDOATER /)
’ <value xsi:type="CE” code="J2.6.k" codeSystem="2.16.840, 1. 113883.3.989.5.1.3.2.1.5”
codeSystemVersion="1.1"/>
<l— 2geJ2.6.k: —RAEREZOATRE #1 —
</qbservationEvent>
</subject0> .
£/instance0fKind> : -
{/consumable>
<outboundRelationshipl typeCode="SAS”>
<pauseQuantity value="10" wnit="G.k.9.1.3.1b"/>
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.

¢1— 6.k 9.1i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #1 —>

<}-- 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #1 —> .
v <actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45£2-a02f-42d4d6£4657"/>
</actReference>
</outboundRelationshipl> .
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/> )
<!— G.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #1 —>
<!— G,k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #1 —>
<actReference classCode="0BS” moodCode="EVN">
<id root= 154eb889-958b—45f2-802f—42d4d5f4657f”/ >
{/actReference>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
<¢pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
: -6 k. 9.1.3.la: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #2 —>
"¢]— 6.k.9.1i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug-#1, Reaction #2 —> '
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cOe8-4e60>93e9-5b860b3142207/>
</actReference> ) N
{/outboundRelationshipl> :
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9,i.3.2b"/>
<!— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #2 —> : - )
7 <!— G.k.9.i.3.2b: Time Interval betwsen Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #2 —> . '
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-9329-5b860b314220”/>
</actReference>.
R ' </outboundRelationshipl>
<outboundRelationshipl typeCode="SAS"> i
<pauseQuant1ty value="10" unit="G.k.9.1.3.1b"/>
!~ G.k.9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #3 —> .
) "<l— 6.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #3 —> . ’
7 CactReference classCode="0BS” moodCode="EVN">
: <id root="3a8626ch-9f1b—4ea8-8a0f-e0f£34430adf”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" wnit="G.k.9.1i.3.2b"/>
¢! G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reactlon / Event (number)

Drug #1, Reaction #3 —> .
<l— G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

Drug #1, Reaction #3 —> .

<actReference classCode="0BS" moodCode="EVN">

<id root="3a8626ch-9f1b-4ea8-8a0f-e0ff34430adf”/>

{/actReference> '
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k. 9.1i.3.1b"/>

¢l— G.k.9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #4 —> ‘ ,
. ¢!— 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #4 —> .

{actReference classCode="0BS” moodCode="EVN">

<id root="2e99840f-08b4-499c-80ff~dd8415f4£8a5"/>

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

<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>

<}— 6.k 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

\

Drug #1, Reaction #4 —>
<!— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #4 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80Fff-ddB415Ff4£8ab"/>
{/actReferencey
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<l— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event {(number) Drug #1, Reaction #5 —>

<!— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #5 —> -
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Drug #1, Reaction #5 —>

Drug #1, Reaction #5 —>

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

Event' (unit) Drug #1, Reaction #6 —>

Drug #1, Reaction #6 —>

Drug #1, Reaction #6 —>

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

Bvent (unit) Drug #1, Reaction #7 —>

Drug #1, Reaction #7 —>

Drug #1, Reaction #7 ——>

Event (number) Drug #I, 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-83c1-34f9ddb7eabd”/>
</actReference>

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

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<!— G.k 9.i.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="1071064c~—cf ¥0—4a3b—83c1—34f9ddb7eaﬁd”/ >
{/actReference>

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

<pauseQuantity value="10" unit="G.k. 9.i.3.1b"/> )
<!— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

<id root="1£927283-10b6-4334~9d43-2925640Fb18F"/>
</actReference>

{/outboundRelationshipl>
CoutboundRelationshipl typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/> .
<I— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<l— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / BEvent (unit)

<actReference classCode="0BS” moodCode="EVN™>
<id root="1f927283~10b6~4334-9d43-2925640fb18E" />
{/actReference>

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

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/> )
{!— 6.k.9.i.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="e0342969-38be-423f-b6bb—cel4bc279d8e”/>
</actReference>

</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<}— G.k.9.i.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="e0342969-38be-423f-b6bb—cel4bc279d86”/>
{/actReference>

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

<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<]~ 6.k.9.i.3.1a: 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="al5be092-8070-426d-af04-6863263443e0”/>
{/actReference>

</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE">

{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<!~ 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 between Last Dose of Drug and Start of Reaction / Event (unit)
<actReference classCode="0BS” moodCode="EVN">

<id root="al5be092-8070-426d~af04-6863263443e0” />
{/actReference>

</outboundRelationshipl>
<outhoundRelationship2 typeCode="PERT”>

{observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1. 17

{value xsi:type="BL” value="true”/>
!~ 6.k 2.5: Investigational Product Blinded #1 —>
{/observation>

</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">

<{!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #l-1 —>
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codeSystemVersion="G. k. 4. r. 10. 2a”>

r.9.2a">

displayNeme="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4.r. 11.2a">

-1 —>

3

{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text> ’
<I— 6.k.4.r.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.r. 3"/>
(!— 6.k .4.r.2: Number of Units in the Interval #1-1 —> ..
- 6.k.4.1:3: Def1n1t1on of the Time Interval Unit #1-1 —>
</comp>
{comp xsi:type="IVL_TS” operator="A"> '
<low value="20090101"/> -
<l— G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
<!— G.k.4.r.5: Date and Time of Last Administration #1-1 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/> .
<{l— G.k.4.r.6a: Duration of Drug Administration (number) #1-1 —>
{!— G.k 4.r.6b: Duration of Drug Administration (unit) #1-1 —>
</comp> '
</effectiveTime>
<routeCode code="G.k.4.r. 10 2b” codeSystem="2. 16 840. 1. 113883. 3..989.2. 1. 1. 14"

<l— 6.k.4.1r.10. 2a: Route of Administration TermID Version Date / Number #1-1 —>
<l— G.k.4.1r.10.2b: Route of Administration TermID #1-1 —>
{originalText>G. k. 4. r. 10. 1{/original Text>
<!— 6.k 4.1.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.r.1a Dose (number) #1-1 —>
<!— G.k.4.1.1b: Dose (unit) #1-1 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢{l— G.k.4.r.7: Batch / Lot Number #1-1 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k. 4.1. 9. 2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<{!— G.k. 4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-1

<1~ G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-1 —>
<originalText>G. k. 4. r. 9. 1{/originalText>
¢l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-1 —>
</formCode>
</kind0fProduct> -
{/instance0fKind>

{/consumable>
{inboundRelationship typeCode=" REFR >
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1"

<value xs.‘i:type="CE' code="G. k. 4. r. 11. 2b” codeSystem="2. 16. 840. 1. 113883.3.989.2. 1. 1.
<l— G.k.4.r.11 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k.4.1.11.2b: Parent Route of Administration TermID #1-1 —>
{originalText>G. k. 4. r. 11. 1</originalText>
<{!— G.k.4.1.11.1: Parent Route of Administration (free text) #1-1 —>
{/value>
</observation>
</inboundRelationship>
</substanceAdministration>

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

<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-2 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. B{/text> »
¢!~ G.k. 4.r.8: Dosage Text #1-2 —>
CeffectiveTime xsi:type="SXPR_TIS™>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>

<l— G.k.4.r.2: Number of Units in the Interval #1~2 —>
<l— G.k.4.r.3: Definition of the Time Interval Unit #1-2 -
</comp>

Ccomp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
<l— G.k.4.r.5: Date and Time of Last Administration #1-2 —>
</ comp>
{/effectiveTime>
<routeCode code="G.k. 4.r. 10.2b” codeSystem— 2. 16. 840. 1. 113883 3.989.2.1.1. 147
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codeSystemVersion="G. k. 4. r. 10. 2a">
. <!— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-2 —>
<1~ G.k.4.r.10.2b: Route of Administration TermID #1-2 —>
SoriginalText>G. k. 4. r. 10. 1</originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #1-2 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— G.k 4.r.1a Dose (number) #1-2 —>
<I— G.k 4.r.1b: Dose (unit) #1-2 —>
. {consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G, k. 4. r. 7</lotNumberText>
i~ G.k.4.x.7: Batch / Lot Number #1-2 —>
</productInstancelnstance)
<kind0fProduct classCode="MMAT” determmerCode— KIND™>
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="6G.k. 4.

r.9.2a"> ,
<l-- 6.k 4.r.9. 2a: Pharmaceutical Dose Form TernID Version Date / Number #1-2
-—>
<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-2 —>
<originalText>G. k. 4. r. 9. 1<{/originalText>
"<!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-2 —>
</formCode>
</kind0fProduct>
{/instance0fKind>

{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840, 1.113883. 3,989. 2. 1. 1. 19” codeSystemVersion="1. 1"
displayName="parentRouteOfAdministration”/> :
<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">
<{l—— G.k.4.1. 11 2a: Parent Route of Administration TermID Version Date / Number
#1-2 —>
{!— G.k.4.1.11. 2b: Parent Route of Administration TermID #1-2 —>
{originalText>G. k. 4. r. 11. 1</originalText>

. <l-- G.k.4.1.11. 1: Parent Route of Administration (free text) #1-2 —>
{fvalue> v
{/observation>
*</inboundRelationship>

{/substanceAdninistration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”> :
<!—— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— G.k 4.1.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_TS"™>
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<l— G.k.4.1r.2: Number of Units in the Interval #1-3 —>
<l— G.k.4.r.3: Definition of the Time Imterval Unit #1-3 —>
</ comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l-- G.k.4.r.4: Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G.k.4.r.6b"/>
{!— G.k 4.r.6a: Duration of Drug Administration (number) #1-3 —>
<l— G.k.4.r.6b: Duration of Drug Administration (unit) #1-3 —>
</comp?
{/effectiveTimed
<routeCode code="G.k, 4. r. 10, 2b” codeSystem="2. 16. 840. 1, 113883, 3. 989, 2. 1. 1. 14"
codeSystemVersion="6. k. 4. r. 10. 2a”>
<}— G.k. 4.1.10.2a: Route of Administration TermID Version Date / Number #1-3 —>
<{!— G.k.4.r.10.2b: Route of Administration TermID #1-3 —>
CoriginalText>G. k. 4. r. 10. 1</originalText>
{!— G.k.4.r.10.1: Route of Administration (free text) #1-3 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r. 1b” /)
<!— G.k. 4.r. 1a Dose (number) #1-3 —>
{— G.k. 4.r.1b: Dose (unit) #1-3 —>
{consumable typeCode="CSM">
<instance0fKind classCode="INST">
<productInstancelnstance classCode="] MMAT” determlnerCode— INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText> .
<!~ G.k.4.x.7: Batch / Lot Number #1-3 —> ) ,
</productInstanceInstance>
<kind0fProduct classCode="MMAT” determmerCode— KIND”>
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k.4
r.9.2a">
{l-—- G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-3

<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 —>
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displayName="parentRoute0fAdministration”/>
14” codeSystemVersion="G. k. 4. r. 11.2a">

#1-3 —>

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

r.9.22a">

displayName="parentRouteOfAdministrat ion"/>
14" codeSystemVersion="6. k. 4.r. 11 22"

#1-4 —>

{originalText>G. k. 4. x. 9. 1</originalText>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
</formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="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="2.16.840.1.113883.3.989.2.1. L.
!~ G.k 4.r.11. 2a: Parent Route of Administration TexmID Version Date / Number

<!— G.k. 4. 1.11. 2b: Parent Route of Administration TermID #1-3 —>
 {originalText>G. k. 4. r. 11. 1</originalText>
<]~ G.k.4.r.11.1: Parent Route of Administration (free text) #1-3 —>
</value> :
{/observation>
{/inboundRelationship>

</substanceAdministration>

</outboundRelationship2>

{outboundRelationship2 typeCode="COMP">
<!—.G.k 4.r: Dosage and Relevant Information (repeat as necessary) #l-4 —>
{substanceAdministration classCode=" SBADM moodCode="EVN">

{text>G. k. 4. r. 8</text>
¢!— G.k. 4.1.8: Dosage Text §1-4 —>
<effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL_TS">
<{period value="10" unit="G.k. 4.r.3"/>
<I— G.k.4.r.2: Number of Units in the Interval #1—4 —>
¢l G.k.4.r.3: Definition of the Time Interval Unit #1—4 -
<{/comp>
<comp xsi:type="IVL_TS” operator="A">
<width: value="4" unit="G.k.4.r.6b"/>
<1 G.k.4.1.6a: Duration of Drug Administration (number) #1-4 —>
¢!— G.k.4.1.6b: Duration of Drug Administration (unit) #1-4 —>
<high Value=’20090101”'/ >

<!— 6.k.4.r.5: Date and Time of Last Administration #1-4 >
</comp>
{/effectiveTime> ’

<routeCode code="G. k. 4.r. 10. 2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.L1L 14"

<}— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #1-4 —>
<l— 6.k.4.1.10.2b: Route of Administration TermID #1-4 —>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<|— Gk 4.r.10. 1: Route of Administration (free text) #1-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.r.1a Dose (number) #1-4 —>
Kl=="G. k 4.r.1b: Dose (unit) #1-4 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
(lotNumberText>G. k. 4. r. 7</lotNumberText>
¢l— G.k.4.r.7: Batch / Lot Number #1-4 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinexrCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4

<!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #1-4 —>

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

{/consumable>
{inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="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. 113883.3.989.2. 1. 1.
(I~ G.k 4.1. 11 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k. 4.1.11.2b: Parent Route of Administration TermID #1-4 —>
{originalText>G. k. 4. r. 11. 1{/originalText>
<l 6.k 41 11 1: Parent Route of Admmlstratlon (free text) #1-4 —
</value>
{/observation>
</inboundRelationship>

</substanceAdministration>
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!—— 6.k 4.1: Dosage and Relevant Information (repeat as necessary) #1-5 ——>
<substanceAdministration classCode="SBADM” moodCode="EVN"> :
{text>G. k. 4. 1. 8</text>
{l-— G.k 4.r.8: Dosage Text #1-5 —>
CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/>
<!— G.k. 4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
¢l—— G.k.4.1.5: Date and Time of Last Administration #1-5 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
v <width value="4" unit="G. k. 4.r.6b"/>
{!— G.k.4.r.6a: Duration of Drug Administration (number) #1-5 —~>
<!—— G.k.4.r.6b: Duration of Drug Administration (unit) #1-5 —>
<{/comp>
{/effectiveTined
<routeCode code="G.k.4.r,10.2b” codeSystem="2.16. 840. 1. 113883. 3. 989, 2. 1. 1. 14"
codeSystenVersion="G. k. 4.r.10. 22">
<}— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #1-5 —>
<i— G.k.4.r.10. 2b: Route of Administration TermID #1-5 —>
CoriginalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1.10. 1: Route of Administration (free text) #1-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!— G.k.4.r.1a Dose (number) #1-5 —>-
<!—"G.k. 4. r. 1b: Dose (unit) #1-5 —>
<consumable typeCode="CSM">
<instanceOfKind 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>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
- <formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a" ‘ ‘
. {l— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-5
_> L
<!— G.k. 4.r.9.2b: Pharmaceutical Dose Form TermID #1-5 —>
. {originalText>G.k. 4.r. 9. 1</originalText>
<l-= G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #1-5 —>
</formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1”
displayName="parentRouteOfAdministration”/>
<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. 22"
<l— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
H#1-5 —>
<{!— G.k.4.1.11.2b: Parent Route of Administration TermID #1-5 —>
{originalText>G. k. 4. r. 11. 1</originalText>
{l— G.k.4.r.11.1: Parent Route of Administration (free text) #1-5 —>
{/value> ) ’
</observation>
</inboundRelationship>
{/substancefdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<l—— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-6 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
{text>6. k. 4. 1. 8</textd
{!— G.k 4.r.8: Dosage Text #1-6 —>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.r.3"/>
<l— G.k 4.r.2: Number of Units in the Interval #1-6 —>
<l G.k.4.1.3: Definition of the Time Interval Unit #1-6 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<{!— G.k.4.1.4: Date and Time of Start of Drug #1-6 —>
<width value="4" unit="G.k.4.r.6b"/>
¢l— G.k. 4.r. 6a: Duration of Drug Administration (number) #1-6 ——>
<!— G.k.4.r.6b: Duration of Drug Administration (unit) #1-6 —>
</comp>
. Lcomp xsi:type="IVL_TS” operator="A">
<high value="20090101"/> :
<{I—— G.k.4.1r.5: Date and Time of Last Adwinistration #1-6 —>
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</comp>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"
codeSystemVersion="6. k. 4. r. 10, 2a"> .
. <!— G.k.4.1.10.2a: Route of Administration TermID Vetrsion Date / Number #1-6 —>
<{1— G.k.4.1.10.2b: Route of Administration TermID #1-6 —>
{originalText>G. k. 4. r. 10. 1<{/originalText)
¢!— G.k.4.r.10.1: Route of Administration (free text) #1-6 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k. 4.1 la Dose (number) #1-1 —>
¢!~ G.k.4.1.1b: Dose (unit) #1-1 —>
<consumable typeCode="CSM">
<instance0OfKind classCode="INST”>
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7</lotNumberText> .
{l~= G.k.4.1.7: Batch / Lot Number #1-1 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="" KIND >
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k.4.
r.9.2a"> :
<!— 6.k. 4.r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6

_ <l=— 6.k.4.1.9.2b: Pharmaceutical Dose Form TernID #1-6 —>
CoriginalText>G. k. 4. r. 9. 1</originalText>
<{}— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-6 —>
{/formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable> )
<inboundRelationship typeCode="REFR">
Cobservation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19 codeSystemVerslon— 1.17
displayName="parentRouteOfAdministration”/>
, <Va1u& xsi:type="CE” code="G.k. 4.r.11. 2b" codeSYstenF”Z. 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 TermID Version Date / Number
. #1-6 —> .
<{!— G.k.4.r. 11 2b: Parent Route of Administration TermID #1-6 —>
i . <originalText>G. k. 4. r. 11. 1</originalText> )
- . <l— G.k.4.r.11. 1: Parent Route of Administration (free text) #1-6 —>
{/value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP">
<!-—- G.k 4.1r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
¢{!— G.k.4.r.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SXPR TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/>
¢l— G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
<width value="4" unit="G.k 4.r.6b"/>
<I— G.k.4.r. 6a: Duration of Drug Administration (number) #1-7 —>
<}— G.k.4.r.6b: Duration of Drug Administration (unit) #1-7 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
{}-— G.k.4.r.5: Date and Time of Last Admlnlstratlon #1-7 —>
</comp>
{/effectiveTimed
CrouteCode code="G. k. 4.r. 10.2b” codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 14"
codeSystemVersion="G. k. 4. . 10. 2a”> :
<l G.k. 4.1.10, 2a:. Route of Administration TermID Version Date-/ Number #1-7 —>
<l— 6.k 4.1.10.2b: Route of Administration TermlD #1-7 —>
{originalText)G. k. 4. r. 10. 1</originalText>
{!— 6.k 4.r.10.1: Route of Administration (free text) #1-7 >
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
<I— 6.k 4.r.1a Dose (number) #1-7 —>
<!— G.k.4.r.1b: Dose (unit) #1-7 —>
<consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
{!— 6.k 4.r.7: Batch / Lot Number #1-7 —>
</productInstancelnstance> .
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"
<l=— G.k.4.r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-7
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displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4.r.11. 2a">

B1-7 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayName="recurranceQfReaction”/>

codeSystemVersion="2. 0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

di splayName="codedDrugInformation"/ >

<l— G.k.4.7.9.2b: Pharmaceutical Dose Form TermID #1-7 —>
<originalText>G. k. 4. 1. 9. 1{/originalText> ‘
<!~ G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-7 —>
</formCode>
</kindOfProduct>
{/instance0OfKind>
{/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"

<value xsi:type="CE” code="G.k.4.x.1l.2b" codeSystem="2. 16.840. 1. 113883, 3,989.2.1. 1.
<!—- G.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k.4.1.11. 2b: Parent Route of Administration TermID #1-7 —>
{originalText>G. k. 4. r. 11. 1</originalText>
{!— G.k 4.r.11.1: Parent Route of Administration (free text) #1-7 —>
</value>
{/observatisn>
{/inboundRelationship>
¢ </substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="SUMM">
<observation classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2. 16.840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1,1"

<value xsi:type="PQ” value="10" unit="G.k.5b"/>
{!— G.k.5a: Cumulative Dose to First Reaction (number) #1 —>
{!— G.k 5b: Cumulative Dose to First Reaction (unit) #1 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

{value xsi:type="PQ” value="10" unit="G.k.6b"/>
{}— G.k.6a: Gestation Period at Time of Exposure (number) #1 —>
{l— G.k 6b: Gestation Period at Time of Exposure (unit) #1 —>
</cbservation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. . 1. 19" codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.i.4" codeSystem="2.16.840. 1. 113883, 3,989, 2. 1. 1. 16"

<!— 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-45£2-a02f-42d4d6£4657F"/>
{/actReference>
</outboundRelationshipl>
{/observation> :
</outbourdRelationship2>
<outboundRelationship2 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 xsi:type="CE” code="G.k.9.1.4" codeSystem="2, 16.840. 1. 113883. 3. 989.2. 1. 1. 16”

<!— 6.k 9.1i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
<outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6~c9e8-4ebc-93e9-5b860b3142207 />
</actReference>
</outboundRelationshipl>
. {/observation> .
</outboundRelationship2> ; i
{outboundRelationship2 typeCode="REFR"> .
<observation classCode="0BS” moodCode="EVN">
{code code="9" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1”

{value xsi:type="CE” code="G.k. 10.r” codeSystem="2. 16.840. 1. 113883. 3,989.2.1.1. 17"

¢!— 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #1-1 —>
</observation> ‘
</outboundRelationship2> .
<outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN"> .
<code code="9” codeSystem="2. 16. 840, 1. 113883. 3. 989. 2, 1. 1. 19” codeSystemVersion="1, 1"

v

{value xsiitype="CE” code="G.k. 10.r” codeSystem="2.16.840. 1. 113883, 3. 989.2.1.1. 17"
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codeSystemVersion="2.0"/>

displayName="a'dditionalInformation’/ >

displayName="indication”/>

"G.k.7.x.2a">

displayName="sourceReporter”/>

displayName="indjication”/>

“G.k. 7.r.2a">

displayName="sourceReporter”/>

N

¢!~ 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #1-2 —>
</observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1,1"

<value xsi:type="ST">G. k. 11</value>
<!— G.k.11: Additional Information on Drug (free text) #1 —>
{/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" codeSystemVersion="1.1"

¢value xsiitype="CE” code="G.k.7.r.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=

<!— G.k.7.r.2a: MedDRA Version for Indication #1-1 —>
<1— G.k.7.r.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. . 1</originalText>
<l— G.k.7.r.1: Indication as Reported by the Prlmary Source #1-1 —>
. &/valued
<{performer typeCode="PRF"> -
CassignedEntity classCode="ASSIGNED">

<code code=”3” codeSysteuF"Z. 16. 840. 1. 113883. 3. 989. 2. 1, 1. 21” codeSystemVersion="1. 0"

</as51gnedEnt11:y>
</performer>
</observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

¢value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

{!-— 6.k 7.r.2a: MedDRA Version for Indication #1-2 —>
¢!— G.k 7.1.2b: Indication (MedDRA code) #1-2 —>
CoriginalText>G. k. 7. r. 1</originalText> ]
{}— G.k. 7.xr.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” codeSystemVersion="1.0"

{/assignedEntity>
{/performer>
{/observation>
{/inboundRelationship>
<inboundRelationship typeCode="CAUS">
<act classCode="ACT” moodCode="EVN">

{code code="G.k.8" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 15 codeSystemVersion="2.0"/>

<!— G.k.8: Action(s) Taken with Drug #1 —>
{/actd
</inboundRelationship>
{/substanceAdministration>
</component>
¢{!— 6.k Drug(s) Information (repeat as necessary) #2 —>
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6£5ce-3b3b-45¢7-92dd-69e06730c3a9”/> .
{consumable typeCode="CSM">
<instanceOfKind classCode="INST"> )
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="G. k. 2. L. 2b” codeSystem="TBD-PhPID" codeSystemVerslon— 6.k .2.1.2a"/>
<!— G.k.2.1.2a: PhPID Version Date / Number #2 —> -
<!— G.k.2. 1. 2b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>G. k. 2. 2{/name>
<{l— G.k. 2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<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/>
<l~— G.k.3.1: Authorisation / Application Number #2 ~~>
<holder typeCode="HLD">
' <role classCode="HLD">

<playingOrganization classCode="ORG” determinerCode="INSTANCE”>

<name>G, k. 3. 3¢/name>
<{1-— 6.k 3.3: Name of Holder / Applicant #2 —>
</playingOrganization>
</role>
{/holder>
<author typeCode="AUT">
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codeSystemVersion="1.1"/>

codeSystemVersion="1. 0" displayNeme="#TEXKZZEDRIRES"/>

'2.1.3” codeSystemVersion="1.1"/>

22"/>

#2-1 —>

2a"/>

<territorialAuthority classCode="TERR">
<territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k.3.2” codeSystem="1.0. 3166. 1. 2.2"/>
<1— G.k.3.2: Country of Authorisation / Application #2 ~—>
{/terrifory>
{/territorialAuthority>
</author>
<pertinentInformation typeCode="PERT">
<policy classCode="POLICY” moodCode="EVN">
<code code="J2.5.k" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 4~

<I— geer2.5.k: —MRAEREEO) X7 KYE #2 —
</policy>
</pertinentInformation>
</approval>
</subjectOf>
<subjectOf typeCode="SBJ">
{characteristic classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2.16. 840. 1. 113883. 3.989.5.1.3.2.1. 10"

{value xsi:type="CE” code="J2.4.k” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. . 3.

<I— 008J2. 4. k: FERREORRRS #2 —>
{/characteristic>
</subject0f>
{/asManufacturedProduct>
{ingredient classCode="ACTI™>
<quantity>
<numerator value="10" unit="G. k. 2.3.r.3b"/>
<!— G.k 2.3.r.3a: Strength (number) #2-1 —>
<!— G.k. 2.3.r.3b: Strength (unit) #2-1 —>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">

<!-— G.k.2.3.r.2a: Substance / Specified Substance TermiD Version Date / 'Number

<!~ G.k 2.3.r.2b Substance / Specified Substance TermID #2-1 —>
<name>G. k. 2. 3. r. 1{/name>
{!— G.k.2.3.r.1: Substance / Specified Substance Name #2-1 —>
</ingredientSubstance>
{/ingredient>
<ingredient classCode="ACTI”>
<quantity>
<numerator value="10" unit="G.k. 2.3.r.3b"/>
<l-- G.k.2.3.r.3a: Strength (number) #2-2 —>
<!— G.k 2.3.r.3b: Strength (unit) #2-2 —>
<denominator value="1"/>
</quantity> '
<ingredientSubstance classCode="MMAT” determinerCode="KIND”>

<!~ G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date/Number H#2-

<l— G.k.2.3.r.2b Substance / Specified Substance TermID #2-2 —>
<name>G. k. 2. 3. r. 1{/name> :
‘<l 6.k 2.3.r.1: Substance / Specified Substance Name #2-2 —>
</ingredientSubstanced
{/ingredient>

</kindOfProduct>
{subjectOf typeCode="SBJ">

displayName="retailSupply”/>

Obtained #2 —>

{productEvent classCode="ACT” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1. 0"

<performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED">
<{representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<addr>
{country>G. k. 2. 4</country>
<!— G. k. 2.4: Identification of the Country Where the Drug Was

{/addr>
{/representedOrganizationd
</assignedEntity>
</performer>
{/productEvent>

<{/subject0f>
<subjectOf typeCode="SBJ"> .

0" displayNeme="—fH EERDODAFREEK"/>

codéSystemVers ion="1.1"/>

{observationEvent classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883. 3.989.5. 1. 3. 2. 1, 10” codeSystenVersion="1.

<value xsi:type="CE” code="J2.6.k” codeSystem="2. 16, 840, 1. 113883. 3. 989, 5. 1.3.2. 1, 5"
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Ve ‘
Event (number) Drug #2, Reaction #1—>

Event (unit) Drug #2, Reaction #1 —>

Drug #2, Reaction #1 —>

Drug #2, ReAction #1 —>

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

Bvent (unit) Drug #2, Reaction #2 —>

Drug #2, Reaction #2 —>

Drug #2, Reaction #2 —>

‘Event (number) Drug #2, Reaction #3 —>

Event (unit) Drug #2, Reaction #3 —>

Drug #2, Reaction #3 —>

Drug #2, Reaction #3 —>

Event (number) Drug #2, Reaction #4 —>

Event (unit) Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

<l— @00J2.6. k: —RAERRDOAFER #2 —
</observationEvent> )
{/subjectOf>

</instanceOfKind>
</consumable>
<outboundRelationshipl typeCode="SAS™>

<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

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

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

<actReference classCode="0BS" moodCode="BVN">
<id root="154eb889-958b~45f2-a02f-42d4d6£4657F"/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<!— G.k.9.i.3 2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<l— G. k. 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

CactReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b—-45f2-a02f-42d4d6£4657E" />
{/actReference> . ) .
{/outboundRelationshipl> ' ;
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<J—Gk9.i. 3 la: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

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

<l— 6.k 9.4.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS” moodCode="EVN"> :
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207/>
</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 Administration and Start of Reaction /

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

KactReference classCode="0BS” moodCode="EVN™>
<id root="3a8626cb~9f1b~4ea8-8a0f-e0ff34430adf”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/> )
<l— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

¢}— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Bvent (unit)

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626ch-9f1b—4ea8-8a0f-e0ff34430adf”/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS"> )
<pauseQuantity value="10" unit="G.k. 9, 1i.3.1b"/>
<1 Gk 9.1.3.1a! Time Interval between Beginning of Drug Administration and Start of Reaction /

1=~ G. k. 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root=”29§9840f—08b4—499c—80ff—dd8415f4f8a5"/ >
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/> )
<l—— G. k. 9.4.3.2a: Time Interval between Last Dose of Drug and Start of Reactioxt / Event (number)

<l— 6.k 9,i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
{actReference classCode="0BS” moodCode="EVN">

<id root="2e99840f-08b4-499c-80£f-dd8415f4£8a5"/>
- {/actReference> .
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Event (number) Drug #2, Reaction #5 —>

Event (unit) Drug #2, Reaction #5 —>

"Drug #2, Reaction #5 —>

Drug #2, Reaction #6 —>

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

Event (unit) Drug #2, Reaction #6 —>

Drug #2, Reaction #6 —>

Drug #2, Reaction #6 —>

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

Event (unit) Drug #2, Reaction #7 —>

Drug #2, Reaction #7 —>

Drug #2, Reaction #7 —>

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

Bvent (unit) Drug #2, Reaction #8 —>

Drug #2, Reaction #8 —>

Drug #2, Reaction #8 —>

{/outboundRelationshipl> .
<outhoundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

Ad— 6.k 9.1.3. la: Tlme Interval between Beginning of Drug Admmlstratmn and Start of Reaction /

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

CactReference classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b~83c1-34f9ddb7eabd”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k. 9.1.3.2b"/>
<!~ 6.k.9.1i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<!=—— G.k.9.i.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>
{/outboundRelationshipl>
CoutboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" wnit="G.k.9.i.3.1b"/>

<!— G.k.9.i.3. 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

<!— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43~e925640fb18£" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k. 9.1i.3.2b"/>
<!— 6.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (mumber)

¢!—= 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="1£927283-10b6-4334-9d43-e925640fb18£" />
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<!~~ G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
<— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969~38be-423f-b6bb-cel4bc279d8e” />
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k. 9.1i.3.2b"/>
<!— 6.k. 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
</actReference>
{/outboundRelationshipl>
<outboundRelatiohshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>

<!— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

<!~ G.k.9.1.3.1b! Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092~8070~426d-af04-6863263443e0”/>.
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.1.3.2b"/>
<!— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

{!— 6.k 9.i.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-af04-6863263443e0”/>
{/actReference>
{/outboundRelationshipl>
<outboundRelationship2 typeCode="PERT"> -
{observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1"
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displayName="blinded”/>

‘

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

r.9.2a">

-

displayName="parentRoute0fAdministration”/>
14" codeSystemVersion="G. k. 4. r. 11. 2a">

#2-1 —>

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

(value xsi:type="BL” value="true”/>
<l— G.k.2.5: Investigational Product Blinded #2 —>
{/observation>
</outboundRelationship2>

CoutboundRelationship2 typeCode="COMP”>

<! 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>
¢<!— G.X. 4.r.8: Dosage Text #2-1 —>
Ceffectivelime xsi:type="IVL_TS">
<low value="20090101"/>

<!— G.k.4.r.4: Date and Time of Start of Drug #2-1 —>

<high value="20090101"/> ]

<l— G.k.4.1.5:-Date and Time of Last Administration #2-1 —>
{/effectiveTime>

{routeCode code="G.k.4.r.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 #2-1 —>
<!— G.k.4.r.10.2b: Route of Administration TermID #2-1 —>
SoriginalText>G. k. 4. r. 10. 1</originalText> .
<d— G k4r10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!=- G.k 4.r.1a Dose (number) #2-1 —>
<!— G.k.4.r. 1b: Dose (unit) #2-1 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</1lotNumberText>
<l—— G.k.4.1.7: Batch / Lot Number #2-1.—>
</productInstancelnstance)
<kind0fProduct classCode="MMAT” determinerCode=" KIND >
f <formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersmn“ G. k.4

{l— G.k.4.7.9. 2a: Pharmaceutical Dose Form TermID Verslon Date / Number. #2-1

{!— 6.k 4.1.9.2b: Pharmaceutlcal Dose Form TermID #2-1 —>
{originalText>G. k. 4. r. 9. 1{/originalText>
{!— G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #2-1 —>
</formCode>
. </kind0fProduct>
{/instance0fKind>
{/consumable> .
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="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. 113883.3.989.2. 1. L.
"
<!— G.k.4.1.11. 2a: Parent Route of Administration TermID Ve'rsion Date / Number

¢{!— G.k'4.r.11. 2b: Parent Route of Administration TermID #2-1 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<l~- G.k.4.1.11.1: Parent Route of Administratien (free text) #2-1 ->
<Jvalued
{/cbservation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP” >
{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!~ G.k.4.1.8: Dosage Text #2-2 —>
effectiveTime xsi:type="IVL_TS"> ~
<low value="20090101"/> :
<l— G.k.4.r.4: Date and Time of Start of Drug #2-2 -
<width value="4" unit="G.k.4.r.6b"/>
<{l— G.k. 4.r.6a: Duration of Drug Administration (number) #2-2 —>
<}~ G.k.4.r.6b: Duration of Drug Administration (unit) #2-2 —>
{/effectiveTime>
<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 Administration TermID Version Date / Number #2-2 —>
<l— 6.k.4.1.10.2b: Route of Administration TermID #2-2 —>
<originalText>G. k. 4. r. 10. 1{/originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-2 —=>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k.4.1. la Dose (number) #2-2 —> ’
{}— G.k.4.1.1b: Dose (unit) #2-2 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
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r.9.22"

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4.r.11.2a">

#2-2 —>

codeSystemVersion="G. k. 4.1, 10. 2a">

r.9.2a"

—>

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4. r. 11. 2a”>

#2-3 —>

<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumbexText>
¢{l— G.k.4.1.7: Batch / Lot Number #2-2 —>

{/productInstanceInstance>

<kindOfProduct classCode="MMAT" determinerCode="KIND">
<{formCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k.4.

¢{!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-2

<!— G.k.4.1r.9.2b: Pharmaceutical Dose Form TermID #2-2 —>
{originalText>G. k. 4. 1. 9. 1</originalText>
¢!— G.k. 4.r.9.1: Pharmaceutical Dose Form (free text) #2-2 —>
</formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883.3.989.2.1.1.19”

~

codeSystemVersion="1. 1"
<value. xsiitype="CE" code="G.k. 4.r.11.2b" codeSystem="2.16.840.1. 113883.3.989.2. 1. 1.
<l— G.k 4.1.11.2a: Parent Route of Administration TermID Version Date / Number

<!~ G.k 4.1.11. 2b: Parent Route of Administration TermID #2-2 —>
<originalText>G. k. 4. r. 11, 1</originalText>
¢<l— G.k.4.1.11.1: Parent Route of Administration (free text) #2-2 —>
{/value> -
{/observation>
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
¢!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-3 —>
¢substanceAdministration classCode="SBADM” moodCode="EVN">
{textG. k. 4. . 8</text>
<l— G.k.4.1.8: Dosage Text #2-3 —>
CeffectiveTime xsi:type="IVL_TS">
(width value="4" unit="G.k. 4.r.6b"/>
¢!— G.k.4.1.6a: Duration of Drug Administration (number) #2-3 —>
<} G.k.4.r.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="20090101"/>  ~
<1— G.k.4.1.5: Date and Time of Last Administration #2-3 —>
</effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 14"

<!— 6.k 4.7.10.2a: ‘Route of Administration TermID Version Date / Number #2-3 —>
{!— G.k.4.1.10.2b: Route of Administration TermlD #2-3 —>
<originalText>G. k. 4. r. 10. I</originalText>
<|— G.k.4.1.10. 1: Route of Administration (free text) #2-3 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!— G.k.4.1r. 1a Dose (number) #2-3 —>
¢(!— G.k 4. 1. 1b: Dose (unit) #2-3 ~—>
{consumable typeCode="CSM">
<instance0fKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCodes”INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢l-~ G.k.4.r.7: Batch / Lot Number #2-3 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k. 4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<!— G.k. 4.r.9.2a: Pharmaceutical Dose Form'TermID Version Date / Number #2-3

{!— 6.k 4.r.9.2b: Pharmaceutical Dose Form TermID #2-3 —>
CoriginalText>G. k. 4.x. 9. 1<{/originalText>
¢!— G.k. 4.r.9.1: Pharmaceutical Dose Form (free text) #2-3 —>
</formCode>
</kindOfProduct>
{/instance0fKind>
- {/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19"

¢value xsi:type="CE” code="G.k 4.r.1l 2b" codeSystem="2.16. 840. 1. 113883, 3.989.2.1. L.

codeSystemVersion="1.1"

<!— G.k 4.1.11.2a: Parent Route of Administration TermID Version Date / Number

{!— G.k 4.r. 1% 2b: Parent Route of Administration TermID #2-3 —>
{originalText6. k. 4. r. 11. 1{/originalText>
(!— G.k. 4.7.11,1: Parent Route of Administration (free text) #2-3 —>
</value>
s
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codeSystemVer'sion='G..k. 4.1.10.2a">

r.9.2a">

displayName="parentRouteOfAdministration”/>
14" codeSystenVersion="G. k. 4. r. 11. 2a™>

#2-4 —>

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

</observation>
</inboundRelationship> - v
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<I— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-4 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. 1. 8</text>
<l—— G.k. 4.1.8: Dosage Text #2-4 —) 5
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.r.3"/>
{1— G.k.4.r.2: Number of Units in the Interval #2-4 —>
<I— G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
</comp>
* {comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<I— G.k. 4.r.4: Date and Time of Start of Drug #2-4 —>
{/comp>
{/effectiveTime>
-<routeCode code="G.k. 4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1. 1. 14"

.

<} G. k. 4.1.10.2a: Route of Administration TexrmID Version Date / Number #2-4 —>
<1— G.k.4.1.10.2b: Route of Administration TermID #2-4 —>
<originalText>G. k. 4. 1. 10. 1</originalText>
<{!— G. k. 4.1.10.1: Route of Administration (free text) #2-4 —>
</routeCode>
<doseQuantity value="10" unit="G. k.4 . b7/
<I— G.k.4.r.1a Dose (nunber) #2-4 —>
. <{I— 6.k 4. r.1b: Dose (unit) #2-4 —>
<consumable typeCode="CSM">
{instance0fKind classCode— INST™>
<productInstanceInstanca classCode="MMAT" determmerCode- INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<{!— G.k.4.r.7: Batch / Lot Number #2-4 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{!— G.k. 4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4

{!— G.k 4.1/9, 2b: Pharmaceutical Dose Form TermID #2-4 —>
originalText>G. k. 4. 1. 9. 1</originalText>
K!— 6.k 4.1r.9.1: Pharmaceutical Dose Form (free text) #2-4 —>
</formCode>
</kind0fProduct>
</instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR”> 5
{observation classCode="0BS” moodCode="EVN” >
{code code="28" codeSystem="2. 16. 840. 1. 113883. 3,989, 2. 1, 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k. 4.r.1l.2b" codeSystem="2. 16. 840, 1. 113883, 3.989.2.1. 1.
<!— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

<l— G.k.4.r.11.2b: Parent Route of Administration TermID #2-4 —>
<originalText>G. k. 4. r. 11. 1</originalText>
] <!— G.k.4.1.11.1: Parent Route of Administration (free text) #2-4 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!—— G.k. 4.1 Dosage and Relevant Information (repeat as necessary) #2-5 —>
(substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8{/text>
<!— G.k. 4.1.8: Dosage Text #2-5 —>
{effectiveTime xsi:type="SXPR_TS">
Ccomp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.r.3"/>
= Gk 4.r.2: Nugber of Units in the Interval #2-5 —>
<l— G.k 4.r.3: Definition of the Time Interval Unit #2-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
{I— G.k.4.r.5: Date and Time of Last Administration #2-5 —>
</ comp>
{/effectiveTime>
<routeCode code="G.k. 4.r.10.2b" codeSystem— 2.16.840. 1, 113883, 3. 989, 2. 1. 1. 14"

<{!— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-5 —>
<l— G.k.4.r.10. 2b: Route of Administration TermID #2-5 —> .
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r.9.2a">

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k.4.r.11.2a">

#2-5 —>

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

r.9.2a">

<originalText>G. k. 4. r. 10. I</originalText>
<l— G.k.4.r.10. 1: Route of Administration (free text) #2-5 ——>
<{/routeCode> )
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!~ G.k. 4.r. 1a Dose (number) #2-5 —>
<l— G.k.4.1.1b: Dose (unit) #2-5 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</1otNumberText>
<l— G.k.4.1.7: Batch / Lot Number #2-5 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k.4.

{!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID ‘Version Date / Number #2-5

<!— G.k. 4.1.9.2b: Pharmaceutical Dose Form TernID #2-5 —>
{originalText>G. k. 4. r. 9. 1{/originalText>
¢!— G.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #2-5 —>
{/formCode>
</kindOfProduct>
<{/instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR")
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.1l.2b" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1.
<!— G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

- <l-- G.k. 4.1. 1L 2b: Parent Route of Administration TermID #2-5 —>
<originalText)G. k. 4. r. 11. 1{/originalText>
- ¢l— G.k.4.r.11. 1: Parent Route of Administration (free text) #2-5 —>
</value>
</observation®
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”">
<l— G.k.4.1r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. ki 4. r. 8</text>
<{!— G.k.4.1.8: Dosage Text #2-6 —>
<effectiveTime xsi:type="SXPR_TS"™>
<comp xsi:type="PIVL_TS">
<period value="10" wnit="G.k 4.r.3"/>
<l-= G.k.4.r.2: Number of Units in the Interval #2-6 —>
{!— G.k.4.r.3: Definition of the Time Interval Unit #2-6 —>
</comp>
Scomp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/> .
<l—— G. k.4.r.6a: Duration of Drug Administration (number) #2-6 —>
<!— G.k.4.r.6b: Duration of Drug Administration (unit) #2-6 —>
{/comp>
{/effectiveTime>
<routeCode code="G.k. 4.r. 10, 2b” codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 14"

- {l— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-6 —>
<l— G.k.4.1.10. 2b: Route of Administration TermID #2-6 —>
CoriginalText)G. k. 4. r. 10. 1<{/originalText>
<!— G.k.4.x.10.1: Route of Admmlstratlon (free text) #2-6 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k. 4.1.1a Dose (number) #2-6 —>
<!— G.k.4.r.1b: Dose (unit) #2~6 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</1lotNumberText>
<!— G.k 4.x.7: Batch / Lot Number #2-6 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersmn— G.k 4.

-G k. 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-6

{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-6 —>

<originalText>G. k. 4.r. 9. 1</originalText>
<{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
' {/formCode>
</kind0fProduct>
</instance0fKind>
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{/consumable>
<inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1.19” codeSystemVersmn— 1.1
displayName="parentRouteOfAdministration”/>
' <value xsi:type="CE” code="G. k. 4.1.11.2b” codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1.
14" codeSystemVersion="G.k.4.r.11.2a">
: <!~— G.k.4.x.11.2a: Parent Route of Administration TermID Version Date / Number
#2-6 —> .
<!— G.k.4.r.11.2b: Parent Route of Administration TermID #2-6 —>
<originalText>G. k. 4. r. 11, 1</originalText>
<l—- G.k.4.x.11.1: Parent Route' of Administration (free text) #2-6 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<textd6. k. 4. 1. 8</text>
<!— G.k 4.r. 8: Dosage Text #2-7 —>
CeffectiveTime xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.1.3"/>
I~ G.k.4.r.2: Number of Units in the Interval #2-7 —>
<{}— G.k.4.r.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"
codeSystenVersion="6. k. 4. r. 10. 2a">
¢{!— 6.k 4.1.10, 2a: Route of Administration TermID Version Date / Number #2-7 —>
<!— G.k.4.r.10.2b: Route of Administration TermID #2-7 —>
{originalText>G. k. 4. r. 10. 1{/originalText>
¢!~ G.k.4.r.10.1: Route of Administration (free text) #2-7 —>
{/routeCode> !
<doseQuantity value="10" unit="G.k.4.r. 1b"/>
{!— G.k.4.r.1a Dose (number) #2-7 —>
{l— G.k. 4.r.1b: Dose (unit) #2-7 —>
{consumable typeCode="CSH">
" <instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberTextDG. k. 4. r. 7</lotNumberText>
{!— G.k.4.1.7: Batch / Lot Number #2-7 —>
</productInstanceInstance
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForn” codeSystemVersion="6.k. 4.
r.9.2a">
<!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7
{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-7 —>
<originalText>G. k. 4. 1. 9. 1</originalText>
' ¢!~ G.k.4.7.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
{/formCode> " -
</kind0fProduct>
{/instance0fKind>
{/consumable>
{inboundRelationship typeCode="REFR”>
" <observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem— 2.16. 840. 1. 113883. 3, 989. 2. 1 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. 4.7.11. 2a: Parent Route of Administration TermID Version Date / Number
#2-7 —> .
<l— 6.k.4.1.11.2b: Parent Route of Administration TermID #2-7 —>
CoriginalText>G. k. 4. r. 11. 1</originalText>
{!— G.k.4.r.11. 1: Parent Route of Administration (free text) #H2-7 —>
</value>
</observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<{l—— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8{/text>-
{!— G.k. 4.1, 8: Dosage Text #2-8 —>
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/> ]
Kl— G.k.4.r.4: Date and Time of Start of Drug #2-8 —>
{/effectivelime>
<routeCode code="G.k. 4.r.10.2b" codeSystem="2. 16. 840 1.113883.3.989. 2. 1. 1. 147
codeSystemVersion="6. k. 4. r. 10. 22>
¢!~ G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2—8 -
<!— G.k.4.r.10.2b: Route of Administration TermID #2-8 —> r—
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r.9.2a">

displayName="parentRouteOfAdministration”/>

14" codeSystemVersion="G. k. 4. r. 11, 2a">

#2-8 —>

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

r.9.2a">

-

displayNeme="parentRouteOfAdministration”/>

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

<originalText>G. k. 4. r. 10. 1</originalText)
<1~='6.k.4.7.10.1: Route of Administration (free text) #2-8 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<}~ G.k.4.1. 1a Dose (number) #2-8 —>
<!— G.k.4.r.1b: Dose (unit) #2-8 —>
{consumable typeCode="CSM"> :
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberTextDG. k. 4. r. 7</lotNumberText>
<!== G.k. 4.1.7: Batch / Lot Number #2-8 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k. 4. r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{!— G.k.4.r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-8

<!~ G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-8 —>
{originalText>G. k. 4. r. 9. 1</originalText>
<{l— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-8 —>
{/formCods>
</kind0fProduct>
{/instance0fKind>
{/consumable> .
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
{code ‘code="28" codeSystem="2. 16. 840, 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.1l1.2b" codeSystem="2.16.840. 1. 113883.3.989.2.1. 1.
¢}~ G.k 4.1.11.2a: Parent Route of Administration TermID Version Date / Number

<}— G. k. 4.1.11.2b: Parent Route of Administration TermID #2-8 —>
{originalText>G. k. 4. r. 11. 1{/originalText>
¢l-- G.k 4.1.11.1: Parent Route of Administration (free text) #2-8 —>
{/value> .
<{/observation> -
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP”>
¢!— 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>
<!— G.k 4. r.8: Dosage Text #2-9 —>
<effectiveTime xsi:type="IVL_TS"> .
<high value="20090101"/>
"Kl~ G.k.4.r.5: Date and Time of Last Administration #2-9 —>
{/effectiveTime>
<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 Administration TermID Version Date / Number #2-8 —>
<I— 6.k.4.1.10.2b: Route of Administration TermID #2-9 —>
CoriginalText>G. k. 4. . 10. 1</originalText>
<{l=- G.k.4.7.10.1: Route of Administration (free text) #2-9 —>
{/routeCode> )
<doseQuantity value="10" unit="G.k. 4.r. 1"/>
¢{!— G.k.4.r.1a Dose (number) #2-9 —>
{!— G.k.4.r.1b: Dose (unit) #2-9 —>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST">
. {productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l— G.k.4.x.7: Batch / Lot Number #2-9 —>
{/productInstanceInstance®
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="6. k. 4.

<{!— 6.k.4.1r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9

<!~ G.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #2-9 —>
{originalText>G. k. 4. r. 9. 1</original Text>
{!— G.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
</formCode> :
</kind0fProduct>
</instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="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. 3,989. 2. 1. 1.
* Kl— G.k. 4.r. 1L 2a: Parent Route of Administration TermID Version Date / Number
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#2-9 —>

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

'r.9.2a">

10— -

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

f2-10 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

<!— G.k.4.r.11. 2b: Parent Route of Administration TermID #2-9 —>
<originalText>G. k. 4. r. 11, 1</originalText>
{!— G.k 4.1.11.1: Parent Route of Administration (free text) #2-9 —>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>°
<substanceAdministration classCode="SBADM” moodCode="EVN"> )
{text>G. k. 4. 1. 8</textd - ) .
<!— G.k 4.r.8: Dosage Text #2-10 —> :
CeffectiveTime xsi:type="IVL_TS™>
{width value="4" unit="G.k. 4.r.6b"/> }
<l— G.k.4.1.6a: Duration of Drug Administration (number) #2-10 —>
{l— 6.k 4.r.6b: Duration of Drug Administration (unit) #2-10 —>
{/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 #2-10 —>
<!— G.k.4.r.10.2b: Route of Administration TermID #2-10 —>
originalText>G. k. 4. 1. 10. I</ariginalText>
<!— 6.k.4.r.10.1: Route of Administration (free text) #2-10 —>
{/routeCode>
.<doseQuantity value="10" unit="G. k. 4.r.1b"/>
<!=- G.k. 4.1.la Dose (number) #2-10 —>
<!— G.k. 4. 1. 1b: Dose (unit) #2-10 —>
{consumable typeCode="CSM">
<instance0fKind classCode="INST"> !
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.r.7: Batch / Lot Number #2-10 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k. 4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<!~ 6.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / I‘Iumbe/lw #2~

<!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-10 —>

<originalText>G. k. 4. r. 9. 1</originalText> .
<}— G.k.4.r.9, 1: Pharmaceutical Dose Form (free text) #2—10 e
</formCode>
</kindOfProduct>
{/instance0fKind>

</consumable>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsiitype="CE” code="G.k. 4.r. 11.2b" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1.
1= 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 #2-10 —>
<originalText>G. k. 4. r. 11. I</originalText>
{!— G.k.4.1.1L.1: Parent Route of Administration (free text) #2-10 —> °
{/value>
{/observation>
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM”>
<observation classCode="0BS” moodCode="EVN">
<code -code="14" codeSystem="2. 16. 840. 1. 113883 3.989.2.1.1.197 codeSystemVerslon‘ 1.17

<value xsi:type="PQ” value="10" unit="G.k.5b"/>
{!— G.k. 5a: Cumulative Dose to First Reaction (number) #2 —>
<!— G.k.5b: Cumulative Dose to First Reaction (unit) #2 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1,1"

<value xsi:type="PQ” value="10" unit="G.k.6b"/>
<!—.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">
<observation classCode="0BS” moodCode="EVN"> g
<code code="31" codeSystem="2. 16. 840, 1. 113883.3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="recurrance0OfReaction”/>

codeSystemVersion="2. 0"/>

displayName="recurranceOfReaction”/>

codeSystenVersion="2. 0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.07/>

displayName="additionalInformation”/>

displayName="indication”/>

“6.k.7.r. 2a">

displayName="sourceReporter”/>

displayName="indication”/>

“G.k.7.1.2a">

<value xsi:type="CE” code="G.k.9.1i.4" codeSystem="2.16.840. 1. 113883. 3,989, 2. 1. 1, 16"

<!~ 6.k 9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR">
CactReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45£2-a02f-42d4d6£4657£" />
{/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. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2, 16.840. 1. 113883, 3. 989.2. 1. 1. 16"

<}— G.k. 9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN">
<id root=" Zba328d6-09e8—4e6c—93e9-5b860b314220 />
{/actReference>
{/outboundRelationshipl>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode= REFR")
{observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2. 16. 840, 1. 113883. 3. 988, 2. 1. 1. 19” codeSystemVersion="1, 1"

<value xsi:type="CE” code="G.k.10.r” codeSystem="2. 16.840. 1. 113883, 3,989.2.1.1.17”

{!— G.k. 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVers:.on— 1.17

{value xsi:tﬁe=’CE' code="G. k. 10. r” codeSystem="2. 16. 840. 1. 113883. 3, 989, 2. 1. 1. 177

<!— 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

{value xsi:type="ST”>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” codeSystemVersion="1.1"

{value xsi:type="CE” code="G.k.7.T.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

{l— G.k.7.1.2a: MedDRA Version for Indication #2-1 —>
<!— G.k.7.r.2b: Indication (MedDRA code) #2-1 —>
<originalText>G. k. 7. r. 1{/originalText>
<!~ G.k.7.r.1: Indication as Reported by the Primary Source #2-1 —>
{/valued
<performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0"

{/assignedEntity>
{/performer>
</observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1"

(value xsi:type="CE" code="G.k.7.r.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=

{!— G.k.7.1.2a: MedDRA Version for Indication #2-2 —>
{!— G.k.7.1.2b: Indication (MedDRA code) #2-2 —>
CoriginalText>G. k. 7. r. 1</originalText>
<= G.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
{/value>
{performer typeCode="PRF">
CassignedEntity classCode="ASSIGNED"’ >
<code code="3" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 31" codeSystenVersion="1.0"
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displayName="sourceReporter”/>
</assignedBntity>
<{/performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS™> '
<act classCode="ACT” moodCode="EVN"> ,
<code code="G.k. 8" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 15" codeSystemVersion="2.0"/>
<!— G.k.8: Action(s) Taken with Drug #2 -
<Jact>
</inboundRelationship>
</substanceAdministration>
{/component>
{/organizer>
{/subject0f2>
<subjectOf2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 11" codeSystemVersion="1. 0" displayName="{EERDE
=/ i
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16.840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="
BHER"/>
<value xsi:type="INI" value="1"/>
<i— @@eJ2.13.x.1: EHEE #1 —
{/observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2. 16. 840, 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="
HERB/>
<value xsi:type="ED">J2.13.r.2<{/value>
<1— 80@J2.13.r.2: REHRE #1 —>
</observation>
</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. 107 codeSystemVersmn— 1.0” dlsplayName—
BT/ :
<value xsi:type="CE” code="J2.13.r.3" codeSystem="2.16.840. L. 113883.3.989.5.1.3.2. 1. 7"

codeSystemVersion="1.1"/>
l— @0eJ2.13.r.3: BIFRMA #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=
"RENOEFNOFTE /)
<value xsi:type="BL” value="true”/> N
<|—'eeey2. 13.r. 4: BIEFOEHOHE #1 —
</observation>
</component> -
</organizer>
</subject0f2>
<subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN"> :
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 11” codeSystemVersion="1. 0" displayName="{EERDHEE
B/
’ {component typeCode="COMP"> R
<observation classCode="0BS” moodCode="EVN">
. <code code="T" codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3. 2, 1. 10” codeSystemVersion=”1. 0" displayName="
BHEE/>
’ <value xsi:type="INT" value="1"/>
. <l--@eeJ2.13.r.1: BHEK #2 —
{/observation>
</component> -
{component typeCode="COMP”>
2 <observation classCode="0BS” moodCode="EVN"> )
<code code="8" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="
TERIEB"/> .
<value xsi:type="ED">J2.13.r. 2<{/value>
! <l— @00)2.13.x.2: REIRA #2 —>
{/observation> ,
</component>
{component typeCode="COMP"> i
{observation classCode="0BS” moodCode="EVN">
{code code="9" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2. 1. 10" codeSystemVersmn— 1. 0 dlsplayName—
B />

<value xsi:type="CE” code="J2.13.r.3" codeSystem="2. 16,840, 1.113883.3.989.5.1.3.2.1.7"
codeSystemVersion="1.1"/> .
<l-- @00J2.13.1.3: BA%ME #2 —
<{/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=

“REDDEFIOTE" />
) <value xsi:type="BL” value="false”/>
<1— @8@J2.13.1. 4: HIEFPOEFIOFE #2 —
{/observation>
</component>
</organizer>
</subject0f2>
{/primaryRole>
. </subjectl>

{component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN"> )
<code code="20" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
{value xsi:type="CE” code="G.k. 1" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 13" codeSystemVersion="2.0"/>
<l— G.k 1: Characterisation of Drug Role Drug #1 —>
{subject? typeCode="SUBJ”> .
<productlUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9e4”/>
{/productUseReference>
</subject2> o
{/causalityAssessment>
</component>
{component typeCode="COMP">
<causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/> . )
<value xsi:type="CE” code="G.k. 1" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 13" codeSystemVersion="2.0"/>
<!— G.k. 1: Characterisation of Drug Role Drug #2 —>
. <subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b-45c7~92dd-69e06730c3a9”/>
</productUseReference)
{/subject2>
{/causalityAssessment>
{/component>
{component typeCode="COMP"> - .
{causalityAssessment classCode="0BS” moodCode="EVN"’ .
{code code="39" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k. 9.i.2.r. 3</value>
<!— G.k 9.i.2.1.3: Result of Assessment Drug #1, Reaction #1, Assessment #1 —>
<methodCode>
<originalText>G. k. 9. i. 2. 1. 2</originalText>
<}— G.k.9.i.2.1.2: Method of Assessment Drug #1, Reaction #1, Assessment #1 —>
</methodCode> .
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">

{code>
<originalText>G. k. 9. i. 2. r. 1</original Text>
= G.k.9.i.2.1.1: Source of Assessment Drug #1, Reaction #1, Assessment #H—>
</code>
</assignedEntity>
</author>

<subjectl typeCode="SUBJ"> °

<adverseEffectReference classCode="0BS” moodCode="EVN">:
<id root="154eh889-958b-45£2-a02f-42d4d6£4657£"/>

{/adverseEffectReference>

</subjectl>

<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">

<id root="3c91b4d5~e039-4a7a-9c30-67671b0efed”/> .

</productUseReference>

</subject2>

{/causalityAssessment>
</component>
{component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">

<code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="causality”/>

<value xsi:type="ST">G.k 9.1i.2.r.3</value>

<}—G.k.9.i.2,1.3: Result of Assessment Drug #1, Reaction #2, Assessment #1 —>

<methodCode>
<originalText>G. k, 9. 1. 2. r. 2{/originalText>
<1—G.k.9.1.2.1.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 —>

</methodCode>

<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED">

<code>
<originalText>G. k. 9. i. 2. r. 1{/originalText>
<!~ G.k 9.i.2.r. 1 Source of Assessment Drug #1, Reaction #2, Assessment #1 —>
{/code>
{/assignedBntity> .
</author> .

<subjectl typeCode="SUBJ">
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<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4efc—93e9-5b860b3142207/>
{/adverseEffectReference> :
{/subjectl>
{subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4aTa-9c30-67671b0efed"/>
{/productUseReference>
</subject2>
(/causali‘tYAssessment>
{/component> ’ .
<component typeCode="COMP”> B
{causalityAssessment classCode="0BS” moodCode="EVN">
<code ‘code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="causality”/>
<value xsi:type="SI”>G.k 9. i.2.r.3<{/value>

(1—-G. k. 9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 —>
<methodCode>

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

{1~—6.k. 9.1.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 —>
</methodCode>

<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code>
<originalText>G. k. 9.3.2. 1. 1</or1g1na11‘ext>
<!~ G.%.9.1.2.1.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{/code>
</assignedEntity>
</author>
<subjectl typeCode="SUBJ">
<adverseEffectRefersnce classCode="0BS” moodCode="EVN”" >
<id root="2baa28d6-c9e8-4e6c-93¢9-5b860b314220"/>
<fadverseEffectReference>
{/subjectl> = :
<subject2 typeCode="SUBJ">
<productlseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b—45c7-92dd-69e06730c3a9”/>
</productUseReference>
</subject2>
</causalityAssessment>
</component?>
<component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystenVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k. 9. 1i.2.r.3<{/value>
<1—G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<methodCode>
<originalText>G. k. 9. i. 2. r. 2</originalText>
=G, k. 9.1.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —>
</methodCode>
<author typeCode="AUT"> )
' <assignedBntity classCode="ASSIGNED">

{code>
CoriginalText>G. k. 9. i. 2. r. 1</originalText> )
<}~— 6.k.9.1.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 —>
</coded>
</assighedEntity>
</author> . ) o

<subjectl typeCode="SUBJ">
(adverseEffectReference classCode="0BS” moodCode— EVN">
<id root= 2baa28d6-c988-4e6c—9399-5b860b314220”/>
</adverseEffectReference>
</subject1>
<subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root= 68d6f50e—3b3b—45c7—92dd—69e067300339 />
. </productUseReference>
{/subject2>
{/causalityAssessment> : -
{/component>
<componentl typeCode="COMP">
{observationEvent classCode=" OBS moodCode="EVN">
<code code="10" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" dlsplayName— comment”/>
(value xsi:type="ED">H. 2</value>
<{!— H.2: Reporter’ s Comments —>
<author typeCode="AUT">
CassignedEntity 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>
<componentl typeCode="COMP">
CobservationEvent classCode="0BS” moodCode="EVN">
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<code code="15" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 11, 19” codeSystemVersion="1.1" displayNeme="diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="H.3.r.1a"/>
<!— H.3.r.la: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 —>
<{!— H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reactlon / Event (MedDRA code) #1 —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity>
{/author>
{/observationEvent>
{/component1>
<componentl typeCode="COMP"> .
<observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2. 16. 840. 1. 113883. 3.980. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b" codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion="H 3.r.1a"/>
¢!—— H.3.r.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 —>
¢!— H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #2 ~—>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="1" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 21” codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity>
_ </author>
</observationEvent>
</component1>
<component1 typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN” >
<code code="10" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="comment”/>
dvalue xsi:type="ED">H.4</valued
<!—— 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” codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity> i
</author>
{/observationEvent>
</component1>
{component]l typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN"> )
{code code="3" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="3RFE TiZx§ 5
YR : ’
<value xsi:type="ED">J2.7.2<{/value>
l— @08J2.7.2: RETRHTHaAL —
{/cbservationBvent>
{/componentl>
<component1. typeCode="COMP">
<observationEvent classCode="0BS” moodCode— EVN">
<code code="4" codeSystem="2. 16.840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="/RHLiE DR

{value xsi:type="ED”>J2.9<{/value>
<l— @@eJ2.9: BRMEDBREE —> ‘
{/observationEvent>
{/componentl> '
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2.1.10” codeSystemVersion="1.0" displayName="4-1% O%R"/>
<value xsi:type="ED">J2.10</value>
<I— 000J2.10: OIS —>
</observationEvent>
{/component1>
<component]l typeCode="COMP">
{observationBvent classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16.840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion=%1.0" displayName="% DfthZ & BIFLZ

<value xsi:type="ED">J2.11</value>
<1-- @eJ2.11: ZOMBEEEE —
{/observationEvent>
</component1>
<component]l typeCode=" COMP >
{observationBvent classCode="0BS” moodCode="EVN"> .
{code code=" 12 codeSystem="2, 16. 840, 1, 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVerslon— 1.0” dlsplayName—”ﬂ“‘l’ilAV)E;‘-i
»
<value xsi:type="ED">J2.16</value>
<l— 088]2.16: MENFDER —
</observationEvent>
</component1>
<componentl typeCode=" COMP >
{observationEvent classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16. 840. 1, 113883, 3. 989. 5. 1. 3. 2, 1. 10” codeSystemVersion="1.0" displayName="f%1"/>
(value xsi:type="ED”>J2.19¢/valued>
<!— @@eJ2.19: fHE1 —>
{/observationEvent>
{/componentl>
<component] typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
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<code cods="14" codeSystem="2. 16.840. 1. 113883. 3.989, 5. 1. 3. 2. 1. 10” codeSystenVersion="1.0" displayName="{§%2"/>
<value xsi:type="ED">J2.20</value>
<l— @eeJz. 20: fHEE2 — . )
{/observationBvent>
+ </component1> .
{componentl typeCode="COMP"> . ’
<observationEvent classCode="0BS” moodCode="BVN">
<code code="15" codeSystem="2. 16. 840, 1. 113883. 3, 988, 5. 1. 3. 2. 1. 10™ codeSystemVersion="1,0" displayName="{E%3"/>
- <value xsi:type="ED">J2.21</value>
<|— @eey2.21: fEE3 —>
</cbservationEvent>
{/component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16, 840. 1. 113883. 3. 989.5. 1. 3. 2. L. 10" codeSystemVersion="1.0" displayName="f§#&4"/>
<value xsi:type="ED">J2.22<{/value>
I— eeey2.22: fHE4 —
{/observationEvent>  *
{/component1>
{/adverseBventAssessment>
</component>
<component typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1.19” codeSystemVersion="1.1" ElsplayName-—
additionalDocumentsAvailable”/>

<value xsi:type="BL” value=" true /> s
<!— C.1.6.1: Are Additional Documents Ava11able‘7 -

{/observationBvent> , .
</component> ° ' R :
<component typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN"> .
<code code="23" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. L. 1. 19” codeSystemVersion="1:1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
¢!—= C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
</observationEvent>
</component>
{component typeCode="COMP”>
{observationEvent classCode="0BS” moodCode— EVN™>
<code code="36" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="summaryAndComment”/>
<value xsi:type="ED” language="H.5.r. 1b">H. 5. r. la{/value> '
<l— H.B.r.la: Case Summary and Reporter’s Comments Text #l —>
<l— H.5.r.1b: Case Summary and Reporter’s Comments Language #1 —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="2" codeSystem="2. 16 840. 1. 113883, 3.989, 2. 1. 1. 21" codeSystemVerslon— 1.0” displayName="reporter”/>
</ass1gnedEnt1ty>
{/author>
</observationEvent>
</component> . N
<component typeCode="COMP”> }
<observationEvent classCode="0BS” moodCode="EVN"> ,
<code code="36" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 19” codeSystemVersion="1.1" displayName="summaryAndComment”/>
<value xsi:type="ED” language="H.5.r. 1b">H. 5.r. la{/valued
<l— H.5.r.la: Case Summary and Reporter’ s Comments Text #2 —>
{!— H.5.r.1b: Case Summary and Reporter’ s Comments Language #2 —>
Cauthor typeCode="AUT">’
<assignedEntity classCode="ASSIGNED”>
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. L. 21" codeSystemVersion="1.0" displayName="reporter”/>
{/assignedEntity> ) :
R {/author>
{/observationEvent>
</component>
<outboundRelationship typeCode="SPRT"> . .
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code code="1" codeSystem="2.16. 840. 1.-113883. 3. 989. 2. 1. 1. 22" codeSystemVersion=" 1 0" displayName="initialReport”/>
{subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED”>
<code code="C. 1.8, 2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 3" codeSystemVersion="2.0"/>
. ¢l=- C.1.8.2: First Sender of This Case ——> :
</assignedEntity>
</author>
</controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<subjectOf2 typeCode="SUBJ"> . ’ N
<controlActEvent classCode="CACT” moodCode="EVN"> ’
<id extension="C.1.10.r” root="2. 16.840. 1. 113883.3,989.2.1.3.2"/>
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<!— C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
</controlActEvent> .
</subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRT”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN"> .
<id extension="C.1.10.r” root="2, 16.840. 1. 113883, 3.989.2.1.3.2"/>
¢l— €. 1.10.r: Identification Number of the Report Which Is Linked to thls Report (repeat as necessary) #2 —>
{/controlActEvent>
{/sub ject0£2>
{/relatedInvestigation>
{/outboundRelationship>
CoutboundRelationship typeCode="SPRT”>
{priorityNumber value="1"/>
¢l C.2.r.5: Primary Source for Regulatory Purposes #I —>
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
Ccode code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport”/>
<subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<addr>
{streetAddressLine>C. 2. r. 2. 3¢/streetAddressLine>
¢}— C.2.1.2.3: Reporter’s Street #l —>
<eitydC. 2. 1. 2. 4</city>
<!-= C.2.1.2.4: Reporter’s City #1 —>
{statedC. 2. 1. 2. 5</stated
{1~ €.2.1r.2.5: Reporter’s State or Province #1 —>
<postalCodedC. 2. 1. 2. 6</postalCode>
{!-— C.2.1.2.6: Reporter’s Postcode #1 —>
{/addr>
<telecom value="tel:C.2.1.2.7"/>
{!— C.2.1.2.7: Reporter's Telephone #1 -—>
<assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
<prefix>C. 2. r. 1. 1{/prefix>
{I— C.2.r.1.1: Reporter’s Title #1 —>
<given>C. 2. r. 1. 2{/given>
{l— C.2.1.1.2: Reporter’s Given Name #1 —>
<given>C. 2.1. 1. 3</given>
¢}— C.2.1.1.3: Reporter’ s Middle Name #1 —>
<family>C. 2. 1. 1. 4</family>
¢!-—= C.2.1.1.4: Reporter’ s Family Name #1 —>
</name>
<asQualifiedEntity classCode="QUAL">
<code code="C.2.r.4” codeSystem="2.16. 840, 1, 113883. 3. 989. 2. 1. 1. 6” codeSystenVersion="2.0"/>
<1~ C.2.r.4! Qualification #l —>
</asQualifiedEntity>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.2.r.3"” codeSystem="1.0.3166.1.2.2"/>
<l— C.2.1.3: Reporter’s Country Code #1 —>
</location>
</asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0RG” determinsrCode="INSTANCE">
<name>C. 2. r. 2. 2{/name>
{}— C.2.1.2.2: Reporter’s Department #1 —> :
CassignedBntity classCode="ASSIGNED"> \
<representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>C. 2. 1. 2. 1<{/name>
<!— €.2.7.2.1: Reporter's Organisation #1 —>
{/representedOrganization>
</assignedEntity>
</representedOrganization>
</assignedEntity>
{/author>
</controlActEvent>
</sub ject0f2>
</relatedInvestigation>
{/outboundRelationship>
{outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSTG" moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 22" codeSystemVerslon— 1.0” displayName="sourceReport”/>
{subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<addr>
{streetAddressLine>C. 2. r. 2. 3{/streetAddressLine>
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<1— C.2.r.2.3: Reporter’ s Street #2 -

<citydC. 2. r. 2. 4{/city>

<1-- C.2.7.2.4: Reporter’s City #2 —>

{state>C. 2. 1. 2. 5</stated

{l— C.2.1.2.5: Reporter’ s State or Province #2 —>
<postalCode>C. 2. r. 2. 6</postalCode>

<l— €.2.1.2.6: Reporter’ s Postcode #2 —>

{/addr>
<telecom value="tel:C.2.r.2.7"/>
<!— C.2.r.2.7: Reporter’ s Telephone #2 —>
CassignedPerson classCode="PSN” determinerCode="INSTANCE">
<name>
<prefix>C. 2. 1. 1. 1</prefix> ‘ ;
<I— C.2.r.1.1: Reporter’s Title #2 —>

<givendC. 2. 1. 1. 2</given>
¢l— C.2.1.1.2: Reporter's Given Name #2 —>
<given>C. 2. r. 1. 3</given>
<l— C.2.1.1.3: Reporter’s Middle Name #2 —>
, Family>C. 2.r. 1. 4</family>
<l— C.2.r.1.4: Reporter’s Family Name #2 —>
{/name> . '
<asQualifiedEntity classCode="QUAL">
{code code="C.2.r.4" codeSystem="2. 16. 840. 1, 113883, 3, 989. 2. 1. 1. 6” codeSystemVersmn— 2.07/>
<l— C.2.r.4: Qualification #2 —>
</asQualifiedEntity>
<asLocatedEntity classCode="LOCE”> - )
<location classCode="COUNTRY” detexminerCode="INSTANCE">
<code code="C.2.T.3" codeSystem="1.0, 3166.1.2,2"/>
<}~ C.2.r.3: Reporter’ s Country Code #2 —>
</location>
{/asLocatedEntity>
{/assignedPerson>
<representedOrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 2. r. 2. 2{/name>
<}— C.2.r.2.2: Reporter’s Department #2 —>
CassignedEntity classCode="ASSIGNED">
{representedOrganization classCode="ORG” determmerCode— INSTANCE™>
<name>C. 2. r. 2. 1{/name>
¢l C.2.r.2.1: Reporter’s Orgamsatlon #2 —>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
{/assignedEntity>
v <{/author>
{/controlActEvent>
</sub ject0f2>
<¢/relatedInvestigation>
</outboundRelationship>
<subjectOfl typeCode="SUBJ">
<controlActBvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">.
<assignedEntity classCode="ASSIGNED">
" <code code="C.3.1" codeSystem="2. 16. 840.1. 113883, 3. 989. 2. 1 .77 codeSystemVerslon‘ 2.0"/>
<!-— C.3.1: Sender Type —>
<addr>
<streetAddressLine>C. 3. 4. 1{/streetAddressLine>
¢!— C.3.4.1: Sender’s Street Address —>
<eity)C. 3. 4. 2</city>
¢{!— C.3.4.2: Sender’s City —>
{statedC. 3. 4. 3</state> @
"¢!—C.3.4.3: Sender’s State or Province ——>
<postalCode>C. 3. 4. 4{/postalCode>
<!-- C.3.4.4: Sender’s Postcode —>
</ addr)
<telecom value="tel:C.3.4.6"/>
<1—— C.3.4.6: Sender’s Telephone —>
<telecom value="fax:C.3.4.7"/>
<!—C.3.4.7: Sender's Fax —> '
<telecom value="mailto:C.3.4.87/> |
<l— (.3.4.8: Sender’s E-mail Address —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">-
<name>
<prefix>C. 3. 3. 2</pref1x>
<l— 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>
¢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>
CasLocatedEntity classCode="LOCE">
 <location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C. 3. 4.5” codeSystem="1. 0. 3166. 1. 2.2"/>
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<l— C.3.4.5: Sender’ s Country Code —>
</location>
{/asLocatedEntity>
{/assignedPerson>
<representedOrganization classCode="ORG" determinerCode="INSTANCE">
<nawe>C. 3. 3. 1{/name>
¢{!— C.3.3.1: Sender's Department —>
<assignedBntity classCode="ASSIGNED">
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C. 3. 2{/name>
<!— C.3.2: Sender’s Organisation —>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
</assignedEntity>
</author>
{primaryInformationRecipient typeCode="PRCP">
<assignedBntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<name}
<prefix>J2. 18, 2</prefix>
<l— @@ejz.18.2: ZEEF FEE
<family>J2. 18, 3{/family>
<l— @@@J2.18.3: ZEHF #H —>
<given>J2. 18, 4</given>
<I— @@eJ2.18,4: RfEH & —
{/name>
{/assignedPerson>
{representedOrganization classCode="0RG" determmerCode- INSTANCE”>
<name>J2. 18, 1{/name>
<i— @eeyz.18.1: ZiEH MEEL —
</represented0rganization> )
{/assignedEntity>
{/primaryInformationRecipient>
. {/controlActEvent>
{/subject0f1>
<subjectOf1 typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">

<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9.1.r.2" root="2. 16.840. 1.113883. 3. 989.2.1.3.3"/>
{!— C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #1 —>
{1— €. 1.9.1.1.2 Case Identifier(s) #1 —>
</controlActEvent>
{/subject0f1>

<subjectOf1 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.r.1” extension="C. L 9.1.r.2" root="2.16.840. 1.113883. 3.989.2.1.3.3"/>
<!— C€.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —->
<l— C.1.9.L.x.2 Case Identifier(s) #2 —>
</controlActEvent> ’
{/subject0f1>
<subjectOf2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersmn— 1,07 dlsplayName- ichReportType”/>
{value xsi:type="CE” code="C.1.3” codeSystem="2.16.840. 1. 113883.3.989.2.1,1.2" codeSystenVersion="2.0"/>
<l— C. 1.3 Type of Report —> :
{/investigationCharacteristic>
</sub jectOf2>
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 23” codeSystemVersion="1.0" displayName="otherCaselds”/>
<value xsi:type="BL” value="true”/>
¢l— C.1.9.1 Other Case Identifiers in Previous Transmissions —>
</investigationCharacteristic>
</subject0f2>
<subjectOf2 typeCode="SUBJ">
(investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationAmendmentCode”/

<value xsi:type="CE” code="C.1.11.1” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 5" codeSystenVersion="2,0"/>
<l C.1.11.1: Report Nullification / Amendment —>
</investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="

nullificationAmendmentReason”/>

(value xsi:type="CE">
<originalText>C. 1. 11. 2{/originalText> .
¢l—— C.1.11.2: Reason for Nullification / Amendment ——>
</value> )
</investigationCharacteristic> A
{/subject0f2> _
<subject0f2 typeCode="SUBJ">
.<investigationCharacteristic classCode="0BS” moodCode="BVN">
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{code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0", dlsplayNameJEESU%E‘ BELER) ’/)
<value xsi:type="CE” code="J2.1a” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1” codeSystemVerslon- 1.17/>
<I— @88J2. 1a: BRBIEE (BELE —
{/investigationCharacteristic>
</subject0£f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="] EVN >
<code code="2" codeSystem="2. 16,840, 1. 113883. 3. 989, 5. 1. 3. 2. L. 12” codeSystemVersion="1. 0" displayName="$R4HHE B "/>
<value xzsi:type="TS” value="20130107"/> :
<l @eaj2.2.1: MERHER —
{/investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN"> .
<code code="3" codeSysten="2. 16. 840, 1. 113883, 3.989. 5.1.3.2. 1. 12" codeSystenVersion="1.0" displayNeme="$}%&# 2% BIzB§5 =22
[ 2s
<value xsi:type="ED">J2.2.2<{/value>
<l— eeey2.2.2: HERRRAKETZ=AYF —
{/investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="ENRsRiE =~ Z 7"/>
Cvalue xsi:type="CE” code="J2.3” codeSystem="2.16. 840. 1. 113883, 3. 989. 5. 1.3.2. 1. 2" codeSystemVersion="1.1"/>
<l— @eejze.3: FIRRE7 5 —>
</investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN"> o
<code code="5" codeSystem="2. 16.840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1, 0" displayName="$&EX &7 5 7"/>
<value xsi:type="CE” code="J2.8.1" codeSystem="2.16.840. 1. 113883.3.989. 5.1.3.2.1.6” codeSystemVersion="1.1"/>
<1— @eey2.8.1: MEHBENT TS —
</investigationCharacteristic>
</subject0£2>"
<subject0f2 typeCode="SUBJ”>
<investigationCharacteristic classCode="0BS” moodCode="EVN"> )
<code code="6" codeSystem="2.I6.840. 1.113883. 3. 989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayNeme="3%%&t %4 DIRE"/>
<value xsi:type="ED">]2.8.2<{/value> )
— @60J2.8.2: MR OERE —
{/investigationCharacteristic>
</subject0£2>
{/investigationEvent>
</subject>
{/controlActProcess>
</PORR_IN049016UV>
<}— Message #1 —>
¢} Message #2 —>
<}— PORR_IN0450161V —>
<}— /PORR_IN049016UV —>
<l— Message #2 —>
<receiver typeCode="RCV">
<device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.1.4” root="2.16. 840, 1. 113883, 3. 989.2. 1. 3. 14"/>
<!-- N.1.4: Batch Receiver Identifier —>
{/device>
{/receiver>
<sender typeCode="SND">
<device classCode="DEV” determinerCode="INSTANCE">
<id extension="N. 1. 3" root="2. 16. 840. 1. 113883. 3. 989.2.1.3. 13"/>
<l— N.1.3: Batch Sender Identifier —>
{/device>
</sender>
</MCCI_IN200100UV01>

N
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XMLBRA VARV R (EEERIG ﬂ:*&;%ﬁﬁ)
<?xml version="1.0" encoding="UTF-8"7>

<MCCY._IN200100UV01 ITSVersion="XML_1.0” xsi:schemalocation="trn:hl7-org:v3 MCCI_IN200100UV01. xsd” xmlns="urn:hl7-org:v3” xmlns:xzsi="http://www. w3. org/
2001/XMLSchema—instance”>

<id extension="N. 1. 2" root="2. 16.840. 1. 113883. 3. 989 2.1.3.227/>

<!~ N.1.2: Batch Number -—>

{creationTime value="20101214151617"/>

¢{!— N.1.5: Date of Batch Transmission —>

<responseModeCode code="D"/>

<interactionld extension="MCCI_IN200100UV01” root="2. 16.840. 1.113883.1. 6 />

<name code="N.1.1” codeSystem="2. 16. 840. 1, 113883. 3. 989. 2. 1. 1. 1” codeSystenVersion="2. 0"/>

<l— N.L.1: Type of Messages in Batch —>

(I~ Message #1 —>

<PORR_IN049016UV>
<id extension="N.2.1.1" ;oot="2. 16. 840. 1. 113883, 3.989.2.1.3. 17/>
{l=— N.2.r.1: Message Identifier —> ) .

{creationTime value="20101214151617"/>
{!— N.2.r.4: Date of Message Creation —>
Kinteractionld extension="PORR_IN049016UV" root="2.16.840. 1. 113883, 1. 6 />
{processingCode code="P"/>
{processingiodeCode code="T"/>
<acceptAckCode code="AL"/>
<receiver typeCode="RCV">
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N. 2.r.3” root="2.16.840.1. 113883. 3.989. 2. 1.3.12"/>
(l=— N.2.r.3: Message Receiver Identifier —>
{/device>
{/receiverd
<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°/>
¢{!-— N.2.1.2: Message Sender Identifier —>
</device>
{/sender)
{controlActProcess classCode="CACT” moodCode="EVN">
<code code="PORR_TE049016UV" codeSystem="2. 16.840. 1. 113883. 1. 18”/>
{!— HL7 Trigger Event ID —>
{effectiveTime value="20101214151617"/>
<}~ C.1.2: Date of Creation —>
<subject typeCode="SUBJ">
{investigationEvent classCode="INVSTG" moodCode="EVN">
<id extension="C.1.1" root="2. 16.840. 1. 113883. 3. 989.2.1.3.1"/> .
¢!=— 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— C.1.8.1: Worldwide Unique Case Identification Number —p ~
<id extension="J2.1b” root="2.16.840.1.113883.3.989.5.1.3.2.3.1"°/>
<I— @@ejz. 1b: BAEE (BH) —
<code code="PAT_ADV_EVNT” codeSystem="2. 16. 840. 1. 113883. 5.4"/>
<textdH. I</texty o
¢{I— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —>
"<statusCode code="active”/>
<I— @e8J2.7.1 BT, kKETELZ —
{effectiveTimed>
<low value="20090101"/>
<l— C.1.4: Date Report Was First Received from Source —>
{/effectiveTime>
<availabilityTime value="20090101"/>
<{l— C.1.5: Date of Most Recent Information for This Report —>
(reference typeCode="REFR">
<document classCode="DOC” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" dlsplayName— documentsHeldBySender”/>
<titledC. 1. 6. 1.x. I</title>
{!—— C.1.6.1.r. 1: Documents Held by Sender (repeat as necessary) #1 —>
(text mediaType="application/pdf” representation="B64">C.1.6.1.r. 2</text>
<l— C.1.6.1.r.2: Included Documents #1 —>
</document>
{/reference>
<reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
{code code="1" codeSystem="2.16. 840. 1. 113883.3. 989. 2. 1. 1. 27" codeSystemVersion="1.0” displayName="documentsHeldBySender”/>
<titledC. 1. 6. 1. r. 1</title>
¢I— C.1.6.1.1r.1: Documents Held by Sender (repeat as necessary) #2 —>
<text mediaType="image/jpeg” representation="B64" compression="DF">C. 1.6. 1.r. 2{/text>
<!— C.1.6. L.r.2: Included Documents #2 —>
</document>
{/reference>
{reference typeCode="REFR">
<document classCode="DOC” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1iteratureReference”/>
<titledJ2. 17, x</titled
<l— €00J2.17.r R/ HRONE #1 —
<text mediaType="application/pdf” representation="B64">C.4.r. 2{/text>
<!— €.4.r.2: Included Documents #1 —> ’
<bibliographicDesignationText>C. 4. r. 1</b1b11ograph1cDe51gnatlonText> : .
(l== C.4.r.1: Literature Reference(s) #1 —>
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(participation typeCode="AUT">
{assignedBntity classCode="ASSIGNED">
. (representedOrganization classCode="0RG” d=term1nerCode— INSTANCE™>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="J2.15.1” codeSystem="1.0. 3166. 1.2.2"/>
<I— 0@@J2.15.r AXE #1 —>
{/location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participation>
{/document>
{/reference>
<reference ‘typeCode="REFR">
<document classCode="DOC” moodCode="EVN">
{code code="2" codeSystem— 2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 277 codeSys‘temVerswn— 1.07 d1sp1ayName- literatureReference”/>
<titledJ2. 17. x</titled
<1— 008J2.17.r BB/ HROLSE #2 —>
<text mediaType="application/pdf” representation="B64">C.4.r. 2</text>
¢!— C.4.r.2: Included Documents #2 —>
<b1b1mg—raph1cDes1gna’c10nText>C 4.r. 1</b1b110graph1cDes1gnat1onText>
<}— C.4.r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED"> .
(representedOrganization classCode="0RG” determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determmerCode— INSTANCE™> .
{code cods="J2.15.1" codeSystem="1. 0. 3166.1.2.2"/>
<!— 08@J2. 15.r A%E #2 —
</location>
</asLocatedEntity>
{/represented0rganization>
{/assignedEntity>
</participationd
</document>
{/reference>
{component typeCode="COMP">
CadverseEventAssessment classCode="INVSTG” moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
¢playerl classCode="PSN” determinerCode=" INSTANCE >
<name>D. 1{/name>
<1— D.1: Patient (hame or initials) —>
CadministrativeGenderCode code="D.5" codeSystem="1.0.5218"/>
<!~ D.5 Sex —> .
<role classCode="PRS">
<code code="PRN” codeSystem="2. 16, 840. 1. 113883. 5. 111"/>
{associatedPerson classCode— PSN” determinerCode="INSTANCE”>
{/associatedPerson)
<subject0f2 typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 20" codeSystemVersion="1.0” displayName="
drugHistory”/> !
{/organizer> ,
{/subject0f2> :
{/role>
</playerl> )
<subject0Ofl typeCode="SBJ">
{researchStudy classCode="CLNTRL” moodCode="EVN"> .
<id extension="C.5.3” root="2.16.840. 1. 113883. 3.989.2.1.3.5"/>
¢i~- C.5.3: Sponsor Study Number ——>
{code code="C.5.4" codeSystem="2. 16.840. L. 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. 5. 2</title>
¢!-— C.5.2: Study Name —>
Cauthorization typeCode="AUTH"> )
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1” root="2.16.840. 1. 113883. 3.989.2.1.3.6"/>
¢!— C.5.1.r.1: Study Registration Number #1 —>
<author typeCode="AUT"> :
{territorialAuthority classCode="TERR">
<governingPlace classCode="COUNTRY” determinerCode="INSTANCE” >
<code code="C.5.L.r.2" codeSystem="1.0. 3166.1.2.27/>
<l— C.5.1.r.2: Study Registration Country #1 —>
</governingPlace>
{/territorialAuthority>
{/author>
{/studyRegistration>
{/authorization>
<authorization typeCode="AUTH">
<studyRegistration classCode="ACT” moodCode="EVN">
<id extengion='C. 5.1.r. 1”7 root="2. 16. 840. 1. 113883, 3. 989.2.1.3.6"/>
<!— C.5.1.r.1 Study Registration Number #2 —>
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<author typeCode="AUT">
{territorialAuthority classCode="TERR">
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.5.1.r.2" codeSystem="1.0.3166.1.2.2"/>
¢l— C.5.1.r.2: Study Registration Country #2 —>
{/governingPlace>
{/territorialAuthority>
{/author> N .
{/studyRegistration>
{/authorization>
{/researchStudy>
</subject0f1> .
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="age”/>
<value xsi:type="PQ” value="10" unit="D, 2.2b"/>
' <I—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>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation'classCode="0BS” moodCode="EVN"> )
{code code="16" codeSystem="2. 16. 840. 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) —>
<{!1— D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
{/observation>
</subject0f2)
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="ageGroup”/>
<value xsi:type="CE” code="D.2.3" codeSystem="2.16.840. 1. 113883, 3, 989. 2. 1. 1.9” codeSystemVersion="2, 0"/>
<!{--D.2.3: Patient Age Group (as per reporter) ——>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2.16. 840. 1. 113883, 3,989 2. 1. 1. 19" codeSystemVersion="1.1” displayName="bodyWeight”/

<value xsi:type="PQ” value="48.2" unit="kg”/>
<!-- D.3: Body Weight (kg) —>
{/observation>
</subjectOf2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
{code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1” displayName="height”/>
<value xsiitype="PQ” value="152" unit="cm”/>
{1—'D.4: Height (cm) —>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ”> . i
{observation classCode="0BS” moodCode="EVN">
{code code="17" codeSystem="2. 16. 840. 1. 113883. 3,989, 5. 1. 3. 2. 1. 10" displayName="lastMenstrualPeriodDate” />
<value xsi:type="CE” code="J2.28" codeSystemVersion="1.0" codeSystem="2.16.840. 1. 113883.3.980.5.1.3.2. 1, 16" />

<1-— @@@J2.28: IHROHE —>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
{organizer ¢lassCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 20" codeSystemVersion="1. 0" displayName="
relevantMedicalHistoryAndConcurrentConditions”/>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="D.7.1.r.1b" codeSystem="2. 6. 840. 1. 113883. 6. 163" codeSystemVersion="D. 7. 1.r.1a"/>
<= D.7.1.r.1a: MedDRA Version for Medical History #1 —> .
<!~=D.7.1.1.1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 —>

<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN"> :
{code code="13" codeSystem="2. 16. 840, 1. 113883. 3. 982. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="continuing”/> ’ .
<value xsi:type="BL” value="true”/>
<!—D.7.1.r.3: Continuing #1. —>
{/observation>
</inboundRelationship>
{/observation>
</component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
" <code code="D.7.1.r.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="D.7. L.r. 1a"/>
<{!— D.7.1.r.1a: MedDRA Version for Medical History #2 —>
<I—'D.7.1.r.1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 —>
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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” codeSystemVersion="1.1"
displayName="continuing”/> '
{value xsi:type="BL” value="true”/>
<!-=D.7.1.1.3: Continuing #2 —>
{/cbservation>
</inboundRelationship>
{/observation>
</component> )
<component typeCode=" COMP >
{observation classCode="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">D.7.2</value>
<!— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) —>
{/cbservation>
</component>
</organizer>
</subject0£2>
<subject0f2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="drugHistory”
» ’ !
<component typeCode="COMP">
<substanceAdministration classCode="SBADM” moodCode="EVN">
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND"> ’ '
<name>D. 8, r. 1</name>
¢l— D.8.r.1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
</consumable>
<outboundRelationship2 typeCode="CAUS">
{observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
¢value xsi:type="CE” code="D.8.r.7b" codeSystem="2.16.840. 1. 113883.6, 163" codeSystemVersion="
D.8.r.7a"/> .
<!— D.8.r.7a’ MedDRA Version for Reaction #1 —>
<!— D.8.r.7b: Reaction (MedDRA code) #1 —>
</cbservation>
</outboundRelationship2>
{/substanceAdministration>
{/componentd ) ) v
{component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>D. 8. r. 1{/name>
<¢}— D.8.r.1: Name of Drug as Reported #2 ~—>
</kind0fProduct>
{/instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” moodCode="EVN"> -
<code code="29" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/> ) }
. dvalue xsi:type="CE” code="D.8.r.7b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="
" D.B.r.Ta"/> :
<!— D.8.r.7a: MedDRA Version for Reaction #2 —>
<!— D.8.r.7b: Reaction (MedDRA code) #2 —>
{/observation> |
</outboundRelationship2>
{/substanceAdministration>
{/component>
</organizer>
{/subject0£2>
<subJectOf2 typeCode— SBI">
{observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b~45f2-a02f-42d4d6£4657£"/>
<code code="29" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersmn— 1.1” displayName=" reactlon />
{effectiveTime xsi:type="IVL_TS™> s :
<low value="20090101"/>
<!-- E.i.4: Date of Start of Reaction / Event #1 —>
Chigh value="20090102/>
¢l— E.i.5: Date of End of Reaction / Event #1 —>
{/effectiveTime> N
{value xsi:type="CE” code="E. i, 2. 1b”.codeSystem="2. 16. 840, 1. 113883. 6, 163" codeSystemVersmn— E.i.2.1a">
<l-- E.i.2.1a: MedDRA Version for Reaction / Event #I —>

-4 -



{!— E.i.2.1b: Reaction / Event (MedDRA code) #1 —>
CoriginalText)E. i. 1. 1a{/criginalText>
¢!-- E.i.1.1a: Reaction / Event as Reported by the anary Source in Native Language #1 —>
</value>
" CoutboiindRelationship2 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="
outcome”/> ) .
{value xsi:type="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 #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="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=
"D - BT/ )
<value xsi:type="CE” code="]2.26.i” codeSystemVersion="1.0" codeSystem="2. 16. 840, 1. 113883. 3.989. 5. 1. 3.
2.1.147 />
<1— @00J2.26. i ERMEE #1 —
{/observation>
</outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/> '
<code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="reaction”/>

KeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l-- E.i.4: Date of Start of Reaction / Event #2 —>

{/effectiveTime>
{value xsi:type="CE” code="E.1i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a"™>
<!— E.i.2.1a: MedDRA Version for Reaction / Event #2 —>
<!— E.i.2.1b: Reaction / Bvent (MedDRA code) #2 -
<originalText>E. i. 1. 1a</originalText>
<!— E.i. 1 la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
{/valued>-
: <outboundRelationship2 typeCode="PERT">
L } " <observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
outcome”/>
{value xsiitype="CE” code="E.1i.7” codeSystem="2.16.840. 1. 113883.3.989.2.1.1.11” codeSystemVersion="2.
0"/
. <l= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 —>
{/observation>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="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=
“HRER - BERT/>
<value xzsi:type="CE” code="J2.26.i” codeSystemVersion="1.0" codeSystem="2.16. 840. 1, 113883.3,989.5. 1. 3.
2.1.14" >
<l— @@8J2.26. 1 ERMESE #2 —
{/observationd
</outboundRelationship2>
{/observation> :
</subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb—9f1b—4ea8-8a0f-c0ff34430adf”/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 980, 2. 1, 1. 19” codeSystenVersion="1.1” displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS">
<high value="20101201"/>
<!— E.i.5: Date of End of Reaction / Event #3 —>
{/effectiveTime>
{value xsi:type="CE” code="E.1i.2.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a”>
{!— E.i.2.1a: MedDRA Version for Reaction / Event #3 —>
(I-- E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
CoriginalText)E. i. 1. la{/originalText> .
<l-- E.i. 1. la: Reaction / Event as Reported by the Primary Source in Natlva Language #3 —>
{/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” displayName="
outcome”/> :
<value xsi:type="CE” code="E.1i.7” codeSystem="2.16.840, 1. 113883. 3. 989, 2. 1. 1. 11" codeSystemVersion="2.
0"/>
{1— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation>
</outboundRelationship2>



</observation>
{/subject0£2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c—-80f f~dd8415F4f8a5"/. >
<code code="29" codeSystem="2. 16.840.1.113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="reaction”/>

CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/>
¢!— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
<{!— B.i.5: Date of End of Reaction / Event #4 —>
</comp>
Ccomp xsi:type="IVL_TS” operator="A">
</comp>
{/effectiveTime>
{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.2.1a: MedDRA Version for Reaction / Event #4 —>
¢(!— E.i.2.1b: Reaction / Bvent (MedDRA code) -#4 —>
<originalText>E. i. 1. 1a{/originalText>
¢!— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language M —>
{/value>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1.-1. 19” codeSystemVersmn' .17 d1splayName-
outcome”/>
(value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
0/ : A .
{!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation> .
{/outboundRelationship2> : ’
. {/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddbTeabd”/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>
. i

<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l— E.i.4: Date of Start of Reaction / Event #5 —>
</effectiveTime>
<value xsi:type="CE” code="E.i.2.1b" codeSystem="2.16.840.1.113883.86. 163" codeSystemVersion="E. i. 2.1a">
¢!~ E.i.2.1a: MedDRA Version for Reaction / Event #5 —>
{!— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
<originalText>E. i. 1. la{/originalText>
<l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #56 —>
{/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=7"1.1” dlsplayName—
outcome”/> -
<value xsiitype= CE” code="E.i.7” codeSystem="2. 16. 840, 1..113883. 3. 989.2. 1. 1. 11” codeSystemVersion="2.
0"/>
<!— B.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —>
{/observation>
- ’ ¢/outboundRelationship2>
{/observation>
</subject0f2>
(subject0f2 typeCode="SBJ">
Cobservation classCode="0BS” moodCode="EVN">
<id root="1f927283~-10b6-4334-9d43-e925640fb18£"/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" dlsplayName— reaction”/>

<effectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<!— E.i.4: Date of Start of Reaction / Event #6 —)
{/effectiveTime>
(value xsittype="CE” code="E. i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
{!-— B.i.2.1a: MedDRA Version for Reaction / Event #6 —>
{!— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
<originalText>E. i. 1. la</originalText>
¢l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
{/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" displayName="
outcome”/>
<value xsi:type="CE" code="E. i. 7" codeSystem="2. 16. 840, 1. 113883. 3. 988. 2. 1. . 11” codeSystemVersion="2.
07/>«
<|— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/cbservation>
{/outhoundRelationship2>



{/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb~celdbc279d8e”/>
+ <code code="29" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

{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 Version for Reaction / Event #7 —>
<l— E.i.2:1b: Reaction / Event (MedDRA code) #7 —>
{originalText)E. i. 1. 1a{/originalText>
<!—— E.i.1 la: Reaction / Event as Reported by the Primary Source in Natlve Language #7 —>
</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" displayName="
outcome”/> )
{value xsiitype="CE” code="E.i.7” codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 11” codeSystemVersion="2.
0°/>
<!— B.i.7: Outcome of Reaction / Event at the Time of Last Observatlon #T —>
{/observation>
</outboundRelationship2>
. {/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0"/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="reaction”’/>

" CeffectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS™>
<low value="20090101"/>
{!— E.i.4: Date of Start of Reaction / Event #8 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20101201"/>
<!— E.i.5: Date of End of Reaction / Event #B —
</ comp>
</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.2.1a: MedDRA Version for Reaction / Event #8 —>
¢}— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
<originalText>E. i. 1. 1a</originalText>
<l-- B.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
</value>
<outboundRelationship2 typeCode="PERTT>
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="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,
0”/>
<{!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>
{/outboundRelationship2> )
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ"> -
{organizer classCode="CATEGORY” moodCode="" EVN >
{code code="4" codeSystem="2. 16, 840. 1. 113883, 3, 989, 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
drugInformation”/> ;
<!-— 6.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039~4a7a—9c30-67671b0ef9e4”/>
<consumable typeCode="CSM”>
{instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 2{/name>
<!— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
<formCode code="J2.24.k” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 13"
codeSystemVersion="1.0" />
<l— 80072 24,k BLBFEA #1 —>
<asManufacturedProduct classCode="MANU">
- <subjectOf typeCode="SBJ”> ]
<approval classCode="CNTRCT” moodCode="EVN"> N
<id extension="G.k.3.1” root="2. 16, 840. 1. 113883. 3.989.2.1.3.4"/>
<I— G.k.3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD">
<playingOrganization classCode="ORG” determinerCode="INSTANCE”>
<name>G. k. 3. 3</name>
<!— G.k 3.3: Name of Holder / Applicant #1 —>
{/playing0rganization>
{/role>
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</holder> :
{author typeCode="AUT"> '
(territorialAuthority classCode="TERR">
(territory classCode="NAT” detsrminerCode=" INSTANCE >
<code code="G.k. 3.2” codeSystem="1.0. 3166.1.2.2"/>
<l— G.k 3.2: Country of Authorisation / Application #1 —>
{/territory>.
{/territorialAuthority>
{/author>
</approval>
</subject0f>
<subjectOf typeCode="SBJ”>
<characterlstlc classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.2.1.10"
codeSystenVersion="1. 0" displayNeme="¥iEEMEDORREKSL"/> B
(value xsi:type="CB” code="J2.4.k" codeSystem="2.16. 840. 1. 113883, 3. 989.5. 1. 3.
2.1.3” codeSystemVersion="1.1"/>
, <I-- 00J2. 4. k: FERDLEDORIKS #1 —
</characteristic>
</subject0f>
{/asManufacturedProduct>
<asNamedEntity> )
<name xml:lang="ja”>J2,23.k</name>
<I— @@eJ2.23.k B #l —>
<assigningTerritory> ’
{code code="JP” codeSystew="1.0.3166.1.2.2" />
</assigningTerritory>
‘</asNamedEntity>
- ingredient classCode="ACTI">
{quantity>
<{numeratox/>
{denominator value="1"/>
{/quantity>
(ingredientSubstance classCode="" MMAT determmerCode— KIND >
<namedG. k. 2. 3. r. 1<{/name>
¢!-- G.k.2.3.1.1: Substance / Specified Substance Name #1-1 —>
CasSpecializedkind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="J2.25.k.r” codeSystem="2.16. 840. 1. 113883. 3.989. 5. 1.3.2. 1. 17"
codeSystenVersion="1.0" /> . h
’ <l-- @@eJ2.25.k r FEAYDXESY #1-1 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
</ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI”>
{quantity>
{numerator/>
{denominator value="1"/>
</quantity>
(mgredlentSubstance classCode— MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1{/name>
<!— G.k.2.3.r.1: Substance / Specified Substance Name #1—2 —>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determmerCode— KIND">
! <code code="J2.25.k r” codeSystem—- 2.16. 840. 1. 113883, 3..989. 5. 1.3, 2. 1. 177
codeSystemVersion="1.0” />
<I— @@6J2. 25. k. r PRATDKSY #1-2 >
{/generalizedMaterialKind> ~
{/asSpecializedKind> . ~
{/ingredientSubstance>
</ingredient>
</kind0fProduct>
{/instance0fKind>
{/consumable> i
<outboundRelationship2 typeCode="COMP">
<¢I— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #l1-1 —>
(substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. r. 8{/text>
<{!— G.k.4.r.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_TS?>
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.r.3"/>
<l— G.k 4.r.2: Number of Units in the Interval #1-1 —>
<{!— G.k. 4.r.3: Definition of the Time Interval Unit #1-1 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<!— G.k.4.1.4: Date and Time of Start of Drug #1~1 —>
<high value="20090101"/> .
<l— G.k.4.r.5: Date and Time of Last Administration #I~1 —>
</comp>
</effectiveTime>
<routeCode codeSystem="2. 16. 840. 1. 113883..3. 989. 2. 1. 1, 14™>
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<originalText>G. k. 4. r. 10. 1{/originalText>
<l— 6.k.4.1.10.1: Route of Administration (free text) #I-1 —>
{/routeCode>
<doseQuantity value="10" wnit="G.k.4.r.1b"/>
{!— G.k.4.r. 12 Dose (number) #1-1 —>
<!— 6.k 4.r.1b: Dose (unit) #1-1 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #1-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
(textdG. k. 4. 1. 8BS/ textd
<{l— G.k.4.1.8: Dosage Text #1-2 —>
{effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS"> )
{period value="10" unit="G.k.4.r.3"/>
<!~ G.k 4.1.2: Number of Units in the Interval #1-2 —>
<!~ G.k 4.1r.3: Definition of the Time Interval Unit #1-2 —>
{/comp>
{comp xsi:type="IVL_TS” operator="A">.
<low value="20090101"/>
<!— G.k 4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
{{— G.k.4.1.5: Date and Time of Last Administration #1-2 —>
</comp> '
</effectiveTimed N
<routeCode codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 14”>
CoriginalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.r.10.1: Route of Administration (free text) #1-2 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
{!— G.k.4.r.1a Dose (number) #1-2 —>
<I— G.k.4.r.1b: Dose (unit) #1-2 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
¢}=~ G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADM" moodCode="EVN"> '
{textdG. k. 4. . 8</text>
¢{l— G.k.4.r.8: Dosage Text #1-3 —>
{effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4. r.3"/>
1= G.k. 4.1r.2: Number of Units in the Interval #1-3 —>
<!— G.k.4.r.3: Definition of the Time Interval Unit #1-3 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
«{l— G.k.4.1.4: Date and Time of Start of Drug #1-3 —> )
</comp> b
{/effectiveTime>
{routeCode codeSystem="2.16.840.1.113883.3.989.2.1.1.14">
<originalText>G. k. 4. . 10. 1</originalText>
- G.k.4.1.10.1: Route of Administration (free text) #1-3 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r. 1b"/>
<!~- G.k 4.r. 1a Dose (number) #1-3 —>
<!— G.k.4.r.1b: Dose (unit) #1-3 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
Cl— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-4 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4., 8¢/text>
<!— G.k. 4.r.8: Dosage Text f#l-4 —>
CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k 4.r.3"/>
¢!— G.k. 4. r.2: Number of Units in the Interval #i-4 —>
<{!— G.k.4.r.3: Definition of the Time Interval Unit #1-4 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<I— G.k.4.r.5: Date.and Time of Last Administration #1-4 —>
</comp>
{/effectiveTime> )
{routeCode codeSystem="2. 16,840. 1. 113883. 3,989, 2.1.1.14">
<originalText>G. k. 4.r. 10. I</originalText>
<}— G.k.4.1.10.1: Route of Administration (free text) #1-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r. 1b"/>
<!— G.k. 4.r. 1a Dose (number) #1-4 —>
¢l—— G.k 4.r.1b: Dose (unit) #1-4 —>
{/substanceAdministration>
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</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”>
<{!— G.k.4.r: Dosage and Relevant Information (repeat as . necessary) #1-5 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
CtextdG. k. 4. r. 8</textd
<{!—= G.k 4.7.8: Dosage Text #1-5 —>
<effectiveTime zsi:type="SXPR_TS">
{comp xsi:type="IVL_TS™>
<low value="20090101"/>

<!— G.k.4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
<l— G.k 4.r.5: Date and Time of Last Administration #1-5 —>
</comp> '
<comp xsi:type="IVL_TS” operator="A">
I </comp>
(/effectiveTime>

{routeCode codeSystem="2, 16. 840. 1. 113883. 3.989. 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<]— G.k.4.1.10.1: Route of Administration (free text) #1-5.—>
</routeCode>
{doseQuantity value="10" um'c~ "G. k. 4. 1. 1b"/>
<!~ G.k 4.r.1a Dose (number) #1-5 —>
<}— 6.t 4.r. 1b: Dose (unit) #1-5 —>
{/substanceAdministration)>’
J </outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l=—= G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-6 —>
<substanceAdministration classCode— SBADM” - moodCode="EVN">
{text>G. k. 4. r. 8{/text>
<!— G.k.4.r.8: Dosage Text #1-6 —>
CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS”>
<period value="10" unit="G.k. 4.1r.3"/>
<l— 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="20090101"/>
<|— G.k.4.r.4: Date and Time of Start of Drug #1—6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<l— G.k.4.r.5: Date and Time of Last Administration #1-6 —>-
</comp>
{/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) #1-6 —>
{/routeCode> )
(doseQuantity value="10" unit="G.k. 4.xr.1b"/>
<!— G.k.4.r.1a.Dose (number) #1-1 —>
{!— G.k.4.r.1b: Dose (unit) #1-1 —>
{/substanceAdministration>
</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”>
{}— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
<substanceAdministration classCode=" SBADM moodCode="EVN">
{text>G. k. 4..1. 8</text>
<!—— G.k.4.1.8: Dosage Text #1-7 —>
Ceffectivelime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
<low value="20090101"/> )
<l— G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢l G.k.4.7.5: Date and Time of Last Administration #1-7 —>
</comp>
{/effectiveTime>
CrouteCode codeSystem="2.16. 840. 1. 113883, 3, 089. 2. 1.1. 147
<originalText>G. k. 4. r. 10. 1</originalText>
!~ 6.k.4.r.10.1: Route of Administration (free text) #1-7 —>
</routeCode> )
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!~ G.k.4.r. la Dose (number) #1-7 —>
<= G.ki4.1. 1b: Dose (unit) #1-7 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 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"
displayName="recurrance0fReaction”/> ' K
<value xsi:type="CE” code="G.k.9.i.4" codeSystem="2.16.840. 1. 113883.3.989.2.1. 1, 16"
codeSystemVersion="2.0"/>
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<!~ G6.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—302i-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. 19” codeSystemVersion="1.1"
«displayName="recurranceOfReaction”/>
<value xsi:type="CE” code="G.k.9.i.4” codeSystem="2.16.840. 1. 113883. 3.989.2. 1.1, 16"
codeSystenVersion="2.0"/>
<l— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
{outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93¢9-5b860b314220” />
</actReference>
</outboundRelationshipl>
{/abservation>
{/outboundRelationship2>
{/substanceAdministration>
{/component> '
¢l=- G.k Drug(s) Information (repeat as necessary) #2 ——>
{component typeCode="COMP">
<substanceAdninistration classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b-45¢7-92dd-69e06730c3a9” />
{consumable typeCode="CSM">
{instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 2<{/name>
<1— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<formCode code="J2.24.k” codeSystem="2. 16. 840. 1. 113883. 3, 989.5.1.3,2. 1. 13"
codeSystemVersion="1.0" />
<I— @@aJ2. 24.k MEER #2 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ"> :
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k. 3.1” root="2. 16.840. 1, 113883, 3,989.2.1.3.47/>
<!— G,k 3.1: Authorisation / Application Number #2 —>
<holder typeCode="HLD">
<role classCode="HLD"> .
<playingOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>G. k. 3. 3¢/name>
¢!— G.k.3.3: Name of Holder / Applicant #2 —>
{/playingOrganizationd
{/roled>
{/holder> :
Cauthor typeCode="AUT">
CterritorialAuthority classCode="TERR™>
Cterritory 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 #2 —>
{/territory>
</territorialAuthority>
</author>
{/approval>
{/subject0f>
<subjectOf typeCode="SBJ">
{characteristic classCode="0BS” moodCode="EVN">
] <code code="1" codeSysten="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10”
codeSystemVersion="1. 0" displayName="$ERHEDRIARS"/>
C Cvalue xsi:type="CE” code="J2.4.k” codeSystem="2. 16. 840. 1. 113883.3.989.5. 1. 3. .
2.1.3" codeSystemVersion="1.1"/>
. <I— @8eJ2. 4 k: HERKZEORRRS #2 —
" /characteristic> |
{/subjectOf>
</asManufacturedProduct>.
<asNamedEntity) .
<name xml:lang="ja">J2.23. k</name>
<1— 080J2.23. k B #2 —>
<assigningTerritory>
{code code="JP” codeSystem="1.0.3166.1.2.2" />
{/assigningTerritory>
</asNamedEntity>
<ingredient classCode="ACTI”>
{quantity>
{numerator/>
{denominator value="1"/>
{/quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1</name>
1= G. k. 2.3.x.1: Substance / Specified Substance Name #2~1 ~->
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<asSpecializedKind classCode="GEN™>
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
) <code code="J2.25.k 1" codeSystem="2. 16.840. 1. 113883. 3, 989.5. 1.3. 2. 1. 17"
codeSystemVersion="1. 0" /> .
<l— @08J2.25.k. r RO DESL #2-1 —>
{/generalizedMaterialKind>

{/asSpecializedKind>
</ingredientSubstance>
{/ingredient> :
{ingredient classCode=" ACT 17>
{quantity>
{numerator/>
{denominator value="1"/>
{/quantity> !

<ingredientSubstance classCode="MMAT” determ].nerCode— KIND™>
<name>G. k. 2.'3. r. 1<{/name>
<!~ G.k. 2.3.r.1: Substance / Specified Substance Neme #2-2 -—-)
.. <asSpecializedKind classCode="GEN">
i {generalizedMaterialKind classCode="MAT" -determinerCode="KIND">
<code code="J2.25.k.r” codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1.3.2.1. 17"
codeSystemVersion="1.0" /> ) ‘
<!— 086J2.25.k. x B DES #2-2 —>
' {/generalizedMaterialKind>
</asSpecializedKind>
</ingredientSubstance>
</ingredient>
</kind0fProduct>
</instance0fKind>
</consumable>
<outboundRelationship2 typeCode="COMP”>
<}— 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>
{!-- G.k.4.r.8: Dosage Text f2-1 ——>
CeffectiveTime xsi:type="IVL TS">
<low value="20090101"/>

<{l— 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 —>
</effectiveTime>

<routeCode codeSystem="2. 16,840, 1. 113883. 3. 989. 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. I{/originalText>
<l=—- G.k.4.1.10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
<doseQuantity value=" 10 unit="6. k. 4.r. 1b"/>"
<!— G.k.4.r. 1a Dose (number) #2-1 —>
<!— G.k 4.1. 1b: Dose (unit) #2-1 —>-
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP” > N
<I— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<{!— G.k. 4.1r.8: Dosage Text #2—2 -
Ceffectivelime xsiitype="IVL_TS">
<low value="20090101"/>
<!— G.k.4.1.4: Date and Time of Start of Drug #2- 2=
{/effectivelimed
<routeCode codeSystem="2. 16. 840, 1. 113883, 3. 989. 2, 1. 1. 14">
{originalText>G. k. 4. r. 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"/>
<!— 6.k.4.7: 1a Dose (number) #2-2 —>
¢!— G.k.4.r. 1b: Dose (unit) #2-2 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!—- G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
. <textG. k. 4. r. 8</text>
{!— G.k. 4.r.8: Dosage Text #2-3 ——>
CeffectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
<!— G.k.4.r.5: Date and Time of Last Administration #2-3 —>
{/effectivelime>
(routeCode codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1..1. 14™>
<originalText>G. k. 4. r. 10. 1{/originalText>
{!— G.k.4.1.10.1: Route of Administration (free text) #2-3 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.xr.1b"/>
<!— G.k.4.r. la Dose (number) #2-3 —>
{!— G.k 4.r.1b: Dose (unit) #2-3 —>
{/substanceAdministration>

v
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!~— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #Z—4 -
{substanceAdministration classCode="SBADM” moodCode="EVN">
{textdG. k. 4. r. 8</text>
<!— 6.k 4.1.8: Dosage Text #2-4 —>
{effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.r.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #2-4 —>
{!— G.k. 4. 1r.3: Definition of the Time Interval Unit #2-4 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<!— G.k. 4.r.4: Date and Time of Start of Drug #2-4 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 14”>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.r.10.1: Route of Administration (free text) #2-4 —>
</routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
<!—— G.k.4.r. 12 Dose (number) #i2-4 —> G
<!~ G.k.4.r.1b: Dose (unit) #2-4 —>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship? typeCode="COMP™>
{1— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</textd>
<l-- G.k 4.r.8: Dosage Text #2-5 ~>
CeffectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<!~ G.k.4.r.2: Number of Units in the Interval #2-5 —>
<!— G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/> )
<{l— G.k.4.1.5: Date and Time of Last Administration #2-5 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1.113883. 3.989.2. 1.1.14">
<originalText)G. k. 4. r. 10. 1{/originalText>
<!-- G.k.4.7.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
{{— G.k.4.r. 1a Dose (number) #2-5 —>
{l— G.k 4.r. 1b: Dose (unit) #2-5 —>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP”>
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!—- G.k. 4:1.8:.Dosage Text #2-6 —
<effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G. k. 4.r.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #2-6 —>
<l— G.k.4.1.3: Definition of the Time Interval Unit #2-6 —>
</comp)
{comp xsi:type="IVL_ TS operator="A">
</comp> .
{/effectiveTime>
<routeCode codeSystem="2, 16, 840, 1, 113883, 3.989.2.1.1.14"™>
{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.1b"/>
<!— G.k 4.r.1a Dose (number) #2-6 —>
<}— G.k 4.r.1b: Dose (unit) #2-6 —>
</substanceAdministration>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”>
<I— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
N <text>G. k. 4. r. 8</text>
¢l—— 6.k 4.r.8: Dosage Text #2-7 —>
<effectiveTime xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
= G.k.4.r.2: Number of Units in the Interval #2-7 —>
<l— G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>

v
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displayName="recurranceOfReaction”/>

codeSystenVersion="2.0”/>

displayName="recurrance0fReaction”/>

codeSysteniVers ion="2.0"/>

<routeCode codeSystem="2. 16.840. 1, 113883.3.989.2. 1. 1. 14">
CoriginalText>G. k. 4. r. 10. 1</originalText>
{!— G.k.4.r.10.1: Route of Administration (free text) #2-7 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.r.1a Dose (number) #2~7 —>
<{!— G.k. 4.r.1b: Dose (unit) #2-7 -->
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP” >
<1~ G.k.4.r: Dosage and Relevant Information (repeat as necessarY) #2-8 —>
(substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. . 8</text>
<{!— G.k.4.r.8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!~ G.k.4.r.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883.3,989.2.1. 1. 147>
originalText)G. k. 4. r. 10. 1</originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-8 —> -
{/routeCode>
<doseQuantity value="10" unit="G.k. 4. r. 167/
I~ 6.k 4.r.1a Dose (number) #2-8 —>
¢l— G.k.4.r.1b: Dose (unit) #2-8 —>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™> °
¢{}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
(substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text> ]
<l— G.k.4.r.8: Dosage Text #2-9 —> .
CeffectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<l--= G.k.4.1.5: Date and Time of Last Admmlstratmn #2-9 —>
</effectiveTime>
<routeCode codeSystem="2.16.840. 1.113883. 3.989. 2. 1. 1. 14”>
<originalText>G. k. 4. r. 10. 1</originalText>
<!-- G.k.4.r.10.1: Route of Administration (free text) #2-9 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢l— 6.k 4.r.1la Dose (mumber) #2-9 —>
<!~ G.k 4.r.1b: Dose (unit) #2~9 —>
</substanceAdministration> .
</outboundRelationship2>
<outboundRelationship2 typeCode="" COMP”>
<{}— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
. {substanceAdministration classCode="SBADM" moodCode="EVN">.
<text>G. k. 4. r. 8¢/text>
¢l G.k 4.r.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS™>
</effectiveTime>
<routeCode codeSystem="2. 16, 840. 1. 113883. 3. 989. 2.-1. 1. 147>
SoriginalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-10 —>
{/routeCode>
<doseQuantity value=710" unit="G.k.4.r.1b" />
<!— G.k 4.1, la Dose (number) #2-10 —>
<l— G.k.4.r.1b: Dose (unit) #2-10 —>
</substanceAdmnlstratmn)
</outhoundRelationship2>

<outboundRelationship2 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.9.1i.4” codeSystem="2.16.840.1. 113883, 3.989.2.1. 1. 16"

¢l— 6.k 9.i.4: Did Reaction Recur on Re-administration? Drug #2, 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. 19” codeSystemVerslon‘ .17

<value xsiitype="CE” code="G.k.9.1i.4" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 16"
<{!— G.k. 9.1i.4: Did Reaction Recur on Re~administration? Drug #2, Reaction #é —>

<outboundRelationshipl +typeCode="REFR">
<actReference classCode="0BS" moodCode— EVN” >
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<id réot="2baa28d6~c9e8-4e6c-93e9-5b860b3142207/>
{/actReference>
{/outboundRelationshipl>
{/observation>
{/outboundRelationship2>
{/substanceAdministration>
{/compenent>
{/organizer>
{/sub ject0f2>
{/primaryRole>
</subjectl>
<component typeCode— COMP™> N
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1.19” codeSystemVersmn— 1.1” displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k.1"” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. L. 13” codeSystemVersion="2.0"/>
<l— G.k. 1: Characterisation of Drug Role Drug #l —>
{subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039~4a7a-9c30-67671b0ef9e4”/>
{/productUseReferénce>
</subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP">
<causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="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" codeSystemVerslon— 2.07/>
<I-= G.k. 1: Characterisation'of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
{id root="68d6fbce—~3b3b-45c7-92dd-69e06730c3a9” />
</productUseReference>
</subject2>
{/causalityAssessment>
{/component>
{componentl typeCode="COMP”>
(obsergatmnEvent classCode="0BS” moodCode="EVN">
<code. code="10" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. L. 1. 19 codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 2¢/value>
<!-— H.2: Reporter’s Comments —>
<author typeCode="AUT">
CassignedEntity 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>
<componentl typeCode="COMP">
<observationEvent 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>
{I-- 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 codeSystemVersion="1.0” displayName="sender”/>
{/assignedEntity> . .
</author>
{/observationEvent>
</component1)>
{componentl typeCode="COMP"> ‘
{observationEvent classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2.16.840. 1. 113883, 3.989.5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayNeme="HRETIZX+ 5 2
AN
(value xsi:type="ED">J2.7.2<{/value>
I— 088J2. 7.2 RETICHTHIAVF —
</observationEvent>
{/component1>
{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2.16.840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayNeme="41D%H&"/>
<value xsi:type="ED">J2.10</value>
<l- 8@eJ2.10: SH O —>
</observationEvent>
{/component1>
{component] typeCode=" COMP >
{observationEvent classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1,0” displayName="% DS EBRIFLE
/> .
<value xsi:type="ED">J2.11<{/valued
<I— @eej2. 11: ZOhBETESE —
</observationEvent>
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</component1>
<componentl typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN">
. <code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" dlsplayName—”ﬁﬁﬁl’iﬁOE,ﬁ'
o
<value xsi:type="ED">J2. 16</value>
- eoej2. 16: ENEOER —>
{/observationEvent>
</componentl>
{/adverseEventAssessment>
</component>
! <component typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
. {code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="
additionalDocumentsAvailable”/> :

<value xsi:type="BL” value="true”/> ,
<l €.1.6.1: Are Additional Documents Available? —>
{/observationEvent>
</component>

<component typeCode="COMP"> )
' {observationEvent classCode="0BS” moodCode="EVN">
{code code="23" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” -codeSystenVersion="1.1” displayName="localCriteriaForExpedited”/
> .
<value xsi:type="BL” valué="true’/>
<!~ C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</component>
<outboundRelationship typeCode="SPRT">
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="1" codeSystem="2.16. 840. 1. 113883. 3. 989, 2. 1. 1. 22" codeSystemVerslon— 1.0” displayName="initialReport”/>
<subject0f2 typeCode="SUBJ”> .
<controlActEvent classCode="CACT” moodCode="" EVN >
<author typeCode="AUT">
<assignedEntity 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="SPRI">
<relatedInvestigation classCode="INVSTG” moodCode="EVN” >
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUBJ"> .
{controlActEvent classCode="CACT” moodCode="EVN"> B
<id extension="C.1.10.r” root="2.16.840. 1. 113883. 3.989.2. 1. 3.2"/>
<l— C.1.10.r: Identification Number of the Report Which Is Linked to This Report {(repeat as necessary) #l —>
</controlActEventd>
</subject0f2>
</related1nvest1gat{on>
</outboundRelationship>
<outboundRelationship typeCode="SPRI”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C. 1. 10.r” root="2. 16.840. 1. 113883. 3. 989, 2. 1.3,.2"/>
<!— €.1,.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 —>
. {/controlActEvent>
</subject0£2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRI”>
<relatedInvestigation classCode="INVSTG” moodCode— EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport”/>
<subjectOf2 typeCode="SUBJ”>
<controlActEvent classCode="CACI” moodCode="EVN">
Cauthor - typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<asIdentifiedEntity classCode="IDENT">
{code code="J2.27.r" codeSystem="2. 16. 840. 1. 113883 3.980.5.1.3.2.1. 157 codeSystemVerslon— 1.0” N
<l—eeeje.27.xr A7 57 #1—>
) {/asIdentifiedEntity>
’ <asIdentifiedEntity classCode— IDENT”>
<code ‘code="J2.29.r” codeSystem="2. 16. 840. 1. 113883, 3, 989. 5. 1, 3. 2. 1.9” codeSystemVersion="1.0"/>
<l— @88]J2.29. r THBAFET #1 —
</asldentifiedEntity>
: ) : <asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="C,2.r.3” codeSystem="1.0,3166.1.2.2"/>
¢}~= C.2.1.3: Reporter’s Country Code #1 —>
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{/location>
{/asLocatedEntity>
{/assignedPerson>
{/assignedEntity>
- {/author>
{/controlActEvent>
_ {/subject0f2>
</relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRI”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 22" codeSystemVersion="1. 0" displayName="sourceReport”/>
{subject0f2 typeCode="SUBJ"> ~
<controlActEvent classCode="CACT” moodCode="EVN"> -
<author typeCode="AUT">
KassignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<asIdentifiedEntity classCode="IDENT">

<code code="J2.27.r" codeSystem="2. 16. 840. 1. 113883, 3, 989, 5. 1. 3. 2. 1. 15" codeSystemVersion="1.0" />
<!— @eeJe.27.r BRIZ5 7 #2—> '
</asIldentifiedEntity>
) <asIdentifiedEntity classCode="IDENT”>
‘ {code code="J2.29.r" codeSystem="2. 16. 840. 1, 113883, 3,989, 5. 1. 3. 2. 1.9” codeSystemVersion="1.0"/>
<l— @8@J2. 29.r EWMAFIL #2 —
</asldentifiedEntity>

<asLocatedEntity classCode="LOCE”>
<location classCode="COUNIRY” determinerCode="INSTANCE™>
<code code="C. 2.r.3” codeSystem="1.0, 3166.1.2.2°/>
<l-- C.2.r.3: Reporter’ s Country Code #2 —>
</location>
{/asLocatedEntity>
</assignedPerson>
{/assignedEntity>
</author>
<{/controlActBvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<subject0fl typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="C.3.1” codeSystem="2. 16, 840, 1. 113883. 3. 989. 2, 1. 1. 7" codeSystemVersion="2.0"/>
. <!—=C.3.1: Sender Type —>
<addr>
{streetAddressLine>C. 3. 4. 1</streetAddressLine>
(l=- C.3.4.1: Sender’s Street Address —>
Lcity>C. 3. 4. 2</city>
<l— C.3.4.2: Sender’s City —>
<statedC. 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"/>
<= C.3.4.7: Sender’ s Fax —>
CassignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
<prefix>C. 3. 3. 2{/prefix>
<}— C.3.3.2: Sender’'s Title —>
<given>C. 3. 3. 3</given>
<!— 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>
<}— C.3.3.5: Sender’s Family Name —>
{/name>
<asLocatedEntity classCode="LOCE">
<location classCode="COUNIRY” determinerCode="INSTANCE">
<code code="C.3.4.5” codeSystem="1.0.3166.1.2.2"/>
¢(l— C.3.4.5: Sender’s Country Code —>
{/location>
{/asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0ORG” determinerCode="INSTANCE">
<assignedBntity classCode="ASSIGNED"> :
{representedOrganization classCode="0RG” determinerCode="INSTANCE™>
<{name>C. 3, 2{/name>
<l— C.3.2: Sender’s Organisation —>
{/representedOrganization
{/assignedEntity>
{/represented0rganization>
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{/assignedEntity>
{/author>
<primaryInformationRecipient typeCode="PRCP”>
CassignedEntity classCode="ASSIGNED">
CassignedPerson classCode="PSN” determinerCode="INSTANCE">
<name>
<prefix>J2. 18. 2{/prefix>
<)— @eey2.18.2: EEHE HEE —
{family>J2.18. 3{/family>
<l— 608J2.18.3: ZfEHK it —>
<given>J2. 18. 4{/given>
<I— @g0J2.18.4: ZiEHA 4 —
“</hame>
</assignedPerson>
<representedOrganization classCode=" ORG determinexCode=" INSTANCE')
<name>J2. 18. 1</name>
<l-- @@88J2.18.1: R{BHE Mfbs —
{/representedOrganization>
{/assignedEntity>
{/primaryInformationRecipient>
</controlActEvent>
</subjectOf1>
<subjectOfl typeCode="SUBJ">
{controlActEvent classCode="CACI” mochode— EVN">

<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9.1. r.2" root="2.16.840. 1. 113883 3.980.2.1.3.37/>
¢l——C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #l —>
{}— C.1.9.1.1. 2 Case Identifier(s) #1 —>
{/controlActEvent>
{/subjectOf1>

<subjectOfl typeCode="SUBJ"> ' R
<controlActEvent classCode="CACT” moodCode="EVN"> )
<id assigningAuthorityName="C.1.9.1.r.1” extension="C.1.9. 1. r.2" root="2.16. 840, 1. 113883. 3. 989.2.1.3.3"/>

<l— C.1.9.Lr. 1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
<{— C.1.9.1.r.2 Case Identifier(s) #2 —>
{/controlActEvent>
{/subject0f1>

¢subject0f2 typeCode="SUBJ">
. <investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="ichReportType”/>
¢value xsittype="CE” code="C.1.3” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 2" codeSystemVersion="2. 07/>
<!~ C.1.3 Type of Report —>
</investigationCharacteristic>
</subject0£2>
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
- <code code="2" codeSystem="2.16.840, 1. 113883. 3, 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName= otherCaseIds”/)
{value xsi:type="BL” value="true”/>
<!— C.1.9.1 Other Case Identifiers in Previous Transmissions —>
</investigationCharacteristic
{/subject0f2>
<subjectOf2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1, 23" codeSystemVersion="1.0” displayName="nullificationAmendmentCode”/

<value xsi:type="CE” code="C.1,11.1” codeSystem="2.16.840. 1. 113883, 3. 989.2. 1. 1. 5" codeSystenVersion="2.0"/>
¢!— C.1.11.1: Report Nullification / Amendment —> .
</investigationCharacteristic>
{/subject0£2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1. 0" displayName="

nullificationAmendmentReason”/>

<value xsi:type="CE"™>
CoriginalText>C. L. 11. 2{/originalText>
<!=— C.1.11.2: Reason for Nullification / Amendment —>
</value>
: </ mvestlgat1onChara_cterlstic)
{/sub jectOf2>
{subject0f2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN"> )
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 98%. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="Mi3I&E5 (B&EHE) "/
<value xsi:type="CE” code="J2.1la” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.1” codeSystemVersion="1.1"/>
<l— @eeye. la: HAIES BEIR — - . - :
</investigationCharacteristic> 7
</subject0f2>
{subjectOf2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16. 840, 1. 113883, 3. 989, 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="3R4HEH A "/>
<value xsi:type="TS” value="20130107"/>
<I— @e@y2.2.1: |EBHER —>
</investigationCharacteristic>
</subject0f2> X . ’
{subject0f2 typeCode="SUBJ” >
<1nvest1ga’c1onCharacterlst1c classCode—- 0BS” moodCode="EVN">

- 18 -



<code code="3" codeSystem="2. 16. 840. 1. 113883, 3, 989. 5. 1. 3, 2. 1, 12" codeSystemVersion="1.0” displayName="$3&#EE RizB8+2a Ay
| 24
<value xsi:type="ED">J2.2.2¢/value>
<I— 000)2.2.2: BEREARETZ=AVF —
{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUB]”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1, 12” codeSystemVersion="1.0" displayName="#%&%&RN7 5 7"/>
<value xsi:type="CE” code="J2.8.1” codeSystem="2. 16. 840. 1, 113883. 3.989. 5. 1. 3. 2. 1. 6” codeSystemVersion="1.1"/>
K1— 08872.8.1: MERNSRIATZ77 —>
{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ”>
{investigationCharacteristic classCode— 0BS” moodCode="EVN">
{code code="6" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2.1. 12" codeSystemVersmn—- 1.0” dlsplayName—”ﬁ*ﬁﬁﬁﬁﬁEE'D
{value xsi:type="ED">J2.8.2</value>
<I— @eajz.8.2: HEHRIORH —>
{/investigationCharacteristic>
{/subject0f2>
{/investigationEvent>
{/subject>
. {/controlActProcess>
</PORR_IN049016UV>
<!— Message #1 —>
<l Message #2 —>
<!— PORR_IN049016UV —>
<!-- /PORR_IN049016UV —>
¢}— Message #2 —>
<receiver typeCode="RCV">
{device classCode="DEV" determinerCode="INSTANCE">
<id extension="N.1.4” root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 14"/>
<{l— N.1.4: Batch Receiver Identifier —>
{/device>
{/receiver>
<sender typeCode="SND">
<device classCode="DEV” determinerCode="INSTANCE”>
<id extension="N.1.3" root="2.16.840.1.113883.3.989.2,.1.3.13"/>
<I— N.1.3: Batch Sender Identifier ~—>
{/device>
{/sender>
</MCCI_IN200100UV01>
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FRETIE
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FFAME

H B

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'1[@xsi:schemalocation="urn:h17-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'[[@mood Code=EVN'/subject@type Code="SUBJ'][1)/inve stigationEv'enf

[@classCode=TINVSTG'[@mood Code="EVN'l/subjectOf2[@type Code='"SUBJ"] [inve

stigationCharacteristic/code[@code='8'][@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.1211[1}/investigationCharacteristic[@classCode='OBS'1[{@mood Code="EVN'
Ivaluel@xsitype="ED'|/text()

J2.3 RiRfE 757

HE A BITERESIRE . BRMEESIHRERUCAERBRE LRV T, IREDEA, AFE
BEEET 5,

REBAIE YT AHEOH [1=RikRE] 2R&HTH L,

F—x® | IN




1=ENrsfE

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi: schemaLocatlon—'urn hl7

1 orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='"CACT'] [@modeode=‘EVN‘] / subjéct [@typeCode="SUBJI[1]/inve stigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/subjectOf2[@type Code='SUBJ Nlinve
stigationCharacteristic/code[@code='4"1[@codeSystem="'2.16.840.1.113883.3.989.5.
1.3.2.1.121][1)/investigationCharacteristic [@classCode="OBS'] [@mo@dCode=’EVN’
Ivaluel@xsi:type="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2. 1.2']/@cpde

XPath
“(codeSystem

Version)

/MCCI_IN200100UV01 [@ITSVersion=’XML_1.0'] [@xsi:schemal.ocation="urn-hl7-
org:v3
MCCI_IN200100UVO01. xsd 1/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject(@typeCode='"SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/subjectOf2 [@typeCode='SUBJ Nlinve
stigationCharacteristic/code[@code="4'1[@codeSystem="2.16.840.1.113883.3.989.5.
1.8.2.1.1271[1)/investigationCharacteristic[@classCode="OBS'] [@moodCode—'EVN'
Ivaluel@xsitype='CE'] [@codeSystem—'Z 16.840.1.113883.3. 989.5.1.3.2.1.2‘]/@

codeSystemVersmn

J2.4k " %?E%nn%oﬁwza

H H 75 ERaw:i-2N 7“5%5)%7%@9 %@%};’Zﬁ%xma*ﬂ&%@;@ a)b\f&é:‘%n‘vh
ERFE | RS X0 EER o — FMERBIRLTRRT 5. -
CEEAERROSAIE. N=TIREEREP]. [2=%B 2N Xk Bb=REH~2
Ll OFLBBRLFEEHTHZ &,
- RO BAT [3=RAR]. [4=—FBH¥I, %&%ﬁ%%%ﬂégﬁﬁ%ﬁ@i”\
[8=[EINBEAFE (HBREEERL)) X T 9—@%151%7%:",“ (WBRIEER L) | 2 BBIR LE:
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XPath

/MCCI_IN200 100UV01[@ITSVersmn*‘XML 1.01l@xsi:schemalocation="urn: h17
org:v3 ‘
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='"CACT'][@mood Code="EVN'l/subject@typeCode="SUBJ'|[1}/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN'l/component[@type Code='COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
odCode="EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode='INVSBJ'
I/subjectOf2[@typeCode="SBJ"l[organizer/code[@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'l/component[@typeCode='"COMP'l [substanceAdministration/id][k]/substanceA
dministration[@classCode='SBADM'[@mood Code='"EVN'l/consumable[@typeCode
='CSM[1)/instanceOfKind[@classCode="INST'/kind OfProduct[@classCode="MM
AT'l[@determinerCode='"KIND'}/asManufacturedProduct@classCode=MANU/su
bjectOf[@typeCode="SBJ'lIcharacteristicl[ll/characteristic[codel@code="11[@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10']][1][@classCode='0BS'][@mood Cod
e='EVN'/value[@xsi:type='"CEl[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.
3'/@code

XPath
(code System

Version)

/MCCI_IN200100UV01[@ITSVersion="XML,_1.0'][@xsi:schemaLocation="urn:hl7-
orgv3 ‘
MCCI_IN200100UV01.xsd'/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN'l/subject[@type Code="SUBJ'l[1]/investigationEvent
[@classCode=INVSTGT[@mood Code="EVN'l/component[@typeCode="COMP'1[adv
erseEventAssessment][1l/adverseEventAssessment[@classCode=TNVSTG'l[@mo
0dCode="EVN'l/subject1[@type Code='"SBJ'][1l/primaryRole[@classCode='INVSBJ'
l/subjectOf2[@typeCode='SBJ'l[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'l/component[@type Code='COMP'][sub stanceAdministration/id] [k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'//consumable[@typeCode
='CSM'][1)/instanceOfKind [@classCode=’INST']/kiﬁdOfProduct[@classCQde='MM
AT'][@determinerCode="KIND'//asManufacturedProduct@classCode=MANU"l/su
bjectOfl@typeCode="SBJ"l[characteristicl[1]/characteristiclcode[@code="11[@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10']l[1] [@classCode="OBS'[@mood Cod
e='EVN'l/valuel@xsi‘type='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
3'l/@codeSystemVersion
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E2TOHERERDSH, BRHERLE—RAERL X ig?ﬁﬁr[%nnw% —RHAE
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CRERAICBVWT—RAERERROBRAIE., 01=8—HBEER], 02=8"8EXK
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2AN
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BHES B .

XPath

/MCCI_IN200100UV01 [@ITSVersion='XML_1 .01ll@xsi:schemaLocation="urn:hl7- ;
orgv3 ' \
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN'}/ subject [@typeCode="SUBJ'l{1]/investigationEvent
[@classCode="INVSTG'1[@mood Code="EVN')/component[@typeCode="COMP'l[adv |
erseEventAssessment][1]/adverseEventAssessment [@classCode=TNVSTG1[@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'I[1] }p rimaryRole[@classCode="INVSBJ'
1/subjectOf2[@typeCode='SBJ'l[organizer/code[@code='4'l[@codeSystem="'2.16.840.
1.113883.3.989.2.1.1.20[1]/organizer[@classCode='"CATEGORY'l[@mood Code="E
VN'/component[@typeCode="COMP'][substanceAdministration/id] [kl/substanceA
dministration[@classCode="SBADM'][@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST'V/kindOfProduct@classCode="MM
AT'l[@determinerCode="KIND//asManufactured Product[@classCode="MANU/su
bjectOfl@typeCode='SBJ'l[approvall[1)/approvall@classCode="CNTRCT'l[@mood
Code="EVN'l/pertinentInformation[@type Code=PERT'1[1}/policy[@classCode="PO
LICY'] [@moodCod?='EVN']/code [@codeSystem="2. 16.840. 1.113883.3.989.5.1.3.2.1.
4')/@code ‘ '

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITS Version="XML_1.0"[@xsi:schemaLocation="urn:hl7-
org:v3 ) : ' v

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r)/controlActProcess[@classCod
e='"CACT'|[@mood Code="EVN'l/subject@typeCode="SUBJ'l[1)/investigationEvent

‘ [@classCode=.'INVSTG'] [@mood Code="EVN'l/component[@typeCode='"COMP'][adv

erseEventAs’sessment]_ [1]/adverseEventAssessment[@classCode="INVSTG'][@mo
0dCode="EVN"/subject1[@typeCode="SBJ'[1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode="SBJ"l[organizer/codel@code="4"1[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.2011[1)/organizer[@classCode='CATEGORY'l[@mood Code='E
VN'l/component[@typeCode="COMP'][substanceAdministration/id][k]/substanceA

| dministration[@classCode='SBADM'l[@mood Code='"EVN'l/consumable[@typeCode

='CSM'1{1}/instanceOfKind [@classCode='INST']/kindOfPeructT@classCode=’MM

i




AT'|[@determinerCode="KIND'l/asManufacturedProduct(@classCode="MANU'//su
bjectOfl@typeCode='SBd'l[approvall[1]/approvall@classCode="CNTRCT'l [@mood
Code='EVN']/pertinentInformation[@typeCode=’PERT'] [1]/policyl@classCode="PO-
LICY'1[@moodCode="EVN'l/code[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.
"]/@codeSystemVersion '

J26k —RAERSSOAFER. Sheaalnd e e
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g B
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XPath /MCCI_IN200100UV01[@ITSVersion=XML,_1.0'][@xsi:schemaLocation="urn:hl7-

(value) org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'I{@mood Code="EVN'l/component[@type Code='COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'1[@mo
odCode="EVN'l/subject1[@type Code="SBJ'[1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode='SBJHforganizer/code[@code='4"l[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.2011[1)/organizer[@classCode='CATEGORY'l [@mood Code="E
VN'l/component[@typeCode='"COMP'][sub stanceAdministration/id][k]/substancéA
dministration[@classCode='SBADM'll@mood Code="EVN'l/consumable[@typeCode
='CSM'l[1)/instanceOfKind[@classCode="INSTV/subjectOf[@typeCode="SBJl/obse
rvationEventlcode[@code='2"1[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10'
11{1l[@classCode="OBS1[@mood Code="EVN'l/value[@xsi:type='CE'| [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5']/@c0de ‘

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:h17-

(null org:v3

flavor) MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/contr01ActProcess[@classCod

e='"CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ'I[1)/investigationEvent
[@classCode="INVSTG'l{@mood Code="EVN"l/component[@type Code='"COMP{adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="TNVSTG'][@mo

0dCode="EVN'l/subject 1[@typeCode='SBJ'] fl]/primaryRole [@classCode="INVSBJ'
]/subjectOf2[@typeCode='SBJ'] forganizer/code[@code=’4’] [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'] [1]/brganizer[@classCode='CATEGORY’] [@moodCode='E
VN'l/component[@typeCode="COMP'l[substanceAdministration/id][1)/substanceA
dministration[@classCode="SBADM'[@mood Code='"EVN"l/consumable[@typeCode
='CSM'l[1)/instanceOfKind[@classCode="INST'l/subject Ofl@typeCode="SBJl/obse




rvationEvent[code[@code='2][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
11[1][@classCode="OBS'l[@mood Code="EVN'l/value[@xsi:type='"CE1[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@nullFlavor

XPath
(codeSystem
Version)

/MCCI_IN200100UV01 [@ITSVe‘rsion='XML_1.0"] [@xsi3schemaLocation='urnIhl7'
org:v3 . ‘
MCCI_IN200100UV01.xsd’/PORR,_ INO49016UV[r]/controlActProcess[@classCod
e="CACT'l[@mood Code="EVN'l/subject [@typeCode='SUBJ 1[1)/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component [@typeCode="COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment [@classCode='INVSTG'] [@mo
0dCode="EVN"V/subject1[@typeCode="SBJ'] [1]/primaryRole [@classCode="INVSBJ'
/subjectOf2[@typeCode='"SBJ'l[organizer/code[@code='4'l[@codeSystem='2.16.840. |
1.113883.3.989.2.1.1.20T1[1)/organizerl@classCode='CATEGORY'] [@mood Code="E.
VN'Y/component [@typeCode—'COMP'] [substanceAdministration/id][k]/substanceA
dministration@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='0SM'[1}/instanceOfKind[@classCode="INSTl/subjectOfl@typeCode="SBJ'/obse
rvationEventlcode[@code="2'] [@codeSystem='2.16. 840 1.113883.3.989.5.1.3.2.1.10'
111l [@classCode"OBS'] [@moodCode="EVN'l/value [@xs1 type="CE'l [@codeSystem

J2.7.1 ET. 3

='2.16.840.1.113883.3. 989.5.1.3.2.1.5']/@codeSystemVers1on
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FETIE

HEFTREFEHOBPENRRE T LTWRWIEAEIL. ﬂemTiﬁ&ﬁb ELTHETAZ L, A2
B.ETRERCH-REREATZ LESA L. WO TETHRE L LTHRET 5. HLT
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HL7 =—F 10A

active=+R5ET
completed=58T

/MCCI_IN200 100UV01[@ITSVers1on—'XML 1.0 ] [@xsi:schemalocation="urn’h17-

orgv3

MCCI_IN200100UV01.xsd'//PORR_IN0490 16UV[r]/c0ntrolActProcess[@classCod
'e='CACT'l[@mood Code="EVN'l/subject [@typeCode='SUBJ N[1}investigationEvent

[@classCode=TNVSTG'][@mood Code="EVN'l/statusCode/@code
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F—xH 10000AN
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/MCCI_IN200100UV01[@ITSVersion="XML_1.01[@xsi:schemal.ocation="urn:h17-

XPath
org:v3
MCCI_IN200100UV01.xsd'I/PORR_IN049016UV{rl/controlActProcess[@classCod
e='"CACT'[[@mood Code="EVN'V/subjectl@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/component[@type Code='COMPl[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'][@mo
0dCode="EVN'l/component1[@typeCode="COMP'][observationEvent[code[@code='

3'1[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10'111[1]/observationEvent[@c
lassCode—'OBS'] [@moodCode"'EVN’]/value [@xs1 type"ED’]/textO

J2.8.1 HUEHSSNZ TS L
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Do

EHSE | BRNTIEAOR [I=RERRN KT,
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XPath /MCCI_IN200100UV01[@ITS Version=XML_1.0[@xsi:schemalocation="urn:h17-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod-
e='CACT'] [@mood Code="EVN'}/subject[@typeCode='"SUBJ'[1)/investigationEvent

'| [@classCode="INVSTG'{@mood Code="EVN'l/subjectOf2[@typeCode='"SUBJ[inve
stigationCharacteristic/code[@code="5'] [@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.1271[1)/investigationCharacteristicl@classCode='OBS [@mood Code="EVN"
I/valuel@xsitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'/@code

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

(codeSystem | org:v3 :

Version) MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIxl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf2[@type Code="SUBJl[inve
stigationCharacteristic/code[@code='5"1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'1][1]/investigationCharacteristicl@classCode="OBS'1@mood Code="EVN'
Ivaluel@xsitype='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'l/@
codeSystem Version

J2.8.2 HEXNSSOER
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XPath

/MCCI_IN200 100UV01[@ITSVersmn—'XML 1.0'[@xsi:schemalocation="urn:h17-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcessl@classCod
e='CACT'[@moodCode="EVN'l/subject[@typeCode="SUBJ 1 [1]/in{7estigationEvent
[@classCode="INVSTG'][@mood Code="EVN'l/subjectOf2[@typeCode='SUBJ'l[inve
stigationCharacteristic/code[@code="6'l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.1211[1)/investigationCharacteristic[@classCode="OBS ][@moodCode—’EVN
I/ivaluel@xsitype="ED/text(

2.9 BRIEOWENR

%Fﬁ%%*@%AmZW&mﬁsﬂeﬁHH%ﬁ%mw%Eé -
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FRET TR 7L 4
7—#E | 10000AN
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XPath /MCCI_IN200100UV01[@ITS Version="XML_1.01 [@Xs1 schemaLocation="urn:h17-

org-v3,
MCCI_IN200100UV01.xsd'l/PORR._ INO49016UV[r]/contro]ActProcess[@classCod
e='CACT'|[@mood Code="EVN'l/subject@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TINVSTG'l[@mood Code="EVN'//component[@typeCode='"COMP'l[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG'l [@mo
‘0dCode="EVN")/component1[@typeCode='COMP'l[observationEvent[code[@code='
41[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10l][1)/observationEvent[@c
lassCode='"OBS'][@mood Code="EVN'/value [@xsi:type="ED")/text( "

J2.10 Aﬁfamﬂt‘
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XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.01[@xsi:schemaLocation="urn:h17-
org.v3 ,
MCCI_IN200100UV01.xsd'//PORR,_IN049016UVIrl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN'l/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment [@classCode=TNVSTG'l[@mo
0dCode="EVN'l/component1[@type Code="COMP'] [observationEvent[code[@code="
5'1[@codeSystem="2.16.840.1.113883.3. 989.5.1.3.2.1.10'j]][1]/observationEVént[@c
lassCode"'OBS'] [@moodCode"EVN’]/value [@xsi: type‘“'ED']/textO

J2.11 ZOMBEEES

T OMBE L2 5%@%:&%&?‘5

HEHHA

mEAE | kL

VAt £} 10000AN

FAE B Rk

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@XsiIschemaLocation='urnih17 -
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod

e='CACT'l[@moodCode="EVN' ]/subJect [@typeCode—'SUBJ "[1}/investigationEvent

[@classCode="INVSTG'] [@mood Code="EVN'l/component[@typeCode='COMP[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo
0dCode="EVN'l/component 1[@typeCode="COMP'l[observationEventlcodel@code='
6'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'1][1//observationEvent[@c
lassCode='0OBS'][@mood Code="EVN'/valuel@xsi:type="ED'l/text()

J2.12 BB E ’

HEHA | BREERSICESEL NS ER 5%&5&%@{‘*5&/& YRREERT,
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ZRETDHI &,

F—F 70AN

FFAE B Hi . :

XPath /MCCI_IN200100UV01[@ITS Version=XML,_1.01[@xsi:schemalocation="arn:hl7-

org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'l[@mood Code="EVN/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode='INVSTG'][@mood Code="EVN'l/component@typeCode='"COMP'[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
VsubjectOf2[@typeCode='SBJ'l[organizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1][1]/organizer[@classCode='CATEGORY 1 [@mood Code="E;
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VN'l/componenti@typeCode="COMP'] [substanceAdministration/idl/substanceAd
ministration[@classCode="SBADM'l{@mood Code="EVN'l{[consumable/instanceOf
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTé
xt][1)/consumable [@typeCode='"CSM'[1]/instanceOfKind [@classCode="INST)/kin
dOfProduct@classCode=MMAT'l[@determinerCode="KIND'l/ asSpec1a11zedK1nd[
@classCode='GEN'I[1]/ generalizedMaterialKind [@classCode"MAT'] [@determiner

Code—‘KIND ']/code/orlgmalText/textO

IEE nﬁﬁﬁﬁ : Ilﬁﬁﬁ:“ [ty 3571ZJ’FBZ%%@YAﬁn‘I‘EEE@EHj@%I%_B%H‘Z)

EGIE IBEREEEEFEH L TOARVWEARIIX, ZET5Z &,

F—&# | 2N |

FFAE 2 L A

XPath /MCCI_IN200 100UV01[@ITSVers1on"'XML 1.0 ] [@xsi:schemaLocation="urn:hl7-
org: 'v3
MCCI_ IN200100UVOL1. xsd I/PORR_IN0490 16UV[r]/controlActProcess[@classCod

| e="CACT'][@moodCode= "EVN'l/subjecti@typeCode="SUBJ'][1}/investigationEvent
[@classCode=INVSTG'][@moodCode="EVN'l/component[@typeCode='"COMP'l[adv
erseEventAssessment][1}/adverseEventAssessment[@classCode=INVSTG'][@mo
0dCode="EVN'V/subject1[@typeCode="SBJ'][1]/primaryRole [@classCode="INVSBJ"
1/subjectOf2[@typeCode='SBJ' ][orgamzer/code[@code—'1'] [@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11']] [r]/orgamzer[@classCode—'CATEGORY'] [@moodCode
=EVN'//componentl@type Code='COMP'l/observationl@classCode="OBS'] [@mood
Code=EVN1lcodel@code="1[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
. 11/valuel@xsi:type="INT'l/@value

J2.13.r2 XMEKA T gl G T g

HEUHA BERZLIC, EEABBREOBRIERELERIN TV IHREBEZRTET 5,

EEIE R ERHEZ RN LTV AEAITIL. BREAWT 52 LR TE D, BBEHER
L ERH L TWARVEAICE. BRERHBEECER L TWAIRRBLZRER T
&oH—wkﬁ%mﬁﬂgfﬁﬁwfﬁ%ﬁ%k?5%@ﬁ\ﬁ/VTEQOTEﬁ
TBHIE, ’

F— & A 1000AN

FFRE | B HEH

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.0[@xsi‘schemal.ocation="urn:hl7-

orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UVIxl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject@typeCode="SUBJ'[1]/investigationEvent
[@classCode=INVSTG'l[@mood Code="EVN'l/component[@type Code='COMP'l[adv

erseEventAssessment] [1)/adverseEventAssessment[@classCode=TNVSTG'][@mo

1




‘ 0dCode="EVN'l/subject1{@typeCode="SBJ'][1]/primaryRole[@classCode="INVSBJ'

I/subjectOf2[@typeCode="SBJ'l[organizer/code[@code="1"]1[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'l)[r)/organizer[@classCode="CATEGORY'] [@mood Code
='EVN']/component[@typeCode='COMP']/observatiori[@élassCode='OBS'] [@mood

Code='EVN'l[code[@code="8'1[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'

[J21323 masem

lvaluel@xsitype="ED'l/text()

EHBHA

T A HBREORRH AR RS O DR,

FLELH R

O HREOBRI BB HELZRHE L QO AHAIE BHE2EART I LT
%, WBREEEEZRE L CORWVEAIE, JIHE5 X #E ko — FEZRIRLT
%Eﬁ‘?—é Z C‘:o ‘

N
[
N
i

1N

FFPRIE

palll o i

XPath

/MCCI_IN200100UV01[@ITS Version="XML,_1.0'[@xsi:schemaLocation="urn:hl7-
org:v3 _
MCCI_IN200100UV01.xsdl/PORR_IN049016UVlxl/controlActProcess@classCod
e="CACT'] [@mbodCode=’EVN’]/subject [@typeCode="SUBJ'I[1]/investigationEvent
[@classCode=TNVSTG] [@moodCode="EVN'l/component[@typeCode='COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'] [@mo
0dCode="EVN'l/subject1[@type Code="SBJ'][1]/primaryRole[@classCode="INVSBJ'
I/subjectOf2[@typeCode="SBJ'l[organizer/code[@code='1'l[@codeSystem="2.16.840.
1.113883.3.989.5. 1.‘3.2. 1.111] [r]/organizer[@classCode='CATEGORY']‘[@moodCode
="EVN'l/component[@typeCode='"COMP'l/observation[@classCode="OBS'] [@mood

I/value[@xsitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'//@cod

e

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemal.ocation="urn:hl7-
orgv3 _
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'[l@mood Code="EVN'l/subject[@typeCode='"SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN'l/component[@type Code='"COMP'[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode="TNVSBJ'
l/subjectOf2[@typeCode="SBJl[organizer/code[@code="11[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11']][r)/organizer[@classCode="CATEGORY"l [@mood Code
=EVN'l/component[@typeCode='COMP'l/observation[@classCode="OBS'l[@mood
Code='"EVN'[code[@code="9"][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"

I1/valuel@xsi‘type='"CE'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.7//@cod

12




eSystemVersion

L BN OEFOEE

EE D

e ﬁt@%ﬁﬁm%%ﬁ%¢ww&%@ﬁM%x¢'

FEEFIE a— RFETH 72 < Boolean TS EN W EBAIEtrue=F 1 &, W2 WHEIL false=
' BRI, ‘
F—4F A Boolean 10A
FFAE true=%4
_ | false=4&
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"{@xsi:schemalocation="urn-hl7-
orgv3

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT'|[@mood Code="EVN'l/subject[@typeCode="SUBJ'] [1)/investigationEvent
[@classCode=TINVSTG'@mood Code="EVN'l/component [@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'l{@mo
0dCode="EVN'/subject1[@typeCode='SBJ'][1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode="SBJ'l[organizer/codel@code="1'] [@codeSystem='2. 16.840.
1.113883.3.989.5.1.3.2.1.11 1] [t]/organizerl@classCode='CATEGORY'l [@mood Code
| = EVN'/componentl@typeCode='"COMP'l/observation[@classCode="OBS'l[@mood
Code="EVN'[codel@code="10"1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1

0' ]]/value [@xs1 type 'BL']/@value ‘

J2.40 kE B

HHHA

AEB T, E2B I,EE ] E i.2.1b alu’ﬁﬁﬁ/ﬁf—%%& (MedDRA S %) & E@@OH 6
NTWBED, BIEASI Lok - BaeMETsT L,
FBEICB VO THENROFERES 1 2OHE, BFAFIC VT, FATE 2
F%m%ﬂ;%@r%%%ﬁm%ﬂkxﬁﬁéo%ﬁﬁ%m%mrﬁ%ﬁ%w%ﬁ%
| N EEH LB, AEEEERE T3,
BERZOFRMEIZ SV TIL, HRESERECTHIHEIT i%ﬁ@%&%wgi
8 EERELIA OIRBRERE CH A B IRFORNENMREZTEH LI ENLT
BICX A0 HETT 32 2, 28, FRMEOHWTEREL, ABEAFIRO (8. Zof
DIEREWERSHREITE L TOEER 5@1@(1)%3%#5 L,

FLEUT IR

a— FENDBIRLCRERMTHZ &,

75

1IN

FFAE

1=3RA
2=8ta
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XPath

/MCCI IN200100UV01[@ITSVersmn—'XML 1.0N[@xsi:schemalLocation="urn: h17
org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT'|[@moodCode="EVN'l/subject[@typeCode="SUBJ'] [1)/investigationEvent
[@classCode=INVSTG'] [@moodCode#'EVN']/component [@typeCode="COMP1[adv
erseEventAssessment][1]/adverseEventAssessment [@classCode=’INV STG'l@mo
0dCode="EVN'l/subject1[@typeCode='SBJ'][1)/primaryRole[@classCode="INVSBJ'
VsubjectOf2[@typeCode='SBJ l[observationlidllcode[@code="29'] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.197]1[il/observation[@classCode='0OBS' [@mood Code=
'EVN']/outboundRelationship2 [@typeCode=PERT"][observation/code[@code="11"[

.@codeSystem—'Z 16.840.1.113883.3.989.5.1.3.2.1.10'1[1)/observation[@classCode=

'OBS'l[@mood Code="EVN'l/value[@xsitype='"CE'l[@codeSystem="2.16. 840.1.11388
3.3.989.5.1.3.2.1.81/@code \

XPath
(codeSystem

Version)

/MCCI_IN200 IOOUVOI[@ITSVersmn‘“'XML 1.0M@xsi: schemaLocatlon—'urn h17-
orgv3

MCCI_IN200100UV0 1.xsd']/PORR_INO49O 16UV[r]/controlActProcess[@classCod
e="CACT'] [@nﬁoodCode=’EVN']/subject [@typeCode='SUBJ'I[1]/investigationEvent
[@classCode="INVSTG] [@moddCodei'EVN'] /component[@typeCode='COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo
0dCode="EVN'l/subject1[@typeCode='"SBJ'l[1]/primaryRole[@classCode="INVSBJ'
I/subjectOf2[@typeCode="SBJ'|[observationlid][code[@code="29[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'1[il/observation[@classCode='"OBS' [@mood Code=
'EVN'/outboundRelationship2[@typeCode=PERT"l[observation/code[@code="11'][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1][1]/observationi@classCode=
'0BS'l[@mood Code="EVN']/valuel@xsi:type='"CE1[@codeSystem='2.16.840.1.11388

, .3.3.989.5.1.3.2.1.8']/@codeSystemVersion

J2.15.r A%

EHEBHA

| FIEBRER OCHAEFEBEREICBNT, SMEICBVDTHRENABAR SN TV BHEA,

AREZRT,

TS

Ea— k2 bBERa— KRR L TRy 5 - L. _

HEBEORE, REETRELEOTRNL, RREGRFTOEL RS 52 &,
e, HNEREREOHE, BEETorEEERTH L,

BESEICET, EEEORNLYBICE > TA—DEBSE ShESE. 108
HFELTRELTELRLRY, ZTOBICHREEL 180 ICERL, B9 IELLH
FLT. 2BERE %@@@Aﬁ@%@ﬁf% L. |
# ., F-ORERBETESHBAILE, SHAREOV TENEET 5, €
DBRIIL, RIERE ORI ﬁrﬁMme PREEEERT 5 L. URHED

&%@Mﬁ&%é%ﬁ}m& DELEFIBT B L,
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SN %@M”%ﬁl’ﬂ@ﬁi&é%ﬁ%i\ ElIE: =y e Rl

F—FE  |2A
TFAME ISO 3166-1 77 7-2 DE=— % EU ,
XPath /MCCI IN200 100UV01[@ITSVer81on—'XML 1.01[@xsi:schemal.ocation="urn:hl7-

orgv3
MCCIL_ IN200100UV01 xsd]/PORR IN049016UVIrl/controlActProcess[@classCod
e="CACT'][@moodCode="EVN'l/subject [@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=INVSTG'l{@moodCode="EVN'/reference [@typeCode=REFR1[docu
ment/code[@code='21[@codeSystem="2.16.840.1.113883.3.989.2.1.1.271] [xl/docum
entl@classCode="DOC1[@mood Code="EVNl/participation[@typeCode="AUT"//assi
gnedEntityl@classCode='"ASSIGNED /representedOrganization[@classCode="OR
G' ][@determmerCode='INSTANCE']/asLocatedEntlty [@classCode="LOCE/locatio
nl@classCode="COUNTRY'l[@determinerCode=TNSTANCE"/code[@codeSystem=
'1.0.3166.1.2. 2']/@code

J2.16 ﬁ*?ﬂ@@%ﬁ

FABH

ﬁ%ﬁiﬁoﬂﬁﬁﬁﬁikkWTFﬁ%ﬁixm%@ waﬁﬁ@wgdﬁw’

‘—Daﬁ L/f\..W*’Q’@%ln %ZFIEE Lk——/—.]-‘ha_

FETIE

| s

BT, BERRER TFROBAICIE. BRBTYA v (R . &,
W, EEREOLATR, BETEIBENOHD Y X7 HEDTRE L. FERKRA
B/ HRROFETIL, BRE I D4R, in vivo/ in vitro D% & DTCEET
Bz L,

SEHEHRE TRV TE, #E%%Lt@/ﬂiﬁ HEY R4, BEOER (x}JBu .
BEXIIAE - AROEE, FRLOEROCKET. 8 - WA - IRFEOPILE, B
EUY - BEZE. 1RBRO TN, IBRPORSHBORIE), HEOAR (ﬁﬂﬂ:@ﬁ%ﬁ
@&uT@%Aﬁp*%IﬁE%%nE%ﬁ_é L) EEHTERTHL,

N
[
N
=

500AN

FRAE

El:zE

XPath

/MCCI_IN200 100UV01[@ITSVers10n—'XML 1.0 [@xs1 schemaLocation="urn:hl7-

org-wv3

MCCI_ IN200 100UVO01.xsd'l//PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT1] [@moodCode—'EVN l/subjectl@typeCode="SUBJ'l[1)/investigationEvent

| [@classCode= INVSTG1[@moodCode= 'EVN]/component[@typeCode"'COMP][adv

erseEventAssessment] [1]/adverseEventAssessment [@classCode=TNVSTG'[@mo
0dCode="EVN'l/component1 [@typeConF'COMP'] [observationEventlcode[@code="
121[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10T]1[1)/observationEvent[@
classCode—'OBS'] [@moodCode—'EVN ]/value [@xsi: type“'ED ]/text()

J2.17.r aﬁ/ﬁfgﬁ@ﬁﬁ

EH

[ FEpEoBa

\T%%ﬁ&/ﬁ%LRﬂf#%%ﬁﬁ/ﬁ%J@%%ﬁ%o
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FLEL IR

2L
F—%&3 | IN
FAE 1=ERPRABR W50
2=3FIRIRABR, T3
XPath /MCCI_IN200 100UVOl[@ITSVers1on"'XML 1. 0'] [@xsi‘schemalocation="urn:hl7-
orgv3
MCCI_IN200100UV01.xsd'[/PORR_IN049016UVIrl/controlActProcessl@classCod -
e='"CACT'l[@mood Code="EVN'/subject@typeCode='SUBJ'] [1]/investigaﬁonEvent
[@classCode=TNVSTG'1[@mood Code="EVNl/referencel@typeCode=REFR'][docu
ment/code[@code="21] [@codeSystem="2.16.840.1. 113883.3.989.2.1.1.27N[xl/docum
ent[@classCode—'DOC ] [@moodCode—'EVN ]/tltle/text()
J2.18.1 ZiEE0BL :
HEBE | ICSR 0B IRE MM 57T,
R#EFE | MIATBUEAER S ERBIRR A L B85,
T — A 100AN
FAE B B R
XPath /MCCI_IN200 100UV01[@ITSVers1on"XML 1.01l@xsi:schemaLocation="urn:h17-
orgv3
MCCI_IN200100UV01.xsd/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'l[@mood Code="EVN'l/subjectl@type Code="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN/subjectOf1[@typeCode="SUBJ'][cont
rolActEvent/primaryInformationRecipient][1}/controlActEvent[@classCode="CAC
T'l[@mood Code="EVN'//primaryInformationRecipient[@typeCode="PRCP"]/assign
edEntity[@classCode="ASSIGNED|/representedOrganization[@classCode='"ORG']
[@determmerCode—'INSTANCE']/name/text()
J2.18.2 REEWA ,
5 H @A ICSR DREFOREXZT7T,
REFE | BERLERTS.
F—4## | 100AN
FAE B B EE#
XPath /MCCI_IN200100UV01[@ITSVersion="XML,_1.01[@xsi:schemaLocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'/PORR_IN049016UVIr]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN')/subject[@typeCode="SUBJ'[1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/subjectOf1[@type Code="SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1)/controlActEvent[@classCode="CAC
T'1[@moodCode="EVN'] /primaryInformationRecipient[@typeCode="PRCP/assign
edEntity[@classCode='"ASSIGNEDV/assignedPerson[@classCode="PSN'}[@determ

16




merCode—'INSTANCE']/name/preﬁx[ 11/text()

LEE%REH ICSR 0)&&:%@1@*2?‘?‘

- Wapea BEOHEBEREOHEREHT 5,

F—#A | 100AN |

FFRE B B

XPath /MCCI_IN200100UVO01[@ITS Version="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
‘ org:v3

MCCI_IN200100UVO01. xsd']/PORR IN0490 16UV[r]/contro]ActProcess[@classCod
e='"CACT"][@mood Code="EVN"V/subject@typeCode="SUBJ'][1]/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN1/subjectOf1 [@typeCode'“'SUBJ N{cont
rolActEvent/prlmaryInformatmnRemp1ent][1]/contro]ActEvent[@classCode ="CAC
] [@moodCode*’EVN']/pr1maryInformat10nRec1p1ent[@typeCode—'PRCP "1/assign
edEntity [@classCode"ASSIGNED']/as51gnedPerson[@classCode—‘PSN'] [@determ

J2.18.4 &1%‘%45

1nerCode=‘INSTANCE']/ name/famﬂy[l]/text()

ICSR @Fﬁ'{n%@% %7]“@”

I H A

nEHFE | EBEOEEEOL ETEHT S,

F—&% | 100AN '

FFAE B HEEL .

XPath /MCCI_IN200 100UV01[@ITSVers1on—'XML 1. 0][@x51 schemaLocatlon—'urn h17
org:v3
MCCI_IN200100UV0 1.xsd']/PORR_INO49O 16UVlIrl/controlActProcess[@classCod
e="CACT'][@mood Code="EVNY/subject[@typeCode='SUBJ'I[1}/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/subjectOf1 [@typeCode=‘SUBJ 1lcont
rolActEV.exit/primarthformationRecipient] [1]/controlActEvent [@classCode="CAC
T'] [@moodCode='EVN‘]/p rimaryInformationRecipient[@typeCode="PRCP')/assign
edEntity[@classCode='ASSIGNED'//assignedPerson[@classCode="PSN'] [@determ

, ‘ inerCode=TNSTAN CE']/name/glven[l]/text()

| J2.19 fEE1

HERHA FIHER

T 2L

F—&% | 10000AN

FrAE B BREE

XPath /MCCI_IN200 IOOUVOI[@ITSVersmn— XML_1.01[@xsi:schemaLocation="urn:hl7-
org:v3

MCCI_IN200100UVO1. xsd’]/PORR IN0490 16UV[r]/controlActProcess[@classCod

e='CACT'][@mood Code="EVN'l/subject[@type Code="SUBJ'l[1]/investigationEvent
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[@classCode=TINVSTG] [@moodCode='EVN'] /component[@typeCode='"COMP'l{adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTGl[@mo
odCode="EVN')/component1[@typeCode='"COMP'l{observationEvent[code[@code="
13'][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'1)[1]/observationEvent[@
classCode="OBS'l[@mood Code="EVN']/value[@xsi:type="ED'I/text()

Jj220 WEz. . . . =

H B A FleEH

FLER I 2L

7—%% | 10000AN

FFAE B hns .

XPath /MCCI_IN200100UVO01[@ITSVersion=XML,_1.0'1[@xsi:schemalocation="urn:hl7-
org:v3 ‘ | ,
MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[xl/controlActProcess[@classCod
e='CACT'] [@mood Code='"EVN'l/subject[@typeCode="SUBJ'I[1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/component[@typeCode='"COMP"] [adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG'] [@mo
0dCode="EVN'l/component1 [@tyioeCode='COMP'] [observationEventlcode[@code="
14'll@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']1[1]/observationEvent[@
classCode="OBS'l[@mood Code="EVN'l/value [@xsiitypé='ED']/textO

J2.21 %3 . S S

ERWHA FiHEER

FLEUGEE | L

F—#% | 10000AN

AR B Btk

XPath /MCCI_IN200100UVO01[@ITSVersion=XML_1.0'[@xsi:schemal.ocation="urn‘hl7-

orgv3
' MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN']/subject[@type Code="SUBJ'] [1]/ihvestigationEveht
[@classCode="INVSTG"][@mood Code=EVN'l/component[@typeCode='COMP"|[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo

odCode="EVN")/component1[@typeCode='"COMP'l[observationEvent[code[@code='
15'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10111[1l/observationEvent[@
classCode='OBS'][@mood Code="EVN'l/valuel@zsi‘type="ED'l/text

J2.22 fE%4 |

EHEBHA FHERE

REGTE | R”L

T — & Al 10000AN

FAE B HE®
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XPath /MCCI_IN200100UV01 [@ITSVersion='XML_1.0'] [@xsi:schemal.ocation="urn:h17-
orgv3 l ‘
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'] [1]/invésﬁgationEvent

;o [@classCo&e=’INVSTG'][@nibodCode=’EVN']/component[@tYpeCode='COMP’][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'][@mo
0dCode="EVN")/component1[@typeCode='"COMP'][observationEvent[code[@code='
16[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'111[1}/observationEvent[@

_ classCode 'OBS'] [@moodCode 'EVN’]/Value [@xs1 type—'ED Next(
Jo23k ®H : - L

BHH u}EEﬂ E%:‘Kﬂuuﬁﬂﬁf)ﬁﬁﬂ:&(ﬁﬂﬁﬁ E'H’Fﬁﬁﬂiﬂ:l :Fol/\’C ?&%@%:ﬁ:@&ﬁ%ﬂ‘?

REFE | RERGOBHRETET 5.

7—s B 100AN-

FFAE B Bt :
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