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{?xml version="1.0"

XML VARV A (EREBA) R 3

encoding="UIF-8"7>

<MCCI_IN200100UV01l ITSVersion="XML_l.0"” xsi: schemaLocatlon- urn: h17—org v3 MCCI_IN200100UV01. xsd” xmlns="urn:hl7-org:v3” xmlns:xsi="http://www.w3.org/
2001/¥MLSchema—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"/>

<1nteract10n1d extension="MCCI_IN200100UVO1” root="2. 16. 840. 1. 113883. 1. 6 />

- ¢name code="N. 1.

17 codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 1” codeSystemVersion="2..0"/>

<!— N. 1.1: Type of Messages in Batch —>
<!— Message #1 —>
<PORR_IN049016UV>
{id extension="N.2.r.1” root="2.16.840. 1. 113883. 3 989.2.1.3.1"/>
<l— N.2.r.1: Message Identifier —>
{creationTime value="20101214151617"/>
(!— N.2.r.4: Date of Message Creation —>
<interactionld extension="PORR_IN049016UV” root="2.16.840. 1. 113883. 1. 67/>
{processingCode code="P"/>
{processingModeCode code="T"/>
<acceptAckCode code="AL"/>
<receiver typeCode="RCV">

{device

classCode="DEV” determinerCode="INSTANCE">

<id extension="N.2.r.3” root="2.16.840. L. 11;3883. 3.989.2.1.3.127/>
¢|— N.2.r.3: Message Receiver Identifier —>
{/device>

{/receiver>

<sender typeCode="SND">

.{device

¢lassCode="DEV*" determinerCode="INSTANCE">

<id extension="N. 2.1.2” root="2. 16. 840. 1. 113883. 3.989.2. 1. 3. 117/>
¢}— N.2.7.2: Message Sender Identifier —>

{/sender>

</device>

{controlActProcess classCode="CACT” moodCode="EVN">
<code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883. 1. 18"/>
- ¢l— HLT Trigger Event ID —> ‘
<effectiveTime value="20101214151617"/>
<l— C.1.2: Date of Creation —>
<subject typeCode="SUBJ">
<investigationEvent classCode="INVSTG” moodCode="EVN">

<id extension="C.1.1” root="2. 16, 840.1.113883,3.989.2.1.3.1"/>
¢!— C.1.1: Sender’s (case) Safety Report Unique Identifier —> .
<id extension="C.1.8.1” root="2.16. 840. 1. 113883.3.989.2. 1. 3. 27/ ’
<l— C.1.8.1: VWorldwide Unique Case Identification Number —>
<id extension="J2.1b" root="2.16.840. 1. 113883. 3.989.5.1.3.2.3.1"/>
<I— @gej2.1b: HHEE (BR) —
{code code="PAT ADV_EVNI” codeSystem="2.16. 840, 1. 113883.5.4"/>
<textOH. 1</text>
<!— H.}1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —>
<statusCode code="active”/>
<l— @00J2.7.1 ST . RETESZ —>
{effectiveTime>
<low value="20090101"/>
<! C.1.4: Date Report Was First Received from Source —> '
¢/effectivelimed
<availabilityTime 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. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
<titledC. 1. 6. L. r. 1</titled '
¢!— C.1.6. 1.r.1: Documents Held by Sender (repeat as necessary) #l —>

<text mediaType="application/pdf” representation="B64">C.1.6. l.r.2<{/text>
<l—cC.l6.1lr2: 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" codeSystemVerslon— 1.0” displayName=" documentsHeldBySender />
<titledC. 1. 6.1 1. 1</title>
¢l— C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #2 —>
(text mediaType="image/jpeg” representation="B64" compression="DF” >C. l. 6. 1.r. 2{/text>
{!— C.1.6.1.1.2: 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. 277 codeSystémVersion=" 1 0” displayName="literatureReference”/>
(titledJ2. 17. xé/titled
<— @68J2.17.r R/ BFREOIE #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 —>
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<participation typeCode="AUT"> . .
(assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE">
{code code="J2.15.1” codeSystem="1.0. 3166.1.2.2"/>
<I—— @e@J2.15.r AXE #1 —
{/location>
</asLocatedEntity>
</representedOrganization>
{/assignedEntity>
</participation>
</document>
{/reference>
(reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<title>J2. 17.r</titled>
<I— 80J2. 17.r BB/ FROLHE #2 —>
<text mediaType="application/pdf” representation="B647>C.4.r.2</text>
<!— C.4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
<!— C.4.r.1: Literature Reference(s) #2 —>
<participation typeCode="AUT">
CassignedBntity classCode="ASSIGNED”>
<representedOrganization classCode="0RG" determinerCode=”INSTANCE">
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNIRY" determinerCode="INSTANCE">
<code code="J2.15.1" codeSystem="1. 0. 3166. 1. 2.2"/>
1— @00J2.15. r AKE #2 —>
</location>
</asLocatedEntity>
</represented0rganization>
</assignedBEntity>
{/participation>
{/document>
</reference>
<component typeCode="COMP™>
{adverseEventAssessment classCode="INVSTG” moodCode="EVN">
(subjectl typeCode="SB]">
<primaryRole classCode="INVSBJ">
<player] classCode="PSN” determinerCode="INSTANCE">
<name>D. 1{/name>
<!—-D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5" codeSystem="1.0.5218"/>
<l=—-D.5 Sex —>
<birthTime value="20090101"/>
<l—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"/>
<!l— 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" displayName="GP"/>-
</asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
<id extension="D. 1. 1.2” root="2.16.840. 1. 113883.3.989.2.1.3.8"/>
<l— D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Number) -
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 4” codeSystemVersion="1.0” displayName="Specialist”/>
</asIdentifiedEntity>
<asIdentifiedBntity classCode="IDENT">
<id extension="D.1.1.3"” root="2. 16.840. 1. 113883. 3. 989, 2.1.3.9"/> .
<!— D.1.1.3: Patient Medical Record Number(s) and Source(s) of the Record Number (Hospital Record Number) —>
<code code="3" codeSystem="2. 16. 840 1. 113883.3.989. 2. 1. 1. 4” codeSystemVersion="1.0" displayName="Hospital
Record”/>
</asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
<id extension="D.1.1.4" root="2.16.840.1. 113883.3.989.2.1.3.10"/> )
¢l—'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 code="PRN” codeSystem="2. 16. 840. 1. 113883, 5. 111"/>
¢associatedPerson classCode="PSN” determmerCode— INSTANCE”>
<name>D. 10. 1{/name>
<l-=D.10.1: Parent Identification —>
<administrativeGenderCode code="D. 10.6” codeSystem="1.0.5218"/>
<1— D.10.6: Sex of Parent —>
<birthTime value="20090101"/>
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/>

1astMenstrualPeriodDate”/>

bodyWeight”/>

height”/>

" relevantMedicallistoryAndConcurrentConditions”/>

1a”/>

displayName="comment”/>

displayNeme="continuing”/>

1a"/>

<|— D.10.2.1: Date of Birth of Parent —>
{/associatedPerson> ) i ,
<subject0Of2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2. 16.840. 1. 113883. 3. 989 2.1.1.19” codeSystemVersion="1.1" displayName="age”

“<value xsi:type="PQ” value="10" unit="D.10.2.2b"/>
<l— D.10.2.2a: Age of Parent (number) —>
<1==D.10. 2.2b: Age of Parent (unlt) —>

</observation>
</subject0f2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN"> :
<code code="22" codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. 1. 1. 19” codeSystenVersion="1.1" displayName="

<value xsi:type="TS” value="20090101"/>
<1--D.10. 3: Last Menstrual Period Date of Parent —>
</observation>
</sub ject0f2>
{subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2.'16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName=""

<value xsi:type="PQ” value="50" unit="kg"/>
<I— D.10.4: Body Weight (kg) of Parent —>
</observation>
</sub ject0f2>
<subject0f2 typeCode="SBI">
<observation classCode="0BS” moodCode="EVN"> :
<code code="17" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

(value xsi: type="PQ” value="160" unit="em"/>
<l—D.10.5: Height (cm) of Parent —>
</observation>

. {/subject0f2> . ’ N

<subjectOf2 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="

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

<!— D.10.7.1.r. la: MedDRA Version for Medical History #1 —>
<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"

<value' xsi:type="ED">D. 10.7. L. r. 5¢/value>
¢l—— D.10.7.1.r.5: Comments #1 —> i
{/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"

<value xsiitype="BL” value="true”/>
<!=-=D.10.7.1. 1. 3: Continuing #1 —>
{/observation>
</inboundRelationshipd>
</observation> -
</component>
{component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
{code code="" D 10. 7. 1. x. 1b” codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVerslon— D. 10 T.1rx

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

Clow value="20090101"/>

<!— D.10.7.1.xr.2: Start Date #2 —>

<high value="20090101"/>

<I-=D.10.7.1.r.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"
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displayName="comment”/>
' <value xsi:type="ED">D.10.7. L.r. 5¢/value>
<l—D.10.7.1.1.5: 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. 18” codeSystemVersion="1.1"
displayName="continuing”/>
' <value xsi:type="BL” value="true”/>
<}—D.10.7.1.r.3: Continuing #2 —>
{/observation>
</inboundRelationship>
</observation>
' T </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"DD. 10.7.2<{/valued
<!— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —>
{/observation>
</component>
</organizer>
</subject0f2>
{subjectOf2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
drugHistory™/>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<}— D.10.8.1.4: Start Date #1 —>
<high value="20090101"/>
<!— D..10.8.r.5: End Date #1 —>
</effectiveTimed
<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"/>
<!— D.10.8.r.2a: MPID Version Date / Number #1 —>
<!— D.10.8.r.2b: Medicinal Product Identifier (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 xsi:type="CE” code="D.10.8.r.6b" codeSystem="2.16.840. 1. 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 6a"/>
<l—-D.10.8.r.6a: MedDRA Version for Indication #1 —>
<l— D.10.8.r.6b: Indication (MedDRA code) #1 —>
{/observation>
{/outboundRelationship2> |
<outboundRelationship2 typeCode="CAUS">
{observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1"
displayName="reaction”/> : .
<value xsi:type="CE” code="D.10.8.r.7b” codeSystem="2. 16.840. 1. 113883. 6. 163" -
codeSystenVersion="D. 10. 8. r. 7a"/> :
<!— D.10.8.1. 7Ta: MedDRA Version for Reaction #1 —>
<1—D.10.8.1. 7b: Reactions (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
</substanceAdministration>
</component>
<component typeCode="COMP">
<substanceAdministration classCode="SBADM” moodCode— EVN™>
<effectiveTime xsi:type="IVL_TS">
- <low value="20090101"/>
<l~= D.10.8.r.4: Start Date #2 —>
<high value="20090101"/>
<}— D.10.8.r.5: End Date #2 —>
{/effectiveTime>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="D. 10. 8. r. 3b” codeSystem="TBD-PhPID” codeSystemVersion=’D. 10.8.r. 33"/
<!-~D.10.8.1. 3a: PhPID Version Date / Number #2 —>
<!—— D.10.8.r. 3b: Pharmaceutical Product Identifier (PhPID) #2 —>
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<name>D. 10. 8. r. 1{/name>
<!— D.10.8.1.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instanceOfKind>
<{/consumable>
<outboundRelationship2 typeCode="RSON">
Cobservation 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.10.8.r.6b” codeSystem="2. 16, 840. 1. 113883. 6. 163"
codeSystenVersion="D. 10. 8. r. 6a"/>
¢!— D.10.8.r.6a: MedDRA Version for Indication #2 —>
<{!— D.10.8.1r.6b: Indication (MedDRA code) #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="CAUS™>
{observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="reaction”/> .
<¢value xsi:type="CE” code="D.10.8.r.7b” codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystenVersion="D. 10. 8. r. 7a”/> .
: <l— D.10.8.r. 7a: MedDRA Version for Reaction #2 —>
[ <I— D.10.8.1.7b: Reactions (MedDRA code) #2 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
</organizer>
</subject0f2>
</role> -
</playerl>
<subjectOfl typeCode="SBJ">
" <researchStudy classCode="CLNTRL" moodCode="EVN">
<id extension="C.5.3" root="2.16.840. 1. 113883.3.989.2.1.3.5"/>
<}— C.5.3: Sponsor Study Number —>
<code code="C.5.4" codeSystem="2.16. 840, 1. 113883.3.989. 2. 1. 1. 8” codeSystemVersion="2.0"/>
<!— C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<titledC. 5. 2</title>
<l— C.5.2: Study Name —>
<authorization typeCode="AUTH">
<studyReglstrat10n classCode="ACT” moodCode="EVN">
_<id extension="C..5.1.r.1” root="2, 16.840. 1. 113883. 3. 989.2. 1. 3. 6”/>
<!— C.5.1.r.1: Study Registration Number #1 —>
: <author typeCode="AUT"> v
(territorialAuthority classCode="TERR™>
<governingPlace classCode="COUNTRY” determinerCode="INSTANCE™>
(code code="C.5.1.1.2" codeSystem="1.0. 3166.1.2.2"/>
<l-— C.5.L.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"/> . N
<l— C.5.1.r.1 Study Registration Number #2 —>
<author typeCode="AUT™>
{territorialAuthority classCode= TERR”>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.5.1.1.2" codeSystem="1.0.3166.1.2.2"/>
> <l— €.5.1.r. 2t Study Registration Country #2 —>
{/governingPlace>
</territorialAuthority> , .
{/author>
</studyRegistration>
{/authorization>
{/researchStudy>
</subject0f1>
<subjectOf2 typeCode="SBJ">
- <observation classCode="0BS” moodCode="EVN" )
(code code="3" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="age”/>
<value xsi:type="PQ" value="10" unit="D.2.2b"/> '
¢{!— D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
{!— D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
{/observation>
</sub ject0£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" dlsplayName—

gestationPeriod”/>
<value xsi:type="PQ" value=’10"' unit="D. 2.2. 1b"/>
<l— D.2.2. 1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) —>
¢<!— D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
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lastMenstrualPeriodDate”/>

</observation>
</sub ject0f2>
<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="2.0"/>
<!— D.2.3: Patient Age Group (as per reporter) —> »
</observation> )
{/subject0f2>
(subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
{code code="7" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="bodyWeight”/

<value xsi:typs="PQ” value="48.2" unit="kg”/>
<!— D.3: Body Weight (kg) —>
</observationd
</subjectOf2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1.1.19" codeSystemVersmn— 1.1” displayName="height”/>
{value xsi:type="PQ” value="152" unit="cn”/>
<l— D.4: Height (cm) —>
</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” codeSystemVerslon— 1.1” displayName="

<value xsi:type="TS" value="20090101"/>
<!— D.6: Last Menstrual Period Date —>
{/observation>
{/sub ject0f2>
{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883, 3 989.2.1.1.20” codeS‘ystemVersmn— 1 0” displayName="

relevantMedicalHistoryAndConcurrentConditions”/>

displayName="comment”/>

displayName="familyHistory”/>

displayName="continuing”/>

{component typeCode="COMP” Y
<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. 1la”/>
<!—'D.7.1.r.1a: MedDRA Version for Medical History #1 —>
<1— D.7.1.r.1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 —>
{effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
{!— D.7.1.r.2: Start Date #1 —>
<high value="20090101"/>
<1~ D.7.1.1.4: End Date #. —
{/effectiveTime>
<outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="ED"DD.7.1.r.5{/value>
<l— D.7.1.r.5: Comments #1 —>
</observation>
</outboundRelationship2> .
{outboundRelationship2 .typeCode="EXPL"™>
{observation classCode="0BS” moodCode="EVN">
{code code="38" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1"

{value xsi:type="BL” value="true”/>
<!— D.7.1.r.6: Family History #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"

<value xsi:type="BL” value="true"/>
<l— 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"/>
<{!— D.7.1.r.1a: MedDRA Version for Medical History #2 —>
<l— D.7.1.r.1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 —>
{effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<I—D.7.1.1.2: Start Date #2 —>
<high value="20090101"/>
<!— D.7.1.r.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. 18" codeSystemVersion="1.1"
displayName="comment”/> - .
<value xsi:type="ED">D.7.1.r.5¢/value>
<l—D.7.1.r.5: Comments #2 —>
</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"
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”/> .
<I—D.7.1.r.3: Continuing #2 —> ' ' b
</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 Conditions (not including reaction /
event) —>
{/observation>
{/component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
conconitantTherapy”/> .
<value xsi:type="BL” value="true”/>
<!—D.7.3: Concomitant Therapies —
</observation>
{/component>
{/organizer>
{/subject0f2>
<sub ject0f2 'typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN" >
<code ‘code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 20" codeSystemVersion="1.0" displayName="drugHistory”
/> :
<component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN"> ' . '
CeffectiveTime xsi:type="IVL_IS">
<low value="20090101"/> : .
<!-— D.8.r.4: Start Date #1 —> '
<high value="200901017/> -
{!— D.8.r.5: End Date #1l —>
</effectiveTime>
<consumable typeCode="CSM™>
, ‘ {instance0fKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D.8.r.2b" codeSystem="TBD-MPID” codeSystemVersion="D.8.r. 28"/)
{!— 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>
CoutboundRelationship2 typeCode="RSON">
Cobservation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> :
' <value xsiitype="CE” code="D.8.r, 6b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.r. 6a"/> .
<l— D.8.r.6a: MedDRA Version for Indication #1 —>
<!— D.8.r.6b: Indication- (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="CAUS™>
{observation- classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"
-displayName="reaction”/> -
<value xsiitype="CE” code="D.8.r.7b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.1.7a"/>



'

displayNeme="indication”/>

D.8.x.6a"/>

displayName="reaction”/>

D.8.1.Ta"/>

reportedCauseOfDeath”/>

reportedCauseOfDeath”/>

causeOfDeath”/>

r.1a”™

<!— D.8.r.7a: MedDRA Version for Reaction #1 —>
<l— D.8.r.7b: Reaction (MedDRA code) #1 —> -
</observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
{component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN">
CeffectiveTime xsi:iype="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” determinerCode="KIND">
<code code="D.8.r.3b" codeSystem="TBD-PhPID” codeSystemVersion="D.8.r.3a"/>
{!— D.8.r.3a: PhPID Version Date / Number —>
<!— D.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 8. r. 1<{/name> .
<!— D.8.1r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instance0fKind>
</consumable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

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

<l— D.8.r.6a: MedDRA Version for Indication #2 —>
<l— D.8.1.6b: Indication (MedDRA code) #2 —>
~ {/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

{value xsi:type="CE” code="D.8.r.7b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="

<l D.8.r.7a: MedDRA Version for Reaction #2 —>
<!— D.8.1.7b: Reaction (MedDRA code) #2 —>
{/observation> ’
'</outbounnglationship2>
{/substanceAdministration>
{/component>

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

{code code="32" codeSystem="2.16. 840, 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="D.9.2.r.1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="D.9.2.r. 1a”>
{}— D.9.2.r.1a: WedDRA Version for Reported Cause(s) of Death #1 —>
<l— D.9.2.r. 1b: Reported Cause(s) of Death (MedDRA code) #1 —>
<originalTextdD. 9. 2. r. 2¢/originalText> ‘
¢! D.9.2.1.2: Reported Cause(s) of Death (free text) #1 —>
</value>

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

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

<value xsi:type="CE” code="D.9.2.r.1b" codeSystem="2, 16.840. 1. 113883, 6. 163" codeSystemVersion="D.9.2.r.1a">
<I——D.9.2.1.1a: MedDRA Version for Reported Cause(s) of Death #2 —>
<1--D.9.2.1r. 1b: Reported Cause(s) of Death (MedDRA code) #2 —>
<originalText>D. 9. 2. r. 2{/originalText>
<l—D.9.2.1r.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 xsi:type="BL” value="true”/>
<!— D.9.3 Was Autopsy Done? —>
{outboundRelationship2 typeCode="DRIV”>
{observation classCode="0BS” moodCode="EVN">
{code code="8" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="D.9.4.r.1b" codeSystem="2.16.840. 1. 113883, 6. 163" codeSystemVersion="D.9.4.
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¢!— D.9.4.1.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #1 —>
¢l— D.9.4.r. 1b Autopsy-determined Cause(s) of Death (MedDRA code) #1 —>
CoriginalText>D. 9. 4. r. 2{/originalText>
{l—D.9.4r.2: Autopsy—determlned Cause(s) of Death (free text) #1 ~—>
</value>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="DRIV">
{observation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1.1. 19" codeSystemVerslon— 1.1” displayName="
causeOfDeath”/>
<value xsiitype="CE” code="D.9.4.r.1b" codeSystem="2.16.840. 1.113883. 6. 163" codeSystemVersion="D.9.4.
r. 1a">
¢!— D.9.4.r. la: MedDRA. Version for Autopsy-determined Cause(s) of Death #2 —>
<!==D.9.4.r. 1b Autopsy-determined Cause (s) of Death (MedDRA code) #2 —>
<originalText>D. 9. 4. r. 2{/originalText>
<!— D.9.4.1. 2: Autopsy-determined Cause(s) of Death (free text) #2 —>
</value>
</observation>
</outboundRelationship2> . . ¢
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ"™>
{observation classCode="0BS” moodCode="EVN">
<id root= 154eb889-958b—45f2~a02f—42d4d6f4657f’/ >
<code code="29" codeSystem— 2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<effectivelime xsi:type="IVL_TS">
<low ‘value="20090101"/>
" Kl— E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
{1— E.i.5: Date of End of Reaction / Event #1 —>
{/effectiveTime> . :
<value xsiitype="CE” code="E. i.2.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a">
¢!— E.i.2.la: MedDRA Version for Reaction / Event #1 —>
¢}~ E.i.2. 1b: Reaction / Event (MedDRA code) #1 —>
<originalText language="E.i. 1. 1b"JE.i. 1. la{/originalText>
¢}— E.i.1.1a: Reaction / Event as Réported by the Primary Source in Native Language #1 —>
{!— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #1 —>
{/value>
<location typeCode="LOC">
<locatedBntity 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 #1 —>
</locatedPlace>
{/locatedEntity> . ,
</location> T .
{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 #1 —>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<eode code="37" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
termHiighlightedByReporter”/> : .
. <value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 10" codeSystemVersion="
'2.0"/>
¢l— E.i.3.1: Term Highlighted by the Reporter #1 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> .
{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem- 2. 16. 840. 1. 113883. 3. 989. 2. 1. 1.19” codeSystemVerslon—- 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="
jsLifeThreatening”/>
¢value xsi:type="BL” mullFlavor="NI7/>
¢!— E.i.3.2b: Life Threatening #1 —>
</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="
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requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/> :
<l— E.i.3.2c* 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”/> L
<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2d: Disabling / Incapacitating #1—>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> i
{code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/> :
<value xsi:type="BL” nullFlavor="NI"/>
- <l— E.i.3.2e: Congenital Anomaly / Birth Defect #1 —>
’ </observation>
</outboundRelationship2> )
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> .
. : <code code="26" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<}— E.1.3.2f: Other Medically Important Condition #1 —>
{/observation> . ’
{/outboundRelationship2> ,
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> B
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.989.2.1.1. 11" codeSystemVersion="2.
0"/ :
<l-—- E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #1 —>
</observation>
{/outboundRelationship2>
CoutboundRelationship2 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”/>
S <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” displayNeme=
“REn - BEaT />
<value xsi:type="CE” code="J2.14.1" codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.8”"
codeSystemVersion="1.1"/> .
“ <1— @8872. 14.1 K& - BE&n #1 —>
</observation) .
{/outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207 /> .
{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 #2 —>
<width value="24" unit="E.1i.6b"/>
¢!— E.i.6a: Duration of Reaction / Event (number) #2 —>
<l— E.i.6b: Duration of Reaction / Event (unit) #2 —>

{/effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6, 163" codeSystemVersion="E. i.2. 1a”>
- ’ <l— E.i.2.la: MedDRA Version for Reaction / Event #2 —>

<l-— E.i.2.1b: Reaction / Bvent (MedDRA code) #2 —>
CoriginalText language="E.i. 1. 1b"DE.i. 1. la¢/originalText>
¢!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #2 ~—>
<{l— E.i.1.1b: Reaction / Bvent as Reported by the Primary Source Language #2 —>
{/value>
<location typeCode="LOC">
<locatedBntity classCode="LOCE™>
<locatedPlace classCode="COUNIRY” 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 #2 —>
</locatedPlace> ‘
</locatedEntity>
{/location>
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reactionForTranslation”/>

termHighlightedByReporter”/>

2.0°/>

resultsInDeath”/>

- isLifeThreatening”/>

requiresInpatientHospitalization”/>
7

resultsInPersistentOrSignificantDisability”/>

congenitalAnoﬁalyBirthDefect"/ >

otherMedicallyImportantCondition”/>

outcome”/>

0"/

medicalConfirmationByHealthProfessional”/). o

<outboundRelationship2 tyPeCode— PERT”>
<observation classCode="0BS” moodCode="EVN"> . ’
<code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="

{value xsi:type="ED"DE. 1.1 2</value>
<l— B.1.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 —>
 </cbservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16, 840. 1. 113883. 3. 989.2. 1. 1. 19" codeSystemVerslon—- 1.1” displayName="

<value xsi:type=’CE’ code="E. 1.3.1" codeSyster="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 10” ‘codeSystenVersion="

¢l— E.i.3.1:Term Highlighted by the Reporter #2 —>
{/observation>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode=’0§§’ moodCode="EVN">
{code code="34" codeSyStem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="BL” value="true”/>
<{!— E.i.3.2a: Results in Death #2 —>
{/observation>
{/outboundRelationship2>
CoutboundRelationship2 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 Threatenmg #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" displayName="

v

<value xsi:type="BL” value="true”/>
¢l-- E.i.3.2c: 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="

<value xsi:type="BL” nullFlavor="NI"/>
<}— E.i.3.2d: Disabling / Incapacitating #2 —>
{/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” codeSystemVersion="1.1” displayName="

)

<value xsi:type="BL” nullFlavor="NI"/>
<]— E.i.3.2: Congenital Anomaly / Birth Defect #2 —>
{/ohservation>
</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 Medlcally Important Condition #2 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.i.7” codeSyster="2.16.840. 1.113883. 3,989, 2. 1. 1. 11" codeSystemVersion="2.

¢l— E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883.3.989.2.1.1. 19 codeSystemVerslon— 1.1 dlsplayName—

{value xsi:type="BL” value="true”/>
<!— E.1i.8: Medical Confirmation by Healthcare Professional #2 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
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"RE - BET />

codeSystemVersion="1.1"/>

reactionForTranslation”/>

termHighlightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

- requiresInpatientHospitalization”/>

<code code="11" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1. 3, 2. 1. 10” codeSystemVersion="1,0” displayName=
<value xsi:type="CE” code="J2.14,i” codeSystem="2. 16, 840. 1. 113883.3.989.5.1.3.2.1.8”

<l— 6@8J2.14. 1 R - BEFn #2 —>
{/observation>
</outboundRelationship2>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0f£34430adf”/>
{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">
<width value="24" unit="E.i.6b"/>
¢!— E.i.6a: Duration of Reaction / Event (number) #3 —>
{{— E.i.6b: Duration of Reaction / Event (unit) #3 —> .
<high value="20101201"/>
<}~ E.i.5: Date of End of Reaction / Bvent #3 —)
{/effectiveTime> ]
{value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion="E.1i.2. 1la”>
{l=- E.i.2.1a: MedDRA Version for Reaction / Event #3 —>
¢{}— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
CoriginalText language="E.i.1.1b">E.i. 1. la</originalText>
<}— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
<{— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #3 —>
</value> .
<location typeCode="LOC™>
{locatedEntity classCode="LOCE"> .
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="E.i.9” codeSystem="1.0.3166.1.2,27/>
<!=~ E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
</locatedPlace>
{/locatedEntity>
{/location>
<outboundRelat10nsh1p2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="ED"E.i.1.2<{/value>
¢l—— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #3 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSysténF"Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1” displayNeme=" «

<value xsi:type="CE” code="E.1i.3.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10” codeSystenVersion="

<l— E.i.3.1:Temn nghhghted 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="

<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” codeSystemVersion="1.1" displayName="

{value xsi:type="BL” nullFlaver="NI"/>
<l— E.i.3.2b: Life Threatening #3 —>
{/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="

<value xsi:type="BL” value="true”/>
{!— 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. 988. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

resultsInPersistentOrSignificantDisability”/> . N .

<value xsi:type="BL” nullFlavor="NI"/>
<l——E.i.3.2d: Disabling / Incapacitating #3 —>
</observation>
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congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

0"/>

medicalConfirmationByHealthProfessional”/>

“RE - B/

codeSystemVersion="1.1"/>

A

- </outboundRelationship2>

{/outboundRelationship2>
CoutboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989.2.1.1.19” codeSystemVerslon— .17 dlsplayl\larm.L

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2: 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 codeSystemVersmn— 1.1” displayName="

<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"> b
<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” codéSystenF”Z. 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 #3 —>
{/observation> ’
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<va1ue xsi: type— “BL” value="true”/>
¢]— E.i.8: Medical Conflrmatmn by Healthcare Professional # —>
{/obsexrvation>

<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">

<code code="11" codeSystem="2. 16.840. 1. 113883. 3.989.5.1,3.2. 1. 10" codeSystemVersmn— 1.0” displayName=

<value xsi:type="CE” code="J2.14.1" codeSystem="2. 16. 840. L. 113883. 3.989.5.1.3.2.1.8”

<l— @0@@J2. 14. i 5 - BEA #3 —
{/observation>

"</outboundRelationship2>

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

reactionForTranslation”/>

<id root="2e99840f-08b4~ 4990—80ff—dd8415f4f825”/ >

<code code="29" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19”7 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 Reactmn / Event #4 —>
<high value="20101201"/>
<l— 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 zsiitype="CE” code="E.i.2.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersmn— E.i.2.1a™
<l— E.i.2.la: MedDRA Version for Reaction / Event #4 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
CoriginalText language="E.i.l.1b"JE.1i.1.lal/originalText>
<l=— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
<!— E.i.1.1b: Reaction / Event as Reported by the Prlmary Source Language #4 —>
</value>
<location typeCode="LOC">
{locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
Seode code="E. i.9” codeSystem="1. 0. 3166. 1. 2.2"/>
<|— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 —>
</locatedPlace>
</locatedBntity>
</location>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16. 840. 1. 113883. 3.989.2.1.1.19” codaSystemVerslon— 1.1” displayName="

¢value xsi:type="ED"E. i.1.2¢/valus> :
{l-— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 —->
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termHighlightedByReporter”/>

2.0/

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedical lyImportantCondition”/>

outcome”/>

0"/>

medicalConfirmationByHealthProfessional”/>

"SR - BER/>

codeSystemVersion="1.1"/>

{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT"> . o]
Cobservation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1, 1. 13" 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 #4 —>
</observation>

{/outboundRelationship2>

{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="BL” value="true”/>
<l E.i.3.2a! Results in Death #4 —>
</cbservation>
</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 zsi:type="BL” nullFlavor="NI"/>
<!— E.i.3.2b: Life Threatening #4 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT”>
{observation classCode="0BS” moodCode= EV'N”)
<code code="33" codeSystem="2. 16, 840, 1, 113883. 3,988. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

¢value xsi:type="BL” value="true”/>
¢!— E.i.3.2¢c: Caused / Prolonged Hospitalisation #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT"> -
{observation classCode="0BS” moodCode="EVN"> .
<code code="35" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 13” codeSystemVersion="1.1” displayName="

<value xsi:type="BL” nullFlavor="NI"/> "
<l— E.i.3.2d: Disabling / Incapacitating #4 —)
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> . R
{observation classCode="0BS” moodCode="EVN"> :
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1,19” codeSystemVersion="1. 1" displayNeme="

<value xsiitype="BL” nullFlavor="NI"/>
<!-- E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 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”/>
<l— E.i.3.2f: Other Medically Important Condition #4 —>
</observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="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 #4 —>
</observation>
</outboundRelat_10nship2>
{outboundRelationship2 typeCode="PERT™> -
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19”7 codeSystemVersion="1. 1" displayName="

<value xsi:type="BL” value="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">

{éode code="11" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=

<value xsiitype="CE” code="J2.14. 1" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2. 1.8"

<I— @8@J2. 14. 1 R - BEA #4 —>

{/observation>
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<{/outboundRelationship2>
</observation>
<{/subject0f2>
' {subjectOf2 typeCode="SBJ"> ]
<observation classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddbTeabd”/>
{code code="29" codeSystem="2. 16. 840, 1, 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayl\{ame=’reaction’/>

CeffectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<l— E.i.4: Date of Start of Reaction / Event #5 —>
</effectiveTime>
<value xsiitype="CE” code="E.i. 2 1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
<}— E.i.2.1a: MedDRA Version for Reaction / Event #5 —> . .o
¢!— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>.
. CoriginalText language="E.1i. 1. 1b”>E.i.l. 1a{/originalText>
‘ ¢l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
<l— E.i.1. 1b: Reaction / Event as Reported by the Primary Source Language #5 —>
</value> !
<location typeCode="LOC">
<locatedBntity classCode="LOCE”>
(locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™> -
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
<l— E.i.9: Identification of the Country Where the Reaction / Event Occurred #5 —>
</locatedPlace>
'</locatedEntity>
{/location> -
{outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN"> .

{code code="30" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 18” codeSystemVersion="1.1" displayName="
reactionForTranslation”/> :
’ <value xsi:type="ED"JE.1i.1.2</value>

¢!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —>

{/observation> '
</outboundRelationship2> i
<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="
termiighlightedByReporter”/>. : .
¢value xsitype="CE” code="E.i.3.1” codeSystem="2.16.840. L. 113883.3.989.2. 1. 1. 10" codeSystemVersion="
2.07/>

{l— E.i.3.1:Term Highlighted by the Reporter #5 —>
</observation>
</outbounidRelationship2>
<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="

S

resultsInDeath”/>
. : “Cvalue xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #5 —>
{/observation>
. </outboundRelationship2>
<outboundRelationship? typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
Ccode 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 #5 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> .
. <code code="33" codeSyster="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.83.2¢c: Caused / Prolonged Hospitalisation #5 —>
{/observation>
</outboundRelationship2> *
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16, 840, 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> ) .
) - <value ‘xsi:type="BL” nullFlavor="NI1"/>
<l E.i.3.2d: Disabling / Incapacitating #5 —>
{/observation> o
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> :
Ceode code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/> ' .
: <value xsi:type="BL” nullFlavor="NI"/>
<l-- E.1i.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>
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otherMedicallyImportantCondition”/>

outcome”/>

0"/

medicalConfimationByHealthProfgssional"/ >

"k - BEE/>

codeSystemVersion="1.1"/>

<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 988. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

<value xsi:type="BL” value="true”/>
“Kl— E.i.3.2f: Other Medlcally Important Condition #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> 7
<{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.

¢l—E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —>
{/observation>
</outboundRelationship2>
<outbhoundRelationship2 typeCode="PERT">
. <observation classCode="0BS” moodCode="EVN"> -
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1."1" displayName="

<value xsi:type="BL” value="true”/>
<!=- E.i.8: Medical Confirmation by Healthcare Professlonal # —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">

<code code="11" codeSystem="2. 16.840.1.113883.3.989.5.1.3.2. 1. 10 codeSystemVersion="1, 0" displayName=

<value xsi:type—"'(fE" code="J2. 14, 1" codeSystem="2. 16.840. 1. 113883, 3.989.5.1.3.2.1. 8"

<|-— @eej2.14.1i K& - Ba #5 —>
{/observation>
{/outboundRelationship2>

</observation>

</subject0f2>

<subject0f2 typeCode="SB]"> - ,
<observation classCode="0BS” moodCode="EVN">

reactionForTranslation”/>

termHighlightedByReporter”/>

2.0/

resultsInDeath”/>

<id root="1£927283-10b6-4334-9d43-e925640Fb18£" />

{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="20090101"/>
<!—E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime>
<value xsiitype="CE” code="E.i.Z2. 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 —>
<{1— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
CoriginalText language="E.i.1.1b">E. i. 1. la{/originalText>
<l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
<l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #6 —>
</value>
(location typeCode="L0C™>
{locatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="E.i.9” codeSysten="1.0.3166.1.2.2"/>
¢l— E.i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
</locatedPlace>
{/locatedEntity>
{/location>
<outboundRelat 1onsh1p2 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="

Cvalue xsi:type="ED”DE. i.1.2</value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #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" codeSystenVersion="1. 1" displayName="

<value xsi:type="CE” code="E.i.3.1” codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 10” codeSystemVersion="

<]— E.i.3.1:Term Highlighted by the Reporter #6 —> .
" </observation> ‘
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>

<l— E.i.3.2a: Results in Death # —>
</observation>
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{/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"/> v
<!~ E.i.3.2b: Life Threatening #6 —>
{/observation>

</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> . -
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1.'19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/> -
. <value xsi:type="BL” value="true”/>
S <}— E.i.3.2¢: Caused / Prolonged Hospitalisation #6 -
{/cbservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> .
<code code="35" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. L. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> :
<value xsi:type="BL” nullFlavor="NI"/>
<!— E.i.3.2d: Disabling / Incapacitating #6 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
o <code code="12" codeSystem="2. 16. 840. L. 113883. 3. 989. 2. 1. 1.19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
¢!-— E.i.3.2e: Congenital Anomaly / Blrth Defect #6 —>
{/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 #6 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> .
<code code="27" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

outcome”/>
<va1ue xsi:type="CE” code="E.i.7" codeSystem— . 16, 840, 1. 113883. 3. 989. 2 1.1. 117 codeSystemVersion="2,
0"/>
<!1— 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 Professlonal #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
i <code code="11" codeSystem="2. 16. 840. 1. 113883 3.989.5.1.3.2. 1. 10" codeSystemVersion="1.0" displayName=
"SRE - FAT/>
<value xsi:type="CE” code="J2.14.1” codeSystem="2.16.840, 1. 113883. 3.989.5.1.3.2.1.8”
codeSystemVersion="1.1"/> .
. <!— @@eJ2. 14. 1 K& - B #6 —
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
v <id root="e0342969-38be—423f-b6bb—celdbc272d8e”/>
{code code="29" codeSystem="2.16. 840, 1. 113883. 3. 989, 2. 1. 1, 19” codeSystemVer‘sion=”1. 1” displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
¢width value="24" unit="E.i.6b"/>
¢l— B.i.6a: Duration of Reaction / Event (number) #7 —>
<l—- E.i.6b: Duration of Reaction / Event (unit) #7 —>
{/effectiveTimed>
<value xsi:type="CE” code="E.1i.2.1b" codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="E.i. 2. 1a">
<}— E.i.2.1a: MedDRA Version for Reaction / Event #7 —>
<l-- E.i.2.1b{ Reaction / Event (MedDRA code) #7 —> .
{originalText language="E.i.1.1b">E.1i.1. la</originalText>
<1— E.i.1. 1la: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
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reactionForTranslation”/>

ternHighlightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedical lylmpo;:tantCondition”/ >

outcome”/>

0"/

¢!— 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"> 5
<code code="E.i.9" codeSystem="1.0.3166.1.2.27/> ’
<!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #7 —>
{/locatedPlace>
</locatedEntity>
</location> N
<outboundRelationship2 typeGode="PERT">
Cobservation classCode="0BS” moodCode="EVN"> )
{code code="30" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

Cvalue xsi:type="ED”E.1i.1.2¢</value>
¢!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #7 —>
{/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 xsittyp'e=”CE" code="E. 1.3.1” codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 10” codeSystemVersion="

<l—— B.i.3.1:Term Highlighted by the Reporter #7 —>
{/observation>
</outboundRelationship2> :
<outhoundRelationship2 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”/>
<l— E.i.3.2a: Results in Death #7 —>
{/observation>
</outboundRelationship2> _
<outboundRelationship2 typeCode="PERT">
Cobservation 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— B.i.3.2b: Life Threatening #7 —>
</cbservation>
</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”/>
<l— E.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="NI"/>
¢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”/>
<l— E.i.83.2f: Other Medlcally Important Condition #7 —>
{/observation>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT”>
. {observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16, 840. 1. 113883, 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883. 3,989, 2. 1. 1. 11" codeSystemVersion="2.
<!=- E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>
{/observation>

{/outboundRelationship2>
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<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” mbodCode="EVN">
<code code="24" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/> !
{value xsiitype="BL" value= true'/)
<l— E.1.8: Medical Conf1rmatlon by Healthcare Professional #7 —>
. </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" codeSystenVersion="1. 0" displayName=
"SR - BEAT/> '
<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— 8@0y2.14. 4 akiu BE&n #7 —
{/observation>
</outboundRelationship2>
</observation>
{/subject0f2>
Csubject0f2 typeCode="SBJ">.
<observation classCode="0BS” moodCode="EVN"> .
<id root=’a15b8092—8070—426d—af04—6863263443eO’/)
<code code="29" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 19" codeSystemVersion="1.1" displayNamef’reabtion’/>

CeffectiveTime xsi:type="SXPR_TS">"
<comp xsi:type="IVL_TS">
<low value="20090101"/>
<]— E.i.4: Date of Start of Reaction / Event #8 —> -0
<width value="24" unit="E.1i.6b"/>
¢}— E.i.6a: Duration of Reaction / Event (number) #8 —>
<1— E.i:6b: Duration of Reaction / Event (unit) #8 —>
</comp>
{comp xsi:type="IVL_TS” operator="4">.
<high value="20101201"/>
<l— E.i.5: Date of End of Reaction / Event #8 —>
{/comp>
{/effectiveTimed .
¢value xsi:type="CE” code="E.i.Z2.1b” codeSystem="2.16.840. 1. 113883. 6, 163" codeSystemVersion="E. i.2.1a">
<l— E.i.2.1la: MedDRA Version for Reaction / Event #8 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #8 ——>
{originalText language="E.i. L Ib™>E.i. 1. la{/originalText>
¢l— E.i.1.1a: 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., 3166.1.2.27/> ’
<l— E.i.9: Identification of the Country Where the Reaction / Event Occurred #8 —-> . R
</locatedPlace>
</locatedEntity>
{/location>
<outboundRe1at10nsh1p2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystenF"Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

v

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 #8 -->
{/cbservation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1. 1" displayName="

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

2.07/>
<l— E.i.3.1:Term Highlighted by the Reporter #8 —>
</cbservation>
{/outboundRelationship2>
¢outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> c
<code code=" 34 codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1 displayName="
resultsInDeath”/>
<value xsi: type= “BL” value="true”/>
<|~—'E.i.3.%a: Results in Death #8 —> )
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
. ' <code code="21" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
isLifeThreatening”/> -

{value xsi:type="BL” nullFlavor="NI"/>
{!— E.i.3.2b: Life Threatening #8 —> ‘
{/observation> :
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</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”/>
{l— E.i.3.2c: Caused / Prolonged Hospitalisation #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
Ccode code="35" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> : :
{value xsi:type="BL” nullFlavor="NI"/>
{l— E.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="
congenitalAnomalyBirthDefect”/> :
<value xsi:type="BL” nullFlavor="NI1"/>
{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. 1. 19” codeSystemVersion="1.1" displayName="

otherMedicallyImportantCondition”/>
(value xsi:type="BL” value="true”/>
<}— E.1i.3.2f: Other Medically Important Condition #§8 —>
{/observation>
{/outboundRelationship2>
CoutbouridRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3,989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
outcome”/> ’ . ) . .
<value xsi:type="CE” code="E.1i.7" codeSystem="2.16.840.1.113883.3.989.2. 1. 1. 11" codeSystemVersion="2.
0"/>
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode= PERT”)
<observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
medicalConfirmationByHealthProfessional”/> i .
¢value xsi:type="BL” value="true”/>
<!— B.i.8: Medical Confirmation by Healthcare Professional #8 —>
</cbservation> '
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16, 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1, 0" displayName=
“sesn - BEmT/> )
{value xsi:type="CE” code="J2.14.i” codeSystem="2. 16.840. L. 113883. 3. 989. 5. 1. 3.2.L 8"
codeSystemVersion="1.1"/> :
<I— @88J2. 14.1 K - BEsn #8 —>
{/observation>
{/outboundRelationship2>
</observation> : : -
‘ {/subject0f2>
{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 20” codeSystemVerslon" 1.07 displayName="
testsAndProceduresRelevantToThelnvestigation”/>
{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">
. {!— E.r.2.2a: MedDRA Version for Test Name #1 —>
<!~ F.r.2.2b: Test Name (MedDRA code) #1 —>
<originalText>F. r. 2. 1{/originalText>
{!— E.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 —>
{l— F.r.3.3: Test Result (unit) #1 —>
{fvalue>
<interpretationCode code="F.r.3.1” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 12" codeSystemVersion="2.
07/> B
<l-—= F.1.3.1: Test Result (code) #1 —>
<referenceRange typeCode="REFV">
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CobservationRange classCode="0BS” moodCode="EVN. CRI">
<value xsi:type="PQ” value="40" unit="mg/dl"/>
{l— F.r1.4: Normal Low Value #1 —>
<interpretationCode code="L” codeSystem="2.16.840. 1. 113883.5.83"/>
</observationRange>
</referenceRange>
<referenceRange typeCode="REFV"> -
<observationRange classCode="0BS” moodCode="EVN. CRT">
<value xsi:type="PQ” value="110" unit="mg/d1"/>
{!— 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">F.r. 6</value>
<l— 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”/> X
' <value xsi:type="BL” value="true”/>
{I~F.r.7: More Information Available #1 —>
{/observation> '
</outboundRelationship2>
{/observation>
</component>
<component’ typeCode="COMP”>
Cobservation classCode="0BS” moodCode="EVN">
" code code="F.r.2.2b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="F.r.2.22a">
<!— F.r.2.2a: MedDRA Version for Test Name #2 —> -
- ) ¢|— F.1.2.2b> Test Name (MedDRA code) #2 —>
<originalText>F. r. 2. 1</originalText>
(!— F.r.2.1: Test Name (free text) #2 —>
</code> '
<effectiveTime value="20090101"/>
<l— F.r.1: Test Date #2 —>
<value xsi:type="IVL_PQ">
<low nullFlavor="NINE"/> ) )
<high value="10" unit="mg/d1"” inclusive="false”/>
</value> )
<l— F.r.3.2: Test Result (value / qualifier) #2 —
<I— F.1.8.3: Test Result (mit) #2 —> ‘
<!— LT 10 mg/dl #2 —>
</observation>
</component>
R <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>
{I— PF.r.2.1: Test Name (free text) #3 —>
</code> '
CeffectiveTime value="200901017/>
<}— F.r.1: Test Date #3 —>
<value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/>
- . <high value="10" unit="mg/d1” inclusive="true”/>
. </value> ’
{!— F.r.3.2: Test Result (value / qualifier) #3 —>
<l— P.r.3.3: Test Result (unit) #3 —>
<!— LE 10 mg/dl" #3—>
{/observation>
</component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2.2a">
¢(}— F.r.2.2a: MedDRA Version for Test Name #4 —>
<l— F.r.2.2b: Test Name (MedDRA code) #4 —>
<originalText)F.r. 2. 1</originalText> .
(I— F.r.2.1: Test Neme (free text) #4 —>
</code> i
<effectiveTime value="20090101"/> .
{l— F.r.1: Test Date #4 —>
<value xsi:type="IVL_PQ™>
<low value="10" unit="mg/d1l” inclusive="false”/>
<high nuliFlavor="PINF"/>
</value>
<l-- F.r.3.2: Test Result (value / qualifier) #4 —>

+
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<l— F.r.3.3: Test Result (unit) #4 —>
<l— GT 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">
¢l-= F.1.2.2a: MedDRA Version for Test Name #5 —>
<{l— B.1.2.2b: Test Name (MedDRA code) #5 —>
<originalText)F.r. 2. 1</originalText)>
I— F.r.2.1: Test Name (free text) #5 —>
"&feoded . .
<effectiveTime value="20090101"/
<l— F.r.1: Test Date #5 —>
<value xsi:type="IVL_PQ™>
Clow value="10" unit="mg/dl” inclusive="true”/>
<high nullFlaver="PINE"/>
</value>
<l— F.r.3.2: Test Result (value / qualifier) #5 —>
<!—— 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.1.2.2b: Test Name (MedDRA code) #6 —>
<originalText>F. r. 2. 1{/originalText>
<!~ F.r.2.1: Test Name (free text) #6 —>
</code> )
<effectiveTime value="20090101"/>
<l=- F.r.1: Test Date #6 —>
<value xsi:type="ED">F.r.3.4</value>
<l— F.r.3.4: Result Unstructured Data (free text) #6 —>
{/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” codeSystemVersion="1.0" displayName="
. drugInformation”/>
<!— 6.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5~e039-4a7a~9c30-67671b0ef9ed” />
<consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="G.k. 2. 1. 1b” codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a"/>
<{l— G.k.2.1.1a: MPID Version Date / Number #1 —>
<{I— G.k. 2. 1. 1b: Medicinal Product Identifier (MPID) #1 —>
<name>G. k. 2. 2{/name> '
<}— 6.k 2.2: Medicinal Product Name as Reported by the Primary Source #1 ——
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SB]">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k. 3.1” root="2. 16. 840. 1. 113883. 3.989.2.1.3.4"/>
<{!— 6.k 3.1 Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD">
<playinglrganization classCode="0RG" determinerCode="INSTANCE”>
<name>G. k. 3. 3¢/name>
<!~ 6.k 3.3: Name of Holder / Applicant #1 —>
</playingQrganization>
</role>
</holder>
<author typeCode="AUT">
<territorialAuthority classCode="TERR">
<territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k.3.2" codeSystem="1.0. 3166. 1. 2.2"/>
¢l— G.k 3.2: Country of Authorisation / Application #1 —>
</territory>
</territorialAuthority>
{/author>
{pertinentInformation typeCode="PERT">
<policy classCode="POLICY” moodCode="EVN">
. <code code="J2.5.k" codeSystem="2.16.840. 1.113883.3.989.5.1.3.2.1. 4"
codeSystemVersion="1.1"/>
<I— @8eJ2.5.k: —BRBERLKED) 27 RH% # —
{/policy> -
{/pertinentInformation>
{/approval>

- 99 -



codeSystemVersion="1.0" displayName="#EFEMEDRRESR"/>

2.1.3" codeSystemVersion="1.17/>

2a"/>

#1-1 —>

22"/>

#1-2 —>

displayName="retailSupply”/>

Obtained #1 —>

0™ displayName="—#¢FAESER DO AFRER"/>

codeSystemVersion="1.1"/>

</subject0f>
<subjectOf typeCode="SB]">
{characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5 1.8.2.1.10"

<value xsi:type="CE” code="J2.4.k” codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3.

<I— @66J2. 4. k: FERKEDORRES #l —>
</characteristic> )
{/subject0f>
{/asManufacturedProduct> -
{asSpecializedKind classCode="GEN"> .
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
{code>
<originalText>J2. 12</originalText>
1— @@J2.12: REARSAFSE —
</coded>
</generalizedMaterialKind>
{/asSpecializedKind>
{ingredient classCode="ACTI">
{quantity>
<numerator value="10" unit="G.k. 2.3.r.3b"/>
<!— G.k. 2.3.r.3a: Strength (number) #1-1 —>
<!— G.k 2.3.r.3b: Strength (unit) #1-1 —>
‘¢denominator value="1"/>
{/quantity>
<ingredientSubstancé classCode="MMAT” determinerCode="KIND">
<code ¢ode="G.k.2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.

<!— G.k 2.3.1.2a: Substance / Specified Substance TermID Version Date / Number

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

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

{!— G.k 2.3.r.2b: Substance / Specified Substance TermID #1-2 —>
<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="SBJ">
{productBvent classCode="ACT” moodCode="EVN">
{code code="1" codeSystgnF"Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1. 0"

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

{/addr>
{/representedOrganization>
</assignedEntity>
</performer>
{/productEvent>
</subject0f>
{subject0f 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.

<value xsi:type="CE” code="JZ.6.k” codeSystew="2.16.840. 1. 113883.3.989.5.1.3.2.1.5”
<l— @@eJ2.6.k: —RAEESZOAFRRE #1 —

~ </observationEvent>
{/subject0f>

</instance0fKind>

{/consumable>

<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
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Event (number) Drug #1, Reaction #1 —>

Event (unit) Drug #1, Reaction #1 —>

Drug #1, Reaction #1 —>

Drug #1, Reaction #1 —>

Event (number) Drug #1, Reaction #2 —>

Event (unit) Drug #1, Reaction #2 —>

Drug #1, Reaction #2 —>

Drug #1, Reaction #2 —>

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

Event (unit) Drug #1, Reaction #3 —>

Drug #1, Reaction #3 —>

Drug #1, Reaction #3 —>

Event (number) Drug #1, Reaction #4 —>

Event (unit) Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —>

Event (number) Drug #1, Reaction #5 —>

Event (unit) Drug #1, Reaction #5 —>

{}— G.k.9.1i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
<l—- 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b~45f2-a02f-42d4d6F4657" />
{/actReference> )
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<! 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45F2-a02f~42d4d6F4657"/>
. </actReference>
</outboundRelationshipl>

. <outboundRelationshipl typeCode="SAS™>

-~

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

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

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6~c9e8-4e6c-93e9-5b860b3142207/>
{/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)

¢}— G.k.9.1i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5h860b3142207/>
{/actReference>
</outboundRelationshipl>
<putboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!— 6.k 9.1.3.1a: 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="3a8626cb—9f1b-4ea8-8a0f-e0ff34430adf”/>
</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)

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

<actReference classCode="0BS” moodCode="EVN"> }
<id root="3a8626chb-9f1b~4eaB-Bali-e0ff34430adf" />
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<l— 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 Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80£ff-dd8415F4£8a5"/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k. 9.i.3.2b"/>
<]— 6.k9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415F4£8a5"/> .
</actReference> .
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k. 9.1.3.1b"/>
<= G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢!== G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
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<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10—4§3b—83cl—34f9ddb7ea6d"/ >
</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 #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-83c1-34f9ddbT7eabd” />
</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 #6 —> ’
¢!— 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug ff1, Reaction #6 —> . ]
<actReference 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 —> o . .
<!— 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="1f927283-10b6-4334-9d43-e925640£b18E"/>
</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 #7 —> :
. . <!— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Adwinistration and Start of Reaction /
Event .(unit) Drug #1, Reaction #7 —> : :
<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969~38be~423f-b6bb—celdbc279d8e”/>
</actReference> ’
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/> .
<l— 6.k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #7 —>
“¢l—— G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #7 —> , -
) <KactReference classCode="0BS” moodCode="EVN">
) <id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<!— G’k 9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #8 —> .
¢}— 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #8 —> :
: <actReference classCode="0BS” moodCode="EVN">
<id root="2l15be092-8070-426d-af04-6863263443e0" />
</actReferenced>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/> .
<l— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start.of Reaction / Event (number)
Drug #1, Reaction #8 —> i
. <!— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Bvent (unit)
Drug #1, Reaction #8 ——> ] .
<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04~6863263443e0”/>
</actReference>
</outboundRelationshipl>
<outboundRelationship2 typeCode="PERT"> )
{observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="blinded”/> . : !
(value xsi:type="BL” value="true"/>
<!— G.k. 2.5 Investigational Product Blinded #1 —>
</observation
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<l=— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #1-1 —>
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<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. B</textd
¢l— G.k 4.r.8: Dosage Text #I1-1 —>
<effectiveTime xsi:type="SXPR_TS™> )
(comp xsi:type="PIVL_TS"> .
<{period value="10" mit="6.k 4.r.3"/>
<l G.k.4.r.2: Number of Units in the Interval #1-1 —>
<4~ G. k. 4.1.3: Definition of the Time Interval Unit #1-1 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<¢l— G.k.4.r. 4: Date and Time of Start of Drug #I-1 —>
<high value="20090101"/>
<l— 6.k.4.r.5: Date and Time of Last Administration #1-1 SN
</comp>
{comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
(I~ G.k.4.r.6a: Duration of Drug Administration (number) #1-1 —>
<¢l— G.k.4.r. 6b: Duration of Drug Administration (unit) #1-1 —>
</comp> ’
{/effectiveTime>
<routeCode code="G.k. 4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10, 2a"> : R
<}— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #1-1 —>
<i— G.k. 4.r.10.2b: Route of Administration TermID #1-1 —>
<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. la Dose (number) #1-1 —>
{!— G.k. 4.1. 1b: Dose (unit) #1-1 —>
<consumable typeCode="CSM">
<instance0fKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="" INSTANCE >
<lotNumberText>G. k. 4. r. 7</lotNumber Text>
<!=~ 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-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a">
{!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #I-1

{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-1 —>
<originalText>G. k. 4. r. 9. 1</originalText>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1- 1 —
</foruCode>
</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. 18” codeSystemVersion="1.1"
displayNeme="parentRouteOfAdministration”/> :
. <value xsiltype="'CE" code="G. k. 4. 1. 11. 2b” codeSystem="2. 16. 840. 1. 113883, 3,989.2. 1. 1.
14" codeSystemVersion="G. k. 4.r. 11. 2a">
{!=—- G.k.4.1.11.2a: Parent Route of Administration TermID Version Date / Number
#1-1 —> ,
{!— G.k 4.1.11.2b: Parent Route of Administration TermID #1-1 —>
<originalText>G. k. 4. r. 11. 1{/original Text> -
<¢!— G.k.4.r.11.1: Parent Route of Administration (free text) ff1-1 —>
</value>
{/observation> B
</inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<|— 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.r.8: Dosage Text #1-2 —>
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 #1-2 —>
<l— G.k 4.r.3: Definition of the Time Interval Unit #1-2 —>
<{/comp>
<comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
{l— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
¢l— G.k.4.7.5: Date and Time of Last Administration #1-2 —>
{/comp>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 14"

- 926 -



codeSystemVersion="6. k. 4. r. 10. 2a”> ]
’ <1— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #1-2 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #1-2 —>
{originalText>G. k. 4. r. 10. 1</originalText>
<l— G.k.4.r.10. 1: Route of Administration (free text) #1-2 ——>
- </routeCode>
<doseQuantity value="1Q" unit="G.k.4.r.1b"/>
!— G.k.4.r.1a Dose (number) #1-2 —>
<!— G.k.4.r. 1b: Dose (unit) #1-2 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l— G.k.4.1.7: Batch / Lot Number #1-2 —>
</productInstancelnstance
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem— TBD-DoseForm” codeSystemVersmn— G.k 4.

r.9.2a"> .
; {!— G.k. 4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-2

-

<l— G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #1-2 —>

<originalText>G. k. 4.r. 9. 1<{/originalText> =

{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-2 —>

</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” codeSystenVersion="1.1"
displayName="parentRouteOfAdministration”/> ) . )
. <value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840.1.113883.3.989.2.1. 1.
14" codeSystemVersion="G. k. 4. r.11.2a">
<— G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-2 —> .
' . {!— G.k 4.7r.11.2b: Parent Route of Administration TermID #1-2 —>
<origina1Text>G k. 4. 1. 11. 1¢{/original Text>
<!— G.k.4.r. 11 1: Parent Route of Administration (free text) #1-2 —>
{/value>
</cbservation>
</inboundRelationship>
</substanceAdministration>
{/outboundRelationship2> '
<outboundRelationship2 typeCode="COMP”>
<!=—— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{textdG. k. 4. r. 8</text>
{}— G.k.4.r.8: Dosage Text #1-3 —>
CeffectiveTinme xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #1-3 —>
¢l— G.k.4.1.3: Definition of the Time Interval Unit #1-8 —>
</comp>
Ccomp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G.k.4.r.6b"/>
<l— 6.k.4.1.6a: Duration of Drug Administration (number) #1-3 —>
<l— G.k.4.r.6b: Duration of Drug Administration (unit) #1-3 —>
</comp>
{/effectiveTimed> )
{routeCode code="G.k.4.r. 10.2b” codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. 1. 1. 14"

codeSystenVersion="G. k. 4. r. 10. 2a”>
<{!— G.k.4.r.10.2a: Route of Adwinistration TermID Version Date / Number #1-3 —>
¢!~ G.k.4.1.10.2b: Route of Administration TermID #1-3 —>
CoriginalText>G. k. 4. r. 10, 1</originalText>
{!— G.k.4.1.10..1: Route of Administration (free text) #1-3 —>
</routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
{!— 6.k 4.r. la Dose (number) #1-3 —> *
{l— G.k 4.r.1b: Dose (unit) #i-3 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢! G. k. 4.r.7: Batch / Lot Number #1-3 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” detérminerCode="KIND">
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"> .
¢{!— 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" codeSystenVersion="G. k. 4.r.11.2a">

#1-3 —>

codeSystemVersion="G. k. 4.1.10. 2a">

r.9.2a">

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

#1-4 —>

CoriginalText>G. k. 4. r. 9. 1{/original Text>
¢(!— G.k 4.r.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
</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.
<!— G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k 4.r.11. 2b: Parent Route of Administration TermID #1-3 —> /
CoriginalText>G. k. 4. r. 11. 1<{/originalText>
<!~ 6.k 4.1.11.1: Parent Route of Administration (free text) #1-3 —>
</value>
{/observation>
</inboundRelationship> . ’ -

{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
" ¢!= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-4 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">

<text>G. k. 4. r. 8</text>
<!— G.k. 4.1.8: Dosage Text #1-4 —>
CeffectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.1.3"/>
<!— Gk 4.r.2: Nunber of Units .in the Interval #1-4 —>
<!— G.k 4.1.3: Definition of the Time Interval Unit #1-4 —>
</comp> )
<comp xsi:type="IVL_TS” operator="A">
- <width value="4" unit="G.k.4.r.6b"/>
<l— G.k.4.r.6a: Duration of Drug Administration (humber) #1-4 —>
<l— G.k.4.r. 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"

<{1— G.k.4.71.10. 2a: Route of Administration TermID Version Date / Number #i-4 —>
<i— G.k.4.r.10. 2b: Route of Administration TexrmID #1-4 —>
<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" wnit="G.k.4.r.1b"/>
{!— G.k-4.r.1a Dose (number) #1-4 —>
{!— G.k. 4.1.1b: Dose (unit) #1-4 —>
{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 #1—4 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determmerCode— KIND">
<formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k 4.

<!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4
<l— G.k. 4.7.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
CoriginalText>G. k. 4.r. 9. 1{/originalText>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-4 —>
{/formCode>
</kind0fProduct>
</instance0fKind>

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

<value xsi:type="CE” code="G.k 4.r.11.2b" codeSystem="2. 16.840. 1. 113883. 3. 989.2.1. L.
<!=—— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number

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

</substanceAdministration>
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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—§ d

</ outboundRelationship2> . ) L.

<outboundRelationshi;
{I—6G.k4r: Do
<substanceAdmini
<text>G. k. 4.

p2 typeCode="COMP” >

sage and Relevant Information (repeat as necessary) #1-5 —>
stration classCode="SBADM” moodCode="EVN">

r. 8</text>

<!— G.k.4.r.8: Dosage Text #1-5 —> .

CeffectiveTi

me 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"/>
¢l— G.k.4.r.5: Date and Time of Last Administration #1-5 —>

<{/comp>
-{comp Xs

i:type="IVL_TS” operator="A">

<width value="4" unit="G.k.4.r.6b"/>
{!— G.k 4.r.6a: Duration of Drug Administration (number) #1—5 -
{!— G.k 4.r.6b: Duration of Drug Adnumstratmn (unit) #1-5 -

</comp>

{/effectiveTime>

<routeCode code="G. IL4 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 #1-5 —>
«<l= G.k.4.1.10.2b: Route of Administration TermID #1~5 —>

{origina.

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

{}— G.k.4.1.10.1: Route of Administration (free text) #1-5 —>

{/routeCode>
<doseQuantit:

y value="10" unit="G.k. 4 r. [b" />

<!— G.k.4.1.1a Dose (number) #1-5 —>
<!— G.k.4.r.1b: Dose (unit) #1-5 —>

<consumable typeCode="CSM">
<instance0OfKind classCode="INST">
<préductInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
(lotNumberText>G. k. 4. r. 7</1otNumberText>
¢l— G.k 4.r.7: Batch / Lot Number #1-5 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND"> N
(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 #1-5
<!~ G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-5 —>
{originalText>G. k. 4. r. 9. 1</originalText>
{l— G.k. 4.r.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"

{val

{/va

ue xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1.
<l— G.k 4.1.11.2a: Parent Route of Administration TermID Version Date / Number

{}— G.k.4.7.11.2b: Parent Route of Administration TermID #1-5 —>
<originalText>G. k. 4. r. 11. 1{/originalText>

--Gk4r1l1: Parent Route of Administration (free text) #1-5 —>
lue>

{/observation>
</inboundRelationship> -

</substanceAdmin:
</outboundRelationsh:

istration>
ip2>

{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. 1. 8¢/texty’

Ad—Gk4r

8: Dosage Text #1-6 —>

<effectiveTime xsi:type="SXPR_TS">

{comp xs
<per:
<
-

</comp>

i:type="PIVL_TS">

iod value="10" unit="G.k. 4.r.3"/>

G.k 4.r.2: Number of Units in the Interval #1-6 —>

G.k 4.1.3: Definition of the Time Interval Unit #1-6 —>

<comp xsi:type="IVL_TS” operator="A">

<low
A==

value="20090101"/>
G.k 4.r.4: Date and Time of Start of Drug #1-6 —>

<width value="4" unit="G.k.4.r.6b"/>

Ad—

{]—

</comp> ~

G. k. 4.r.6a: Duration of Drug Administration (number) #1-6 —>
Gk 4r. 6b Duration of Drug Administration (unit) #1-6 —>

<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>

A=

G.k. 4.r.5: Date and Time of Last Admmlstratmn #1-6 —>
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codeSystenVersion="G. k. 4. r. 10. 2a™>

r.9.2a"

disp1ayNam-e="parentRouteOfAdministration'/ >
14" codeSystemVersion="G.k.4.r.11.2a">

#1-6 —>

_codeSystemVersion="6.k. 4.r. 10. 22">

r.9.2a"

</comp>
{/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 #1-6 —>
<!— G.k.4.r.10.2b: Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 10. 1¢/originalText>
{1— G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<1~ G.k.4.1. 12 Dose (number) #i-1 —>
{!— 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>
|-~ G.k 4.r.7: Batch / Lot Number #1-1 —>
</preductInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
" <formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForn” codeSystemVersion="G.k. 4.

A= G. k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6

<{}— 6.k 4.x.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 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSysten="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

<!-- 6.k 4.r.1L.2b: Parent Route of Administration TermID #1-6 —>
<originalText>G. k. 4.r. 11. I{/originalText>
<!— G.k. 4.r.11. 1: Parent Route of Administration (free text) #1-6 —>
{/value>
{/observation>
- {/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 ty'peCode— COMP™> -
<!— G.k 4.x: Dosage and Relevant Information (repeat as necessary) #1-7 —>
<substanceAdministration classCode="" SBADM moodCode="EVN">
Ctext>G. k. 4. r. 8</text>
<{!— 6.k 4.r.8: Dosage Text #1-7 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
<low value="20090101"/>
<l— G.k. 4.1, 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.4.1r.6b: Duration of Drug Administration (unit) #1-7 —>
{/comp>
{comp xsi:type="IVI_TS” operator— ">
<high value="20090101"/>
<l-~ G.k.4.r.5: Date and Time of Last Administration #1-7 ~->
</comp>
{/effectiveTime>
<routeCode code="G.k. 4, 1. 10. Zb codeSystem— 2.16.840,1.113883.3.989.2.1. 1, 14"

<{1— G.k.4.71.10.2a: Route of Administration TexrmID Version Date / Number #1-7 —>
<}— G.k.4.1.10.2b: Route of Administration TermID #1-7 —>
CoriginalText>G. k. 4. 1. 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.Ib"/>
<l— G.k.4.r. 1a Dose (number) #1-7 —>
<}~ G.k. 4.r. 1b: Dose (unit) #1-7 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
- <lotNumberText>G. k. 4. r. 7</lotNumberText>
{l— G.k 4.1.7: Batch / Lot Number #1-7 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<!— 6.k 4.r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-7
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—>
<{l— G.k. 4.r.9.2b: Pharmaceutical Dose Form TernID #1-7 —>
<originalText>G. k. 4. r, 9. 1</originalText>
¢l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-7 —>
</formCode>
</kind0fProduct>
{/instance0fKind>
</consumable>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCcde- EVN">
) <cods code="28" codeSystem="2. 16.840. 1. 113883. 3. 989 2.1.1.197 codeSystemVersmn— 1.17
displayName="parentRouteOfAdministration”/>
N (value xsi:type="CE” code="G.k.4. r.11.2b" codeSystem="2. 16,840, 1. 113883. 3.989. 2. 1. L.
14” codeSystemVersion="6.k. 4.r.11.2a"> )
. 1= G.k. 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-7 —> "
¢{l— G.k 4.1.11.2b: Parent Route of Administration TermID #1-7 —>
<originalText>G. k. 4. r. 11. 1</originalText> i
{!— G.k.4.7,11.1: Parent Route of Admlmstratlon (free text) #1-7 -
</value>
</cbservation>
</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 xsiitype="PQ” value="10" unit="G.k 5b"/>
<!— G.k.5a: Cumulative Dose to First Reaction (mmber) #l —>
- <!— G.k 5b: Cumulative Dose to First Reaction (unit) #1 —>
</observation>
</outboundRelationship2>
. <outboundRelationship2 typeCode="PERT"> )
<observation classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="gestationPeriod”/> . . . .
<value xsiitype="PQ” value="10" unit="G.k.6b"/>
{l— G.k 6a: Gestation Period at Time of Exposure (number) #1 —>
¢(}— G.k.6b: Gestation Perlod at Time of Exposure (unit) #1 —>
{/observation> ) -
{/outboundRelationship2>
<outhoundRelationshipZ typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2.16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="recurranceOfReaction”/> ’
. <value xsi:type="CE” code="G.k.9.1.4” codeSystem="2.16.840.1.113883. 3, 989.2.1.1.16”
codeSystenVersion="2.0"/>
¢}~ 6.k 9.i.4: Did Reaction Recur on Re-administration? Drug #I, Reaction #1 —>
<outboundRelationshipl typeCode="REFR"> .
<actReference classCode="0BS” moodCode="EWN">.
<id root="154eb889-958h—45£2-a02f-42d4d6£4657" />
</actReference> .
</outboundRelationshipl> ) : ‘
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
12 <code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="recurranceOfReaction”/> '
{value xsi:type="CE” code="G. k. 9.i.4” codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 16"
codeSystenVersion="2.0"/>
. : ¢! 6.k.9.i.4: Did Reaction Recur on Re—admmlstratlon'7 Drug #1, Reaction #2 —>
<outboundRelationshipl typeCode="REFR">
CactReference classCode="0BS” moodCode="EVN">
<id root= ZbaaZSd6—chB—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) #1-1 —>
_ </observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="REFR™>
<observation classCode="0BS” moodCode="EVN"> .
) <code code="9" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSysteaVersion="1.1"
displayName="codedDrugInformation”/>
{value xsi:type="CE” code="G.k.10.x” codeSystem="2.16.840.1.113883.3.989.2.1. 1. 177
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codeSystemVersion="2.0"/>
<l— 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #1-2 —>
{/observation> .
</outboundRelationship2>
{outboundRelationship? typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19”7 codeSystemVersion="1.1"
displayNeme="additionalInformation”/> .
<value xsi:type="SI">G.k. 11</value>
<!— G.k. 11: Additional Information on Drug (free text) #1 —>
{/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.2a">
<{!— G.k.7.r.2a: MedDRA Version for Indication #1-1 —>
<l— G. k. 7.r.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. r. 1</originalText> .
<}— G.k.7.r.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"

displayName="sourceReporter”/>
{/assignedEntity>
</performer>
</observation>
</inboundRelationship>
{inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2. 16, 840. 1. 113883. 3. 980. 2, 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/> - . : .
dvalue 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) #i-2 —>
<originalText>G. k. 7. r. I{/originalText>
<}— G.k.7.r.1: Indication as Reported by the Primary Source #1-2 —>
</value>
<performer typeCode="PRF">
Cassignedfintity 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="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"/>
<l— G.k.8: Action(s) Taken with Drug #1 —>
{/act>
</inboundRelationship>
{/substanceAdministration>
{/component>
<!— G.k Drug(s) Information (repeat as necessary) f#2 —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b—45c7-92dd-69e06730c3a9"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="G.k. 2. 1.2b" codeSystem="TBD-PhPID” codeSystemVersion="G. k. 2. 1. 2a"/>
<{i— G.k.2.1.2a: PhPID Version Date / Number #2 —>
<l— 6.k.2.1.2b: Pharmaceutical Product Identifier (PhPID) #2 —>
<{name>G. k. 2. 2¢/name>
<l=— G.k. 2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<asManufacturedProduct classCode="MANU">
{subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k. 3.1” root="2.16.840.1.113883.3.989.2.1.3.4"/>
<¢!— G.k. 3.1: Authorisation / Application Number #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 —>
</playing0rganization> ’
{/role>
</holder>

<author typeCode="AUT">
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<territorialAuthority classCode="TERR">

g <territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k.3.2" codeSystem="1,0.3166.1.2.2"/>
<l— 6.k 3.2: Country of Authorisation / Application #2 —>
{/territory>
. </territorialAuthority>
. : . : {/author>
. <pertinentInformation typeCode="PERT">
<policy classCode="POLICY” moodCode="EVN"> *
<code code="J2.5.k” codeSystem="2. 16. 840, 1. 113883.3.989.5.1.3.2.1. 4"
codeSystemVersion="1.1"/> ’
<1— 68eJ2.5.k: —RAERLKED) X/ RH% §2 —>
.</policy>
</pertinentInformation>
. . ' {/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="#EFEGZEDRRES"/>
<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— 868]2. 4. k: FERREORIES #2 —>
</characteristic>
</subject0f>
</asManufacturedProduct>
<ingredient classCode="ACTI">
<quantity>
<numerator value="10" unit="G.k. 2.3.r.3b"/>
<l-—— 6.k 2.3.r.3a: Strength (number) #f2-1 —>
{!— G.k 2.3.r.3b: Strength (unit) #2-1 —>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k. 2.3.r.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
-1 —> ) ‘
<!— G.k 2.3.r.2b Substance / Specified Substance TermID #2-1 —>
<name>G. k. 2. 3. r. 1{/name>
<l— 6.k.2.3.7.1: Substance / Specified Substance Name #2-1 —>
. . {/ingredientSubstance> ' .
</ingredient>
<ingredient classCode="ACTI">
<quantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
<1— 6.k 2.3.1.3a: Strength (number) #2-2 —>
<!— G.k. 2.3.r.3b: Strength (unit) #2-2 —>
<denominator value="17/>
</quantity> ' ’ ' .
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.3.r.2b” codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.
2a"/>
<!— G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date/Number H2-
2 —>

{!=—— G.k.2.83.r.2b Substance / Specified Substance TermID #2~2 —>

<name>G. k. 2. 3. r. 1</name> R

<!-~ G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>

{/ingredientSubstance>
{/ingredient>
</kindOfProduct>
<subjectOf typeCode="SBJ"> )
<productBvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1, 1. 18" codeSystemVersion="1. 0"
. displayName="retailSupply”/>
<performer typeCode="PRF">
CassignedBntity classCode="ASSIGNED”> :
{representedOrganization classCode="ORG” detexminerCode="INSTANCE">
<addr> . -
<country>G. k. 2. 4</country>
. ¢}~ G. k. 2.4: Identification of the Country Where the Drug Was
Obtained #2 —> - i . °\\
. </addr>
{/representedOrganization>
{/assignedEntity)
</performer>
{/productEvent>
</sub ject0>
<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 I ESKZDAFERE"/> :
<value xsi:type="CE” code="J2.6.k"” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2.1.57
codeSystemVersion="1.1"/>
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<1— 800)2.6.k: —RAERHOAFERE # —
{/observaticnEvent>
{/subject0f>
</instance0fKind>
{/consumable>
<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 #2, Reaction #1—>
<!— G.k.9.41.8.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #1 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="154¢h889-958b~45£2-a02f-42d4d6F4657E"/>
{/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 #2, Reaction #l —> : i
<!—G.k.9.1.8.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #l —> :
<actReference classCode="0BS" moodCode="EVN">
<id root="154eb889-958b~45F2-a02f~42d4d654657E" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl -typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9,1i.3.1b"/>
<}— 6.k 9.1.3. 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #2 —>
<!— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #2 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4ebc-93e9-5b860b314220"/>
{/actReference>
</outboundRelationshipl> .
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1i.3,2b"/>
<l—— G.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #2 —> .
’ {!-—— G.k.9.1i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #2 —> .
{actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c—93e9-5b860b314220"/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS"™>
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/> .
<l 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #3 —> o
<!— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #3 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b~4ea8-8a0f-e0ff34430adf”/>
{/actReference>
</outboundRelationshipl)
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k. 9.i.3.20"/>
<!— 6.k 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #3 —>
<{— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #3 —> - .
R <actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8~8a0f-e0ff34430adf”/>
{/actReference> '
</outboundRelationshipl>
<outboundRelationship! typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<!— 6.k.9.4.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #4 —> : ) .
. {!—- G.k.9.i-3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #4 —> :
CactReference classCode="0BS” moodCode="EVN">
<id root="2¢99840f-08b4-499c-80ff-dd8415F4f8a5"/>
{/actReference>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<!~ 6.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #4 —>
— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #4 —>
’ {actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4~499c-80ff-dd8415F4f8a5"/>
{/actReference> :
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Event (number) Drug #2, Reaction #5 —>

Event (unit) Drug #2, Reaction #5 —>

Drug #2, Reaction #56 —>

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>

‘ CoutboundRelationshipl typeCode="SAS™>

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

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

<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eabd”/>
</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)

<}— 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= 1071064c—cf10—4a3b—83c1—34f9ddb7ea6d »
</actReference>
</outboundRelationshipi>
{outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" wnit="G.k.9.1i,3.1b"/>
<I— Gk 9.1.38.1a: 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=" 1f927283 —10b6-4334-9d43-2925640fb18£” />
<{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.1,3.2b"/> . :
<l-—— G.k.9.1i.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)

<actReference classCode="0BS” moodCode="EVN">
<id r00t='”1f927283—10b6—4334—9d43—6925640fb18f’/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/> )
<l— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

<actReference classCode="0BS” moodCode="EVN"> .
<id root="e0342969-38be-423f~b6bb~celdbc279d8e”/>

</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)

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

<actRéference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" wnit="G.k. 9.i.3.1b"/>
1 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-686326344320"/>
{/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)

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

<actReference classCode="0BS” moodCode="EVN"> )
<id root="al5be092-8070-426d-af04-6863263443¢07/>
</actReference>
{/outboundRelationshipl>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="blinded”/>
(value xsi:type="BL” value="true”/>
{1— G.k. 2.5: Investlgatmnal Product Blinded #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
{!— G.k. 4.1 : Dosage and Relevant Information (repeat as necessary) #2-1 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
(textdG. k. 4. 1. 8</text>
(!~ G.k. 4 r.8: Dosage Text #2-1 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<l— G.k.4.r.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 code="G.k.4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. L. 14"
codeSystemVersion="6. k. 4. 1. 10. 2a">
’ {!— G.k. 4.1.10.2a: Route of Administration TermID Version Date / Number #2-1 —>
<l— G.k.4.r.10.2b: Route of Administration TermID #2-1 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<l— G.k.4.7:10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— 6.k.4.1. 1a Dose (number) #2-1 —>
<!— G.k. 4. 1. 1b: Dose (unit) #2-1 —>
<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 #2-1 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"> . '
¢!— G.k. 4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-1
N . i
<l— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G. k. 4. r. 9. 1{/originalText>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
</formCode>
</kind0fProduct>
</instance0fKind>
* </consumable>
{inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
- - <code code— 28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1L.1 197 codeSystemVerslon— L1
displayName="parentRoute0fAdministration”/>
<value xsi:type="CE” code="G.k. 4. r.1l.2b" codeSystem="Z. 16. 840. 1. 113883. 3. 989. 2.1.1.
14” codeSystemVersion="G. k. 4. r. 11, 22" . .
<! G.k. 4.1. 11. 2a: Parent Route of Administration TermID Version Date / Number
#2-1 —>
<!~ 6.k 4.1.11.2b: Parent Route of Administration TermlD #2-1 —> °
<originalText>G. k. 4. r. 11. 1<{/originalText>
<l— G.k 4.r.11.1: Parent Route of Administration (free text) #2-1 —>
</value>
{/cbservation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —> .
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— G.k.4.1.8: Dosage Text #2-2 —>
CeffectiveTime xsi:type="IVL_TS™>"
<low -value="20090101"/>
{I— G.k.4.1.4: Date and Time of Start of Drig #2-2 —>
(width value="4" unit="G.k.4.r.6b"/>
{!— G.k. 4.1, 6a: Duration of Drug Administration (number) #2-2 —>
{!— G.k 4.1.6b: Duration of Drug Administration (unit) #2-2 —>°
</effectivelime> 7
<routeCode code="G. k. 4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1, 1. 14"
codeSystemVersion="G. k. 4. . 10. 2a">
{}— G.k. 4.r.10.2a: Route of Administration TermID Version Date / Number #2-2 —>
<!— G.k.4.r.10.2b: Route of Administration TermID #2-2 —>
{originalText>G. k. 4. r. 10. 1</originalText>
<l— G.k.4.1.10. 1: Route of Administration (free text) #2-2 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.1.1b"/>
<!— G.k.4.r.1a Dose (number) #2-2 —>

- i {!— G.k.4.r.1b: Dose (unit) #2-2 —>
<consumable typeCode="CSM">
. ~<instanceOfKind classCode="INST">
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r.9.2a">

displayName="parentRoute0fAdministration”/>
14" codeSystemVersion="6. k. 4.r. 11. 2a">

. #2-2 —

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

r.9.2a">

d

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

#2-3 —>

<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.1.7: Batch / Lot Number #2-2 —>

</productInstancelnstance>

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

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

<{I— G.k.4:r.9.2b: Pharmaceutical Dose Form TermID #2~-2 —>
{originalText>G. k. 4. r. 9. I{/originalText>
¢!— 6.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2—2 -
</formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable>
<inboundRelationship typngde=”REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.1l1.2b" codeSystem="2.16.840. 1.113883.3.989.2.1. 1.

<l— G.k. 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

<!=— G.k. 4.1.11.2b: Parent Route of Administration TermID #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.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
(substanceAdministration classCode="SBADM” moodCode="EVN">

Ctext>G. k. 4. r. 8</textd
{l— G.k.4.1.8: Dosage Text #2-3 ——>
<effectiveTime xsi:type="IVL_TS">

<width value="4" unit="G.k.4.r.6b"/>

{!— 6.k 4.r.6a: Duration of Drug Administration (number) #2-3 —>

{!— G.k. 4.r.6b: Duration of Drug Administration (un1t) #2-3 —>

<high value="200901017/>

{!— 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"

<l— G.k. 4.r.10.2a: Route of Administration TermID Version Date / Number #2-3 —>
<l— 6.k 4.1.10.2b: Route of Administration TermID #2-3 —>
<originalText>G. k. 4. r. 10. 1{/originalText>
<l— G.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.r.1a Dose (number) #2-3 —>
{!— G.k.4.r.1b: Dose (unit) #2~3 —>
{consumable typeCode="CSM"™> '
<instance0fKind classCode="INST™>
<productInstancelnstance classCode="MMAT" detemmerCode— INSTANCE™> .
(lotNumberText>G. k. 4. r. 7</lotNumberText>
- {l— G.k. 4.1.7: Batch / Lot Number #2-3 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

' {!— 6.k 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-3

<!— 6.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-3 —>

CoriginalText>G. k. 4.r. 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=’l 17

<va1ue xsi:type="CE” code="G. k 4 r.11.2b" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1.
I G.k 4.7.11.2a: Parent Route of Administration TernID Version Date / Number
¢!—— G.k.4.r.11. 2b: Parent Route of Administration TermID #2-3 —>
{originalText>G. k. 4. r. 11. 1</originalText>
{!— G.k.4.r.1L.1: Parent Route of Administration (free text) #2-3 —>

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

r.9.2a"

-

)

displayName="parentRouteOfAdministration”/>

14" codeSystenVersion="6. k. 4. r. 11, 2a”>

#2-4 —>

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

{/observation>
</inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢!~ G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
<substanceAdministration classCode="SBADM" moodCode— EVN">
<textG. k. 4. r. 8</text>
{!— G.k.4.r.8: Dosage Text #2-4 —>
CeffectiveTime xsi:type="SXPR_TS"™>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #2-4 —>
i <l— G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
{/comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— G.k.4.r.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. 989.2.1. 1, 14"

<{l— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-4 —>
<l G.k.4.1.10.2b: Route of Adwinistration TermID #2-4 ——>
<originalText>G. k. 4. 1. 10. 1<{/originalText>
{— G.k.4.1.10.1: Route of Administration (free text) #2-4 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
<!— 6.k 4.r.1a Dose (number) #2-4 —>
{1— G.k.4.r.1b: Dose (unit) #2-4 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INSI">
‘<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="G.k. 4.

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

{!— G.k. 4.r.9.2b: Pharmaceutical Dose Form TernmID #2-4 —>
{originalText>G. k. 4. 1. 9. 1<{/originalText>
{!— 6.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" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1.
{!— G.k. 4.r.11.2a: Parent Route of Administration TermID Version Date / Number

<l— G.k 4.r.11.2b: Parent Route of Administration TermID #2-4 —>
<originalTexzt>G. k. 4. r. 11. 1</originalText> )
<l— 6.k 4.r.11.1: Parent Route of Adm:Lmstratmn (free text) #2-4 —>
</value>
{/observation>
{/inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<}— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-5 ——
{substanceAdministration classCode="SBADM" moodCode="EVN™>
{text)G. k. 4. r. 8</text>
{!— G.k.4.1.8: Dosage Text #2-5 —>
<effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL_TS™>
<period value="10" mnit="G.k. 4.r.3"/>
<I— G. k. 4.r.2: Number of Units in the Interval #2-5 —>
<l— G.k.4.r.3: Definition of the Time Interval-Unit #2~5 —>
{/comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="200901017/> ’
<l~— G.k.4.1.5: Date and Time of Last Administration #2-5 —>
{/comp>
{feffectiveTime>
<routeCode code="G.k. 4.r. 10.2b” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 14"

<!— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #2-5 —>
<l— 6.k 4.1r.10. ‘2b: Route of Administration TermID #2-5 —>
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r.9.2a8">

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

#2-5 —>

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

r.9.23">

-

_<originalText>G. k. 4. r. 10. 1</originalText> !
{l— G.k.4.r.10.1: Route of Administration (free text) #2-5 —>
<{/routeCode> .
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
<{!— G.k.4.r.1a Dose (number) #2-5 —>

- ¢!— G.k.4.1.1b: Dose (unit) #2-6 —>

{consumable typeCode="CSM"> O
" <instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode=" INSTANCE >
<lotNumberText>G. k. 4. r. 7</lotNumberText>
{!=— G.k.4.x.7: Batch / Lot Number #2-5 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k. 4.r.9. Zb codeSystem="TBD-DoseForm” codeSystemVersJ.on— G. k. 4.
\

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

<!— G.k.4.x.9. 2b: Pharmaceutical Dose Form TermID #2-5 —>
CoriginalText>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"

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. L.
<{l— G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

<!— G.k.4.r.1L 2b: Parent Route of Administration TermID #2-5 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<l“— G.k.4.r.11.1: Parent Route of Administration (free text) #2-5 —>
{/value>
{/observation>
</inboundRelationship>

</substanceAdministration>

</outboundRelationship2>

<outboundRelationship2 typeCode=" COMP >
{!— 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 —>
<effectiveTime xsi:type="SXPR_TS"> N
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.1.37/>
<l— G.k.4.r.2: Number of Units in the Interval #2-6 —>
<!~ G.k.4.1.3: Definition of the.Time Inferval Unit #2-6 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
<]~ G.k.4.r.6a: Duration of Drug Administration (number) #2-6 —>
{}— G.k. 4.r.6b: Duration of Drug Administration (unit) #2-6 —>
</ comp>
{/effectiveTimed
<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 TexrmID Version Date / Number #2-6 —>
<!~ G.k.4.r.10.2b: Route of Administration TermID #2-6 —>
{originalText>G. k. 4. r. 10. 1{/originalText>
{}~— 6.k.4.7.10.1: Route of Administration (free text) #2-6 —>
{/routeCode>
{doseQuantity value="10" unit="6.k.4.r.1b"/>
{!— G.k.4.r.1a Dose (number) #2-6 —>
<!—'G.k.4.r.1b: Dose (unit) #2-6 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!—.G.k.4.x. 7: Batch / Lot Number #2~6 —>
</productInstanceIlnstance>
<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 #2-6

{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-6 —>
SoriginalText>G. k. 4. r. 9. 1</originalText>
<l— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
</formCode>
</kind0fProduct>

{/instance0fKind>
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displayName="parentRouteOfAdministration”/>

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

s
#2-6 —>

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

r.9.2a">

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

#2-7 —>

codeSystemVersion="6G. 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.r.11.2b” codeSystem="2,16.840.1. 113883, 3.989.2.1. 1.
{!— G.k.4.1. 1L 2a: Parent Route of Administration TermID Version Date / Number

¢l-— G.k. 4.1.11.2b: Parent Route of Administration TermID #2-6 —>
<originalText>G. k. 4. r. 11. 1</originalText> R
<!— 6.k 4.r.11.1: Parent Route of Administration (free text) #2-6 —>
. </value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 ——>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{textdG. k. 4. r. 8</text>
¢!~ G.k 4.r.8: Dosage Text #2-7 —>
<effectiveTime xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.r.3"/>
{— G.k. 4.r.2: Number of Units in the Interval #2-7 —>
<l— G.k.4.1.3: Definition of the Tlme Interval Unit #2-7 —>
{/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 #2-7 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #2~7 —>
<originalText>G. k. 4. r. 10. 1{/originalText>
<l— 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 —>
<l— 6.k 4.r.1b: Dose (unit) #2-7 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢l-—— G.k.4.x.7: Batch / Lot Number #2-7 —>
" ¢/productInstanceInstance>
<kindOfProduct classCode="MMAT” determmerCode— KIND">
<formCode code="G.k.4.r.9.2b” codeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.

{!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7

<l~— G. k. 4.r.9. 2b: Pharmaceutical Dose Form TermID #2-7 —>
<originalText>G. k. 4. r. 9. 1{/originalText>
{d— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
</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. 13" codeSystemVersion="1.1"

<value xsi'type="CE” code="G.k 4.T.11.2b”" 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 —>
CoriginalText>G. k. 4. r. 11, 1<{/original Text>
<!—- G:k.4.r.11.1: Parent Route of Administration (free text) #2-7 —>
{/value> ‘
{/observation>
</inboundRelationship>
</substanceAdwinistration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!-— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8{/text>
<!— G.k. 4.r.8: Dosage Text #2-8 —>
<effectiveTime xsi:type="IVL_TS"™>
<low value="20030101"/>
{!— G.k.4.1r.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"

<I— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-8 —>
{I— G.k.4.1.10.2b: Route of Administration TermID #2-8 —>
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r.9.2a">

-

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

#2-8 —>

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

r.9.2a"> P

)
displayName="parentRouteOfAdministration”/>

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

<originalText>G. k. 4. r. 10. 1</originalText>
<}— 6.k 4.r.10.1: Route of Administration (free text) #2-8 —>
{/routeCode>
* {doseQuantity value="10" unit="G.k. 4 r. 16"/
<!— G.k.4.r.1a Dose (number) #2-8 —>
{!— G.k.4.1r.1b: Dose (unit) #2-8 —>
<consumable typeCode="CSM™>
<instance0fKind classCode="INST">
<productInstanceInstance classCode="MMAT” determmerCode— INSTANCE™>
<lotNumberText>G. k. 4. r. 7</LlotNumberText>
<l— G.k.4.1.7: Batch / Lot Number #2-8 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k. 4.r. 9. 2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{!— 6.k 4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-8

<!— G.k.4.r.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>
</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.1l.2b" codeSystem="2.16. 840, 1. 113883.3.989.2. 1. 1.
<l— G.k. 4., 11. 2a: Parent Route of Administration TexmID Version Date / Nuimber

<l— G.k.4.71. 11, 2b: Parent Route of Administration TermID #2-8 —>
CoriginalText>G. k. 4. r. 11. 1</originalText> '
<!-— G.k.4.1.11.1: Parent Route of Administration (free text) #2-8 —>
</value>
{/chservation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP”>
<!~ G.k.4.r: Dosage and Relevant Information (repeat as hecessary) #2-9 —>
(substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. 1. 8</text> N
<l— G.k.4.r.8: Dosage Text #2-9 -
<effectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<l— G.k.4.1.5: 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. FU

¢l— G.k.4.r.10.2a: Route of Administration TexrmID Version Date / Number #2-9 —>
{!— G.k.4.1.10.2b: Route of Administration TexrmID #2-9 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— 6.k.4.1.10.1: Route of Administration (free text) #2-9 ——>.
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!=— G.k.4.r.1a Dose (number) #2-9 ——>
¢!=— G.k.4.r. 1b: Dose’ (unit) #2-9 —>
{consumable typeCode="CSM"> "
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT”. determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</1lotNumberText>
{!— G.k.4.1.7: Batch / Lot Number #2-9 —>
{/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 #2-9

<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-9 —>
<originalText)G. k. 4. r. 9. 1{/originalText>
{{— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-8 —>
</formCode> .
</kind0fProduct>
<{/instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR"> .
Cobservation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1. 1"

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840.1.113883.3.989.2. 1. 1.
Kl 6.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number
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#2-9 —>

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

r.9.22">

10 —>

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

#2-10 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

<l—— G.k.4.r.11. 2b: Parent Route of Administration TermID #2-9 —>
<originalText>G. k. 4.r. 11. 1</originalText>
<!— G.k 4.1.11.1: Parent Route of Administration (free text) #2-9 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>

"</outboundRelationship2>

<outboundRelationship2 typeCode="COMP">
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 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.10.2b” codeSystem="2. 16. 840, 1, 113883, 3. 989. 2. 1. 1. 14"

<l— G.k.4.r.10.2a: Route of Adwinistration TermID Version Date / Number #2-10 —>
<I— 6.k.4.1.10. 2b: Route of Administration TermID #2-10 —>
<originalText>G. k. 4. r. 10. i</originalText>
<!— G.k.4.1r.10.1: Route of Administration (free text) #2-10 —>
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b />
{!— G.k.4.1.la Dose (number) #2-10 —>
<!— G.k.4.1.1b: Dose (unit) #2-10 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determmerCode— INSTANCE”>
<lotNumberText>G. k. 4. r. 7¢/1lotNumberText>
¢{I— G.k:4.1.7: Batch / Lot Number #2-10 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">

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

{l— G.k.4.1r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-

<{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-10 —>
CoriginalText)G. k. 4. r. 9. 1{/originalText>
¢l— G.k 4.r.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
</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.4.71.1L. 2b: Parent Route of Administration TermID #2-10 ——>
<originalText>G. k. 4. r. 11. I<{/originalText>
<{1— G.k. 4.1r.11. 1} Parent Route of Administration (free text) #2-10 —>
{/value>
{/observation>
</inbouridRelationship>
{/substanceAdministration>
</outboundRelationship2>
CoutboundRelationship2 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"

<value xsi:type="PQ” value="10" unit="G.k.5b"/> )
¢l— G.k.5a: Cumulative Dose to First Reaction (number) #2 —>
<l— 6.%. 5b: Cumulative Dose to First Reaction (unit) #2 —>
{/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"

Cvalue 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. L. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="recurranceOfReaction”/>
<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 #1 —>
<outboundRelationshipl typeCode="REFR™> . )
CactReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6£4657L"/>
{/actReference>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
" <code code="31" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. L. 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"/> )
<!— G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR”>
CactReference classCode="0BS” moodCode="EVN">
<id root="2bsa28d6-cYe8-4e6c—93e9-5b860b3142207/>
{/actReference>
</outboundRelationshipl>
</cbservation>
"¢/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"/> .
¢l— G.k. 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-1 —>
</observation> ,
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
. <code code="9" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2.-1. 1. 18” 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. 177
codeSystenVersion="2. 0”/> .
’ <{l— 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> .
. <!— 6.k 11i: Additional Information on Drug (free text) #2 —>
{/observationd> .
</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 7.1.2a"> ’ ’ .
<!— G.k 7.r.2a: MedDRA Version for Indication #2-1 —>
{l— G.k.7.r.2b: Indication (MedDRA code) #2-1 —>
<orig§nalText>G. k 7.r. 1</originalText>
¢l— G.k.7.r.1: Indication as Reported by the Primary Source #2-1 —>
</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"
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”/> ) .
Cvalue xsi:type="CE” code="G.k.7.r.2b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=
76k 7.r.2a"> -
<}— G.k.7.r.2a: MedDRA Version for Indication #2-2 —>
{!— G.k.7.1.2b: Indication (MedDRA code) #2-2 ~->
CoriginalTextG. k. 7. r. 1{/original Text>
¢!— G.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
</value> -
<performer typeCode="PRF">
* CassignedEntity classCode="ASSIGNED">
<code code="3" codeSystem="2.16.840. 1. 113883, 3.989. 2.1.1. 21" codeSystemVersion="1.0"
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displayName="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 #2 —> :
{/act>
{/inboundRelationship>
{/substanceAdministration>
{/component>
</organizer>
</subject0f2>
<subject0f2 typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EVN">

{code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1.3.2. 1. 11” codeSystemVersion="1.0" displayName="{SERDIE
=/
{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="
BREE"/>
<value xsiitype="INT” value="1"/>
<I— 00872.13.x.1: /BHIEK #1 —
{/observation>
</component>
{component typeCode="COMP”> .
<observation classCode="0BS” moodCode— EVN">
<code code="8" codeSystem="2. 16. 840. 1. 113583.3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="
ISR/
: <value xsi:type="ED">J2.13.r.2¢{/value>
. <1—'80@J2.13.1.2: XBKRE Hl —
{/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="

BRA"/, .
. <value xsi:type="CE” code="J2.13.r.3" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.7”
codeSystemVersion="1.1"/> :
<l— @00]J2.13.x.3: BAZAR #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=
”Eﬁ?@f’%@’ﬁ,.“ C
<value xsi:type="BL” value="true®/>
<I— @@eJ2.13.r. 4: BRPOEFMOFE #1 —
</observation>
</component>
</organizer>
</subject0f2>
{subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 5.1.3. 2. 1. 11" codeSystemVersion="1. 0" displayName="T552DHE
B/H
{component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
<code ‘code="T7" codeSystem="2. 16.840.1. 113883, 3, 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" 'displayName="
JEHER"/>
<value xsi:type="INT” value="1"/>
<I— @6@72.13.r.1: BHEK #2 —
{/observation>
</component>
<component typeCode="COMP”>
<observation classCode="0BS” moodCode= EV'N')
<code code="8" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1. 0" displayName="
HERB/>
<value xsi:type="ED">J2.13.r.2</valued
<1— @0@J2.13.1.2: MEHRE #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. 107 codeSystemVersion="1.0" displayName="
MR/
<value xsi:type="CE” code="J2.13.r.3" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1. 77
codeSystemVersion="1.1"/>
<l— @oeJ2. 13.r.3: IRt #2 —
{/observation>
</component>
<component typeCode="COMP">



{observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2: 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="
"R OEFOFE
<value xsi:type="BL” value="false”/>
<I— @00]2.13.1. 4: REFOEFOEFE #2 —
{/observation>
{/component>
{/organizer>
{/subject0f2>
{/primaryRole>
{/subjectl>
<component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN"> )
{code code="20" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/> ) : :
<value xsi:type="CE” code="G.k.1” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 13” codeSystemVersion="2.0"/>
<!— G.k.1: Characterisation of Drug Role Drug #1 —>
<subject2 typeCode="SUBJ">
<productUseRéference classCode= SBADM’ moodCode="EVN"> .
<id root="3c91b4d5-e039-4a7a—9c30-67671b0ef9ed”/>
</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”7 codeSystemVersion=’1. 17 displayName="

interventionCharacterization”/>
<value xsi:type="CE” code="G. k17 codeSystem="2. 16. 840, 1. 113883. 3 989.2.1.1.13" codeSystemVersion="Z. 0”/>
¢l— G.k.1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce—3b3b-45c7-92dd-69¢06730c3a9”/>
</productUseReference>
</subject2>
{/causalityAssessment>
</component>
<component typeCode="COMP”>
CcausalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k. 9.i.2.r.3</valus>

<l— G.k. 9.i.2.1.3: Result of Assessment Drug #1, Reaction #1, Assessment #1 —>
<methodCode>

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

!— G.k.9.i.2.1.2: Method of Assessment Drug #1, Reaction #1, Assessment #1 —>
</methodCode>

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

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

<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b—45£2-a02f-42d4d6£4657"/>
</adverseEffectReference>
</subjectl>
{subject? typeCode="SUBJ”>
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3¢91b4d5-e039-4a7a-0c30-67671b0ef9ed” />
</productUseReference>
{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP">
<causalityAssessment classCode="0BS” moodCode="EVN"> .
' {code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k.9.i.2.r.3</value>

(!—G.k. 9.i.2. 1. 3: Result of Assessment Drug #I, Reaction #2, Assessment #I —>
J
{methodCode> '
<originalText>G. k. 9.i.2.r. 2</origina1Tgxt>
{1==G.k.9.i.2.1r.2: Method of Assessment Drug #1, Reaction #2, Assessment #l —>
</methodCode> :

<author typeCode= AUT >
CassignedEntity classCode="ASSIGNED”>
<code> K
<originalText>G. k. 9. i. 2. r. 1{/original Text>
<I— G.k.9.i.2.1.1: Source of Assessment Drug #1, Reaction #2, Assessment #1 —>
</code>
{/assignedEntity>
{/author> !
<subjectl typeCode="SUBJ"> . -
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<adversefffectReference classCode="0BS” moodCode="EVN">
<id root=”2baaZ8d6—0998-4eﬁc-?3e9—'5b860b314220’/)
</adverseEffectReference>
- </subjectl> .
{subject2 typeCode="SUBJ"> ]
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30~67671b0efed”/>
</productlUseReference>
</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" displayNeme="causality”/>

" <value xsi:type="ST">G.k. 9.1i.2.r.3</value>
¢{1—G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 —>
<methodCode>

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

<l—G.k.9.i.2.r. 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{/originalText>
- 6G.k9.i 2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment 1 —>
{/code>
{/assignedEntity>
</author>

- <subjectl typeCode="SUBJ">
<adverseBffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e0-5b860h3142207/>
{/adverseEffectReference>
</subjectl>
<subject2 typeCode="SUBJ”>
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6£5ce—3b3b-45c7-92dd-69e06730c3a9" />
</productUseReference>
{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP">
\ {causalityAssessment classCode="0BS” moodCode="EVN™>
<code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST”>G.k.9.1i.2.r.3<{/value>
<1—G.k.9.1i.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<methodCode>
SoriginalText>G. k. 9. i. 2. r. 2</originalText>
<1—G.%.9.1.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —>
{/methodCode>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">

{code>
<originalText>G. k. 9. i. 2. r. I<{/originalText>
<}— 6.k.9.i.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #2\_—)-
</code> » ; "
{/assignedEntity>
</author>

{subjectl typeCode="SUBJ”>
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6~c9e8—4ebc-93e9-5b860b314220" />
{/adverseEffectReference>
{/subjectl>
<subject2 typeCode="" SUBJ >
<productUseReference classCode— SBADM” moodCode="EVN">
<id root="68d6£5ce-3b3b-45¢7-92dd~69e06730c3a9"/>
</productlUseReference>
</subject2>
{/causalityAssessment>
{/component>
{component]l 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>
<component1: typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
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0>

/>

<code code="15" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName=”d‘iagnosis”/> _
<value xsi:type="CE” code="H.3.r, 1b” codeSystem="2. 16. 840. 1. 113883. 6.163” codeSystemVersion="H. 3.r. 1a”/>

<!— H.3.r.1la: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 —>
<!— H.3.1.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #1 —> .

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

<code code="1" codeSystem="2. 16. 840. 1. 113883 3.989.2.1. 1, 21" codeSystemVersion="1.0" displayName="sender”/>

{/assignedEntity>
</author>
{/observationEvent>
{/component1>
{componentl typeCode="COMP">
<observationEvent ¢lassCode="0BS” moodCode="EVN">

'

{code code="15" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayNeme="diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="H.3.r.1a”/>

<!— H.3.r.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 —>
<!— H.3.r.1b: Sender’ s Diagnosis / Syndrome and / or Reclasslflcatlon of Reaction'/ Event (MedDRA code) #2 —>

<author typeCode="AUT">

<assignedEntity classCode="ASSIGNED"> 2
. <code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1.
</assignedEntity>
</author>
{/observationEvent>
</component1>

<componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">

21" codeSystemVersion="1.0” displayName="sender”/>

{code code="10" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="comment”/>

<value xsi:type="ED">H. 4</value>
<!~ H.4: Sender’s Comments —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{code code="1" codeSystem— 2.16.840.1.113883.3.989.2.1. 1.2
</assignedEntity>
</author>
</observationEvent>
{/componentl>
<componentl typeCode="COMP”>
<observationBvent classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840, 1. 113883. 3.989.5.1.3. 2. 1.10”

<value xsi:type="ED">J2.7.2</value>
l— 00812.7.2: KRETIHTHaA b —
</observationBvent>
</componentl>
{componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10”

<value xsi‘type="ED">J2.9<¢/value>
<I— @0eJ2.9: BIYEOHMBEAE —>
{/observationEvent>
{/componentl>
{component1 typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16, 840. 1. 113883.3.989.5.1.3.2.1. 10"
<value xsi:type="ED”>J2.10</value>
<l— @68]J2.10: 4% OME —>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
CobservationBvent classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16.840. 1. 113883, 3.989.5. 1. 3. 2. 1. 107

<value xsi:type="ED">J2.11</value>
<l— eeg]2. 11: ZohBEEERSE —>
</observationEvent>
{/component1>
{componentl typeCode="COMP">
{observationBvent classCode="0BS” moodCode="EVN"> ;

17 codeSystemVersion="1.0” displayName="sender”/>

codeSystemVersion="1.0"

codeSystemVersion="1. 0"

codeSystemVersion="1. 0"

codeSystemVersion="1. 0"

displayName="A55 TICHT 5 =

.displayName=”l§g¥ﬁ®§M&%§

displayName="4% DOXRR"/>

displayName="% DL E BIHE

<code code="12" codeSystem="2. 16, 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="3R&ENEDEL"

{value xsi:type="ED">J2.16</value>
<I— @8eJ2. 16: WMEAFOER —>
{/observationEvent>
{/componentl>
<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"

<value xsi:type="ED">J2.19<{/value>
<l— 088J2.19: {H=EL —>
{/observationEvent)>
{/componentl>
{component! typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
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<code code="14" codeSystem— 2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0” dlsplayName—"ﬁ"‘ﬂ%Z />
{value xsi:type="ED">J2.20</value>
<I— @eey2.20: fEE2 —>
</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</value>
<I— 8@eJ2.21: 53 —>
{/observationEvent>
</componentl>
<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” codeSystemVersion="1.0" displayName="{i5£4"/>
<value xsi:type="ED">J2.22</value>
<l— eeeyz. 22: fHEL— :
</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”/>
<l— C.1.6.1: Are Additional Documents Available? —>
{/observationEvent>
</component>
{component typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">

<code code="23" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
<l— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</component>
{component typeCode="COMP”>
{observationBvent classCode="0BS” moodCode="EVN">
(code code="36" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="summaryAndComment”/>
{value xsi:type="ED” language="H.5.r. 1b">H. 5.r. lal/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 —>
Cauthor typeCode="AUT">
CassignedEntity 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>
<component typeCode="COMP">
(observationBvent classCode="0BS” moodCode="EVN"> .
<code code="36" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="summaryAndComment”/>
{value xzsi:type="ED” language="H.5.r.1b">H. 5. r. 1lal/value>
<!— H.5.r.la: 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" codeSystemVersion="1.0” displayName="initialReport”/>
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED”>
<code code="C.1.8.2" codeSystem="2. 16.840. 1. 113883, 3.989.2.1.1.3" codeSystemVerslon— 2.07/>
¢(!— C.1.8.2: First Sender of This Case —>
</assignedEntity>
</author>
{/controlActEvent>
{/subject0f2>
</relatedInvestigation>
</outhoundRelationship>
<outboundRelationship typeCode="SPRI”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/>
(subject0f2 typeCode="SUB]">
<controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C. 1. 10.r” root="2.16.840.1.113883.3.989.2.1.3.27/>
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<I—cC.110.x: Identlflcatlon Number of the Report Which Is Linked to Thls Report (repeat as necessary) #1 —>
</controlActEvent>
</sub ject0f2>
¢/relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRT">
. <relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/> .
<subjectOf2 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> :
</subject0£2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
<priorityNumber ‘value="1"/>
¢{l— C.2.r.5: Primary Source for Regulatory Purposes #1 —>
<(relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. 1. 22" codeSystemVerslon— 1.0 displayName="sourceReport”/>
{subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN"> ~
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{addr>
<streetAddressLine>C. 2. r. 2. 3¢/streetAddressLine>
<l— C.2.r.2.3: Reporter’ s Street #l —>
) Lcity>C. 2. 1. 2. & /cityd
<l— C.2.1.2.4: Reporter’'s City #i1 —>
{state>C. 2.1, 2. 5¢/state> }
¢l C.2.1.2.5 Reporter’s State or Province #l —>
{postalCode>C. 2. r. 2. 6</postalCode>
<}— C.2.r.2.6: Reporter’ s Postcode #1 —>
</addr>
(telecom value="tel:C.2.1.2.77/>
{I— C.2.1.2.7: Reporter’ s Telephone #1 —>
CassignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
<prefix>C. 2. 1. 1. 1{/prefix>
{l— C.2.1.1.1: Reporter’s Title #1 —>
<givendC. 2. 1. 1. 2{/given>
<l— C.2.x.1.2: Reporter’s Given Name #1 —>
<given>C. 2. 1. 1. 3</given>
<l— C.2.1.1. 3" Reporter’ s Middle Name #1 —>

[l {family>C.2.r. 1. 4</family>
<1-='C.2.1.1.4: Reporter’s Family Name #1 —>
{/name>

<asQualifiedEntity classCode="QUAL”>
{code code="C.2.r.4" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 6” codeSystemVersion="2.0"/>
<I— C.2.r.4: Qualification #1 —>
{/asQualifiedEntity>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.2.r.3” codeSystem="1.0.3166.1.2.27/>
{!— C.2.1.3: Reporter’s Country Code #1 —>
{/location>
{/asLocatedEntity> .
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode=" INSTANCE >
¢ L <name)C. 2. r. 2. 2{/namne>
<}~ C.2.1.2.2: Reporter’ s Department #1 —>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="0RG” determlnerCode— INSTANCE™>
<name>C. 2. r. 2, 1{/name>
{!— C.2.1.2.1: Reporter’s Organisation #1 —>
</representedOrganization>
 {/assignedEntity>
) {/representedOrganization>
</assignedEntity>
</author>
</controlActEvent>
</sub ject0f2>
</relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1, 22" codeSystemVerslon— 1.0” dlsplayName— sourceReport”/>
<subject0f2 typeCode="SUB]">
<controlActEvent classCode="CACT” moodCode— EVN")
<author typeCode="AUT">
<assignedBEntity classCode="ASSIGNED”>
<addr>
{streetAddressLine>C. 2. r. 2. 3¢/streetAddressLine>
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<}— €.2.1.2. 3: Reporter’s Street #2 —>
<eitydC. 2. 1. 2. 4</city>
{l— C.2.1.2.4: Reporter’s City #2 —>
{statedC. 2. 1. 2. 5</state>
<I— C.2.1.2.5: Reporter’s State or Province #2 —>
<postalCode>C. 2. 1. 2. 6</postalCode>
<= C.2.7r.2.6: Reporter’ s Postcode #2 —>
</addr>
<telecom value="tel:C.2.r.2.7"/>
¢!— C.2.r.2.7" Reporter’ s Telephone #2 —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
<prefixdC. 2. 1. L. 1{/prefi>
~  <l—=C.2.r.1.1: Reporter’s Title #2 —>
" <given>C. 2. 1. 1. 2{/given>
<}— C.2.r.1.2: Reporter’s Given Name #2 —>
<given)C. 2. 1. 1. 3¢/given>
<l— C.2.1.1.3: Reporter’s Middle Name #2 —>
<family>C. 2. 1. 1. 4</family> .
<l— C.2.r.1.4: Reporter’s Family Name #2 —>
{/name>
<asQualifiedEntity classCode="QUAL”>
<code code="C.2.1.4” codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 6“ codeSystemVersion="2.0"/>
<l— C.2.1.4: Qualification #2 —> ’
</asQualifiedEntity> )
<asLocatedBntity classCode="LOCE">
<location classCode="COUNIRY” determinerCode="INSTANCE”>
{code code="C.2.r.3" codeSystem="1.0.3166.1.2.2"/>
<!-- C.2.r.3: Reporter’ s Country Code #2 —>
</location>
¢/asLocatedEntity>
{/assignedPerson>
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C. 2. r. 2. 2</name>
{l— €.2.1.2.2: Reporter' s Department #2 —>
CassignedEntity classCode=”ASSIGNED™>
{representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C. 2. T. 2. 1{/name> . ;
{!— C.2.1.2.1: Reporter’s Organisation #2 —>
</represented0rganization>
{/assignedEntity>
{/represented0rganizationd
{/assignedEntity>
{/author>
</controlActEvent>
{/subject0f2>
</relatedInvestigation>
</outboundRelationship>
<subject0fl typeCode="SUBJ”>
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT"> .

{assignedEntity classCode="ASSIGNED"> :
<code code="C.3.1” codeSystem="2. 16.840.1. 113883. 3. 989, 2. 1. 1. 7" codeSystemVersion="2.0"/>
¢!—- C.3.1: Sender Type —>
<addr>

{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
{— C.3.4.1: Sender’s Street Address —> :
<city>C. 3. 4. 2{/city>
¢!--C.3.4.2: Sender’s City ~—>
{state)C. 3. 4. 3<{/state>
<!— C.3.4.3: Sender’s State or Province —>
<postalCode>C. 3. 4. 4¢/postalCode>
<I— C.3.4.4: Sender’s Postcode —>
{/addr>
<telecom value="tel:C.3.4.6"/>
<!~ C.3.4.6: Sender’s Telephone —>
{telecom value="fax:C.3.4. 77/>
¢!--C.3.4.7: Sender’s Fax —>
{telecom value="mailto:C.3.4.87/>
{l— C.3.4.8: Sender’s E-mail Address —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
<pame> .
<prefix>C. 3. 3. 2</prefix>
<l— C.3.3.2: Sender’ s Title —>
<given>C. 3. 3. 3¢/given>
<!— C.3.3.3: Sender’s Given Name —>
<given>C. 3. 3. 4¢/given>
<l— C.3.3.4: Sender’s Middle Name —>
<Ffamily>C. 3. 3. 5</family>
<l— C.3.3.5: Sender’ s Family Name —>
<{/name>
<asLocatedBntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.3.4.5” codeSystem="1.0.3166.1.2.2"/>
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<l— C.3.4.5: Sender's Country Code —>
{/location>
</asLocatedEntity>
</assignedPerson>
<representedOrganization classCode="ORG” determinerCode="INSTANCE™> ,
<name>C. 3. 3. 1</name>
<!— C.3.3.1: Sender’s Department —>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 3. 2</name>
<l— C.3.2: Sender’s Organisation —>
{/representedOrganization>
</assignedEntity>
</;r'epresentedOrganization)
</assignedEntity>
- ¢/author>
{primaryInformationRecipient typeCode="PRCP">
<assignedBntity classCode="ASSIGNED">
<agsignedPerson classCode="" PSN determinerCode="INSTANCE”. >
<name> ’ . -
<prefix>J2.18. 2¢/prefix>
<1— 068]2.18.2: BEE FEE —
<Family>J2, 18. 3¢/fanily>
©<Kl— @eeJ2.18.3: BREF # —
<given>J2.18. 4¢/given>
<l— @eey2.18.4: L & —
. </name>
</assignedPerson> : .
<representedOrganization classCode— ORG” determinerCode=" INSTANCE >
<name>J2. 18. 1</name>
<1— @eey2.18.1: ZEE Bs —
{/representedOrganization>
</assignedEntity>
{/primaryInformationRecipient>
{/controlActEvent> o
</subject0f1>
<subjectOfl 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 37/
<l— C.L9.1r.1: Source(s) of the Case Identifier (repeat as necessary) #1 —>
<l— C.1.9.1L.r.2 Case Identifier(s) #1 —>

) </controlActEvent. '

</subject0f1> f

(subjectOfl 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"/>

<= G.1.9. L r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>°
<}— €. 1.9.1.1.2 Case Identifier(s) #2 —>
{/controlActEvent>
</subject0f1>

<subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN™>
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="ichReportType”/>
<valtie xsi:type="CE” code="C.1.3” codeSystem="2.16.840. 1. 113883. 3. 980. 2. 1. L. 2" codeSystemVersion="2.0"/>
<!— C.1.3 Type of Report —>
{/investigationCharacteristic>
</sub ject0£2>
<subject0f2 typeCode="SUBJ">
’ <mvestlgatloncharacterlst1c 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”/>
<!— 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"/ >
<!— C.1,11.1: Report Nullification / Amendment —>
</investigationCharacteristic>
</subject0f2> .
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode=" OBS moodCode="EVN"> g
<code code="4" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="
nul11f1ca1:1onAmendmentReason”/>
{value xsi:type="CE™>
{originalText>C. 1. 11. 2¢/originalText>
<l— C.1.11.2: Reason for Nulllflcatmn / Amendwent —>
</value>
{/investigationCharacteristic>
{/subject0£2>
<subject0f2 typeCode=" SUBJ’ >
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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<code code="1" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3.2. 1. 12” codeSystemVersion="1.0" displayName="HHIE% (BEHE "/,
- <value xsi:type="CE” code="J2.1a” codeSystem="2.16.840. 1. 113883.3. 989.5.1.3.2. 1. 1" codeSystemVersion="1.1"/>
A @eaJ2. la: HMAIBE @EIWR —
</investigationCharacteristic> !
</subject0f2>
<subjectOf2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840, 1. 113883..3. 889. 5. 1. 3. 2. 1. 12” codeSystenVersion="1. 0" displayName="$&EHE H"/>
{value xsi:type="TS” value="20130107"/>
<l— @eey2.2.1: HEBER —
{/investigationCharacteristic>
</subject0f2>
<subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2.16.840. 1. 113883, 3. 989.5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="$FEH A LE?‘&: Ay
[
<value xsi:type="ED">J2.2.2<{/value>
<l— 080J2.2.2: BEREBIETRaAVF —
{/investigat 1onCharacterlst1c> )
</subject0£2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2.16.840. 1. 113883. 3. 980. 5. 1.3.2.1. 12" codeSystemVersion="1. 0" displayName="EiR§#is57 F 7"/>
<value xsi:type="CE” code="J2.3" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2. 1. 2” codeSystemVersion="1.1"/>
<I— @eey2.3: BRsERET 77 —>
{/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" displayNeme="$}%&%t&57 5 7 />
Cvalue xsiitype="CE” code="J2.8.1” codeSystem="2.16.840, 1. 113883. 3. 989. 5. 1. 3. 2, 1. 6 codeSystemVersion="1.17/>
<1— 686J2.8.1: HEHBEAT S —
{/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" codeSystemVersmn— 1.0” displayNeme="8EX&5DOEH"/>
¢value xsi:type="ED">J2.8.2</value>
<l— @eeJ2.8.2: HENFHRNDOEH —>
</investigationCharacteristic>
</subject0f2>
{/investigationEvent>
{/subject>
</controlActProcess>
</PORR_IN049016UV>
{1~ Message #1 —>
<!— Message #2 —>
<}— PORR_IN049016UV —> N
<!— /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 —>
</deviced
{/receiver>
¢sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE™>
<id extension="N.1.3” root="2.16.840. 1. 113883. 3.989.2.1.3.13"/>
¢l-- N.1.3: Batch Sender Identifier —>
{/device>
{/sender>
</MCCI_IN200100UV01>
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XMLBIRA VAR VA (EEESG - (LHEA)
<?xml version="1.0" encoding="UTF-8"?7>

<MCCI_IN200100UV01 ITSVersion="XML_l.0” xsi:schemalocation="urn: hl7—org v3 MCCI_IN200100UV01. xsd” xmlns="urn:hl7-org:v3” xulns:xsi= "http://www. w3. org/
2001/XMLSchema—instance”>
<id extension="N.1.2” root="2.16.840.1. 113883.3.989.2.1.3.22"/>
<l— N.1.2% Batch Number —>
{creationTime value="20101214151617"/>
<!— N.1.5: Date of Batch Transmission —>
{responseModeCode code="D"/>
{interactionId extension="MCCI_IN200100UVO1” root="2.16.840. 1. 113883. 1. 6 7/
<name code="N. 1.1” codeSystem="2.16.840. 1. 113883.3.980.2.1.1.17 codeSystemVerslon— 2.07/>
<]— N.1.1: Type of Messages in Batch —>
{l— Message #1 —>’
<PORR_IN049016UV>
<id extension="N.2.r.1” root="2.16.840.1. 113883.3.989.2.1.3.1"/>
<l— N.2.r.1: Message Identifier —> -
{creationTime value="20101214151617"/>
<!— N.2.r.4: Date of Message Creation —>
<interactionld extension= PORR_IN049016UV root="2. 16 840, 1,113883. 1. 6” />
{processingCode code="P"/>
{processingModeCode code="1"/>
<acceptAckCode code="AL"/>
<receiver typeCode="RCV">
<device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.2.r. 3" root="2.16.840.1.113883.3.989.2.1.3.12"/>
<}— 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. 1 187/>
<}— HL7 Trigger Event ID —>
CeffectiveTime value=" 20101214151617”/)
<{— C.1.2: Date of Creation —>
*¢subject typeCode="SUBJ">
(investigationEvent classCode="INVSTG" moodCode="EVN">
<id extension="C.1.1” root="2.16.840. 1. 113883.3.989.2.1.3.1"/>
¢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 —>
<id extension="J2.1b” root="2.16.840. 1. 113883. 3. 989.5.1. 3. 2. .10
<l— @eeJe. ib: HAIBE (FS) —
<code code="PAT_ADV_EVNT” codeSystem="2. 16. 840. 1. 113883.5.4"/>
<textOH 1</text>
<!— H.1: ‘Case Narrative Including Clinical Course, Therapeutic Measu.res, Qutcome and Additional Relevant Information —>
(statusCode code="active”/>
<l— @eeJ2.7.1 ET., RETES —>
<effectiveTimed>
<low value="20090101"/>
<!— C.1.4: Date Report Was First Recelved from Source —>
</effectiveTimé>
<availabilityTime value="200390101"/>
<!— 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" codeSystenVersion="1. 0" displayName="documentsHeldBySender”/>
<title>C.1.6.1.r. 1</titled>
<l— C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #1 —
<text mediaType="application/pdf” representation="B647>C.1.6. L. r.2</text>
<!— C.1.6.1.r.2: Included Documents #l1 —>
</document>
</reference>
(reference typeCode="REFR">
<docuhent classCode="DOC” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1, 1. 27" codeSys‘temVerslon‘ 1.0” displayName="documentsHeldBySender”/>
<titledC. 1. 6. L r. I</title>
<}— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #2 —>
{text mediaType="image/jpeg” representation="B64" compression="DF">C.1.6.1.r.2{/text>
{l— C.1.6.1.1.2: Included Documents #2 —>
{/document>
{/reference> ]
(reference typeCode="REFR">
{document classCode="DOC” moodCode="EVN">
Ccode code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1. 1. 27" codeSystemVerslon— 1.0” dlsplayName— llteratureReference />
<titledJ2. 17. r</titled
<l— @eeJ2.17.r R/ HROHE #1 —>
<text mediaType="application/pdf” representation="B64">C.4.r. 2<{/text>
{l— C.4.r.2: Included Documents #l —> .
<bibliographicDesignationText>C. 4. r. 1{/bibliographicDesignationText>
<l— C.4.r.1: Literature Reference(s) #1 —>



{participation typeCode="AUT">
CassignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG” determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="J2.15.t" codeSystem="1.0. 3166, 1. 2.2"/>
<1— @@8J2. 15.r AFKE #1 —
{/location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participationd
</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. 17. x</titled
<l— @08)2.17.r RER/HROHE #2 —
<text mediaType="application/pdf” representation="B64”>C.4.r.2<{/text>
<l— C.4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</b1b11ograph1cDeslgnat1onText>
¢l— C.4.r.1: Literature Reference(s) #2 —>
<participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{representedOrganization classCode="ORG” determinerCode="INSTANCE™>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode=" INSTANCE >
(code code="J2.15.x" codeSystem="1.0. 3166.1.2.2"/>
<I— @60]2. 15. r AFE #2 —>
</location>
{/asLecatedEntity>
{/representedOrganization>
{/assignedEntity>
</participation>
{/document>
{/reference> -
<component typeCode="COMP">
<adverseBventAssessment classCode="INVSTG” moodCode="EVN">
(subjectl typeCode="SBJ">
{primaryRole classCode="INVSB]">
{playerl classCode="PSN” determinerCode="INSTANCE">
<name>D. 1{/name>
¢~ D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>
(!~ D.5 Sex —> .
<role classCode="PRS">
<code code="PRN” codeSystem="2. 16. 840. 1. 113883. 5. 111"/>
{associatedPerson classCode="PSN” determinerCode="INSTANCE">
</associatedPerson>
<subject0f2 typeCode="SB]">
Corganizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2.16. 840, 1, 113883. 3. 989. 2. 1. L. 20" codeSystemVerslon— 1.0” displayName="
drughistory”/>
</organizer>
</sub ject0f2>
{/role>
</playerl>
<subjectOfl typeCode="SBJ">
<researchStudy classCode="CLNTRL” moodCode="EVN">
<id extension="C.5.3” root="2. 16. 840, 1. 113883 3,989.2.1.3.5"/>
<l— C.5.3: Sponsor Study Number —>
<eode code="C.5.4” codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 8” codeSystenVersion="2.0"/>
<l— C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<title>C. 5. 2</title>
<l— C.5.2: Study Neme —> -
<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"/>
<l— C.5.1.r.1: Study Registration Number #1 —>
<author typeCode="AUT">
{territorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE">

< <code code="C.5.1.r.2" codeSystem="1.0. 3166.1.2.2"/>
¢{!— C.5.1.r.2: Study Registration Country #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"/>
<l— 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" codeSystem="1.0. 3166.1.2.2"/>
<!— C.5.1.r.2: Study Registration Country #2 —> . -
</governingPlaced
{/territorialAuthority>
{/author>
{/studyRegistration>
</authorization>
{/researchStudy>
{/subject0f1>
<subject0f2 typeCode="SBJ™>
{observation classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" d1sp1ayName— age” />
<value xsi:type="PQ” value="10" unit="D.2.2b"/>
<1—D.2.2a: Age at Time of Onset of Reaction / Event (mmber) —>
<I— 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”/> . A
{value xsi:type="PQ” value="10" unit="D.2.2.1h"/>
¢l—D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) —>
¢l=-D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
{/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="2.0"/>
<}— D.2.3: Patient Age Group (as per reporter) ——>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation ‘classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, 1. 1. 19” codeSystemVersion="1.1" displayName="bodyWeight”/
> , A » .
<value xsi:type="PQ” value="48.2" unit="kg”/>
<!— D.3: Body Weight (kg) —>
{/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="152" unit="cm”/>
¢!— 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” />
Cvalue xsi:type="CE” code="J2.28” codeSystemVersion="1.0” codeSystem="2.16.840. 1. 113883, 3.989.5.1.3.2.1.16” />
<I— @00J2.28: FHROHE — '
</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”>
s <observation classCode="0BS” moodCode="EVN">
<code c¢ode="D.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6, 163" codeSystemVersion="D.7.1.r. la />
<l— 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"/>
<!— D.7.1.r.1a: MedDRA Version for Medical History #2 —>
<l=— 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” codeSystenVersion="1.1"
displayName="continuing”/> .
{yalue 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” codeSystenVersion="1.1" displayName="
historyAndConcurrentConditionText”/> :
<value xsi:type="ED">D.7.2<{/value>
¢!— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /

event) —>
{/observation>
{/component>
{/organizer> .
{/subject0£2> .
<subject0f2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
(code code="2" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="drugHistory”
/>

{component typeCode="COMP">
<substanceAdministration classCode="SBADM” moodCode="EVN">
{consumable typeCode="CSM">
<instance0fKind classCode="INST"> /»
<kindOfProduct classCode="MMAT” determmerCode— KIND™>
<name>D. 8. r. 1{/name>
" <!— D.8.r.1: Name of Drug as Reported #—>
</kindOfProduct>
</instanceO0fKind> . ~
{/consumable> .
<outboundRelationship2 typeCode="CAUS">
<observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayNeme="reaction”/> ’ -
<value xsi:type="CE” code="D.8.r.7b” codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="
D.8.r.7a"/>
<l— D.8.r.7Ta: MedDRA Version for Reaction #1 —>
<!— D.8.r.7b: Reaction (MedDRA code) #1 —>
{/aobservation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<component typeCode="COMP”>-
¢substanceAdministration classCode="SBADM” moodCode="EVN">
<consumable typeCode="CSM">
{instanceOfKind classCode="INST"> .
! ‘ ’ <kind0fProduct classCode="MMAT” determinerCode="KIND"> B
<name>D. 8. r. 1{/name>
<l— D.8.1.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instance0fKind>
</consumable>
<outboundRelationship2 typeCode="CAUS">
{observation classCode="0BS” moodCode="EVN">
) <code code="29" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1..19” codeSystemVersion="1. 1"
displayName="reaction”/>
Cvalue xsi:type="CE” code="D.8.r.7b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystenVersion="
D.8. 1. 7a"/>
<l—— D.8.r.7a: MedDRA Version for Reaction #2 —>
<l— D.8.r.7b: Reaction (MedDRA code) #2 ——>
</observation>
</outboundRelationship2>
</substanceAdministration>
{/component> .
{/organizer>
“ {/subject0f2>
(subject0f2 typeCode="SB]"> .
<observation classCode="0BS” moodCode=" EVN >
<id roét= 154eb889—958b—45f2f302f—42d4d6f4657f”/>
<code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

<effectivelime xsi:type="IVL_TS">
<low value="20090101"/>
<l— 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:itype="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 #1 —>

._4..



outcome”/>

0°/>

“Rhn - BREC/>

2.1.14" />

outcome”/>

0"/

TsREn - BEAT/>

2.1.14" />

outcome”/>

0"/>

{!— E.i.2.1b: Reaction / Event (MedDRA code) #1 —>
CoriginalTextDE. i. 1. la{/originalText)>
<!— E.i.1.1a: Reaction / Bvent as Reported by the Primary Sou.rce in Native Language #1 —>
</value>
<outboundRelationship2 typeCode— PERT">
(observatlon 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.

<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="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=

<value xsi:type="CE” code="J2.26.1i” codeSystemVersion="1.0" codeSystem="2.16. 840. 1. 113883. 3.989.5.1. 3.

<l— @8@J2.26.1 EEME #1 —
{/observation>
</outboundRelationship2>
. </observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cYe8-4e6c-93e9-5b860b314220”7/> -
{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"/>
<l— E.i.4: Date of Start of Reaction / Event #2 —>

</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 #2 — '
<!~ E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
<originalText>E. i. 1. 1a¢/originalText>
<l— E.i.1.1a: 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” codeSystemVersion="1,1" displayName="

<value xsi:type="CE” code="E.i.7” écdeSystenF’Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 117 codeSystenVersion="2.

<!— 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" codeSy;temVersioF”l. 0" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.

<I— @@eJ2.26. 1 EEME #2 —
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ"> ,
<observation classCode="0BS” moodCode="EVN"> }
<id root="3a8626chb-9f1b-4eal8-8a0f-e0f£34430adf”/>
<code code="29" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

Ceffectivelime xsi:type="IVL_TS™>
) <high value="20101201"/>
<{1— E.i.5: Date of End of Reaction / Event #3 —>
{/effectiveTime> )
(value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a”>
¢{!— E.i.2.la: MedDRA Version for Reaction / Event #3 —>
{!— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
<originalText>E. i. 1. la¢/originalText>
¢{l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
{/value>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16, 840. 1. 113883. 3, 989, 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

{value xsi:type="CE” code="E.1i. 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 Observatlon #3 —>

{/observation>
</outboundRelationship2>

n



</observation>
{/subject0£f2>
* <subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
© <id root="2e99840f-08hb4-499c-80ff-dd8415£4f8a5”/>
{code code="28" codeSystem="2. 16.840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystexVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
<low value="20090101"/>
<!— B.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 xsitype="CE” code="E.i.2.1b" codeSystem="" 2 16. 840. 1. 113883, 6. 163" codeSystemVersion="E. i. 2. 1a”>
¢!~ E.i.2. 1a: MedDRA Version for Reaction / Event #4 —>
<l— B.i.2.1b: Reaction / Event (MedDRA code) #4 —>
<originalText>E. i. 1. 1a{/originalText>
<l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Natlve Language #4 —>
{/valued
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem— 2.16. 840, 1. 113883. 3. 989, 2. 1. 1. 197 codeSystemVerslon— 1.17 displayName="
outcame”/>
<value xsiitype="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.989.2. 1. 1. 11” codeSystemVersion="2.
0"/>
¢<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation>
{/outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="1071064c~cf10-4a3b-83c1-34f9ddb7eabd”/> .
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1, 19” codeSystemVersion="1. 1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
{l-- E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTimed )
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840.1. 113883.6.163" codeSystemVersion="E. i.2.1a">
¢(!— E.i.2.1a: MedDRA Version for Reaction / Event #5 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
{originalTextDE. i. 1. la</originalText>
<l— E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language # —>
{/valued
<outboundRe1at10nsh1p2 typeCode="PERT">
Cobservation 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"/> .
¢{I— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —>
{/observation>
{/outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
Cobservation classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6-4334-9d43-e925640fb185"/>
{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="20090101"/>
<l— B.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime>
(value xsiitype="CE” code="E.i.2.Ib” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.Z2.1a">
¢l— E.i.2.1a: MedDRA Version for Reaction / Event #6 —>
<l— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
CoriginalText>E.i. 1. la</originalText>
<l— E.i.1.1la: Reaction / Bvent as Reported by the Primary Source in Native Language #6 —>
</value>
CoutboundRelationship2 typeCode="PERT™>
Cobservation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16. 840, 1. 113883, 3, 989. 2. 1. 1. 19" codeSYstemVerslon— 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"/>
<!— B.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/observation> '
</outboundRelationship2>



</observation>
{/subject0f2>
<subjectOf2 typeCode="SBJ”>
<observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e”/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

<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 #7 —>
¢!— E.i.2.1b:. Reaction / Event (MedDRA code) #7 —>
{originalTextME. i. 1. la{/originalText>
<{!— E.i.1. 1a: 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”/> . .
<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: Qutcome of Reaction / Event at the Time of Last Observation #7 —>
{/observation> . : : .
</outboundRelationship2>
{/observation>
</subject0f2>
‘<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0”/>
<code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="reaction”/>

<effectiveTime xsi:type="SXPR_TS”>
{comp xsi:type="IVL_TS">
<low value="20090101"/>
<!— B.i.4: Date of Start of Reaction / Event #8 —>
<{/comp> ' ’
<comp xsi:type="IVL_TS” operator="A">
<high value="201012017/>
<!— 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">
¢!— E.i.2.1a: MedDRA Version for Reaction / Event #8 —>
<l— E.i.2. 1b: Reaction / Event (MedDRA code) #8 —>
CoriginalTextDE. i. 1. la</originalText>
<!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
{/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"/ :
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation> C
- {/outboundRelationship2>
</observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="4" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 20” codeSystemVersion="1.0" displayName="

drugInformation”/>
i~ G.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a~9c30-67671h0ef%e4” />
{consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 2{/name>
<!— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
{formCode code="J2.24.k" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 13"
codeSystemVersion="1. 0" /> o
: <l— e@ej2. 24. k WEMER #1 —>
<asManufacturedProduct classCode="MANU">
{subjectOf typeCode="SRI">
<approval classCode="CNIRCI” ‘moodCode="EVN">
<id extension="G.k.3.1” root="2.16.840, 1, 113883. 3,989.2.1.3.4"/>
<{I— 6.k 3.1: Authorisation / Application Number #1 —>
<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 #1 —>
</playingOrganization>
{/role>
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codeSystenVersion="1. 0" displayName="$TEZEREORIKS"/>

2.1.3" codeSystemVersion="1.1"/>

codeSystemVersion="1.0" />

codeSystenVersion="1.0" />

</holder>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR™>
(territory classCode="NAT” determinerCode="INSTANCE” >
{code code="G.k.3.2” codeSystem="1.0. 3166.1.2.2"/>
<l— G.k.3.2: Country of Authorisation / Application #1 —>
</territory>
</territorialAuthority>
{/author>
{/approval>
{/subject0f>
{subjectOf typeCode="SB]">
{characteristic classCode="0BS” moodCode— EVN™>
<code code="1" codeSystemw="2. 16. 840. 1. 113883. 3. 989.5. 1. 3. 2. 1. 10”

<value xzsi:type="CE” code="J]2.4.k” codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3,

<— @8072. 4. k: FEFEREORRES #1 —>
{/characteristic>
{/subject0£>
</asManufacturedProduct>
<asNamedEntity>
<name xml:lang="ja">J2.23.k</name>
<l— @08J2.23.k B 1 —>
<assigningTerritory>
{code code="JP" codeSysten="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 #1-1 —>
<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"

<l— @@@]2.25. k. r FADES #1-1 —>
{/generalizedfaterialKind>
{/asSpecializedKind>
{/ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI™>
{quantity>
<{numerator/>
{denominator value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
- (nameY6. k. 2. 3. r. 1</name>
<l—— G.k. 2.3.1.1: Substance / Specified Substance Name #1-2 —>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
<code code="J2.25.k.x" codeSystem="2.16. 840. 1. 113883. 3.989.5.1.3.2.1. 177

. <!— 0@8J2.25.k.r DKL #1-2 —
{/generalizedMaterialKind>
{/asSpecializedKind>
</ingredientSubstance>
</ingredient> -
</kindOfProduct>

¢ </instanceOfKind>
{/consumable>
{outboundRelationship2 typeCode="COMP™> ]
({-- G.k. 4. r: Dosage and Relevant Information (repeat as necessary) #1-1 —>

{sub

stanceAdministration classCode="SBADM” moodCode="EVN">

" <text>G. k. 4. 1. 8¢/text>

<!— G.k 4.r.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_IS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.1.3 />
{!— G.k.4.1.2: Number of Units in the Interval ¥1-1 —>
{I— G.k.4.1.3: Definition of the Time Interval Unit #1-1 —>
</comp> '
{comp xsi:type="IVL_TS” operator="A">
Clow value="20080101"/>
{!— G.k 4.1.4: 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> -
{/effectiveTine>
CrouteCode 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.r.10.1: Route of Administration (free text) #1-1 —>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!~ G.k.4.r. 1a Dose (number) #1-1 —>
<!— G.k. 4.r. Ib: Dose (unit) #1-1 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{|— 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.r.3"/>
<l— G.k.4.1.2: Number of Units in the Interval #1-2 —>
<~ 6.k4r13: Def1n1t10n of the Time Interval Unit #1-2 —>
</ comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
<l— G.k.4.r.5: Date and Time of Last Administration #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>
{l— 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. la Dose (number) #1-2 —>
{!— G.k.4.r. 1b: Dose (unit) #1-2 —>
</substanceAdministration>
</outbound.Re1ationship2>
<outboundRe1at10nsh1p2 typeCode="COMP”>
<1~ 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>
<{I— G.k. 4.1.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
{period value="10" unit="G.k.4.r.3"/>
{!— G.k.4.r.2: Number of Units in the Interval #1-3 —>
<l— G.k 4.r,3: Definition of the Time Interval Unit #1-3 —>
</comp>
<comp xsiitype="IVL_TS” operator="A">
<low value="20090101"/>
{!— 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>
- {!— G.k.4.1.10. 1: Route of Administration (free text) #1-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4. r-1b"/>
{!— G.k:4.r.1a Dose (number) #1-3 —>
<1~- G.k 4. 1. 1b: Dose (unit) #1-3 —>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #l—4 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
{]— G.k 4.r.8: Dosage Text #l-4 —>
<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 #i-4 —>
<l— 6 k4r3: Defmltlon of the Time Interval Unit #1-4 —>
</comp>
n {comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<l— 6.k 4.1.5: Date and Time of Last Aduinistration #1-4 —>
</comp>
</effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883 3.989.2.1.1. 14"
. <originalText>G. k. 4. r. 10. 1</originalText>
{d— G.k.4.r. 10. 1: Route of Administration (free text) #1-4 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
{]— G.k 4.r.1a Dose (number) #1-4 —>
<!— G.k. 4.r.1b: Dose (unit) #1-4 —>
</substanceAdministration>
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<{/outboundRelationship2>
<outboundRelationship2 typeCode="" COMP >
¢l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-5 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{textdG. k. 4. r. 8</text>
<!— G.k.4.r.8: Dosage Text #1-5 —>
<effectiveTime xsi:type="SXPR_TS">
<comp xsiitype="IVL_TS">
<low value="20090101"/>
{l— G.k 4.1.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
d— Gk4r.5: Date and Time of Last Administration #1-6 —>
</comp>
. <comp xsi:type="IVL_TS” operator="A">
</comp>
{/effectiveTimed>
<routeCode codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #1-5 —>
</routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
¢(!— G.k. 4.r.1a Dose (number) #1-5 —>
<!— G.k. 4.1, 1b: Dose (unit) #1-5 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{}— G.k. 4.1r: Dosage and Relevant Information (repeat as necessary) #1-6 —>
(substanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4. r. 8</text>
<!— G.k.4.r.8: Dosage Text H#1-6 —>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.1.37/>
<!— G.k.4.1.2: Number of Units in the Interval #1-6 -5
<!— G.k.4.r.3: Definition of the Time Interval Unit #1-6 —>
</comp>
<comp xsi:type="IVL_TS” operator— A"
<low value="20090101"/>
<!— G.k 4.r.4: Date and Time of Start of Drug #1-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<l— G.k.4.1.5: Date and Time of Last Administration #1-6 —>
</comp>
{/effectivelime>
<routeCode codeSystem="2.16.840.1.113883.3.989,2.1.1. 14"
<originalText>G. k. 4. r. 10. 1{/originalText>
<!— G.k 4.r. 10.1: Route of Administration (free text) #1-6 —>
{/routeCoded
<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) #i-1 —>
<{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP”>
1= G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM” moodCode— EVN” >
<text>G. k. 4. r. B/ text>
<l— G.k. 4.1.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20090101"/>
<!— G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢(!— G.k.4.r.5: Date and Time of Last Administration #1-7 —>
</comp> '
{/effectiveTime>
<routeCode codeSystem="2. 16. 840. 1. 113883. 3.989.2.1.1.14">
{originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.7.10.1: Route of Administration (free text) #1-7 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!—G.k. 4.r.la Dose (number) #1-7 —>
' ) ¢}— G.k 4.r.1b: Dose (unit) #1-7 —>
- {/substanceAdministration>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16. 840, 1. 113883.3.989. 2.1. 1. 19” codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
<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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<!— 6.k.9.1i.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£46575" />
</actReference>
{/outboundRelationshipl>
{/observation> L
: </outboundRelationship2> J
. . <outboundRelationship2 typeCode="PERT"> .
) {observation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3,989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="recurrance0fReaction”/> )
<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"/> '
<!— 6.k 9.1i.4: Did Reaction Recur on Re-administration? Drug #1, Reactlon #2 —>
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode=YEVN">
<id root="2baa28d6~c9e8-4e6c-93e9-5b860b3142207/>
{/actReference>
N {/outboundRelationshipl>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<! G.k Drug(s) Information (repeat as necessary) #2 —>
<component typeCode="COMP">
<substanceAdministration classCode="SBADM” moodCods="EVN">
<id root="68d6f5ce~3b3b~45¢7-92dd~69e06730c3a9" />
<consumable typeCode=7CSM”>
<instance0fKind classCode="INSI">
<kindOfProduct classCode="MMAT” determinerCode="XIND">
<namedG. 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. 1. 113883. 3.989.5.1.3.2.1.13"
codeSystemVersion="1.0" /> :
<!— 8@aJ2. 24.k BLSFER #2 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN">
<id extension="G.k.3.1” root="2.16.840. 1. 113883. 3. 989. 2. 1.3.4"/>
: §!— G. k. 3.1: Authorisation / Application Number #2 —>
<holder typeCode="HLD">
<trole classCode="HLD™>
<playingOrganization classCode="0RG" determinerCode=" INSTANCE >
<name>G. k. 3. 3{/name>
<l— 6.k 3.3: Name of Holder / Applicant #2 —->
</playingOrganizationy
{/role>
</holder>
Cauthor typeCode="AUT">
.. <territorialAuthority classCode="TERR">
<territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k.3.2" codeSystem="1.0.3166.1.2.2"/>
<l— G.k.3.2: Country of Authorisation / Application #2 —>

Y {/territory> .
U : </territorialAuthority> °
</author>
{/approval>
{/subject0f>

{subject0f 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="#HERZEDRIAKS"/>
' <value xsi:type="CE” code="J2. 4. k" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3.
2.1.3” codeSystenVersion="1.17/> ) :
<l— @80J2. 4. k: FEXSEORRES #2 —> 7
{/characteristic>
</subject0f>
{/asManufacturedProduct> -
<asNamedEntity>
<name xml:lang="ja”>J2:23. k</name>
<1— @@@J2. 23.k B #2 —>
<assigningTerritory> .
{code code="JP” codeSystem="1.0,3166.1.2.2” /> ,
{/assigningTerritory>
{/asNamedEntity>
<ingredient classCode="ACTI">
{quantity>
{numerator/>
{denominator value="1"/ >
{/quantity>
{ingredientSubstance classCode="MMAT” determlnerCode— KIND™>
<name>G. k. 2. 3. r. 1{/name>
1= 6.k 2.3.r.1: Substance / Specified Substance Name #2-1 —>
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<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
) <code code="J2.25.k.1" codeSystem="2. 16.840. 1,113883. 3.989.5.1.3.2. L. 17"
codeSystemVersion="1. 0" />
" <1— @08J2.25. k.r G DK #2-1 —>
' {/generalizeddaterialKind>
{/asSpecializedKind>
</ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI">
{quantity>
<numerator/>
{denominator value="1"/>
</quantity>
(ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 3. r. 1</nane>
{!— G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>
CasSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="J2.25.k.r" codeSystem="2, 16.840. 1, 113883, 3.989.5.1.3.2.1. 17"
codeSystemVersion="1.0" />
<l— 800]2.25.k. v ADES #2-2 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
</ingredientSubstance>
</ingredient>
</kindOfProduct>
. </instance0fKind>
. </consumable> .
<outboundRelationship2 tipeCode="COMP”>
<}— G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —>
) { {substanceAdninistration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. r. 8</text>
<l— G.k. 4.r.8: Dosage Text #2-1 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/> ,
<l— G.k.4.7.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<l— G.k. 4.7.5: Date and Time of Last Administration #2-1 —>
{/effectiveTime>
¢ <routeCode codeSystem="2.16.840. 1. 113883, 3.989.2. 1. L. 14™>
<originalText>G. k. 4. r. 10. 1{/originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-1 —>
</routeCode>
<doseQuantity value="10" unit="G. k 4.r.1b"/>
<l— G.k.4.r.la Dose (number) #2-1 —>
<l—— G.k. 4.r.1b: Dose (unit) #2-1 —>
. {/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™> )
¢!~ G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
Ctext>G. k. 4. 1. 8</text> )
<{!— 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 —>
{/effectiveTime>
<routeCode codeSystem="2. 16, 840. 1. 113883, 3.989.2. 1. 1. 14”>
SoriginalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-2 —>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<!~ 6.k 4.r.1a Dose (number) #2-2 —>
: <l— G.k 4.r.1b: Dose {(unity #2-2 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. 8</textd
{!~~ G.k 4.1.8: Dosage Text #2-3 —>
{effectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
(!— G.k 4.r.5: Date and Time of Last Administration #2-3 —>
{/effectiveline> ’
{routeCode codeSystem="2.16.840.1.113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1<{/originalText>
!— G.k.4.7.10.1: Route of Administration (free text) #2-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
{!— G.k.4.r.1a Dose (number) #2-3 —>
{I— G.k. 4.r.1b: Dose (unit) #2-3 —>
{/substanceAdministration>
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP"™>
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
<substanceAdministration classCode="SBADM” moodCode-— EVN™>
{textdG. k. 4. r. 8</text)
<!— G.k 4.r.8: Dosage Text #2-4 —>
<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 #2-4 —>
{!— G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
</comp>
<comp xsi:type="IVL_TS” operator="A"> )/
<low value="20090101"/> i .
<!— G.k.4.1.4: Date and Time of Start of Drug #2~4 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2. 16,840, 1, 113883. 3.989.2. 1. 1, 14™>
<originalText>G. k. 4. r. 10, 1<{/originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-4 —>
</routeCode>
{doseQuantity value="10" mit="G.k.4.r.1b />
K!— G.k 4.r.1a Dose (number) #2-4 —>
<!— Gk 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. 4.1. 8/ textd
<!=- 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"/>
<l== G.k 4.1.2: Number of Units in the Interval #2-5 —>
<l G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
</ comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<!— G.k.4.1.5: Date and Time of Last Administration #2-5 —>
</comp>
</effectiveTime>
<routeCode codeSystem="2. 16. 840. 1, 113883. 3. 989, 2 1.1.147>
<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— G.k.4.r. 1a Dose (number) #2-5 —>
<l— G.k.4.r.1b: Dose (unit) #2-5 —>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode— COMP™>
{}~= G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2—6 —->
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text> .
<! G.k.4.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> B
<routeCode codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1<{/originalText>
{!— G.k.4.1.10. 1: Route of Administration (free text) #Z—G —-—>
</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/> -
<l— G.k.4.r.1a Dose (number) #2-6 —>
{!— G.k.4.r.1b: Dose (unit) #2-6 —>
{/substanceAdministration>
{/outboundRelationship2> -
{outboundRelationship2 typeCode="COMP">
{l— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —
{substanceAdministration classCode="SBADM” ‘moodCode="EVN">
{text>G. k. 4. r. 8</text>
{l-— G.k.4.r.8: Dosage Text #2-7 —>
CeffectiveTime xsi:type="PIVL_TS™>
<period value="10" unit="G.k 4.r.3"/>
4~ G.k.4.r.2: Mumber 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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displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayName="recurrance0fReaction”/> .

codeSystenVersion="2. 0"/>

<routeCode codeSystem="2.16.840. 1. 113883.3.989. 2. L. 1. 14™>,
<originalText>G. k. 4. r. 10. 1<{/originalText>
<l— G.k 4.1.10.1: Route of Administration (free text) #2-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{I— G.k.4.r.1a Dose (number) #2-7 —>
¢<l— G.k 4.r.1b: Dose (unit) #2-7 —>
{/substanceAdministration>
{/outboundRélationship2>
<outboundRelationship2 typeCode="COMP”>
¢1— G.k. 4.1 Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4. . 8</text>
<l— G.k. 4.r.8: Dosage Text #2-8 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
{!-- G.k. 4.r.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883, 3. 989. 2. L. L. 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
<l— G.k.4.r.10.1: Route of Administration (free text) #2-8 —>
{/routeCode>
(doseQuantity value="10" unit="G.k. 4.r.1b"/>
(I~ G.k.4.r.1a Dose (number) #2-8 —>
<{!— G.k.4.r.1b: Dose (unit) #2-8 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
{1=~ G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #{2-9 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<l— G.k.4.r.8: Dosage Text #2-9 —>
CeffectiveTime xsi:type="IVL_TS™>
<high value="20090101"/> )
<!~ 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"
CoriginalText>G. k. 4. r. 10. 1</originalText>
¢!— G.k.4.1.10.1: Route of Administration (free text) #2-9 —>-
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<{l— G.k. 4.r.1a Dose (number) #2-9 —>
<l— G.k 4.r.1b: Dose (unit) #2-9 —>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. r. 8{/text>
<I—— 6.k 4.r.8: Dosage Text #2-10 —>
SeffectiveTime xsi:type="IVL_TS">
{/effectiveTimed
{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 tex’c) f#2-10 —
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
{l— 6.k 4.r. 1a Dose (number) #2-10 —>
<l— G.k.4.r.1b: Dose (dnit) #2-10 —>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

Cvalue xsi:type="CE” code="G.k.9.i.4” codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 16"

<]— 6.k 9.1i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
CoutboundRelationshipl typeCode="REFR”> ’
CactReference classCode="0BS” moodCode="EVN">
<id root="154¢b889-958b—45f2-202f-42d4d6F4657E"/>
{/actReference>
</outboundRelationshipl>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.i.4” codeSystem="2. 16.840. 1. 113883. 3.989.2.1.1. 16"
<]~ G.k.9.1i.4: Did Reaction Recur on Re-aduinistration? Drug #2, Reaction H#2 —>
<outboundRelationshipl typeCode="REFR">

<actReference classCode="0BS” moodCode="EVN" >
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<id root="2baa28d6—c9e8-4e6c—9329-5b860b3142207/>
3 . ’ {/actReference>
</outboundRe1at1Qnsh1p1>
</observation> .
</outhoundRelationship2> - . I3
{/substanceAdministration> :
{/component> '
{/organizer>
{/subject0f2>
{/primaryRole>
</subjectl>
<component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">
. <code code="20" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/>
{value xsi:type="CE” code— G. k.17 codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 137 codeSystemVerslon— 2.07/>
<l— 6.k.1: Characterisation of Drug Role Drug #1 —>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5~e039-4a7a~9c30-67671b0ef9e4”/>
</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 xsi:type="CE” code="G.k.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 13" codeSystemVersion="2.0"/>
<!— G.k. 1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b-45c7-92dd-69¢06730c3a9"/>
</productUseReference>
</subject2>
{/causalityAssessment>
</component>
) <componentl typeCode="COMP">
i . - <observationBvent classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883, 3. 989, 2. 1. 1 19" codeSystemVerslon‘ 1.17 displayName="comment”/>
{value xsi:type="ED">H. 2</valued -
<!— H 2: Reporter’s Comments —>
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED”>
’ <code code="3" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="

sourceReporter”/>
{/assignedEntity>
</author>
</observationfvent>
</component1> '
{componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="" EVN >
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="comment”/>
<value xsi:type="ED">H. 4</value>
<I— H.4: Sender's Comments —>
Cauthor typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. Zl codeSystemVersion="1. 0" displayName="sender”/>
{/assignedEntity>
</author>
</observationEvent>
{/component1d
{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. L. 10” codeSystemVersion="1.0" displayNeme="3RZ2Tizxi¥+ %=
AN
(value xsi:type="ED">J2.7.2</value>
<I— 006]2.7.2: RETIKHTH=AVF —
{/observationEvent> . _ .
</component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="4%D%Ii"/>
<value xsi:type="ED”">J2.10</value> .
<i— 8e@J2.10: SHOIR —>
{/observationEvent>
</component1>
<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" dlsplayName— %®M§%$E%
P

<value xsi:type="ED">J2. 11</value>
<1— @eeJ2. 11: ZohBEFESE —
{/observationEvent>
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{/component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2.16.840. 1. 113883. 3. 989. 5.1.3.2.1. 10" codeSystemVersion="1. 0" dlsplayName—”ﬁ":Pﬂa-Og =
”» .
(value xsi:type="ED">J2.16</value>
<l— @eey2. 161 MENEOER —>
{/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”/> R
{value xsi:type="BL” value="true”/>
¢!— C.1.6.1: Are Additional Documents Available? —>
</observationF§vent>
</component>
{component typeCode="COMP">
{observationEvent classCode="0BS” 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”/>
{1-— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Repor’c‘7 -
</observationEvent>
{/component>
CoutboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 22" codeSystemVersion="1.0” displayName="initialReport”/>
<subjectOf2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode— EVN™>
. <author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{code code="C.1.8.2” codeSystem="2.16.840. 1. 113883 3.989.2.1.1.3” codeSystemVersion="2.0"/>
{l-- C.1.8.2: First Sender of This Case —>
</assignedEntity>
</author>
{/controlActEvent>
</subject0f2>
(/relatedInvestigation>
¢/outboundRelationship>
CoutboundRelationship typeCode="SPRT">
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlavor="NA"/>
{subjectOf2 typeCode="SUBJ">
{controlActEvent classCode— CACT” moodCode— EVN™>
<id extension="C.1.10.x” root="2.16.840. 1. 113883. 3.989.2.1.3.2"/>
<1— C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #l —>
{/controlActEvent> ’
{/subject0f2> -
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT”>
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<sub_]ect0f2 typeCode="SUB]">
<cohtrolActEvent 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) #2 —>
{/controlActEvent>
{/subject0£2>
{/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" codeSystemVersmn— 1.0” displayName="sourceReport”/>
{subjectOf2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode— EVN >
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
<assignedPerson classCode="PSN” determinerCode="INSTANCE"> \
CasIdentifiedBntity classCode="IDENT">
(code code="J2.27.t” codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 15” codeSystenVersion="1.0" />
KI— @eeeJ2.27.r BFH7 77 #1—>
</asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
<code code="]2.29.r” codeSystem="2. 16. 840, 1. 113883, 3, 989. 5. 1. 3. 2. 1.9” codeSystemVersion="1.0"/>
<l— @68J2.29.r THBAFRE #l —
</asIdentifiedEntity>
<asLocatedBntity classCode="LOCE">
(location classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C.2.1.3” codeSysten="1.0.3166.1.2.27/>
¢l— C.2.1.3: Reperter’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. L. 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">

N <code code="J2.27.r" codeSystem="2. 16.840. 1. 113883, 3. 989, 5. 1. 3. 2. 1. 15" codeSystemVersion="1.0"" />
<I— @eey2.27.r BHIZ 57 Ho—> ' '
{/asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT”>
{code code="J2.29.1r” codeSystem="2. 16.840. 1. 113883. 3, 989, 5, 1. 3.2. 1. 9" codeSystemVersion="1.0"/>
' <l— @80]J2.29. r WHAFERE #2 —
{/asIldentifiedEntity>

{asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY" determinerCode="INSTANCE">
<code code="C.2.1.3” codeSystem="1. 0. 3166.1.2.2"/>

. <l— C.2.1.3: Reporter’s Country Code #2 ~—>
{/location>
{/asLocatedEntity>
{/assignedPerson>
{/assignedEntity>
</author>
{/controlictEvent>
</subject0f2>

</relatedInvestigation>
</outboundRelationship> ’

= <subjectOfl typeCode="SUBJ">

<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT"> .
CassignedEntity classCode="ASSIGNED”>
. <code code="C.3.1” codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 7" codeSystemVersion="2. 0"/>
<l— C.3.1: Sender Type —> !
<addr> .
{streetAddressLine>C. 3. 4. 1{/streetAddressLine
¢l=- C.3.4.1: Sender’s Street Address —>
LcitydC. 3. 4. 2{/city>
<1—C.3.4.2: Sender’s City —>
<state>C. 3. 4. 3¢/stated
<l— C.3.4.37 Sender’ s State or Province —>
<postalCode>C. 3. 4. 4¢/postalCode> ,
<{I— 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.3.4.77/>
<}— C.3.4.7: Sender’s Fax —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name> :
<prefix>C. 3. 3. 2¢/prefix>
{I--0.3.3.2: 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— €.3.3.4: Sender’s Middle Name —>
<family>C. 3. 3. 6</family>
{l— 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"/>
<l— C.3.4.5: Sender’s Country Code —>
{/location>
{/asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0RG” determinerCode="INSTANCE”>
<assignedEntity classCode="ASSIGNED">
{representedOrganization classCode="0RG” determinerCode="INSTANCE">
<name>C. 3. 2¢/name>
¢!— C.3.2: Sender’s Organisation —>
{/representedOrganization>
{/assignedEntity>
v </representedOrganization>
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</assignedEntity> .
{/author>
{primaryInformationRecipient typeCode="PRCP">
CassignedBntity classCode="ASSIGNED”>
{assignedPerson classCode="PSN” determinerCode="INSTANCE">
<name>
<prefix>J2. 18. 2{/prefix>
<1 @eey2.18.2: EfgE HEE —
{family>J2. 18, 3¢/family>
<I— @ej2.18.3: REH % —>
<given>J2. 18. 4</given>
<1— @0eJ2.18.4: BiE4 £ —>
{/nane>
</assignedPerson>
{representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>J2. 18. 1</name>
<I-- @ee)2.18.1: ZiEE AL
{/representedOrganization>
</assignedEntity>
</primaryInformationRecipient>
{/controlActEvent>
</subject0fl>
<subjectOfl 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"/>
{l— C. 1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessarv) #1 —>
¢!— C.1.9.1.r.2 Case Identifier(s) #1 —>
</controlActEvent>
</subject0f1>
(subjectOf1 typeCode="SUBJ">
<controlActEvent classCode="CACI” 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. 37/>
<l C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
{l— €.1.9.1.r.2 Case Identifier(s) #2 —>
</controlActEvent>
{/subjectOf1>
<subjectOf2 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=" 1chReportType />
¢value xsi:type="CE” code="C.1.3” codeSystem="2.16.840.1.113883.3.989.2.1. 1. 2" codeSystemVersion="2.07/>
<l—— C.1.3 Type of Report —>
{/investigationCharacteristic>
{/subject0f2> -
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1, 113883, 3. 989. 2 1.1.23"7 codeSystemVerslon— 1.0” displayName="otherCaselds”/>
<value xsi:type="BL” value="true”/>
¢(l— C.1.9.1 Other Case Identifiers in Previous Transmissions —>
"{/investigationCharacteristic
</subject0f2>
{subjectOf2 typeCode="SUBJ">
¢investigationCharacteristic classCode="0BS” moodCode="EVN">
(code code="3" codeSystem="2. 16. 840. 1. 113883 3. 989, 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationAmendmentCode”/

¢value xsi:type="CB” code="C.1.11.1” codeSystem="2. 16, 840, 1. 113883. 3. 989.2. 1. 1.5 codeSystenVersion="2.07/>
<1~=C.1.11.1: Report Nullification / Amendment —>
</investigationCharacteristic>
{/subject0f2> .
(subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 23" codeSystemVersmn— 1.0” displayName="

nullificationAmendmentReason”/>

(value xsi:type="CE™>
<originalText>C. 1. 11. 2{/originalText>
<l— C.1.11.2: Reason for Nullification / Amendment —>
{/value>
</investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUBJ"> B
(investigationCharacteristic classCode="0BS” moodCode="EVN">
Ccodé code="1" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="RRBIES (HEHT "/
<value xsi:type="CE” code="J2.1a" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2. L. 1”7 codeSystemVersion="1.1"/>
<I— @eeJ2. la: BAIEF (BRESR —
{/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" dlsplayName—’ﬁtﬁﬁEl />
<{value xsi:type="TS" value="20130107"/>
<I— eeejz2.2.1: #MEEER —>
{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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3

(code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="$&EE RicBT 222

(value xsi:type="ED">J2.2.2<{/value> ) -
<1— 000J2.2.2: BEBHERETEA L —>»
</investigationCharacteristic> '
{/subject0f2>
. <sub ject0f2 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" displayName="#&X&5N 75 7"/>
<value xsi‘type="CE” code="J2.8.1" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.6” codeSystemVersion="1.1"/> "~
<l— 080J2.8.1: |ERNFHNTFT —> . :
{/investigationCharacteristic
</sub ject0f2>
<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="#%&NBN-DEHR"/>
<value xsi:type="ED">J2.8.2</value>
<1— @eJ2.8.2: WMENSHOBRE —>
</investigationCharacteristicd>
</subject0f2>
</investigationEvent>
</subject>
</controlActProcess>
</PORR_INO49016UV>
. {l=— Message #1 —>
<l—— Message #2 —>
<1-- PORE_INO49016UV —>
¢1-- /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. 3 147/>
<{I— N.1.4: Batch Receiver Identifier —>
</device>
</receiver>
<sender typeCode="SND"> :
<device classCode="DEV” determmerCode- 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_IN200 100UV01[@ITSVer510n—'XML 1. 0'] [@xsi: schemaLocatlon“'urn hl7-
orgv3
MCCI_IN200100UV01.xsd/PORR INO49016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/ subJect [@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="TNVSTG'] [@moodCode—'EVN']/component [@typeCode="COMP'][adv
‘erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'] [@mo
0odCode="EVN'/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode=TNVSBJ"
I/subjectOf2[@typeCode="SBJ'llorganizer/code[@code="4'l[@codeSystem="'2.16.840.
1.113883.3.989.2.1.1. 20'1[1)/organizer[@classCode='CATEGORYl[@mood Code="E
VN'l/component[@type Code="COMP'] [substanceAdmlmstratlon/ld] [k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'][1]/instanceOfKind[@classCode="INST')/kind OfProductl@classCode=MM
AT'][@determinerCode="KIND'//asManufacturedProduct[@classCode="MANU'/su -
bjectOfl@typeCode="SBJ'l[characteristicl[1l/characteristiclcode[@code="1T[@code-
System="2.16.840.1.113883.3.989.5.1.3.2.1.10'11[1][@classCode='"OBS' [@mood Cod
e='"EVN'l/valuel@xsi‘type='CE' ][@codesystem—'z 16.840.1.113883.3.989.5.1.3.2.1.
3'/@code

XPath
(codeSystem

Version)

/MCCI_IN2OO 100UV01[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hl17-
org.v3
MCCI_IN200100UV01.xsd'J/PORR_IN049016UVIrl/controlActProcess@classCod

 e='CACT'][@mood Code="EVN'l/subject [@typeCode="SUBJ'I[1)/investigationEvent

[@classCode="INVSTG1[@mood Code="EVN'l//component[@type Code="COMP'1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo
0dCode="EVN'//subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode="SBJ"l[organizer/codel@code='4'][@codeSystem="2.16.840.
1.113883.3.989.2.1.1.2011[1)/organizer[@classCode='CATEGORY'l [@mood Code="E
'VN'/component[@type Code='COMP'][substanceAdministration/idl[kl/substanceA
dmlmstratlon[@classCode"'SBADM l{@moodCode="EVN/consumablel[@typeCode
—'CSM[1}/instanceOfKind[@classCode=TNST/kindOfProductl@classCode="MM
AT1[@determinerCode="KIND'l/asManufacturedProduct[@classCode="MANUl/su
bjectOf@typeCode='SBJ'l[characteristicl[1]/characteristiclcode[@code="11[@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10TI[1][@classCode='OBS[@mood Cod
e='EVN'l/valuel@xsi:type="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
3'/@codeSystemVersion "

J2.5.k. —‘&'fﬁ ERREDY R RH%E

HBE#HA éT DOWERED > B, BHEEFRBI—KA E%nnx REREEREROLS. —KAE
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R SICBWT—RAERLOBEAIL., 01=8—8HEXERL], (02=F_FEEXK -

fnl. [28=FEFE _HEERR] XX 03=B=HEEH] OF»bBRLEHTLIZ
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2AN

HAE

B SBR

XPath

/MCCI_IN200100UVO01[@ITSVersion=XML_1. 0'll@xsi:schemalocation="urn:hl7-
orgv3 -
MCCI_IN200100UV01.xsd [/PORR_IN049016UVIrl/controlActProcess[@classCod
e="CACT'] [@moo&Code='EVN']/ subject [@fyp eCode='SUBJ1[1)/inve stigationEvent
[@classCode="TNVSTG'] [@moodCode=’EVN’]/component [@typeCode="COMP'][adv
erseEventAssessment][1]/ adirerseEventAssessment [@classCode="INVSTG' [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1}/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode="SBJ'] [organizer/code [@code="4"] [@codeSystem='2. 16.840.
1.113883.3.989.2.1.1.20'] [1]/organizerl@classCode="CATEGORY'l{@mood Code="E
VN'l/component[@type Code='"COMP'l[substanceAdministration/id][k]l/substanceA

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

='CSM'1[1l/instanceOfKind[@classCode="INST']/kind OfProduct[@classCode="MM

AT'l[@determinerCode="KIND'l/asManufacturedProductl@classCode=MANUl/su

bjectOfl@typeCode="SBJ'l[approvall[1]/ approval[@élass Code='"CNTRCT'l[@mood

Code="EVN'/pertinentInformation[@type Code="PERT'l[1]/policy[@classCode="PO

LICY'] [@mOOdCOde_'EVN Vcode[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
4'l/@code

XPath
(codeSystem

Version)

/MCCI_IN200 IOOUVOl[@ITSVersmn"'XML 1.0'[@xsi: schemaLocatlon ‘urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'l/subject@typeCode="SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'] [@_moodCode=’EVN']/éomponent [@typeCode='COMP'] ladv |

" erseEventAssessment][1]/adverseEventAssessment [@classCode='INVSTG'] [@mo
" 0dCode='"EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'

I/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'[@mood Code="E
VN'l/component[@type Code="COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode

| =2¢sM1[1)/instanceOfKind [@classCode="INST')/kind OfProductl@classCode="MM




AT[@determinerCode="KIND')/ asManufacturedProduct[@classCode="MANU/su
bjectOfl@typeCode='SBJ'Ilapprovall[1] /approval[@classCode=' CNTRCT'{@mood
Code="EVN'l/pertinentInformation[@typeCode= 'PERT'][1]/pohcy[@classCode PO
LICY'l[@moodCode="EVN"/code[@codeSystem='2.16.840.1. 113883 3.989.5.1.3.2.1.
4' ]/@codeSystemVersmn

126k —BAERRSOATRE

HEBHA ETOWREED > b, BHERHD—BRAERRIZEREERMROEE O AFRER
BRT, |

FRETE BIAE S X @22 — MEZBRLCESHTHZ L.

TR 1A '

FPAE BRE S5 B R

XPath /MCCI_IN200 1OOUV01[@ITSVers1on—'XML 1.0] [@xs1 schemalLocation="irn:hl7- .

(value) org-v3
MCCI_IN200100UV01.xsd'I/PORR_ IN049016UV[r]/contr01ActProcess[@classCod
e='"CACT'I[@mood Code='"EVN'l/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'l1[@mood Code="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG']|[@mo
odCode=‘EVN’]/ subjectl [@typeCode='SBJ 1[1l/primaryRole[@classCode=INVSBJ'
l/subjectOf2[@type Code="SBJ'llorganizer/code[@code='4'l [@codeSystem="2.16.840.
1.113883.3.989.2.1. 1.20Tl[1)/organizer[@classCode='CATEGORY'l[@mood Code="E
VN‘]/compone’nt[@?typeCode=‘COMP‘] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'[[@mood Code="EVN'/consumable[@typeCode
='CSM'l[1)/instanceOfKind [@classCode=TNST/ subjectOfl@typeCode='"SBJ'l/obse
rvationEventlcode[@code="2'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
[1l[@classCode="0BS1[@mood Code="EVN'l/value[@xsi:type='"CEl[@codeSystem |-
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@code : a

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

(null org:v3 :

flavor) MCCI_IN200100UV01.xsd l/PORR_IN049016UV[rl/controlActProcessl@classCod

e="CACT'][@mood Code=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'|{1]/primaryRole[@classCode=TNVSBJ'
1/subjectOf2 [@typeCode='SBJ Tlorganizer/code[@code='4"l[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'11[1)/organizer(@classCode='"CATEGORY'l[@mood Code='E
VN'1/component[@typeCode='"COMP'][substanceAdministration/id][1]/ substanceA
dministration[@classCode='SBADM;] [@mood Code="EVN'l/consumable[@typeCode
='CSM'1[1)/instanceOfKind[@classCode="INST'l/subjectOf[@type Code="SBJ'l/obse




rvationEventlcode[@code='2"1[@codeSystem="2.16. 840.1.113883.3.989.5.1.3.2.1.10'
[1][@classCode="0BS'] [@mood Code="EVN'|value[@xsi: type—'CE'] [@codeSystem
='2.16.840.1.113883.3. 989.5.1.3.2.1.5'l/@nullFlavor

XPath
(codeSystem

Version)

/MCCI_IN200 IOOUVOI[@ITSVersmn—'XML 1.0'[@xsi:schemaLocation="urn:hl7-
orgv3 '
MCCI_IN200100UV01.xsd'//PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT"][@mood Code=EVN'l/subjectl@typeCode="SUBJ'][1]/investigationEvent
[@classCode=INVSTG'] [@mood Code="EVN'/component[@typeCode='"COMP'][adv
erseEventAssessment] [1}/ adverseEventAssessment [@classCode="INVSTG'|[@mo
0dCode=EVN' ]/subJectl[@typeCode—'SBJ H1l/primaryRole[@classCode=TNVSBJ"'
/subjectOf2[@type Code='SBJ'llorganizer/code[@code='4'|[@codeSystem="'2.16.840.
1.113883.3.989.2.1.1.20'][1)/organizer[@classCode="CATEGORY'l[@mood Code="E
VN'l/component[@type Code="COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode='"SBADM'][@mood Code="EVN"/consumable[@typeCode
='CSM'][1}/instanceOfKind[@classCode="INST'}/subjectOfl@typeCode="SBJ'l/obse
rvationEventlcodel@code="2"1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
l1[1][@classCode="OBS'] [@moodCode='EVN‘]/value [@xsiitype='CE;] [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'1/@codeSystem Version »
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0] [@x31 schemal.ocation="urn:h17-
org-v3 i
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIr)/controlActProcess|@classCod
e='"CACT'][@mood Code="EVN"l/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN/statusCode/@code
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XPath

/MCCI_IN200100UV01 [@ITSVersion=XMIL,_1.01 [@xsi‘schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/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=TNVSTG'l[@mo
0dCode="EVN'l/component1[@typeCode='"COMP'l[observationEvent[code[@code="

37[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2:1.10'1]1[1)/observationEvent[@c

lassCode="OBS'1[@moodCode="EVN']/value [@xsiitype='ED']/text0

J2.8.1 #H%&
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XPath

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

org:v3 ’

MCCI_IN200100UV01 xsd'l/PORR_IN0490 IGIIV[r]/controiActProcess [@classCod
e='CACT'l[@mood Code="EVN'l/subject|@typeCode="SUBJ'I[1]/investigationEvent
[@classCode=INVSTG'[@mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'][inve

stigationCharacteristic/code[@code='5'] [@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'11[1)/investigationCharacteristicl@classCode="OBS' [@mood Code="EVN'
Ivaluel@xsitype="CEl@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6']/@code

XPath
(codéSystem

Version)

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

MCCI_IN200100UV0 1.xsd']/PORR_INO49O 16UVIr)/controlActProcessl@classCod
e='"CACT] [_@moodCode=3EVN']/ subject[@typeCode="SUBJ'|[1}/investigationEvent
[@classCode=TNVSTG'[@mood Code='"EVN')/subjectOf2 [@typeCode="SUBJ][inve
stigationCharacteristic/code[@code="5'1 [@code‘System_:'2. 16.840.1.113883.3.989.5.
1.3.2.1.121] [1]/investigationCharacteristic[@classCodei'OBS'] [@moodCode="EVN" |
I/valuel@xsiitype='"CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'1/@

codeSystem Version

J2.8.2 #H

i@/ DHEHh

HEHHA

BI1E FREGIR S SUTBRYERE PR 510 8\ T SRR OBIEE 217 5 Ha T H
ExtgCTH BB ERERT 5. ‘

SEEEE

L

F— s

10000AN

B B R

R




XPath

/MCCI_IN200100UV01 [@ITSVersion=XML,_1. 0'[@xsi:schemalLocation="urn:hl7-
org:v3 ' v

MCCI_IN200100UV0 1.xsd’)/PORR_IN049016UV[x]/controlActProcess[@classCod
e='"CACT'][@mood Code="EVN'l/subject[@typeCode='"SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN'/subjectOf2[@typeCode="SUBJ'] [infze_
stigationCharacteristic/code[@code="6"1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'1l[1)/investigationCharacteristic [@classCode="OBS'1[@mood Code="EVN'
Ivaluel@xsiitype="ED'/text( '

J2.9 BIVEDOWEFE

BRI S DBATE. FEk 24 £ 3 A 6 BN A 0306 BEAFBEERERL

HEMHA
BEED ThEEFASIEIBRAESA FTA 2] O—HRECOWT] ORI
RS B MERRES 1 KT A V] Lk )RS RENE S ERT 5.
mEHE |l '
F—s 8 10000AN
FFAME =f=zERE
XPath /MCCI_IN200100UVO01[@ITS Version="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org:v3 :

MCCI_IN200100UV01.xsd'/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJl[1]/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/component[@type Code="COMP'] [adv
erseEventAssessment}[1)/adverseEventAssessment[@classCode="INVSTG'|[@mo
0dCode="EVN'l/component1[@typeCode="COMP'l[observationEventlcode[@code="
41[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"1]}[1)/observationEventl@c
lassCode="0BS"[@mood Code="EVN'/value[@xsitype="ED")/text(
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XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'1[@xsi:schemal.ocation="urn:hl7-

| org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN0490 1GUV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN"V/subject[@typeCode="SUBJ'I[1])/investigationEvent
[@classCode="INVSTG'|[@mood Code="EVN'l/component[@typeCode="COMP'l[adv
erseEventAssessment] [1)/adverseEventAssessment[@classCode=INVSTG'I[@mo
0dCode="EVN"l/component1[@typeCode='"COMP'][observationEvent [code [@code={
51[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.101]1[1]/observationEvent[@c

lassCode="OBS'] [@moodCode=‘EVN’]/va1ue[@Xsiitype=‘ED']/textO

J2.11 FOHBEERS

ZOMBE LR 5EHERERLHT 5,

HEBHA

REGIE 2L

T—2 10000AN

FrAE Efz:ERE

XPath /MCCI_IN200100UV01[@ITSVersion="XML,_1.0'l[@xsi:schemalocation="urn‘hl7- |
org:v3 ‘ ‘ ‘
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcessl@classCod
e="CACT'] [@moodCode=‘EVN’]/ subject[@typeCode="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG[@mood Code="EVN'l/component[@typeCode='"COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo
ddCode=’EVN'] /component1[@typeCode="COMP'l[observationEvent[code[@code='
6'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.101]1[1)/observationEvent[@c
lassCode="0BS'] [@moodCode#'EVN']/Value[@xsiitype='ED']/text0

J2.12 WBRSES

EHEBHA BRETEEECER L TS X 2 BBREOIRRESTEESE TR,

s BRFEBEELZEHY L TRV BEIE IBREEHEFICER L TV IREa—F
EEETHZ L, | |

F—HE T0AN

| FRE B R . )
| XPath . | /MCCI_IN200 100UV01[@ITS Version="XML_1.0' [@xsi:schemaLocation="urn:hl7-

org-v3 : .

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[rl/controlActProcessl@classCod

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

[@classCode="INVSTG[@mood Code="EVN'/component[@typeCode='COMP][adv '
erseEventAssessment][1]/adverseEventAssessmentl@classCode=TNVSTG'l[@mo

0dCode=EVN/subject1[@typeCode="SBJ"[1]/primaryRole[@classCode=TNVSBJ'
1/subjectOf2[@typeCode='SBJ'[organizer/code[@code="4][@codeSystem="2.16.840.

1.113883.3.989.2.1.1.20'1[1)/organizer[@classCode='CATEGORY'l[@mood Code="E

10




VN'/component[@typeCode='"COMP'] [substanceAdministration/idl/substanceAd
ministration[@classCode="SBADM[@mood Code="EVN'l[consumable/instanceOf
Kind/kindOfProduct/asSpecializedKind/ generalizedMaterialKind/code/originalTe
xt][1]/consumable [@typeCode="CSM'1[1)/instanceOfKind [@classCode=INST)/kin
d0fProductl@classCode="MMAT'][@determinerCode="KIND'l/asSpecializedKind[
@classCode="GEN'[1)/generalizedMaterialKind[@classCode="MAT'} [@determiner
Code="KIND ']/code/origin‘alText/textO A

J2.13.r1 JEHEEK

HEMH BRZ L bx—\ Ifgé?ﬁgﬁﬁﬂ){é‘gﬁﬁ Ei@)ﬁﬂjlﬁlﬁl%nﬂéﬁ‘é
R IE BRFTEEEZRE L TWRWE EMeTHr L,
| 7—%8 |aN

FFAE ZY2L

XPath /MCCI_IN200 IOOUVOI[@ITSVersmn—'XML 1.01[@xst: schemaLocatlon"urn hi7-
org:v3
MCCI_IN200100UV01.xsd/PORR,_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT'l[@moodCode="EVN' 1/subjectl@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/component[@typeCode='COMP'}[adv
erseEventAssessmentl[1]/adverseEventAssessment[@classCode=TNVSTGl[@mo
0dCode="EVN/subject1[@typeCode="SBJ"l[1l/primaryRolel@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'l[organizer/code [@code='1"[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'1l[x]/organizeri@classCode='CATEGORY' [@mood Code
="EVN'//component[@typeCode='"COMP")/observation[@classCode="OBS'l[@mood
Code=EVN[code[@code="T1[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10"
ll/value [@XSiityp e="INT'l/@value

J2.13.r.2 X&KH

8 B A BT LT, E A HBRIEORBREEEEICRER é NTCNARBEBETLET D,

LTk BRFEBEHEZRH L TV AEEICE., RBEER T2 LA TE 5, BRETERE
ZREHLTOARVEACIE, BRERHEEICER L TV ARBERBEZRHTIZ
&o [Al— 037%5‘%9%7?@;:1’?3'(7‘5%&@7%%%%&@‘5 B A v TRE - TRe#
TBZE,

F— & 1000AN

FFAE Efz Rt

XPath /MCCI_IN200 100UV01[@ITSVers1on—'XML 1.0'l[@xsi:schemal.ocation="urn‘hl7-

| orgiv3

MCCI_IN200 100UV01;xsd']/PORR_INO49O 16UVlIx)/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'l/subject [@typeCode=’SUBJ 1[1]/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'/component[@typeCode="COMP'][adv
erseEventAssessment] [1]/adverseEventAssessment[@classCode='INVSTG’] [@mo

11




0dCode="EVN/subject1[@typeCode="SBJ'[1]/primaryRole[@classCode=INVSBJ'
V/subjectOf2[@typeCode='SBJ'l [organizer/codel@code='1"][@codeSystem="'2.16.840.
1.113883.3.989.5.1.3.2.1.11' 1] [x]/organizer[@classCode='"CATEGORY'[{@mood Code
=EVN'l/component [@typ_eCode=‘COMP']/observation[@classCode='OBS'] [@mood

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

| Nivaluel@xsi:type="ED"/text(

J2.13.r3 BAR4R

HERHA T AEREOBREIEEECEH SN TV IRRMEERT,

FLE T X7 AEBREOEBREIEHEHERZRB L TWAEAICIE, EE 28K T LB TE
5. WRETEBEZRH L TOARVEAITE, BIHES XV lbR=— MEZBRLT
BT DL, ‘ o

F—xE | IN -

FaE B 5 2R _

XPath /MCCI_IN200100UV01 [@ITSVersion=XML_1.0'[@xsi:schemaLocation="urn:hl7 -
org'v3 : A ' ’
MCCI_IN200100UV01.xsd'/PORR_IN0490 16UVlxl/controlActProcessl@classCod
e='CACT'] [@mood Code="EVN'/subject [@typeCode="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN'l/component[@type Code="COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@type Code="SBJ'] [organizer/code [@code="11[@codeSystem="2.16.840.

1.113883.3.989.5.1.3.2.1.11'1] [x)/organizer[@classCode='CATEGORY' [@mood Code
:'EVN']/component[@typeCod'e='COMP']/observat_io‘n[@classCode='OBS'][@mood :
Code="EVN[code[@code='9"] [@codeSystem='2.16.840.1.113883.3.989.5. 1.3.2.1.10'
lI/valuel@xsi:type='"CE'll@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'l/@cod
e

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"1[@xsi:schemalocation="urn:hl7-

(codeSystem org3v3 ‘ v

Version) MCCI_IN200100UV01.xsd'}/PORR_IN049016UVIrl/controlActProcess[@classCod

e="CACT'] [@moodCode:'EVN']/Subject [@typeCode="SUBJ'l[1)/investigationEvent
[@classCode=INVSTG'll@mood Code="EVN'l/component[@type Code="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG[@mo
0dCode="EVN'//subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
]/subjectOfZ [@typeCode="SBJ'l[organizer/code[@code='1"1[@codeSystem='2.16.840.

: 1.113883.3.989.5.1.3.2.1.11'-]][r]/organizer[@classCode=;CATEGORY'] [@moodCode

="EVN")/component[@typeCode="COMP'/observation[@classCode="OBS'l[@mood
Code="EVN'[code[@code="9"[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
lI/valuel@xsitype='"CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'1/@cod

12




eSystem Version

J2.13.r4 BRFOEFDOFE

HE A

UZREDIRRERAREBRETORREORAEE T,

LRI

o— FfETIE72 < Boolean 'Cﬁx ZUEHRVDEE L [true=F | & WRWES L false=
') 2ERTHZL,

57

Boolean 10A

HAE

true= ?ﬁ
false =4

XPath

/MCCI_IN200100UV01[@ITS Version="XML,_1.0'] [@xsi:schemaLocation="urn*hl7-
orgv3

MCCI_IN200100UV01.xsd'I/PORR_IN0490 16UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN' ]/subJect[@typeCode:'SUBJ ] [1]/mves_t1gat10nEvent
[@cléssCode:'I'NVSTG'] [@mood'Cdde#'EVN']/compohe’nt [@type Code='COMP'[adv
erseEventAssessment] [1]/adverseEveanssessment [@classCode="INVSTG' [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="TNVSBJ'
V/subjectOf2[@type Code="SBJ"l[organizer/code[@code='1"[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11']] [r]/organizer[@classCode='CATEGORY'] [@moodCode
='EVN'//component[@typeCode="COMP'l/observation[@classCode="OBS'l[@mood
Code="EVN'lcode[@code="101[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1
0'1l/value [@xsiitype='BL']/@vbalue '

J2.144 HH -

BE&N

HEBHA

AEA I, Emwga@Elzmmwwaﬁﬁgig(M@Dmx:~k>k@ £S5 5

RTWBb, BWERSS Lok - Bl isds o L,

ﬁ BHEIC B TR ROWEER 1 >OBA, BIEASICoNT, FHTE 2
B, PRTE DHEUBA L ANT 5, HBREIR CRENROBRR

#@ﬁ&é%Ai AEA R T 5,

BIfEFE DT RIS O, BRE A R O B A I RO RREEES

= PREUAN OBBREAECTH B HIBFONENAR L ER L XENLT

BITE BPRHBT B L, 28, FPRMEOHBEER, ABMIRD (8. Zofh

DBREWERSHECE L TOREEE © (1) 23BT5C L,

R

=— FEMLBIR L THRERT 52 &

F—

1IN

FRE

1=R%
2=BEn
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XPath

/MCCL_IN200100UVO01[@ITS Version=XML_1.0'[@xsi: schemaLocatlon—'urn hl7
orgv3 .
MCCI_IN200100UV01.xsd'}/PORR_ IN049016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode="INVSTG'|[@mood Code="EVN' ]/component [@typeCode—'COMP Hadv
erseEventAssessment][1]/adverseEventAssessment [@classCode—’INVSTG'] [@mo”
0dCode="EVN'l/subject1[@typeCode="SBJ'][1]/primaryRole[@classCode=TNVSBJ'
V/subjectOf2[@typeCode="SBJ"l[observation[id]{code[@code="29"l[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'T11[il/observation[@classCode="OBS'l [@mood Code=
"EVN"/outboundRelationship2 [@typeCode=’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'l/valuel@xsi‘type="CE'] [@codeSystem—'2 16.840.1.11388
3.3.989.5.1.3.2.1.81/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITS Version="XML_1.0'[@xsi: schemaLocatlon—'urn hi7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_ INO49016UV[r]/controlActProcess[@classCod
e='"CACT" l{@moodCode="EVN")/subjectl@typeCode="SUBJ'[1]/investigationEvent |
[@classCode="INVSTG'[@mood Code="EVN'l/component[@type Code="COMP'][adv
erseEventAssessment][1]/ adverseEventAssessment [@classCode="INVSTG][@mo
0dCode="EVN'l/subject1{@typeCode="SBJ'l[1]l/primaryRole[@classCode="INVSBJ'
1/subjectOf2[@typeCode="SBJl[observation[id][code[@code="29"][@codeSystem="2.
16.840.1.113883.3.989.2.1.1.191]] [il/observation[@classCode="OBS'] [@mood Code=
"EVN'/outboundRelationship2[@type Code="PERT'] [observation/code[@code="11"[
@codeSystem '2.16.840.1.113883.3.989.5.1.3.2.1.10'1[1]/observation[@classCode=
'0BS'][@mood Code="EVN']/valuel@xsi: type—'CE][@codeSystem—'Z 16.840.1.11388
3.3. 989.5.1.3.2.1.8']/@codeSystemVers1on

J2.15.r  ARE T

HEBHA

B s R OSN EHREBREICRSWN T, SAECE wfﬁ¢ﬁ@mﬂiénfw5F%\

| AREETT,

BT IR

B F @i FERR Ll 5 L. | |
m%ﬁ%@%n\ﬁ%ﬁ&ﬁ%ﬁ%@mEXi\ﬁ&%ﬁ%ﬁ@@%ﬁﬁ#é:a
7. HNEHBEREOSS. BERTorEEERTI L,

BB T, ERECENNYRIC > TR—ORERE SNEEE. 1>0%
HrLTRELTELIRRL, ZORICERERY 1A ICERL, #YELEH
ALT., 2BBURICEOMOARERTH T L.

BR. A—0EEMLETR SNBAE. YAREIC W TENEET 5, £
OEICIL, BIERE OB ICHEIT CURBNREDREELTHT 2 2 L., YHBED
A%Eﬂ@&%é%Ai@D RURFIFT2Z L,

14




nE. SEORBRENELRZEAIT., MBELTIZE,

T—HE | 2A _
FAE IS0 3166-1 77 7-2 PE=—F, EU
XPath /MCCI IN2001OOUV01[@ITSVer51on—'XML 1.0'l[@xsi:schemaLocation="urn:hl17-

org-v3

MCCI_INZOO 100UV01.xsd'/PORR_IN049016UVIxl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'] / subject@typeCode="SUBJ'][1)/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN'l/referencel@type Code=REFR'I[docu
ment/code[@code='21[@codeSystem="2.16.840.1.113883.3.989.2.1.1.27 Mlrl/docum
ent[@classCode="DOC] [@moodCode="EVN'/participation]@typeCode="AUT"]/assi
gnedEnt1ty[@classCode='ASSIGNED']/representedOrgamzatlon[@classCodeF'OR
G'l[@determinerCode=TNSTANCE/asLocatedEntity[@classCode="LOCE/locatio
nl@classCode="COUNTRY'l[@determinerCode="INSTANCEl/code[@codeSystem=
'1.0.3166.1.2.2"1/@code

| J2.16 BENEOER - o

HHE A

WFEesRE R OYERERE TR T, (HIRHE SRR T 2 HBOME (H.1) |
(SRR L NADE R EAE R ITRT _

R IE

RHECE

BWTIL, Eﬁ_ﬁfﬁ?ﬁ/ﬁ?%DFA X, BBRTVA v (OWHE) . xHE,
=0 SN E%nu%@ﬁﬁ’ RETHIRBENDH DY X7 ZED TR L., FHEERR
B R OEAITIL, BREX i‘f‘ﬂiﬂﬂﬂ)ﬁ . in vivo,/in vitro DR %E D TRET
5T ¢,

%@ﬁﬁ?ﬁ%&:%b\fﬂ\ FEZHUE Mk, ARERA, HEOEE (B -
PRI - AEOKE, A LOEEOKRT, Bk - WA - RWEOHILE, BRO
B - BE3E, BBROTET, BRPOTEEBORLSE). HEOAE (BERLOEE
DORFTOFERHKYEEALVERT DO L) 280 TERBT DI L,

F 5

500AN

R

B R FEE

XPath

/MCCI_IN200 100UVOl[@ITSVersmn='XML 1. O'] [@Xs1 schemal.ocation="urn:hl7-

orgiv3

MCCI_IN200100UVO01. xsd'/PORR_ IN049016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN"l/subject[@type Code="SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN'l/component(@typeCode='"COMP'][adv
erseEventAssessmentl[1]/adverseEventAssessment[@classCode="INVSTG' [@mo

0dCode="EVN'}/component1[@typeCode='COMP'][observationEventlcode[@code="
12'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]1[1)/observationEvent[@
classCode="OBS'l[@mood Code="EVN'l/valuel[@xsi:type="EDl/text(

J2.17.r aﬁ/bﬂ%@ﬁﬁ

HEWH

FRmEoRs. [BERR, Wk Xt [HFHEERR, Bk oBlzrT,
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| mEE [ RL
F— & IN
FRME 1=FR RAER, WL
2=FFERIRFRER, /BT 50
XPath /MCCI_IN200100UV01[@ITS Version=XML_1.0'1[@xsi:schemalocation="urn‘h17-

orgv3

_MCCI_INZOO 100UV0 1.xsd']/PORR_INO49O 16UVIr)/controlActProcess[@classCod
e='CACT'] [@mood Code="EVN'"}/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/reference[@typeCode="REFR] [docu

ment/code[@code="2'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.27'11[r}/docum
entl@classCode="DOC[@mood Code="EVN1/title/text(

12.18.1 SlEEML

AP | ICSR OZEE ORAL ZRT.

HEFE | MSITEE A EER ERE R OWE L T 5,

F—x% | 100AN |

FAE B B R v

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemaLocation="urn:h17-
orgv3 :

MCCI_IN2OO 100UV01.xsd'I/PORR_IN0490 16UVIrl/controlActProcess[@classCod -
e='"CACT'[@mood Code="EVN'l/subject[@typeCode="SUBJ'[1]/investigationEvent

| [@classCode='INVSTG]] [@moodCo‘dé='EVN‘]/subjectOfl[@typeCode=‘SUBJ'] [cont |

' rolActEvent/primaryI‘nformgtionRecipient] [1]/controlActEvent[@classCode="CAC
T'] [@mo;)dCode='EVN']/primaryInformationRecipient [@typeCode="PRCP')/ aésigﬁ
edEntity[@classCode='ASSIGNED')/representedOrganization[@classCode="ORG']
[@determinerCode=INSTANCE'l/name/text( -

J2.18.2 ZIEEWMA

EE®A. | ICSR OREEOHES 27T,

FREUTIE BERLLHT 5.

F—&® | 100AN

A E B B R ,

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

org:v3 . :

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT'[[@mood Code="EVN'l/subject[@type Code=_'SUBJ M 1)l/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN']/subjectOf1[@typeCode="SUBJ'l[cont
rolActEvent/primaryInformationRecip ient][1]/controlActEvent[@classCode="CAC
T [@moodC'od_e='EVN'] /primaryInformationRecipient[@typeCode="PRCP'}/assign

edEntity[@classCode='ASSIGNED]/assigned Person[@classCode=PSN'l[@determ

16




inerCode="INSTANCEl/name/prefix[1l/textQ)

J2.18.3 Z{EEMK

HEAHH | ICSR OZEEOBETT,

A | MEOBEROMATERT S,

Vet £ 100AN

WEE | BBER .

XPath /MCCI_IN200100UV01 [@ITSVersion='XML;1'.O'] [@xsi‘schemalocation="urn:hl7-
org-v3 '

MCCI_IN200100UV01.xsd'l/PORR,_IN049016UVIrl/controlActProcess[@classCod
e='CACT'] [@mood Code="EVN'/subjectl@typeCode="SUBJ'l[1)/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'/subjectOf1[@typeCode='SUBJ 'l [cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode="CAC
T[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCPl/assign

edEntity[@classCode='ASSIGNED'/assignedPerson[@classCode="PSN'l[@determ

J2.18.4 RIFE4H

inerCode="INSTANCE'l/name/family[1]/text(

ZEEDLETT,

H H i ICSR ®

SEEFE | BEOBREROLYTEHT S,

T — & Bl -100AN

FRE HHBEH : _

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l{@xsi:schemal.ocation="urn:hl7-
org'v3
MCCI_IN200100UV01.xsd'[/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@type Code='SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf1[@typeCode="SUBJl[cont
rolActEvent/primaryInformationRecipient][1)/controlAct Event[@classCode='"CAC
T][@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP'/assign
edEntityl@classCode='"ASSIGNED)/assignedPersonl@classCode="PSN][@determ

| inerCode=TNSTANCE//mame/ given[1l/text( '

J2.19 HE=1

HBHHA FiEEE

BRI 2L

F—&8 | 10000AN

FFAE Ef::kit

XPath /MCCI_IN200100UV01[@ITS Version="XML_1.0{@xsi:schemalocation="urn:h17-
org.v3 : ‘

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCQd

e='CACT'1@mood Code="EVN'l/subjectl@typeCode="SUBJ'][1]/investigationEvent

17




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

0dCode="EVN/component1[@typeCode="COMP"l[observationEvent[code[@code='
13'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'11[1)/observationEvent[@
classCode='"OBS'T[@mood Code="EVN'l/value[@xsi:type="EDl/text(

J2.20 fHE

2
HEMH FiHEE
FRETIE 2L . .
| ¥—%% | 10000AN | |
FAME B hoE ~
XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0'1[@xsi:schemaLocation="urn’hl7-
‘| orgv3d | : , | ,
MCCI‘_INZOO 100UV01.xsd'//PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1}/investigationEvent
[@classCode=INVSTG'] [@moodCodé='EVN']/component [@typeCode='"COMP'][adv
erseEventAssessment][1)/ ﬁdverséEventAssessment [@classCode=TNVSTG'][@mo
| 0dCode="EVN'l/component1[@typeCode='"COMP'] [observationEventlcodel@code=" |
14'1[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.101]1[1)/observationEvent[@
classCode="OBS'1[@moodCode="EVN'l/value [@xsiitypéfED'] textQ
J2.21 %3 S I R R 1 e
HEBHY | PHEEA | |
FEETIE 2L
>—%#& | 10000AN
FFAE HEmE
XPath ' /MCCI_IN200100UV01 [@ITSVersion=XML_1.01[@xsi:schemalocation="urn‘h17-
org:v3 ' . ‘ . ! -
MCCI_IN200100UV01 .xsd‘]/PORR_IN049O 16UV[r]/controlAétPchess [@classCod
| e='CACT'][@mood Code="EVNT/subject[@typeCode='SUBJ'I[1]/investigationEvent
[@classCode="INVSTG'1[@mood Code="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment] [1]/adverseEventAssessment [@classCode="INVSTG][@mo
0dCode="EVN')/component1 [@typeCode="COMP'] [observationEvent [code[@code="
151[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10 1] [1]/observationEvent[@
classCode="OBS'l[@mood Code="EVN'l/value[@xsi‘type="ED'l/text(
J2.22 %% 4
| HB#HA TFIHEHR
REELT IR 2L
T—F3 10000AN
FFAE =Rt
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-
orgv3d _
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='"CACT'l[@moodCode="EVN'l/subject [@typeCode='SUBJ 1[1]l/investigationEvent
[@classCode='INVSTG'] [@mood Code="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode=INVSTG'l[@mo
0dCode="EVN'//component1 [@typeCode='COMP;] [observationEventlcode[@code='
16'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"]1[1)/observationEvent[@
classCode="OBS' ][@moodCode"EVN’]/value [@xsi:type="ED"/text() A

J2.23.k i

EHBA | BEEHSE E‘H’EFE HER LA BIEAREITRB VT, HRERS @ﬁﬁ' BRT,

FCELT A PREROBHRE RS D,

F—&# | 100AN

TR E BHRE

XPath /MCCI_IN200100UV01[@ITSVersion=XML._1. O][@xs1 schemalLocation="urn:hl7-
org:v3

MCCI_IN200100UVO0L1. xsd'T/PORR,_IN049016UVIrl/controlActProcessl@classCod
e="CACT'] [@moodCode—'EVN I sub]ect [@typeCode='SUBJ 1[1)/investigationEvent
[@classCode=TNVSTG'] [@moodCode"'EVN‘]/component[@typeCode—'COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'}[@mo
0dCode="EVN'/subject1[@typeCode="SBJ'l[1}/primaryRole [@classCode="INVSBJ'
I/subjectOf2[@typeCode="SBJ'llorganizer/codel@code='4'1[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'11[1l/organizer[@classCode="CATEGORY'l [@mood Code="F
VN'l/component[@typeCode='COMP'][substanceAdministration/id}[kl/substanceA
dministration[@classCode="SBADM'] [@moodCode=’EVN']/consuniable [@typeCode
='CSM1[1)/instanceOfKind [@classCode="INSTl/kindOfProductl@classCode=MM
AT1] [@determmerCode"'KIND J/asNamedEntity[1l/namel@xml:lang="a'l[1]/text(

J2.24. k BRAER

HEBHA EIES B ERARE RO Eﬁnné’”’ﬁﬁﬁ%&i ZRWT, HEMEOENEZRT,

BT | BB T2 ICHIRES &Y BN T SRAEHIZERL CRET 5,

F—Z 3AN

FFAME- BiE S SR

XPath /MCCI_IN200 100UV01[@ITSVer51on-'XML 1.0'l[@xsi:schemaLocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[rl/controlActProcess@classCod
e='CACT'][@mood Code="EVN']/subject[@typeCode="SUBJ"][1)/investigationEvent
[@classCode=TINVSTG'l[@mood Code="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo |
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5

odCod§='EVN']/subject1 [@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'
1/subjectOf2 [@typeCode———'SBJ Tlorganizer/codel@code='41[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1] [1)/organizerl@classCode='"CATEGORY'l[@mood Code='E
VN'/component[@typeCode='COMP'] [substanceAdministration/id][kl/substanceA
dministration [@claséCode='SBADM'] [@mood Code=EVN'l/consumable[@typeCode
='CSM'{1)/instanceOfKind [@classCode=’INST']/kindO£Pro‘duct[@classCode=‘MM
‘AT'l[@determinerCode="KIND ]/formCode[@codeSystem—'2 16.840.1.113883.3.989
5.1.3.2.1.131[1)/@code

J2.26.kr RRPORS

R H

EFMA MBI ERRE . [EAEmEER#RE. EFEIMRA R E K MLRE AT 728
KBWT, RODESEFT, '

Bk Weht

V3 E2B HE D Gk.2.3.r.1 BOAFERS %A L TRE#ET 5. Gk23.rl ISR
L7z oWT, BORSICHEY T 258 AEE % M=F2E4y & L. AR
LM EE éﬂ'é%‘%ﬁ‘&iﬂi@ﬁ % T2=ZFDfomsy &+T5ZL,

1IN

B 5 B

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'1[@xsi:schemalocation="urn‘hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVInl/controlActProcess[@classCod
e='CACT'|[@mood Code="EVN')/subject[@typeCode='"SUBJ'][1])/inve stigationEvent
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