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XMLBRA Y AE YA (ERE B3

<?xml version="1.0” encoding="UTF-8"7>
<MCCI_IN200100UVO1 ITSVersion="XML_l.0” xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UV01. xsd” xmlns— urn: h17—org v3” xmlns:xsi="http://wew. 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=720101214151617"/>
<!-- N.1.5: Date of Batch Transmission —>
<responseModeCode code="D"/>
<interactionId 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"/>
<l— N.1.1: Type of Messages in Batch —>
{l— Message #1 —>
<PORR_IN049016UV>
<1d extension="N. 2.r. 1” root="2. 16.840. 1. 113883. 3. 989.2.1.3.1"/>
<l— N.2.1.1: Message Identifier —>
{creationTime value="20101214151617"/>
{!-= N.2.r.4: Date of Message Creation —>
<interactionId 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.2.1.3: Message Receiver Identifier —>
</device>
{/receiver>
<sender typeCode="SND">
<device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.2.t. 2" root="2. 16, 840. 1, 113883. 3. 989.2. 1. 3. 11"/>
<1— N.2.r.2: Message Sender Identifier —>
</device>
{/sender>
{controlActProcess classCode=" CACT moodCode="EVN">
<code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883, 1.18"/>
<l— HL7 Trigger Event ID —>
<effectiveTime value="20101214151617"/>
<l— C.1.2: Date of Creation ——>
{subject typeCode="SUBJ">: ’ )
<1nvest1gat10nEvent classCode="INVSTG” moodCode="EWN"> *
<id extension="C.1.1” root="2.16.840.1.113883.3.989.2.1.3.1"/>
¢l— C.1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C.1.8.1” root="2.16.840. 1. 113883, 3, 989. 2. 1.3.2"/>
<!— C.1.8.1: Worldwide Unique Case Identification Number —>
<id extension="J2.1b” root="2.16. 840. 1. 113883. 3, 989.5.1.3.2.3.1"/>
<I— @@ejy2. 1b: WAIES (BF) —
<code code="PAT_ADV_EVNT” codeSystem="2. 16.840. 1. 113883.5.4"/>
<textOH. L</text>
. <= H.1: Case Narrative Including Clinical Course, Therapeutic Measures,  Outcome and Additional Relevant Information —>
{statusCode code="active”/>
<1— @0@J2.7.1 T, RETEH —
<effectiveTime>
<low value="20090101"/> ~
<{1— C.1.4: Date Report Was First Recelved from Source -—>
{/effectiveTimed
CavailabilityTime value="20090101"/>
<!-- 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. 277 .codeSystemVersion="1. 0" displayName="documentsHeldBySender”/>
<title>C. 1.6.1.r. 1</title>
<!— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #1 —>

<text mediaType="application/pdf” representation="B64">C. 1. 6. l.r. 2<{/text>
<!— C.1.6.1.7.2: Included Documents #l —>
</document>
<L/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, L r. 1</titled>
<l— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 ——>
. <text mediaType="image/jpeg” representation="B64” compression="DE">C.1.86. 1.r.2</text>
<!— €. 1.6.1.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="literatureReference”/>
<titledJ2. 1T.r</titled>
<1— @eeJa. 17.r R/ TRONE #1 —
{text mediaType="application/pdf” representation="B64”)C.4.r. 2{/text>
<!— C.4.r.2: Included Documents #1 —>
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText>
{!— C.4.r.1: Literature Reference(s) #1 —>



{participation typeCode="AUT”>
(assignedEntity classCode="ASSIGNED”>
<representedOrganization classCode="0ORG” determinexrCode="INSTANCE™>
<asLocatedEntity classCode="LOCE”> . '
Clocation classCode="COUNTRY” determinerCode="INSTANCE">
<code code="J2.15.r" codeSystem="1.0. 3166.1.2.2"/>
<!— @8@J2,15.r AKE #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. 27" codeSystemVersion="1.0" displayName="1literatureReference”/>
<titledJ2. 17. x</titled
<I— @eey2.17.r BB/ HHEDOSE #2 —>
(text mediaType="application/pdf” representation="B64”>C.4.r.2</text>
<]— C.4.r.2: Included Documents #2 —> '
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText> : .
{!— C.4,r.1: Literature Reference(s) #2 —> ' \
{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG” -determinerCode="INSTANCE”>
<asLocatedBntity classCode="LOCE”>
Clocation classCode="COUNTRY” determinerCode="INSTANCE">
<code code="J2.15.1” codeSystem="1.0. 3166. 1. 2.2"/>
<l— 088J2.15. r AF%E #2 —>
<{/location> )
¢/asLocatedEntity> : '
{/representedOrganization>
¢/assignedEntity>
{/participation>
</document>
{/reference>
<component typeCode="COMP">
<adverseEventAssessment classCode="INVSTG” moodCode="] EVN >
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBI”>
(playerl classCode="PSN” determmerCode— INSTANCE”> .
<name>D. 1</name> -
<l—D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>
<!-—D.5 Sex —>
<birthTime value="20090101"/>
<!— D.2.1: Date of Birth —>
{deceasedTime value="20090101"/>
<{!— D.9.1: Date of Death —>
<asIdentifiedEntity 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 Number(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” codeSystemVersion="1. 0" d:LsplayName— 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”/>
</asldentifiedEntity> .
CasldentifiedEntity classCode="IDENT”>
<id extension="D. 1. 1.3” root="2. 16. 840, 1. 113883, 3. 989. Z 1.3.97/>
<1— 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
Record”/> )
</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="
Investigation”/>

</asIdentifiedEntity>
<role classCode="PRS">
<code cods="PRN” codeSystem="2.16. 840. 1. 113883.5.111"/>
<associatedPerson classCode="PSN” determinerCode="INSTANCE">
<name>D. 10. 1{/name>
<!-=D.10.1: Parent Identification —>
<administrativeGenderCode code="D. 10.6” codeSystem="1.0.5218"/>
<!-- D.10.6: Sex of Parent —>
r <birthTime value="20090101"/>
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<!— 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" displayNeme="age”
Vo
<value xsi:type="PQ” value="10" unit="D. 10.2.2b"/>
<I—D.10.2 2a: Age of Parent (number) —>
<I--D.10.2.2b: Age of Parent (unit) —>
{/observation>
{/subject0f2> )
{subjectOf2 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="
lastMenstrualPeriodDate”/> ’ : . : . . :
{value xsi:type="TS” value="20090101"/>
<1—— D.10.3: Last Menstrual Period Date of Parent —>
{/observation>
{/sub ject0f2>
{subjectOf2 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="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="
height”/>

<value xsi:type="PQ” value="160" unit="em”/>
<I~-D.10.5: Height (cm) of Parent —>
{/observation> ’
{/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”/> :
<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.1.
1a”/> .
<!—D.10.7.1.x. 1a: MedDRA Version for Medical History #1 —>
<!— D,10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 —>
<effectiveTime xsi:type="IVL_TS™> ’
<low value="20090101"/>
<!—D.10.7.1.r.2: Start Date #1 —>
<high value="20090101"/>
<!~ D.10.7.1.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. 1. 1. 19” codeSystemVersion="1. 1"
displayName="comment”/> .
<value xsi:type="ED”>D.10.7.1l.r.5¢/value> .
<!--D.10.7.1.r.5: Comments #1 —> .
- . . </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”/>
- ¢!1——D.10.7.1.1.3: 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.
12"/>
<!—D.10.7.1.x. 1a: MedDRA Version for Medical History #2 —>
<{— D.10.7.1.x.1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<}—D.10.7.1.r.2: Start Date #2 —>
<high value="20090101"/>
<}—D.10.7.1.1.4: 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"

-3 -



displayName="comment”/>
<value xsi:type="ED”>D.10.7. L r.5¢/value>
<1— D.10.7.1.x.5: Comments #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” codeSystenVersion="1.1"
displayName="continuing”/> .
<valus xsi:type="BL” value=”true’/ >
<l~—D.10.7. 1.1, 3: Continuing #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" codeSystemVersmn— 117
displayName="historyAndConcurrentConditionText”/>
’ <value xsi:type="ED”>D.10.7. Z(/value)
<!— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —>
</observation>
</component>
{/organizer>
</subject0f2>
{subject0f2 typeCode="SBI">
{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.x.4: Start Date #1 —>
<high value="20090101"/>
<!— D.10.8.r.5: End Date #1 —>
</effectivelime>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D. 10.8.r.2b” codeSystem="TBD-MPID” codeSystemVersion="D.10.8.r.2a"/>
<l~- D.10.8.r.2a: MPID Version Date / Number #1 —>
<l-- D.10.8.r.2b: Medicinal Product Identlfler (MPID) #1 —>
<name>D. 10. 8. r. 1{/name>
¢!— D.10.8.r.1: Name of Drug as Reported #1 —>
</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 xsiitype="CE” cods="D: 10.8.r. 6b” codeSystem="2. 16, 840, 1, 113883. 6. 163"
codeSystenVersion="D. 10. 8, r, 6a”/> ' N '
: <!1—— D.10.8.1.6a: MedDRA Version for Indication #1 —>
<1—-D.10.8.1r.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” codeSystemVersmn— .17
displayName="reaction”/>
: . <value xsi:type="CE” code="D.10.8.r.7b" codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 7a”/> :
. <!~=D.10,8.1. 7a: MedDRA Version for Reaction #1 —>
<!— D.10.8.1. 7b: Reactions (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
</substanceAdministration>
</component>
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS"> .
<low value="20000101"/> '
<l— D.10.8.1.4: Start Date #2 —>
¢high value="20090101"/>
<!— D.10.8.r.5: End Date #2 —>
{/effectiveTime>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<code code="D. 10. 8.r. 3b” codeSystem="TBD~PhPID” codeSystemVersion="D. 10.8.r.3a"/>
<l— D.10.8.r. 3a: PhPID Version Date / Number #2 —> .
<1~ D.10.8.r.3b: Pharmaceutical Product Identifier (PHPID) #2 —>
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<name>D. 10. 8. r. 1</name>
<!— D.10.8.1.1: Name of Drug as Reported #2 —>
</kindOfProduct>
{/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”/> ) [N
<!— D.10.8.r. 6a: MedDRA Version for Indication #2 —>
<I—D.10.8.1.6b: Indication (MedDRA .code) #2 —>
</observation»
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
Cobservation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayNeme="reaction”/>
<value xsi:type="CE” code="D.10.8.r.7h” codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D. 10.8.r. 7a”/> : '
<l— D.10.8.1. 7a: MedDRA Version for Reaction #2 —>
<1—D.10.8.1.7b: Reactions (MedDRA code) #2 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
<{/component>
{/organizer>
</sub ject0f2>
{/role>
</playerl>
<subjectOf1 typeCode="SBJ”>
{researchStudy classCode="CLNTRL'_ moodCode="EVN">
’ <id extension="C.5.3” root="2.16.840. 1.113883. 3. 989, 2. 1.3.57/>
<l— C.5.3: Sponsor Study Number —>
{code code="C.5.4" codeSystem="2. 16, 840. 1.113883. 3.989.2.1.1.8" codeSystemVersmn— 2. 0"/)
<= C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<titledC. 5. 2</title>
<I— C.5.2: Study Name —>
<authorization typeCode="AUTH”>
<studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C. 5. 1.x. 1" root="2. 16.840. 1. 113883. 3. 989. 2. 1. 3.6"/>
<l—- C.5.1.1.1: Study Registration Number #1 ——> :
<author typeCode="AUT”>
<territorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.5.1.1.2" codeSystemw="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.5.1l.r.1” root="2.16. 840, 1. 113883, 3. 989. 2 1.3.6"/>
<I— 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"/>
J—¢.51.r.2: Study Registration Country #2 —>
{/governingPlace>
</territorialAuthority>
</author>
{/studyRegistration>
</authorization>
</researchStudy>
<{/subject0f1>
. <subjectOf2 typeCode="SB]">
. <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" wnit="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>
<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 zsi:type="PQ” value="10" unit="D.2.2.1b"/>
<!— D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the 'Foetus (number) —>
<!— 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" displayName="ageGroup”/>
<value xsi:type="CE” code="D.2.3” codeSystem="2.16.840.1.113883.3.989.2.1. 1. 9” codeSystemVersion="2,07/>
<!~ D.2.3: Patient Age Group (as per reporter) —>
</observation>
</subject0£2>
<subjectOf2 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"/>
<l— D.3: Body Weight (kg) —> ’
{/observation>
</subject0f2> .
<stbjectOf2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN"> L :
<code code="17" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.17 displayName="height”/>
¢value xsi:type="PQ” value="152" unit="cm”/>
<l 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" codeSystemVersmn— 1.1” displayName="

<value xsi:type="TS” value="20090101"/>
<!— D.6: Last Menstrual Period Date —>
</cbservation>
</subject0f2>
<subject0f2 typeCode="SBJ">
Corganizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="

relevantMedicalHistoryAndConcurrentConditions”/>

displayName="comment”/>

displayName="familyHistory”/>

displayName="continuing”/>

<component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
{code code="D.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6.163” codeSystemVersmn— D.7.1.r.1a"/>
\ <!— D.7.1.r.1a: MedDRA Version for Medical History #1 —>
{!— D.7.1.r. 1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 -
<effectivelime xsi:type="IVL_TS">
<low value="20090101"/>
<l— D.7.1.1.2: Start Date #1 —>
<high value="20090101"/>
<!— D.7.1.1.4: End Date #1 —>
{/effectiveTine>
- <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 xsiitype="ED">D.7.1.r.5</value}
<!— D.7.1.r.5: Comments #1 —>
{/cbservation>
</outboundRelationship2>
{outboundRelationship2 typeCode="EXPL™> .
<observation classCode="0BS” moodCode="EVN">
<code code="38" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsi:type="BL” value="true”/>
¢l~=D.7.1.r.6: Family H1s1:ory #1 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
Cobservation classCode="0BS” moodCode=" EVN">
<code code="13" codeSystem="2. 16. 840. 1. 113883 3. 989 2.1.1.19" codeSystemVersmn— 117

(value xsi:type="BL” value="true”/>
¢!— D.7.1.1.3: 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.7.1.r.1a"/>
<l— D.7.1r. 1a: MedDRA Version for Medical History #2 —>
*¢l— D.7.1L.r.1b: Medical history (disease / surgical procedure / ete. ) (MedDRA code) #2 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<!— D.7.1.1.2: 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. L. r.5</valued
<I— D.7.1.r.5: Comments #2 —>
</obsetvation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL">
<observation classCode="0BS” moodCode="EVN">
<code code="38" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="familyHistory”/>
<value xsi:type="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.7.1.1.3: Continuing #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>
<!— D.7.2: Text for Relevant Medical History and Concurrent Condltlons (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="
concomitantTherapy”/>

<value xsi:type="BL” value="true"/> -
<!—D.7.3: Concomitant Therapies —>
{/observation>
</component>
{/organizery )

N </subject0f2>
<subjectOf2 typeCode="SBJ">
Corganizer 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"/>
<!—- D.8.r.4: Start Date #l ~—>
<high value="20090101"/>
 <l— D.B.1.5: End Date #1 — .
{/effectiveTime>
<consumable typeCode="CSM"> o ’
<instance0OfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D.8.r.2b" codeSystem="TBD-MPID” codeSystemVersion="D.8.r.2a"/>
¢]— D.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 —>
<{/kindOfProduct>
<{/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" codeSystenVersion="1,1"
displayName="indication”/> .
<value xsi:type="CE” code="D,8.r.6b" codeSystenF”Z. 16. 840, 1. 113883. 6. 163" codeSystemVersion="
D.8.r.6a"/>
<l-=D.8.1r.6a: MedDRA Version for Indication #1 —
<!— D.8.r.6b: Indication (MedDRA code) #1 —>
{/observationd )
</outboundRelationship2>
<outhoundRelationship2 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.x. 7a"/> ’



displayName="indication”/>

D.8.r.6a"/>

displayName="reaction”/>

D.8.r.7a"/>

reportedCause0fDeath”/>

reportedCause0fDeath”/>

cause0fDeath”/>

r.1la”>

<!— D.8.r.7a: MedDRA Version for Reaction #1 —>
<!— D.8.r.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.r.4: Start Date #2 ~—>
<high value="20090101"/>
<!— D.8.r.5: End Date #2 —>
{/effectiveTime>
<consumable typeCode="CSM”> .
<instanceOfKind classCode="INST"> -
<kindOfProduct classCode="MMAT” déterminerCode="KIND"> . )
<code code="D.8.r.3b” codeSystem="TBD-PhPID” codeSystemVersion="D.8.r.3a"/>
<}— D.8.x.3a: PhPID Version Date / Number —>
<!—.D.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 8. r. 1</name>
<!— D.8.r.1: Name of Drug as Reported #2 — .
</kindOfProduct>
</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" codeSYstemVersmn— 117

<value xsiitype="CE” code="D.8.r.6b” codeSystem="2.16.840. 1, 113883. 6. 163" codeSystemVersion=’

¢!-— D.8.r.6a: MedDRA Version for Indication #2 —>
<l-— 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. L. 1. 19” codeSystemVersion="1.1"

<value- xsi:type="CE” code="D.8.r.7b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVerslon—'

{!— D.8.r.7a: MedDRA Version for Reaction #2 —>
<!— D.8.r.-7Tb: Reaction (MedDRA cods) #2 —>
</observation>
</outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
</subject0f2>
<subject0f2 typeCode="SBJ"> . .
<observation classCode="0BS” moodCoduh EVN™> -
<ecode code="32" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19”7 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”>
<1— D.9.2.r. 1a: MedDRA Version for Reported Cause(s) of Death #l —>
<1— D.9.2.r.1b: Reported Cause(s) of Death (MedDRA code) #1 —>
<originalText>D. 9. 2. r. 2{/originalText>
<1—D.9.2.r.2: Reported Cause(s) of Death (free text) #1 —>
</valued
</cbservation>
{/subject0f2>
{subject0f2 typeCode="SBJ">
{observation classCode="0BS”. moodCode="EVN">
<code code="32" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1.19" codeSystemVersmn— 1. 1 displayName="

{value xsi:type="CE” code="D.9.2.r.1b" codeSysten="2. 16. 840, 1. 113883, 6. 163" codeSystemVersion="D.9.2.r, 1a”>
<l— D.9.2.1.la: MedDRA Version for Reported Cause(s) of Death #2 —>
<l-=D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #2 —>
CoriginalText>D. 9. 2. r. 2</originalText>
<{!— D.9,2.1.2: Reported Cause(s) of Death (free text) #2 —>
. </value>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN"> ‘
<code code="5" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1, 1" displayName="autopsy”/>
<value xsiitype="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="

<value xsi:type="CE". code="D.9.4.r.1b" codeSystem="2. 16.840. 1. 113883, 6. 163" codeSystemVersion="D. 9. 4



<!— D.9.4.7.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #1 —>
<!--D.9.4.r. Ib Autopsy-determined Cause(s) of Death' (MedDRA code) #1 —>
<originalText>D. 9. 4. r. 2</originalText>
<!—D.9.4.1.2; Autopsy-determined Cause(s) of Death (free text) #1 —>
{/valued ’
{/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. 12" . . '
<l—D.9,4.r. 1a: MedDRA Version for Autopsy-determined Cause(s) of Death #2 —>
<1~ D.9.4.r. 1b Autopsy-determined Cause(s) of Death (MedDRA code) #2 —>
<originalText)D. 9. 4. r. 2{/originalText) o
<1-—D.9.4.1.2: Autopsy-determined Cause(s) of Death (free text) #2 —>
</value>
{/observation>
{/outboundRelationship2>
</observation>
</subject0f2>
<subjectOf2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b~45£2-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"/>
<!~ E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
<}— 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">
{!— E.i.2. la: MedDRA Version for Reaction / Event #1 —> )
{}— E.i.2.1b: Reaction / Event (MedDRA code) #1 —>
CoriginalText language="E.i.1.1b"E. {. 1. 1a{/originalText>
<{l-— E.i.1.1a: 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 Language #1 —>
{/value>
<location typeCode="LOC”>
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.i.9” codeSystem="1.90. 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" displayNeme="
reactionForTranslation”/>
<value xsi:type="ED"E. i. 1. 2</value>
<}— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #1 —>
</observation>
</outboundRelationship2> : 1
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN"> ’ .
{code code="37" codeSysten="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 #l —>
{/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 #1 —>
</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"/>
¢!— E.i.3.2b: Life Threatening #1 —>
{/observation>
{/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="
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requiresInpatientHospitalization”/>
! <value:xsi:type="BL” value="true”/>
<l— E.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”/> i
: <value xsi:type="BL” nullFlavor="NI"/>
<1— 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= NS
<l— E.i.3.2e: Congenital Anomaly / Birth Defect #1 —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN")>
Ccode 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”/>
¢i— B.1i.3.2f: Other Medically Important Condition #1 —>
</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” codeSystenVersion="1.1". displayName="
outcome”/> - .
¢value. xsiitype="CE” code="E.i.7” codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. L. 11" codeSystemVersion="2.
0"/>
: ¢l— 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="24" ‘codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHeal thProfessional”/> . ) ' .
¢value xsi:type="BL” value="true”/>.
¢l— E.i.8: Medical Confirmation by Healthcare Professional #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" d1sp1ayName—
"sksn - BEET/>
: ¢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"/>
. <1— @0@J2. 14. i & - BE& #1 —>
{/cbservation>
" ¢/outboundRelationship2>
</observation>
. {/subject0£2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6—c9e8-4e6c—93e9-5b860b3142207/>
<code code="29" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction’/>

<efféctiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<1—"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 —>
<1— E.i.6b: Duration of Reaction / Event (unit) #2 —>
R ’ {/effectiveTime>

<value x5iitype="CE” code="E,i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a">

<l— E.i.2. la: MedDRA Version for Reaction / Event #2 —>
. <l— E.i.2.1b: Reaction / Event (MedDRA code) #2 —>

<originalText language="E.i.1.1b">E.1i. 1. 1a</originalText>
¢!— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
<¢}— B.i.1.1b: Reaction / Event as Repnrted by the Primary Source Language #2 —>

{/value>

(location typeCode="LOC">
<locatedBntity classCode="LOCE">

{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE” >
{code code="E.i,9” codeSystem="1.0.3166.1.2.2"/> i
. <!— 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” 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" codeSystem="2. 16. 840. 1. 113883. 3,989.2. 1. 1. 197 codeSystemVersmn— 1.1 d1sp1ayName—
termHighl ightedByReporter”/>
<value xsi:type="CE" code="E.i.3.1” codeSystem="2. 16,840, 1. 113883, 3,989. 2. 1. 1. 10” codeSystemVersion="
2.07/>
¢l E.i.3.1:Term nghhghted 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”/>
Cvalue 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. 980.-2; 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/> .
<value xsi:type="BL” nullFlavor="NI"/>
<}— E.i.8.2b? 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” codeSystemVersion="1.1* displayNeme="
. requiresInpatientHospitalization”/> .
: <value xsi:type="BL” value="true”/>
<l-— E.i.3.2¢c: Caused / Prolonged Hospitalisation #2 —>
{/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 x$i:type="BL” nullFlavor="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"/> )
<1— E.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="
otherMedicallyImportantCondition”/> .
{value xsi:type="BL” value="true”/>
{l— E.i.3,2f: Other Medlcally Important Condition #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
N <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.
07/>
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 —>
</observation> )
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation 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 #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=
"SR5 - BT/ ] .
<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"/> o :
<1— 808J2.14. 1 &M - BEAn #2 —>
{/observation>
<{/outboundRelationship2>
. </observation>
</subject0£2>
<subjectOf2 typeCode=" SBJ >
{observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f—e0ff34430adf”/> .
<code code="29" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>
f .

CeffectiveTime xsi:type="IVL_TS">
<width value="24" unit="E.i.6b"/>
¢{— E.i.6a: Duration of Reaction / Event (number) #3 —>
¢l— E.i.6b: Duration of Reaction / Event (unit) #3 —>
<high value="20101201"/>
<l— E.i.5: Date of End of Reaction / Evert #3 —>
{/effectiveTime>
<value xsi:type="CE" code="E. i. 2. 1b” codeSystem—- 2. 16, 840. 1. 113883 6. 163" codeSystemVersion="E.i.2.1a">
<1— E.i.2.1a: MedDRA Version for Reaction / Event #3 —>
<1— B.i.2.1b: Reaction / Event (MedDRA code) #3 —>
<originalText language="E.i. 1. 1b">E. i.l.1a</originalText>
<l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #3 ——>
<l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #3 —>
{/value>
<location typeCode="LOC™>
<locatedBntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="E.1i.9” codeSystem="1.0.3166.1.2.2"/>
<!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
<{/locatedPlaced
{/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”DE.i.1.2</value>
<¢!— E.i.1.2: Reaction / Event as Reported by the Prlmary Source for Translation #3 ——>
</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 xsiitype="CE” code="E.i.3.1" codeSystem="2.16.840. 1. 113883.3.989.2. 1. L. 10” codeSystemVersion="
2.07/>
<l— B.i.3.1:Tern H1gh11ghted 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 —>
" </observationd
</outboundRelationship2>
{outboundRelationship2 typeCode="" PERT >
<observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16.-840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening”/> : . : .
<value xsi:type="BL” nullFlavor="NI"/>
) ¢l—'E.i.3.2b: Life Threatening #3 —>
{/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”/>
¢l-— E.i.3.2c: Caused / Prolonged Hospitalisation #3 —>
{/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— B.i.3.2d: Disabling / Incapacitating #3 -~>
{/observation>
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</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”/> . o
<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.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="
otherMedicallyImportantCondition”/>
- <value xsi:type="BL” value="true”/>
<l— 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="
outcome”/>
<va1ue xsi:type="CE” code="E.i.7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 117 codeSystemVersion="2.
0"/
<l— E.i.7: Outcome of Reaction / Event at the Tlme of Last Observation #3 —>
</observation>
</outhoundRelat ionship2>
. <outboundRelationship2 typeCode="PERT">
© <observation classCode="0BS” moodCode="EVN">
i <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”/>
<!— E.i.8: Medical Confirmation by Healthcare Professional #3 ~—>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<ebservation 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=
“oRan - BEA . )
. <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"/>
<l— @@eyz. 14. i Fs - B #3 —
{/observation>
{/outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="BVN"> .
<id root="2e99840f-08b4-499c-80ff~dd8415f4£8a5"/>
<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"/>
{l-~ E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
<1~ E.i.5: Date of End of Reaction / Event #4 —>
</comp> .
<comp 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>
<value xsi:type="CE” code="E.i.2.1b" codeSystem="2.16. 840, 1. 113883.6. 163" codeSystemVersion="E. i.2.1a”>
<l—- B.i.2.1a: MedDRA Version for Reaction / Event #4 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
<originalText language="E.i.1l. 1b">E.1i. 1. 1a</originalText>
<i— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
<l— 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"” codeSysteﬂF"L 0.3166.1.2.2"/>
<!— 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” codeSystenVersion="1.1" displayName="

reactionForTranslation”/>
<value xsi:type="ED"DE.i.1.2</value>
<I-- E.i.1.2% Reaction / Event as Reported by the Primary Source for Translation # —>

- 13 -



{/cbservation®
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
Ccode code="37" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" d1sp1ayName—
" termHighlightedByReporter”/>
) {value xsiitype="CE” code="E.i.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 # —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 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.8.2a: Results in Death #4 —>
{/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” nullFlaver="NI"/>
<!~ 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" displayNeme="

-

requiresInpatientHospitalization”/>
' <value xsi:type="BL” value="true”/>
<}— E.i.3.2c: 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” displayName="
resultsInPersistentOrSignificantDisability”/>
' . <value xsi:type="BL” nullFlavor="NI"/>
<l— EB.i.3.2d: Disabling / Incapacitating #4 —>
{/cbservation>
- . </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"/>
<}— E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
{/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="
otherMedicallylmportantCondition”/>
<value xsi:type="BL” value="true”/>
) <l-= E.i.3.2f: Other Medically Important Condition #4 —>
K {/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” codeSystenVersion="1. 1" displayName="
outcome”/> .
<value xsi:type="CE” code="E.i.7” codeSystew="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
[\
<}~ EB.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationshin2 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="
nedicalConfirmationByHealthProfessional”/>
) <value xsi: type="BL” value="true”/> .
¢}— E.i.8: Medical Confirmation by Healthcare Professional #4 —>
</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="l. 0” displayName=
"SR5 - FEET/
<value xsi:type="CE” code="J2.14.1i” codeSystem="2. 16.840. 1. 113883.3.989.5.1,3.2.1.8”
codeSystemVersion="1.1"/> : :
<l— @80J2. 14. i k%0 - BEMR #4 —>

{/cbservation>
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</outboundRelationship2>
{/observation>
</subject0f2> .
<subject0f2 typeCode="SBI">
- <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_IS™>
<low value="20080101"/>
¢l—— E.i.4: Date of Start of Reaction / Event #5 —>
" /effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16. 840 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
¢!— E.i.2.1a: MedDRA Version for Reaction / Event #5 —> .
<!— E.i.2.1b: Reaction / Event (MedDRA code) #5 ——> B
CoriginalText language="E.i.1.1b">E.i. 1. 1la{/originalText>
<}—— E.i.l.1la: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
<!-~ 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. 3166.1.2.27/>
<l— E:i.9: Identification of the Country Where the Reaction / Event Occurred #5 —>
</locatedPlace>
{/locatedEntity>
</location>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> )
<code code="30" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayNeme="
reactionForTranslation”/>
<value xsi:type="ED")E.1i.1.2<{/value _
<!-- E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —>
{/observation>
</outboundRelationship2>
CouthoundRelationship2 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="
termHighl ightedByReporter”/> ) :
<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 #5 —>
</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— B.i.3.2a: Results in Death #6 —>
{/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 #5 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
Cobservation 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”/> .
<i— E.1i.3.2¢c: Caused / Prolonged Hospitalisation #5 —>
</observation> .
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> '
<observation classCode="0BS” moodCodé="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="NI1"/>
<l-— 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="NI"/>
<!— E.i.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation> .
</outboundRelationship2>
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otherMedicallyImportantCondition”/>

outcome”/>

0"/>

medicalConfirmationByHealthProfessional”/>

"R - BEsT />

codeSystemVersion="1. ]\"/ >

<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1.1" displayName="

(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="

<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840, 1. 113883. 3.989. 2. 1. 1. 11” codeSystemVersion="2.

<l-- B.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —>
{/observation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSysten="2. 16.840. 1. 113883, 3,989. 2. 1. 1.19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<}~ E.i.8: Medical Confirmation by Healthcare Professional #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship? 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="J2.14.1i” codeSystem="2. 16, 840. 1.113883.3.989.5.1.3.2,1,8"
<l— @@@J2.14.1 K& - BB #5 —

{/observation>
{/outboundRelationship2>

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

reactionForTranslation”/>

termHighlightedByReporter”/>

2.07/>

resultsInDeath”/>

<id root="1f927283-10b6-4334-9d43-e925640Fb18£” />
{code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 13” codeSystemVersion="1.1” displayName="reaction”/>
<effectiveTime xsi:type="IVL_TS"> ’

<high value="20090101"/>

<l— E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTimed .
<value xsi:type="CE” code="FE.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 #6 —>

<!— E.i,2.1b: Reaction / Event (MedDRA code) #6 —>

<originalText language="E.1i. 1. 1b"E.1i.1. 1al/originalText>

<!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>

¢{!— E.i.1.1b: Reaction / Event as Reported by the Prmary Source Language #6 —>
{/value>
<location typeCode="L0C">

<locatedEntity classCode="LOCE”>

’ <locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code ‘code="E. i.9” codeSystem="1.0.3166.1.2.2"/> .
<l— E.i.9: Identlflcatlon of the Country Where the Reaction / Event Occurred #6 —>
</locatedPlace>

</locatedEntity>
<{/location>
{outboundRelationship2 typeCode="PERT">

<observation classCode="0BS” moodCéde="EVN">

<code code="30" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. L. 1. 19” codeSystemVersion="1. 1" displayName="

<value xsi:type="ED"DE.i.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="

<value xsi:type="CE” code="E.1i.3.1” codeSystem="2.16. 840. 1. 113883, 3. 989, 2. 1. 1, 10" codeSystenVersion="

{}~— 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” codeSystenVersion="1. 1" displayNeme="

<value xsi:type=’BL" value="trus”/>
<l— E.i.3.2a! Results in Death #6 —>
<{/observation>
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</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16, 840, 1. 113883. 3. 989, 2. 1. 1. 197 codeSystemVersion="1.1” displayName="
isLifeThreatening”/> ’
' <value xsi:type="BL” nullFlavor="NI"/>
<!— E.i.3.2b: Life Threatening #6 —>
</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 #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"/>
<|— 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” codeSystemVersion="1.1” displayName="
congenitalAnomalyBirthDefect”/> -
- <value xsi:type="BL” nullFlavor="NI1"/> i
<l— E.i.3.2e: Congenital Anomaly / Birth Defect #6 ~—>
{/obsetvation>
{/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”/>
¢l— E.i.3.2f: Other Medically Important Condition #6 —>
</cbservation> :
</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. 1.7 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 #6 —>
</cbservation> :
</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>
{outboundRelationship? 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=
"SRR - BEENT/>
. <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/>
<1— @@eJ2. 14.i k& - BEm fe —>
{/observation>
</outboundRelationship2> -
</observation>
</subject0f2>
<subject0f2 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”/>

<effectiveTime xsi:type="IVL_TS">

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

¢!— E.i.6a: Duration of Reaction / Event (number) #7 —>

¢!— E.i.6b: Duration of Reaction / Event (unit) #7 —>
{/effectiveTime> C .
<value xsi:type="CE” code="E.i.Z. 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 —>

CoriginalText 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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reactionForTranslation”/>

ternHlighlightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

.

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

07/

<!— 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.1.9” codeSystem="1.0.3166.1.2.2"/>
¢}— E.i.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="

<value xsi:type="ED">E.1i.1.2<¢/value>
<f— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #7 —>
- {/observationd
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="CE” code="E.i.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 #7 —>
{/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" displayNeme="

{value xsi:type="BL” value="true”/>
<!~ 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="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2b: Life Threatening #7 —>
</observation>

‘{/outboundRelationship2>

<outboundRélationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> . .
<code code="33" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1, 1" displayName="

<value xsi:type="BL” value="true”/>
¢!— B.1i.3.2c: 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. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="N1"/>
<¢l— E.i.3.2d: Disabling / Incapacitating #7 —>
{/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="

<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="

<value xsi:type="BL” value="true”/>
<I— E.i.3.2f: Other Medically Important Condition #7 —>
{/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.
Kl~- E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>

{/observation>
{/outboundRelationship2>
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<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
N <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”/>
¢!— E.i.8 Medical Confirmation by Healthcare Professmnal #7 —>
- </observation>
</outboundRelat 1onsh1p2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
Ccode code="11" codeSystem="2. 16, 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName=
"SR - B />
<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"/>
<l— @@6J2. 14. 1 R& - BEM #7 —>
</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”/>

<effect1veT1me xsi:type="SXPR_TIS"™>
> <comp xsi:type="IVL_TS">
<low value="20090101"/>
<l— E.i.4: Date of Start of Reaction / Event #8 —>
<width value="24" unit="E.i.6b"/>
'<1— 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.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 #8 —>
<l— B.1i.2.1b: Reaction / Event (MedDRA code) #8 —>
<originalText language="E.i.l.1b">E.1i. 1. 1la{/originalText>
¢l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
<l— 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"/>
<!— 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="
reactionForTranslation”/> :
Cvalue xsi:type="ED”>E.i.1.2<{/valued
<!-- E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #8 —>
</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="
ternHighlightedByReporter”/> - : '
<value xsi:type="CE” code="E.1i.3.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10" codeSystenVersion="

2.07/> : .
¢l~= E.i.3.1:Term Highlighted by the Reporter #8 ——>
</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 #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" codeSystemVersmn— 1 1” dlsplayName-
isLifeThreatening”/>

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

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>-

outcome” />

0"/>

medicalConfirmationByHealthProfessional”/>

"R - BEAT/>

codeSystemVersion="1.1"/>"

</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="

<value xsi:type="BL” value="true”/>
<!— B.1i.3.2¢: Caused / Prolonged Hospitalisation #8 —>
<{/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="

<value xsi:type="BL” nullFlavor="NI"/>
<}— E.1i.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="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.1i.3.2e: Congenital Anomaly / Birth Defect #8 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> )
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. L. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<!— E.i.3.2f: Other Medically Important Cond1t10n # —>
{/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”7 codeSystemVersion="2.

<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observanon B —>
{/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.1.8: Medical Confirmation by Healthcare Professlonal # —>
{/cbservation>
<{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT"> .
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840, 1. 113883, 3. 989. 5. 1. 8. 2. 1. 10" codeSystemVersion="1. 0" displayName=

(valué xsi:type="CE” code="J2.14.1i” codeSystem="2. 16.840. 1. 113883. 3.989.5.1.3.2.1.8"
<I— @@aJ2. 14.1 K5 - E’Eﬁ] #8 —>

</observation>
{/outboundRelationship2>

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

{code code="3" codeSystem="2. 16. 840 1.113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1. 0" displayName="

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">
<l== F.1.2.2a: MedDRA Version for Test Name #1 —>
<l== F.r.2.2b: Test Name (MedDRA code) #1 —>
CoriginalText)F. r. 2. 1</originalText>
<l— F.r.2.1: Test Name (free text) #1 -

</code>

<effectiveTime value="20090101"/>

¢l— F.r.1: Test Date #1 —>

<value xsi:type="IVL_PQ”>
<center value="10" unit= mg/dl"/)
<|— F.r.3.2: Test Result (value / qualifier) #1 —>
¢{!— F.r.3.3: Test.Result (unit) #1 —>

</value> ’ -t . :

* <interpretationCode code="F.r.3.1” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 12” codeSystemVersion="2.

{l— B.r.3.1: Test Result (code) #1 —>
<referenceRange typeCode="REFV">
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{observationRange classCode="0BS” moodCode="EVN.CRI”>
<value xsi:type="PQ” value="40" unit= mg/dl"/)
<!— F.r.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:itype="PQ” value="110" unit="mg/dl"/>
<~ F.r.5: Normal High Value #1—>
<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</valued
<!— F.r.6: Comments (free text) #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="25" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1 19" codeSystemVersion="1, 1"
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">
<l F.r.2.2a: MedDRA Version for Test Name #2 —>

¢!-— F.r.2.2b: Test Name (MedDRA code) #2 —>

<originalText>F. r. 2. 1</originalText>

{!— F.r.2.1: Test Name (free text) #2 —>

{/eode>

<effectiveTime value="20090101"/>
<}~ F.r.1: Test Date #2 —>
<value xsi:type="IVL PQ">

<low nullFlavor="NINE"/>

<high value="10" unit="mg/dl” inclusive="false”/>

</value>
<I— F.r.3.2: Test Result (value / qualifier) #2 ——>
<l— 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</originalText>

<l— F.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>
<= F.r.3.2: Test Result (value / gualifier) #3 —>
<l—— F.r.3.3: Test Result (unit) #3 —>
<}— LE 10 ng/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.r.2.2a">
<!-- F.r.2.2a: MedDRA Version for Test Name #4 —> |

{!— F.r.2.2b: Test Name (MedDRA code) #4 —>

<originalTextDF. r. 2. 1</originalText>

(1= F.r.2.1: Test Name (free text) #4 —>

</code>
<effectiveTime value="20090101"/>
{l— FR.r.1: Test Date #4 —>
<value xsi:type="IVL_PQ">
<low value="10" unit="mg/dl” inclusive="false”/>
. <high nullFlavor="PINF"/>
</value>
<l— F.1.3.2: Test Result (value / qualifier) #4 —>
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<l F.r.3.3: Test Result (unit) #4 —>
<I— 6T 10 mg/dl #4 —>
{/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 #5 —> .
<l— F.r.2.2b: Test Name (MedDRA code) #5 —>
<originalText>F. r. 2. 1{/originalText>
<= F.r.2.1: Test Name (free text) #5 —>
{/code>
<effectiveTime value="20090101"/>
<l— B.r.1: Test Date #5 —>
<value xsi:type="IVL_PQ™>
<low value="10" unit="mg/dl” inclusive="true”/>
<high nullFlavor="PINF"/>
{fvalued>
<l— F.r.3.2: Test Result (value / qualifier) #5 —>
¢l— F.r.3.3: Test Result (unit) #5 ~—>
<!~ GE 10 mg/dl #5 —>
{/observation>
<{/component>
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b" codeSystem="2. 16.840. 1, 113883. 6. 163" codeSystemVersion="F.r.2.2a">
<l—— F.r.2.2a: MedDRA Version for Test Name #6 —>
<l—==F.r.2.2b: Test Name (MedDRA code) #6 —>
<originalText F.r. 2. 1{/originalText>
{4~ F.1.2.1: Test Name (free text) #6 —>
{/code>
(effectiveTime value="200901017/>
{l— F.r.1: Test Date #6 —>
{value xsi:type="ED"DF.r. 3.4</valued
<l— F:r.3.4: Result Unstructured Data (free text) #e —>
{/observation>
</component>
</organizer>
{/subject0f2> -
<subject0f2 typeCode="SBJ”>
<organizer classCode="CATEGORY” moodCode="EVN">
. {code code="4" codeSystem— 2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersmn— 1.0” displayName="
drugInformation”/> .
<!— G.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP”>
<substanceAdministration classCode=" SBADM moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0efIed”/>
{consumable typeCode="CSM">
<instanceOfKind ‘classCode="INST">
<kindOfProduct classCode="MMAT” determmerCude—- KIND”>
<code code="G.k.2.1.1b” codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a"/>
<}— G.k.2.1. la: MPID Version Date / Number #1 —>
<1~ G.k.2.1,1b: Medicinal Product Identifier (MPID) #1 —>
<name>G. k. 2. 2¢{/name>
<}— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
{id extension="G.k.3.1” root="2.16.840.1.113883.3.989.2.1.3.4"/>
<{l— G.k 3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD">
<playingOrganization classCode="ORG" determinerCode="INSTANCE">
. <nameG. k. 3. 3¢/name>
<!— G.k.3.3: Name of Holder / Applicant #1 ->
</playingOrganization>
</role>
</holder>
Cauthor typeCode="AUT">
<territorialAuthority classCode="TERR">
<territory classCode="NAT” determinerCode="INSTANCE">
{code code="G.k. 3.2” codeSysteinr="1.0. 3166. 1.2.2"/>
<l— G.k.3.2: Country of Authorisation / Application #1 —>
</territory>
{/territorialAuthority>
{/author>
<pertinentInformation typeCode="PERT">
<policy classCode="POLICY” moodCode="EVN">
<cods code="J2.5.k" codeSystem="2, 16. 840. 1. 113883. 3. 989. 5.1.3. 2. 1.4
_codeSystemVersion="1.1"/>
: <le— @0@J2.5.k: —RAEERZEDY A7 X% #1 —
</policy> .
</pertinentInformation>
</approval>
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codeSystemVersion="1.0" displayName="$EFEHZEDRRES"/>

2.1.3” codeSystemVersion="1.1"/>

22"/>

#1-1 —>

2a"/>

#1-2 —>

displayNeme="retailSupply”/>

Obtained #1 —>

0” displayName="—fFREERDOAFRER"/>

codeSystemVersion="1.1"/>

<{/subject0f>
<subjectOf typeCode="SB]">
{characteristic classCode="0BS” moodCode="" EVN >
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10”

’

<value xsi:type="CE” code="J2.4.k” codeSystem="2.16. 840. 1. 113883, 3. 989. 5. L. 3.

<I— @eeJ2. 4. k: FERKFEORAES #1 —>
</charagteristicd
</subject0f>
{/asManufacturedProduct>
<asSpecializedKind classCode="GEN">
<generalizediaterialKind classCode="MAT” determinerCode="KIND">
{code>
SoriginalText>J2. 12</origihal Text>
l— @@J2.12: HBBREATE —
</code>
</generalizedfaterialKind>
{/asSpecializedKind>
¢ingredient classCode="ACII">
. {quantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
<!— G.k.2.3.r.3a: Strength -(number) #1-1 —>
<l— 6.k 2.3.1. 3b: Strength (unit) #1-1 —>
<denominator value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k. 2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.

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

{l=- 6.k 2.3.r.2b: Substance / Specified Substance TermID #1-1 —>

<name>G. k. 2, 3. r. 1<{/name>

{l— 6.k 2.3.r.1: Substance / Specified Substance Name #1-1 —>
</ingredientSubstance>

{/ingredient> _
<ingredient classCode="ACTI">
<{quantity>
<{numerator value— 10" unit="G. k. 2.3.r.3b"/>
<!— G.k.2.3.r.3a: Strength (number) #1-2 —>

<= 6.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.

{1+~ 6. k. 2.3.1.2a: Substance / Specified Substance TermID Version Date / Number

<!— G.k.2.3.r.2b: Substance / Specified Substance TermID H1-2 —>
<name>G. k. 2. 3. r. 1{/name>
<! G.k. 2.3.r.1: Substance / Specified Substance Name #1-2 ~—>
</ingredientSubstance>
{/ingredient>
{/kind0fProduct>
<subjectOf typeCode="SB]">
<productEvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem="2.16. 840, 1. 113883, 3. 9889. 2. 1. 1. 18" codeSystemVersion="1.0"

{performer typeCode="PRF">
CassignedEntity classCode="ASSIGNED”>
<represented0rganization classCode="ORG” determinerCode="INSTANCE">
<addr> '
<country>G. k. 2. 4</country>
<l— G.k.2.4: Identification of the Country Where the Drug Was

</addr>
{/representedOrganization>
{/assignedEntity>
</performer>
</productEvent>
</subject0f>
<subjectOf typeCode="SB]">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883, 3. 989, 5. 1. 3. 2. 1. 10” codeSystemVersion="1.

<value xsi:type="CE” code="J2.6.k” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.5”
<1— @eeJ2. 6. k: —RAEEROAFER #1 —
{/observationEvent>
</subject0f>
</instance0fKind>
</consumable>

<outboundRelationshipl typeCode="SAS”">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
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. <l— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Adwinistration and Start of Reaction /
Event (number) Drug #1, Reaction #1 —>. ' ‘ .
<!=- G.k. 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #1 —> '
' <actReference classCode="0BS” moodCode="EVN">
<id root= 154eb889—958b—45f2-602f‘42d4d6f4657f’/ >
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.1i.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 —> : .
<!— 6.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-45£2-a02f-42d4d6£4657£"/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
. . <!~ G,k 9.i.8.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #2 —> )
<!— G.k.9.i.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-c9e8-4e6c-93e9-5b860b3142207/>
</actReference>
</outboundRelationshipl> )
CoutboundRelationshipl 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)
Drug #1, Reaction #2 —> )
¢l— 6.k 9.4.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #2 —> '
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207/>
</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 /
Event (number) Drug #1, Reaction #3 —> ) . :
. i <!— 6.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #3 —> .
<actReference classCode="0BS” moodCode="EVN">
<id root= 3a86260b—9f1b—4eaS—8a0f—eOff344303df />
</actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
' <!— 6.k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #3 —> . .. .
‘ <!~ G.k.9.1.3.2b: Time Interval betwsen 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.i.3.1b"/>
<I— Gk 9.i.3.1a: Time Interval between Beginning of Drug Admlnlstratlon and Start of Reaction /
_ Event (number) Drug #1, Reaction #4 —> -
d— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #4 —> o '
: <actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415F4f8a5"/>
</actReference>
</outboundRelationshipl>
<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)
Drug #1,- Reaction fi4 —> '
) <!~ G.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~80ff-dd8415T4f8a5"/>

</actReference>
</outboundRelationshipl> : -
<outboundRelationshipl 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 /

Event (number) Drug #1, Reaction #5 —> .
- . <l 6.k 9.i.3.1b: Time Interval betwsen Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #5 —> '
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<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd”/>
</actReference>
</outboundRelationshipl?
<outboundRelationshipl typeCode="SAE">
_<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
: ¢1— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #5 —>
<!~ G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #5 —> :
. <actReference classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd”/>
{/actReference>
</outboundRelationshipl)
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<]~ G.k.9.4.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #5 —> ’
{l— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #6 —>
CactReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640£b18£"/>
{/actReference> .
</outboundRelationshipl>
- <outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<l— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #6 —> . ’
 <l=— 6.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #6 —> .
. <actReference classCode="0BS” moodCode="EVN">
<id root="1£927283~10b6~4334~9d43-925640fb18£"/>
</actReferenced
{/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 /
Event (number) Drug #I, Reaction #7 —> ; . . '
<!~ 6.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #7 —> :
CactReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-bBbb-cel4bc279d8e” />
</actReference>
</outboundRelationshipld
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k, 9.1i.3.2b"/>
. <!— 6!k 9.i.8.2a: Time Interval between Last Dose of Drug and Start of Reaction /- Event (number)
Drug #1, Reaction #7 —>
<l— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #7 —> .
<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-h6bb-cel4bc279d8e”/>
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>
<l— 6.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #8 —> .
<l— 6.k 9.i.3.Ib: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #8 ——>
<actReference classCode="0BS” moodCode="EVN">
<id root="al5be052-8070-426d-af04-6863263443e0”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/> )
-~ 6.k 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #8 —— ]
{l== G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #8 —> - . :
' <actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-686326344320"/>
{/actReference>
</outboundRelationshipl>
<outboundRelationship2 typeCode="PERT”>
" Lobservation classCode="0BS” moodCode="EVN">
: <code code="6" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="blinded”/> . ]
: <value xsi:type="BL” value="true”/>
<!— G.k. 2.5: Investigational Product Blinded #1 —>
</observation> ’
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #l-1 —>
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<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. 1. BS/textd>
{!— G.k 4.1.8: Dosage Text H#1-1 —>
<effectiveTime xsi:type="SXPR_IS™>
<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 #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"/>
<!— 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"/>
{!— G.k.4.1.6a: 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. 11.14"
codeSystemVersion="G. k. 4. r. 10. 2a">
. d—G k 4.1.10.2a: Route of Administration TermID Version Date / Number #1—1 ~>
{1— G.k.4.1.10.2b: Route of Administration TermID #1-1 -
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G. k. 4.r.10.1: Route of Administration (free text) #1—1 -
</routeCode>
- doseQuantity value="10" unit="G.k.4.r.1b"/>
I G.k 4.1. 12 Dose (number) #1-1 —>
<l— G.k. 4.r.1b: Dose (unit) #1-1 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7¢/1lotNumberText>
¢!— G.k.4.r.7: Batch / Lot Number #1-1 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForn”. codeSystemVersion="G. k. 4.

r.9.2a">
<{!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-1
-—>
<d— 6.k 4.1.9.2b: Pharmaceutical Dose Form TernID #1-1 —>
<originalText6. k. 4.r. 9. 1</originalText>
{l— G.k.4.1r.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"
displayName="parentRouteOfAdministration”/> :
' <value xsi:type="CE” code="G.k.4.r.1l.2b" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.
14" codeSystenVersion="G. k. 4.r.11.2a"> : ) "
{!— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-1 —> .
{l— G.k.4.x. 1L 2b: Parent Route of Administration TermID #1-1 —>
<originalText>G. k. 4. r. 11, 1{/originalText>
<{l— 6.k 4.r.1L.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) #I-2 —>
{substanceAditinistration classCode="SBADM” moodCode="EVN">
‘ _ <text>6. k. 4. r. 8</text>
, {l— G.k 4.r.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.r.2: Number of Units in the Interval #1-2 —>
¢}~ G.k. 4.r.3: Definition of the Time Interval Unit #1-2 —>
</comp> .
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
{I— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/> |
<I— 6.k 4.r.5: Date and Time of Last Adninistration #1-2 —>
</comp>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b" codeSysten="2.16.840. 1. 113883. 3.989.2. 1. 1 14"
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codeSystemVersion="G. k. 4.r.10. 2a”>

r.9.2a">

displayName="parentRouteOfAdministration”/>

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

#1-2 —>

<!— 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 —>
<originalText>G. k. 4. r. 10. 1</original Text>
<{!— 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.la Dose (number) #1-2 —>
<!— G.k.4.r.1b: Dose (unit) #1-2 —>
{consumable typeCode="CSM"> o
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode=" INSTANCE >
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.r.7: Batch / Lot Number #1-2 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k. 4.r.9.2b" codeSystem="" TBD-DoseForm” codeSystemVerslon— G. k. 4.

{l— G.k. 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-2

<|— 6.k.4.1.9. 2b: Pharmaceutical Dose Form TernID #1-2 —>

<originalText>G. k. 4. r. 9. 1</originalText>
<{l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-2 —>
</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. 1.
<l-~ G.k.4.x.11. 2a: Parent Route of Administration TermID Version Date / Number

{!— G.k. 4.r. 11.2b: Parent Route of Administration TermID #1-2 —>
<originalText>G. k. 4. . I1. I</originalText>
<!— G.k.4.r.11.1: Parent Route of Administration (free text) #1-2 —>
{/value> :
{/observation> . ,
</inboundRelationship>

</substanceAdministration>
</outboundRelationship2>:
<outboundRelationshipZ typeCode="COMP”>

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

r.9.2a">

<!— G.k.4.r* Dosage and Relevant Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">

<text>G. k. 4. r. 8{/text>
<!— G.k 4.r.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_1S">
<period value="10" unit="G.k.4.r.3"/>

<}~ G.k.4.r.2: Number of Units in the Interval #1-3 —>
<! G.k.4.1.3: Definition of the Time Interval Unit #1-3 —>
</comp>

<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/> .
<!~ G.k.4.r.4: Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G.k.4.r.6v"/>
<!— G.k.4.r.6a: Duration of Drug Administration (number) #1-3 —>
<l— G.k. 4. 1. 6b: Duration of Drug Administration (unit) #1-3 —>
</comp>
{/effectiveTime>
<routéCode code="G. k. 4.1, 10. 2b” codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 14"

<1— G.k.4.1r.10. 2a: Route of Administration TermID Version Date / Number #1-3 —>
<{}— G.k.4.r.10.2b: Route of Administration TermID #1-3 —>
{originalText>G. k. 4. r. 10. 1</originalText>
{4— 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 4.1.1a Dose (number) #1-3 —>
<l— G.k.4.r.1b: Dose (unit) #1-3 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</1lotNumberText>
<!— G.k.4.r.7: Batch / Lot Number #1-3 —>
</productInstanceIlnstance>
<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 #1-3

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

#1-3 —>

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

r.9.2a">

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="6. k. 4. r. 11. 2a">

#1-4 —>

originalText>G. k. 4 r.9. 1</originalText>
{}— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
</fornCods>
</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 TermID Version Date / Number

<l— 6.k.4.1.11.2b: Parent Route of Administration TermID #1-3 —>.
CoriginalText>G. k. 4.x. 11. 1{/originalText>
<l— G.k. 4.1.11.1: Parent Route of Administration (free text) #1-3 —>
</value>
{/observation>
{/inboundRelationship>
</substanceAdninistration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<{!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #l-4 —>
. <substanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4. r. 8</text>
<I— G.k.4.r. 8: Dosage Text #1-4 —>
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 #I1-4 —>
-Gk 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. 4.1.6b"/>
<l=~ G.k.4.r.6a: Duration of Drug Administration (humber) #1-4 —>
{}— G.k. 4.1.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="20090101"/>
<l— G.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. 1. 1. 14"

<!— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #1-4 —>
<!— G.k 4.1.10.2b: Route of Administration TermID #1-4 —>
SoriginalText)G. k. 4, r. 10. 1</originalText>
<!— G.k.4.r.10. 1: Route of Administration (free text) #1-4 —>
{/routeCode>
¢doseQuantity value="10" unit="G.k. 4.r. />
<I— G.k.4.r. 1a Dose (number) #1-4 —>
<— G.k.4.r.1b: Dose (unit) #1-4 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</1lotNumberText>
<!— 6.k 4.1.7: Batch / Lot Number #1-4 —>
</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 #1-4

{l— G.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
CoriginalText>G. k. 4. r. 9. 1</original Text>
<l— 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.4.1.1l.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

{!— G.k. 4.1.11. 2b: Parent Route of Administration TermID #1-4 —>
{originalText>G. k. 4. r. 11, 1</originalText>
<}~ G.k 4.1.11.1: Parent Route of Administration (free text) #1-4 —>
{/value>
{/observation>
{/inboundRelationship>
</substanceAdministration>
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codeSystenVersion="G. k. 4. r. 10. 2a">

r.9.2a">

—>

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

#1-5 —>

</outboundRelationship2>
<outboundRelationshipZ typeCode="COMP”>
<!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-5-—>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<l— G.k 4.r.8: Dosage Text #1-5 —>
<effectiveTime 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.r.5: Date and Time of Last Administration #1-5 -
</comp>
<comp xsiitype="IVL_TS” operator="A">
' ¢width value="4" unit="G.k.4.r.6b"/>
<I-- G.k 4.1.6a: Duration of Drug Administration (number) #1-5 —>
<l G.k 4.r.6b: Duration of Drug Administration (unit) #1-5 —>
</comp)
{/effectiveTime>
CrouteCode 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 #1-5 —>
<l— G.k.4.r.10.2b: Route of Administration TermID #1-5 —>
{originalText>G. k: 4. r. 10. 1<{/original Text>
<!~ G.k.4.r.10. 1% Route of Administration (free text) #1-5 ——>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<~ G.k.4.1. 1a Dose (number) #1-5 —>
<I— 6.k 4.1.1b: Dose (unit) #1-5 —>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢{I— G.k.4.xr.7: Batch / Lot Number #1-5 —>
</productInstanceInstance
<kindOfProduct classCode="MMAT” determmerCode— KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="" TBD—DoseForm codeSystemVerslon— G. k. 4.

{!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-5

<l— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-5 —5
CoriginalText>G. k. 4. r. 9. 1</originalText>
<{l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-5 —>
</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.
<!— 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 #1-5 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<{I— G.k 4.1.11.1: Parent Route of Administration (free text) #1-5 —>
{/value>
_{/observation>
</inboundRelationship> .

{/substanceAdninistration> .
</outboundRelationship2> . -
<outboundRelationship2 typeCode="COMP”> . ’

<!—— 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 —>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_1S">
<period value="10" unit="G.k 4.r.3"/>
<]— 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"/>
<I—- 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.x.6b: Duration of Drug Administration (unit) #1-6 —>
{/comp>
 <comp xsi:type="IVL_TS” operator="A">
<high value="20080101"/> ‘ )
<!— G.k. 4.1.5: Date and Time of Last Administration #1-6 —>
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codeSystemVersion="6. k. 4. r. 10. 2a">

r.9.2a"> .

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

#1-6 —>

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

r.9.2"

</comp>
{/effoctiveTimed
<routeCode code="G. k. 4.1.10.2b" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 14"

* <}— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-6 —>
<!~ G.k.4.1.10.2b: Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1.10, 1 Route of Administration (free text) #1-6 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/> .
<!— G.k.4.1.1a Dose (number) #1-1 —>
<l— G.k.4.r.1b: Dose (unit) #1-1 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode=" INSTANCE >
<lotNumberText>G. k. 4. r. 7</lotNumberText>
{I— G.k. 4.1.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVerslon— G. k. 4.

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

{/consumable>
<inboundRelationship typeCocle— REFR">
’ <observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883, 3. 989 2.1.1.197 codeSystemVerslon— 1.1

<value xsi:type="CE” code="G.k. 4.r.11.2b" codeSystem="2.16.840.1.113883.3.989.2. 1. 1.
{!— G.k.4.7.11.2a: Parent Route of Administration TermID Version Date / Number

<!— G.k.4.r.11.2b: Parent Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<!— 6.k 4.1.11.1: Parent Route of Administration (free text) #1-6 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</text>
{!— G.k.4.1.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/>
<I~ G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
<width value="4" unit="G.k. 4:r.6b"/>
{l— G.k. 4.r.6a: Duration of Drug Administration (number) #1-7 —>
<l G.k 4.7.6b: Duration of Drug Administration (unit) #1-7 —>
{/comp>
{comp xsi:type="IVL_TS” operator‘ A"
<high value="20090101"/>
{l— G.k.4.r.5: Date and Time of Last Administration #1-7 —>
</comp>
{/effectiveTime>
<routeCode code="G.k.4.r.10,2b" codeSystem— 2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 147

<l— G. k. 4.r.10. 2a: Route of Administration TermID Version Date / Number #1~-7 —>
<!— G.k. 4.r.10.2b: Route of Administration TermID #1-7 —>
<originalText>G. k. 4. r. 10. 1{/originalText>
<!— G.k. 4.1, 10.1: Route of Administration (free text) #1—7 -
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.r.1a Dose (number) #1-7 —>
¢l— G.k.4.r.1b: Dose (unit) #1-7 —>
<consumable typeCode="CSM">
<instance0fKind classCode="INST”> )
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.1.7: 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.

{!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-7
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displayNamé="parentRouteOfAdministration"/ >
14" codeSystemVersion="G. k. 4. r. 11, 2a">

#-7 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2. 0"/>

displayName="recurrance0fReaction”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

<{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-7 —>
{originalText>G. k. 4. r. 9. 1</originalText>
<!~ G.k.4.7.9.1: Pharmaceutical Dose Form (free text) #1-7 —>
</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"

<value xsi:type="CE” code="G.k.4.r.11.2b" 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 #1-7 —>
<originalText>G. k. 4. r. 11, 1</originalText>
<l-—- 6.k 4.r.11. 1: Parent Route of Administration (free text) #1-7 —>
</value>
</observation>
</inboundRelationshipd>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM">
Cobservation classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. L. 1. 19" codeSystemVersion="1.1"

Cvalue xsiitype="PQ” value="10" unit="G.k. 5b"/>
{l— G.k 5a: Cumulative Dose to First Reaction (number) #1 —>
<l~~ G.k 5b: Cumulative Dose to First Reactlon (unit) #1 —>
</observation>
{/outboundRelationship2>
<outboundRelationship? 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 (mmber) #1 —>
{!— G.k. 6b: Gestation Period at Time of Exposure (unit) #1 —>
<{/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‘ 1.1

{value xsiltype=”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-45f2-a02f-42d4d6£4657F"/>
{/actReference>
</outboundRelationshipl>
</observationd>

</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"

£1— 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-c9e8~4ebc-93e9-5b860b314220" />
{/actReference>
{/outboundRelationshipl>
</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"

<value xsiitype="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) #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"

{valus x§i:type="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"/>
¢!— G.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"
displayName="additionalInformation”/>
<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"
displayName="indication”/> )
< <value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" ‘codeSystemVersion=
"6. k. 7.r.2a">
<}— G.k.7.r.2a: MedDRA Version for Indication #1-1 —>
<l— G.k.7.r.2b: Indication (MedDRA code) #1-1 —>
CoriginalText>G. k. 7. r. 1</originalText>
<!~ G.k.7.1r.1: Indication as Reported by the Primary Source #1-1 —>
</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"
displayNéme="sourceReporter”/> ) ’
. {/assignedEntity>
</performer>
</observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
‘ L <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="G.k.7.r.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=
"6.k.7.r.2a">
<}— G.k.7.r.2a: MedDRA Version for Indication #1-2 —>
{l— G.k.7.r.2b: Indication (MedDRA code) #1-2 —>
<originallext>G. k. 7. r. 1{/originalText>
<1~ G.k.7.r.1: Indication as Reported by the Primary Source #1-2 —> :
{/value>
{performer typeCode="PRF">
CassignedBntity classCode="ASSIGNED">
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1.0"
displayNeme="sourceReporter”/> ' .
{/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"/>
<!— 6.k 8: Action(s) Taken with Drug #1 —> i i
</act>
</inboundRelationship>
{/substanceAdministration>
<{/component>
{!— G.k Drug(s) Information (repeat as necessary) #2 —>
<component typeCode="COMP”> )
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-45¢7-92dd-69e06730c3a9” />
<consumable typeCode="CSM"> :
<instanceOfKind classCode="INST”>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.1.2b" codeSystem="TBD-PhPID" codeSystemVersion="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>
<!— 6.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<asManufacturedProduct classCode="MANU"> .
{subject0f typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
-<id extension="6.k. 3.1” root="2.16.840. 1. 113883.3.989.2.1.3.4"/>
<!-— 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>
<l— G.k.3.3: Name of Holder / Applicant #2 —>
- </playingOrganization>
{/roled
</holder>
<author typeCode="AUT">
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<territorialAuthority classCode="TERR"> )
<territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k.3.2"” codeSystem="1.0. 3166. 1. 2,2"/>
<!— G.k. 3.2: Country of Authorisation / Application # el
{/territory>
</territorialAuthority>
{/author>
<pertinentInformation typeCode="PERT">
3 <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— @e8J2.5.k: —REERRZEO) XIRENE #2 —
</policy>
{/pertinentInformation>
{/approval>
</subject0r>
<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”
codeSystemVersion="1. 0" displayNeme="$EIEREDRRELH"/> )
. {value 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— @oeJ2. 4. k: FERKEORMEKS #2 —>
{/characteristic>
</subject0f>
{/asManufacturedProduct>
<ingredient classCode="ACTI”>
<guantity>
<numerator value="10" unit="G.k.2.3.r.3b />
{!— G.k.2.3.r.3a: Strength (number) #2-1 —>

<l— G.k. 2.3, 1. 3b: Strength (unit) #2-1 —> ‘
{denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
{code code="G.k.2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.
2a"/> .
' <l— 6.k 2.3.r.2a: Substance / Specified Substance TermID Version Date / Number
#2-1 —> .
<!— 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"/>
. I~ 6.k 2.3.7.3a: Strength (mumber) #2-2 —>
{!— G.k. 2.3.r.3b: Strength (uit) #2-2 —>
<denominator value="1"/>
</quantity>
. CingredientSubstance classCode="MMAT" determinerCode="KIND">
{code code="G.k.2.3.r.2b" codeSystem="TBD~Substance” codeSystemVersion="G.k.2.3.r.
227/ .
¢!— G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date/Number #2-
2 —>

<!— G:k.2.3.1.2b Substance / Specified Substance TermID #2-2 —>
<name>G. k. 2. 3. r. 1</name>
<!— G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>
{/ingredientSubstance>
{/ingredient>
</kind0fProduct>
{subjectOf typeCode="SBJ”>
<productEvent classCode="ACT” moodCode=" EVN >
{code code— 1”7 codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1 1.18" codeSystemVersion="1.0"
displayName="retailSupply”/>
<performer typeCode="PRF">
CassignedEntity classCode="ASSIGNED">
{representedOrganization classCode="ORG" determinerCode="INSTANCE">
<addr>
Ccountry>G. k. 2. 4</country>
<!— G.k.2.4: Identification of the Country Where the Drug Was
Obtained #2 —> .
{/addr>
{/representedOrganization>
{/assignedEntity>
</performer>
i {/productEvent>
{/subject0f> ]
{subjectOf typeCode="SBJ">
<observationEvent 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="—f RERERDOAFRERE"/>
<value xsiitype="CE” code="J2.6.k" codeSystem="2.16. 840, 1. 113883. 3. 989.5.1.3.2. 1. 5"
codeSystemVersion="1.1"/>
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Event (number) Drug #2, Reaction #1—>

Event (unit) Drug #2, Reaction #1 —>

Drug #2, Reaction #1 —>

Drug #2, Reaétion #1 —>

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

Event (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 —>

<1— @6@J2.6.k: —Mﬂlﬁ%ﬁo)@ﬁ% # —>
{/observationEvent>
{/subject0f>

{/instance0fKind>
<{/consumable>
<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 Admm1strat10n 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-45f2-302f-42d4d6f4657f / >
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" wnit="G.k.9.1i.3.2b"/>
<!— 6.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="154eb889-958b~45£2-a02f-42d4d6£4657F"/>
</actReference>
</outboundRelationshipl>
<outbhoundRelationshipl 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 /

<!~ G.k 8.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

CactReference classCode="0BS" moodCode="EVN">
<id root="2baa28d6-cYe8-4e6c-93e9-5b860b3142207/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.1i.3. b7/ ‘
<!~ G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

CactReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l— 6.k 9.1i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

- &}— 6.k.9.4.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

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

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf”/>
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<l— G.k. 9.1.3.1a: 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=”2€99840f—08b4—499c—SOff—dd8415f4f835':/ >
{/actReference>

</outboundRelationshipl>

<outboundRelationshipl typeCode="SAE”">
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<l—- 6.k 9.4.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<!— G.k.9.i.8.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
<actReference classCode="0BS” moodCode="EVN">

<id root="2e99840f-08b4~ 4990—80ff—dd8415f4f865”/ >
</actReference>
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Event (number) Drug #2, Reaction #5 —>

Event (unit) Drug #2, Reaction #5 —>

Drug #2, Reaction #5 —>

Drug 2, Reaction #5 —>

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

" Event (unit) Drug #2, Reaction #6 —>

Drug #2, Reaction #6 —>

Drug #2, Reaction #6 —>

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

Bvent (unit) .Drug #2, Reaction #7 —>

Drug #2, Reaction #7 —>

Drug #2, Reaction #7 —>

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

Event (unit) Drug #2, Reaction #8 —>

Drug #2, Reaction #8 —>

Drug #2, Reaction #8 —>

</outboundRelationshipl>
<outboundRelationshipl 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 /

<!1-- 6.k.9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<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 (humber)

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

<actReference classCode="0BS” moodCods="EVN">

<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd”/>

</actRéference>

</outboundRelationshipl>

<outboundRelationshipl 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 /

{!— 6.k.9.1.3,1b: 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.9.1.3;2b"/>

¢{!— G.k.9.i.3.2a‘ Time Interval between Last Dose of Drug

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

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

<id root="1£927283-10b6-4334-9d43-e925640fb18E"/>

</actReference>

</outboundRelationshipl>

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

<{!— G.k. 9.1.3.1a: Time Interval between Beginning of Drug

{— 6.k 9.1.3.1b: Time Interval between Beginning of Drug’

<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"/>

<l— G. k. 9.1i.3.2a: Time Interval between Last Dose of Drug

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

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

<id Toot="e0342969-38be-423f-b6bb-cel4hc279d8e”™ />

{/actReference>
</outboundRelationshipl> .
<outboundRelationshipl typeCode="SAS”>
<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Bvent (unit)

¢{!— G.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

CactReference classCode="0BS” moodCode="EVN">

<id root="al5be092-8070-426d-af04-6863263443¢0”/>

{/actReference>

</outboundRelationshipl>

<outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

(l— 6.k 9.1.3.2a: Time Interval between Last Dose of Drug

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

<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. L.
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displayName="blinded”/> -
' <value xsiitype="BL” value="true”/>
<!— G.k.2.5: Investigational Product Blinded #2 -—>
{/observation>
{/outboundRelationship2>
<outbound.Re1at1onsh1p2 typeCode="COMP”>
<!— G.k.4.r : Dosage and Relevant Information (rspeat as necessary) #2~1 —>

. . <substanceAdm1nlstraﬁxon classCode="SBADM” moongde— EVN">
<textdG. k. 4. . 8</text>
<{!— G.k.4.r.8: Dosage Text #2-1 —>

CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<}— G.k.4.r.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<!— G.k.4.r.5: Date and Time of Last Administration #2-1 —>
{/effectiveTimed :
. <routeCode code="G.k. 4.r.10. Zb codeSystem="2, 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a"> . .
"{l— G.k. 4.1.10. 2a: Route of Administration TetmID Version Date / Number #2-1 —>
<le= G.k. 4.r.10.2b: Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 10. 1</originalText>
<I— G.k.4.1.10.1: 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">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.1.7: Batch / Lot Number #2-1 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determmerCode—- KIND™>
. <formCode code="G.k. 4.r.9.2b” codeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a">
<]~ 6.k.4.7.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-1

<!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
{originalText>G. k. 4. r. 9. 1</originalText>
(!~ G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
</formCode>
</kindOfProduct>
{/instanceOfKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN"> ]
<code ‘code="28" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 18” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/> L
<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 4.1, 11, 2a: Parent Route of Administration TermID Version Date / Number
#2-1 —>
{!— G. k.4 r. 11 2b: Parent Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 11. 1</originalText>
<!-- G.k. 4.7.11.1: Parent Route of Administration (free text) #2-1 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<{!— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
{textG. k. 4. . 8</text>
" Kl— G.k.4.r.8: Dosage Text #2-2 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<!~ 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 —> Co
‘Kl G.k.4.r.6b: Duration of Drug Administration (unit) #2-2 —>
</effectiveTime>
‘CrouteCode code="G.k. 4. 1. 10. 2b” codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 14"

’

codeSystemVersion="G. k. 4. r. 10. 22”>

<{!— G.k. 4.x.10. 2a: Route of Administration TermID Version Date / Number #2-2 —>
<l— G.k. 4.r.10.2b: Route of Administration TermID #2-2 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1r.10.1: Rotite of Administration (free text) #o-2 —>

{/routeCode>

<doseQuantity value="10" unit="G.k.4.r.1b"/>

<!— G.k.4.r.1a Dose (number) #2~2 —>

<!— G.k. 4.r. 1b: Dose (unit) #2-2 —>

{consumable typeCode="CSM">
<instanceOfKind classCode="INST™>
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r.9.2a">

displayName="§arentRouteOfAdministration’/ >
14" codeSystemVersion="6.k. 4. r. 11. 2a">

#2-2 —>

codeSystenVersion="G. k. 4. r. 10, 22”>

1.9.22"

—>

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

#2-3 —>

" {productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>-
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<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” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

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

<{!— 6.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-2 —>
<originalText>G. k. 4. r. 9. 1</originalText>
<!— G.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #2—2 —>
</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.
<!— 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 #2-2 —>
{originalText>G. k. 4. r. 11, 1<{/originalText>
{l—— G.k.4.r.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">

<textd6. k. 4.r. 8</text>
<{!— G.k.4.1.8: Dosage Text #2-3 —>

" KeffectiveTime xsi:type="IVL_TS”>

<width value="4" unit="G.k.4.r.6b"/>
¢!— G.k.4.r.6a: Duration of Drug Administration (number) #2-3 —>
<}— G.k.4.r.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="20090101"/>
<{!— G.k.4.r.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. 1. 1. 14”7

< l— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-3 —>
<!— G.k.4.r.10. 2b: Route of Administration TermID #2-3 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— 6.k.4.1.10. 1: Route of Administration (free text) #2-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<l-- G.k. 4.r.1a Dose (number) #2-3 —>
<!— G.k.4.r.1b: Dose (unit) #2-3 —>
<consumable typeCode="CSM”>
{instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢!-- G.k. 4.1.7: Batch / Lot Number #2-3 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" detemmerCode— 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 #2-3

<|— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-3 —>
<originalText>G. k. 4. 1. 9, 1</originalText>
<!— G.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #2-3 —>
</formCode>
</kind0fProduct>
{/instanceOfKind>
{/consumable>
<inboundRelationship typeCode— REFR”>
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” 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.
<!-- 6.k 4.1.11. 2a: Parent Route of vAd.ministration TermID Version Date / Number
(!~ G.k 4.1.11. 2b: Parent Route of Administration TermID #2-3 —>
<originalText>G. k. 4.r.11. I{/originalText>
<{!— G.k.4.r.11.1: Parent Route of Administration (free tex’c) #2-3

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

r.9.2a">

b

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

#2-4 —>

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

{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<!— G.k. 4.1: Dosage and Relevant Information (repeat as necessary) #2-4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>6. k. 4. r. 8</text>’
<!— G.k. 4.1.8: Dosage Text #2-4 —
CeffectiveTlime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_1S">
<periocd value="10" unit="G.k 4.r.3”/>

<I— G.k-4.1.2: Number of Units in the Interval #2-4 —>
<l— G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
</compd '

<comp xsi:type="IVL_TS” operator="A">
<low Value=”20090101’/>
<!— G.k.4.1.4: Date and Time of Start of Drug #2-4 —>
</comp>
{/effectiveTimed .
<routeCode code="G. k. 4.r. 10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. L. 1. 14"

{I— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-4 —>
<!— G.k 4.1.10.2b: Route of Administration TermID #2-4 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<l— G.k.4.1r.10.1: Route of Administration (free text) #2-4 —>
</routeCode>
. {doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— G.k.4.r.1a Dose (number) #2-4 —>
<!— G.k.4.r.1b: Dose (unit) #2-4 —>
{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 #2-4 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b"” codeSystem="TBD-DoseForm” codeSystemVersion="G6. k. 4.

<}~ 6.k 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4

{!— G.k. 4.r.9.2b: Pharmaceutical Dose Form TermID #2-4 —>
<originalText>G. k. 4. 1. 9. 1<{/originalText)>
<!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-4 —>
</formCode>
</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" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1.
<l-= G.k.4.r. 11. 2a: Parent Route 6f Administration TermID Version Date / Number

<!~ G.k.4.1.11.2b: Parent Route of Administration TermID #2-4 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<!~ 6.k 4.r. 11 1: Parent Route of Administration (free text) #2-4 —>
</value>
</observation>
{/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”>
<l== G. k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
. <{text>G.k. 4. 1. 8</text> '
¢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 4.1.2: Number of Units in the Interval #2-5 —>
<!~ G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
{/comp> L
<comp Xsi:type="IVL_TS” operator="A">
<high value="20090101"/> .
<{I— G.k.4.1.5: 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 —>
<= G.k.4.r.10. 2b: Route of Aduinistration TermID #2-5 —>
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r.9.2a"

—>

<originalText>G. k. 4. r. 10. 1</originalText>
<{!— G.k 4.r.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— 6.k 4.1.1a Dose (number) #2-5 —>
<{!— 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</lotNumberText>
<!-— 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.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-5

<!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-5 —>
<originalText>G. k. 4. r. 9. 1<{/originalText>
<!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-5 —>
{/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”/>

14" codeSystemVersion="G.k.4.1.11.2a">

#2-5 —>

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

r.9.2a">

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.'16. 840. 1. 113883, 3.989. 2. L. 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 #2-5 —>
SoriginalText>G. k. 4. r. 11. 1{/originalText)
{!— G.k.4.1.11.1: Parent Route.of Administration (free text) #2-5 —>
{/value>
{/observation>
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k. 4.1: Dosage and Relevant Information (repeat as necessary) #2-6 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>. k. 4.1.8¢/text>
<!~ G.k. 4.r.8: Dosage Text #2-6 —->
Ceffectivelime xsi:type="SXPR_TS">
<comp ¥si: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 —>
<I— G.k.4.1r.3: Definition of the Time Interval Unit #2-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G. k. 4.r.6b"/>
{!— G.k.4.1.6a: Duration of Drug Administration (number) #2-6 —>
<!— G.k. 4.r.6b: Duration of Drug Administration (urnit) #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 —>
originalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-6 —
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
<l— 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</lotNumberText>
{!— G.k.4.r.7: Batch / Lot Number #2-6 —>
{/productInstancelnstance> -
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVerslon- G. k. 4.

<!— G.k.4.r.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>
<{l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
{/formCode>
</kind0fProduct>
{/instance0fKind>
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displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4. . 11. 2a">

#2-6 —

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

r.9.2a">

—>

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4r.1L 287>

#2-7 —>

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

{/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. 4.7.11.2b” codeSystem="2.16.840. 1, 113883. 3.989. 2. 1. L.
¢l== 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 #2-6 —>
<originalText>G. k. 4. r. 11, 1</originalText>
¢!— G.k.4.1.11.1: Parent Route of Administration (free text) #2-6 —>
</value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l-- 6.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>'
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— G.k.4.r.8: Dosage Text #2-7 —>
<effectivelime 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 —>
<]— G.k.4.r.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>

<routeCode code="G.k.4.r. 10.2b" codeSystem="2.16.840.1.113883. 3.989. 2. 1. 1. 14"

<|— 6.k 4.1.10.2a: Route of Administration TermID Version Date / Number #2-7 —>
{!— G.k.4.1.10.2b: Route of Administration TermID ¥2-7 —>
<originalText>G. k. 4. r. 10. 1{/originalText>
<{I— 6.k.4.1.10.1: 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 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST"> .
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumbsrText>6. k. 4. r. 7</lotNumberText> -
<l— G.k.4.1.7: Batch / Lot Number #2-7 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{l— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7
<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-7 —>
{originalText>G. k. 4. r. 9. 1</originalText>
<{l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7.—>
</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" codeSystemVerslon— 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

<!—- G.k 4.1. 11. 2b: Parent Route of Administration TermID #2-7 —>
<originalText>G. k. 4. r. 11. 1<{/originalText>
<!— G.k 4.r. 1L 1: Parent Route of Administration (free text) #2-7 —>
</value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!-- G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-8 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{textdG. k. 4. r. 8</text>
<l— G.k.4.r.8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l— G.k. 4. 1. 4:-Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 14"

<!— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-8 —>
¢l-=~ G.k.4.r.10.2b: Route of Administration TermID #2-8 —->
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£.9.2a"

—>

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="6. k. 4.r. 11.2a”>

#2-8 —>

N

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

r.9.2a"

displayName="parentRoute0fAdministration”/>.

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

{originalText>G. k. 4. r. 10. 1</originalText>
{l~= 6.k 4.r.10.1: Route of Administration (free text) #2-8 ——>
{/routeCode> ’ :
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k 4.r.1a Dose (number) #2-8 —>
<!— Gk 4.r.1b: Dose (unit) #2-8 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</1lotNumberText> '
{!— G.k.4.r.7: Batch / Lot Number #2-8 —
</productInstanceInstance>
<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>
<!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-8 —>
</formCode> .
</kindOfProduct>
{/instanceOfKind>
</consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" 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.
<~ 6.k 4111 2a: Parent Route of Administration TermID Version Date / Number

<{!=- G.k.4.r.11.2b: Parent Route of Administration TermID #2-8 —>
<originalText>G. k. 4. r. 11. 1</originalText>
{!— G.k'4.1.11.1: Parent Route of Administration (free text) #2-8 —>
{/value> . .
{/observation> i
{/inboundRelationship>

{/substanceAdministration>

</outboundRelationship2>

<outboundRelationship2 typeCode="COMP”>
{l— G.k 4.r: 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 —>
CeffectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<l— 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"

¢1— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-9 —>
<}— G.k.4.1.10. 2b: Route of Administration TernID #2-9 —> '
<originalText>G. k. 4. r. 10. I</originalText>
<l— G.k.4.r.10.1: Route of Administration (free text) #2-9 —
{/routeCode> )
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
{!— G.k.4.r.1a Dose (number) #2-9 —>
<!— G6.k. 4.r.1b: Dose (unit) #2-5 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
{!—- G.k.4.1.7: Batch / Lot Number #2-9 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k.4.

{!— G.k.4.7.9.2a: 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. I</originalText)
{!— G.k.4.x.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
</formCode> B
</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. 1.
<!-—— G.k.4.1. 11 2a: Parent Route of Administration TermID Version Date / Number
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#2-9 —> .
<!=— G.k. 4.r. 11 2b: Parent Route of Administration TermID #2-9 —>
CoriginalText>G. k. 4. r. 11. 1</originalText>
<!— G.k.4.1.11.1: Parent Route of Administration (free text) H2-9 —> .
</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">
{textdG. k. 4. . 8</text>
<{!— G.k 4.r.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS">
. : <width, value="4" unit="G. k. 4. r.6b"/> -
' <!— G.k.4.r.6a: Duration of Drug Administration (number) #2-10 —>
<!— G.k.4.r.6b: Duration of Drug Administration (unit) #2-10 —>
</effectiveTime>
<routeCode code="G.k. 4.r.10. Zb codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a"> )
<!— 6.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
<!— G.k.4.1.10. 2b: Route of Administration TermID #2-10 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<l— G.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. 1a Dose (number) #2-10 —>
¢!~ G.k. 4.1.1b: Dose (unit) #2-10 —>
<consumable typeCode="CSM">
+ <instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determmerCode— 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" codeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.

r.9.2a" .
{!— 6.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-
10 —> .
<l— 6.k 4.1r.9.2b: Pharmaceutical Dose Form TermID #2-10 —>
CoriginalText>G. k. 4.1. 9. 1</originalText>
{l== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
h </fornCode>
</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. 22">
<}-= G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number
#2-10 —> - .
¢!~ G.k.4.r.11.2b: Parent Route of Administration TermID #2-10 —>
CoriginalText>G. k. 4. r. 11. 1</originalText>
Kl=— G.k.4.r.11.1: 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. 19" codeSystemVersion="1.1"
displayName="cumulativeDoseToReaction”/> ’ .
<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>
N </outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> ' v
. {code code="16" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersmn— .17
displayName="gestationPeriod”/>
<value xsi:type="PQ” value="10" unit="G.k.6b"/>
<!— G.k.6a: Gestation Period at Time of Exposure (number) #2 —>
<!— G.k 6b: Gestation Period at Time of Exposure (unit) #2 —>
</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"
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displayName="recurranceOfReaction”/>
{value xsi:type="CE” code="G.k.9.1i.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 #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-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. 18" codeSystemVersion="1.1"
displayName="recurrance0fReaction”/>
(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"/>
{1~ G.k.9.i.4: Did Reaction Recur on Re~administration? Drug #2, Reaction #2 —>
CoutboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cOe8-4e6c~93e9-5b860b314220” />
‘¢/actReference> .
{/outboundRelationshipl> :
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2.16.840. 1,113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1”
displayName="codedDrugInformation”/>
¢ <value xsi:type="CE” code="G.k. 10.r” codeSystem="2.16.840. 1.113883.3.989.2.1.1.17”
codeSystemVersion="2.0"/> ]
. <!— 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. 19" codeSystemVersion="1.1"
displayName="codedDrugInformation”/> o :
<value xsi:type="CE” code="G.k. 10.r” codeSystem="2.16.840. 1. 113883.3.989.2.1.1. 17"
codeSystenVersion="2.0"/>
{!— 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"
displayName="additionalInformation”/> .
<value xsi:type="ST">G. k. 11</value>
<!~ G.k 11: Additional Information on Drug (free text) #2 —
</cbservation>
</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"
displayName="indication”/>
<value xsi:type="CE” code="G.k.7.r.2b" codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion=
“G.k. 7.r.22">
, <l— G.k.7.r.2a: MedDRA Version for Indication #2-1 —>
f <!— G.k.7.r.2b: Indication (MedDRA code) #2-1 —>
<originalText>G. k. 7. r. 1</original Text>
= 6.k7r 1 Indication as Reported by the Prmary Source #2—1 —>
{/value>
<performer typeCode="PRF">
CassignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0"
displayName="sourceReporter”/>
{/assignedEntity>
<{/performer>
{/observation>
</inboundRelationship>
{inboundRelationship typeCode="RSON"> .
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/> '
. <value xsi:type="CE” code="G.k.7.r.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=
"G.k 7.1r.2a"> .
{!— G.k.7.r.2a: MedDRA Version for Indication #2-2 —>
<l—~ G.k.7.r.2b: Indication (MedDRA code) #2-2 —>
{originalText>G. k. 7. r. 1</criginalText>
{l— G.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
{/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"
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displayName="sourceReporter”/>

=/

BHER />

RERB/>

BRZEAR"/>

codeSystemVersion="1.1"/>

"REPOEFIOETE/>

=/
EHER"/>
HERA"/>
BEgEAR"/>

codeSystemVersion="1.17/>

</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"

codeSystenVersion="2.0"/>

<!— G.k.8: Action(s) Taken with Drug #2 —>

{/act>

</inboundRelationship>
{/substanceAdministrationd

<{/component>
{/organizer>
</subject0£2>
{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”

TRER DR

codeSystemVersion="1. 0" displayName="

<component typeCode="COUP"> -
{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" dlsplayName—

<value xsi:type="INT" value="1"/>
. <l— 008)2.13.r.1: JBHEE #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" codeSystenVersion="1.0" displayName="

<value xsi:type="ED”>J2.13.r. 2{/value)
<l— @80]2.13.1.2: REEB #1 —

{/observation>
</component>

{component typeCode="COMP”>
<observation’ classCode="0BS” moodCode="EVN">

<code code="9

<value xsi:type="CE”

9” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0” displayName="

code="J2. 13. 1. 3" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1. 7"

<l— @@eJ2.13.r.3: BA%HE #1 —>

{/observation>
</component>

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

<code code=

“10" codeSystem="2. 16. 840. 1. 113883, 3, 989.5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName=

<value xsi:type="BL” value="true”/>
<I— @00J2.13.r. 41 HEFOEFIOHE #1 —>

{/observation>
{/component>
{/organizer>
{/subject0f2>
<subjectOf2 typeCode="SB]">

{organizer classCode="CATEGORY” moodCode="EVN">

<code code="1" codeSysten="2. 16. 840. 1. 113883, 3. 989.5. 1. 3. 2. 1. 11"

codeSystemVersion="1. 0" displayName="1&ERDIE

<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="

<value xsi:type="INT" value="1"/>
<I-— @@ejz. 13.r. 1: BHEE #2 —>

{/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="

<value xsi:type="ED">J2.13.r.2</value>
<1-— @86J2.13.1.2: WEBHA #2 — ¢

</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. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="CE” code="J2.13.r.3"” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1. 77

<1— @8J2. 13.1.3: BISH #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" d1sp1ayName—
"BEPOEFOFE />
<value xsi:type="BL” value="false”/>
<I— 880J2.13. 1. 4: REFOENOFRE #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. 18” codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k.1" codeSysten="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 13 codeSystemVerslon— 2.07/>
<}— G.k.1: Characterisation of Drug Role Drug #l —>
. <subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN"> -
<id root= 3091b4d5—5039-4a7a—9030-67671b0ef994 />
</productUseReference>
</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” codeSystenVersion="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"/>
<!— 6.k 1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce—3b3b~45¢7-92dd-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.i.2.r.3</value>
N <l— G.k.9.i.2.1.3: Result of Assessment Drug #1, Reaction #1, Assessment 1 —>
<methodCode>
<originalText>G. k. 9. i. 2. x. 2¢/originalText>
<!— 6.k 9. 1.2.1.2: Method of Assessment Drug #1, Reaction #1, Assessment #1 —>
</methodCode> ’
Cauthor typeCode="AUT">
<assignedEntity classCode="ASSIGNED">

/

<code>
{originalText>G. k. 9. i. 2. r. I</originalText> '
<!— 6.k 9.1.2.r.1: Source of Assessment Drug #1, Reaction #1, Assessment #1 —>
{/code>
</assignedEntity>
</author>

<subjectl typeCode="SUBJ”>
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6£4657£"/>
</adverseEffectReference>
</subjectl>
<subject2 typeCode="SUBJ"> )
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-039-4a7a-9c30-67671b0ef0e4”/>
</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. 1i.2.r.3</value>
<1—G.k.9.i.2.1.3: Result of Assessment Drug #1, Reaction #2, Assessment #1 —>
<methodCode>
<originalText>G. k. 9. i. 2. 1. 2{/originalText>
<1--G.k.9.i.2.7.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 —>
</methodCode>
Cauthor typeCode="AUT">
<assignedBntity classCode="ASSIGNED”>
{code>
{originalText>G. k. 9. i. 2. r. 1{/originalText>
- G6k9.i.2.1r1: Source of Assessment Drug #1, Reaction #2, Assessment #1—>
{/code>
{/assignedEntity>
</author>
<subjectl typeCode="SUBJ">
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<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cOe8-4ebc-93e9-5b860b314220/>
</adverseEffectReference>
</subjectl>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-¢039~4a7a-9c30-67671b0ef9e4”/>
{/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.9.1i.2.r.3<{/value>

<{!—G.k.9.i.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #I —>
<methodCode> : )
<originalText>G. k. 9. i. 2. r. 2</originalText>
. {!—6.k.9.i.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 —>
: </methodCode>

<author typeCode="AUT”>
{assignedEntity classCode="ASSIGNED”>

<code>
{originalText>G. k. 9. i. 2. r. 1</original Text>
{d— 6.k 9.i.2.1. 1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
</code> ' : .
{/assignedEntity>
</author>

{subjectl typeCode="SUBJ">.
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6—c9e8-4e6c-93e9-5b860b3142207/>
{/adverseEffectReference>
</subject1>
<subject2 typeCode="SUB]">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b—-45c7-92dd-69¢06730c3a9”/>
</productUseReference>
</subject2>
</causalityAssessmentd
{/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.9.1i.2.r.3</value)>

<!—G6.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<methodCode>

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

<}—6.k. 9.1.2.r.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —>
</methodCode>

<author typeCode="AUT”>
<assignedEntity classCode="ASSIGNED">

{code>
<originalText>G. k. 9. i. 2. 1. 1</originalText)
<l— G.k.9.i.2.1.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 —>
</code> ’
{/assignedEntity>
</author>

<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2ba528dG—C9EB_—4eG0-9369—5b850b314220'/ >
{/adverseEffectReference>
{/subjectl> .
<subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
" <id root="68d6f5ce~3b3b—45c7-92dd-69¢06730c3a9” />
{/productUseReference> . . ‘
</subject2> '
{/causalityAssessment>
</component>
<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.2<{/value>
<!— H.2: Reporter’ s Comments —> -
<author typeCode="AUT"> :
<assignedEntity classCode="ASSIGNED”> - \
{code code="3" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 21” codeSystemVersion="1.0" displayName="
sourceReporter”/>
<{/assignedEntity> -
{/author>
</observationEvent>
</component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
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<code code="15" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="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"/>
¢l— H.3.1.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 —>
¢l— H.3.r. 1b: Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #1 —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 21" codeSystemVersion="1.0” displayName="sender”/>
</assignedEntity>
</author>
</observationEvent>
</componentl>
<componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" dlsplayName— diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion= "H.3.r.1a"/>
¢l— H.3.r.la: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 —>
<l— 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" codeSystemVerslon— 1.0” displayName="sender />
{/assignedEntity>
</author>
</observationEvent>
</componentl>
<componentl typeCode="COMP">
<observationBvent classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19” ¢odeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 4</value>
<!— H.4: Sender’s Comments —>
<author typeCode="AUT">
<assignedBntity 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>
{/componentl>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="3" codeSyster="2. 16. 840, 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0” displayName="3R5ETIZ%3 5 =
AN ‘ ‘
<value xsi:type="ED">J2.7.2</value>
<l— 000J2.7.2: KRETIHTI AV —>
</observationEvent>
</componentl>
{component]l 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="ZRIEDMWRTHE

<value xsi:type="ED">J2.9</value>
<1 @eeJ2.9: BPEOWRFRE —>
</observationEvent>
</component1>
<component1 typeCode="COMP">
CobservationEvent classCode="0BS” moodCode— EWN">
<code code="5" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="4% D%}"/>
<value xsi:type="ED”>J2.10<{/value> ’
<l-- @88J2.10: SHOME —>
</cbservationEvent>
</componentl>
<componentl 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="% DB BEHIREE
7 )
<value xsi:type="ED">J2.11<{/value>
<1— @ee)2.11: ZOMBEFEE —>
</observationEvent>
</component1>
<componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
<cods code="12" codeSystew="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayNeme="$ENENER"
/> .
<value xsi:type="ED”>J2.16</value>
<!— @8eJ2.16: BENBDOER —>
</observationEvent>
{/component1>
{component] 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="{%1"/>
<value xsi:type="ED">J2.19{/valued :
<|— @eeJ2. 19: HEL —>
{/observationEvent>
</component1>
{componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">"
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<code code="14" ¢odeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystenVersion="1.0" displayName="{§#%52"/>
<value xsi:type="ED”>J2.20<{/valued
<1— @86J2.20: HE2 —>
{/observationEvent>
</component1>
<componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2. 16. 840, 1. 113883, 3. 989, 5, 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="{%&3"/>
<value xsi:type="ED”>J2.21</valued
<l— @@ey2.21: {HE3 —>
</observationEvent>
{/component1> '
<componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode— EVN">
{code code="16" codeSystem="2. 16. 840. 1. 113883, 3.989.5.1.3.2.1. 10" codeSystemVersmn— 10" d1sp1ayName—'{i“‘%4 />
<value xsi:type="ED">]2,22</value>
<]— @eey2.22: fEHEL —>
</ohservationEvent>
</component1>.
{/adverseEventAssessment)>
</component>
<component typsCode="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 xzsi:type="BL” value="true”/>
<{!— C.1.6.1: Are Additional Documents Available? —> ' '
</observationEvent> :
{/component>
<component typeCode="COMP">
<observationEvent classCode=" OBS moodCode="EVN">
<code code="23" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
<l— €.1.7: Does This Case Fulfil the Local Criteria for an Exzpedited 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” codeSystemVerslon— 1.1” displayName="summaryAndComment”/>
<value xsi:type="ED” language="H.5.r. 1b">H. 5. r. la{/value>
{!— H. 5.r.1a: Case Summary and Reporter’s Comments Text #1 —>
<!— H.5.r.1b: Case Summary and Reporter’s Comments Language #1 —>
<author typeCode="AUT">
<assignedEntity ¢lassCode="ASSIGNED">
~ <code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989.2.1.1.21" codeSystemVersmn— 1.0” displayName="reporter”/>
</assignedEntity>
{/author>
{/observationEvent>
{/component>
{component typeCode="COMP">
<observationEvent classCode="" OBS 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</value> )
¢l~— H.5.r.1la: Case Summary and Reporter’ s Comments Text #2 —>
<!— H:5.r.1b: Case Summary and Reporter’ s Comments Language #2 —>
<author typeCode="AUT"> -
<assignedEntity classCode="ASSIGNED">
{code code="2" .codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 21" codeSystemVersion="1.0" displayName="reporter”/>
{/assignedEntity>
<{/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" codeSystemVerswn—- 1.0” displayName="initialReport”/>
<subject0f2 typeCode="SUBJ"> .
{controlActBvent 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"/>
<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"/>
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<l-= C.1.10.r: Identification Mumber of the. Report Which Is Linked to This Report -(rspeat as necessary) #1 —>
</controlActEvent> - N
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/> '
<subject0f2 typeCode="SUBJ">
*<controlActBvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.r” root="2.16.840. 1.113883.3.989.2.1.3.2"/>
<}— C.1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 —>
{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
{priorityNumber value="1"/>
<! C.2.1r.5: Primary Source for Regulatory Purposes #1 ——>
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code code="2" codeSystewm="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">
<assignedBntity classCode="ASSIGNED”>
<addr>
(streetAddressLinedC. 2. r. 2. 3¢/streetAddressLine>
<!-- C.2.r.2.3: Reporter’s Street #1 —>
<eity>C. 2. r. 2. 4</city>
<}— C.2.r.2.4: Reporter’'s City #1 —>
<state>C. 2. r. 2. 5<{/state>
<l~~ C.2.1.2.5: Reporter’s State or Province #1 —>
{postalCode>C. 2. r. 2. 6</postalCode>
<{l— C.2.r.2.6: Reporter’ s Postcode #1 ~—>
{faddr> ’
{telecom value="tel:C.2.r.2.77/>
{!— C.2.1r.2.7: Reporter’ s Telephone #1 —>
<assignedPerson classCode="PSN" determinerCode="INSTANCE">
«  <named>
<prefix>C. 2. r. 1. 1</prefixd>
<l— C.2.r.1.1: Reporter’s Title #1 —>
- <given>C. 2. t. 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>
<l— C.2.1.1.4: Reporter’s Family Name #1 —>
</name>
{asQualifiedEntity classCode="QUAL"> i
(code code="C.2.1.4” codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 6” codeSystemVersion="2,0"/>
¢!— C.2.1.4: Qualification #1 —>
{/asQualifiedEntity>
<asLocatedBEntity classCode="LOCE">
<location classCode="COUNTRY” determinexCode="INSTANCE">
<code code="C.2.r.3” codeSystem="1.0.3166.1.2.2"/>
1= C.2.1r.3: Reporter’s Country Code #1 —>
</location> B
: </asLocatedEntity>
, {/assignedPerson> :
' {representedOrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 2. r. 2. 2{/name>
<l—— C.2.1.2.2: Reporter’s Department #1 —>
<assignedEntity classCode="ASSIGNED”>
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C, 2. r. 2. 1{/name>
<l— C.2.r.2.1: Reporter’s Organisation #1 —>
</representedOrganization>
</assignedEntity>
{/representedOrganizationd
</assignedBntity>
</author> '
{/controlActEvent>
</subject0f2>
</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" codeSystemVersion="1.0" displayName="sourceReport”/>
{subjectOf2 typeCode="SUBJ”>
<controlActBvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedBntity classCode— ASSIGNED”>
<addr>
<streetAddressLine>C. 2. r. 2. 3¢/streetAddressLine>
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"¢l— C.2.1.2.3: Reporter’s Street #2 —>
<eitydC. 2. 1. 2. &</city>
{l—C.2.1.2.4: Reporter’s City #2 —>
{statedC. 2. 1. 2. 5{/stated
<1— C.2.1.2.5: Reporter’s State or Province #2 —>
<postalCodeC. 2. r. 2. 6</postalCode> .
¢l=~ C.2.1.2.6: Reporter’s Postcode #2 —>
{/addr> .
<telecom value="tel:C.2.1.2.77/>
<l C.2.1.2.7: Reporter’s Telephone #2 —> R
<assignedPerson classCode="PSN" determinerCode="INSTANCE">
<name> ) '
<prefix>C. 2.r. 1. 1<{/prefix>
<I— C.2.1.1.1: Reporter’s Title #2 —>
<given>C. 2. r. 1. 2{/given>
{1— C.2.1.1.2: Reporter’ s Given Name #2 —>
<given>C. 2. r. 1. 3</given> .
<l— C.2.r.1.3: Reporter’s Middle Name #2 —>
<family>C. 2. r. 1. 4¢/family>
<}~ C.2.1.1.4: 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” codeSystemVersion="2.0"/>
<l— C.2.r.4: Qualification #2 —>
{/asQualifiedEntity> '
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.2.1.3" codeSystem="1.0,3166.1.2.2"/>
<!1-- C.2.1.3: Reporter’s Country Code #2 —>
</location>
</asLocatedEntity>
</assignedPerson>
{representedOrganization classCode="ORG” determinerCode="INSTANCE”> .
<name>C. 2. r. 2. 2{/name>
¢!— C.2.r.2.2: Reporter’s Department #2 —>
CassignedBntity classCode="ASSIGNED">
(representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<name>C. 2. r. 2. 1<{/name>
«l—C.2.r.2.1: Reporter’s Organisation #2 —>
</representedOrganization>
{/assignedEntity>
{/representedOrganizationd
</assignedEntity>
</author>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<subject0fl 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. 1. 7" codeSystemVersion="2.0"/>
<!— C.3.1: Sender Type —>
<addr> - :
{streetAddressLine>C. 3. 4. 1</streetAddressLine>
<{!— C.3.4.1: Sender’ s Street Address —>
Leity>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~= 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.3.4.8”/>
<!— C.3.4.8: Sender’s E-mail Address —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<name> ’
<prefix>C. 3. 3, 2{/prefix>
<{!— C.3.3.2: Sender’s Title —>
<given>C, 3. 3. 3¢/given)
<l~~C.3.3.3: Sender's Given Name —>
<given>C. 3. 3. 4<{/given>
<l— 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="COUNTRY” determinerCode="INSTANCE”>
<code code="C.3.4.5" codeSystem="1.0.3166.1.2.2"/>
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<{1— C.3.4.5: Sender’s Country Code —>
</location>
{/asLocatedEntity>
</assignédPerson>
{representedOrganization classCode="ORG” determinerCode="INSTANCE™>
" <name>C. 3. 3. 1¢/name>
¢!— C.3.3.1: Sender’s Department —>
CassignedEntity 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”>
<assignedEntity classCode="ASSIGNED">
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<name>
<prefix>J2. 18. 2{/prefix>
<I— 06J2.18.2: Z{EE FEE — -
<family>J2. 18. 3</family>
<!— @eeJ2.18.3: ZEF & —
Cgiven>J2. 18. 4</given> .
<l— @00J2.18.4: ZfEH & —>
</name>
{/assignedPerson>
(representedOrganization classCode="ORG” determinerCode="INSTANCE™>
<name>J2. 18. 1</name> '
<I— eseJ2.18.1: RfEHF MHAE —
{/representedOrganization>
</assignedEntity>
{/primaryInformationRecipient>
</controlActEvent>
{/subjectOf1>
" <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 Idéntifier (repeat as necessary) #l —>
<l— C.1.9.1.r.2 Case Identifier(s) #1 —>
{/controlActEvent>
{/subject0f1>
<subjectOfl typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.1.1” extension="C.1.9.1.r.2" root“ 2.16.840. 1, 113883.3.989.2.1.3.3 7/>
<!— C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
<|— €. 1.9.1.7.2 Case Identifier(s) #2 —>
</controlActEvent>
</subjectOf1>
<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 xsiitype="CE” code="C.1.3” codeSystem="2.16.840. 1. 113883. 3.989.2. 1. 1. 2" codeSystemVersion="2.0"/>
<l— C. 1.3 Type of Report —>
. {/investigationCharacteristic>
</subject0f2>
<subject0f2 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”/

¢yvalue xsi:type="CE” code="C.1.11.1” codeSystem="2.16.840. 1, 113883. 3.989.2.1.1. 5" codeSystemVersion="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. 1. 11, 2</original Text>
<{— C.1.11.2: Reason for Nullification / Amendment —>
</value>
</investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode— SUBT”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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<code code="1" codeSystem="2. 16. 840, 1. 113883, 3.989. 5. 1. 3. 2. L. 12" codeSystenVersion="1.0" displayName="BiEIEES (BEHR "/,
<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— @eeJ2.1a: HRIES (HEHH —
</investigationCharacteristic>
</sub ject0f2>
<subject0f2 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" displayNeme="$R&#&H B"/>
<value xsi:type="TS” value="20130107"/>
<!— @eeJ2.2.1: WERER —
.~ {/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16.840. 1. 113883, 3. 989..5. 1. 3. 2. 1. 12" codeSystemVersion="1. 0" displayNeme="$i&EH A ICETE X
K/
) <value xsiitype="ED">J2.2.2</value>
<l 000]2.2.2: HEEEBICHETZaAV >
{/investigationCharacteristicy -
</subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode— EVN™>
<code code="4" codeSystew="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 12" codeSystenVersion="1. 0" displayNeme="BiRf#t> 77" />
<value xsi:type="CE” code="J2.3” codeSystem="" 2 16. 840, 1. 113883 3 988.5,1.3.2.1. 2" codeSystemVersion="1.1"/>
<l— @eeJ2.3: ERE TS —
{/investigationCharacteristic>
{/sub ject0f2>
<subjectOf2 typeCode="SUBJ"> ‘
<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" displayNeme="$&E&H7 7 7"/>
<value xsi:type="CE” code="J2.8.1” codeSystem="2. 16. 840, 1. 113883, 3. 988. 5. 1. 3. 2. 1. 6” codeSystemVersion="1.1"/>
<1— @80J2.8.1: BEHBENT TS —>° . :
</investigationCharacteristic>
</subject0£2>
<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” codeSystemVersion="1.0”. displayNeme="#&Ext&shDEE"/>
<value xsi:type="ED">J2.8.2<{/valus>
<l— @66J2.8.2: HERSFHNOEHE —>
</investigationCharacteristic>
{/subject0f2>
{/investigationEvent>
{/subject> °
</controlActProcess>
</PORR_IN049016UV>
<l Message #1 —>
<!~ Message #2 —
<}—— PORR_IN049016UV —>
<l /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"/>
<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"/>
<!— N.1.3: Batch Sender Identifier —> °
{/device>
{/sender>
</MCCI_IN200100UV01>
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<(?xml version="1.0"

XMLBIEA YRRV A (EEERIE, - (L)

encoding="UTF-8"7>

<MCCI_IN200100UV01 ITSVersion="XML_l.0” xsi:schemaLocation="wrn:hl7-org: 3 MCCI_IN200100UV01. xsd” xmlns="urn: h17—org v3” xmlns:xsi="http://wew. 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"/>

¢l== N.1.5: Date of Batch Transmission —>

<responseModeCode code="D"/>

{interactionId extension="MCCI_IN200100UVO1” root="2.16.840.1. 113883.1.6"/>

<name code="N. L.

17 codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 1” codeSystemVersion="2. 0 />

<l N.1.1: Type of Messages in Batch —>

{1 Message #1

-

<PORR_IN049016UV>
<id extension="N.2.r.1” root="2.16.840.1.113883.3.980.2.1.3.1"/>
<l— N.2.r.1: Message Identifier —>
{creationTime value="20101214151617"/>
<l— N.2.r.4: Date of Message Creation —>
<interactionld extension="PORR_IN0O49016UV” root— 2. 16. 840. 1, 113883. 1. 6"/>
<processingCode code="P"/>
{processinghodeCode 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"/> . .
<!— N.2.r.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°/>
<!-= N.2.r.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"/>
<l— C.1.2: Date of Creation —>
<subject ‘typeCode="SUBJ">
<investigationEvent classCode="INVSTG” moodCode="EVN">

<id extension="C.1.1” root="2.16.840. 1. 113883. 3.989.2.1.3.1"/>
<l— C.1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C.1.8.1" root="2.16. 840, 1. 113883, 3. 989.2.1.3.2"/>
<l— C.1.8.1: Worldwide Unique Case Identification Number —> R
<id extension="J2.1b" root="2.16.840. 1. 113883.3.989.5.1.3.2.3.1"/>
<! eeej2. 1b: WAEE (BF) —
<code code="PAT_ADV_BVNT” codeSystem="2. 16. 840 1.113883.5.4"/>
<text>H. 1</text>
¢{l— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —>
{statusCode code="active”/> .
<I— 6@6J2.7.1 5T, KETES —
<effectiveTime>
<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” displayName="" documentsHeldBySender />
<titledC. 1. 6. 1.r. 1</title>
<{!— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #1 —>
<text mediaType="application/pdf” representation="B64">C.1.86. L. r.2<{/text>
¢(!— C.1.6.1.1.2: 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”/>
{title>C.1.6.1.r. 1</title>
{l— C.1.6.1.x.1: Documents Held by Sender (rspeat as necessary) #2 —>
{text mediaType="image/jpeg” representation="B64" compression="DF”>C.1.6.1.r. 2{/text>
<l--C.1.6.1.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" codeSystemVers1on~ 1.0” displayName=" l1teratureReference />
<titledJ2. 17. r</titled
<l-- 68672.17.r R/ HROHE #1 —>
<text mediaType="application/pdf” representation="B64">C.4.r. 2</text>
<l— C.4.r.2: Included Documents #1 —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
<!~ C.4.r.1: Literature Reference(s) #1 —>



<participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{representedOrganization classCode="0RG”" determinerCode="INSTANCE">
{asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE">
" <code code="J2.15.r" codeSyster="1. 0. 3166. 1.2.2"/>
<!— geeJ2. 15.r ARE #1 —>
</location>
{/asLocatedBntity>
{/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 codeSystemVerslon‘ 1.07 d1sp1ayName—- literatureReference”/>
<titledJ2. 17. r</titled
<!— @@ejz. 17.r R/ HROHE #2 —
<text mediaType="application/pdf” representation="B64">C.4.r.2</text>
<!—'C.4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</b1b110graphches1gnat10nText>
<{!— C.4.1.1: Literature Reféerence(s) #2 —>
<participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{representedOrganization classCode="ORG” determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE">
<location classCode="COUNIRY” determinerCode="INSTANCE”>
{code code="J2.15.r"” codeSystem="1.0. 3166. 1.2.2"/>
<l— @@ey2. 15.r AXKE #2 —>
</location> '
{/asLocatedEntity>
{/representedOrganization>
</assignedEntity>
{/participation>
{/document>
{/reference>
<component typeCode="COMP”>
<adverseEventAssessment classCode="INVSTG” moodCode="EVN">
<subjectl typeCode="SBJ">
{primaryRole classCode="INVSBJ">
<playerl classCode="PSN” determinerCode="INSTANCE">
<name>D. 1</name>
<l—— D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>.
. © -+ Kl—D.5Sex —> .
’ ' <role classCode="PRS">
<code code="PRN” codeSystem="2. 16. 840. 1. 113883. 5. 111”/>
<associatedPerson classCode=" PSN determinerCode="INSTANCE”>
</associatedPerson>
{subject0f2 typsCode="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>
{/sub ject0f2>
</frole>
</playerl>
<subjectOfl typeCode="SBJ">
(researchStudy’: classCode="CLNTRL” moodCode="EVN">
<id extension="C.5.3” root="2.16. 840. 1. 113883.3.989.2.1. 3. 57/>
<!— C.5.3: Sponsor Study Mumber —>
<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 Observed —>
<titledC. 5.2¢/titled
<l— C.5.2: Study Name —>
<authorization 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”/}
<I—- C.5.1.x.1: Study Reglstratlon Number #1 ~—>
<author typeCode="AUT”>
<territorialAuthority classCode= TERR™>
<governingPlace classCode="COUNIRY” determinerCode="INSTANCE">
{code code="C.b.1.r.2" codeSystem="1.0.3166.1.2.2"/>
{!—'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" 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.5.1.1.2" codeSystew="1.0.3166.1.2.2"/>
¢l— C.5.1.r.2: Study Registration Country #2 —>
{/governingPlace>
</territorialAuthority>
{/author>
{/studyRegistration>
</authorization>
</researchStudy>
{/sub ject0f1>
<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"/>
<l— D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
<l=—D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
</observation>
</subject0£2>
<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) —>
<l-—D.2.2.1b: Gestation Perlod 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"/
<l— 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 xsiitype="PQ” value="48.2" unit="kg"/>
<I— 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” codeSystemVersion="1.1" displayName="height”/>
<value xsi:type="PQ” value="152" unit="cm”/>
<l— D.4: Height (cm) —>
«£/chservation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
{code code="17" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5.1.3.2.1. 10" displayName="lastMenstrualPeriodDate” />

dvalue xsi:type="CE” code="J2.28” codeSystemVersion="1.0" codeSystem="2. 16.840. 1, 113883, 3.989.5. 1. 3.2.1. 16" />
<I— @gaj2. 28: FHROHE —>
{/observation>
</sub ject0£2>

<subject0f2 typeCode="SBJ">
Corganizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2.16. 840, 1. 113883, 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
relevantMedicalBistoryAndConcurrentConditions”/>
<component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN" >

{code code="D.7.1.r.1b” codeSystem="2. 16. 840. 1, 113883. 6. 163" codeSystemVetsion=”D 7.1.r.1a"/>
<!— D.7.1.r.la: MedDRA Version for Medical History #1 —>
<!— D.7.1.r.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. 989. 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. 1.r.1a”/>
<I—D.7.1.r.1a: MedDRA Version for Medical History #2 —>
<!— 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” codeSystemVerslon— 1 17
displayName="continuing”/>
§ <value xsi:type="BL” value="true”/>
<!~ D.7.1.r.3: Continuing #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”/>

) : Cvalue xsi: type—- ED">D. 7. 2{/value>

<l—D.7.2: Text for Relevant Medical History and Concurrent Conditions’ (not including reaction /

event) —>
{/observation>
</component>
{/organizer>
{/subject0f2>
<suth ject0£2 typeCode— SBJ">
<organizer classCode="CATEGORY” moodCode="EVN" >
<eode 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">
CinstanceOfKind classCode="INST"> ' .
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>D. 8. r. I{/name>
¢l-~ D.8.r.1: Name of Drug as Reported # -
</kindOfProduct>
{/instanceOfKind>
</consumable>
<outboundRelationship? 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.7Tb” codeSystem="2.16.840. 1. 113883, 6. 163" codeSystemVersion="
D.8.r.7a"/> )
<!— D.8.r.7a: MedDRA Version for Reaction #l —>
<l— D.8.r.7b: Reaction (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
</substanceAdm1n1strat1on>
{/component>
{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: Neme of Drug as Reported #2 —>
</kindOfProduct>
</instanceOfKind>
{/consumahle> '
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” moodCode="EVN">
. <code code="29" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1.L. 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 #2 —>
<!-—= D.8.r.7b: Reaction (MedDRA code) #2 —>
</observation>
{/outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
</sub ject0f2>
<subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657£7/> .
<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"/>
<!~ E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
<!— E.i.5: Date of End of Reaction / Event #1 —>
{/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.2.1la: MedDRA Version for Reaction / Event #1 —>
(
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outcome”/>

0"/>
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2.1.14" />

outcome”/>

07/>

<!— B.i.2.1b: Reaction / Event (MedDRA code) #1 —>
CoriginalText>E. i. 1. la</originalText>
¢l—- E.i.1l.1a: Reaction / Event as Reported by the Primary Source in Native Language #l —>
</value>
<outboundRelationship2 typeCode="PERT">
’ {observation classCode="0BS” moodCode="EVN">
Ccode code="27" codeSysten="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.

<¢!— E.1i.7: Outcome of Reaction / Event at.the Time of Last Observation #1 —>°
{/observation>
</outboundRelationship2>
<outboundRelationship? 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” co&e=”]2. 26.1” codeSystemVersion="1.0" codeSystem="2. 16. 840, 1. 113883. 3.989. 5. 1. 3.

<1— @eejz. 26. 1 EEME #1 —
{/observation>
</outboundRelationship2>
</observation>
</sub ject0f2>
<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”/>
CeffectiveTime xsi:type="IVL TS™>
<low value="20090101"/>
<!—- E.i.4: Date of Start of Reaction /.Event #2 —>

</effectiveTime>
<value xsi:typs="CE” code="E.i.2.1b" codeSystem="2.16.840. 1, 113883, 6. 163" codeSystemVerslon— E.i.2.1a™>
<l— B.i.2 la‘ MedDRA Version for Reaction / Event #2 —>
<!|— B.i.2.1b: Reaction / Event (MedDRA code) #2 —>
- CoriginalText>E. i. 1. la¢/originalText>
<!~ E.i.l. la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
{/value> )
<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="l. 1”7 displayName="

<value xsiitype="CE” code="E.i.7” codeSystem="2.16. 840. 1. 113883. 3. 989.2.1.1. 11" codeSystemVersion="2.

¢l— E.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="11" codeSystem="2. 16. 840. 1.113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1,0" displayName=

{value xsi:type="CE” code="J2.26.i” codeSystemVersion="1.0” codeSystem="2.16.840. 1. 113883. 3.989. 5. 1. 3.

<l— 080]2.26. 1 ERIESE #2 —> -
{/observation>
</outboundRelat10nsh1p2>
</observation>
</subject0f2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf”/> .
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"” displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS">
<high value="20101201"/>
<!~ E.i.5: Date of End of Reaction / Event #3 —>
</effectiveTined
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2, 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2. 1la”>
<{!— E.i.2.1a: MedDRA Version for Reaction / Event #3 —>
¢l— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
CoriginalText>E. i. 1. la</originalText>
<l— E.i.1.1a: Reaction / Bvent as Reported by the Primary Source in Native 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="

<value xsi:type="CE” code="E.i.7” codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. . 11” codeSystemVersion="2.
<{!— E.i.T: Outcome of Reaction / Event at the Time of Last Observation #3 —>

{/observation>
</outboundRelationship2>



</observation>
</subjectOf2>
<subject0f2 typeCode="SBJ"> )
{observation classCode="0BS” moodCode="EVN">
{id root="2e99840f-08b4—499c-80Ff-ddB8415f4f8a5"/>
{code code="29" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2, 1. 1. 19" codeSystemVersion="1. 1" displayNeme="reaction”/>

CeffectiveTlime 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"/>
<!— E.i.5! Date of End of Reaction / Event #4 —>
</comp>
{comp xsi: type— IVL_TS” operator="A">
. {/comp>
{/effectiveTime>
<value xsi:type="CE” code="E. i.2.1b” codeSystem="2. 16. 840. 1, 113883. 6. 163" codeSystemVerslon— E. 1.2 1a >
<!— E.i.2.1a: MedDRA Version for Reaction / Event #4 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
<originalText>E. i. 1. 1a</origina1Text>
<} E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language M —>
</value>
<ou1;boundRe1at1onsh1p2 typeCode="PERT"> ‘
{observation ¢lassCode="0BS” moodCode="EVN"> i
<code code="27" codeSystem="2. 16. 840. 1, 113883, 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
‘outcome”/> S
{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 #4 —>
- {/observation>
</outboundRelationship2)
</observation>
</subject0£2>
<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="20080101"/>
¢(l—- E.i.4: Date of Start of Reaction / Event #5 —>
(/effectiveTimed>
Cvalue xsi:type="CE” code="E.1i.2.1b” codeSystem="2.16.840, 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
<1— E.i.2.la: MedDRA Version for Reaction / Event #5 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
CoriginalTextDE. i. 1. la</originalText>
¢!— E.i. 1. 1a: Reaction./ Event as Reported by the Primary Source in Native Languags #5 —)
{/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”7 displayName="
outcoms”/> : - . :
<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 #5 —>
{/observation>
</outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6~4334-9d43-e925640fb18f"/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1.1.19” codeSystemVersmn— 1.1” displayName="reaction”/>

CeffectiveTime xsi:type=" IVL_TS >
<high value="20090101"/> .
<I— B.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">
<l— E.i.2.1a: MedDRA Version for Reaction / Event #6 —>
¢I— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
CoriginalTextE. i. L. la/originalText>
¢{!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
{/valued>
{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"/>
<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —->
{/observation>
</outboundRelationship2>



{/observation>
</subject0f2>
<subject0f2 typeCods="SBJ]">
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be~423f-bbb-cel4bc279d8s”/>
<code code="29" codeSystem="2. 16. 840.1. 113883 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayNeme="reaction”/>

<value xsi:itype="CB” code="E.1i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
<I— B.i.2.1a: 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 Native 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”/> N . .

¥ (value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 11” codeSystemVersion="2.
0"/ ' o

<!— E.i.7: Outcome of Reaction / Bvent at the Time of Last Observation #7 —>
{/observation>
</outboundRelationship2>
</cbservation>
</subject0£2>

<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"/>
<l—-E.i4: Date of Start of Reactlon / Event #8 —>
{/comp> .
<comp xsi:type="IVL_TS” operator="A"> .
<high value="20101201"/>
<l— B.i,5: Date of End of Reaction / Event #8 —>
</comp>
{/effectiveTime> . )
¢value xsiitype="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 #8 —>
¢~ E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
{originalTextJE. i. 1. la{/originalText>
¢l~- E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
</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”/> i
<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>
</outboundRe1at1onsh1p2>
</observa1:1on> .
{/subject0£2>
<subject0f2 typeCods="SB)">
Corganizer classCode="CATEGORY” moodCode="EVN">
<code code="4" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
. drugInformation”/> ’

<!—- G.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root= 3c91b4d5—eO39-4a7a—QC30-67671b0&f9e4 />
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 2{/name>
{J— G.k. 2.2: Medicinal Product Name as Reported by the Primary Source #l —>
<formCode code="J2.24.k" codeSystem="2. 16. 840, 1. 113883. 3. 989.5.1.3. 2. 1. 13"
codeSystemVersion="1. 0" /> ]
<1- @eeJ2. 24. k MEER] #1 —>
{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. 4"/>
<{!— 6.k 3.1: Authorisation / Apphcatmn 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 —>
{/playingOtganization>
</role>
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</holder>
Cauthor typeCode="AUT">
<territorialAuthority classCode="TERR">
(territory classCode="NAT” determinerCode="INSTANCE”>
<code code="G.k.3.2” codeSystem="1.0. 3166.1.2.2"/>
" <lI— 6.k 3.2: Country of Authorisation /- Application #1 —>
{/territory> ]
</territorialAuthority>
{/author>
{/approval>
{/subject0f>
{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"
codeSystemVersion="1. 0" displayName="#EIRHEDRIEEKL"/> .
) <value xsi:type="CE” code="J2.4.k” codeSystem="2. 16. 840, 1. 113883. 3, 989. 5. 1. 3.
2.1.3” codeSystemVersion="1.1%/>
- @80J2. 4 k: FEESZEORREKS #1 —
{/characteristic>
</subject0>
{/asManufacturedProduct>
<asNamedEntity>
<name xml:lang="ja”>J2.23.k</name>
<!— @eJ2.23.k Bk #1 —

<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. 8. r. 1{/name> ’
<l— G.k.2.3.x.1: Substance / Specified Substance Neme #1-1 —>

<asSpecializedKind classCode="GEN"> *
<generalizedaterialKind classCode="MAT" determinerCode="KIND">
{code code="J2.25.k.r” codeSi’sten‘F”Z. 16,840, 1. 113883. 3.989. 5. 1. 3. 2, 1. 17”7
codeSystemVersion="1.0" /> : .
<l— @86J2. 25. k. r FRAIDKS #1-1 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
</ingredientSubstance)>
</ingredient>
{ingredient classCode="ACTI">
{quantity>
<{numerator/> i
{denominator value="1"/>
{/quantity> ) .
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. I</name> }
<l-= G.k.2.8.r.1: Substance / Specified Substance Name #1~2 —>
<asSpecializedKind 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" /> . : '
. <= @@8J2.25.k.r HADRES #1-2 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
{/ingredientSubstance>
</ingredient>
</kind0fProduct>
{/instance0fKind>
</consumable>
<outboundRelationship2 typeCode="COMP”>
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary). #l-1 —>
<substanceAdministration classCode="SBADM” moodCode="EVN"> '
<text>G. k. 4.1.8¢/textd )
<l— 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 4.1.2: 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"/>
{1~ G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
{!— G.k.4.1.5: Date and Time of Last Administration #1-1 —>
</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>
¢!— G.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 —>
1= G.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. r. 8¢</text>
<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. 4.1.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #1-2 —>
<!— G.k 4. 1.3: Definition of the Time Interval Unit #1-2 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
Clow value="20090101"/>

(!~ G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
<!— 6.k.4.r.5: Date and Time of Last Adm1n1stratmn #1-2 —>
</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) #1-2 —>
</routeCode>
{doseQuantity value="10" unit="G.k. 4 r.1b"/>
<!— G.k.4.r. 1la Dose (number) #1-2 —>
<I— 6.k.4.r. 1b: Dose (unit) #1-2 —>
{/substanceAduinistration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢i— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode=" SBADM moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— 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"/>
<!— G.k.4.r.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.r.4: Date and Time of Start of Drug #1-3 —>
</comp>
</effectiveTime> ‘
<routeCode codeSystem="2. 16. 840. 1. 113883. 3.989.2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— 6.k 4.1r.10.1: Route of Administration (free text) #1-3 —>
{/routeCode> )
{doseQuantity value="10" unit="G.k. 4. r.1b"/>
¢!— G.k. 4.r. 12 Dose (number) #1~3 —>
<{!— G.k 4.r.1b: Dose (unit) #1~3 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k 4.r: Dosage and Relévant Information (repeat as necessary) #1-4 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</textd
<!— G.k.4.r.8: Dosage Text #1-4 ~—>
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 #1-4 —>
<l— G.k 4.r.3: Definition of the Time Interval Unit #1-4 —>
</comp>

Ccomp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{!— G.k.4.r.5: Date and Time of Last Administration #1-4 —>
{fcomp> '
</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 4.1.10.1: Route of Administration (free text) #1-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢l~ G.k.4.1.1a Dose (number) #1-4 —>
{!— 6.k 4.r.1b: Dose (unit) #1-4 —>
{/substanceAdministration>
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</outboundRelationship2> ]
<outboundRelationship2 typeCode="COMP”>
Kl— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-5 —>
<substanceAdministration classCode=" SBADM moodCode="EVN”" >
<text>G. k. 4. r. 8</text>
<!~ 6.k 4.r.8: Dosage Text #1-5 —>
<effectiveTime 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 #1-5 —>
<high value="20090101"/>
<I— G.k.4.1r.5: Date and Time of Last Administration #1-58 —>
</ 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. r. 10. 1</originalText>
<l— 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 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-6 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
! - <text>G. k. 4.r. 8¢/text>
¢l— G.k.4.r.8: Dosage Text #1-6 —>
<effectiveTime xsi:type="SXPR_IS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.r.37/>

<l— G.k.4.r.2: Number of Units in the Interval #1-6 —>
- 6.k 4r3: Def1n11:1on 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= AT -
<high value="20090101"/> s
¢<I— G.k 4.1.5: Dato-and Time of Last Administration #1-6 —>
</comp)
{/effectiveTlime>"
<routeCode codeSystem="2; 16, 840 1.113883.3.989.2.1, 1. 14"
<originalText>6. k. 4. r. 10. 1{/originalText>
<!-— G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
¢t G.k 4.1.1a Dose (number) #1-1 —>
(!~ G.k 4.r.1b: Dose (unit) #1-1 —>
{/substanceAdministration>
{/outboundRelationship2> .
<outboundRelationship? typeCode="COMP”>
<l=~ 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>
<l—.G.k.4.1.8: Dosage Text #1-7 —>
<effectivelime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/>
¢{!— G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢~ 6.k.4.1.5: Date and Time of Last Aduinistration #1-7 —>
</comp>
{/effectivelime>
<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.r.10.1: Route of Administration (free text) #1-7 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!~ G.k 4.r.1a Dose (number) #1-7 —>
{1~ G.k.4.r.1b: Dose (unit) #1-7 —>
{/substanceAdministration>
{/outboundRelationship2> -
<outboundRelationship2 typsCode="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”/>
{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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¢!— 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="154§b889-958b-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” codeSystemVersion="1, 1"
displayName="recurranceOfReaction”/>
- <value xsi:type="CE” code="G.k.9.1i.4" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.16”
" codeSystemVersion="2.0"/> )
<{l— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
CoutboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS” moodCode="EVN"> '
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207/>
{/actRefersnce>
. - {/outboundRelationshipl>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<!— 6.k Drug{s) Information (repeat as necessary) #2 —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
{id root="68d6f5¢ce-3b3b-45cT-92dd-69e06730c3a9" />
{consumable typeCode="CSM">
<instance0OfKind 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 #2 —>
<formCode code="J2. 24. k” codeSystem="2. 16. 840. L. 113883.3.989.5.1.3.2.1.13”
codeSystemVersion="1.0" />
<I— @eeJ2. 24.k BRFERI #2 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
Capproval 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 #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 —>
</playingOrganization>
</role>
{/holder>
(author typeCode="AUT">
' {territorialAuthority classCode="TERR">
(territory classCode="NAT” determmerOode— INSTANCE™>
<code code="G.k. 3.2” codeSystem="1.0.3166.1.2.27/>
<{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" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1.3.2.1.10"
codeSystemVersion="1. 0" displayName="#TERFBEDRIRLEL"/> :
‘ (value xsiitype="CE” code="J2. 4.k” codeSystem="2.16.840. 1.113883.3.989.5. L. 3.
2.1.3” codeSystemVersion="1.1"/>
<I-- 000]2. 4. k: HERKEORAXS #2 —
</characteristic>
</sub ject0f>
</asManufacturedProduct>
<asNamedEntity)
' <name ¥ml:lang="ja">J2.23. k</name>
<l— @6@J2.23.k BF: #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>
<l~~ G.k.2.3.r.1: Substance / Specified Substance Name #2-1 —>
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codeSystemVersion="1. 0" />

codeSystemVersion="1.0" />

<asSpecializedKind classCode="GEN"> :
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="J2.25.k. " codeSystem="2.16.840. 1. 113883, 3.989. 5.1,3.2.1. 17"

<!— @@@J2.25.k.r DKL #2-1 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
<{/ingredientSubstance>
{/ingredient>
{ingredient classCode="ACTI">
<quantity>
<{numerator/>
{denominator value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">"
<name>G. k. 2. 3. r. 1</name>
<!— G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>
<asSpecializedKind 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"

<I— @0@J2.25.k.r RRSYDXSy #2-2 —>
{/generalizedMaterialKind>
</asSpecializedKind>
</ingredientSubstance>
</ingredient>
</kind0fProduct)
{/instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="COMP">
<{l=— G.k.4.x : Dosage and Relevant Information (repeat as necessary) #2-1 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— G.k.4.1.8: Dosage Text #2-1 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!-- G.k.4.1.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<I— G.k.4.1.5: 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, 1{/originalText>
<I~— 6.k 4.7.10.1: 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 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<}— G.k. 4.r: Dosage and Relevant Information (rvepeat as necessary) #2-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN"> .
<text>G. k. 4. r: 8</text>
<!— G.k. 4.x.8: Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!— G.k 4.r.4: Date and Time of Start of Drug #2-2 —>
</effectiveTimed . ]
<routeCode codeSystem="2. 16, 840. 1. 113883. 3.989. 2, 1. 1. 14™>
{originalText>G. k. 4. 1. 10. 1</original Text>
<!-— G.k.4.7.10. 1: Route of Administration (free text) #2-2 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!-~ G.k.-4.1. 1a Dose (number) #2-2 —>
—G.k.4.r.1b: Dose (unit) #2-2 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{l-- 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
<substanceAdninistration classCode="SBADM” moodCode="EVN"> ’
<text>G. k. 4. r. 8</text> .
<!-- G.k. 4.r.8: Dosage Text #2-3 —>
CeffectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
¢!— G.k.4.1.5: Date and Time of Last Administration #2-3 —>
{/effectiveTime>
<routeCode codeSystem="2. 16.840. 1. 113883, 3.989.2.1.1. 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
<{l— 6.k 4.r.10.1: Route of Administration (free text) #2-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
<{}— G. k. 4.1.1a Dose (number) #2-3 —>
<!=— G.k. 4.1.1b: Dose (unit) #2-3 —>
{/substanceAdministration®
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</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP">
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2—4 —>
{substanceAdministration classCodg="SBADM" moodCode="EVN">
<textdG. k. 4. r. 8¢/text>
<l— G.k. 4.r.8: Dosage Text #2-4 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS"> i
{period value="10" unit="G. k. 4.r.3"/>
(!— G.k. 4.r.2: Number of Units in the Interval #2-4 —> |
<l~- G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
Y comp) .
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— G.k.4.1.4: Date and Time of Start of Drug #2-4 =
</comp>
</effectiveTine>
{routeCode codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1</original Text> . )
<!— 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.1a Dose (number) #2~4 —>
<l— G.k.4.r.1b: Dose (unit) #2-4 —>°
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<|— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode=" SBADM moodCode="EVN">
<text>G. k. 4. . 8¢/text>
<l— 6.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.4.1.2: Number of Units in the Interval #2-5 —>
<{!— G.k. 4.r.3: Definition of the Time Interval Unit #2-5 —>
</comp> )
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<!~ G.k.4.r.5: Date and Time of Last Administration #2-5 —>
</comp>
{/effectiveTine>
(routeCode codeSystem="2. 16. 840. 1. 113883.3.989.2.1. 1. 14 >
originalText>G. k. 4. 1. 10. 1</originalText>
{!— G.k. 4.r.10.1: Route of Administration (free text) #2-5 —>
<{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<l~ G.k.4.r. 12 Dose (number) #2-5 —>
¢{!— G.k.4.r.1b: Dose (unit) #2-5 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<1— 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>
<{l—— G.k. 4.r.8: Dosage Text #2-6 —>
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 #2-6 —>
<{!— G.k.4.1.3: Definition of the Time Interval Unit #2-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
</comp>
{/effectiveTime>
{routeCode codeSystew="2.16, 840, 1. 113883. 3.989.2. 1. 1. 147>
<originallext>G. k. 4. r. 10. 1</originalText>
¢!— G.k.4.1.10.1: Route of Administration (free text) #2-6 —>
</routeCode>
<doseQuantity value=" 10”7 wnit="6.k. 4.r. 1b"/>
<!== G.k. 4.r. 12 Dose (number) #2-6 —>
<l— G.k.4.r.1b: Dose (unit) #2-6 —>
{/substanceAdninistration> :
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢!~ G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>
{substanceAdministration classCode="SBADM” moodCode="EVN"> -
{textdG. k. 4. 1. 8</text>
<!=- G.k. 4.r.8: Dosage Text #2-7 —>
CeffectiveTlime xsi:type= "PIVL_TS™>
<per10d value="10" unit="G.k.4.1.3"/>
<!— 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>
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<routeCode codeSystem="2.16.840. 1.113883.3.989.2. 1.1, 14"
<originalText>G. k. 4. x. 10. 1</originalText>
<!— G.k,4.1.10.1: 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 —>
= Gk 4.x. b Dose (wnit) #2-7 —>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
<substanceAdninistration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
<l— G.k 4.7.8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/> .
<!— G.k.4.1.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
CrouteCode 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) #2-8 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k 4.1. 1a Dose (number) #2-8 —>
- K!— G.k. 4.1.1b: Dose (unit) #2-8 —>
{/substanceAdministration>
</outboundRelationship2>
- <outboundRelationship2 typeCode="COMP">
{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
CsubstanceAdministration classCode="SBADM" moodCode="EVN")>
<text>G. k. 4. r. 8</text>
{!1-- G.k. 4.r.8: Dosage Text #2-9 —>
CeffectiveTime xsi:type= IVL_TS">
<high value="20090101"/>
¢l~- G.k.4.r.5: Date and Time of Last Administration #2-9 —>
{/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.r.10.1: Route of -Administration (free text) #2-9 —>
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/> .
<{!— G.k. 4.r. 1a Dose (number) #2-9 —>
{!— G.k.4.1.1b: 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">
<LtextdG. k. 4. 1. B{/textd>
<{!— G.k. 4.r.8: Dosage Text #2~10 —>
{effectiveTime xsi:type="IVL_TS™>
{/effectiveTime>
. CrouteCode codeSystem="2.16.840, 1. 113883 3.989.2. 1. 1. 14">
<originalText>G. k. 4. x. 10, 1</originalText>
<l— G.k.4.r.10.1: Route of Adnumstratmn (free text) #2-10 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>"
<= G.k 4.r. 1a Dose (number) #2-10 —>
 ¢I— G.k 4.r.1b: Dose (unit) #2-10-—>
<{/substanceAdministration>
</outboundRelationship2
<otitboundRelationship2 typeCode="] PERT >
<observation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersmn— 117
displayName="recurranceOfReaction”/>
<value xsi:type="CE” code="6.k. 9. i. 4" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 16”7
codeSystemVersion="2.0"/> . :
<l— G.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>
{/outboundRelationship1>
</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"
" displayNeme="recurrance0fReaction”/> ’ ] . .
' <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"/> . < )
<l=— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
{outboundRelationshipl typeCode="REFR"> .
<actReference classCode="0BS” moodCode="EVN">
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. ) . <id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
{/actReference>
{/outboundRelationshipl>
</observation>
{/outboundRelationship2>
{/substanceAdministration>
</component>
{/organizer>
</subject0f2>
</primaryRole>
{/subjectld
<component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">
: <code code="20" codeSystem="2. 16.840, 1. 113883.3.989. 2. L. 1. 19” codeSystemVersion="1.1" displayName="
interventjonCharacterization”/> )
Cvalue xsi:type="CE” code="G.k.1” codeSystem="2.16.840, L. 113883. 3. 989. 2. 1. 1. 13" codeSystemVersion="2.0"/>
<!-- G.k.1: Characterisation of Drug Role Drug #1L —>
<subject2 typeCode="SUBJ">
¢productUseReference classCode="SBADM” moodCode="EVN">
<id root="3¢91b4d5~e039-4a7a-9c30-67671b0efIed”/>
</productUseReference>
{/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" codeSystemVersion="2.0"/>
¢l— G.k.1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b-45¢7-92dd-69e06730c3a9”/>
</productUseReference>
{/subject2>
{/causalityAssessment>
<{/component>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode— EVN"> .
 <code code="10" codeSystem="2. 16.840. 1, 113883.3.989.2. 1. 1. 18" codeSystenVersion="1.1” displayName="comment”/>
. <value xsi:type="ED"DH. 2</value>
<!— H.2: Reporter’s Comments —>
Cauthor typeCode="AUT"> .
CassignedEntity classCode="ASSIGNED”>
i {code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 21” codeSystemVersion="1.0" displayName="
sourceReporter”/>
{/assignedEntity>
{/author>
{/observationEvent>
</componentl>
{componentl typeCode="COMP">
{observationBvent classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1.19” codeSystenVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 4</value>
<!— H 4: Sender's Comments —>
Cauthor typeCode="AUT™>
<assignedBntity 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>
{/componentl>
<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” displayName="RFEETIzXx¥ 5 =
AV B ’ . .
(value xsi:type="ED”>J2.7.2<{/value>
<l— 006]2.7.2: RETIHTZIAVF —>
{/observationEvent> .
{/component1>
{componentl typeCode="COMP">
{observationfvent classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16. 840, 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName="4-% D x}5k"/>
{value xsi:type="ED">J2.10</value>
<l @eeJ2. 10: SHORE —>
</observationEvent>
{/componentl>
{componentl typeCode="COMP”>
<observationEvent classCode="0BS" moodCode="EVN">
{code code="6" codeSystem- 2.16.840.1.113883.3.989.5.1.3. 2. L. 10" codeSystemVersion="1.0" displayName="% DI EFEHLE
P
Cvalue xsi:type="ED">J2.11<{/value>
(I— @eeJ2.11: ZOMBEEESE —
{/observationEvent> '

_15_



</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" displayName="#EREDOER"
D ’
<value xsi:type="ED">J2.16</value>
<l— 888]2.16: MENBEOER —>
{/observationEvent>
{/component1>
{/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”/>
<!—.C.1.8.1: Are Additional Doctments Available? —->
{/observationEvent>
</component>
<component typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN"> R
{code code="23" codeSystem="2. 16. 840. 1. 113883, 3. 989..2. 1. 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>
CoutboundRelationship typeCode="SPRI"> .
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="1" codeSystem="2. 16..840. 1. 113883. 3.989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName=" 1n1t1a1Report i
<subject0Of2 typeCode="SUBJ">
. {controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT"> .
CassignedEntity 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 —>
</asslgnedEnt1ty>
</author>
{/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— C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
</controlActEvent>
</subject0£f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeOode— SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C. 1.10.1r” 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>
</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" codeSystemVersion="1.0” displayName="sourceReport”/>
<subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<asIldentifiedEntity classCode="IDENT">
<code code="J2.27.r" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 15" codeSystemVersion="1.0" />
<1 @eeJ2.27.r A7 #1—>
{/asIdentifiedEntity>
CasIdentifiedEntity classCode="IDENT”>
{code code="J2.29.r" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 9 codeSystemVersion="1.0"/>
<I— @88J2.29.r FHHAET #1 —
{/asldentifiedEntity>
CasLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.2.t.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="SPRT”>

{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”/>

" <subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<asIdentifiedEntity classCode="IDENT">

<code code="J2.27.x" codeSystem="2. 16. 840, 1. 113883. 3, 989. 5.1.3.2.1.15” codeSystemVersion="1.0"

1— @eey2.27.r BRIV #2—>
</asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT” >

<code code="J2.29. 1" codeSystem="2. 16. 840, 1. 113883. 3,989, 6. 1.3.2.1.9” codeSystemVerslon— 1.07/>

<l— @08]J2.29.r EHAFET H#2 —>
</asldentifiedEntity>
<aslocatedEntity classCode="LOCE”>
Clocation classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.2.1.3" codeSystem="1.0.3166.1.2.2"/>
¢1— C.2.r.3: Reporter’ s Country Code #2 —>
</location>
{/asLocatedEntity>
</assignedPerson>
</assignedEntity>
<{/author>
</controlActEvent
{/subject0f2>
</relatedInvestigation>
{/outboundRelationship>
{subjectOfl typeCode="SUBJ">
{controlActEvent classCode="CACI” 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 ——>
<eitydC. 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>
<1-——C.3.4.4: Sender’'s Postcode —>
</addr>
<telecom value="tel:C.3.4.6”/>
¢{!— C.3.4.6: Sender’ s Telephone —>
Ctelecom value="fax:C.3.4.7"/>
<l— C.3.4.7: Sender’' s Fax —>
CassignedPerson classCode="PSN” determinerCode="INSTANCE">
<name>
<prefix>C. 3. 3. 2{/prefizx>
<!=— 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>
<asLlocatedBntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE™>

~ <code code="C.3.4.5" codeSystem="1.0.3166.1.2.2"/>
{!—-C.3.4.5: Sender’s Country Code —>
</location>
<{/asLocatedEntity>
(/asslg-nedPerson>

- Crepresented0rgenization classCode="ORG” determinerCode="INSTANCE”>
<assignedEntity classCode="ASSIGNED">
. {representedOrganization classCode=" ORG determinerCode="INSTANCE”>
<{name>C. 3. 2</name>
(l-- C.3.2: Sender’ s Orgenisation ——>
{/representedOrganization>
</assignedEntity>
{/representedOrganization>
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{/assignedEntity>
{/author> )
<primaryInformationRecipient typeCode="PRCP"> .
<assignedEntity classCode="ASSIGNED”> -
<assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
S ) {prefix>J2. 18. 2</prefix> )
<1— @@eJ2.18.2: RigE HEE —
<family>J2. 18. 3¢/family>
<!— @@8J2.18.3: RiEH i —>
<given>J2. 18. 4{/given>
<l— @88J2.18.4: RfgE £ —
</name> )
{/assignedPerson>
<representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<name>J2. 18. 1{/name>
<I-- @6J2.18.1: RIEHF s —
</represented0rganization>
{/assignedEntity>
{/primaryInformationRecipient>
</controlActEvent>
</subjectOfL> "
<subjectOfl typeCode="SUBJ">
<controlActEvent classCode="CACI” 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.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) # —>
<l—C.1.9.1.x.2 Case Identifier(s) #1 —>
</controlActEvent>
{/subjectOf1>

<subject0fl typeCode="" SUBJ >
<controlActBvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9. L r.1” extension="C.1.9.1.r.2" root="2.16.840. 1. 113883 3.989.2.1.3.3"/>
<l— C.1.9.1.1r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
<!— C.1.9.1.1.2 Case Identifier(s) #2 —>
{/controlActEvent>
{/subjectOf1>
<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" dlsplayName— ichReportType”/>
¢value xsi:type="CE” code="C.1.3" codeSystem="2.16.840. 1. 113883 3.989.2.1. 1 2” codeSystemVersion="2.0"/>
<}= C.1.3 Type of Report —>
{/investigationCharacteristic>
</sub ject0f2>
<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>
<subject0f2 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" codeSystemVersion="2.0"/>
<l-- C.1.11.1: Report Nullification / Amendmwent —>
{/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" d1splayName-
nullificationAmendmentReason”/>
<value xsi:type="CE™>
{originalText>C. 1. 11. 2{/originalText> . B
<!—-€.1.11.2: Reason for Nullification / Amendment - :
{/value>
{/investigationCharacteristic>
</subject0£2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. L. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="RiBIES (B&HE "/
{value xsi:type="CE” code="J2.1la” codeSystew="2.16.840. 1. 113883.3.989.5.1, 3.2, 1. 1” codeSystemVersion="1.1"/>
<l— @60J2. 1a: SEBIEE (BEKR —
{/investigationCharacteristic>
</subject0f2>
<subject0f2 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="32 %5485 B "/>
(value xsi:type="TS” value="20130107"/>
<l— eeeJz.2.1: |ELHR —
{/investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ">
<1nvest1ga1:1onCharacter15tlc classCode="0BS" moodCode— EVN™>
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{code code="3" codeSystem="2.16.840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="$R&#EH RICBET 522 v
N/
<value xsi:type="ED">J2.2.2</value>
<l— @00J2.2.2: REEBERIBETI=AVE o
</investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ"> .
<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" dlsplayName-'ﬂ“:fd&%777 "/)
¢value xsi:type="CE” code="J2.8.1" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.6” codeSystemVerslon— 1.17/>
<l @eeJ2.8. 1: HEMSHNTFS —>
{/investigationCharacteristic>
{/subject0f2>
<subjectOf2 typeCode="SUBJ">
<investigationCharacteristic classCode— 0BS” moodCode="EVN">
{code code="6" codeSystem="2. 16. 840, 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="#¢* &5t DEE"/>
Cvalue xsi:type="ED">J2.8.2¢{/value>
<I— @@aJ2. 8. 2: WEMNFSIDEH —>
</investigationCharacteristic>
</subject0f2>
</investigationEvent>
{/subject>
{/controlActProcess> . : .
</PORR_IN049016UV> :
<1-- Message #1 —>
¢}— Message #2 —>
<1— PORR_IN049016UV —>
<l— /PORR_IN049016UV —>
<1— 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"/>
<!~ N.1.3: Batch Sender Identifier —>
{/device>
{/sender>
</MCCI_IN200100UV01>
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XPath /MCCI_IN200100UV01 [@ITSVersion=‘XML_1.0'] [@xsi:schemaLocation="urn:hl7-
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MCCI_IN200100UV01.xsdl/PORR_IN049016UVIrl/controlActProcess[@classCod
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SystemVersion

J2.1b WMBIBE (BE)

BELME LICBRIESEZRT,

HEMRA

FLETIE BT OWVWTIR, BTHE - RETHEFOWMZBEOL LT, ZHLT5. ZOHAE.
MBI L ABAIETDOMNELZ b o TRMAET 25,
BEZHRUBIZOWTIX, BB E LB ET L LET 5,

F—&% | 8N - ' '

FIAME ZEL

XPath /MCCL_IN200100UV01[@ITS Version=XML_1.0'[@xsi:schemalocation="urn:hl7-

‘ orgv3
MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='"CACT'l[@mood Code="EVN'")/subject [@typeCode='SUBJ 1[1]/investigationEvent
[@classCode=INVSTG1[@mood Code=EVN'l/id[@root="2.16.840.1.113883.3.989.5.
| 1.3.2.3.11[1)/@extension
|J2.2.1 @MEERE




HEMH

WEEIAIZOWNT, %&ﬁt@tﬁc‘: 2B R ERT, BE, FEIE 228 50 20 F 1 EH

L <355 B 273 R 1 BE L i%ZI,\ LEDHEEEMoTLB LD,
THEFE | RIER CCYYMMDD £ TR sz &,
F—z# | CCYYMMDDhhmmss.UUUUL+ | -ZZzz]
FrAE =ED) '
XPath | /MCCI_IN200 100UV01[@ITSVersion='XML_1.0'] [@xsi:schemaLocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd/PORR,_ INO49016UV[r]/controlActProcess[@classCod
e='CACT1[@mood Code=EVN"' l/subjectl@typeCode="SUBJ'] [1]/1nvest1gat10nEvent
[@classCode=TNVSTG1[@mood Code="EVN/subjectOf2[@typeCode="SUBJ[inve
stigationCharacteristic/code [@code="2"1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.121][1)/investigationCharacteristic[@classCode="OBS'| [@mood Code="EVN'
]/value.[@xsiitype='TS']~/@value

r J2.2.1 BEHREHR ] k’)b\”C UTIRTHRAE, SARKERBAICRET 5,
cE—BRIZBWT, C14 BHEN LRANIHEBAFINTA] & [J2.2.1 #EH#
BB BERZEE

<HRIEE 228 &0 20%1IEEL< IXE S EIIE 273 £ F 1 EE L i%zrﬁmz
DIOIWEHRELERL TV Z L%, HERRE %%‘mi%lil%{ﬂ%wmﬁ%bxmﬁ L
‘—Cb\éﬂaA
- 30 (XX 15) BUANOBERSETHE LEXTWELZ A, BE1RERET D01
BRI LY 15 (ULT) ALAOBREORETHS Z LRHBA LSS

sHEE | BL

F— &8 10000AN

G B R

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.01[@xsi:schemaLocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'[/PORR_IN0490 16UVIxl/controlActProcess[@classCod
e='CACT1[@mood Code="EVN'l/subjectl@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'1[@mood Code="EVN'/subjectOf2[@typeCode="SUBJ'l[inve

| stigationCharacteristic/code[@code='31[@codeSystem='2.16.840.1.113883.3.989.5.

1.3.2.1.121[1}/investigationCharacteristic[@classCode="OBS'] [@moodCode="EVN'
1value [@Xs1 type="ED'/textQ .

Jz2.3 Eﬂﬁﬁﬂ:77 7

BIfERE WJ%&:.\ RRIMIENE &J#&ﬁ‘-&v\%lﬂﬁﬂé‘#&ﬁ: TRNWT, HRREDHE, AH

HEMHA

HZE#HT 5,
REAE | EETHe0R (1= Eﬂﬁéﬁﬁ%‘] EREMTH L,
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AR 1=ANEEReE

XPath /MCCI_ INZOO IOOUVOI[@ITSVersmn—'XML 1.0'[@xsi:schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'] [@moodCode=’EVN ]/subJect [@typeCode="SUBJ'] [1]/1nvest1gat1onE_vent
[@classCode=TNVSTG'] [@mooddee=’EVN'] /subjectOf2[@typeCode='SUBJ'l [inve
stigationCharacteristic/code[@code='41[@codeSystem="2.16.840.1.113883.3.989.5.

| 1.3.2.1.12']1[1)/investigationCharacteristic[@classCode="OBS'] [@mo0dCode="EVN'

1valuel@xsitype="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2'1/@code

XPath /MCCI_IN200 IOOUVO 1[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:h17-

(codeSystem | org:v3

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

e='CACT'l[@moodCode="EVN'l/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'1[inve
stigationCharacteristic/code[@code="4"1[@codeSystem='2.16.840.1.113883.3.989.5.
1k3 2.1.121][1)/investigationCharacteristic[@classCode="OBS' [@mood Code="EVN"
Iivaluel@xsi: type—'CE][@codeSystem—'2 16.840.1.113883.3. 989.5.1.3.2.1.2’]/@

codeSystemVersmn
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SHAE | BHRS L0 EI R — FMEZRIRLCERT B, |
‘ - EERAERHOBAIL, M= FEE&E?&::H@PJ\ 2=7&38 2 LN Xid [5=f% %722
Ll OEhLBRLESRTS DL,
- BRI DB AL [3=R&R. r—%%%#u&&%%%<%%ﬁﬁ%w%ﬁm
IS=EINBERR (RIER<) | T To=EIPRE (BBUER )| » bBIR LEH
Faze, : |
- BIEEEEROBAIE [5=F%2 L), (e=HEEHRT (8| T [7=PMS
b (ERE)) obhbBIRLEHTIZ L, :
C—RAEES, EETAG R OBAIE (=% L] 2@RLERT S
Lo '
F—#8 | IN
HRME Rl 5 B8




XPath

/MCCI_IN200100UV01[@ITS Version=XML_1.0[@xsi:schemaLocation="urn: h17
org:v3 _
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcessl@classCod
e='CACT'l[@mood Code="EVN'/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'] [@moodCode—‘EVN'] /component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo
0dCode="EVN'l/subject1[@typeCode='SBJ'l[1}/primaryRole[@classCode=TNVSBJ'
1/subjectOf2[@typeCode="SBJ'l[organizer/codel@code='4'l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.201[1]/organizer[@classCode='CATEGORY | [@mood Code="E
VN'l/comp 6nent[@type Code="COMP'l[substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'|[@mood Code="EVN'}/consumable[@typeCode |
='CSM'[1)/instanceOfKind[@classCode="INST'}/kindOfProductl@classCode="MM
AT'l[@determinerCode="KIND"//asManufacturedProduct[@classCode="MANU/su
bjectOfl@typeCode="SBJ'] [characteristicl[1] /characteristiclcode [@code="1[@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.101I[1][@classCode='OBS'l[@mood Cod
e="EVN'l/valuel@xsi: type—'CE'] [@codeSystem—‘z 16.840.1.113883.3.989.5.1.3.2.1.
3'l/@code : - ‘

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion=XML,_1.0'l[@xsi:schemaLocation="urn:hl7-
org:v3 . ~
MCCI_IN200100UV01.xsd'lV/PORR,_IN0490 16UVIrl/controlActProcess[@classCod
e_='CACT'] [@mood Code="EVN'l/subjectl@typeCode="SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN')/component[@type Code="COMP'[adv
erseEventAssessment][1]/adverseEventAssessment [@classCode='INVSTG'] [@mo
odCode="EVN/subject1[@typeCode="SBJ'I[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'] [orgéniier/cbde [@code='41[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11[1]/organizer[@classCode='CATEGORY'| [@mood Code="E
VN'l/component[@typeCode='"COMP] [substanceAdministration/idl[kl/substanceA
dministration[@classCode='"SBADM'][@mood Code="EVN')/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode=TNST'}/kind Of Product{@classCode="MM
AT'l[@determinerCode="KIND"/asManufacturedProduct@classCode=MANU")/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'T{@mood Cod

e='"EVN'l/valuel@xsi: type—'CE'][@codeSystem '2.16.840.1.113883.3.989.5.1.3.2.1.
3'l/@codeSystemVersion

[ J25k —BAEKREDY R KY%
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' DY R Ry XITEREEERE L IXRBEER E%unf&)élh L ERT,
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-ﬁ%ﬁﬁm%wf—ﬁﬁgﬁﬁw%éu\MF%fﬁE%&LFm=%:ﬁ@%
1. 2S=#EE"HEER XiX T03=5"HEEL] OFrbBIRLEH TS =
L, ' : |
ﬁiﬁmk%wfgﬁﬁﬁﬁﬁw%éﬁ\MFﬁﬁﬁﬁﬁ&Jégﬁbﬁﬁ?éc
L, | |
SRR R BV CERASIREERROBAIL. (05=KBaEIREERR 28R
T3z L, : '

F— 57l

2AN

AFRE

BiHE 5 2R

_.)CPath

/MCCI_IN200 100UV01[@ITSVers1on—'XML 1.0l[@xsi: schemaLocatlon—'urn hl7-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_ IN049016UV[r]/contro]ActProcess[@classCod
e='"CACT' l[@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode="INVSTG'] [@moodCode=‘EVN’]/componént[@typeCode=’COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG][@mo
0dCode="EVN'l/subject1 [@typeCode='SBJ 1l/primaryRole [@classCode='INVSBJ '
l/subjectOf2[@typeCode='SBJ'l[organizer/codel@code='4"1[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20']1[1]/organizer[@classCode="CATEGORY'l[@mood Code="E
VN']/coxﬁponent[@typeCode='COMP'] [substanceAdministration/idl [kl/substanceA |
dministration[@classCode="SBADM] [@moodCode=’EVN‘]/consuniab_le [@typeCode
='CSM'[1)/instanceOfKind[@classCode="INST')/kind OfProduct(@classCode="MM

AT'l[@determinerCode="KIND 'j/ asManufactured Product(@classCode="MANU")/su

bjectOfl@typeCode="SBJ'l[approvall[1)/approvall@classCode='CNTRCT'][@mood

Code="EVN1/p ertinentInformation[@typeCode=’PERT'] [1]/policyl@classCode="PO

LICY'l[@mood Code="EVN'l/code[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.
4'l/@éode

XPath
i (éodeSystem

Version)

/MCCI_IN200 IOOUVOI[@ITSVerswn—'XML 1. 0'] [@XSI schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l//PORR_ INO49016UV[r]/controlActProcess[@classCod .
e='CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'] [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode="SBJ'l[organizer/codel@code='4'1[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'1[1)/organizer[@classCode='"CATEGORY'l[@mood Code='E
VN'l/comiponent [@typeCode 'COMP'l[substanceAdministration/id][k]l/substance A
dministration[@classCode="SBADM'[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1)/instanceOfKind [@classCode="INSTl/kindOfProduct[@classCode="MM




4'l/@codeSystemVersion

AT'][@determinerCode="KIND')/asManufacturedProduct@classCode="MANUl/su
bjectOfl@typeCode="SBJ'l[approvall{1l/approvall@classCode="CNTRCT'] [@mood

Code—'EVN']/pertinentInformation[@typeCode—'PERT'] [1]/policyl@classCode="PO
LICY'l[@moodCode="EVN' ]/code[@codeSystem—'Z 16.840.1.113883.3.989.5.1.3.2.1.

HHEHH

ETOWRED S b, EHE%WW~EﬁE£mXi§%§E%m® BDAFRE |
BRT,

FLEUTIE

BINE5 & 0 ilble o — FEZBRLCHRT 52 L.

7 — 5B
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FAE

BHE 5 B

XPath

(value)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org:v3

MCCI_IN200 100UV01 xsd']/PORR IN0490 16UV[r]/contro]ActProcess[@classCod
e="CACT'l[@mood Code="EVN'l/subjectl@typeCode='"SUBJ'|[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component[@typeCode='"COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment [@classCode='INV STG'l@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode=INVSBJ'
I/subjectOf2[@typeCode="SBJ'] [organizer/code[@code="4'l[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1] [1]/organizer[@classCode=‘CATEG.ORY'] [@moodCode="E
VN'l/component[@type Code='COMP'l[substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'][@mood Code="EVN'l/consumable[@typeCode
='CSM'l[1)/instanceOfKind[@classCode="INST'l/subjectOf[@typeCode="SBJ'l/obse
rvationEventlcode[@code='2'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
Jl1[1][@classCode='"OBS"[@mood Code="EVN'l/value[@xsi:type='"CE1{@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'}/@code

XPath
(null

flavor)

11.113883.3.989.2.1.1.20'11[1)/organizer[@classCode='CATEGORY'l[@mood Code='E

/MCCI IN200100UVO1[@ITSVer51on—'XML 1.0N[@xsi: schemaLocatmn "urn:hl7-
orgv3 ’
MCCI_IN200100UV01.xsd'l/PORR _ IN049016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject@typeCode='SUBJ'[1]/inve st1gat1onEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/component[@typeCode='COMP[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TINVSTG'][@mo
0dCode="EVNl/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode='SBJ'l[organizer/code[@code='41{@codeSystem='2.16.840.

VN1/componentl@type Code="COMP'l[substanceAdministration/id][1]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'}/consumablel@type Code

='CSM'l[1]/instanceOfKind[@classCode="INST'V/subjectOf[@type Code="SBJ'l/obse



rvationEventlcode[@code="2"[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
N[1][@classCode="0BS1[@mood Code="EVN'l/valuel@xsi:type='CE'l [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@nullFlavor

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0] [@xsiischemaLocation='urn3hl7 -
orgv3
MCCI_IN200100UV01.xsd'l/PORR_ IN049016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'I/subject[@typeCode="SUBJ'l{1)/investigationEvent
[@classCode="TNVSTG'[@mood Code="EVN'l/component[@type Code="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo
6dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode='SBJ'llorganizer/codel@code='4'l[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'][1)/organizer[@classCode='CATEGORYl[@mood Code="E
VN'l/component|@typeCode="COMP'][substanceAdministration/idl[k]/substanceA
dministration[@classCode='SBADM'] [@mood Code="EVN'l/consumable [@typeCode
='CSM[1]/instanceOfKind[@classCode=TNST'l/subjectOf[@typeCode="SBJ'l/obse
rvationEventlcode[@code="2'1[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
1{1]ll@classCode="OBS'] [@moodCodie—'EVN']/value [@xsi‘type="CE'l[@codeSystem
—'2 16 840 1.113883.3. 989.5.1.3.2.1.5']/@codeSystemVers1on '

E B

% #ﬁﬁ‘:&\_ob\f RETHENIZTTREDORDYZRT,

FERSTIE WETREFEORENRET LTVAEWVWEEIT, RETHELLTRETDI L. 2
B ETRERCH R ERE AT LB/ RO TETHRESL LTHRET 5, HLT
XV EESINEa—F ’i’}fﬁb\fpﬂﬁﬁ‘é Lo
F—&% |HL7=—F 10A
FFAE active=R5ET
completed BT ;
XPath /MCCI_IN200100UV01[@ITS Version="XML,_1.01[@xsi: schemaLocation="urn: hl7-
| org:v3 _v
‘ MCCI IN200100UVO1. xsd‘]/PORR IN049016UV[rl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN'l/subjectl@typeCode="SUBJ'] [1]/1nvest1gat1onEvent .
[@classCode=INVSTG'] [@moodCode—'EVN']/statusCode/@code
J2.7.2° RETEETIIAVE
HE A RETHREDOHEI. ﬂimTﬁﬁﬂ:@ﬁE’ﬂ 75:71"?‘
RHETE | RL
T— & 10000AN
FrEE B B ETE




XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0] [@xsi‘schemaLocation="urn‘hl7-
org'v3 _ _ o '
MCCI_IN200100UV01.xsdl/PORR_IN049016UVI[rl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'/subject[@typeCode="SUBJl[1)/investigationEvent |
[@classCode=INVSTG'|[@mood Code="EVN'l/component[@typeCode="COMP'l[adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode=TINVSTG'|[@mo
0dCode="EVN'l/component1 [@typeCode="COMP'|[observationEventlcode[@code='
31[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10]][1/observationEvent[@c
lassCode="OBS'l[@moodCode="EVN/value[@xsi:type="ED'l/text() ‘

8 B #EA BITERESIEHRE OLRGWEE AR E IC BV T, fERZA oBMBE 2 ) IR
5 o ’ .

BEFE | BRNTIBA0R NI=HERNRIN 2ERTEL,

F—FH | IN ‘ '

FFAE 1=8E XI55}

XPath /MCCI_IN200100UV01[@ITSVersion="XML._1.01[@xsi:schemaLocation="urn:hl7-
orgv3 ‘ ' '
MCCI_IN200 100UV0 1.xsd'l/PORR_IN049016UVI[rl/controlActProcessi@classCod
e='CACT'l[@mood Code="EVN'l/subject[@typeCode='"SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/ subjectOﬂ [@typeCode="SUBJIlinve
stigationCharacteristic/code [@code="5'l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.1271[1)/investigationCharacteristic[@classCode='"OBS'l [@mood Code="EVN'
Ivaluel@xsitype='CE1[@codeSystem="2.16.840.1.113883.3.989.5.1. 3.2.1.6V/@code

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01[@xsi:schemal.ocation="urn:hl7-

(codeSystem | org v3

Version) MCCI_IN200100UV01.xsd'l/PORR_IN049016UV{xl/controlActProcessl@classCod

e='"CACT']|[@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN'l/subjectOf2[@type Code="SUBJ"l[inve
stigationCharacteristic/code[@code='5'][@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.121] [1)/investigationCharacteristic[@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/@

codeSystemVersion .
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XPath

/MCCI_IN200100UV01 [@ITSVersion='XML_1 .0'l{@xsi:schemalocation="urn:hl7-
org'v3 » :
MCCI_IN200 IOOUVO1.xsd']/PORR_INO49016W[r]/éontrolActProcess[@claSsCod
e='CACT'l[@mood Code="EVN'}/subject [@typeCode='SUBJ 1[1)/investigationEvent
[@classCode=TNVSTG'] [@mdodCode=’EVN']/subject0f2 [@typeCode='SUBJ'][inve
stigationCharacteristic/code[@code='6'l{@codeSystem="'2.16.840.1.113883.3.989.5.
1.3.2.1. 12']][1]/1nvestlgatlonCharactemstlc[@classCode—'OBS'] [@moodCode="EVN'
,]lvalue[@xs1 type="ED'l/textQ
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ﬂ?’éf‘f‘fﬂ#ﬁ‘b@%/\&i TRk 24 45 3 A 6 BAHITERAT 0306 BEALBEERAR
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[iERAISICE B MRAEL A FT7 4] LX) RENCHENELERT 5,

LTI 2L

5—%% | 10000AN

FAE B Bk

XPath /MCCI_IN200 lOOUVOI[@ITSVersmn:'XML 1.0'[@xsi:schemaLocation="urn:hl7-
orgv3d -

MCCI_IN200100UV01.xsd'I/PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode=TNVSTG'1[@moodCode="EVN'l/component[@typeCode='"COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG]1[@mo
0dCode="EVN'//component1[@typeCode='"COMP'l[observationEvent[code[@code='
41[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"111[1]/observationEvent[@c
lassCode="OBS]] [@moodCode——-"EVN"]/value [@xsitype="ED'l/text()
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XPath

/MCCI_IN200100UV01 [@ITSVersion='XML_1.0'] [@xsi:schemaLocation="urn:hi7-
orgv3
MCCI_IN200100UVO01. xsd']/PORR IN049016UV[r]/controlActProcess[@classCod

.e='CACT'l[@moodCode="EVN' ]/subJ ect[@typeCode="SUBJ'l[1)/investigationEvent

[@classCode="INVSTG'l[@mood Code="EVN'l/component[@typeCode='COMP'][adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG'][@mo
0dCode="EVN'l/component1[@typeCode="COMP'l[observationEvent[code[@code='
51[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.101]H{1)/observationEventl@c
lassCode="0BS'{@moodCode="EVN'l/value[@xsitype="ED'l/text()

HABH

ZFOMBE LR HFEERRT S,

EAIE 2L

— & Al 10000AN

FFEE B B

XPath /MCCI_ IN2OO 100UV01[@ITSVers1on‘“’XML 1.0'l[@xsi:schemaLocation="urn:hl7-
orgv3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@mood Code=EVN'l/subject[@ypeCode="SUBJ'[1}/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component[@type Code="COMP"1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'][@mo
0dCode="EVN'l/component1[@typeCode="COMP'] [observationEventlcode[@code="

6'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'[1]/observationEvent[@c
_ lassCode—'OBS'] [@moodCode-’EVN’]/value [@xs1 type='ED']/textO
J2.12 BRBRRAES o i

IEHEHHE IRERFTE EE. _nﬂiﬁiL“Cl/\E)Itéﬁﬁﬁﬁﬂ)ﬁaﬁﬁﬁk/\nﬂ%%ﬁ‘ﬂ‘

FEGIE RRFEEE LR LTORVWEAITIE, BRERGEECER L TV A% —F
RERTD L,

F—F A 70AN '

e B R _

XPath /MCCI_IN200 100UV01 [@ITSVersion='XML_1.0'] [@xsi‘schemaLocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVlrl/co ntro]ActProcess [@classCod
e='"CACT'l[@mood Code=EVN'l/subject[@type Code="SUBJ'l[1)/investigationEvent
[@classCode="INVSTG'I[@moodCode="EVN'l/component[@type Code='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INV; STG'] [@mo

0dCode="EVN'/subject1[@typeCode="SBJ'H1l/primaryRolel@classCode="INVSBJ'
V/subjectOf2[@type Code='SBJ']|[organizer/codel@code='4"l[@codeSystem='2.16.840.

1.113883.3.989.2.1.1.201)[1]/organizer[@classCode='CATEGORY'] [@mood Code="E

10




| xt] ['1]/consumable.[@typeCode='CSM’] [1)/instanceOfKind[@classCode=TNST'//kin

Code="KINDl/code/original Text/text(

VN'l/component[@type Code="COMP'][substanceAdministration/id]/substanceAd
ministration[@classCode="SBADM[@mood Code="EVN'l[consumable/instanceOf -
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe

dOfProduct [@classCode"lVﬂV[AT’] [@determinerCode—'KIND 0/ asSpecializedKind[
‘@classCode='GEN1[1)/ generahzedMaterlaled [@classCode="MAT" ] [@determiner

ECECE

(B e, 7 5 BREORBE BB E OB HERLRRT b,

EHFE | BRIERESRHLTOARVESITIE. EMETE L,
F—&8 | 2N
| AR Bz L . |
XPath /MCCI IN200100UV01 [@ITSVersion_r-'XML_l.O'] [@xsi:schemaL.ocation="urn‘hl7-
org:v3

MCCI_IN200 100UV01 xsd'I/PORR_IN049016UV/[rl/controlActProcessl@classCod
e='"CACT'1[@moodCode="EVN'l/subject[@typeCode="SUBJ'l[1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN'l/component[@typeCode='"COMP'|[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG[@mo

0dCode="EVN'/subject1[@typeCode='SBJ'l[1]/primaryRole [@classCode='INVSBJ '
1/subjectOf2[@typeCode="SBJ"l[organizer/code[@code="1"1[@codeSystem='2.16.840.
1.113883.3.989.5.1.3:2.1.11' | [rl/organizer[@classCode="CATEGORY'] [@mood Code
='EVN'l/component [@typeCode='COMP']/ observation[@classCode="0BS'[@mood

Code="EVN][code[@code="7][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1. 10'
Nl/value [@xs1 type—'INT']/@value |

J2.13. r2 AEER

iz, Ité?&ﬁﬁ%ﬂﬂﬁﬁ%@}:% _nﬂﬁzéhfb\éﬁ%ﬁ%%uﬂﬁﬁ‘é

HHEBLA BRI L

RRAE | AREEEHELRE L QOIS BREEWT 5 LN TE S, RFHEE
%%%mbfm&w%éwﬁ;%&%mﬁﬁguﬁﬁbfwéﬁﬁfﬁ%ﬂﬁfé_
L, A—OBREWHEE CERORBERNR L T3HEI. 71~ TRE- TR

. TBHZ L, ‘

7—4&# | 1000AN

FAE B BFE# :

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

.| orgv3

. e='"CACT']|[@mood Code="EVN'V/subject[@type Code='SUBJ'l[1)/investigationEvent

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod

[@classCode="TNVSTG][@mood Code="EVN/component[@typeCode='"COMP'][adv

erseEventAssessment][1]/adverseEventAssessment [@classCode='INVSTG'] [@nio

11



0dCode="EVN'l/subject1[@typeCode="SBJ'[1]/primaryRole [@classCode=TNVSBJ'
VsubjectOf2[@typeCode="SBJ'l[organizer/code[@code="'1"l{@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'll[r)/organizer[@classCode='CATEGORY'] [@mood Code
—'EVN']/component [@typeCode='"COMPl/observation[@classCode='OBS'l{@mood
Code="EVN'l[codel@code="8'[@codeSystem="'2.16.840.1.113883.3. 989.5.1.3.2.1.10'
ivaluel@xsi: type"'ED’]/text()

dJ

HHBHA ité?&?ﬁ%@?“%ﬁ# L'E%Zéa‘bTb\éFfﬁ%*E%/T?‘ \ v

R IT_ 5%&5&%@%5&%@@ HE IR LTV A EAI0HE, BREEKT 52 Lot T

o RBRETEREZRH L TWiaWnEEIZiE, BIMKS X v @l — MEZRBIRL T
Eﬂiﬁﬁ‘é Zi,

T—5E 1IN

FFRE Bk 5 28 :

XPath /MCCI_IN200100UV01{@ITSVersion=XML_1.0"] [@xsiischemaLoca‘tion='urnIhl7 -
orgv3 -
MCCI_IN200100UV01.xsd'//PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG] [@moodCode="EVN'l/component [@typeCode="COMP][adv
erseEventAssessment][1]/ adverseEventAssessment [@classCode=TNVSTGl[@mo -
0dCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRole [@classCode="INVSBJ'
1/subjectOf2[@typeCode='SBJ'l[organizer/code[@code="1"1[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'1] [r}/organizer[@classCode='"CATEGORY' [@mood Code
='EVN'//component[@typeCode="COMPl/observation [@classCode="0OBS'l[@mood
Code="EVN'[code[@code='9'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
llvaluel@xsi‘type='CE"l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'l/@cod
e

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0'] [@xsi:schemaLocation="urnhl7-

(codeSystem | org:v3

Version) MCCI_IN200100UV01.xsd'l/PORR_ INO49016UV[r]/controlActProcess[@classCOd

e='"CACT'|[@mood Code="EVN"' ]/subject [@typeCode="SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN]/component|@typeCode='COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'

T/subjectOf2l@typeCode="SBJ'[organizer/codé[@code='1"1[@codeSystem='2.16.840.

1.113883.3.989.5.1.3.2.1.11']1[r]/organizer[@classCode='"CATEGORY'l [@mood Code
—'EVN']/componerit[@typeCode—'COMP']/obserVation[@classCode—'OBS'] [@mood
Code="EVN'l[code[@code="9"l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'

lvaluel@xsiitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7/@cod
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| eSystemVersion

4 BEFOENOEE

g D VAR R I B DR DR B R

o— I~ 372 & Boolean THEYE 2\ B4 Mtrue=F | %‘_’ W RWEA T Mfalse=
& zBRTHZL,

Vamr £ Boolean 10A

FFAE true=%4
false= &

XPath /MCCI IN200 100UV01[@ITSVers1on~'XML 1.0 ][@xs1 schemal.ocation="urn:hl7-
org w3

MCCI_IN200100UVO01. xsd']/PORR INO49016UV[r]/controlActProcess[@classCod
e='"CACT'l[@moodCode="EVN'l/subject [@typeCode='SUBJ 1[1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'//component [@typeCode='COMP'] [adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG][@mo -
0dCode="EVN'//subject1[@typeCode="SBJ'[1]/primaryRole[@classCode="TNVSBJ"'
1/subjectOf2[@typeCode="SBJ'l[organizer/code[@code='1"l[@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='"COMPT/observation[@classCode="OBS'l[@mood
Code="EVN'l[code[@code="10'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1

2.4 K@ om0

0'Nl/valuel@xsi: type—'BL']/@value

HH#HHA

AERILX, E2BIEE® E.i.2.1b EM’EH@/ FEESL (MedDRA =—F) ¢EESITH
I hTWwaedn, BERSE S Lickm - Bz E5+52 L,
%%ﬁiﬁ%&lﬁb\fiﬁ%ﬁﬁw?ﬁﬁ%ﬁ 15084, BWERZIZ>VWT, TRITE 20

Birkam., FRTE ZEAEREM L ANT S, YERE BV THRESROWRE
ﬁ)%ﬁﬁﬁ:é%ﬁA X, REBERZEME T 5,

LRI TE RVEA, BRI 1 OB Th o TOEEOBATH ST Y,
J2.14.i 1XZEM & L. Mil_éfwﬁﬁ£®iﬂ BRI BIT B IERE AN T B,
BIfERZ0FRAREIC OV T, HEREXERE TH IBECIIEFTORRERESE
2 BRI DIEBRERETH A B ITIIRT OB ENAR TR L XENLTF
BICx 202 M52 8, 2B, TRIMEOH BT, ZIKJE%DE'J#)%O) [8. =nih

DOIRBREVERSHEICE L TOEESEHE] © (1) %3?"3‘?‘5 &,

FEETIE

— }\1E75)51§TR LCRETsZ L,

F— 5l

IN

FAE

1=3R%
2=BE&n
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'OBS'l[@mood Code="EVN'l/valuel@xsi:type='"CE'l[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8'l/@codeSystem Version

XPath

orgv3

3.3.989.5.1.3.2.1.8'//@code
XPath
(codeSystem | org:v3

Version)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'] [@xsiischemaLocati6n='urn3h17 -

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIr)/controlActProcess[@classCod
e="CACT'l[@mood Code="EVN'l/subject[@type Code="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'] [@modeode:'EVN']/component [@typeCode="COMP'][adv
‘erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN'/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'

]/subjectOf?[@typeCode='SBJ Tlobservation[id][code[@code='291[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'11l[il/observation[@classCode='OBS'l[@mood Code=

"EVN'/outboundRelationship2[@type Code="PERT'][observation/code[@code="11"1

@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'][1]/observation[@classCode=
'OBS'][@mood Code="EVN"/value[@xsi:type="CE'l[@codeSystem='2.16.840.1.11388

W
ARERTT

/MCCI_IN200100UV01[@ITS Version="XML_1.0' [@xsi‘schemaLocation="urn‘h17-

MCCI_IN200 IOOUVO1.xsd']/PORR_INO490‘16UV[r]/contro]ActProcess[@classCod
e='"CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ'] [vll]/i_nvestigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component, [@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="TNVSTG1[@mo
odCode="EVN'V/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode='SBJ'l [observationlid][code[@code="29'l[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']11[il/observation[@class Code="OBS'l[@mood Code=
'EVN'l/outboundRelationship2[@typeCode=PERT'] [observation/codel@code="11"]1
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'11[1]/observation[@classCode=

ER U ERBRE B C. HECBCRENERAE ST BEa.
B N b i@ o — R R L CRdd 5 &,

X, SNEEEREOHE. HERT-EZREBTDIZ &,

MRGEOHE . REE TREELOFENL. RREMEFOE RS2 L,
BREHSICBWNT, EHEORHYBIC Lo TR—OEBR 2 &N

=)
Ba.

HELLTRELTELX AR, ZORICIIAKRELZ 1 BRICERK L., BVIRELEF]
RALT, 2HFBAURBCEOMOAREZEHRTEHZ &, "

%E\E—O%EﬁME?&éht%éwm\%ﬁﬁ%@uowfﬁmﬁﬁféo%
DERZIE, ATEEE ORITHET TY

_//<‘
AREPBEDHSHBAETRVELEZRATIZ L,

120

TEMBEORREZRE TS Z L. YgEo
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k. FEOEBEARNERZIEEIX. &L TaZ L,

F—pm. |24
HFEE 1S0O 3166-1 77 7-2 DE=2— K, EU
XPath /MCCI_ IN200 100UV01[@ITSVers1on—'XML 1.0'll@xsi: schemaLocatmn—'urn hl7-

org:v3d

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN')/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TINVSTG'l[@mood Code="EVN'l/referencel@typeCode=REFR'l{docu -

| ment/code[@code="21[@codeSystem="2.16.840.1.113883.3.989.2.1.1.27'11[r)/docum

ent [@classCode="DOCI[@moodCode="EVNl/participation[@typeCode='AUT1/assi
gnedEntity[@classdee='ASSIGNED']/representedOrganization[@¢1assCode='0R
G'll@determinerCode=INSTANCE']/asLocated Entity [@classCode"‘LOCE 1/10catio
nl@classCode="COUNTRY'] [@determmerCode—‘INSTANCE']/code [@codeSystem—
'1.0.3166.1. 2 2']/@code

- J2.16° BENBEDOER

HEHA

HF%E%’F:&U\%EIJ’*%%* Job\'c WF%E%E":X i%@kkb‘é#‘*‘ﬁwﬁg (. 1)J
‘—naﬁ I/ﬁ—lj;]ﬁ'@gn\ %Z‘SIEE u/T"j—

LTI

WESECBOTIL, BRRB/ FEOEEITIL. RBRFVA v (OWFE). .
WRAR, EESEOLAT. RETIBINOHSD ) X7 GO TREEL. KRR
B/ HFROBAEITII, @%ﬁXiﬂm®%ﬁ\mww/mvﬂvwﬁ%abfﬁﬁ?
B,

AERBREICRON T, HEZRUZE /IR, SHNR4L, BEOEE (k-
PR - BROEE, A EOEROYAT. Wik - WA - HEOHRIE, HED
B - BEZE. WGBROTIT, BB ORLHBEOWRILE), HBONE ERALORE

F—pH

DRI OHARKLERL LERT 52 L) 2EBTERT ST L,
500AN |

A

H B FCH

XPath

/MCCI_IN200100UV01[@ITS Version=XML,_1.0"1[@xsi:schemal.ocation="urn:hl7-

org:v3

MCCI_IN200100UVOL. xsd]/PORR IN0490 16UV[r]/controlActProcess[@classCod
e="CACT'] [@moodCode*’EVN']/subJect[@typeCode 'SUBJ'|[1)/investigationEvent

[@classCode=TNVSTG'H[@mood Code="EVN'l/component [@typeCode="COMP'[adv

erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l [@mo

0dCode="EVN'l/component1[@typeCode="COMP'][observationEvent [code [@code="

' 121[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10111[1]/observationEvent[@ |

classCode—'OBS'] [@moodCode"'EVN ]/value [@x51 type—'ED'] /textO

J2.17r RB/HEDOHE

EH A

mEHREDOHBE, THRARR EF?EJ X T#F%‘H%ﬁ?ﬁ/ HF%EJ OD/“JU%T‘?‘
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i Wakia 72l
F—#® |IN
HAE 1=FRIRFARR, TSR
' 2=FERRRRER /T4 .
XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01[@xsi: schemaLocation="urn’hl7-

.| ent[@classCode=DOC'1[@mood Code="EVN'l/title/text(

org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN"/subject(@typeCode='"SUBJ1[1}/investigationEvent
[@classCode—'INVSTG 1[@moodCode="EVN'l/reference [@typeCode"REFR 1{docu
ment/code[@code="2"1[@codeSystem='2.16.840.1.113883.3.989.2.1.1.271][x]l/docum

HEDH

ICSR DXAE DML 2R,

e Wakea I STAT I&(f)\l:%un ERESRAHE L EET 5,

F—%# | 100AN

FAE B B

XPath /MCCI IN200100UV01[@ITSVersmn—'XML 1.01[@xsi: schemaLocatlon"'urn hl17-
org:v3
MCCI_IN200100UV01.xsd'/PORR,_ IN049016UV[r]/controlActProcess[@classCod

e="CACT'[@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'/subjectOf1[@typeCode="SUBJ"l[cont
rolActEvent/prlmaryInformatlonRec1p1ent] [1)/controlActEventl@classCode="CAC
T'H@mood Code="EVN'l/primaryInformationRecipient [@typeCode—'PRCP']/assign

edEntlty[@classCode—'ASSIGNED']/representedOrgamzatlon[@classCode='ORG']
[@determlnerCode 'INSTAN CE ]/name/text()

J2.18.2 BEEWMA e

IEEHE% ICSR@ 1n%‘®}=i§%ﬂ”§‘

aFE BERLEE#HT S,

S—#% | 100AN

FAE Ehz:ERE

XPath /MCCI_IN200 100UV01[@ITSVers1on“'XML 1. 0‘] [@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd' I/PORR_IN049016UVIrl/controlActProcess[@classCod

e="CACT'] [@moodCode='EVN l/subject[@typeCode="SUBJ" ] [1}/investigationEvent
[@classCode="INVSTG'1[@mood Code="EVN'l/subjectOf1[@typeCode='SUBJ [cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode='CAC
T'1[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP'//assign
edEntity[@classCode="ASSIGNED"/assignedPerson[@classCode="PSN'l [@determ

16



inerCode="INSTAN CE‘]/name/preﬁx[l]/textO

Eaﬁ%"

KﬁR@ﬁh%@ﬂ%ﬁ?

RS | EEOREROMERERT S,

F—#%8 |100AN

WA & R | | .

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

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r])/control ActProcess [@classCod

e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1}/inve stigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/subjectOf1[@type Code='SUBJ'][cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode="CAC |
T'][@mood Code=EVN'/primaryInformationRecipient[@type Code="PRCP'l/assign
edEntity[@classCode='ASSIGNED')/assignedPerson[@classCode=PSN[@determ

J2.184 ZEEL

1nerCode—'INSTAN CE’]/name/famlly[1]/text()

ICSR @ 1::%‘@% ’2?71”'?'

| EERHA

G WEOBEEDLE nﬂﬁﬁ‘ﬁ‘é

F—&F | 100AN

FAE B hEE ,

XPath /MCCI_IN200100UV01 [@ITSVersion='XML_1.0'] [@xsi:schemalocation="urn:hl7-
org-v3d
MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT'] [@moodCode=’EVN’]/sub]ect [@typeCode='"SUBJ1[1)/investigationEvent

: [@classCode=‘INVSTG'] [@moodCode='EVN’] /subjectOf1[@typeCode="SUBJ'l[cont

rolActEvent/primaryInformationRecip ientl[1]/controlActEvent[@class Code="CAC
Tl [@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP'l/assign
edEntity[@classCode='ASSIGNED/assignedPerson[@classCode="PSN'l[@determ
inerCode='TNSTANCE/name/given[1]/text(

J2.19 HE1. ‘ o

HBRHA FiREH

wEHAE | 2L

5—#% | 10000AN

wEE | ARk B

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@xsi‘schemalocation="urn:h17-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UVIrl/controlActProcessl@classCod

e='"CACT'][@moodCode="EVN"l/subject[@typeCode='"SUBJ'l[1]/investigationEvent
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[@classCode=TNVSTG'][@moodCode="EVN'l/component[@typeCode='COMP'l[adv

erseEventAsses_sment] [1)/adverseEventAssessmentl@classCode="INVSTG'[@mo
0dCode=EVN'l/component1[@typeCode='"COMP"l[observationEventlcode[@code="

131[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10T[1l/observationEvent[@

classCode='OBS'][@mood Code="EVN'l/valuel@xsi‘type="EDl/text( '

d
EH A FHEHE
A s 2L
F—&E 10000AN
FEE =)0
XPath

| orgiv3d-

/MCCI_IN200100UV01[@ITS Version=XML_1.01[@xsi:schemal.ocation="urn:hl7-

MCCI_IN200100UVO01.xsd'/PORR_IN049016UVIxl/controlActProcessi@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'] [1]/invesfigationEvent
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