XMLBIRA V2R A (Eﬁﬁﬁ%), N | B3

<?xml version="1.0" encodmg"UTF—B 24
<MCCI_IN200100UVO1 ITSVersion="XML_1.0” xsi:schemaLocation="urn:hl7-org:v3 MCCI_IN200100UV01. xsd” xmlns="urn:hl7-org:v3” xmlns:xsi="http://www.w3.ore/
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_IN200100UV01” root="2.16.840. 1. 113883. 1.6”/>
<name code="N.1.1" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 1" codeSystemVersion=" 2 0"/>
<!~- N.1.1: Type of Messages in Batch —>
<~ Message #1 —> -
<PORR_IN049016UV>
<id extension="N.2.r.1” root="2. 16.840. 1, 113883.3.989.2.1.3.1"/>
<= N.2.1.1: Message Identifier —>
{creationTime value="20101214151617"/>
¢!— N.2.r.4: Date of Message Creation —>
<interactionId extension="PORR_IN049016UV” root=" 2. 16. 840. 1. 113883. 1.6"/>
<processingCode code="P"/>
{processingModeCode code="T"/>
CacceptAckCode 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"/>
. <1— N.2.1.3: Message Receiver Identifier —>
{/device>
{/receiver>
<sender typeCode="SND"> .
<device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N.2.r.2" root="2.16, 840, 1. 113883. 3. 989.2. 1.3, 11"/>
¢t— N.2.1.2: Message Sender Identifier —>
{/device>
<{/sender>
<controlActProcess classCode="CACT” moodCode="EVN">
<code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883.1.18"/>
¢!— HL7 Trigger Event ID ——>
<effectiveTime value="20101214151617"/>
{!— C.1.2: Date of Creation —->-
{subject typeCode="SUBJ"> '
CinvestigationEvent 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: Sendei’ 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-- €.1.8.1: Worldwide Unique Case Identification Number —>
(id extension="J2.1b” root="2. 16.840. 1. 113883. 3,989.5.1.3.2.3.1"/>
<!— @eaJ2. 1b: MBIEE (FS) —
<code code="" PAT_ADV_EVNT codeSystem="2. 16. 840, 1. 113883. 5. 4 />
<textOH. 1<{/text>
<l— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Addltlonal Relevant Information —>
<statusCode code="active”/> : :
- 000J2.7.1 BT, RETES —
CeffectiveTime> -
<low value="20090101"/>
¢]-- C.1.4: Date Report Was First Received from Source ——>
{/effectiveTime
<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”/>
<title>C.1.6.1.1. 1</titled
R ¢!— C.1:6.1.1.1: Documents Held by Sender (repeat.as necessary) #1 —>

<text mediaType="application/pdf” representation="B64">C, l.6.1.r.2</text>
<!— C.1.6.1.r.2: Included Documents #1 —>
</document>
</reference>

<reference typeCode="REFR"™>
{document classCode="DOC” moodCode="EVN">
(code code="1" codeSystem="2.16.840. 1. 113883. 3.989.2. 1. 1.27” codeSystenVersion="1.0" displayName=" documantsHeldBySender 2
{titledC. 1. 6. 1. r. 1</title>
¢{!— C.1.6.Lr.1: Documents Held by Sender (repeat as necessary) #2 —>
{text mediaType="image/jpeg” representation="B64" campressmn— "DE”>C. 1. 6. 1. r. 2{/text>
¢!— C.1.6.1.r.2: Included Documents #2 —>
</document>
.{/reference>
{reference typeCode="REFR”>
(document classCode="DOC” moedCode="EVN™>
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 277 codeSystemVersmn— 1.0" displayName=" 11teratureReference />
<titledJ2. 17.x</titled
<I-- @@eJ2. 17.r R/ HADOHHE #1 —
<text mediaType="application/pdf” representation="B64” >C 4.1.2<{/text>
<{l— C.4.r.2: Included Documents #1 —>
¢bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
¢l— C.4.r.1: Literature Reference(s) #1 -->




{participation typeCode="AUT"> ]
CassignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG” determinerCode="INSTANCE™> -
<asLocatedEntity classCode="LOCE">
(location classCode="COUNTRY” determinerCode="INSTANCE">
{code code="]J2.15.1" codeSystem="1.0.3166. 1. 2.2"/>
<I-- @06J2. 15. r A%RE #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="1iteratureReference”/>
<titledJ2. 17. r</titled
<!— @@eJ2.17. r B/ HEONE #2 —>
{text mediaType="application/pdf” representation="B64">C.4.r.2</text>
¢l— C.4.1.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText)
<!— C.4,1.1: Literature Reference(s) #2 —>
{participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
<representedOrganization classCode="0RG” determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE™>
Clocation classCode="COUNTRY~ determinerCode="INSTANCE">
<code code="J2.15.1" codeSystem="1.0.3166. 1.2.27/>
<|— edaj2. 15. r AFKE #2 —
</location>
</asLocatedEntity>
{/representedOrganization>
. {/assignedEntity> °
</participation>
¢/document>
{/reference>
{component typeCode="COMP">
CadverseEventAssessment 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" codeSyster="1. 0. 5218"/>
<I—D.5 Sex —>
. <birthTime value="20090101"/>
<!— D.2.1: Date of Birth —>
{deceasedTime value="20090101"/>
<!— D.9.1: Date of Death —>
<asIdentifiedEntity classCode="IDENT">
<id extension="D.1.1.1” root="2.16. 840. 1. 113883 3. 989 2.1.3. 7 D
<!— 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"/>
{/asIdentifiedBntity>
<asIdentifiedEntity classCode="IDENT”>
<id extension="D. 1.1.2” root="2. 16. 840, 1. 113883. 3. 989. 2, 1. 3. 8”/)
<!— D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Number) —
.—) .
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 4" codeSystemVersion="1. 0" displayName="Specialist”/>
{/asIdentifiedEntity>
<asldentifiedEntity 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) —>
Ccode code="3" codeSystem="2. 16. 840, 1. 113883, 3, 989. 2. 1. 1. 4" codeSystemVersion="1.0" displayName="Hospital
Record”/> - ’ )
</asIdentifiedEntity> _
<asIdentifiedEntity classCode="IDENT">
<id extension="D.1.1.4” root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 10"/>
<!—D.1.1.4: Patient Medical Record Number(s) and Source(s) of the Record Number (Investigation Number) —>
<code code="4" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 4” codeSystemVersion="1. 0" displayName="
Investigation”/>

</asIdentifiedEntity>
{role classCode="PRS”>
{code code="PRN” codeSystem="2. 16. 840. 1. 113883. 5. 111"/>
CassociatedPerson classCode="PSN” determinerCode="INSTANCE">
<name>D. 10. 1{/name>
. <}—D.10.1: Parent Ident1f1cat10n —>
<adnministrativeGenderCode code="D.10.6" codeSystem="1. 0. 5218"/>
<I—-D.10.6: Sex of Parent —>
<birthTime value="20090101"/>
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.

) <l— D.10.2.1: Date of Birth of Parent —> .
{/associatedPerson>
{subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN"> :
<code code="3" codeSysten="2. 16.840. 1. 113883. 3.989.2.1. 1. 197 codeSystemVersion="1.1" displayName="age”
o
- . ‘ ¢value xsi:type="PQ” value="10" unit="D. 10.2.2b"/>"
’ <}-- D.10.2.2a: Age of Parent (number) —>
<1-- D.10. 2. 2b: Age of Parent (unit) —>
{/observation>
</subject0f2>
(subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCodé="EVN">
) {code code="22" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
lastMenstrualPeriodDate”/>
<value xsi:type="TS” value="20090101"/> . ’
<}— D.10.3: Last Menstrual Period Date of Parent ——>
{/observation>
{/sub ject0f2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<code code="T" codeSystem="2. 16. 840, 1. 113883. 3. 989.2. 1. 1. 19" codeSystenVersion="1.1" displayName="

bodyWeight”/> - . . : '
<value xsi:type="PQ” value="50" unit="kg"/>
<1-= D.10.4: Body Weight (kg) of Parent —>
</observation>
</subject0f2>
<subjectOf2 typeCode="SB]">
{observation clagsCode— 0BS” moodCode="EVN">
(code code="17" codeSystem— 2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
height”/>

(value xsi:type="PQ” value="160" unit="cm"/>
<I— D.10.5: Height (cm) of Parent —>
{/observation>
</subject0f2>
{subject0f2 typeCode=", SBJ™>
{organizer classCode="CATEGORY” moodCode- EVN"> »
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
relevantMedicalHistoryAndConcurrentConditions'/_) ' - -
. ) {component typeCode="COMP™>
<observation classCode="0BS" moodCode="] EVN™>
{eode code="D.10.7.1.r.1b" codeSystem— 2.16.840. 1. 113883 6.163" codeSystemVerslon— D.10.7. 1. 1.
1a"/>
¢{!— D.10.7.1.x. 1a: MedDRA Version for Medical History #1 —>
<l— D.10.7.1.1. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 —>
CeffectiveTime xsi:type="IVL_TS™>
(low value="20080101"/>
<I—D.10.7.1.r.2: Start Date #1 --)
<high value="20090101"/>
<1— D.10.7.1.r.4: End Date #1 —>
{/effectiveTimed> ~
CoutboundRelationship2 typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN"> :
(code code="10" codeSystewm="2. 16. 840. 1. 113883. 3.989.2.1. 1.19” codeSystemVersion="1.1"
displayName="comment”/> .
’ ¢value xsi:type="ED">D.10.7.1.r.5¢/value>
<1-- D.10.7.1.x.5: Comments #1 ——)
{/observation>
" </outboundRelationship2>
{inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19™ codeSystemVersion="1.1"
displayName="continuing”/>
{value xsi:type="BL” value="true”/>
<1--.D,10.7.1.x.3: Continuing #1 ——>
{/observation>
</inboundRelationship>
{/observation>
</component>
<{component typeCode="COMP™>
(observation classCode="0BS” moodCode="EVN">
(code code="D.10.7.1 r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 10.7.1.r.
1a"/>
¢I— D.10.7.1.r.1a: MedDRA Vérsion for Medical History #2 —> .
(! D.10.7.1.r. 1b: Medical History (disease / su.rglcal procedure/ etc.) (MedDRA code) #2 = .
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<!— D.10.7.1.1.2: Start Date #2 —>
<high value="20090101"/>
‘ _ <I— D.10.7.1.r.4: End Date #2 —>
{/effectiveTime>
(outboundRelationship2 typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN"> )
(code code="10" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
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displayName="comment”/>
<value xsi:type="ED™D. 10.7.1.r. 5¢/valued>
<)== 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. 19” codeSystemVersion="1. 1"
displayName="continuing”/>
<value xsi‘type="BL” value="true”/>
C . <I—D.10.7.1.1.3: Continuing #2 —
</observation>
</inboundRelationship>
{/observation>
</component>
<component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
{code code="18" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText”/> '
<value xsi:type="ED">D. 10. 7. 2{/value>
<!— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —>
" {/observation>
</component>
{/organizer)
</subject0f2>
<subject0f2 typeCode="SBJ">
Corganizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 20" codeSystemVersion="1. 0" displayName="
drugHistory”/>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
<!~ D.10.8.1.4: Start Date #1 —>
<high value="20090101"/>
<!— D.10.8.r.5: End Date #1 —>
{/effectiveTime>
{consumable typeCode="CSM">
{instance0OfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND”>
<code code="D. 10.8.r.2b" codeSystenm="TBD-MPID” codeSystemVersion="D. 10.8.r. 22 />
<!— D.10.8.r.2a: WPID Version Date / Number #1 —>
<!-— D.10.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 10. 8. . 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 codeSystemVersmn— 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.10.8.1. 6a: MedDRA Version for Indication #l —>
<!-—D.10.8.r. 6b: Indication (MedDRA code) #1 —>
{/observation>
{/outboundRelationship2) .
<outboundRelationship2 typeCode="CAUS”>
Cobservation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16.840. 1, 113883.3.989.2. 1. 1.19” codeSystemVersion="1. 1"
displayName="reaction”/> )
<value xsi:type="CE” code="D.10.8.r.7b” codeSystem="2. 16. 840, 1. 113883. 6. 163"
codeSystemVersion="D. 10, 8. r. 7a”/> ,
<l— D.10.8.1. 7a: MedDRA Version for Reaction #1 —>
<!-—D.10.8.r. 7b: Reactions (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<component typeCode="COMP">
<substanceAdministration ‘classCode="SBADM" moodCode=" 'EVN™>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<!~ D.10.8.1.4: Start Date #2 —>
<high value="20090101"/>
<l— 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" codeSystemVersmn— D.10.8.r. 33'/)
<!--D.10.8.r.3a: PhPID Version Date / Number #2 ——>
<l-- D.10.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>

-4 -



-

<name>D. 10. 8. r. 1{/name>
¢1-- D.10.8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instanceOfKind>
</consumable>
CoutboundRelationship2 typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="indication”/> : ’
(value xsi:type="CE” code="D.10.8.r.6b" codeSystem="2.16. 840, 1. 113883.6. 163"
codeSystemVersion="D. 10. 8.r. 6a"/> . '
<!— D.10.8.r.6a: MedDRA Version for Indication #2 —>
<1— D.10.8.r.6b: Indication (MedDRA code) #2 —>
{/observation>
</ outboundRelationship2>
<outboundRelationship2 typeCode="CAUS™>
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2.16. 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/> . ’ -
) <value xsi:type="CE” code="D.10.8.r.7b" codeSystem="2. 16. 840. 1.113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 7Ta"/> :
<l-— D.10.8.x.7a: MedDRA Version for Reaction #2 —>
<}~- D.10.8.1. 7b: Reactions (MedDRA code) #2 —>
{/observation>
¢/outboundRelationship2>
</substanceAdministration>
</component>
{/organizer>
{/subject0f2>
{/role>
</playerl>
CsubjectOf1 typeCode="SBJ">
<researchStudy classCode="CLNTRL” moodCode— EVN™>
<id extension="C.5.3" root="2.16.840.1.113883.3.989.2. L. 3 5 " />
¢{l— 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"/>
<l— C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
{titledC.5. 2</title>
¢l— €.5,2¢ Study Name —>
Cauthorization typeCode="AUTH™>
{studyRegistration classCode="ACT” moodCode="EVN">
¢id extension="C.5.1.r.1” root="2.16.840.1.113883. 3.989.2.1,3. 6'/)
<]~ C.5.1.r.1: Study Registration Number #1 ——>
<author typeCode="AUT">
(terntonalAuthonty classCode=" TERR >
(governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.5.1.1.2" codeSystem="1.0.3166. 1.2.2"/>
<}— C.5.1.1.2: Study Registration Country #l —>
{/governingPlace>
</territorialAuthority>
{/author>
{/studyRegistration>
</authorization>
<authorization typeCode="AUTH"> ]
¢studyRegistration classCode="ACT” moodCode="EVN">
¢id extension="C.5.1.r.1" root="2.16.840.1.113883.3.989.2.1.3.67/>
¢{I— C.5.1.r.1 Study Registration Number #2 —>
Cauthor 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 —>
{/governingPlace>
: </territorialAuthority>
~ : </author>
</studyReg1stratlon>
</authorization>
{/researchStudy>
</subjectOf1>
{subjectOf2 typeCode="SBI™>
<observation classCode="0BS” moodCode="" EVN >
{code code="3" codeSysten="2. 16.840. 1.113883. 3.989.2.1.1.19” codeSystemVersmn— 1.1 d1splayName- age”/>
(value xsiitype="PQ” value="10" unit="D.2.2b"/>
¢!— D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
¢l— D.2.2b: Age at Time of Onset of Reaction / Event (unit) -->
{/observation>
{/subject0f2>
(subjectOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
(code code="16"- codeSyster="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.17 displayName="
gestationPeriod”/> . )
(value xsitype="PQ” value="10" unit="D.2.2.1b"/>
<}-- D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) —>
<!— D.2.2.1b: vGestatio'n' Period When Reaction / Event Was Observed in the Foetus (unit) —>
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lastMenstrualPeriodDate”/>

{/observation®
</subject0f2>
{subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN"> }
<code code="4" codeSystem="2. 16. 840. 1, 113883, 3. 989, 2. L. 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"/>
<1~ D.2.3: Patient Age Group (as per reporter) —>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1., 1" displayName="bodyWeight”/

<value xsiitype="PQ” value="48.2" unit="kg"/>
<l— 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" codeSystenVersion="1.1” displayName="height”/>
{value xsi:type="PQ” value="152" unit="cn”/>
<!~ D.4: Height (cm) —>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="22" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" dlsplayName—

<value xsiitype="TS” value="20090101"/>
<!— D.6: Last Menstrual Period Date ——>
{/observation>
</subject0f2>
<subject0f2 typsCode="SB]"> .
{organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 20" codeSystemVersion="1.0" displayName="

-

relevantWedicalHistoryAndConcurrentConditions”/>

displayName="comment”/>

displayName="familyHistory”/>

displayName="continuing”/>

<component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
{code code="D.7.1.r.1b" codeSystem="2. 16. 840, 1. 113883 6. 163" codeSystemVersmn— D.7.1.r.1a"/>
<= D.7.1.r. la: MedDRA Version for Medical History #1 —>
<}—'D.7.1.x.1b: Medical History (disease / surgical procedure /_etc.) (MedDRA code) #1 —>
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<I—D.7.1.x.2: Start Date #1 —>
<high value="20090101"/>
<}— D.7.1.1.4: 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" codeSystemVerslon— 1.1”

<value xsi:type="ED">D.7. 1. r. 5¢/value>
<!—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.7.1.1.6: 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 xsiitype="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"/>
<I-—=D.7.1.1. la: MedDRA Version for Medical History #2 —> )
<l-- D.7. L. r. 1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 —->
{effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<1-- D.7.1.1.2: Start Date #2 —>
<high value="20090101"/> :
<!== D.7.1.r.4: End Date #2 —> .
{/effectiveTime>



displayName="comment”/>

displayNaine="fanilyHistory”/>

displayNane="continuing”/>

historyAndConcurrentConditionText”/>

event) —>

concomitantTherapy”/>

»

displayName="indication”/>

D.8.r.6a"/>

displayName="reaction”/>

D.8.xr.7a"/>

<outboundRelationship2 typeCode="COMP™>
{observation c¢lassCode="0BS” moodCode="EVYN">
{code code="10" codeSystem="2.16. 840. 1. 113883. 3. 989.2. 1. 1. 19" codeSystemVersion="1. 17

¢value xsi:type="ED">D.7. L. r.5¢/valued
¢!—D.7.1.1.5: Comments #2 —>
</observation>
</outboundRelationship2>
(outboundRelatlonshlpZ typeCode="EXPL">
<observation classCode="0BS” moodCode="EVN">
(code code="38" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"

¢value xsi:type="BL” value="true”/>
¢|—D.7.1.1.6: Family Hxstory #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. 197 codeSystemVerslun— 1.17

¢value xsi:type="BL” value="true”/>
<l— 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" codeSystemVersmn— 1.1 displayName="

<value xsi:type="ED">D.7.2<{/value> .
© ¢l— D.7.2: Text for Relevant Medical Hxstory and’ Concurrent Conditions (not including reaction /

</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='

<value xsi:type="BL” value="true”/>
¢l— D.7.3: Concomitant Therapies —>
¢/observation>
</component>
</organizer>
</subject0f2> .
{subject0f2 typsCode="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="SBADH” moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
{!— D.8.r.4: Start Date #1 —>
<high value="20090101"/>
<1— D.§.r.5: End Date #1 —>
</effectiveTime>
<{consumable typeCode="CSM™>
{instanceOfKind classCode="INST">
CkindOfProduct classCode="MMAT” determlnerCode— KIND">
¢code code="D. B.r. 2b” - codeSystem="TBD-MPID” codeSystemVersion="D.8.r.2a"/>
<}— D.8.r.2a: MPID Version Date / Number #1 —>
<1— D.8.1.2b: Medicinel Product Identifier (MPID) #1 —>
<nameD. 8. r. 1</name>
<}— D.8.1.1: Name of Drug as Reported #l - .
</kindOfProduct>
{/instance0fKind>
{/consunable>
CoutboundRelationship2 typeCode="RSON">
(observation classCode="0BS” moodCode="EVN">
<code code="19". codeSystem="2. 16. 840, 1. 113883. 3. 989. 2.1.1.19” codeSystemVersion="1. 1"

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

¢!-- 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" codeSystemVersmn— 1. 1

(value xsi:type="CE” code='D. B.1. 7b"v codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="




displayNeme="indication”/>

D.8.r.6a"/>

diSplayName="reaction’/ >

D.8.r.7a”/>

reportedCause0fDeath”/>

reportedCauseOfDeath”/>

cause0OfDeath”/>

r.1a”>

<}— D.8.1.7a: MedDRA Version for Reaction #1 —>
<{!— D.8.r.7b: Reaction (MedDRA code) #1 —>
{/observation>
{/outboundRelationship2>
{/substanceAdministration)
{/component>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<}~ D.8.r.4: Start Date #2 —>
<high value="20090101"/>
<!-— D.8.r.5: End Date #2 —>
{/effectiveTime>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST™>
<kindOfProduct classCode="MMAT” 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.x.1: Name of Drug as Reported #2 -->
{/kindOfProduct>
</instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

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

<!— D.8.r.6a: MedDRA Version for Indication #2 —>
<!~ D.8.1.6b: Indication (MedDRA code) #2 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystemr"2. 16.840. 1. 113883.3.989. 2. 1. 1. 19" codeSystenVersion="1.1"

<value xsi:type="CE” code="D.8.1.7b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="

<!~ D.8.r.7a: MedDRA Version for Reaction #2 —>
<]— D.8.1.7b: Reaction (MedDRA code) #2 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
<{/component>
{/organizer>
</subject0£2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EYN">
<code code="32" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="

{value xsi:type="CE” code- D.9.2.r. 1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 2. r. 1a”>
<1==D.9.2.1.1a: MedDRA Version for Reported Cause(s) of Death #1 —> )
<}~ D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #1 —> '
<originalText>D. 9. 2. r. 2</originalText) '
<l— D.9.2.1.2: Reported Cause(s) of Death (free text) #l —>
{/value>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN"> ) u -
<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" codeSystemVerslon- D.9.2.1.1a™>
<1—D.9.2.1. 1a: MedDRA Version for Reported Cause(s) of Death #2 —>
<!— D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #2 —>
CoriginalText>D. 9. 2. r. 2{/originalText>
d—-D.9.2.r.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”/>
<I—D.9.3 Vas 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.



causeOfDeath”/>

r.1a”

reactionForTranslation”/>

ternHighlightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

<l-- D.9.4.1.1a: MedDRA Version for Autopsy-determined Cause(s) .of Death #1 —>
¢!~ D.9.4.1. 1b Autépsy-determined Cause(s) of Death (MedDRA code) #1 —>
<originalText>D. 9. 4. r. 2{/originalText>
<!-— D.9.4.1.2: Autopsy-determined Cause(s) of Death (free text) #1 —>
{/value>
</observation>
{/outboundRelationship2> : :
<outboundRelationship2 typeCode="DRIV">
{observation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

{value xsi:type="CE” code="D.9.4.r.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="D. 9. 4.

<!— D.9.4.1.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #2 —>
<l— D.9.4.1. 1b Autopsy-determined Cause(s) of Death (MedDRA code) #2 —>
<originalText>D. 9. 4 r. 2¢/originalText)
<!— D.9.4.1.2: Autopsy-determined Cause(s) of Death (free text) #2 —>
</value> v
{/observation>
</outboundRelationship2>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b—45f2-a02f— 42d4d6£4657£" />
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" d1sp1ayName— reaction”/>

(effectiveTime xsi:type="IVL_IS">
<low value="20090101"/>
<1-- E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
¢}~ E.i.5: Date of End of Reaction / Event #1 —>
</effectiveTimed>
{value xsi:type="CE” code="E.i.2.1b" codeSystem— 2. 16. 840. 1. 113883. 6 163" codeSystemVersion="E. i.2.1a">
¢l-- E.i.2.1a: MedDRA Version for Reaction / Event #1 —>
<}— E.1i.2.1b: Reaction / Event (MedDRA code) #1 —>
CoriginalText language="E.i. 1. 1b"E.i. 1. 1a</originalText>
¢l— E.i. 1. la¢ Reaction / Event as Reported by the Primary Source in Native Language #1 -
¢!= E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #l1 —>-
{/value>
Clocation typeCode="LOC”>
ClocatedBntity 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>
<outboundRelationship2 typeCode- PERT™>
<observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1 19" codeSystemVersion="1, 1" displayName="

<value xsi:type="ED")E.1i. 1.2<{/value>
¢l— E.1.1.2: Reaction / Event as Reported by the anary Source for Translation #1 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="37" codeSystem="2. 16. 840. 1. 113883. 3.989.2. 1. 1. 19” codeSystemVersion="1.1" displayName="

(value xsiitype="CE” code="E.i.3.1" codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 10" codeSystenVersion="

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

<value xsi:type="BL” value="true”/>
¢!— E.i.3.2a: Results in Death #i1 —>
</observation> )
{/outboundRelationship2>
(outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN" >
{code code="21" codeSystem— 2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
¢value xsi:type="BL” nullFlavor="NI"/>
{1 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”/>
<}-- E.1.3.2¢c: Caused / Prolonged Hospitalisation #1 —>
<{/observation>
' </outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2. 16, 840. 1..113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
resultsInPersistentOrSignificantDisability”/> .
{value xsi:type="BL” nullFlavor="NI"/>
<1— E.i.3.2d: Disabling / Incapacitating #1—>
{/observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16, 840. 1. 113883. 3,989. 2. 1. 1. 19" codeSystemVersion="1. 1

displayName="
congenitalAnomalyBirthDefect”/> .
<value xsi:type="BL” nullFlavor="NI"/>
<!-- 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="
otherMedical lyImportantCondition”/>
: <value xsi:type="BL” value="true”/>
<}— E.i.3.2f: Other Medically Important Condition #1 —
(/observation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="FERT">
{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.
07/> :
<1-= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 —->
{/observation> =
</outboundRelationship2> ! ,
<outboundRelationship2 typeCode="PERT”> -
" <observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
’ <value xsi:type="BL” value="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #1 —>
</observation>
R . {/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=

"R - BB/
: . <value x5itype="CE” code="J2.14.i" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2.1.8"
codeSystemVersion="1.1"/> .
: o <l-— 088J2.14. 1 K40 - BEA #1 —
{/observation>
</outboundRelationship2>
{/observation>
- </subject0f2>
<subject0f2 typeCode="SBJ]">
{observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cHe8-4e6c-93e9-5b860b314220" /> g
<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™>
<!~ E.i.2.1a: MedDRA Version for Reaction / Event #2 —>
{1— E.i.2.1b: Reaction / Event (MedDRA code) #2 —> \
CoriginalText language="E.1i.1.1b">E. 1. 1. 1al/originalText>
<I-- E.i.1. la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
<!-~ E.i. 1. 1b: Reaction / Event as Reported by the Primary Source Language #2 —>
{/value>
Clocation typeCode="L0C">
<locatedEntity classCode="LOCE">
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0. 3166, 1.2.2"/>
<I—~ E.i.9: Identification of the Country Where the Reaction / Event Occurred #2 —>
{/TocatedPlace>
{/locatedEntity>
</location>
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' reactionForTranslation”/>

termHighlightedByReporter”/>

2.0/

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

~ otherMedicallyImportantCondition”/>

outcome”/>

0"/>

nedicalConfirmationByHealthProfessional”/>

{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"JE.1i.1.2<¢/value>
¢!— B.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 —>
<{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”> . )
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1. 197 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.1i.3.1:Term Highlighted by the Reporter #2 —>
{/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" displayName="
<value xsi:type="BL” value="true”/> -
<1-- E.i.3.2a: Results in Death #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> . )
<code code="21" codeSystem="2. 16. 840. 1. 113883, 3.989. 2.1, 1, 19" codeSystemVersion="1.1" displayName="
<value xsi:type="BL” nullFlavor="NI"/>
¢(}— E.i.3.2b: Life Threatening #2 —>
{/observation> ’ .
</outboundRelationship2>

. <outboundRelationship2 typeCode="PERT">

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

<code code="33" codeSystem="2. 16, 840. 1. 113883. 3.989.2.1.1.19” codeSystemVersion="1.1" displayName="
{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.ji.3.2d: Disabling / Incapacitating #2 —>
{/observation>
</outhoundRelationship2>
<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="NL"/> )
<} E.i.3.2e: Congenital Anomaly / Birth Defect -#2 —>
{/observation> :
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN"> )
<code code="26" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
(value xsi:type="BL” value="true”/>
¢l-— B.i.3.2f: Other Medically Important Condition #2 —>
</observation> -
</outboundRelationship2> o
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 197

codeSystemVersion="1. 1" displayName="

<value xsi:type="CE” code="E. 1, 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 #2 ——>
* {/observation> .
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">
<éode code="24" 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.8: Medical Confirmation by Healthcare Professional #2 —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
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<code code="11" codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1. 10" codeSystemVersion="1.0" displayName=
"k - BEa” /> .
<value xsiitype="CE” code="J2.14.1i” codeSystem="2, 16.840. 1. 113883, 3. 989.5.1.3.2.1,8"
codeSystemVersion="1.1"/>
<1-- @8@J2. 14. i e - B #2 —
{/observation>
<{/outboundRelationship2>
</observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b~4ea8-8a0f-e0ff34430adt”/> .
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS">
{width value="24" unit="E.i.6b"/> .
<l-- E.i.6a’ Duration of Reaction / Event (number) #3 —>
l-- E.i.6b: Duration of Reaction / Event (unit) #3 —
<high value="20101201"/> '
<}—— E.i.5: Date of End of Reaction / Event. #3 —>
</effectiveTime>
Cvalue xsi:type="CE" code="E.1i.2.1b" codeSystem="2.16. 840. 1. 113883, 6. 163" codeSystemVersion="E. i. 2. 1a”>
<l~- E.i.2.1a: MedDRA Version for Reaction / Event #3 —> -
<l-- E.i.2.1b: Reaction / Event (MedDRA code) #3 —> '
CoriginalText language="E.i. 1. 1b™E. i. 1. la/originalText)
<l— E.1i.1.1a: Reaction / Bvent as Reported by the Primary Source in Native Language #3 —>
<l— E.i. 1. 1b: Reaction / Event as Reported by the Primary Source Language #3 —>
{/value>
<location typeCode="LOC™>
ClocatedEntity 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 #3 —>
{/locatedPlace> : -
{/locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
- <code code="30" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="
reactionForTranslation”/> '
Cvalue xsi:type="ED")E.1i.l.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" codeSysten="2. 16. 840, 1. 113883, 3.989. 2.1, 1. 19" codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/> .
. <value xsi:type="CE” code="E.i.3.1” codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 10" codeSystemVersion="

2.0°/>
<!— E.i.3.1:Tern Highlighted by the Reporter #3 —>
{/observation) .
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
Ccode code="34" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
resultsInDeath”/> -
<value xsi:type="BL” value="true”/>
<l— B.i.3.2a: Results in Death #3 —>
{/observation)
. " </outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™> .
<code code="21" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

isLifeThreatening”/> -
- <value xsi:type="BL” nullFlavor="NI"/>
<1-- E.i.3.2b: Life Threatening #3 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> 7
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1* displayName="
requiresInpatientHospitalization”/> :
<value xsi:type="BL" value="true”/>
<!=— E.i.3.2c: Caused / Prolonged Hospitalisation #3 —
</observation>
</outboundRelationship2>
<outhoundRelationship2 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 xsiitype="BL” nullFlavor="NI"/>
<!— E.i.3.2d: Disabling / Incapacitating #3 —>
{/observation)
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</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
) <code code="12" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/> .
’ <value xsi:type="BL” nullFlavor="NI"/>
<!-- E.i.3.2e¢: Congenital Anomaly / Birth Defect #3 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">
(code code="26" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedicallyInportantCondition”/> . ’
Cvalue xsittype="BL” value="true”/>
<1— E.i.3.2f: Other Medically Important Condition #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 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" dlsplayName—

outcome”/> )
<value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989. 2. L. 1. 11" codeSystemVersion="2.
07/
¢1-- 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="
medicalConfirmationByHealthProfessional”/> '
<value xsi:type="BL” value="true”/>
<}— E.i.8: Medical Confirmation by Healthcare Professional #3 —>
{/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=

"REn - BESRT/> . )
¢value xsi:type="CE” code="J2.14.1" codeSystem="2. 16.840.1.113883.3.989.5.1.3.2. 1.8"
codeSystemVersion="1.1"/> )
\ <I-- 000J2.14. 1 R4 - BES0 #3 — ;
. {/observation>
(/outboundRelatlonshlpZ)
</observation>

{/subject0f2>.
(subject0f2  typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="2699840f-08h4-499c-80Ff~dd8415£4F8ab"/. >
<code code="20" codeSystem="2. 16. 840. 1. 113883: 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

CeffectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20090101"/>
¢!— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
¢!— E.i.5: Date of End of Reaction / Event #4 —>
{/comp>
<comp xsi:type="IVL_TS” operator="A"> .
(width value="24" unit="E.1i.6b"/> ;
<}— E.i.6a: Duration of Reaction / Event (number) #4 —>
¢}— E.i.6b: Duration of Reaction / Event (unit) #4 —>
{/comp>
</effectiveTime>
Cvalue xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E.1.2.1a"™>
<|— B.i.2.1a: MedDRA Version for Reaction / Event #4 —>
- <}— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
CoriginalText language="E.i.1.1b"E. i.1.1a</originalText>
, ¢1-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #4 ——>
¢1=~ E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #4 —>
{/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 f4 —>
</locatedPlace>
</locatedEntity>
</location>
{outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">
¢code code="30" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1.1, 19” codeSystemVersion="1. 17 displayName="
‘reactionForTransiation”/> . )
<value xsi:type="ED™E. 1. 1. 2¢</value>
<l-—"B.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 —>
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{/observation)
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
- <code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1, 1, 19" codeSystemVerslon‘ 1.1” displayName="
- termHighlightedByReporter”/>
: <value xsi:type="CE” code="E.i.3.1" codeSystem=’2.16.840.11113883.3.989.2.1.1.10' codeSystemVersion='
2.0"/>
<I— E.i.3.1:Term Highlighted by the Reporter #4 —>
{/observation>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInDeath”/> o
{value xsiitype="BL” value="true”/>
<l-- E.i.3.2a: Results in Death f#f4 —>
{/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.1i.3.2b: Life Threatening #4 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN”>
<code code="33" codeSystem="2. 16. 840. 1.113883. 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization”/>
’ <value xsi:type="BL” value="true”/>
<!-- B.i.3.2c: Caused / Prolonged Hospitalisation #4 —>
{/observation>
</outboindRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> -
‘ <value xsi:type="BL” nullFlavor="NI"/>
<¢}— E.i.3.2d: Disabling / Incapacitating #4 ——>
{/observation>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> :
{code code="12" codeSystem="2. 16, 840. 1. 113883. 3.989.2. 1. 1. 19" codeSystenVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/> N
<value xsi:type="BL" nullFlavor="NI"/>
<}— E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
<}— E.j.3.2f: Other Medically Important Condition #4 -
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” -codeSystenVersion="1. 1" displayName="
outcome”/> : R :
- <value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883. 3, 989. 2. 1. 1. 11" codeSystemVersion="2
0"/> ’ -
<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”> °
{observation classCode="0BS” moodCode="EVN">
- ’ <code code="24" codeSystem="2. 16, 840. 1, 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/> ’
<value xsi:type="BL” value="true”/>
<l—— B.i.8: Medical Confirmation by Healthcare Professional #4 —>
{/observation> -
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
Cobservation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVerslon‘ 1.0” displayName=
"R - BB/
<value xsi:type="CE” code="J2.14.1i" codeSystem=" Z.16.840.1.113883.3.989.5.1.3.2.1.8
codeSystemVersion="1.17/> . :
) <1— @872, 14. 1 0 - BE&N #4 —

{/observation>

- 14 -



</outboundRelationship2>
</observation>
</subject0f2> -
<subjectOf2 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" codeSystenVersion="1.1" displayName="reaction”/>

Ceffectivelime xsi:type="IVL_TS™>
Clow value="20090101"/>
- ¢!— B.i.4: Date of Start of Reaction / Event #5 —>
</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 #5 —>
<1— E.i.2.1b: Reaction / Event (MedDRA code) #5 ——>
<originalText language="E.i. 1. 1b™>E.i.l.la{/originalText>
<l— E.i.1.1a’ Reaétion / Event as Reported by the Primary Source in Native Language #5 ——>
¢}— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #56 —>
</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 #5 —>
</1locatedPlace>
</locatedEntity>
</location> )
<outboundRelationship2 typeCode="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="

reactionForTranslation”/>
<valye xsi: type- "BD”E. i. 1. 2¢/value>
<i-- B.1.1.2: Reaction / Event as Reported by the Pr1mary Source for Translation #5 -—>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode= PERT”)
Cobservation classCode="0BS” moodCode="EVN'>
<code code="37" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 19 codeSystemVersion="1.1" d1sp1ayNams—
termHighlightedByReporter”/> )
¢value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 10' codeSystenVersion="

2.0/ -
¢I— E.i.3.1:Term Highlighted by the Reporter #5 —>
{/observation>
</outbouridRelationship2>
CoutboundRelationship2 typeCode="PERT">
. <observation classCode="0BS" moodCode="EVN™>
<code code= 34" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 197 codeSystemVersion="1.1" displayName="
“resultsInDeath”/> ) : :
' <value xsi:type="BL” value="true”/>
<l— E.1.3.2a: Results in Death #5 —> >
{/observation> ’
{/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
' . Cobservation classCode="0BS” moodCode="EVN"> .
: (code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989.2.1.1.19" codsSystemVersion="L 1" displayName="
isLifeThreatening”/>

" ¢value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2b: Life Threatening #5 >
' ) {/observation>
{/outboundRelationship2>
<outboundRelat1onsh1pZ typeCode="PERT">
{observation classCode="0BS” moodCode="] EVR™> . :
<code code="33" codeSystem="2. 16. 840, 1. 113883. 3. 989. Z 1.1.197 codeSystemVersion=’l; 1" displayName="
requiresInpatientHospitalization”/> ) ’
<value xsiitype="BL” value="trus”/> ) -
¢I-- E.i.3.2c: Caused / Prolonged Hospitalisation #5 —>
{/observation>
" </outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
- <observation classCode="0BS” moodCode="EVN">
: ) . (code code="35" codeSysten="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 #5 —>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
observation classCode="0BS" moodCode="EVN"> )
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
¢value xsi:type="BL” nullFlavor="NI"/>
<1— E.1.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>
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otherMedicallyImportantCondition”/>

outcome”/>

0"/

medicalConfirmationByHealthProfessiol

"RAE - BEAT/>

codeSystemVersion="1.1"/>

reactionForTranslation”/> )

ternHighlightedByReporter”/>

2.07/

resultsInDeath”/>

{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.1i.3.2f: Other Medically Important Condition #5 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16. 840, 1. 113883 3. 989, 2. 1. 1. 19” codeSystemVersion="1. 1" displayName='

<vaiue ¥si: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)
<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="
nal”/>
Co <value xsi:type="BL” value="true”/>
<}— E.i.8: Medical Confirmation by Healthcare Professional #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
Cobservation classCode="0BS” moodCode="EVN">
Ccode code="11" codeSystem="2. 16. 840. 1. 113883, 3, 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName=

<value xsi:type="CE” code="J214.1” codeSystem="2. 16. 840, 1. 113883, 3.989.5.1.3.2.1,8"

<1-- 860J2. 14. i &k - BEx #56 —>
{/observation>
{/outboundRelationship2>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
Cobservation classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6-4334-9d43-6925640fb18£" /> .
{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">
<high value="20090101"/> .
<!— E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTime>
{value xsi:type="CE” code="E.i.2.1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVerslon— E.i.2.1a">
<}— E.i.2.1a: MedDRA Version for Reaction / Event #6 —>
<}— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
{originalText language="E.1i. 1. 1b")E. i. 1. la</originalText>
<l-—- E.i.1. la: Reaction / Event as Reported by the Primary Source in Native Language #6 ——>
Ad—Ei. L 1b: Reaction / Event as Reported by the Primary Source Language #6 —>
{/value>
<location typeCode="LOC”>
{locatedEntity classCode="LOCE™> )
<locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="E.i.9” codeSystem="1.0. 3166.1.2.2"/>
A—E.i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
</locatedPlace> :
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{cade 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>
<!— E.1i.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" codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.i.3.1” codeSystenF’Z. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 10" codeSystenVersion="

<l— E.i.3.1:Term Highlighted by the Reporter #6 —>
{/observation> . 4
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN"> '
<code code="34" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystenVersion="1. 1" displayName="

<value xsi:type= "BL” value="true”/>
<l— E.1.3.2a: Results in Death #6 —>

{/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"/>
¢l-- E.i.8.2b: 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="
requitesInpatientHospitalization”/> . ) ‘
¢value xsi:type="BL” value="true”/>
<}— E.i.3.2c: Caused / Prolonged Hospitalisation #6 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> ) :
. <code code="35" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> ) :
' Cvalue xsi:type="BL” nullFlavor="NI"/>
¢}— E.i.3.2d: Disabling / Incapacitating #6 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN™>
<code code="12" codeSysten="2. 16.840. 1. 113883. 3. 989, 2. 1, 1.19” codeSystemVersion="1. 1" displayName="
congénitalAnomalyBirthDefect”/>
{value xsiitype="BL" nullFlavor="NI"/>
¢!— E.i.3.2e: Congenital Anomaly / Birth Defect 46 —>.
</observation> i
© </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"> : :
R <cods code— 27" codeSystem="2. 16.840. 1. 113883 3.989. 2 1.1.19” codeSystemVersion="1.1" disp_layName='
14

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 ST :
: <!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/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" codeSystemVerslun- .17 d1splayName—
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL” value="true”/>
¢l— E.1i.8: Medical Confirmation by Healthcare Professional #6 —>
{/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" d1sp1ayName—
"k - BBAT/>
) ) ) <value xsiitype="CE” code="J2.14.i” codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2.1.8"
codeSystenVersion="1.1"/> :
. (1— 088J2.14. 1 k& - B0 #6 —>
{/observation>
(/outboundRelat10nsh1pZ>
(/observat1on>
</subject0f2> .
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969- 38be-423f—b6bb—ce14b0279d8e />
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3.0989.2.1.1. 19" codeSystemVersion="1. 1” dxsplayName— reaction />

CeffectiveTime xsi:type="IVL_TS">
(width value="24" unit="E.i.6b”/>
¢l-= E.i.6a: Duration of Reaction / Event (number) #7 —>
<}— E.i.6b: Duration of Reaction / Event (unit) #7 —>
{/effectiveTime>
-<value xsi:type="CE” code="E.1.2.1b" codeSystem="2, 16.840. 1. 113883. 6. 1637 codeSystemVersmn— E.i.2.1a"™>
¢!— E.i.2.1a: MedDRA Version for Reaction / Event #7 —>
¢}— E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
CoriginalText language="E.1i.1.1b">E. i. 1. 1a</originalText>
¢<l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #7 —->
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reactionForTranslation”/>

termHighlightedByReporter”/>

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

-requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

0"/

<}— E.i.1.1h: Reaction / Event as Reported by the Primery Source Language #7 —>
</value>
(location typeCode="L0C">
<locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE”>
{code code="E.i.9” codeSystem="1.0. 3166.1.2.2"/>
<! E.i.9: Identification of the Country Where the Reaction / Event Occurred #7 —
</locatedPlace>
{/locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT*>
{observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16. 840. 1. 113883. 3,989, 2, 1. 1. 19” codeSystemVersion="1.1" displayName="

{value xsi:type="ED™)E. i. 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 xsi‘type="CE” code="E.i.3.1" codeSystem="2.16. 840, 1. 113883. 3. 989, 2. 1. 1. 10” codeSystemVersion="

¢l=— E.i.3.1:Term Highlighted by the Reporter #7 —
{/observation>
</outboundRelationship2> )
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS™ moodCode="EVN">
<code code="34" codeSystem="2. 16, 840, 1.113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<I-- B.1i.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"/>
«}— E.1i.3.2b: Life Threatening #7 —>
{/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="

<value xsi:type="BL” value="true”/>
<I— E.i.3:2c: Caused / Prolonged Hospltallsatmn # —>
</observation>
</outboundRelationship2)-
<outboundRelationship2 typeCode="PERT">
Cobservation 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 #7 —>
{/observation)
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> )
<code code="12" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL" nullFlavor="NI"/>
<]— B.1i.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.3.2f: Other Medically Important Condition #7 —>
<{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="] PERT >
" <observation classCode="0BS” moodCode="EVN"> .
<code code="27" codeSystem="2:16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

<value Xsi:'type="CE" code="E.i.7” codeSystem="2. 16.840. 1. 113883. 3.989.2.1. 1. 11" codeSystemVersion="2.
¢}-- E.i.7: Outcome of Reaction / Bvent at the Time of Last Observatlon #7 -—>

{/observation>
{/outhoundRelationship2>
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medicalConfirmationByHealthProfessional”/>

"Ram - BT/

codeSystemVersion="1.1"/>

reactionForTranslation”/>

termHighlightedByReporter”/>

2.075

resultsInbeath”/>

“isLifeThreatening”/>

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="

<value xsiitype="BL” value="true”/>
<l—- E.1i.8: Medical Confirmation 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” codeSystemVerslon— 1. 0" displayName=

<value xsi:type="CE” code="J2. 14. i" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3.2.1.87

<l— @eeJz. 14. i k40 - BEkn #7 —>
{/observation>
</outboundRelationship2>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
(observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070~426d-af04-6863263443e0” />
<code code="29" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1. 1” displayName="" reaction”/?

CeffectiveTime xsi:type="SXPR_TS">
<comp. xsi:type="IVL_TS">
<low value="20090101"/> .
¢}— E.i.4: Date of Start of Reaction / Event #8 —>
<width value="24" unit="E.i.6b"/>
¢l-— E.i.6a: Duration of Reaction / Event (number) #3 —>
¢(!— E.i.6b: Duration of Reaction / Event (unit) #8 —>
</comp>
<comp xsiitype="IVL_TS" operator="A">
<high value="20101201"/>
- ¢l— E.i.5: Date of End of Reaction / Event #8 —>
" </comp>
</effectiveTime>
<value xsi: type— CE” code="E.1i.2.1b" codeSystem="2. 16, 840..1. 113883. 6. 163" codeSystemVerslon— E.i.2.1a"™>
¢l— E.i.2.la: MedDRA Version for Reaction / Event #8 —>
¢}— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
CoriginalText language="E.1i.1.1b”>E.i.1: la{/originalText>
<!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —)
<J— E. i l.1b: Reactmn / Event as Reported by the Primary Source Language #8 —>
</value>
(location typeCode="LOC™>
<locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E. i.9" codeSystem="1.0.3166.1.2.2"/>
<}-- B.i.9: Identification of the Country Where the Reaction / Event Occurred #8 -—)
</locatedPlace> . . -
<{/locatedEntity> ) :
{/location>
(outboundRelatmnshmZ typeCode="PERT">
observation classCode="0BS" moodCode=" EVN™>
<code code="30" codeSystem="2. 16. 840 1,113883.3. 989.2.1.1.19" codeSystenVersion="1. 1" d1splayName—

<value xsi:type="ED"DE. 1. 1. 2<¢/value>
<l— E.i.1.2: Reaction / Event as Réported by the Primary Source for Translation #8 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2.16. 840. 1. 113883. 3.989. 2.1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type=’CE’bcode=’E. 1.3.17 codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 10” codeSystemVersion="

<1— E.i.3.1:Term nghhghted by the Reporter #8 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN"> -
Ccode code="34" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codéSystenVersion="1.1" displayNeme="

<value xsi:type="BL” value="true”/>
¢}-— E.i.3.2a: Results in Death #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
" <code code="21" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

{value xsi:type="BL" nullFlavor="NI"/>

<l-- E.i.3.2b: Life Threatening #8 —>
</observation>
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{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
Cobservation classCode="0BS” moodCode="EVN"> )
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization”/> ’
<value xsi:type="BL” value="true”/>
<l—E.i.3.2¢: Caused / Prolonged Hospltallsatlon #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1

. displayName="
resultsInPersistentOrSignificantDisability”/>
Cvalue xsi:type="BL” nullFlavor="NI"/>
<I— E.i.3.2d: Disabling / Incapacitating #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS" moodCode— EVN">
{code code="12" codeSystem="2. 16. 840. 1. 113883 3.989. 2 1.1.19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/> .
<value xsi:type="BL” nullFlavor="NI"/>
<l-- E.i.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>
<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”/>
<I-- E.i.7: Outcome of Reaction / Event at the Time of Last Observatlon #8 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation tlassCode="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”/> ) .
<1— E.i.8: Medical Confirmation by Healthcare Professional #8 —>
</observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT*>
{observation classCode="0BS” moodCode="EVN"> -
{code code="11" codeSystem="2. 16. 840, 1.113883, 3. 989.5.1. 3.2, 1. 10" codeSystemVersion="1. 0" displayName=
"SR5 - BEXD” />
<value xsi:type="CE” code="J2.14.1” codeSystem="2.16.840. 1. 113883. 3.989.5.1.3. 2. 1.8"
codeSystemVersion="1,1"/> )
<I-- geaj2. 14. i 5'57’31 BExn #8 —>
</observation)
{/outboundRelationship2>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 20” ‘codeSystemVersion="1.0" displayName="
testsAndProceduresRelevantToTheInvest1gat10n />
<component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
{code code="F.r.2.2b" codeSystem="2. 16.840. 1, 113883, 6. 163" codeSystenVersion="F. r. 2. 2a”>
<!— F.r.2.2a: MedDRA Version for Test Name #1 —>
<!— F.r.2.2b7 Test Name (MedDRA code) f1 —>
<originalText>F. r. 2. 1{/originalText)
<{l—— F.1.2.1: Test Name (free text) # —>
{/code>
CeffectiveTime value="20090101"/>
<{I— F.r.1: Test Date #1 —>
<value xsi:type="IVL_PQ™>
<center value="10" unit="mg/d1”/>
<l-- F.r.3.2: Test Result (value / qualifier) #1 —
<!-—- F.r.3.3: Test Result (unit) #1 —> -
</value>
<interpretationCode code="F.r.3.1” codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 12" codeSystemVersion="2.
0"/ .o '
<l E.r.3.1: Test Result (code) #1I —>
<referenceRange typeCode="REFV™>
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{observationRange classCode="0BS” moodCode="EVN. CRT">
¢value xsistype="PQ” value="40" unit="mg/dl"/>
<!— F.1.4: Normal Low Value #1 —>
<interpretationCode code="L” codeSystem="2. 16.840. 1. 113883.5.83"/>
</observationRange>
' . </referenceRange>
(referenceRange typeCode="REFV">
(observationRange classCode="0BS” moodCode="EVN.CRT">
<value xsi:type="PQ” value="110" unit="mg/dl"/>
¢!— F.r.5: Normal High Value 1—>
(interpretationCode code="H" codeSystem="2.16.840. 1. 113883, 5. 83"/>
</observationRange>
</referenceRange>
CoutboundRelationship2 typeCode="PERT">
<observation classCode-— 0BS” moodCode="EVN">
<code code="10" codeSystem="2.16.840. 1.113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayName="comment”/>
{value xsi:type= "ED"SF. 1. 6</value)
¢l-= F.1.6: Comments (free text) #1 —>
</observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="REFR™>
<observation classCode="0BS” moodCode="EVN">
. code code="25" codeSystem="2.16.840, 1. 113883, 3, 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="moreInformationAvailable”/> ) '
(value xsi:type="BL” value="true”/>
4—F.r.7: More Information Available #1 —>
{/observation>
</outboundRelationship2>
{/observation>
{/component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN"> )
(code code="F. r.2.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="F.r.2. 2a">
<I— F.1.2.2a: MedDRA Version for Test Name #2 —>
¢(!— F.r.2.2h: Test Name (MedDRA code) #2 —>
<originalText>F. r. 2. 1</originalText>
¢|l— F.r.2.1: Test Name (free text) #2 —>°
{/code> .
CeffectiveTime value="200901017/>
¢}— F.r.1: Test Date #2 —>
¢value xsi:type="IVL_PQ”>
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl” inclusive="false”/>
</value> )
<}~- F.1.3.2: Test Result (value / qualifier) #2 —>
<I-- B.1.3.3: Test Result (unit) #2 —
<!— LT 10 wg/dl #2 -—>
</observation>
{/component>
{component typeCode="COMP">
Cobservation classCode="0BS” moodCode="EVN">
<code code="F.t.2.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersmn— F.r.2.2a" >
¢l— F.r.2.2a: MedDRA Version for Test Name #3 —>
(l— B.r.2.2b: Test Name (MedDRA code) #3 —>
CoriginalText>F. r. 2. 1{/originalText>
(l=— F.1.2.1: Test Name (free text) #3 —>
</code> -
<effectiveTime value="20090101"/>
{}— F.r.1: Test Date #3 —>
* value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl” inclusive="true”/>
<fvalue>
¢l— F.r.3.2: Test Result (value / qualifier) #3 —>
<!— F.r.3.3: Test Result (unit) #3 —>
<I— LE 10 ng/dl #3—>
{/observation>
{/component>
{component typeCode— COMP™>
(observation classCode="0BS” moodCode="EVN"> ] .
{code code="F. r.2.2b" codeSystem="2.16. 840. 1. 113883. 6. 163" codeSystemVersion="F.r.2.2a">
<!—- F.1,2.2a: MedDRA Version for Test Name #4 —>
(!— F.1.2.2b: Test Name (MedDRA code) #4 —>
CoriginalTextDF. r. 2. 1</originalText>
(- F.r.2.1: Test Name (free text) #4 —>
</code>
<effectivelime value="20090101"/>
¢l-- F.r.1: Test Date #4 -—>
(value xsiitype="IVL_PQ">
<low value="10" unit="mg/dl” inclusive="false"/>
<high nullFlavor="PINF"/>
</value>
¢}— F.1.3.2: Test Result (value / qualifier) #4 —>
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<l-- F.1.3.3: Test Result (unit) #4 —>
<i—— 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">
<I— P.1.2.2a: MedDRA Version for Test Name #5 —>
<{l— F.1.2.2b: Test Name (MedDRA code) #5 —>
<originalText)F.r, 2. 1</originalText>
<{I—PR.1.2.1: Test Name (free text) #5 —->
{/code>
<effectiveTime value="20090101"/>
¢|-— F.1.1: Test Date #5 —>
<value xsi:type="IVL_PQ">
<low value="10" unit="mg/d1” inclusive="true”/>
<high nullFlavor="PINF"/>
{/value>
{}— F.1.3.2: Test Result (value / qualifier) #5 —>
<l— F.1.3.3: Test Result (unit) #5 —
<1-- 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" codeSystenVersion="F.r. 2. 2a">
<l— F.1.2.2a: MedDRA Version for Test Name #6 —>
<l— F.x.2.2b: Test Name (MedDRA code) #6 —>
<originalText>F.r. 2. 1</originalText>
<l-— F.1.2.1: Test Name (free text) #6 —>
{/code>
CeffectiveTime value="20090101"/>
<{l— F.r.1: Test Date #6 —>
<value xsi:type="ED">F.r. 3. 4</value>
<l— F.1.3.4: 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”/>
<!— G.k Drug(s) Information (repeat as necessary) #1 —>
{component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30~ 67671b06f994 />
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{code code="G.k.2. 1.1b” codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a"/>
<l— G.k.2.1. 1a: MPID Version Date / Number #I —> )
<}— G.k.2.1.1b: Medicinal Product Identifier (MPID) #1 —>
<name>G. k. 2. 2</hame>
{1— 6.k .2.2: Medicinal Product Name as Reported by the Primary Source #1 —)
CasManufacturedProduct 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" />
<l— 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> '
<!— G.k 3.3: Name of Holder / Applicant #1 —>
</playingOrganization)
</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"/>
<I-- G.k.3.2:. Country of Authorisation / Appllcatlon #-—>
</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"/>

S

<I— 006J2.5.k: ~MAEKREDY A/ KH%E #1 —>
</p011cy>
{/pertinentInformation>
</approval>
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codeSystenVersion="1.0" displayName="$iEFRMEDRBEKL"/>

2.1.3" codeSystemVersion="1.17/>

2a"/>

#1-1 —>

2a"/>

#1-2 =>

displayName="retailSupply”/>

Obtained #1 —>

0" displayName="—AXRERS D AFREE"/>

codeSystemVersion="1.17/>

{/in

<{/subject0f> 7
(subjectOf typeCode="SBJ™>
<characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3.2.1. 10"

<value xsi:type="CE” code="J2.4.k” codeSystem="2.16.840.1.113883.3.980.5.1.3.

<i— 680)2. 4. k: FEEKEORWES #1 —>
</characteristic>
</subject0f>
</asManufacturedProduct>
<asSpecializedKind classCode="GEN">
(generalizedMaterialKind classCode="MAT” determinerCode="KIND">
{code>
CoriginalText>J2. lZ(/orlglnalText)
I— @8Jz. 12: HBREAEE — -
</code>
{/generalizedMaterialKind>
{/asSpecializedKind>
{ingredient classCode="ACTI™>
{quantity>
<numerator value="10" unit="6.k.2.3.r.3b"/>
<!— G.k.2.3.1r.3a: Strength (number) #1-1 —>
{1~ G.k.2.3.r.3b: Strength (unit) #1-1 —>
<dencminator value="1"/>

<{/quantity>
(ingredientSubstance classCode="MMAT” determinerCode="] KIND™> :
<code code="G. k. 2. 3. 1. 2b” codeSystem="TBD-Substance” codeSystemVersion="G. k. 2. 3. 1.

¢!-- G.k.2.3.1.2a: Substance / Specified Substance TermID Version Date / Number

<name>G. k.2.3.1. 1</name>
¢(!— 6.k 2.3.r.1: Substance / Specified Substance Name #1-1 —>
</ingredientSubstance>
{/ingredient>
<ingredient classCode="ACT1">
<{quantity>
<(numerator value="10" unit="G.k.2.3.r.3b"/>
<l— 6.k'2.3.r.3a: Strength (number) #1-2 —>
<!— 6.k.2.3.r.3b: Strength (unit) #1-2 —>
{denominator value="1"/>
</quantity>
<ingredientSubstance ¢lassCode="MMAT" determinerCode="KIND">
<code code="G.k.2.3.r.2b" codeSystem="TBD-Substance” codeSystemVersion="6. k. 2. 3. 1.

<1 G.k.2.3.7.2a: Substance / Specified Substance TernID Version Date / Number

¢!~— G.k 2.3.1.2b: Substance / Specified Substance TermID #1-2 —>
<name>G. k. 2. 3. r. 1</nane>
¢!— G. k. 2.3.1.1: Substance / Specified Substance Name #1-2 —>
</ingredientSubstance>
</ingredient>
</kindOfProduct>
(subjectOf typeCode="SBJ™>
{productEvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem— 2.16. 840. 1. 113883, 3.989.2. 1. 1. 18" codeSystemVerslon— 1.0”

{performer typeCode=’PRF’)
<assignedEntity classCode="ASSIGNED">
<{representedOrganization classCode="0RG" 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>
{subjectOf typeCode="" SBJ >
(observationBvent classCode="0BS” moodCode="EVN"> . )
<code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989.65.1, 3. 2. 1. 10" codeSystemVersion="1.
(value xsi:type="CE” code="J2.6.k" codeSystem="2.16.840. 1.113883. 3.989.5.1.3. 2. 1.57

<1-- 088J2.6.kx: —AERROAFER #1 —
.{/observationEvent>
</subject0f>
stanceOfKind>

{/consumable>
<outboundRelat10nsh1p1 typaCode— SAS™>

<pau

seQuantity value="10" unit="G.k.9.i.3.1b"/>
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Event {(number) Drug #1, Reaction #1 —)

Bvent (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 —

M

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 —>

<I-- 6. k.9.i.3.la: Time Interval betwsen Beginning of Drug Administration and Start of Reaction /

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

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

<id root="154ebB89-958b-45F2-a02f-42d4d6£46575" />

</actReference>

</outboundRelationshipl>

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

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

<!~ 6.k.9.1i.3.2b: Time Interval between Last Dose of Drug

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

<id root="154eb889-958b-45f2-a02f42d4d654657E"/>

{/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

<l-- 6.k 9.1.3.1b: Time Interval between Beginning of Drug

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

<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>

{/actReference)

</outboundRelationshipl>

<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.9.1i.3,2b"/>

<!— 6.k.9.1.3.2a: Time Interval between Last Dose of Drug

<!-- G.k.9.4.3.2b: Time Interval between Last Dose of Drug

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

<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />

</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

<!— 6.k.9.1.3.1b: Time Interval between Beginning of Drug

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

<id root="3a8626ch-9f1b-4ea8~8a0f—e0F£f34430adf”/>

</actReference>

{/outboundRelationshipl>

<outboundRelationshipl typeCode="SAE*>
<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

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

<!— 6.k.9.1.3.2b: Time Interval between Last Dose.of Drug

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

<id root="3a8626chb-9f1b-4eaB-8a0f-e0ff34430adf” />

</actReference>

</outboundRelationshipl>

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

<!-— 6.k 9.1.3.1a: Time Interval between Beginning of Drug

<1— 6.k 9.1.3.1b* Time Interval between Beginning of Drug

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

<id root="2e99840f-08b4-499c-80ff-dd8415F4f8a5"/>

{/actReference>

<{/outboundRelationshipl>

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

<!-- 6.%.9.1.3.2a! Time Interval between Last Dose of Drug

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

(a(;'tReference classCode="0BS" moodCode="EVN">

<id root="2e99840f-08b4-499c-80ff-ddB415f4f8a5”/>

{/actReference>

{/outboundRelationshipl>

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

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Adninistration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction-/ Event (unit)

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Aduinistration_gnd Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

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

<! 6.k.9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /'
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Drug #1, Reaction #5 —>

Drug #1, Reaction #5 —>

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

“Event. (unit) Drug #1, Reaction #6 —>

. Drug #1, Reaction #6 —>

Drug #1, Reaction #6 ——>

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

Event (unit) Drug #1, Reaction #7 —>

Drug #1, Reaction #7 —>

Drug #1, Reaction #7 —>

Event (mumber) Drug #1, Reaction #8 —>

Event (unit) Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

Drug #1, Reaction H8 —>

displayName="blinded”/>

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

<id root="1071064c-cf10-4a3b-! 8301—34f9ddb7ea6d'/)

</actReference>

</outboundRelationshipl>

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

¢!— 6.k.9.1i.3. 2a: Time Interval between Last Dose of Drug

¢!—- G.k.9.1.3.2b: Time Interval between Last Dose of Drug

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

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

</actReference>

¢/outboundRelationshipl>

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

¢!-- G.k.9.i.3.1a: Time Interval between Beginning of Drug

)

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

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

<id root="1f927283-10b6-4334-9d43-e925640fb18"/>

{/actReference>

</outboundRelationshipl>

CoutboundRelationshipl typeCode="SAE">
<pauseQuantity value="10"- unit="G.k.9.i.3.2b"/>

<1— G.k 9.1.3.2a: Time Interval between Last Dose.of Drug

d—- 6.k9.1i. 3.. 2b: Time Interval between Last Dose of Drug

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

<id root="1f327283-10b6-4334-9d43-e925640fb18£" />

</actReference>

</outboundRelationshipl>

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

¢!-— G.k.9.1.3.1a: Time Interval between Beginning of Drug

¢l-- G.k.9.1.3.1b: Time Interval between Beginning of Drug

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

<id r09t=’50342969—38be-423f—bib-ce14b0279d8e’/ > v

</actReference>

</outboundRelationshipl>

<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

<1-- G.k.9.i.3.2a: Time Interval between Last Dose of Drug

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

<id root= 90342969-38be—423f—bib—ce14bc279d83 />

{/actReference>

</outboundRelationshipl>

(outboundRelatlonshlpl typeCode="SAS">
(pauseQuantlty value- 10”7 unit="G.k.9.1.3. 1b'/>

{l— G6.k.9.i.3.1b: Time Ihterval between Beginning of Drug

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

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

{/actReference> -
{/outboundRelationshipl>

<outboundRelationshipl typeCode="SAE">

<¢pauseQuantity value="10" unit="6.k.9.1.3.2b"/>

<!— 6.k.9.1.3.2a: Time Interval between Last Dose of Drug

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

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

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

_ {/actReference>
</outboundRelationshipl> '
{outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

‘Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Adninistration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

{code code="6" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1.1. 19" codeSystemVersion="1.1"

{value xsi:type="BL” value="true”/>

(!— G.k.2.5: Investigational Product Blinded #1 —>

</observation>

. {/outboundRelationship2>

<outboundRelationship2. typeCode=" COMP >

<!-- 6.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. 8</text> .
<{!— G.k.4.r. 8: Dosage Text #1-1 ——>
{effectiveTime xsi:type="SXPR_1S">
<comp xsi:type="PIVL_TS™>
<period value="10" unit="G. k. 4.1.3"/>
<I-- G.k.4.1.2: Number of-Units in the Interval #1-1 —>
<l-- G.k.4.1.3: Definition of the Time Interval Unit #1-1 —>
</comp>
<comp xsi:type="IVL TS” operator="A">
Clow value="20090101"/>
<I-- 6.k 4.1.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
<}-- 6.k.4.1.5: Date and Time of Last Administration #1-1 —>
{/comp>
{comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k. 4.r.6b"/>
<l— G.k.4.r.6a: Duration of Drug Administration (number) #1-1 —>
{l-~ G.k.4.1.6b: Duration of Drug Administration (unit) #1-1 —>
</comp>
{/effectiveTime>
CrouteCode 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">
<I— G.k.4.1.10.2a: Route of Administration TernID Version Date / Number #1-1 —
<I— G.k.4.1.10.2b: Route of Administration TermID #1-1 —>
<originalText>G. k. 4. r. 10. 1<{/originalText)
<}— 6.k.4.1.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.1. 1a Dose (number) #1-1 —>
<]~ G.k.4.r. 1b: Dose (unit) #1-1 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="" INSTANCE” )
<lotNumberText>G. k. 4. t. 7</1otNumberText>
{!— G. k. 4.1.7: Batch / Lot Number #1-1 —>
</productInstancelnstance)
<kindOfProduct classCode="MMAT” determinerCode="KIND"> .
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a™ :
<!— 6.k 4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-1
- ,
<!~ G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #1-1 —>
{originalText>G. k. 4.r. 9. 1</originalText>
d— G k4.r1.91: Pharmaceutlcal Dose Form (free text) #1-1 -—>
</formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable) )
<inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN”>
- {code code="28" codeSystem="2.16. 840. 1. 113883. 3.989. 2, 1. 1. 19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
. <value xsi:type="CE” code="G.k.4.r.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. 4.7.11. 2b: Parent Route of Administration TermID #1-1 —>
<originalText>G.k.4.r. 11. 1<{/originalText>
<l-- G. k. 4.1.11.1: Parent Route of Administration (free text) #1- 1>
{/value> -
{/observation>
</inboundRelationship)
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<!~ G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-2 —>
CsubstanceAdministration classCode="SBADM” moodCode="EVN">
<text)G. k. 4. 1. 8</text>
<!— G.k.4.1.8: Dosage Text #1-2 —>
<effectiveTime xsi:type="SXPR_TIS"™>
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<!— G.k 4.1.2: Number of Units in the Interval #1-2 —>
<{I— G.k. 4.r.3: Definition of the Time Interval Unit #1-2 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<}~ G.k.4.r.4: Date and Time of Start of Drug #1-2 -
<high value="20090101"/>
<!-- G.k.4.r.5: Date and Time of Last Administration #1-2 ——>
</comp>
{/effectiveTime>
CrouteCode code="G.k. 4.r. 10. 2b” codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 14"
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codeSystenVersion="G. k. 4. 1. 10. 2a">

r.9. 2a">

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

#1-2 -

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

r.9.2a">

(1= 6.k 4.1.10.2a: Route of Administration TermID Version Date / Number #1-2 —>
¢!— G.k.4.1.10.2b: Route of Administration TexrmID #1-2 —> ’
CoriginalText>G. k. 4. ¥. 10. 1</originalText>
¢l— G.k.4.r.10.1: Route of Administration (free text) #I-2 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢{]— G.k 4.1r.1a Dose (number) #1-2 —>
¢!— G.k.4.1.1b: Dose (unit) #1-2 —>
(consumable typeCode="CSM™>
{instance0fKind classCode="INST"> ’
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. t. 7</1otNunberText>
<!— G.k.4.1.7: Batch / Lot Number #1-2 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode= “KIND™>
<formCode code="G.k.4.1.9.2b" codeSystem~ TBD—DoseForm’ codeSystemVersion="G. k. 4.

{!— G.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #1-2 —>
CoriginalText>G. k. 4. r. 9. 1</originalText>
d— 6.k 4.r.9.1: Pharmaceut1ca1 Dose Form (free text) #1-2 Y
{/formCode>
</kind0OfProduct>
</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

{1-- G. k. 4.1.11.8): Parent Route of Administration TermID #1-2 —> '
<originalText>G. k. 4.r. 11 1</or1g1na1%t>
<!— G.k.4.7.11.1: Parent Route of Administration (free text) #1-2 —>
</value>
:,{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”>
<!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #1-3 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
Ctext)G. k. 4. r. 8</text>
<!— G.k 4.r.8: Dosage Text #1-3 —>.
(effectiveTime xsi:type="SXPR_TS™>
- {comp xsi:type="PIVL_TS">
<period value="10" unit="G. k. 4.1.37/>
(}— G.k.4.r.2: Number of Units in the Interval #1-3 —>
¢<!— G.k.4.1.3: Definition of the Time Interval Unit #1-3 —>
{/comp> '
"Ccomp xsi:itype="IVL_TS" operator="A">
{low value="20090101"/>
<}— G.k.4.1.4: Daté and Time of Start of Drug #1-3 —>
¢width value="4" unit="G.k.4.r.6b"/>
¢}— G.k.4.r.6a: Duration of Drug Administration (mumber) #1-3 —->
¢1-= G.k 4.r.6b: Duration of Drug Administration (unit) #1-3 —>
</comp>
{/effectiveTime>
(routeCode code="G. k. 4.r. 10, 2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 147

{1— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #1-3 —>
<l— G.k.4.r.10.2b: Route of Adwinistration TermID #1-3 —>
CoriginalText>G. k. 4. r. 10. 1</originalText>
¢<1— G.k. 4.1.10.1: Route of Administration (free text) #1-3 —>
</routeCode>
(doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k.4.1.1a Dose (number) #1-3 —>
(I— G.k. 4.1.1b: Dose (unit) #1-3 —>
{consumable typeCode="CSM">
¢instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode=" INSTANCE >
{lotNumberText)G. k. 4, r. 7</1otNumberText>
¢!— G.k.4.1.7: Batch / Lot Number #1-3 —>
</productInstanceInstance>
<kind0fProduct classCode="MMAT” determinerCode="KIND"> .
(formCode code="G.k.4.T.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{!-="6.k 4.1.9,2b: Pharmaceutical Dose Form TermID #1-3 —>

- 97 -




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

#1-3 —>

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

r.9.2a">

-

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

#1-4 —>

<originalText>G. k. 4. r. 9. 1{/originalText
<!-~ G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
. </formCode>
</kindOfProduct)
{/instance0fKind>
{/consumable>
\ <inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSysten="2. 16. 840. 1. 113883, 3.989. 2. 1. L 197 codeSystemVerslon— 117

{value xsi:type="CE” code="G.k.4.r.1l.2b" codeSystem="2.16. 840, 1. 113883. 3.989. 2. 1. 1.
<I— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

"<I— G.k.4.1.11. 2b: Parent Route of Administration TermID #1-3 —>
CoriginalText>G. k. 4. r. 11. 1</original Text>
{!— G.k.4.1.11. 1: Parent Route of Administration (free text) #1-3 —>
</value>
{/observation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP*> :
<!-- G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-4 —>
* <substanceAdministration classCode="SBADM" moodCode="EVN">
Ctext>G. k. 4. r. 8</text>
¢{!— G.k 4.r.8: Dosage Text #1-4 —>
CeffectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.1.3"/>
<l— 6.k.4.1.2: Number of Units in the Interval #1-4 —>
<l== 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"/>
<!-~ G.k.4.1.6a: Duration of Drug Administration (number) #l—4 —>
<I— G.k.4.r.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="20090101"/>
<!~ G.k.4.r.5: Date and Time of Last Administration #1-4 —>
</comp>
¢/effectiveTime>
<routeCode code="G. k. 4. r. 10. 2b” codeSysten="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 14”

<1— G. k. 4.1.10.2a: Route of Administration TermID Version Date / Number #1-4 —>
<4— 6.k.4.1.10.2b: Route of Administration TermID #1-4 —>
<originalText>G. k. 4. r. 10, 1</originalText>
<l— 6.k 4.1.10.1: Route of Administration (free text) #1-4 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1t"/>
<!~ G.k.4.r. 1a Dose (number) #1-4 —>
<!— G.k.4.r.1b: Dose (unit) #1-4 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstanceInstance classCode="MMAT” determinerCode="INSTANCE™>
. ClotNumberText>G. k. 4. r. 7</1otNumberText>
<!~ 6.k 4.1.7: Batch / Lot Number #1-4 —>
</productInstanceInstance)
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{fornCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

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

<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
<originalText>G. k. 4.1. 9. 1</originalText>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free, text) #1-4 —>
</formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2.'16. 840, 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersmn—- L1”

(value xsi:type="CE” code="G.k.4.r.11.2b" 6odeSystem='2. 16.840. 1. 113883. 3.989. 2. 1. 1.
<! 6.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number -

<!-- G.k.4.1. 11.Zb: Parent Route of Administration TermID #1-4 —>
{originalText>G. k. 4.r. 11. 1</originalText)
<!— G.k.4.r.11. 1: Parent Route of Administration (free text) #l—4 —>
{/value>
{/observation) .
</inboundRelationship>
{/substanceAdministration>
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codeSystenVersion="G. k. 4. . 10. 2a">
N .

r.9.2a">

-

diSplayName="parentRouteOfAclministration’/ >

14" godéSystemVersioF'G. k.4.r.11.2a™>

#1-6 —>

</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
<1— G.k. 4.1: Dosage and Relevant Information (repeat as necessary) #1-5 —>
¢substanceAdministration classCode="SBADM" moodCode="EVN"> -
<text>G. k. 4. T. 8{/text>
¢!— G.k 4.1.8: Dosage Text #1-5 —>
CeffectiveTime xsi:type="SKPR_TS"> -
{comp xsi:type="IVL_TS">
<low value="20090101"/>
<!— G.k. 4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
¢l— G.k.4.1.5: Date and Time of Last Administration #1-56 —>
</comp>
{comp xsi:type="IVL.TS” operator="A">
<width value="4" unit="G.k.4.r.6b"/>
¢I— G.k 4.7.6a: Duration of Drug Administration (number) #1- -5 —
¢l-— G.k. 4.r.6b: Duration of Drug Administration (unit) #1-5 -->
</ comp> ’
{/effectiveTimed>
<routeCode code="G. k. 4.t. 10. 2b” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14"

<1-- G.k. 4. 1. 10. 2a: Route of Administration TermID Version Date / Number #1-6 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #1-5 —>
CoriginalText>G. k. 4. r. 10. 1</originalText>
<}~ G.k. 4.1.10.1: Route of Adm1n1strat1on (free text) #1-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— G.k.4.r.1a Dose (number) #1-5 —>
¢!— G.k.4.1.1b: Dose (unit) #1-56 —
<consumable typeCode="CSM"> -~ -
<{instanceOfKind classCode="INST">
(productInstanceInstance classCode="MMAT” detemmerCode— INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.r.7: Batch / Lot Number #1-5 —>
</productInstarnceInstance>
<kindOfProduct classCode="MMAT” deterninerCode="KIND">
<FormCode code="G.k. 4.r.9.2b" codeSystem— TBD-DoseForn” codeSystemVersion="G. k. 4.

{!— 6.k .4.r.9. 2a: Pharmaceutical Dose Form TemID Version Date / Number #1-5

¢!— G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #1—5 —>
CoriginalText>G. k. 4. r. 9. 1<{/originalText>
<!— G.k.4.7.9.1: Pharmaceutical Dose Form (free text) #1-56 —>
</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. 197 codeSystemVerslon— .17

¢value xsi:type="CE” code="G.k. 4.1.11.2b" codeSystem="2. 16. 840. 1. 113883. 3.989. 2.1 1.
<{!— G.k.4.1r.11. 2a: Parent Route of Administration TernID Version Date / Number

¢l—- G.k.4.r. 11.2b: Parent Route of Administration TermID #1-5 —>
SoriginalTextDG. k. 4. r. 11. 1{/originalText>
¢l— 6.k 4.1.11.1: Parent Route of Administration (free text) #1-5 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<!—- 6.k 4.1: Dosage and Relevant Information (repeat as necessary) #1-6 —>
{substanceAdministration classCode="SBADM" moodCode="EVN"> '
{textG. k. 4. r. 8</textd>
¢!— G.k.4.1.8: Dosage Text #1-6 —>_
CeffectiveTime xsi:type="SXPR_TS">
<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—6 -
{1— G.k.4.1.3: Definition of the Time Interval Unit #1-6 —>
" {/comp>
Ccomp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
¢l— G.k.4.1.4: Date and Time of Start of Drug #1-6 —>
(width value="4" unit="G.k.4.r.6b"/>
¢— G.k.4.1.6a: Duration of Drug Administration (number) #1-6 —>
~ <l— G.k.4.1.6b: Duration of Drug Administration (unit) #1-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢I-- G.k. 4.1.5: Date and Time of Last Administration #1-6 —>
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- {/comp>
</effectiveTime>
) CrouteCode code="G.k. 4.r. 10, 2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"
codeSystenVersion="6.k! 4. r. 10. 22> '

<I— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-6 —>
<}— G.k.4.1.10.2b: Route of Administration TermID #1-6 —>
CoriginalText)G. k. 4. r. 10. 1</originalText>
<!~ G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
</routeCode> .
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k 4.1. 1a Dose (number) #1-1 —>
<!— 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. 4.1.7: Batch / Lot Number #1-1 —>
</productInstancelnstance)
<kindOfProduct classCode="MMAT” determinerCode="KIND"> . :
(formCode code="G.k.4.t.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
1.9.2a"> ,
<}~ 6.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6
-—>
<{!— 6.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #1-6 —>
<originalText>G. k. 4.r. 9. 1<{/originalText>
<}— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1- -6 —>
</formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16, 840. 1. 113883, 3, 989. 2. 1. 1, 19" codeSystemVersion="1. 1"
displayName="parentRouteOfAdministration”/>
{value xsi:type="CE” code="G.k.4.r.11.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1.
" codeSystemVersion="G.k. 4. 1. 11. 2a"> . ’
<l-- 6.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-6 —>
- G.k 4.r.11.2b: Parent Route of ‘Administration TermID #I-6 —>
<originalText>G. k. 4.1, 11. 1</originalText>
<!—— G.k.4.1.11.1: Parent Route of Administration (free text) #1-6 —
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l-= G.k 4.1: Dosage and Relevant Information (repeat as necessary) #1-7 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8{/text)
<!— G.k. 4.r.8: Dosage Text #1-7 —>
{effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/> C
<I— G.k.4.1.4: Date and Time of Start of Drug #1-7 —>
<width value="4" unit="G.k.4.r.6b"/>
<I~— G.k.4.r.6a: Duration of Drug Administration (number) #1-7 —>
<!— G.k.4.r.6b: Duration of Drug Administration (unit) #1-7 —>
. {/comp>
\ {comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<!— 6.k 4.r.5: Date and Time of Last Administration #1-7 —>
</comp>
{/effectiveTime>
) <routeCode code="G.k. 4.r. 10.2b” codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a"> .
: ¢l— G k.4.r.10.2a: Route of Aduinistration TernID Version Date / Number #1-7 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #1-7 —>
{originalText>G. k. 4. r. 10. 1</originalText>
<}— 6.k 4.1.10.1: Route of Administration (free text) #1-7 —->
. {/routeCode>
A <doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.1.1a Dose (number) #1-7 —>
<l G.k.4.r.1b: Dose (unit) #1-7 —>
{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 #1-7 —>
</productInstanceInstance) .
<kindOfProduct classCode="MMAT” determinerCode="KIND">
- (formCode code="G.k.4.1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"> .
<!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-7
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-

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

#1-7 —>

displayName="cumulat iveDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2, 0"/>

displayName="recurranceOfReact ion"/>

codeSystemVersiop="2.07/>

disblayName=’codedDmgInformatidn"/ >

codeSystenVersion="2.0"/> -

displayName="codedDrugInformat ion”/> ‘

¢{!-—-G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #1-7 —>
{originalText>G. k. 4. r. 9. 1</originalText>
(I~ G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-7 —>
</formCode>
</kindOfProduct>
</instanceOfKind>
¢/consumable> Y
<inboundRelationship’ typeCode="REFR™>
(observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1, 113883. 3. 989. 2. 1. 1. 19 codeSystemVersmn— .17

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.
¢l-- G.k.4.r. 11.2a: Parent Route of Administration TermID Version Date / Number

¢!-— G.k.4.1. 11.2b: Parent Route of Administration TermID #1-7 —>
<originalTextG. k. 4. 1. 11. 1</originalText>
<!=- 6.k 4.1.11.1: Parent Route of Administration (free text) #1-7 —>.
</value>
</observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM">
<observation classCode="0BS” moodCode="] EVN >
{code code="14" codeSystem="2. 16. 840. 1.113883. 3. 989.2.1. 1. 19" codeSystemVersion="1.1"

¢value xsi:type="PQ" »value="10" unit="G. k. 5b"/>
<l— 6.k 5a: Cumulative Dose to First Reaction (mumber) #1 —>
¢!— 6.k 5b: Cumulative Dose to First Reaction (unit) #1 —>
¢/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> "
<observation classCods— 0BS” moodCode="EVN">
(code code="16" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 197 codeSystemVersmn— 117

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

<value xsi:type="CE” code="G.k. 9. 1.4 codeSystem="2. 16, 840. 1, 113883. 3. 989. 2. 1. 1. 16"

¢(!— 6.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #1 —>
<outhoundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN">
' (id root="154eb889-958b-45£2-a02f-42d4d6£4657F" />
" </actReference>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> .
Ccode code="31" codeSysten="2. 16. 840, 1, 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2. 16. 840. 1.113883.3.989.2. 1. 1. 16"

¢!— G.k.9.4.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
CoutboundRelationshipl typeCode="REFR™>
CactReference classCode="0BS” moodCode="EVN"> .
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
</actReference>
{/outboundRelationshipl>
</observation> ,
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
Ceode code="9" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1

(value xsi:type="CE” code="G.k.10.1r" codeSystem‘-;”Z. 16. 840. 1. 113883. 3.989. 2. 1. 1. 17”7

"(I— 6.% 10.r: Additional Information on Drug (coded) (repeat as necessary) #l-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” codeSystemVersion="1.1"

(value xsi:type="CE” code="G.k.10.r" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 177
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codeSystemVersion="2. 0”7/> ’
’ <}~ G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #1-2 —>
{/observation>
{/outboundRelationship2®
<outboundRelationship2 typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989.2, 1. 1, 19" codeSystemVersion="1.1"
displayName="additionalInformation”/>
<value xsi:type="ST">G.k. 11</value>
<I=— 6.k 11: Additional Information on Drug (free text) #1 —>
</observation>
</outboundRelationship2)>
<inboundRelationship typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1, 1. 19" codeSystenVersion="1.1"
displayNeme="indication”/> ’ :
<value xsiitype="CE” code="G.k.7.r.2b" codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion=
"G.k.7.1. 23"
<!— G.k. 7.r.2a: MedDRA Version for Indication #1-1 —)>
<1-- G.k.7.r.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. r. 1<{/original Text> ]
¢{— 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”/>
{/assignedBntity> ,
{/performer>
{/observation>
<{/inboundRelationship)
<inboundRelationship typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> ’
<value xsi:type="CE” code="G.k.7.r.2b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=
6.k T.r.2a">
<l— G.k.7.1.2a: MedDRA Version for Indication #1-2 —>
© <}— G.k.7.r.2b: Indication (MedDRA code) #1-2 —>
CoriginalText>G. k. 7. r. 1</originalText)>
<!— G.k.7.1.1: Indication as Reported by the Primary Source #1-2 —>
(/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"
displayName="sourceReporter”/>
{/assignedEntity>
</performer>
</observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS™>
<act classCode="ACI” moodCode="EVN"> )
<code code="6.k.8” codeSysten="2. 16. 840. 1. 113883.3.989, 2. 1. 1. 15" codeSystemVersion="2. 0"/
<I— 6.k.8: Action(s) Taken with Drug #1 —
{/act>,
</ 1nboundRe1at10nship>
{/substanceAdministration>
</component>
{I— G.k Drug(s) Information (repeat as necessary) #2 —
{component typeCode="COMP™>
CsubstanceAdministration 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"/>
<= G.k.2.1.2a: PhPID Version Date / Number #2 ——>
<l— G.k.2.1.2b: Pharmaceutical Product Identlﬁer (PhPID) #2 —
<pame>G. k. 2. 2{/name>
<}— 6.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNTRCT” moodCode="EVN"> 7
<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 #2 -->
<holder typeCode="HLD">
" <role classCode="HLD">
<playingOrganization classCode="0RG” determlnerCode— INSTANCE”>
<name>G. k. 3. 3¢/name>
<1~ 6.k 3.3: Name of Holder / Appllcant #2 —
</playingOrganization>
</role>
{/holder>
Cauthor typeCode="AUT">
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codeSystemVersion="1.1"/>

codeSystemVersion="1.0" displayName="3$fEXKHZEORRES"/>

2.1.3" codeSystemVeisioF"l. 1/

2a")

#2-1 —>

2a"/>

2>

displayName="retailSupply”/> .

Obtained #2 —

0" di splayName="—fRBERMOAFENR"/

codeSystenVersion="1.1"/>

{territorialAuthority classCode="TERR™>
(territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k.3.2" codeSystem="1.0.3166.1.2.27/> .
¢!— 6.k.3.2: Country of Authorisation / Application #2 —>
</territory>
" </territorialfuthority>
</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
<1— ee@]z.5.k: “ﬂ’ﬁE%ﬂ%@ P Eﬁ?g #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"

(value xsi:type="CE” code="J2.4.k” codeSystem="2.16. 840. 1. 113883. 3.989. 6. 1. 3.

d— 800)2.4. k: FERKGORRKSY #2 —>
{/characteristic> '
</sub ject0f>
</asManufacturedProduct>
Cingredient classCode="ACTI">
’ {quantity>
<numerator value="10" unit="6.k.2.3.r.3b"/>
¢l— G.k 2.3.r.3a: Strength (number) #2-1 —>
¢J— G.k. 2.3.1.3b: Strength (unit) #2-1 ——>
{denominator value- 1"/
<{/quantity>
(ingredientSubstance classCode="MMAT" determmerCode— KIND™>
<code code="G. k. 2. 3 r.2b" codeSystem="TBD-Substance” codeSystemVersion="G. k. 2. 3. r.

</1ngred1entSubstance>
{/ingredient>
<ingredient classCode="ACTI”>.
<quantity>
(numerator value="10" unit="G. k. 2.3.r.3b"/>
<l-- G.k.2.3.1.3a: Strength (number) #2-2 —>
<!— G.k.2.3.1.3b: Strength (unit) #2-2 —>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<code code="G.k.2.3. 1. 2b" codeSystem="TBD-Substance” codeSystemVersmn— G.k.2.3.1.

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

¢!— G.k.2.3.1.2b Substance / Specified Substance TermID #2-2 —>
<name>G. k. 2. 3. r. 1<{/name>
<!-- G.k.2.3.1.1: Substance / Specified Substance Name #2-2 —)
</ingredientSubstance>
{/ingredient>
{/kindOfProduct>
(subjectOf typeCode="SBJ"> L
{productBvent classCode="ACT" moodCode=" EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.0"

<performer typeCode="PRF">

<assignedEntity classCode="ASSIGNED"> &
(representedOrganization classCode="0RG" determinerCode="INSTANCE">
<addr> '

<country>G. k. 2. 4</country> ]
<I-- G.k 2.4: Identification of the Country Where the Drug Was

{/addr>
{/representedOrganization>
</assignedEntity>
</performer>
</productEvent> .
{/subject0f> : .
¢subjectOf typeCode="SBJ™>
{observationBvent classCode="0BS” moodCode="EVN">"
<eode code="2" codeSystem="2.16. 840. 1. 113883. 3. 989.5.1.3. 2, 1. 10" codeSystemVersion="1.

<value xsi:type="CE" code="J2.6.k" codeSystem="2.16.840. 1. 113883, 3.989.5.1.3.2. L. 5"
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<l— 008]2.6.k: —RAERKOAFEE #2 —
{/observationEvent)
{/subject0f> : t
</instance0fKind> '
{/consumable>
<outboundRelationshipl .typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/> |
<1~- 6. k. 9.1.3. 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (humber) Drug #2, Reaction #1—> ‘ ) . ) ’
¢I-- G.k. 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #1 —> .
CactReference classCode="0BS” moodCode="EVN">
<id root="154sb889-958b—45f2-a02f-42d4d6F4657£"/>
</actReference . :
</outboundRelationshipl>
<outhoundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
) <!-- G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #1 —> ' ’
<!— 6.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #1 —>
<actReference classCode="0BS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6£4657f"/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
{-- 6.k 9.1.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #2 —>
<l— 6.k.9.1,3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #2 —>
CactReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<1— 6.k.9.i.3.2a Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #2 —> .
: <I— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #2 —> .
{actReference classCode="0BS” moodCode="EYN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>
: . == G.k.9.i.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #3 —> :
<! 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.3.2b"/>
) <!— 6.k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #3 —> .
<!— 6.k.9.4.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #3 —> Co -
’ <actReference classCode="0BS” moodCode="EVN"> )
<id root="3a8626cb~9f1b-4ea8-8a0f-c0ff34430adf"/>
{/actReference)
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>
<!— 6.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /-

)

Event (number) Drug #2, Reaction M —>

<!-- G6.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #4 —> .

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

<id root=’2e99840f—08b4—499c—BOff—dd8415f4f825'/ >
</actReference>
</outboundRelationshipl>
‘ <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 #2, Reaction #4 —> :

<I-- 6.k 9.1.83.2b: 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-dd8415f4£8a5" />

{/actReference> :
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Event (number) Drug #2, Reaction #5 —>

Event (unit) Drug #2, Reaction #56 —>

Drug #2, Reaction #5 —>

Drug #2, Reaction #5 —>

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

Event (unit) Drug #2, Reaction #6 —>

Drug #2, Reaction #6 ~—>

Drug #2, Reaction #6 —>

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

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

Drug #2, Reaction #7 —>

Drug #2, Reaction #7 —>

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

Event (unit) Drug #2, Reaction #8 —>

Drug #2, Reaction #8 —>

Drug #2, Reaction #8 ——>

‘</outboundRelationshipl>
CoutboundRelationshipl typeCode="SAS"> .
(pauseQuantity value="10" unit="G.k.9.1i.3.1b"/> .
¢!-- G.k.9.i.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

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

<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddbTeabd”/>
{/actReference>
</outboundRelationshipl>
_ CoutboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<!— G.k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

CactReference classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd”/>
: </actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10"" unit="G.k.9. i.3. 1b"/>
<!— G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

<!— 6.k 9.1.3. Ib: Time Interval between Beginning of Drug Administration and Start of Reaction /

CactReference classCode="0BS” moodCode="EVN™>
<id root="1f927283-10b6-4334-9d43-e925640fb18£" />
{/actReference>
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
(pauseQuantity value="10" unit="G.k.9.1.3.2b"/>
¢l— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference classCode="0BS” moodCode="EVN"> - .
<id root="1f927283-10b6-4334-9d43-¢925640fb18£"/>
</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.9.1i.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"/> : .
¢l— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<1-- 6.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS” moodCode="EVN">
¢id root="e0342969-38be—423f-b6bb—cel4bc279d8e”/>
{/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 /

(= G.k.9.4.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

CactReference classCode="0BS" moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0"/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
. <pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
¢1-- 6.k.9.1.3.2a’ Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

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

<actReference classCode="0BS" moodCode="EVN">
<id root="al5be092~8070-426d-af04-6863263443607/>
</actReference> '
</outboundRelationshipl>
CoutboundRelationship2 typeCode="PERT">*
Cobservation classCode="0BS” moodCode="EVN">
’ (code code="6" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystenVersion="1.1"
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displayName="blinded”/>
<value xsi:type="BL” value="true”/> ]
<]— 6.k.2.5: Investigational Product Blinded #2 —>
{/observation>
. {/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<= 6.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. B</text>
<!~ 6.k.4.r.8: Dosage Text #2-1 —->
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<I— G.k.4.1.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<}— G.k.4.1r.5: Date and Time of Last Administration #2-1 —>
{/effectiveTimed
(routeCode code="G.k. 4.r. 10, 2b” codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 14"
codeSystemYersion="G. k. 4. 1. 10. 22"
¢l— 6.k 4.r.10.2a: Route of Administration TermID Version Date / Number #2-1 —>
<!~ G.k.4.1.10.2b: Route of Administration TermID #2-1 —>
<originalText>G. k. 4. 1. 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"/>
<}— G.k.4.r.1a Dose (number) #2-1 —>
<!~ G.k.4.1. 1b: Dose (unit) #2-1 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST"> )
A <productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</1otNumberText>
<!— G.k.4.1.7: Batch / Lot Number #2-1 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” dsterminerCode="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
—>
' ' {!-- G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
{originalText>G. k. 4. 1. 9. 1<{/originalText)>
d—6Gk4r9.1: Pharimaceutical Dose Form (free text) #2-1 —>
</formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
: ) <inboundRelationship typeCode="REFR”>
<observation classCode="0BS” moodCode="EVN" > B
<code code="28" codeSysten="2.16.840. 1. 113883. 3.989, 2. 1. 1. 19” codeSystemVersion="1.1
displayNawe="parentRoute0fAdministration®/> )
<value xsi:type="CE” code="G.k.4.r.1l.2b" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. L. L.
14" codeSystemVersion="G.k. 4.r. 11. 2a">
<I-- G.k.4.1.11.2a: Parent Route of Administration TermID Version Date / Number
#2-1 —>
<!~ G.k 4.1.11. 2b: Parent Route of Administration TermID #2-1 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<!— G.k.4.r.11. 1: Parent Route of Administration (free text) #2-1 —>
{/value>
{/observation>
<{/inboundRelationship>
{/substanceAdministration)
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP”>
<! G.k.4.r: Dosage and Relevant Information (repeat as necassary) #2-2 -
(substanceAclmlmstratmn classCode="SBADM” moodCode="EVN">
{text>6. k. 4. r. 8</text>
<I— G.k.4.x1.8: Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL_TS™>
(low value="20090101"/>
{l— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k.4.r.6b"/>
<}=~ G.k.4.1. 6a: Duration of Drug Administration (number) #2-2 —>
<1~ G.k.4.1.6b: Duration of Drug Administration (unit) #2-2 —>
{/effectiveTimed
<routeCode code="G. k. 4., 10. 2b” codeSystem="2. 16. 840 1. 113883 3.989.2.1.1, 147
codeSystemVersion="G. k. 4. r. 10. 2a”>
{4— 6.k 4.1.10.2a: Route of Administration TermID Version Date / Number #2-2 —>
<l—- G.k.4.1.10.2b: Route of Administration TermID #2-2 —->
<originalText>G. k. 4. r. 10. 1</originalText)>
<}— 6.k 4.1.10.1:-Route of Admnlstratlon (free text) #2-2 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— G.k.4.1.1a Dose (humber) #2-2 —>
{!— G.k.4.r.1b: Dose (unit) #2-2 —>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST">
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1.9.2a"

displayName="parentRoute0fAdministration”/>
14" codeSystemVersion="G. k. 4.r.11.2a"™>

#2-2 —>

codeSystemVeréioF’G. k. 4.r.10.2a">

r.9.2a">

displayName='parentRouteOfAdmihistrat it;n'/ >
14" codeSystemVersion="6. k.4.r.11.2a">

#2-3 —>

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

{/productInstanceInstance> =

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

<l— G.k 4.r.9.2b: Pharmaceutical Dose Form TermID #2-2 —>
CoriginalText>G. k. 4. 1. 9. 1</originalText>
<l— 6.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #2-2 >
</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 xsitype="CE” code="G.k.4.r.11.2b” codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1.
¢!-~ G.k.4.1. 11. 2a: Parent Route of Administration TermID Version Date / Number

{— G.k.4.1. 11. 2b: Parent Route of Administration TermID #2-2 >
<originalText>G. k. 4. r. 11. 1{/originalText>
<!— G.k.4.1.1L.1: Parent Route of Administration (free text) #2-2 —>
</value>
{/observation> : . -,
<{/inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP">
¢I— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text)G. k. 4. 1. 8</text> .
<1— G.k.4.1.8: Dosage Text #2-3 —>
CeffectiveTime xsi:type="IVL TS™>
(width value="4" wnit="G.k.4.1.6b"/>
<I— G.k. 4.r.6a: Duration of Drug Adnumstratlon (iumber) #2-3 —>
¢l—G.k.4.1.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="20090101"/>
<l— G.k.4.1.5: Date and Time of Last Adnumstratmn #2-3 —>
{/effectiveTime>
<routeCode code— 6. k. 4. r. 10. 2b” codeSystem— 2 16. 840 1.113883.3.989.2. 1. 1. 147

.

<!— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #2-3 —>
— G.k 4.1.10.2b: Route of Administration TermID #2-3 —>
CoriginalText>G. k. 4. r. 10. 1<{/originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-3 -
{/routeCode>
(doseQuantity value="10" unit="G.k.4.r.1b"/>
!— 6.k.4.1.1a Dose (number) #2-3 —>
¢(l-- G.k.4.r. 1b: Dose (unit) #2-3 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
<1otNumberText>G. k. 4. r. 7</lotNumberText>
<I— G.k.4.x.7: Batch / Lot Number #2-3 —>
</productInstanceInstance>
CkindOfProduct classCode="MMAT” determinerCode="KIND">
¢FormCode code="G.k. 4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

¢l— G.k 4.1.9.2b: Pharmaceutical Dose Form TernID #2-3 —>
(originalText>G. k. 4. 1. 9. 1</originalText>
<!— 6.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-3 —>
</fornCode>
</kind0fProduct>
{/instance0fKind>
" </consumable>
<1nboundRe1at1onsh1p typeCode="REFR">
(observation classCode="0BS” moodCode="EVN"> . '
{code code="28" codeSystem="2.16. 840. 1. 113883. 3.989.2.1.1.19” codeSystemVersmn—- L1

" ¢yalue xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840. 1. 113883.3.989.2. L. 1.
¢!-- G.k.4.r.1L 2a: Parent Route of Administration TermID Version Date / Number
<!— G.k.4.1.11. 2b: Parent Route of Administration TermID #2-3 —>
<originalText>G. k. 4. r. 11. 1</original Text>

" ¢!~ G.k 4.1.11. 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" codeSystemVersion="6. k. 4. r.11.2a">

#2-4 —>

codeSystemVersion=’G. k. 4.1.10.2a">

{/observation)
{/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2> :
<outboundRelationship2 typeCode="COMP”>
<!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-4 —> .
<substanceAdministration classCode="SBADM” moodCode="EVN™>
<textdG. k. 4. r. 8</textd
<}~ 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.4.7.2: Number of Units in the Interval #2-4 —>
<I-- G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
</comp> ’
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<!~ G.k.4.r.4: Date and Time of Start of. Drug #2-4 —>
</comp>
{/effectiveTime> )
CrouteCode code="G. k. 4. 1. 10. 2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"

<I— G.k.4.r.10. 2a: Route of Administration TernID Version Date / Number #2-4 —>
<l— G.k.4.r.10.2b: Route of Administration TermID #2-4 ~->
CoriginalText>G. k. 4. r. 10. 1<{/originalText>
<l— 6.k 4.1.10.1: Route of Administration (free text) #2~4 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k.4.1.la Dose (number) #2-4 —>
<!— G.k.4.1.1b: Dose (unit) #2-4 —>
{consumable typeCode="CSM™>
{instanceOfKind classCode="INST">
. <productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
(lotNumberText>G. k. 4. r. 7</1otNumberText>
<!— 6.k 4.1.7: Batch / Lot Number #2-4 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<fornCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForn” codeSystemVersion="6.k. 4.

<|— 6.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4

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

<value xsiitype="CE” code="G.k.4.r.11. 2b" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1.
{1-- 6.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

<f— 6.k 4.r.11.2b: Parent Route of Administration TermID #2-4 —>
CoriginalText>G. k. 4. r. 11.-1</original Text>
* <~ G.k.4.r. 11 1: Parent Route of Administration (free text) #2-4 —>
</value> '
{/observation>
¢/inboundRelationship)>
{/substanceAdministration>
</outboundRelationship2)
<outboundRelationship2 typeCode="COMP">
<I-= 6.k 41! Dosage and Relevant Information (repeat as mecessary) #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" unit="G.k 4.r1.3"/>
<l G.k. 4.r.2: Number of Units in the Interval #2-5 —>
<I— G.k.4.r.3: Definition of the Time Interval Unit #2-5 —>
<{/comp> )
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<I-- G.k.4.r.5: Date and Time of Last Administration #2-5 —>
</ comp>
{/effectiveTimed> . .
<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 #2-5 —>
<1— 6.k 4.1r.10. 2b: Route of Administration TermID #2-5 —>
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1.9.2a™>

<originalText>G. k. 4. r. 10. 1</originalText>
}— G. k. 4.7.10.1: Route of Administration (free text) #2-5 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.xr.1b"/>
<!— G.k.4.r.1a Dose (number) #2-5 —>
¢!— G.k.4.1.1b: Dose (unit) #2-5 —>
<consumable typeCode="CSM™>
(instanceOfKind classCode="INST">
<¢productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<1lotNumberText>G. k. 4. r. 7</lotNumberText>
<1— G.k.4.1.7: Batch / Lot Number #2-5 —>
</productInstancelnstance>
<kindOfProduct classCode="WMAT” determinerCode="KIND">
<FormCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersmn— G. k. 4.

</fnrmCode)
</kindOfProduct>
</instance0fKind>
</consumable>
¢inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
Ccode code="28" codeSystem="2.16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"

. disp1ayName=’parentRbuteOfAdl_ninistration'/)

14" codeSystemVersion="6. k. 4.r.11.2a">

#2-5 —>

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

r.9.2a"

—>

Cvalue xsi:type="CE” code="G.k. 4. r.11.2b” codeSystem="2, 16. 840. 1. 113883, 3.989.2.1. 1.
<l— G.k.4.7. 11. 2a: Parent Route of Administration TermID Version Date / Number

¢l— G.k.4.1.11. 2b: Parent Route of Administration TermID #2-5 —>
" CoriginalText>G. k. 4.r. 11. 1</originalText>
¢l—- G.k.4.1.11.1: Parent Route of Administration (free text) #2-5 —
{/value>
{/observation>
¢/inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
(1= G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-6 —>
" ¢substanceAdministration classCode="SBADM" moodCode="EVN"> .
Ctext?G. k. 4. r. 8¢/text>
(!— G.k. 4.1.8: Dosage Text #2-6 —>
. <effectiveTime xsi:type="SXPR_TS">
(comp xsi:type="PIVL_TS">
(period value="10" unit="G.k.4.1.3"/>
(!~ G.k.4.1.2: Number of Units in the Interval #2-6 —>
<1—— G.k.4.1.3: Definition of the Time Interval Unit #2-6 —>
</comp>
{comp xsi:type="IVL_TS" operator="A">
(width value="4" unit="G.k.4.1r.6b"/>
¢}-- G.k.4.1.6a: Duration of Drug Administration (number) #2-6 —>
<l-— G.k.4.r.6b: Duration of Drug Administration (unit) #2-6 ——>
</comp>
{/effectiveTime>
(routeCode code="G. k. 4.r.10. 2b” ‘codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 14"

{}— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-6 —>
. ¢! G. k. 4.1.10.2b: Route of Administration TermID #2-6 —>
CoriginalText>G. k. 4. r. 10. 1{/originalText>
¢1— G.k.4.1.10.1: Route of Administration (free text) #2-6 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.16"/>
¢{!— 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">
<{lotNumbetText>G. k. 4. r. 7</lotNumberText>
<l-- G.k.4.1.7: Batch / Lot Number #2-6 —>
</productInstanceInstance>"
CkindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G. k. 4. t.9. 2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

¢!—- G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-6 —>
{originalText>G. k. 4. 1. 9. 1</originalText>
¢{l— G.%. 4.1.9. 1: Pharmaceutical Dose Form (free text) #2-6 —>
{/formCode> :
</kindOfProduct>
{/instance0fKind> .
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displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="6.k. 4.r. 11, 2a">

‘#2-6 —>

codeSystemVersion="6. k. 4. 1. 10. 2a”>

r.9.2a"

displayName="parentRouteOfAdninistration”/>

14" codeSystemVersion=". k. 4. r. 11. 23"

-7 —>

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

{/consumable)>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1. 1*

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2, 16.840. 1. 113883. 3. 989, 2. 1. 1.
7(!— G.k.4.1.11.2a: Parent Route of Administration TermID Version Date / Number

<!-- G.k. 4.1.11. 2b: Parent Route of Administration TermID #2-6 —>
CoriginalText>G. k. 4. 1. 11. 1</originalText>
<!~ G.k.4.r.11.1: Parent Route of Administration (free text) #2-6 —>
</value>
{/observation)
</inboundRelationship)
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<I— G.k. 4.1 Dosage and Relevant Information (repeat as necessary) #2-7 —>
CsubstanceAdministration classCode="SBADM” moodCode="EVN">
<text>G.k.4.r.8</text>
<{!— G.k.4.1.8: Dosage Text #2-7 —>
<effectiveTime xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.1.37/>
<{d— 6.k 4.1.2: Number of Units in the Interval #2-7 —>
<I— G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime)
<routeCode code="G.k. 4.r.10.2b" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 14"

<}— G.k.4.1.10.2a: Route of Administration TexmID Version Date / Number #2-7 —>
<I— G.k 4.1r.10.2b: Route of Administration TermID #2-7 —>
<originalText)G. k. 4. r. 10. I<{/originalText)>
<{!— 6.k 4.r.10.1: Route of Adninistration (free text) #2-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<I— Gk 4.r la Dose (number) #2-7 —> -
<!~ G.k.4.1.1b: Dose (unit) #2-7 —>
<consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determmerCode— INSTANCE >
{lotNumberText>G. k. 4. r. 7</lotNumberText>
<I— G.k 4.1 7: Batch / Lot Number #2-7 —>
<{/productInstanceIlnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND")-
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<!— G.k.4.7.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7

<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TernID #2-7 —)
CoriginalText>G. k. 4. r. 9. 1</originalText>
{— 6.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
{/formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
<observation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840. 1. 113883.3.989. 2. L. 1.
<!— 6.k 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

<l G.k. 4.1.11.2b: Parent Route of Administration TermID #2-7 -
CoriginalText>G. k. 4. r. 11. 1</original Text>
<I— 6.k 4.1.11.1: Parent Route of Administration (free text) #2-7 —>
{/value>
{/observation>
{/inboundRelationship)
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k.4.1: 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 —>
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<I— G.k.4.1.4: Date and Time of Start of Drug #2-8 —->
</effectiveTimed> ,
<routeCode code="G.k.4.r.10.2b” codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"

<!— G.k.4.7.10.2a: Route of Administration TermID Version Date / Number #2-8 —>
<l— 6.k 4.1.10.2b: Route of Administration TermID #2-8 —)
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r.9.2a">

disp1ayName="parentRoutéOfAdministration"/-)
14" codeSystemVersion="G.k. 4.r. 11,287

#2-8 —>

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

r.9.2a">

—>

displayName="parentRouteOfAdninistration”/>

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

<originalText>G. k. 4 r. 10. 1</originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-8 —>
{/routeCode>
¢doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k.4.1. la Dose (number) #2-8 —>
<!— G.k.4.r.1b: Dose (unit) #2-8 —>
<consumable typeCode="CSM™>
{instanceOfKind classCode="INST">
<(productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</1otNumberText>
<!— G.k.4.1.7: Batch / Lot Number #2-8 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<fornCode code="G.k.4.r.9.2b" codeSysten="TBD-DoseForn” codeSystemVersion="G.k. 4.

¢!— 6.k 4.r.9.2b: Pharmaceutical Dose Form TermID #2-8 —>
{originalText>G. k. 4. r. 9. 1</originalText>
<I— 6.k 4.1.9.1: 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” codeSystemVerslon— 1.17

<value xsitype="CE” code="G.k.4.r.11.2b" codeSystem="2. 16. 840. 1. 113883, 3.989.2. 1. 1.
<I— G.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

¢l G.k.4.1.11.2b: Parent Route of Administration TermID #2-8 —>
<originalText>G. k. 4.r. 11. 1</originalText>
<!— G.k. 4.1.11.1: Parent Route of Administration (free text) #2-8 —>
{/value> 1
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-9 —> .
(substanceAdministration classCode="SBADM” moodCode="EVN">
<text)G. k. 4. r. 8</text>
<l— G.k.4.1.8: Dosage Text #2-9 —>
CeffectiveTime xsi:type="IVL_IS">
<high value="20090101"/>
<1— 6.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. 14

<!— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-9 —>
<}— G.k.4.r.10.2b: Route of Administration TermID #2-9 —> :
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"/>
<!— G.k.4.T.1a Dose (number) #2-9 —>
{l— G.k.4.r.1b: Dose {unit) #2-9 -
‘¢consumable -typeCode="CSM">
{instanceOfKind classCode="INST”>
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE" >
<lotNumberText>G. k. 4. r. 7</LlotNumberText>
¢{!~— G.k.4.1.7: Batch / Lot Number #2-9 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND"> :
(formCode code="G.k.4.1.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<l— 6.k 4.r.9.2a: Pharmaceutical Dose Form TernID Version Date / Number #2—9

<!— G.k.4.71.9.2b: Pharmaceutical Dose Form TermID #2-9 —>
{originalText)G. k. 4. 1. 9. 1</originalText>
<— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
</formCode>
</kind0fProduct>
</instanceOfKind>
{/consumable>
{inboundRelationship typeCode="REFR">
Cobservation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2.16.840. 1.113883.3.989.2.1. 1. 19” codeSystemVersion="1. 1"

Cvalue xsi:itype="CE” code="G.k.4.r.1l1.2b" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.
<1-- 6.k 4.r.11. 2a: Parent Route of Administration TermID Version.Date / Number
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#2-9 —

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

1.9.2a"

10—

displayName="parentRouteOfAdministration”/>
14" codeSystenVersion="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 —>
CoriginalText>G.k. 4. r. 11. 1</original Text>
<= G.k.4.1.11.1: Parent Route of Administration (free text) #2-9 —>
</value>
</observation>
</inboundRelationship)
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!-- G.k. 4.1: Dosage and Relevant Information (repeat as necessary) #2-10 ——>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. . 8</text>
<!— G.k. 4.1.8: Dosage Text #2-10 —>
CeffectiveTime 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.4.1.6b: 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"

<}— 6.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #2-10 —>
{originalText>G. k. 4. r. 10. 1<{/originalText> )
<}~ G.k.4.r.10.1: Route of Administration (free text) #2-10 —>
{/routeCode> »
{doseQuantity value="10" unit="G.k.4.t.1b"/>
<l— 6.k.4.1. 1a Dose (number) #2-10 —>
<l— G. k. 4.r.1b: Dose (unit) #2-10 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</1otNumberText)>
<l-- G.k.4.1.7: Batch / Lot Number #2-10 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem~"TBD-DoseForm” codeSystenVersion="G. k. 4.

<!~ G.k.4.1.9. 2a: Pharmaceutical Dose Form TeruID Vorsion Date / Number #o-

<!~ 6.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #2-10 —>
CoriginalText>G. k. 4. r. 9. 1</originalText>
<]~ G.k.4.1.9.1: 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.1l.2b" cor.ieSystem='2. 16. 840. 1. 113883.3,989.2. 1. 1.

<l G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / -Number

<!— G.k.4.1.11.2b: Parent Route of Administration TermID #2-10 —>
CoriginalText>G. k. 4. r. 11. 1<{/originalText)
<!--= G.k.4.1.11.1: Parent Route of Administration (free text) #2-10 —>
</valued
<{/observation>
{/inboundRelationsliip>
<{/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"

<value xsi:type="PQ” value="10" unit="G.k.5b"/>
<I— G.k 5a: Cumulative Dose to First Reaction (mmber) #2 —>
<I— G.k.5b: Cumulative Dose to First Reaction (unit) #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1"

Cvalue xsi:type="PQ” value="10" unit="G.k.6b"/>
<!— G.k.6a: Gestation Period at Time of Exposure (mubér) #2 —>
<!— G.k.6b: Gestation Period at Time of Exposure (unit) #2 -->
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN"> ]
<code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
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displayName="recurranceOfReaction”/>

codeSystemVersion="2. 0"/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2. 0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="additionalInformation”/>

displayName="indication”/>

“6.k. 7.1. 2a">

displayName="sourceReporter”/>

displayName="indication”/>

"G. k. 7.1. 23"

<value xsi!typg='CE' code="G. k. 9.1i.4” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 16"

<l— 6.k 9.1i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN">
<id root=’l54eb889—9585—45f2—802f-42d4d6f4657f)'/ >
</actReference> )
</outboundRelationshipl>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT” >
{observation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16.840.1.113883.3.989.2.1. 1. 19 codeSystemVerslon- .17

(value xsiitype="CE” code="G.k.9.1i.4" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1. L. 16"

¢|— 6.k.9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reactmn H —>
(outboundRelat1onsh1p1 typeCode="REFR™>
<actReference classCode— OBS” moodCode="EVN">
<id root="2baa28d6-c9e8—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. 197 codeSystemVersmn— 1.17

<value xsi:type="CE” code="G.k.10.1” codeSystem="2.16.840.1.113883.3.989.2.1.1.17"

— G.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-1 —>
</observation> ' ’
(/outboundRelatmnshlpZ)
<outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
(code code="9" codeSystem="2. 16. 840. 1. 113883. 3.989.2.1.1.19" codeSystenVersion="1.17

{value xsi!type='CE' code="G. k. 10.x” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1117

d— G k 10.r: Additional Informatlon on Drug (codsd) (repeat as necessary) #2-2.—>
</observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="REFR”>
' <observation classCode="0BS” moodCode="EVN">
(code code="2" codeSystem="2.16. 840. 1, 113883. 3. 989,2.1. 1. 19” codaSystemVersmn— 1.1”

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

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

¢}— G.k.7.r.2a: MedDRA Version for Indication #2-1 —>

] 1— G.k.7.7.2b: Indication (MedDRA code) #2-1 -—->

. <originalText>G. k. 7. r. I</originalText>
¢{!— G.k.7.1.1: Indication as Reported by the Primary Source #2-1 —>
{/value>
(performer typeCode="PRF">
CassignedEntity classCode="ASSIGNED™>
<code code="3" codeSystem="2.16.840. 1.113883.3.989.2.1.1.21" codeSystenVersion="1, 0"

</assignedEntity>
{/performer>
</observation>
</inboundRelationship>
(inboundRelationship - typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
(code code="19" codeSystem="2. 16, 840. 1. 113883, 3.989.2. 1. 1. 19 codeSystemVersion="1. 1"

¢value xsi:type="CE” code="G.k.7. r.2b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion=

¢1— G.k.7.r.2a: MedDRA Version for Indication #2-2-—>
<!— G.k.7.1.2b: Indication (MedDRA code) #2-2 —>
<originalText>G. k. 7. r. 1<{/originalText>
1— 6.k7r1: Indlcatmn 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”/>

BHER"/>

AEFER/>

BAZEAR"/>

codeSystemVersion="1.17/>

"BER OENOHIE/>

7/

JEHER"/>

REHRAB"/>

BRZIR"/>

codeSystemVersion="1.1"/>

{/assignedEntity)>
{/performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS">
<act classCode="ACT” moodCode="EVN">
<code code="6.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 #2 —>
</act>
</inboundRelationship>
{/substanceAdministration>
{/component>
. {/organizer>
</subject0f2)
<subjectOf2 typeCode="SB]"> .
{organizer classCode="CATEGORY” moodCode="EVN"> . N
<code code="1" codeSystem="2. 16.840. 1. 113883. 3.989.5.1. 3. 2. L. 11" codeSystenVersion="1. 0" displayName="TREROIE

<component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="INT" value="1"/>
<I— @80]J2.13.1.1: BHEK #1 —
{/observation>
</component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN"> )
<code code="8" codeSystem="2. 16.840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="

{value xsi:type="ED">J2.13.r, 2¢/value>
<l— @@@J2.13.r.2: WE&HKEHE #1 —>
{/observation>
{/component>
{component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN"> .
<code code="9" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="CE” code="J2.13.r.3" codeSysten~"2. 16. 840. 1. 113883. 3.989.5.1.3.2.1. 7"

<l—- @8@72.13.r. 3: BEZEAR #1 — : '
{/observation>
</component> - .
<component typeCode="COMP”>
Cobservation classCode="0BS” moodCode="EVN">
" <code code="10" codeSystem="2. 16. 840, 1. 113883. 3,989, 5. 1. 3. 2. 1. 10” codeSystenVersion="1,0" displayName=

<value xsi:type="BL" value="true”/>
. <l a00J2.13. 1. 4: BEFOEMNOFTE #1 —
{/observation>
</component>
{/organizer> N
</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="{4BR 4%

{component typeCode="COMP”>
<observatien classCode="0BS” moodCode="EVN"> , )
<code code="7" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="INT" value="1"/>
<I-- 008)2.13.1.1: JRHENK #2 —
{/observation® '
</component>
{component iypeCode="COMP">
‘Cobservation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2. 16.840. 1. 113883.3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="
<value xsi:type="ED"J2.13.r. 2¢/value>
<1~ @0@J2.13.1.2: MHIKA H2 —>
{/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="

<i— 800J2.13.1.3: BEZEIE #2 —

{/observation)>
</component>

<component typeCode="COMP”>



Cobservation classCode="0BS” moodCode="EVN">
<code code=" 10 codeSystem‘ 2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersmn— 1.0” displayNeme=
"REPOEFIOFE"/>
’ <value xsi:type="BL” value— false”/>
<|-- @8@J2.13.1. 4: &‘%*OEWJ@’E#\E #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 2.1.1.197 codeSystemVerslon— 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="2.07/>
¢!-- G.k. 1: Characterisation of Drug Role Drug #1 —>
(subject2 typeCode="SUB]">
<{productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c91hd4d5~e039—4aTa—9c30-67671b0efIed”/>
</productUseReference> )
</subject2>
{/causalityAssessment>
</component> .
<component typeCode="COMP">
CcausalityAssessment classCode="0BS” moodCode="EVN">
, <code code="20" codeSystem="2. 16. 840, 1.113883.3.989.2.1. 1. 197 codeSystemVerslon’" L1 displayName="
interventionCharacterization”/>
¢value xsi:type="CE” code="G.k.1” codeSysten="2. 16. 840. 1. 113883, 3, 989. 2.1, 1. 13" codeSystemVersmn— 2.07/>
{1=- G.k.1: Characterisation of Drug Role Drug #2 —>
<subject? typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b-46c7-92dd-69606730c3ad”/>
</productUseReference>
</subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP">
<causalityAssessment classCode="0BS” moodCode="EVN"> .
<code code="39" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. L. 1. 19 codeSystenVersion="1. 1" displayName="causality”/>
<value xsi:type="ST”>G.k. 9. i.2.r.3</value) . ) .
{d—G.k.9.1i.2.1.3: Result of Assessment Drug #1, Reaction #1 Assessment #1 —>
2 <methodCode> .
<or1g1na1Text>G. k. 9. i. 2. 1. 2{/originalText>

</ methodCode)
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED">

<code> ¢
CoriginalText>G. k. 9. i. 2. 1. 1</originalText>
l-- 6.k.9.i.2.r.1: Source of Assessment Drug #1, Reactlon #1, Assessment #1 —>
{/code> .
(/asslgnedEM:ity) ’ -
</author>

<subjectl typeCode="SUBJ” >
(adverseEffectReference classCode="0BS" moodCode="EVN" >
<id root="154ebB8B9-" 958b—45f2-302f—42d4d6f4657f'/)
</adverseEffectReference>
{/subject1>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4aTa-9c30-67671b0ef9ed”/>
¢/productUseReference>
{/subject2>
{/causalityAssessment>
</component>
(component typeCode="COMP” >
{causalityAssessment classCode="0BS” moodCodeh EVN™>
Ceode 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>
<!—6.k.9.4.2.1.3: Result of Assessment Drug #1, Reaction #2, Assessment #1 —>
' <methodCode>

<originalText>G. k. 9. i. 2. r. 2</originalText>
A--6.%.9.1i.2.r.2¢ Method of Assessment Drug #1, Reaction #2, Assessment #l1 —>
</methodCode>
Cauthor typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
<code>
<or1g1nalText)G. k. 9. i.2.r.1¢/originalText>

</ code)
</assignedEntity>
¢/author>
(subjectl typeCode="SUBJ">
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CadverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4ebc—93e9-5b860b314220" />
{/adverseEffectReference>
</subjectl>
<subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039- 4a7a—9030—67671b0ef984 Il
</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 xsiitype="ST”>G.k.9.i.2.r.3</value>
<1-=6.k.9.1.2.r.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 —>
<methodCode>
{originalText>G. k. 9. i. 2. 1. 2¢/originalText>
6.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. 1. I<{/originalText>
<1— G.k.9.1i.2.1.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{/code>
{/assignedEntity>
{/author>

<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220” />
</adverseEffectReference>
</subject1> ,
<subject2 typeCode="SUB]">
<productUseReference classCode="SBADM" moodCode— EVN™>
<id root="68d6f5ce-3b3b—45c7-92dd-69e06730c3a9" />
</productUseReference>
{/subject2>
{/causalityAssessment>
{/component)
<component typeCode="COMP”>
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1.1, 19" codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k.9.1i.2.r. 3</value)
<1—G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<methodCode>
CoriginalText>G. k. 9. i. 2, 1. 2¢/originalText>
<1-6.k.9.1.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —->
{/methodCode>
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED">

{code> -
. <originalText>G. k. 9. i. 2. r. 1</originalText> .
<}— 6.k.9.1.2.1.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 —)
{/code>
{/assignedEntity>
{/author>

<subjectl typeCode=" SUBJ >
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220" />
{/adverseEffectReference>
</subjectl>
<subject2 typeCode="SUB]">
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce~3b3b-45c7-92dd-69¢06730c3a9” />
{/productUseReference>
{/subject2> .
{/causalityAssessment>
</component>
<componentl typeCode="COMP">
) <observationEvent classCode="0BS" moodCode="EVN">
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="comment”/>
<value xsi:type="ED">H.2</valued
<!—— H.2: Reporter’s Comments —)>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<{code code="3" codeSysten="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0" displayName="
sourceReporter”/>
{/assignedEntity>
{/author>
{/observationBvent>
{/component1)>
{component] typeCode="COMP”>
CobservationEvent classCode="0BS” moodCode="EVN">
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Seode code="15" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1, 17 displayName="diagnosis”/>
(value xsi:type="CE” code="H.3.r.1b” codeSystem="2.16.840. 1. 113883: 6. 163" codeSystemVersion="H.3.r.1a"/>
<I-— H.3.7.1a: MedDRA Version for Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #1 —>
¢l— 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" codeSysten="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 21" codeSystenVersion="1.0" displayName="sender”/>
</assignedEntity> ' ‘
</author>
</observationEvent>
{/component1>
{component] typeCode="COMP™>
<observationEvent classCode="0BS" moodCode="EVN">
" ¢code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1.1. 19" codeSystenVersion="1.1" displayName="diagnosis”/>
{value xsi:type="CE" code="H.3.r.1b" codeSystem="2.16.840. 1. 113883.6. 163" codeSystenVersion="H. 3.r. 1a"/>
¢1— H.3.T.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event #2 —>
¢1— H.3.x. 1b: Sender’s.Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #2 —>
¢author typeCode="AUT"> : -
<assignedEntity classCode="ASSIGNED"> )
<code code="1" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity>
{/author>
</observationBvent>
{/component1> .
<component] typeCode="COMP"> :
<observationEvent classCode="0BS" moodCode="EVN"> : .
Ccode cods="10" codeSystem="2. 16.840, 1. 113883; 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="comment”/>
<value x5i:type="ED">H. 4</value> :
<1-- H.4: Sender’'s Comments —>
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED”> -
(code code="1". codeSysten="2. 16. 840. 1. 113883. 3.989.2. 1. 1. 21" codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity> ’ :
; </author>
<{/observationEvent>
</component1>
{component] typeCode="COMP">
’ <observationEvent classCode="0BS” moodCode="EVN"> . :
~ <eode code="3" codeSystem="2. 16.840. 1. 113883. 3. 989.5. 1. 3. 2.1.10" codeSystemVersion="1.0" displayName="755T <& ¥ %=
AVED . ' - .
’ <value xsiitype="ED">J2.7.2</value>
(l— 008]2.7.2: RETIHTBIASF —
{/observationEvent>
</component1>
<{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" codeSystemVersion="1. 0" displayName="IEHE ORI

<value xsi:type="ED">J2,9</value>
<! @@eJ2.9: BRuEOMERE —
{/observationEvent>
</component1>
<component1 typeCode="COMP"> .
(observationfvent classCode="0BS” moodCode="EVN"> i )
<code code="5" codeSystem="2. 16. 840. k. 113883. 3. 989.5.1. 3.2. 1. 10° codeSystemVersion="1.0" displayName="4#% DRR:"/>
(value xsi:type="ED">]J2.10</value>
<— 888J2.10: SHOME —
</observationEvent> ) : .
{/component1>
<component] typeCode="COMP"> :
CobservationEvent classCode="0BS” moodCode="EVN"> :
<code code="6" codeSystem="2.16.840. 1. 113883. 3.989.5. 1. 3.2. 1. 10" codeSystemVersion="1.0" displayName="% OB EIRAE
o .
<value xsi:type="ED">J2.11</value>
<d— ede)J2. 11: £ OMBBEEEE —
{/observationBvent>
{/component1>
(componentl typeCode="COMP"> : -
(observationEvent classCode="0BS” moodCode="EVN">
. (code code="12" codeSystem="2. 16. 840, 1. 113883, 3.989. 5. 1.3. 2. 1. 10" codeSystemVersion="1.0" displayName="#5 B DER"
nH o i .
' <value xsi:type="ED">]J2.16</value>
<|— @@aJ2. 16: WENEOER —
</observationEvent>
{/component1>
{component1 typeCode="COMP™>
(observationEvent classCode="0BS” moodCode="EVN">
(code code="13" codeSystem="2. 16. 840, 1. 113883, 3,989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayNawe="§l%1"/>
(value xsi:type="ED">J2.19<¢/value> ) :
<l— @@eJ2. 19: HEL —>
{/observationEvent>
</component1>
{componentl typeCode="COMP™>
CobservationEvent classCode="0BS” moodCode="EVN">
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Ccode code="14" codeSystem="2. 16. 840, 1. 113883. 3.989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="f§2£2" />
{value xsi:type="ED">J2.20</value> :
<I— @eejy2.20: L2 —>

</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" codeSystemVerslon‘ 1.0” displayName="{i£3"/>
<value xsi:type="ED">J2.21</value>
<!— @eaj2.21: EE3 —>
{/observationEvent>
{/component1>
<component]l typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2. 16. 840. 1. 113883; 3. 989. 5. 1. 3.2. L. 10" codeSystemVersion="1.0" displayNeme="{#£4"/>
<value xsi:type="ED">J2.22¢/value}
<1-- 808J2.22: =4 —>
{/observationEvent>
L {/component1>
{/adverseEventAssessment>
</component>
{component typeCode="COMP”>
<observationBvent classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName=""
additionalDocumentsAvailable”/>
Cvalue xsi:type="BL” value="true”/>
<I-- C.1.6.1: Are Additional Documents Available? —>
{/observationEvent>
</component>
<component typeCode="COMP">
{observationEvent classCode="OBS” moodCode="EVN">
<code code="23" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
{1— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</component>
<component typeCode="COMP">
{observationEvent classCode="0BS" moodCode="EVN">
{code code="36" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="summaryAndComment”/>
<value xsi:type="ED” language="H.5.r.1b">H. 5. r. 1al/value)
<I— H.5.r.1a Case Summary and Reporter’s Comments Text # —>
<I— HN.5.x. 1b: Case Summary and Reporter' s Comments Language #1 —>
<author .typeCode="AUT">
<assignedEntity classCode="ASSIGNED"> .
<code code="2" codeSystem="2, 16.840, 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0" displayName="reporter”/>
{/assignedEntity>
{/author>
{/abservationEvent>
<{/component>
<component typeCode="COMP”>
{observationEvent classCode="0OBS” 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. 1a{/value)
<!— H.5.r.1a: Case Summary and Reporter’ s Comments Text #2 —)
<!~ H.5.r.1b: Case Summary and Reporter’ s Comments Language #2 ——>
<author typeCode="AUT">
<assignedfntity 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>
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" dlsplayName— initialReport”/>
{subject0f2 typeCode="SUBJ">
CcontrolActEvent classCode="CACT” moodCode="] EVN >
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
T code code="C. 1.8.2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. . 3" codeSystemVersion="2, 0"/>
<l— C.1.8.2: First Sender of This Case —> :
</assignedEntity> B
‘</author>
{/controlActBvent)>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
{outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C. 1. 10.Y” root="2. 16.840. 1. 113883. 3. 989. 2. 1. 3. 27/>
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¢!— C.1.10.t: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —
</controlActEvent> -
{/subject0f2>
. {/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
<subject0f2 typeCode="SUB]">
<controlActEvent classCode="CACI” 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>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
CoutboundRelationship 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. 227 codeSystemVersion="1.0" displayName=" ?sourceReport”/>
<subject0f2 typeCode— SUBJ”>
<controlActBvent classCode="CACT” moodCode="] EVN">
<author typeCode="AUT">
_<assignedEntity classCode="ASSIGNED">
<addr>
(streetAddressLine>C. 2. . 2. 3¢/streetAddressLine>
¢l C.2.1.2.3: Reporter’ s Street #1 —>
Ceity>C. 2. 1. 2. 4</city>
{l— C.2.1.2.4: Reporter’'s City #1 —>
(statedC, 2. 1. 2. 5¢/state>
¢1— C.2.r.2.5: Reporter’ s State or Province #1 —>
<postalCode>C. 2. 1. 2. 6</postalCode>
(1— C.2.r.2.6: Reporter’s Postcode #1 —>
</addr>
(telecom value="tel:C.2.1.2.77/> ' -
¢{1— C.2.1r.2.7: Reporter’ s Telephone #1 —>
{assignedPerson classCode=" PSN determinerCode="INSTANCE">
<name>
<prefix>C. 2.r. 1. 1</prefix>
<I— €.2.r.1.1: Reporter’s Title #1 —>
{given>C. 2. 1. 1, 2{/given>
¢l— C.2.1.1.2: Reporter’s Given Neme #1 —>
<given>C. 2.1. 1. 3</given>
¢l-- C.2.1.1.3: Reporter’s Middle Name #1 —>
<family>C. 2. 1. 1. 4</family>
{l-- C.2.1.1.4: Reporter’ s Family Neme #1 —>
</name>
(asQualifiedEntity classCode="QUAL™>
<code code="C. 2.r.4” codeSystem="2. 16. 840. 1. 113883 3,989. Z l 1.6” codeSystemVersion="2.0"/>
¢(I— C.2.r.4: Qualification #1 —>
</asQualifiedEntity>
CasLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.2.r.3" codeSysten="1.0.3166.1.2.27/>
¢! C.2.1.3: Reporter’ s Country Code #1 —> .
</location> .
{/asLocatedEntity>
{/assignedPerson>
<representedOrganization classCode="0RG” determinerCode="INSTANCE™>
<name>C. 2. r. 2. 2{/name>
¢l— C.2.r.2.2: Reporter’s Department #1 —>
CassignedEntity classCode="ASSIGNED™>
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C. 2. . 2. 1{/name>
(= €.2.1.2.1: Reporter’s Organisation #1 —>
</representedOrganization> .
</assignedEntity>
{/representedOrganization>
</assignedEntity>
</author>
</controlActEvent>
</sub ject0f2>
</relatedInvestigation>
</outboundRelationship>
CoutboundRelationship typeCode— SPRT™>
(relatedInvestigation classCode="INVSTG” moodCode="] EVN">
<code code="2" codeSystem="2.16. 840, 1. 113883.3.989.2.1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport "/
{subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
<addr>
¢streetAddressLine>C. 2 1. 2. 3¢/streetAddressLine>
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<l— C.2.r.2.3: Reporter’s Street #2 —>
{city>C. 2. 1. 2. d</city>
<}-- C.2.1.2.4: Reporter’s City #2 —>
{statedC. 2. 1. 2. 5¢/state>
<l-— €.2.1.2.5: Reporter’s State or Province #2 —>
<postalCode>C, 2. 1. 2. 6{/postalCode>
<l-- C.2.1.2.8: Reporter’s Postcode #2 —>
{/addr>
Ctelecom value="tel:C.2.r.2.77/>
<l— C.2.7.2.7: Reporter’ s Telephone #2 —>
{assignedPerson classCode="PSN" determinerCode="INSTANCE">
<name> i
<prefixdC. 2. r. 1. 1{/prefix> .
<l-- C.2.r.1.1: Reporter’'s Title #2 —
<given>C. 2. x. 1. 2{/given>
<!— C.2.1.1.2: Reporter’s Given Name #2 —)
<given>C. 2. r. 1. 3¢/given>
<}— C.2.r.1.3: Reporter’s Middle Name #2 —>
<family>C. 2. r. 1. 4</family>
<!— C.2.1.1.4: Reporter’s Family Name #2 —>
{/name>
<asQualifiedEntity classCode="QUAL"> .
' <code code="C.2.1.4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1. 1. 6" codeSystemVersion="2. 0" />
<l— C.2.r.4: Qualification #2 —>
</asQualifiedEntity>
<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C.2.r.3” codeSyster="1.0,3166.1.2.2"/>
<}— C.2.r.3: Reporter’s Country Code #2 —>
</location>
{/asLocatedfntity>
{/assignedPerson)> .
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C. 2. r. 2. 2{/name>
<l— C.2.1.2.2: Reporter’ s Department #2 —>
<assignedEntity classCode="ASSIGNED”>
<representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<name>C. 2. r. 2, 1{/name>
<I-— €.2.1.2.1: Reporter’s Organisation #2 —>
{/representedOrganization)
{/assignedEntity>
{/representedOrganization)>
{/assignedEntity>
</author>
{/controlActEvent>
</subject0f2>
{/relatedInvestigation) -
</outboundRelationship>
<subjectOf1 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"/>
¢I-- C.3,1: Sender Type —>
<addr> ’ .
{streetAddressLine>C. 3.4, 1{/streetAddressLine>
<1— C.3.4.1: Sender's Street Address —>
{city>C. 3. 4. 2</city)
<1-- C.3.4.2: Sender’s City —>.
{state>C. 3. 4. 3{/state> )
<l-- C.3.4.3: Sender's State or Province —>
<postalCode>C. 3. 4. 4¢/postalCoded
<l— C.3.4.4: Sender’ s Postcode —>
</addr>
Ctelecom value="tel:C.3.4.6"/> . -
<l—-C.3.4.6: Sender’ s Telephone —>
<telecom value="fax:.C.3.4.7"/>
<l-- C.3.4.7: Sender's Fax —>
<telecom value="mailto:C.3.4.87/>
<!— C.3.4.8: Sender’s E-mail Address -->
CassignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>C. 3. 3, 2</prefix>
<l C.3.3.2: Sender’s Title —>
<given>C. 3. 3. 3</given)>
<l— €.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. 5¢/Family>
<l— €.3.3.5: Sender’ s Family Name —>
</name> ~
CasLocatedEntity classCode="LOCE”> )
<location classCode="COUNTRY" determinerCode="INSTANCE”>
{code code=7C.3.4.5” codeSystem="1. 0. 3166. 1. 2. 2°hH
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¢]— C.3.4.5: Sender’ s Country Code —>
{/location>
{/asLocatedEntity>
</assignedPerson>
<representedOrganization classCode="0RG” determinerCode=" INSTANCE >
<name>C. 3. 3. 1</name> -
¢!— (.3.3.1: Sender’ s Department ——>
{assignedEntity classCode="ASSIGNED">
(representedOrganization classCode="0RG” determinerCode="INSTANCE™>
<name>C. 3. 2{/nams>
¢l— C.3.2: Sender’s Organisation —>
{/represented0rganization>
</assignedEntity>
</representedOrganization>
, </assignedEntity> -
</author>
(primaryInformationRecipient typeCode="PRCP">
CassignedEntity classCode="ASSIGNEDT>
<assignedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>
<prefix>J2. 18 2{/prefix>
<I— @eeJe.18.2: RfBE HEE —
{family>J2. 18. 3</family>
<1— @eey2 18.3: ZEHF # —
(given>]J2. 18. 4</given>
<1— @@8]2.18.4: ZEH & — N
</name>
</assignedPerson>
. <representedOrganization classCode— ORG” determinerCode="INSTANCE™>
<name>J2. 18. 1{/name>
I @e@J2.18.1: BiFHE ML —
{/representedOrganization>
{/assignedEntity>
{/primaryInformationRecipient>
</controlActEvent>
</subject0f1>
<subjectOfl typeCode=" SUBJ”>
(controlActEvent classCode="CACT” moodCode="EVN"> .
<id assigningAuthorityName="C.1.9.1.r.1"” extension= C.1.9.1.1.2" root="2.16.840.1.113883.3.989.2. 1. 3.3"/> .
<I— C.1.9.1.7.1: Source(s) of the Case Identifier (repeat as necessary) #1 —)
<l— C.1.9.L.r.2 Case Identifier(s) #1 —>
{/controlActEvent>
</subject0f1>
¢subjectOf1 typeCode="SUBJ">
(controlActEvent classCode="CACT” moodCode— EVN"™>
<id assigningAuthorityName="C.1.9.1.r. 1" extension="C.1.9.1.r.2" root="2.16. 840 1.113883.3.989,2.1.3.3"/>
<I— C.1.9.1.1.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
¢!— C.1.9.1.1. 2 Case Identifier(s) #2 —.
</controlActEvent>
</subject0f1>
<subject0f2 typeCode="SUBJ">
(investigationCharacteristic classCode="0BS” moodCode=" EVN"> .
<code code="1" codeSystem="2. 16. 840, 1. 113883. 3, 989. 2. 1. 1. 23" codeSystenVersion="1. 0" dlsplayName ”ichReportType”/>
¢value xsi:type="CE” code="C.1.3" codeSystem="2.16.840. 1. 113883.3.989.2. L. L. 2” codeSystenVersion="2,07/>
¢!— €.1.3 Type of Report —>
¢/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode= "EVN">
<code code="2" codeSystem="2.16.840. 1. 113883. 3. 989.2. 1.1.23” codeSystemVersion="1.0" displayName= otherCaseIds />
<value xsi:type="BL” value="true”/>
¢{!— C.1.9.1 Other Case Identifiers in Previous Transmlssmns -
¢/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
(investigationCharacteristic ¢lassCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2.-16. 840. 1. 113883.3.989.2. 1. 1. 23" codeSystemVersion="1.0" displayName= "nullificationAmenduentCode”/

(value xsi:type="CE” code="C.1.11.17 codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 5” codeSystenVersion="2.07/>
¢!— C.1.11.1: Report Nullification / Amendment —>
"+ {/investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode— SUBJ”>
<investigationCharacteristic classCode— 0BS” moodCode="EVN">
¢code code="4" codeSystem="2. 16.840. 1. 113883. 3.989.2.1. 1. 23" codeSystemVersion="1.0" displayName="

nullificationAmendmentReason”/>

¢value xsi:type="CE">
<originalText>C. 1. 11. 2¢/originalText>
¢l—- €.1.11.2: Reason for Nullification / Amendment ——>
{/value>
{/investigationCharacteristic>
{/subject0f2>
(subjectOf2 typeCode="SUBJ">
(investigationCharacteristi¢ 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="35I &5 (REHH "/,
<value xsiitype="CE” code="J2. la” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 1” codeSystemVersion="1.1"/>
<I— @082 1a: WBEF BEHSE —
{/investigationCharacteristic)
</stbject0f2> ‘
{subject0fZ typeCode="SUBJ”">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883, 3.989.5. 1, 3. 2. 1. 12" codeSystemVersion="1. 0" displayName="$345RHE B”/>
<value xsi:type="TS” value="20130107°/>
<I— eeaJ2.2.1: YisEme —
{/investigationCharacteristic)>
{/subject0f2>
<subject0f2 typeCode="SUBJ"> .
(investigationCharacteristic classCode="0BS" moodCode="EVYN">
Ccode code="3" codeSystem="2.16.840. 1, 113883.3.989.5. 1. 3. 2. 1. 12" codeSystemVersion="1. 0" displayName="{#4&HEE RIZET3a Ry
|22 . . '
<value xsi:type="ED">J2.2.2</value>
<1— 000J2.2.2: MERRACEWIZaALF —
{/investigationCharacteristic)
{/subject0f2)>
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVYN">
{code code="4" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1. 3, 2. 1. 12" codeSystemVersion="1. 0" displayName="RRsifies 7 5 77 />
{value xsi:type="CE” code="J2.3” codeSystem="2. 16.840. 1. 113883.3.989.5. 1. 3. 2. . 2" codeSystemVersion="1, 17/>
<1 @eey2.3: BIRHRET S —>
{/investigationCharacteristic)
</subject0f2>
(subject0f2 typeCode="SUBJ">
investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16.840. 1, 113883. 3, 989.5, 1. 3. 2. 1. 12" codeSystemVersion="1. 0" displayName="$R&5 &5 7 5 77 />
<value xsi:type="CE” code="J2.8.1" codeSystem="2.16.840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 6” codeSystemVersion="1.1"/>
<1 eee)2.8.1: EHBATS S :
{/investigationCharacteristic)
{/subject0f2)> '
(subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS” moodCode="EVN"> . .
<code code="6" codeSystem="2.16. 840, 1. 113883, 3. 989.5.1.3. 2. 1. 12" codeSystemVersion="1. 0" displayNeme="#R455%5}OERH"/>
<value xsi:type="ED">J2.8.2</value> '
<I— @60J2.8.2: MEH|AOMEE —>
{/investigationCharacteristic)
{/subject0f2>
{/investigationEvent)
{/subject>
{/controlActProcess>
</PORR_IN0G49016UV>
<{}— Message #1 —>
* <l— Message #2 —>
<!— PORR_IN049016UV —>
<1-— /PORR_INO49016WV —->
¢l— Message #2 —> . R
<receiver typeCode="RCV"> ;
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.1.4" roo_t="2. 16. 840. 1. 113883, 3.989. 2. 1. 3. 14" />
<!1-- N.1.4: Batch Receiver Identifier —>
</device)
{/receiverd
<sender typeCode="5ND">
{device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N.1.3" root="2.16. 840. 1. 113883, 3. 989, 2. 1.3.13"/)>
<}-— N.1.3: Batch Sender Identifier —>
{/device>
</sender>
</MCCI_IN200100UV01>
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XMLBIRA VARV A (ERES ad - kLD
<7x.m1 version="1.0" encoding="UTF-8"?>

<MCCI_IN200100UV01 ITSVersion="XML_1.0” xsi: :schemaLocation="urn:h17-org:v3 MCCI_ IN200100UVOL. xsd” xmlns="urn:hl7-org:v3” xmlns:xsi="http://www.w3.org/
2001/3MLSchema-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"/>
interactionld extension="MCCI_IN200100UVO1” root="2. 16.840.1.113883.1.6"/>
<name code="N.1.1” codeSystem="2.16.840.1. 113883.3.989.2.1.1. 1” codeSystemVersmn— 2.0 />
¢l— N.1.1: Type of Messages in Batch ——>
{1 Message #1 —=>
<PORR_IN049016UV>
<id extension="N.2.1.1" root="2.16. 840. 1. 113883. 3.989.2.1.3.1"/>
{— N.2.1.1: Message Identifier —>
CcreationTime value="20101214151617"/>
¢l-- 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="1"/>
CacceptAckCode code="AL"/>
Creceiver typeCode="RCV”>
(device classCode="DEV” determinerCode="INSTANCE">
¢id extension="N.2.r.3” root="2.16.840. 1. 113883.3.989.2.1.3. 127/>
(1-— N, 2.1.3: Message Receiver Identifier —>
{/device>
{/receiver>
{sender typeCode="SND">
(device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.2.r.2" root="2.16.840. 1. 113883. 3.989.2. 1. 3. 17/
¢{I— N.2.1.2: Message Sender Identifier —>
{/device>
{/sender>
<controlActProcess classCode="CACI” moodCode="EVN">
(code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883 1. 18 />
{!— HL7 Trigger Event ID —>
<effectiveTime value="20101214151617"/>
¢!— C.1.2: Date of Creation ——> .
{subject typeCode="SUBJ">
{investigationEvent classCode="INVSTG" moodCode— EVN">
¢id extension="C.1.1" root="2.16.840. 1. 113883.3.989.2.1.3.17/>
{!— 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/
¢(!— 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. 3170
<|— @egeJz. 1b: WHNES FS —
Ccode code="PAT_ADV_EVNT” codeSystem=" Z 16. 840. 1. 113883 5.47/>
{textOH. 1</text>
¢!— H.1: Case Narrative Includmg Clinical Course, Therapeutic Measures, OQutcome and Additional Relevant Information —>
{statusCode code="active”/>
<I— 008)2.7.1 BT, RETES —
LeffectiveTime> )
Clow value="20090101"/> ' ’ : .
<}— C.1.4: Date Report Was First Received from Source —>
</effectiveTime) )
CavailabilityTime value="20090101"/>
¢!— C.1.5: Date of Most Recent Information for This Report —>
<reference typeCode="REFR™>
(document classCode="DOC” moodCode="EVN">
(code code="1" codeSystem="2. 16. 840, 1. 113883, 3.989.2.1.1. 27" codeSystemVersion="1. 0" displayName="documentsHeldBySender />
(titledC. 1. 6. 1. r: 1</title>
<l— C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #l —>
<text mediaType="application/pdf” representation="B64°>C.1.6.1.r.2{/text>
¢I— C.1.6.Lr.2: Included Documents # - :
{/document>
{/reference>
{reference typeCode="REFR™>
<document classCode="DOC" moodCode="EVN™>
{code code="1" codeSystem— 2.16.840,1.113883. 3.989. 2. 1. 1. 277 codeSystemVersmn— 1.0” dlsplayName— documentsHeldBySendexr”/>
(titledC. 1.6. 1. r. 1</titled

¢}~- €. 1.6, L.r. 1: Documents Held by Sender (repeat as necessary) #2 —>
{text mediaType="image/jpeg” representation= "B64” compression="DF">C. L. 6. L. 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. 27" codeSystemVersion="1. 0" displayName="literatureReference />
CtitledJ2. 17, p</titled
<I-- @@aJ2, 17.r RB/HIROLE #1 —
<text mediaType="application/pdf” representation="B64">C.4.r. 2</textd>
¢1-- C.4.1.2: Included Documents ¥l —>
<bibliographicDesignationText>C. 4. r. 1<¢/bibliographicDesignationText>
¢{!— C.4.r.1: Literature Reference(s) #1 —>




<participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED”)>
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
CasLocatedEntity classCode="LOCE”)>
Clocation classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="J2.15.r” codeSystem="1,0.3166.1.2.2"/>
<!-— @eaJ2. 16.x AF%E #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”7 codeSystenVersion="1.0" displayName="1iteratureReference”/>
Ctitled)2. 17, x</titled
<1— @80J2.17.r B/ HROSNE 2 —>
(text mediaType="application/pdf” representation="B64">C. 4. r. 2</text>
_<I— C.4.r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText)
<I— C.4.r.1: Literatire Reference(s) #2 —>
{participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="ORG” determinerCode=*INSTANCE">
<asLocatedEntity classCode="LOCE”>
{location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="J2.15.r" codeSystem="1.0, 3166.1.2.27/>
<!— @eeJ2.15.r AFRME #2 —>
{/location>
{/asLocatedEntity)
{/representedOrganization)
{/assignedEntity)>
{/participation> .
</document> ) . .
{/reference) o
{componeht typeCode="COMP">
adverseEventAssessment classCode="INVSTG” moodCode="EVN">
{subjectl typeCode="SBJ">
<primaryRole classCode="INVSB]">
<playerl classCode="PSN” determinerCode="INSTANCE”>
<name>D. 1</name> o
<1-- D.1: Patient -(name or initials) —>
<administrativeGenderCode code="D.5" codeSystem="1.0. 5218"/> ~
1=~ D.5 Sex -
Crole classCode="PRS"> R
{code code="PRN" codeSystem="2. 16. 840. 1. 113883. 5, 111”/>
associatedPerson classCode="PSN”. determinerCode="INSTANCE™>
{/associatedPerson>
<subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode— EVN">
(code code="2" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 20" codeSystemVersmn— 1.0” displayName="
drugHistory”/>
- {/organizer>
{/subject0f2>
</role>
{/player>
<subjectOf1 typeCode="SB]">
{researchStudy classCode="CLNTRL” moodCode="EVN">
<id extension="C.5.3" root="2. 16. 840. 1. 113883, 3. 989, 2. 1. 3. 5" />
<{~- €.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"/>
¢l— €.5.4: Study Type Where Reaction(s) / Event (s) Were Observed —>
<titledC. 5. 2</title>
1= C.5.2: Study Neme —>
Cauthorization typeCode="AUTH">
(studyRegistration classCode="ACT" moodCode="EVN">
<id extension="C.5.1.r.1” root="2.16. 840, 1. 113883. 3.989. 2. 1. 3. 6”/>
<I-- C.5.1.r.1: Study Registration Number #1 —>
<author typeCode="AUT">
{territorialAuthority classCode="TERR">
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.5.1.1.2" codeSystem="1.0. 3166. 1.2.2"/>
<l-= C.5.1.1.2: 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— €.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.t.2" codeSystem="1.0.3166.1.2.27/>
(!— C.5.1.1.2: 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"/>
¢l-— D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
<l-- D.2.2b: ‘Age at Time of Onset of Reaction / Event (unit) —>
¢/observation>
</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" dlsplayName—
gestationPeriod”/>
(value xsi:type="PQ” value="10" unit="D.2.2.1b7/>
<!-— D, 2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) —>
<l-- D, 2.2.1b:"Gestation Period When Reactmn / Bvent Was Observed in the Foetus (unit) —>
</observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
{code code="4" codeSystem="2. 16. 840. 1. 113883 3.989.2.1.1.19” codeSystemVersion="1.1" dlsplayName— ageGroup”/>
(value xsi:type="CE” code="D.2.3" codeSystem="2. 16, 840. 1. 113883. 3.989.2.1.1.9" codeSystemVersmn— 2.07/>
<1—— 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. 197 codeSystemVerslon— 1.1” displayName="bodyWeight”/

(value xsiitype="PQ” value="48.2" unit="kg"/>
¢!— D.3: Body Weight (kg) —>
</observation>
</subject0f2>
<subject0Of2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
(code code="1T7" codeSystem="2.16. 840.1.113883.3.989.2. 1. 1. 19" codeSystemVersion="1.1" dlsplayName— he1ght 7 />
(value xsi:type="PQ” value="152" unit="cm”/>
<l— D.4: Height (em) —>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2.16. 840, 1. 113883.3.989.5,1.3.2. L. 10° displayName="1lastMenstrualPeriodDate” />

\

<value xsi‘type= "CE” code="J2.28" codeSystemVersion="1.0" codeSystem="2. 16. 840 1 113883 3,989.5.1.3,2.1. 16" />
<I-- @eay2.28: IHROHE —>
{/observation>
{/subject0f2>

<subjectOf2 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="
relevantMed1ca1H1storyAndConcurrentCond1tlons 7/
<component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
{code code="D.7.1.1.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 7. 1.r.1a"/>
<!— D.7.1.r.1la: MedDRA Version for Medical History #1 —>
¢l— 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. 197 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">
. Cobservation classCode="0BS” moodCode="EVN">
Ccode code="D. 7. 1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.7. L. r. 12"/
¢!—— D.7.1.1.1a: MedDRA Version for Medical History #2 —>
<|— D.7.1.r.1b: Medical history (disease / surgical procedure / etc.) (MedDRA code) #2 ——>

-




<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”/>
: Cvalue xsiitype="BL” value="true”/>
<I—D.71r3: Continuing #2 —>
{/observation>
{/inboundRelationship>
{/observation>
{/component>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN™>
<{code code="18" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
historyAndConcurrentConditionText”/> :
' {value xsi:type="ED"DD. 7. 2<{/valued
<!— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) —> ' '
. {/observation>
- {/component>
{/organizer>
</subject0f2>
<subject0f2 typeCode="SBJ”>
Corganizer classCode="CATEGORY” moodCode="EVN"> ,
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="drugHistory”
P
<component typeCode="COMP">
{substanceAdninistration classCode="SBADM” moodCode="EVN">
) {consumable typeCode="CSM”>
, . {instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>D. 8. r. 1<{/name>
<!~ D.8.r.1: Name of Dfug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
{/consumable>
{outboundRelationship2 typeCode="CAUS">
{observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/> ) .
A <value xsi:type="CE” code="D.8.r,7b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.r.7a"/> ' ' -
<}—D.8.r.7a: MedDRA Version for Reaction #1 —»
<= D, 8.r.Tb: Reaction (MedDRA code) #1 —>
{/observation>
{/outboundRelationship2>
{/substanceAdministration)
{/component>
<component typeCode="COMP™>
' CsubstanceAdministration classCode="SBADM” moodCode="EVN">
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinexCode="] KIND >
<name>D. 8. r. 1{/name>
{!— D.8.r.1: Name of Drug as Reported #2 —)
</kindOfProduct> -
{/instance0fKind)>
{/consumable>
<outboundRelationship2 typeCode="CAUS”>
<observation classCode="0BS” moodCode="EVN">
‘ {code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="reaction”/> ’
‘ <value xsi:type="CE” code="D.8.r.7b" codeSystem="2.16. 840. 1. 113883. 6. 163" codeSystenVersion="
D.8.r.7a"/>
<!-- D.8.xr.7a! MedDRA Version for Reaction #2 —>
<!-- D.8.1.7b: Reaction (MedDRA code) #2 —>
{/observation>
{/outboundRelationship2>
{/substanceAdministiation)
{/component>
{/organizer>
{/subject0f2>
{subject0f2 typeCode="SBJ">
Cobservation classCode="0BS” moodCode="EVN">
<id root=’154eb889-958b—45fZ—aOZf—4Zd4d6f4657f'/)
<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"/>
B <I— E.i.4: Date of Start of Reaction / Event #1 —)
: <high value="20090102"/>

<!-- B.1.5: Date of End of Reaction / Event #1 —>

{/effectiveTime>

"Cvalue xsi: type="CE” code="E. i. 2. 1b” codeSysten="2. 16. 840. 1. 113883. 6. 163" codeSystemVerslon' E.i. 2. 1a™>
<!— E.1.2.1a: MedDRA Version for Reaction / Event #1 —>
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outcome”/>
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outcome”/>

0"/

¢l-- E.i.2. 1b: Reaction / Event (MedDRA code) #1 —>
CoriginalText>E. i. 1. 1a</originalText>
{!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #1 —>
</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 xsiitype="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.989.2.1.1.11" séodeSystemVersion="2.

<l— E.i.7: Qutcome 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. 107 codeSystemVersion="1.0" displayName=

(value xsi:type="CE” code="J2.26.i” codeSystemVersion="1.0" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3.

<!— @aaJe. 26.1 EBIHSE #1 —
</observation>
{/outboundRelationship2>
</observation>
{/subject0f2> .
{subjectOf2 typeCode="SBJ">
Cobservation classCodé="0BS” moodCode="EVN"> -
<id root="2baa28d6-c9e8-4ebc-93e9-5b860b314220"/>
{code code="29" codeSysten="2. 16, 840. 1. 113883. 3.989. 2. 1. 1. 197 codeSystemVersmn— 1.1” displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
¢(!— E.i.4: Date of Start of Reaction / Event #2 —>

</effectiveTine>
(value xsi:type="CE” code="E. i.2.1b" codeSysten="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 —>
<originalTextJE. i. 1. la</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 codeSystemVerslon— 1.1” displayName="

(value xsiitype="CE” code="E.i.7" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 117 codeSystemVersion="2,

¢1— 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— 9. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" d1splayName—

<value xsi:type="CE” code="J2.26.1i” codeSystemVersion="1.0" codeSystem="2.16.840. 1. 113883. 3. 989. 5.1.3.

<l— @@808J2. 26, i ERMESF #2 —>
{/observation>
(/outboundRelanonshlpZ)
{/observation>
{/subject0f2> X
<subjectOf2 typeCode="SBJ"> '
(observation” classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf"/>
(code code="29" codeSystem="2. 16.840. 1. 113883. 3.989. 2.1, 1.19" codeSystemVers).on— 1.1 d1sp1ayName- reaction”/>

CeffectiveTime xsi:type="IVL_TS">
<high value="20101201"/>
¢l-- E.i.5: Date of End of Reaction / Event #3 —-)
</effectiveTimed>
(value xsi:type="CE” code="E.1i.2.1b" codeSystem=" 2.16. 840. 1. 113883. 6. 163" codeSystemVersmn— E.i.2.1a™>
¢(!— E.i.2.la: MedDRA Version for Reaction / Event #3 —> :
¢!-- E.1.2.1b: Reaction / Event (MedDRA code) #3 —>
<originalText>E. i. 1. la{/originalText>
¢!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
</valued
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN" > 7
<code code="27" codeSystew="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. L. 11" codeSystemVersion="2.
(!— E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>

(/observation>
{/outboundRelationship2>




{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
<id root="2¢99840f—08b4~499c-80ff-dd8415f4f8a5”"/>
<cods code="29" codeSystem="2. 16. 840. 1. 113883. 3,989. 2. 1. 1. 19” codeSystenVersion="1.1” displayName="reaction”/>"

KeffectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="IVL_TS">
<low value="20090101"/> . :
<!— E.i.4: Date of Start of Reaction / Event #4 —)
<high value="20101201"/>
<{l— E.i.5: Date of End of Reaction / Event #4 —>
</comp>
{comp xsi:type="IVL, TS” operator="A">
</comp>
{/effectiveTime)
<value xsi:type="CE” code="E.i.2.1b" codeSystem="2. 16.840. 1. 113883, 6. 163" codeSystemVersion="E. i. 2. 1a”>
<l-- E.i.2.1a: MedDRA Version for Reaction / Event #4 —>
<!—- E.i.2.1b: Reaction / Event (MedDRA code) #4 —->
CoriginalText>E. i. 1. 1a¢/originalText)>
<!-— B.i.1.1a: Reaction / Event as Reported by the Primary Source in Natlve Language #4 —>
{/value>
<outhoundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">
o <code code="27" codeSystem="2.16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
outcome”/> R N
' <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 #4 —>
{/observation>
{/outboundRelationship2>
{/observation>
{/subject0f2>
{subjectOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-34f9ddb7eatd”/> .
<code code="29" codeSysten="2. 16.840, 1. 113883, 3, 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_T5">
<low-value="20090101"/>
<|-- E.i.4: Date of Start of Reaction / Event #5 —)
{/effectiveTime>
Cvalue xsi:type="CE” code="E.i.2.1b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVerslon— E.i.2.1a">
<l— E.i.2.1a: MedDRA Version for Reaction / Event #5 —>
<!~ E.i.2.1b: Reaction / Event (HedDRA code) #5 —>
{originalText)E. i. 1. la¢/originalText>
<l-- B.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
{/value>
- <outboundRelationship2 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” codeSystew="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">
observation classCode="0BS” -moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640fb18£"/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystetiVersion="1.1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<l-- E.i.4: Date of Start of Reaction / Event #6 —) -
{/effectiveTime> . )
<value xsi:type="CE” code="E.1i.2.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. la">
<}~ E.i.2.1a: MedDRA Version for Reaction / Event #6 —>
<!~ E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
CoriginalTextDE. i. 1. la</originalText>
[ <!-- E.i.1 1a: Reaction / Event as Reported by the Primary Source in Native Language 6 —>
</value>
CoutboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1. 1* displayName="

outcome”/>
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 11” codeSystemVersion="2.
0"/ )
<|— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
</observation>
. {/outboundRelationship2>



{/observation>
{/subject0f2>
<subject0f2 typeCode=" SBJ > t )
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f~b6bh-cel4bc279d8e” />
<code code="29" codeSystem="2. 16 840.1.113883,3.989.2. 1. L. 19” codeSystenVersion="1.1" displayName="reaction />

<value xsi:type="CE” code="E.i.2.1b" codeSysten="2. 16. 840. 1. 113883 6. 163" codeSystemVersmn—’E i.2.1a"
¢l E.i.2.1a: MedDRA Version for Reaction / Event #7 —>
¢!— E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
CoriginalTextJE. i. 1. la¢/originalText>
¢!-- E.i.1. la: Reaction / Event as Reported by the Primary Source in Native Language #7 —> .
{/value>
<outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1 1.19” codeSystemVersion="1.1" displayName="
outcome”/> . . -
(value xsi‘type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883, 3.989.2. 1.1 11" codeSystemVersion="2. '
0"/ -
¢1— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>
{/observation> '
{/outboundRelationship2>
{/observation> .
</subject0f2>
~ <subject0f2 typeCode="SB]">
(observation classCode="0BS” moodCode="EVN">
<id root= a15be092—8070—426d—af04—6863263443e0 />
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1.19" codeSystemVersmn— 1.1” displayName="reaction”/>

CeffectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20090101"/>
{ Co ] ¢!— E.i.4: Date of Start of Reaction / Event #8 —>
) </comp> -
Ccomp xsi:type="IVL_TS” operator="A">
<high value="20101201"/>
“¢l— B.i.5: Date of End of Reaction. / Event #B —>
</comp> .
¢/effectiveTime>
(value xsi:type="CE” code="E.i.2.1b" codeSystem="2.16.840. 1. 113883.6. 163 codeSystemVersion="E. i. 2. la >
<!— E.i.2.1a: MedDRA Version for Reaction / Event #8 —>
¢]— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
<originalText>E. i. 1. la</originalText>
¢1-—- E.i.1. 1a: Reaction / Event as Reported by the Pr:unary Source in Natxve Language #8 —>
</value>
<outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1”7 displayName="
outcome”/> . . ) )
<value xsiitype="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.989.2.1. 1. 11" codeSystemVersion="2.
0"/> o .
¢l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>- .
{/outboundRelationship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SB]">
Corganizer classCode="CATEGORY” moodCode=" EVN™>
<code code="4" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 20" codeSystemVersion="1.0" d1sp1ayName—

- a

drugInformation”/>
. ’ ¢!— 6.k Drug(s) Information (repeat as necessary) #1 —>
{component typeCode="COMP”>
(substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-039-4aT7a—9c30- 67671bOeer4'/)
{consumable typeCode="CSM™>
(instanceOfKind classCode="INST"> ) ’
CkindOfProduct 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. L. 13”7
codeSystemVersion="1.0" /> B . ) ’ ’
<!— @80J2. 24. k BSLFERI #1 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
Capproval classCode="CNTRCT” moodCode="EVN">
<id extension="6.k.3.1” root="2. 6. 840 1.113883.3.989.2.1.3.4"/>
<l~- G.k.3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role' classCode="HLD">
¢playingOrganization classCode="0RG" determinerCode="INSTANCE">
<name>G. k. 3. 3</name>
{l— G.k.3.3: Name of Holder / Applicant #1 —>
</playing0rganization>
{/role> ’
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codeSystemVersion="1. 0" displayName="3FERKRZEDRIREL"/>

2.1.3" codeSystemVersion="1.1"/>

codeSystemVersion="1. 0" />

codeSystenVersion="1. 0" />

"~ </holder> N
<author typeCode="AUT">
<territorialAuthority classCode="TERR”>
Cterritory classCode="NAT” determinerCode="INSTANCE™>
{code code="G.k.3.2" codeSystem="1. 0. 3166. 1. 2.2"/>
<1 G.k.3.2: Country of Authorisation / Application #1 -
{/territory>
{/territorialAuthority>
{/author> . '
</approval>
</subject0f>
<subjectOf typeCode="SBJ">
{characteristic classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3. 2. 1. 10"

<value xsi:type="CE" code="J2.4.k” codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3.

i @80J2. 4. k: HIERBLEORRES #1 — :
{/characteristic)
</subject0f>
</asManufacturedProduct)
<asNamedEntity>
<name xml:lang=" Ja ”>J2. 23. k</name>
<1— @8872.23.k K #1 —>
<assigningTerritory>
{code code="JP" codeSystem="1.0, 3166.1.2.2" />
</assigningTerritory>
{/asNamedEntity> ,
Cingredient classCode="ACTI”>
{quantity>
{numerator/>
{denominator value="1"/>
{/quantity>
CingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1{/name>
<}~ 6.k.2.3.r.1: Substance / Specified Substance Name #1-1 —>
<asSpecializedKind classCode="GEN">
<generalizedMateriall(ind claésCode— MAT determinerCode="KIND">

<1—'6@aJ2. 25.k.r RADKES #1-1 —>
{/generalizedMaterialKind>
{/asSpecializedKind> '
{/ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI">
{quantity>
<numerator/>
{denominator value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT” determinerCode=" KIND")
<name>G. k. 2. 3. r. 1{/name>
<!~ G.k.2.3.1.1: Substance / Specified Substance Name #1-2 —>
<asSpecializedKind classCode="GEN">
<ganera11zedMater1alK1nd classCode— MAT determinerCode="KIND">

<! @@6J2.25.k.r BRADESy #1-2 —
{/generalizedMaterialKind>
{/asSpecializedKind>
</ingredientSubstance>
</ingredient>
</kindOfProduct
</instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="COMP™>
¢l— G. k. 4.r: Dosage and Relevant Information (repeat as necessary) #1-1 —>
‘<substanceAdninistration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<I— G.k.4.r.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<!— 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="20090101"/> .
<l— G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
<!~ G.k.4.1.5: Date and Time of Last Administration #1-1 —
</comp>
{/effectiveTime>
<routeCode codeSystem="2. 16.840. 1, 113883. 3.989. 2. 1. 1. 14">
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<originalText>G. k. 4. r. 10. 1</originalText>
<!-— G.k.4.1.10. 1: Route of Administration (free text) #1-1 —>
</routeCode>
(doseQuantity value="10" unit="G.k.4.r.1b"/>
<l-- G.k.4.1.1a Dose (number) #1-1 —>
(1=~ G.k. 4.r.1b: 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. 1. 8</textd>
<!-- G.k. 4.1.8: Dosage Text #1-2 —>
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 §1-2 —>
<= G.k.4.r.3: Definition of the Time Interval Unit #1-2 —>
</comp>
<comp xsi:type="IVL_TS" operator="A"> -
<low value="20090101"/>
{!— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
¢{!— G.k.4.1.5: Date and T:ma of Last Administration #1-2 —
</comp>
</effectiveTime>
<routeCode codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1.1.147
<originalText)G. k. 4. r. 10. 1<{/originalText>
<d— G.k.4.1.10.1: Route of Administration (free text) #1-2 —>
{/routeCode> ’
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢<!— G6.K. 4.r. 1a Dose (number) #1-2 —>
¢(I— G.k. 4.r.1b: Dose (unit) #1-2 —>
-{/substanceAduinistration>
</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP™>
{1~ G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-3 —>
<{substanceAdninistration classCode="SBADM" moodCode="EVN">
{textdG. k. 4. 1. 8</text>
<!— G.k. 4.1.8: Dosage Text #1-3 -
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 iti the Interval #1-3 —>
<!— G.k.4.r.3: Definition of the Time Interval Unit #1-3 —>
</comp> ’
<comp xsi:type="IVL_TS” operator="4">
<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™>.
CoriginalText>G. k. 4. r. 10. 1</originalText> -
¢{!— G.k.4.7.10.1: Route of Administration (free text) #1~3 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢~ G.k. 4.r. 1a Dose :(number) #1-3 —> -
¢! G.k.4.r. 1b: Dose (unit) #1-3 —>
</substanceAduinistration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢1— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1—-4 —>
¢substanceAdministration classCode="SBADM"- moodCode="EVN">
{textdG. k. 4. r. 8</textd ’
¢!— G.k. 4.r.8: Dosage Text #1-4 —>
CeffectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k. 4.1.3"/>-
¢l— 6.k.4.1.2: Number of Units in the Interval #1-4 —>
<I— 6.k 4.1.3: Definition of the Time Interval Unit #1-4 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<!— G.k.4.r.5: Date and Time of Last Adnumstratlon #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> .
<!— G.k.4.1.10.1: Route of Administration (free text) #1-4 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
-~ G.k. 4.r.1a Dose (number) #1-4 —>
— G. k. 4.r.1b: Dose (unit) #1-4 —>
{/substanceAdministration>
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{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP”>
<l-- 6.k.4.r: Dosage and Relevant Information (repeat as necessary) H#1-5 —>
<substanceAdministration classCode="SBADM" moodCode="EVN”">
’ CtextdG. k. 4. r. 8</textd>
<!— 6.k. 4.1.8: Dosage Text #1-5 —>
<effectiveTime xsi:type="SXPR_IS*>.
{comp xsi:type="IVL_TS">
{low value="20090101"/> )
<!— G.k.4.r.4: Date and Time of Start of Drug #1-5 —>
- ’ <high value="20090101"/>
: <l— G.k.4.1.5: Date and Time of Last Administration #1-5§ —>
</comp>
<comp xsi:type="IVL_TS” operator="A">»
</comp>
{/effectiveTime>
<routeCode codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
<!-- G.k.4.1.10. 1 Route of Administration (free text) #1-5 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>,
<l— G.k.4.r.1a Dose (number) #1-5 —>
<}— G.k.4.17.1b: Dose (unit) #1-5 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP"> }
<!~ G.k 4.r: Dosage and Relevant Information (repeat as necessary) $1-6 —>
(substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. BS/text>
<}— G.k.4.r.8: Dosage Text #1-6 —>
<effectiveTime xsi:type="SXPR_TS">
{comp x5i:type="PIVL_TS">
{period value="10" unit="G.k.4.r.3"/> )
<l— 6.k 4.1.2: Number of Units in the Interval #1-6 —>
¢}~ G.k.4.1.3: Definition of the Time Interval Unit #1-6 —>
</comp>
{comp xsi:type="IVL_TS” operator="A"
<low value="20090101"/>
<{!— G.k.4.r.4: Date and Time of Start of Drug #1-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<{!— G.k.4.1.5: Date and Time of Last Administration #1-6 —>
</comp>
</effectiveTime) .
<routeCode codeSystew="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 14™>.
<originalText>G. k. 4. 1. 10. 1<{/originalText)
<{!— G.k.4.7.10.1: Route of Administration (free text) #1-6 —>
{/routeCode) :
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
<!-- G.k.4.r. 1a Dose (number) #1-1 —> )
<{I— G.k 4.r. 1b: Dose (unit) #1-1 —>
{/substanceAdministration>
{/outboundRelationship2>
<{outboundRelationship2 typeCode="COMP">
<I— G.k.4.xr: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. 1, 8</text>
<I— G.k.4.r.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsi!type="IVL_TS"> |,
Klow value="20090101"/>
" <{l— G.k.4.r.4: Date and Time of Start ¢f 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>
{routéCode codeSystem="2.16..840. 1. 113883. 3.989.2.1.1. 14>
CoriginalText>G. k. 4. r. 10. 1</originalText>
<l-- G.k. 4 1.10. 1: Route of Administration (free text) #1-7 —>
{/routeCode> \
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<l G.k.4.1.1a Dose (number) #1-7 —>
{!— G.k.4.r. 1b: Dose (unit) #1-7 —>
{/substanceAdministration>
<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
. <code code="31" codeSyster="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1, 19" codeSystemVersion="1. 1"
displayName="recurranceOfReaction”/>
{value xsi:type="CE” code="G.k.9.1i.4” codeSystem="2. 16, 840.1. 113883, 3.989.2.1. 1, 16"
codeSystemVersion="2.0"/> .
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<!— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #l —>
~ <outboundRelationshipl typeCode="REFR">
(actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6£4657£"/>
{/actReference>
</outboundRelationshipl>
{/observation>

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

>
displayName="recurranceOfReaction”/>

<code code="31" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1"

codeSystemVersion="2. 0"/>

(value xsiitype="CE® code="G.k.9.1i.4" codeSystem="2.16.840.1. 113883.3.989.2. 1. 1. 16"

<!— G6.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
<outboundRelationshipl typeCode="REFR™>
CactReference classCode="0BS" moodCode="EVN">
¢id root="2baa28d6-c9e8—4ebc-93e9-5b860b314220"/>
</actReference>
</outboundRelationshipl>
{/observation>

</outboundRelat1onsh1p2>
{/substanceAdministration>

</component>

<!-- G.k Drug(s) Informatlon (repeat as necessary) #2 —>
{component typeCode="COMP™>
{substanceAdministration classCode="SBADM" moodCode="EVN">
¢id root="68d6f5ce-3b3b~45c7-92dd-69e06730c3a9"/>
{constumable typeCode="CSM™>

codeSystemVersion="1. 0" />

codeSystenVersion="1. 0" displayNeme="$ERGFORRKES"/>

2.1.37

codeSystemVersion="1.1"/>

<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name>6. k. 2. 2{/name>
<l— 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"

<!— @80J2. 24. k WETER #2 —
CasManufacturedProduct 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="0RG” determnerCode- INSTANCE™ *

<name>G. k. 3. 3¢/name>
¢{1— G.k.3.3: Name of Holder / Apphcant #2 —>
</playingOrganization> -
{/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°/>

¢}— G.k. 3.2: Country of Authorisation / Application #2 —>

{/territory>
{/territorialAuthority>
- </author>
. <{/approval>
{/subject0f>
<subjectOf typeCode="SBJ">
(characteristic classCode="0BS” moodCode="EVN">
Ccode code="1" codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2. 1. 10

<1 8geJ2. 4. k: ﬁﬁﬁﬁu%ﬂ)ﬁlﬁﬂﬂﬁ #2 —>
{/characteristic>
. {/subject0f>
(/a?ManufacturedProduct)
CasNamedEntity>
<name xml:lang="ja">J2.23. k(/name)
<1-- 000J2.23. k FFF #2 —
{assigningTerritory>
<code code="JP” codeSystem="1.0.3166.1.2.2" />
(/assigningTerritory> '
</asNamedEntity>
<ingredient classCode=" ACTI >
{quantity>
<numerator/>
<denominator value="17/>
{/quantity>
(ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1{/name>
¢}— G.k.2.3.1r.1: Substance / Specified Substance Name #2-1 —>
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(value xsi‘type="CE” code="J2.4.k" codeSystenF'Z, 16.840. 1. 113883. 3.989. 5. 1. 3.




CasSpecializedKind classCode="GEN">
<generalizedMaterialKind classCode="MAT" determinerCode="KIND">
<code code="J2.26.k.r" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1.3.2. 1. 17"
codeSystemVersion="1.0" />
<I-- 80@J2.25.k.r FEYDRSY #2-1 —> .
{/generalizedMaterialKind>
</asSpecializedKind>
</ingredientSubstance>
</ingredient>
Cingredient classCode="ACTI")
{quantity>
{numerator/>
{denominator value="1"/>
{/quantity> -
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1<{/name>
¢l-- 6.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>
<asSpecializedKind classCode="GEN">
<generalizedMaterialKind classCode="MAT" determinerCode="KIND">
<code code="]2.26.k.r” codeSysten="2.16.840. 1. 113883, 3. 980.5. 1.3.2.1. 17"
codeSystenVersion="1, 0" />
<l— 808]2.25. k.t ADKS #2-2 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
{/ingredientSubstance>
{/ingredient>
</kind0fProduct>
{/instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="COMP”>
<!— G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —>
" <substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<!~ G.k.4.1.8: 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.4.1.5:. Date and Time of Last Administration #2-1 —>
{/effectiveTime> )
CrouteCode 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) #2-1 —>
</routeCode>
{doseQuantity value="10" wnit="G.k.4.r.1b"/>
<1— 6.k 4.1. 1a Dose (number) #2-1 —>
<!— G.k.4.r. 1b: Dose (unit) #2-1 -->
. <{/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. B</text>
<}— G.k.4.1.8: Dosage Text #2-2 —>
<effectiveTime xsi:type="IVL TS™>
<low value="20090101"/>
<l— G.k.4.1.4: Date and Time of Start of Drug H#2-2 —>
{/effectiveTime>
<routeCode codeSystem="2, 16. 840. 1. 113883, 3. 984, 2. 1. 1. 14">
CoriginalText>G. k. 4. r. 10. 1{/originalText>
<!~= G.k.4.7.10. 1! Route of Administration (free text) #2-2 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<}— G.k.4.r. 1a Dose (number) #2-2 —>
¢{l— G.k 4.r.1b: Dose (unit) #2-2 —>
{/substanceAdministration)
{/outboundRelationship2>
+ outboundRelationship2 typeCode="COMP”> )
<I-~ 6.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
{— G.k.4.r.8: Dosage Text #2-3 ——>
CeffectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<!~ G.k.4.1.5: Date and Time of Last Administration #2-3 —>
{/effectiveTime> ) )
<routeCode codeSystem="2, 16.840. 1. 113883.3.989.2.1.1. 14"
<originalText>G. k. 4. r. 10. 1</originalText>
-Gk 4r10.1: 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 —>
<!— 6.k 4.r.1b: Dose (unit) #2-3 —>
{/substanceAdministration>
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<1-- 6.k 4. r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
(substanceAdninistration classCode="SBADM" moodCode="EVN"> -
CtextdG. k. 4. r. 8</textd
<{!— G.k 4.r.8: Dosage Text #2-4 —>
Ceffectivelime 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. L. 147>
<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"/>
<!— G.k.4.r.1a Dose (number) #2-4 —>
{— G.k.4.r.1b: Dose (unit) #2-4 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<l-- G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
CtextdG. k. 4. r. 8</textd
¢l— G.k.4.r.8: Dosage Text #2-5 —>
CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k.4.1.3"/>
¢l— 6.k.4.1.2: Number of Units in the Interval #2-5 —>
— 6k 413 Deflmtlon of the Time Interval Unit #2-5 —>
</comp>
Ccomp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<l— 6.k 4.r.5: Date and Time of Last Administration #2-6 —>
</comp> .
{/effectiveTime>
<routeCode codeSystem="2. 16.840. 1, 113883, ‘3_. 989.2.1.1. 147>
<originalText>G. k. 4. r. 10. 1¢/original Text’
<!— 6.k.4.1.10.1: Route of Administration (free text) #2~5 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
¢!— G.k 4.1.1a Dose (number) #2-5'—>
¢!—- G.k.4.r.1b: Dose (unit) #2-5 —>
</substanceAdministration>
</outboundRelationship2> :
{outboundRelationship2 typeCode=" COMP”>
<1-- G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
{substanceAdministration classCode=". SBADM moodCode="EVN">
text>G. k. 4. r. 8</text>
{1-— G.k 4.1.8: Dosage Text #2-6 —>
CeffectiveTime xsi:type="SXPR_TS™>
Ccomp xsi:type="PIVL_TS">
<{period value="10" unit="G.k.4.1.3"/>
¢|— G.k.4.1r.2: Number of Units in the Interval #2-6 —>
¢!=~ G.k.4.r.3: Definition of the Time Interval Unit #2-6 —>
{/comp>
(comp xsiitype="IVL_TS” operator="A">
</comp>
(/effectiveTlime>
CrouteCode 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) #2-6 —~>
{/routeCode> ’
{doseQuantity value="10" unit="G.k.4.r.1b"/>
- G.k.4.1. 1a Dose (number) #2-6 —>
{!— G.k.4.r.1b: Dose (unit) #2-6 —>
</substanceAdministration>
</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP™>
¢}— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-71 —>
<substanceAdministration classCode="SBADM” moodOode— EVN™>
(textdG. k. 4. r. 8</text>
<!~ G.k.4.r.8: Dosage Text #2-7 —>
(effectivelime xsi:type="PIVL_TS™>
<period value="10" unit="G.k 4.r.3"/>
¢1—- G. k. 4.r. 2: Number of Units in the Interval #2-7 ——>
<I— G.k.4.r.3: Definition of the Time Interval Unit #2-7 ~->
</effectiveTime> ’

;
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displayName="recurrance0fReaction”/>

codeSystemVersion="2, 0"/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2. 0"/>

CrouteCode codeSystem="2.16.840, 1, 113883. 3. 989, 2. 1. 1. 147>
<originalText)G. k. 4. r. 10. 1</originalText>
<}~ 6.k.4.1.10.1: Route of Administration (free text) #2-7 —>
{/routeCode>
<doseQuantity value="10" unit="6G.k. 4.r.1b"/>
<I=- 6.k 4.1.1a Dose (number) #2-7 —>
<!— 6.k 4.r.1b: Dose (unit) #2-7 —>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP”">
<l—— G.k.4.x: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
CtextdG. k. 4. 1. 8</text> -
<!-- 6.k.4.1.8: Dosage Text #2-8 ——>
<effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<}~ G.k.4.r.4: Date and Time of Start of Drug #Z-B —>
{/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.r.10.1: Route of Administration (free text) #2-8 —>
{/routeCode>
{doseQuantity value="10" unit="G. k. 4.r.1b"/>
<!— G.k.4.r. la Dose (number) #2-8 —>
<I--G.k.4.r. 1b: Dose (unit) #2-8 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”> )
<}~ G.k. 4.1’ Dosage and Relevant Information (repeat as necessary) H2-9 —>
{substanceAdministration classCode="SBADM” moodCode- EVN">
{text>G. k. 4. r. 8¢/text>
¢!-- 6.k 4.1.8: Dosage Text #2-9 ——>
CeffectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
<!— G.k.4.r.5: Date and Time of Last Adm1n1strat10n #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.r.10.1: Route of Administration (free text) #2-9 -—->
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.r. 1a Dose (number) #2-9 —>
<— 6.k 4.r.1b: Dose (unit) #2-9 —>
. </substanceAdministration>
</outboundRelationship2>
<outhoundRelationship2 typeCode="COMP”>
<!— 6.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8¢/text>
<l G.k.4.1.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS"> '
{/effectiveTimed
{routeCode codeSystem="2.16. 840, 1, 113883. 3.989. 2. 1. 1. 14”>
CoriginalText>G. k. 4. r. 10. 1</originalTextd> .
<I-— G.k. 4.1.10.1: Route of Administration (free text) #2-10 —> .
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.1. 1a Dose (number) #2-10 —>
<! 6.k 4.1.1b: Dose (unit) #2-10 —>
{/substanceAdministration>
{/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"

. <value xsi:type="CE” code="G.k.9.i.4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. I. 1. 16"

<I—Gk9 i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR”>
CactReference classCode="0BS” moodCode="EVN">
<id root="154eh889-958b-45f2-a02f-42d4d6£4657F"/>
{/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.9.1.4" codeSystem="2. 16.840. 1. 113883. 3.989.2. 1. 1. 16"
<!— G.k.9.i.4: Did Reaction Recur on R.e—administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR”> »

<actReference classCode="0BS” moodCode="EVN">
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¢id root="2baa28d6—cle8—4e6c-93e9-5b860b3142207/>
{/actReference>
{/outboundRelationshipl>
{/observation>
{/outboundRelationship2>
{/substanceAdministration>
</component>
{/organizer>
(/_syuhjectOfZ)
</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" codaSystemVerslon— 1.17 dlsplayName—
interventionCharacterization”/>
: <(value xsi:typa="CE" code="G. k. 17 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"> '
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4aTa-9c30-67671h0efIed”/>
{/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. 197 codeSystemVersion="1.1" dlsplayName—
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—4507—92dd‘699067300339”/ >
{/productUseReference>
{/subject2>
{/causalityAssessment>
</component>
{componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode=" EWN">
<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>
<1-- H.2: Reporter’ s Comments —>
Cauthor typeCode="AUT">
CassignedBntity classCode="ASSIGNED”>
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1.1. 21" codeSystemVersion="1.0" displayName="

sourceReporter”/> .
’ . {/assignedEntity>
. {/author>
{/observationEvent>
</component1>
{componentl typeCode="COMP”> -
(observationBvent classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883 3.989. 2. 1 1.19" codeSystemVersion="1.1" displayName="comment”/>
¢value xsi:type="ED">H. 4</value>
<!-- 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. 217 codeSystemVerslon— 1.0” displayName=" sender ">
{/assignedEntity>
. {/author>
</observationEvent>
{/component1>
<componentl typeCode="COMP™>
- <observationEvent classCode="0BS" moodCode="EVN">
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1.3.2. 1. 10" codeSystemVersmn— 1.0" displayName="RFEETiCHT 5=
AVEH
(value xsi:type="ED">J2.7.2</value>
<l— 880J2.7.2: KETWHTI=AVF —>
(/observationEvent>
{/component1>
{component] typeCode="COMP">
{observationEvent classCode="0BS" moodCode=" EVN >
<code code="5" codeSysten="2.16.840. 1. 113883.3.989,5.1.3.2. 1. 10" codeSystemVersmn— 1.0 displayName="4"# OxtR"/>
<value xsi:type="ED">J2.10</value>
<l— @88J2.10: SHDOMI -
{/observationEvent>
{/component1> M
{component1 typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN">
¢code code="6" codeSystem="2. 16. 840. 1. 113883, 3.989. 5.1.3.2. 1. 10" codeSystemVersion="1.0" displayName="-% DhFEHIRE
e

{value xsi:type="ED">)2.11</value>
— @éa)2.11: FOMBEERE —>
{/observationEvent>
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{/component1>
{componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
Ccode code="12" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="31& M DE K"
7] '
{value xsi:type="ED”>J2.16</value>
<I-- eeey2. 16: WENBOER —>
(/observationEvent> ’
{/component1>
{/adverseRventAssessment)
{/component)
{component typeCode="COMP”>
CobservationEvent classCode="0BS” mpodCode="EVN">
Ccode code="1" codeSystem="2, 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
additionalDocumentsAvailable”/>
Cvalue xsi:type="BL” value="true”/)
<I— 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="1localCriteriaForExpedited”/ .

<value xsi:type="BL” value="true”/>
{!— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</component)
{outboundRelationship typeCode="SPRT”>
(relatedInvestigation classCode="INVSTG” moodCode="EVN™> .
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 22" codeSystemVersion="1. 0" displayName="initialReport”/>
<{subject0f2 typeCode="SUBJ"> ’
{controlActEvent classCode="CACT" moodCode="EVN">
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED”> : .
{code code="C.1.8.2" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 3" codeSystemVersion="2.0"/>
<}— C.1.8.2: PFirst Sender of This Case —>
{/assignedBntity>
{/author>
{/controlActBvent>
<{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT"> .
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
{subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C. 1. 10.r" root="2, 16, 840. 1. 113883. 3. 989, 2. 1.3.2°/
{1~ C.1.10.1: Identification Number of the Report Which Is Linked to This Report (repeat as necessary). #1 —>
{/controlActEvent)> '
</subjectOf2)>
{/relatedInvestigation>
</outboundRelationship> .
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/> )
<subject0f2 typeCode="SUBJ”>
{controlActEvent classCode="CACT* moodCode="EVN">
<id extension="C. 1. 10.1r” root="2. 16. 840. 1. 113883. 3. 989. 2. 1. 3. 27/
{1-- C.1.10.1: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 ——>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship)
<outboundRelationship typeCode="SPRT”> .
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 22" codeSystemVersion="1. 0" displayName="sourceReport”/>
<subjectOf2 typeCode="SUBJ">
{controlActEvent classCode="CACT* moodCode="EVN">
<author typeCode="AUT”> '
<assignedBntity classCode="ASSIGNED")>
<assignedPerson classCode="PSN" determinerCode="INSTANCE”>
<asIdentifiedEntity classCode="IDENT">
<code code="J2.27.1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 15" codeSystemVersion="1. 0" />
<{—@dey2.27.r BfRE7S 2 H—>
</asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
<code code="J2.29.1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 9” codeSystemVersion="1, 0”/>
<1— @00]2.29. r HVBAFER #1 —
</asIdentifiedEntity>
<aslocatedEntity classCode="LOCE™>
Clocation classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="C.2.r.3" codeSystem="1.0. 3166. 1. 2. 2"/>
<l~= C.2.1.3: Reporter’s Country Code #1 —>
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{/location>
{/asLocatedEntity>
{/assignedPerson>
</assignedEntity>
{/author> ’ N
</controlActEvent> -
</subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
CoutboundRelationship typeCode="SPRT™>
- ¢relatedInvestigation classCode="INVSTG" moodCode=" EVN™>
{code code="2" codeSystem="2.16, 840. 1. 113883. 3.989.2.1.1.22" codeSystemVerslon— 1.07 d1sp1ayName— sourceReport”/>
(subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
‘ Cauthor typeCode="AUT">
<assignedEntity classCode=" ASSIGNED™>
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
CasldentifiedEntity classCode="IDENT™> |
<code code="J2.27.1" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2. 1. 15 codeSystemVersion="1.0" />
- <l— @ee)2.27.r BT TS #2—
</asIdentifiedEntity>
<asIdentifiedEntity classCode="IDENT™>
<code code="J2.29.1r” codeSystem="2, 16, 840. 1. 113883. 3. 989. 5.1.3.2.1.9" codeSystemVersmn— 1.0°/>
<1— @88J2.29.r {FHMAFET #2 —>
{/asldentifiedEntity>
<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 #2 ——>
</location>
{/asLocatedEntity>
</assignedPerson> .
</assignedEntity> . .
</author>
</controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
¢subjectOf! 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 -—>
<oity>C. 3. 4. 2{/city>
{l— C.3.4.2: Sender's City —>
(stated>C. 3. 4. 3{/state>
¢<1— C.3.4.3: Sender's State or Province —>
{postalCode>C. 3. 4. 4{/postalCode>
¢1—- C.3:4.4: Sender’ s Postcode —>
< </addt> ,
<telecom value="tel:C.3.4.6"/>
¢l—— C.3.4.6: Sender’s Telephone —>
<telecom value="fax:C.3.4.7"/>
<1— C.3.4.7: Sender’s Fax —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE™>

<{name>
<prefix>C. 3. 3. 2</prefix>
<l-- C.3.8.2: Sender’s Title —> : .

{given)C. 3. 3. 3¢/given>
¢}-~ C.3.83.3: Sender’s Given Name —>
(givendC. 3. 3. 4¢/given>
<]-- C.3.3.4: Sender's Widdle Name —>
<Family>C. 3. 3. 5</family>
¢l— C.3.3.5: Sender’s Family Name —>
{/name>
CasLocatedEntity classCode="LOCE™>
(location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.3.4.5” codeSystem="1.0.3166. 1. 2. 27/
) ¢l-— €:3,4.5: Sender’s Country Code —>
</location>
{/asLocatedEntity>
</assignedPersdn>
<representedOrganization classCode="0RG" determinerCode="INSTANCE">
“CassignedEntity classCode="ASSIGNED">
(represented0rganization classCode="" ORG” determinerCode=" INSTANCE >
<name>C. 3. 2{/name> '
¢l-- (.3.2: Sender’s Organisation —>
{/representedOiganization>
</assignedEntity>
</representedOrganization>
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{/assignedEntity>
{/author>
<primaryInformationRecipient typeCode="PRCP">
assignedEntity classCode="ASSIGNED">
CassignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>J2. 18. 2¢/prefix>
<I— 80@J2.18.2: g%k HEEx —
{family>J2. 18. 3</family>
<I— ee@J2.18.3: RiEE # —
<given>J2. 18. 4</given)
< 00@J2.18.4: Rfgd 4 —>
{/name>
{/assignedPersond
{representedOrganization classCode="0RG” determinerCode="INSTANCE*>
<name>J2. 18. 1{/name>
<I-- @6aJ2. 18. 1: BEXE WML —
{/representedOrganization>
{/assignedEntity>
</primaryInformationRecipient>
{/controlActEvent>
</subject0f1>
<subjectOfl typeCode="SUBJ”> .
{controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.x.1” extension="C.L.9.1.r.2”. root="2. 16. 840.1.113883.3.989.2.1.3. 3"/

= C.1.9.1.7.1: Source(s) of the Case Identifier (repeat as necessary) #1 —>
<l~-C.1.9.1. 1.2 Case Identifier(s) #1 —>
{/controlActEvent>
{/subject0f1>

<subject0f1 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">

<id assigningAuthorityName="C.1.9.1.1.1" extension="C.1.9. L. r.2" root="2.16.840.1. 113883. 3. 989. 2.1.3.3"/>
<I-- C.1.9.1.1.1: Source{s) of the Case Identifier (repeat as necessary) H#2 —> ,
3—C.1.9.1.1.2 Case Identlfler(s) 2 —>
{/controlActEvent)
{/subjectOf1> R

<subject0f2 typeCode="SUB]">
investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVerslon—- 1.07 displayName="ichReportType”/>
{value xsi:type= “CE" code="C.1.3” codeSystem="2. 16, 840. 1. 113883. 3. 989, 2. 1.1.27 codeSystemVerslon‘ 2.0°/>
<l— C.1.3 Type of Report —>
{/investigationCharacteristic>
{/subjectOf2)>
<subject0f2 typeCode="SUBJ">
CinvestigationCharacteristic classCode=" "0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989.2.1. 1. 23" codeSystemVersmn— L.0” dlsplayName— otherCaselds”/>
<value xsi:type="BL” value="true”/>
<!-—C.1.9.1 Other Case Identifiers in Previous Transmissions ->
{/investigationCharacteristic)
{/subject0f2>
{subject0f2 typeCode="SUBJ">
<1nvest1gat10nCharacter1st1c classCode="0BS” moodCode="EVN">
{code code="3" codeSystem— 2. 16. 840, 1. 113883 3.989.2.1.1, 23" codeSystemVersmn— 1.0 dlsplayName— nullificationAnenduentCode” /

<value xsi:type="CE" code="C. 1.1l 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="0BS” moodCode— EVN">
{code code="4" codeSystem="2, 16. 840. 1. 113883. 3. 989, 2. 1. 1, 23" codeSystemVarslon— 1. O displayName="
nullificationAmendmentReason”/>
<value xsi:type="CE">
{originalText>C. 1. 11. 2(/ur1g1nalText)
" <!-= €.1.11.2: Reason for Nullification / Amendment —>
{/value>
{/investigationCharacteristic)
{/subject0f2> ‘
<subject0f2 typeCode="SUBJ"> :
investigationCharacteristic classCode="0BS” moodCode="EVN">
Ccode code="1" codeSystem="2. 16. 840. L. 113883, 3. 989.5.1.3.2. 1. 12" codeSystemVersion="1. 0" displayNeme="BRRIBE (A& />
<value xsi:type="CE” code="J2.1a” codeSystem="2. 16.840. 1. 113883.3.989.5.1.3.2. 1. 1” codeSystemVersion="1.1"/>
<I— 0012, 1a: WAIBE (BEHE —
</investigationCharacteristic)
{/sub ject0f2>
Csubject0f2 typeCode="SUBJ”>
<investigationCharacteristic classCode="0BS” moodCode="EVN")
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1. 0" displayName="$R&5HHE B />
<value xsi:type="TS” value="20130107"/>
<I— @e@J2.2.1: W&ERER —>
{/investigationCharacteristic
</subject0f2>
{subjectOf2 typeCode="SUBJ”>
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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<code code="3" codeSystem="2. 16.840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 12" codeSysterVersion="1.0" displayName="$l& M A ICBF 5= A

Cvalue xsi:type="ED">J2.2.2</value>
<1 00eJ2.2.2: HEEHAWETEIAVE —
</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" codeSystemVersmn—- 1.0” displayName= §¢ﬁ§%77 770
¢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/>
<I— @ee)2.8:1: MERRNTZS —>
{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ">
(investigationCharacteristic classCode="0BS” moodCode=" EWN">
(code code="6" codeSystem="2. 16. 840. 1. 113883, 3.989.5.1.3.2.1. 127 codeSystemVerslon— 1.0" d1sp1ayName—'ﬂ§?f§%0)EEﬂ /
Cvalue xsi:type="ED™>J2.8.2¢/value>
<|— @eej2.8.2: #ENRHOEH —
{/investigationCharacteristic>
{/subject0f2>
{/investigationEvent>
</subject>
{/controlActProcess>
</PORR_IN043016UV>
<!— Message #1 —>
¢! Message #2 —
<1-- PORR_IN049016UV —>
<1—— /PORR_IN049016UV —>
<!—- Message #2 —>
{receiver typeCode="RCV”>
<device classCode="DEV" determinerCode="INSTANCE™>’
<id extension="N. 1. 4" root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 14"/>
¢(I— N.1.4: Batch Receiver Identifier ——>
{/device> E
{/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"/>
<1— N.1.3:. Batch Sender Identifier —>
</device>
{/sender> \
</MCCI_IN200100UV01>
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